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Oguyuanvuwiii caiim Espazutickoco skonomuuecko2o coioza, 09.06.2022

PEILEHUE COBETA EBPA3UINCKON SKOHOMUNYECKOM KOMHUCCHU
19 masg 2022 1. Ne 81
r. bumkex

O BHecennu n3Menenui B [lpaBuiia Haanexamen
npaxkTuku papmaxkonanszopa Espasuiickoro
IKOHOMHYECKOI0 COK3a

B cootBercTBUU co cTaThelt 12 CornamieHus 0 €IUHBIX IPUHITUIIAX U TIPABUIIaX OOpaIIeHHS
JICKapCTBEHHBIX CPEACTB B paMKax EBpazniickoro sKOHOMHYECKOTro coro3a oT 23 nexadps 2014
roga u nyHkToM 81 mpumnoxkenus Ne 1 xk Permamenty pabotel EBpasuiickoil 3KOHOMHYECKOM
KOMHCCHHM, YTBEpKIAeHHOMY Pemenuem Bricuiero EBpa3zuiickOro 3KOHOMHUYECKOIO COBETAa OT
23 nexabps 2014 r. Ne 98, Coset EBpasniickoii s3xoHOMHueckoit komuccuu PEIITIIIL:

1.Buectu B IlpaBwia Hamiexameidl mnpakTuku (apmakoHaa3opa Epasuiickoro
SKOHOMHUYECKOTO0 CO103a, yTBepkaeHHble Pemenuem CoBeta EBpa3uiickoli 3KOHOMHUYECKOUH
Komuccuu ot 3 HostOpst 2016 1. Ne 87, U3MEHEHUs COTTIACHO NMPHIIOKEHUIO.

2. Hacrosiee Pemienue BcTynaer B cuily 1o ucreueHuu 180 kajgeHJapHbIX THEH ¢ AaThl €ro
o(uMaNbHOTO OMyOIUKOBAHHUS.

Ynensl CoBera EBpa3uiickoii 3K0OHOMHYECKOI KOMHCCUM:

Ot Pecny0stuku Ot Pecny0siuku Ot Pecnyosmuxkun Ot Kpipreickoit Ot Poccuiickoii
ApMeHus Beaapych Kazaxcran Pecny0nuku Denepanun
M.I'puropsin N.1leTpumenko B.Cynaranos A.Koxomes A.OBepuyk
IIpunoxenue

Kk Pemrenuro CoBera
EBpazuiickoii 5KOHOMHUYECKOW KOMUCCUH
ot 19 masg 2022 r. Ne 81

N3MEHEHUWSA,
BHocuMmble B [IpaBuia Haase:kamed npaktuku papmakonaazopa EBpasuiickoro
IKOHOMMYECKOIo0 COK3a

[IpaBuia U3JI0XKUTH B CIEAYIONIEH PEOAKIIUN:

«YTBEPXIEHBI

Pemennem Cosera

EBpasuiickoil 5KOHOMUYECKON KOMHUCCUU
oT 3 HOs16pst 2016 T. Ne 87

(B penakuun Pemenust Coeta
EBpasuiickoil 5KOHOMUYECKOH KOMHCCUU
ot 19 mas 2022 1. Ne 81)

ITPABUJIA
HajJJIe;kalei NpakTuku (apMakoHaa3opa EBpa3sniickoro 3Jk0HOMH4YeCKOro cox3a

I. O01mue moJio:xeHus

1. Hactosimue IlpaBunma pa3paOoTaHbl B COOTBETCTBUU co craThedl 12 CornameHus o
€AVHBIX TPUHITUIIAX U TIpaBUJIaX OOpalleHUs JEKapCTBEHHBIX CPENICTB B paMkax EBpaswuiickoro
AKOHOMHUYECKOTO coro3a oT 23 mekadpst 2014 roma u ompenensroT MOPSAOK OCYIIEeCTBICHUS
(dapmakoHag30pa B rocydapcTBax — uwieHaX EBpa3uiicKOro »KOHOMHUYECKOTO cOro3a (maiee
COOTBETCTBEHHO — TocyaapcTBa-uieHbl, Coro3).

STAJIOH Hngpopmayuonno-nouckosas cucmema "ITAJIOH"
Hayuonanenvuii yenmp npasosoii ungpopmayuu Pecnyonuxu benapycey



Hensimu papMakoHaa3opa SBISIOTCS:

MPEeIOTBPAIICHIE HEOIArOMPUATHBIX MOCIEICTBUN HEXENATEIIbHBIX PEaKIuil Y YelOoBeKa,
pa3BUBAIOIIMXCS TIOCTE TMPUMEHEHHUS 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpErnapaToB B
COOTBETCTBUH WJIM HE B COOTBETCTBUU C YCIOBHSIMH PETHCTPAIMOHHOTO yIOCTOBEPCHHS WU B
pe3ynbTare BO3AEMCTBHSI, CBA3AHHOIO ¢ PO(eCCHOHAIbHON eI TebHOCTbIO;

obecnieueHnre 6e30macHOro u 3(HPEKTUBHOTO MPUMEHEHHSI JIEKAPCTBEHHBIX MPENaparoB, B
YaCTHOCTH TIOCPEACTBOM IPEAOCTABJICHUS CBOEBPEMEHHOM HHpopManuu O O€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB MallMEHTaM, CIICIIUATMCTaM CHCTEMBI 3JJPaBOOXPAHCHHSI U HACEJICHUIO.

2. Jlna ueneit Hactosiuux I[IpaBunm WCHONB3YIOTCS TMOHSTHSA, KOTOPBIE O3HAYaIOT
ClIEyIOIIEE:

«ayamuT» (audit) — CUCTEMaTUYECKUH, YIOPSTIOYCHHBIN, HE3aBUCHUMBIN "
JOKYMEHTHPOBAHHBIN TPOIECC MONy4eHUsT W OOBEKTUBHON OIICHKU ayJUTOPCKUX (aKTOB,
XapakTepu3yloumx padoTy cuctembl (GapMakoHaa30pa, C LENbI0 ONpeAeNeHUsl CTElNeHU
BBHITIOJTHEHUS] KPUTEPUEB ayIUTa,

«BOXHBIA WIACHTU(UIIMPOBAHHBIN PHUCK», «BAKHBIA MOTCHIMAIBHBIA pUCK» (important
identified risk and important potential risk) — nneHTH)UIIPOBAHHBIN PUCK UM MOTEHIIUATBHBIN
PUCK TPUMEHEHHs JIEeKapCTBEHHOIO TIpernapara, KOTOpble MOTYT OKa3aTh BIUSHUE Ha
COOTHOIIIEHUE «IIOJb3a — PHUCK» WJIM HUMETh MOCIEJACTBUS ISl OOIIECTBEHHOTO 3I0POBBA.
Omnpenenenre prucka Kak BaKHOTO 3aBUCUT OT HECKOJIBKUX (DaKTOPOB, BKJIIOYAsl CTENIEHb BIUSHUS
Ha YeJI0OBEKa, CEpPhEe3HOCTh PHCKA M BIHUSHUE HA OOIIECTBEHHOE 3/I0POBBE (3M0POBHE HACEIICHHS).
JItobolt  pHCK, KOTOPBIM MPEANOJIOKUTEIHPHO HEOOXOAMMO BKJIIOYHUTH B  pa3fen o
MPOTUBOMNOKA3aHUSAX U MepaxX MPEeIOCTOPOKHOCTU, OTHOCUTCS K YHCITY BAXKHBIX PHCKOB, €CIH
JiepKaTesieM PEerUCTPallMOHHOIO yI0CTOBEPEHUSI HEOOOCHOBAaHHO WHOE;

«Banmupanusa curHana» (signal validation) — mpoliecc OIEHKHM JAHHBIX O BBISIBICHHOM
CUTHaJIe C IIeJIbl0 Bepu(UKaLUU U MOATBEPKIEHUS TOro ¢akra, 4yTo AOCTYMHas MHopMaus
COJIEPKUT OCTATOYHBIE JOKA3aTEeIbCTBA JIJIS TOATBEPKICHUS BHISIBIICHUS] HOBOU MOTEHIIMATHHON
MIPUYHUHHO-CJIEICTBEHHOM CBSI3U MJIM HOBOT'O aCTIeKTa M3BECTHOM B3aUMOCBSI3HU U, CIIEI0OBATENbHO,
SIBIISIETCS 00OCHOBAHUEM HEOOXOIMMOCTH OCYIIECTBIICHUS! KOMILIEKCA NaTbHEUIINX JEHCTBHIMA 1O
aHaJIM3y CUTHAJA;

«BaUIUpOBaHHBI curHam» (validated signal) — curHam, nanst KOTOpOro B Ipoliecce
BBITIOJTHEHUS BaJIHUAlMU U OICHKU MOATBEP KAAIOIINX JaHHBIX YCTaHOBJIEHO, YTO MMEIOIIAsCS
JOKYMEHTAIUsl JOCTAaTOYHA ISl TPEATOIOXKEHHSI HATUYUs HOBOW MOTCHIIMATBHOW MPUYUHHO-
CIIEICTBEHHOW CBSA3M WJIM HOBOTO acleKkTa M3BECTHOW B3aMMOCBA3M MEXIY MPHUEMOM
MOI03PEBAEMOT0 JICKAPCTBEHHOTO Tpernapara U pa3BUTHEM HEOIAronpusITHOTO MOCIEACTBUS, U,
CIIEIOBATENIbHO, OMpEeIeiIeHa HEOOXOAUMOCTh OCYIIECTBICHUS KOMIUJIEKCa JalbHEHIINX
JIeNCTBUI 1O OIIEHKE CUTHAJIa;

«BO3JICHCTBUE, CBA3aHHOE C POJOM 3aHATHI» (occupational exposure)— BO3JeHCTBHE
JIEKapCTBEHHOTO Tpemnapara, KOTOPOMY IOABEPICsS YeNOBEK B PE3yJbTaTe BBIMOTHEHHS Kak
po¢eCCHOHATBHON NeITETLHOCTH, TaK M MHOM JACSITEIIbHOCTH. J[aHHOE BO3/IeHCTBHE HE BKITFOYACT
Cllydad BO3JCHCTBHS OIHOTO U3 UWHIPEAMECHTOB JIEKAPCTBEHHOrO IIpermapaTa Ha JTare
MIPOM3BOJICTBA /10 BBIITYCKa KaK TOTOBOTO JIEKAPCTBEHHOTO Mpernapara;

«BBIsIBIICHUE cuTHana» (signal detection) — mpouecc moucka W (WiIHM) HISHTUDUKALUN
CUTHaJIa C UCIOJIb30BAHUEM JIFOOBIX HCTOUYHUKOB JJAHHBIX O O€30M1aCHOCTH;

«Jzata okoHuaHus coopa maHHBIX» (data lock point) — nata 3aBepiieHus cOopa JaHHBIX IS
BKJIIOUEHUS B TMEPUOJUYECKHM OOHOBISEMBbI OT4EeT MO Oe30MacHOCTH, OCHOBaHHas Ha
MEXIYHApOJAHOW NaTe perucTpanuu. B pamkax ordera mo 0e30macHOCTH pa3padaTbIBaeMOro
JIEKapCTBEHHOTI'O CpPEJCTBAa — Jara 3aBepuleHHs cOopa MaHHBIX JUIS BKJIIOUYEHUS B OTYET,
OCHOBaHHasi Ha MEXIyHApOIHOM JaTe 0J00peHHsl pa3padaThIBA€MOro JICKAPCTBEHHOTO CPE/ICTBA.
Jlata okoHuUaHuUs cOOpa JaHHBIX BKIIOYAET B ce0s I€Hb U MECHII;

«3aBeplIeHHOe KIMHUYecKoe uccienosanue» (completed clinical trial) — nccnenosanue, mo
KOTOPOMY MOJTOTOBJICH 3aKIIOUUTEIBHBINA OTYET O KIMHUYECKOM HCCIIEA0BaHUN;



«3akpbIThiid curHaim» (closed signal) — curman, oreHka KOTOporo ObUTa 3aBeplleHa B
OTYETHBIN MEPUOJT COCTABICHHS IEPUOANYECKOTO OOHOBIISIEMOT0 OTYETAa 110 0€30MaCHOCTH;

«370ymoTpeOIeHne JeKapCTBEHHBIM mpernapaTom» (abuse of a medicinal products) —
MIOCTOSIHHOE WJIM Pa30BOE IpeIHAMEPEHHOE Ype3MepHOe YIOTpeOJIeHHe JIEeKapCTBEHHOTO
mpernapara, KOTOPO€  COMpPOBOXKAACTCS  HEOJIArONPUATHBIMH  (DU3UOJOTHYECKUMH  WITH
MICUXOJIOTHYECKUMU 3P dekTamu;

«uneHtuduimpoBanueiii  puck»  (identified risk) — HexemaTenpHOE  TOCIIENCTBHE
(dapmakoTepanuy, B OTHOIICHHH KOTOPOTO TOJIY4YEHBI JOCTATOYHBIC HOKA3aTEIbCTBA HATHUMS
B3aMMOCBSI3H C TI0JI03PEBACMBIM JICKAPCTBEHHBIM IPENapaToMm;

«MHIMBHyaJbHOE COOOIIEHHE O HEexXenaTenbHoi peakuun» (individual case safety report
(ICSR) (adverse (drug) reaction report)) — mHbOpMaIus, TepenaBaemMas B COOTBETCTBHH C
YCTaHOBIICHHBIMU (OpMOI M coaepxaHueM, 00 OIHONH WIM HECKOJBKHX I10/103PEBAEMBIX
HE)KEJIaTeNbHBIX PEaKIUsIX Ha JIEKAPCTBEHHBIN TpenapaT, BO3HUKAIONIUX Y OTJEIBHOTO MaIllHeHTa
B OTIPEJICIICHHBI MOMEHT BPEMEHHU;

CMHIUACHT TO JIEKApCTBEHHOMY Tipemapary» (incident) — cuTyamusi, TpH KOTOPOM
MPOUCXOJIUT COOBITHE MM TIOCTYIAeT HOBask MH(POPMALIUs OTHOCUTEIBHO 3aPETHCTPHUPOBAHHOTO
JICKQpCTBEHHOTO TIpenapara, HE3aBHUCUMO OT TOTO, SBISETCS JIA OHA MM HE SIBISCTCS
OOIIEOCTYITHOM, KOTOpasi MOXET HMETh CEphe3HOE BIMSHHE Ha OOLIECTBEHHOE 3/J0POBbE
(3m10pOBbE HACETIEHNUSA);

«HMCTOYHUKH TOTYYCHHS] MHIUBUIYaTbHBIX COOOIICHUI O HEXENATeNbHBIX PEaKIUsIX IO
3ampocy» (solicited sources of individual case safety reports) — opraHu3oBaHHBIE CHCTEMBI T10
cOOpy JaHHBIX, KOTOPHIE BKIIOYAIOT B CE0sI KIIMHUYECKUE UCTIBITaHUs (MCCIIEOBAHMUS), PEECTPHI,
MOCTPETUCTPAIIMOHHBIE TTPOTPAaMMBI MTEPCOHATN3NPOBAHHOTO HCITOJIB30BAHMS JICKAPCTBEHHOTO
npermapara, Apyryue mporpaMMBbl 10 MOAAECPIKKE MAIMEHTOB U MOHUTOPHHTY 3a00JIeBaHUMN, OIIPOCY
MalMEeHTOB WM JieYallux Bpaded wid 1o coopy mHbopmaruu o0 3PGEeKTHBHOCTH TEepanmuu U
MIPUBEPIKEHHOCTHU TAIIUEHTOB K JICUCHUIO;

«Ka4ecTBO cHcTeMbl (hapmakoHam3opa» (quality of a pharmacovigilance system)— Bce
XapaKTePUCTUKH CUCTEMBI (hapMaKOHa30pa, KOTOPHIE B COOTBETCTBHU C OLIEHKOH BEPOSTHOCTH
MIPHUBOMAT K Pe3ysibTaTaM, COOTBETCTBYIOIIUM IIEJISIM CUCTEMBI (DapMaKOHAA30pa;

«knMuHUYeCKoe wuccienoBanue» (clinical trial (study)) — kiIuMHMYeckoe W3yueHUE
JICKApCTBEHHOTO Mperapara, YA0BICTBOPSIONIEE XOTsI ObI OTHOMY U3 CIEAYIOIINX YCIIOBHIA:

Ha3HAUYE€HUE CYOBEKTYy KIMHUYECKOTO HCCICNIOBAaHUA KOHKPETHOM TepareBTHYECKOM
cTpaTeriu (BMEIIATEIbCTBA) MPOUCXOAMWT 3apaHee W HE SBISACTCS PYTUHHON KIMHHUYECKOW
MPAKTUKON (TO €CTh IMIAOJOHHBIMU (OJHOTHITHBIMH) MEIUIIMHCKUMH JTUATHOCTUYECKHUMH H
JIe4eOHBIMH TIPOIETyPaMH, TEXHOJIOTHUSMH WJIH MEPOTPHUSATHIMH, KOTOPHIC BBIIOJHSIOTCS IS
JAHHOW TPYMIBI TMAlMEHTOB WM JaHHOTO CTaHAapTa OKAa3aHWs MEIUIIMHCKOW MOMOIIH) B
rOCyJapCTBEe-WICHE, HMCCIENOBATEIbCKHE IICHTPHI KOTOPOTO MPHHUMAIOT ydYacTHE B JIaHHOM
KIIMHUYECKOM HCCIICIOBAHNH,

pelieHre O Ha3HAUYCHWHM WCCIEAYeMOro JIEKapCTBEHHOTO TIpernapara NpUHUMAETCS
COBMECTHO C PELICHHEM O BKIIIOYCHHUHU CYyObEKTa B KIMHUYECKOE UCCIIC0OBAaHUE;

B OTHOIICHHH CYOBEKTOB KJIMHUYECKOTO HCCIICOBAaHUS, MOMHMO IPOLEAYP PYTHHHOM
KIIMHUYECKOW TPAKTUKH, BBIMONHIIOTCS JOMOJHUTEIBHBIE TMPOLEAYypPhl IUATHOCTUKUA WM
MOHHUTOPUHTA;

«KOHTpOJIb M obecreueHre KayecTBa CHCTeMbl (apMakoHan3opa» (quality control and
assurance) — MOHUTOPHHT, OIleHKa, o0ecrieueHue 3(HPEKTUBHOCTA U COOTBETCTBHS CTPYKTYPHBIX
AJIEMEHTOB M MIPOIECCOB CUCTEMBI (hapMaKOHa[30pa YCTAHOBJICHHBIM TPEOOBAHUIM;

«iekapcTBeHHOe cpenactBo» (medicinal product)» — cpeAcTBO, MpeacTaBisAOIIee COOOM
a0 copeprkaliee BEIIeCTBO MM KOMOWHAIMIO BEILIECTB, NMpeJHAa3HAuYCHHBIC IJIS JICYECHUS,
npodUIaKTUKA 3a00JICBaHWI YEIIOBEKAa WIJIM BOCCTAHOBJIICHHS, KOPPEKIUH WM W3MEHCHHS
¢uznonornueckux (yHKIHA TOCPEACTBOM (apMaKOJIOTHUYECKOT0, UMMYHOJOTHUECKOro JHO0
METa0OJIMYECKOTO BO3JICHCTBHUS WU JIJISl TUArHOCTUKY 3a00JIEBaHUI M COCTOSIHUS YeJIOBEKa;



«IekapcTBeHHBIM Tmpenapar» (drug, remedy)— JEKapCTBEHHOE CPEICTBO B BHJIC
JIEKapCTBEHHON ()OPMBI, BCTYHAIOIIEe B KOHTAKT C OPTaHU3MOM YEIIOBEKA;

«mactep-haitn cuctemsl dapmakoHagzopa» (pharmacovigilance system master file
(PSMF)) — monpobHoe omucaHue cuUCTeMbl (apMaKoHAI30pa, MPUMEHSEMON JepiKareneM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS B OTHOIIEHHHM JaHHBIX OO0 OJHOM WM HECKOJIbKUX
3apEeruCTPUPOBAHHBIX JICKAPCTBEHHBIX Mperaparax;

«MEXIyHapoJaHas Jarta oJoOpeHHs] pa3padaThIBa€MOro JIEKQpCTBEHHOTO Ipenaparay
(development international birth date (DIBD)) — mata mepBoro ogoOpeHwust (MM aBTOPHU3AIIHH )
MPOBEICHUSI MHTEPBEHIIMOHHOTO KIIMHUYECKOI0 UCCIIEIOBaHMS B JIIO0OM cTpaHe MuUpa;

«MEXIyHapogHas naTta peructpanum» (international birth date (IBD))— mara mepBoit
peructpanuu (0J00peHUs K MPUMEHEHHIO) B JIIOOOM TOCYJapCTBE JICKAPCTBEHHOTO IMperapara,
COZIepKalIero ONnpeeIeHHOe IEHCTBYIOIIEE BEIIECTBO;

«Mepbl MUHUMHM3AIMKA pUcka» (risk minimization measure, risk minimisation activity) —
KOMIUIEKC MEPOIPUSTHI, HANpaBIEeHHBIX Ha MPEJOTBPAIICHUE WM YMEHBIIICHHE BEPOSTHOCTH
BO3HUKHOBEHHUS HEXEJIaTeIbHBIX pEaKlMi, CBA3aHHBIX C BO3JACUCTBUEM JIEKAPCTBEHHOI'O
npemapara, 1100 Ha YMEHBIIEHUE CTENEHH TSHKECTH WJIM BIUSHUS HEXKENATEeIbHBIX peakluid Ha
ManyeHTa B Ciy4yae UX pa3BUTHS;

«MUHUMaNbHBIE TpeOoBaHUA K MH(OpMAIMM B COOOIIEHUH O HEXEIATEIbHON peakium»
(minimum criteria for reporting) — MHHUMaJIBHBI HA0Op [AaHHBIX MPEACTABISIEMBIX B
YIOJHOMOYECHHBIE OpraHbl B cepe (apmakoHam3opa O Clydasx BBISBICHHS I0JI03PEBACMBIX
HEeXKeNaTeNbHBIX pPeakIuil (BKIouyas HICHTUGUIMPYEMOTO pernoprepa, HUIACHTHPHUIHPYEMOTo
MaIUeHTa, HeXXeNaTEIbHYIO PEaKIUIO U TI0JJ03peBaeMbIii IEKapCTBEHHBIN Tperapar);

«Ha0Op JaHHBIX JJIS aHaAJM3a» — MUHUMAaJIbHBIA HAO0Op NaHHBIX, KOTOPBIA TpeOyeTcs s
BBITIOTHEHUSI CTAaTHCTUYECKOTO aHaliu3a, HEOOXOJUMOTro Jisi TONyYeHHUs pPe3yJIbTaToOB IO
MIEPBUYHBIM LIEJISIM MCCIICOBAHNUS;

«HaAJexXamas npakTuka ¢papmakonaazopa» (good pharmacovigilance practices (GVP)) —
PYKOBOJCTBO IO OCYIIECTBICHHIO (hapMaKOHAI30pa B TOCYAapCTBaxX-wieHax, TpeOOBaHUS
KOTOPOTO  pPacHpOCTPAHSIFOTCS Ha  JIepKaTelne  PEruCTPAllMOHHBIX  YJIOCTOBEPCHHA WU
YIIOJTHOMOYEHHBIE OpTaHbl B chepe ¢papMaKkoHaI30pa;

«HAYaJIo WCCIEAOBaHUS» — JJaTa Hadasa coopa JaHHBIX;

«Hayaso cOopa JaHHBIX» — JlaTa PETUCTPALUU JAaHHBIX O MIEPBOM IMALMEHTE, BKIIOUEHHOM B
UCCIIeIOBaHNE, B IOKyMEHTapHOU (hopme (JIeKTpOHHOU Oa3e cOopa MaHHBIX) WMIIM J1aTa Hadaia
W3BJICYEHHUS TAaHHBIX (B CIIyyae MOBTOPHOIO UCMOIb30BAaHUS JAHHBIX);

«HEBAUANPOBAHHBIM curHam» (non-validated signal) — curHan, mns KOTOpOro I0
pe3ysbTaTaM BBINOJIHEHUS BaJUAALMU U OLIEHKH MOATBEPKAAIONIUX TaHHBIX YCTAHOBIJIEHO, YTO
UMEIOIIUECS JTaHHBIC SIBJISIOTCS HEIOCTATOYHBIMHU JJIsi TIPEANOJIOKEHUS O HATUYUA HOBOM
MOTEHIIUAJIbHOW MPUYNHHO-CJIEICTBEHHON CBSA3H MJIM HOBOT'O aCleKTa N3BECTHOM B3aUMOCBSI3H H,
CJIeIOBATENHHO, JAILHEUIITNI aHaTN3 CUTHAJIA HE SBISETCS 00OCHOBAHHBIM;

«HEeXenaTenbHas peakuus» (adverse reaction) — HempemHaMepeHHas HEOJIaronpusTHAS
peaxivsi OpraHu3Ma, CB3aHHAas C MPUMEHEHHEM JICKapCTBEHHOTO Mpenapara v Mpearnoiararornast
HaJIMYMe B3aUMOCBSI3U C MPUMEHEHHUEM T0JJ03PEBAEMOT0 JIEKapCTBEHHOTO Ipemnapara. B ciydae
MOJIy4EeHUs CIOHTAHHOTO COOOIICHHS O Pa3BUTHHM HEXKENATEIILHOTO SBJICHHUS, B KOTOPOM
MPUYMHHO-CJIEICTBEHHAsl CBsI3b HEM3BECTHA WJIM HE YyKa3aHa CIEHUAINCTOM CHUCTEMbI
3IpaBOOXPAHEHUS WITU MOTPEOUTENIEM, SIBIISTFOIIIUMCS TIEPBOMCTOYHUKOM, JTAHHOE HEXKEIATeIThHOE
SBJICHUE pacCMaTpPUBAETCs KaK HeXesarenbHass peakius. Bce mocTymarolue CHOHTAaHHBIE
COOOIIIEHUS, TIPEICTABIIIEMBIC CIICIIUATICTAMU CUCTEMBI 3JIPABOOXPAHCHHSI HITU TIOTPEOUTEIISIMH,
paccMaTpuBaloTCA Kak I0JI03peBacMble HEXKENaTeNbHbIE PEAKIMH HUCXOAS W3 TOro, 4TO HX
MPEJICTABICHUE COJCPKUT TMPEANOJIOKCHUE TEPBOMCTOYHHKA O HAIWYUU B3aHMOCBSI3H.
HckimoueHne coCTaBisIOT COOOIIEHHS, B KOTOPBIX MEPBOMCTOYHMKOM ClI€JaHO YKa3aHHE Ha
OTCYTCTBHE B3aUMOCBSI3M MEXIYy HEXKEIATCIbHBIM SBICHHEM H IMPUEMOM I10J03PEBaeMOTO
JIEKapCTBEHHOI0 Mpemnapara. HexenarenbHble peaklMM MOTYT BO3HUKATh NpPU MPUMEHEHUH
JIEKapCTBEHHOTO TMpenapara B COOTBETCTBUU C OJOOPEHHBIMH YCIIOBUSMH TMPUMEHEHUS



JIEKapCTBEHHOI'O IMpernapara, Wik B CBSI3U C UX HApyIICHHEM, UJIU B pe3yJbTaTe BO3ICHCTBUS,
CBSI3aHHOTO C pojaoM 3aHATui. Cllydau NPUMEHEHUS C HapyLICHHEM OIO0OpPEHHBIX YCIOBHMA
MIPUMEHEHHUSI JIEKAPCTBEHHOI'O IMpernapaTa BKIOYAIOT B ceOsl MpUMEHEHHE HE B COOTBETCTBUHU C
o0IIell XapaKTepUCTUKOM JIEKapCTBEHHOTO Tpernapara WiIM WHCTPYKIHMEH MO MEIUIIMHCKOMY
MPUMEHEHUIO, TEPEIO3UPOBKY, 3JI0YNOTpeOsiieHne, HEMpPaBUIbHOE NPUMEHEHHE U OIIHOKU
MIPUMCHCHHS,

«HEeXenaTenpbHoe sBiaeHue» (adverse event) — mo0oe HEONIArompusTHOC W3MEHEHHE B
COCTOSIHUM 3[I0POBbS MAaIlMeHTa WM CyOBbEeKTa KJIMHUYECKOTO HMCCIEIOBAHMSA, MPOU3OLIEAIICEe
rocJie MPUMEHEHUs JIEKapCTBEHHOT 0 Mpenapara, He3aBUCUMO OT MPUYMHHO-CIIECTBEHHON CBS3U
c ero rmnpuMeHeHHeM. HexenaTenpHOE SBJIEHHE MOXET NPEICTABIATH Cco00W Jroboe
HEOIaronpusTHOE W HEMpeTHAMEPEHHOE U3MEHEHHE (B TOM YHCIIC OTKJIOHEHHE JIabOpaTOpPHOTO
MoKaszaTeiasi OT HOPMBI), CUMITOM HJIM 3a00JIeBaHUE, BpPEMsl BO3HMKHOBEHHS KOTOPBIX HE
MCKJTIOYAET CBSI3U C IPUMEHEHHEM JIEKApCTBEHHOTO Mpernapara, BHE 3aBUCMMOCTH OT HAJTMYUS WIIH
OTCYTCTBUS B3aUMOCBSI3U C IPUMEHEHUEM JICKApPCTBEHHOT'O Mpenapara;

«HEXKeIaTeIbHOE BJICHHE TTociie uMMyHu3auny (adverse event following immunization) —
m000e HEeXeNaTeNnbHOE SBJICHUE, Pa3BHBILEECS MOCIE HMMMYHH3AIMM, BHE 3aBHCHUMOCTU OT
HaJIM4YUs WM OTCYTCTBUS B3aMMOCBSI3U C NpHUMEHEHHEM BakIMHbL. HexenarenbHoe siBIeHHE
mocjae MMMYHH3ALMM  MOXKET TMpPEJCTaBIsATH co0oi  moboe  HeOIarompusTHOE |
HempeIHaMepeHHOe H3MeHeHHe (B TOM YHCJe OTKJIOHEHHE J1abopaTOPHOro IMOKas3aTens oOT
HOPMBI), CHMIITOM MJIH 3a00JICBaHHE;

«HEHMHTEPBEHIIMOHHOE HcceaoBaHue» (non-interventional studies) — ucciemoBanue, mpu
KOTOPOM BBITIOJTHSIOTCS CIIEAYIOIINE YCIOBHS:

JIEKApCTBEHHBIM TIperapaT Ha3HA4aeTcs B COOTBETCTBUU C OOIICH XapakTEPUCTHUKON
JICKapCTBEHHOTO Mpernapara;

pellleHre O Ha3HAYeHWH TMAalUEHTy OMNPEJEeIEHHOrO JIeYeHUs MPUHUMAETCS HE 3apaHee
COIJIaCHO IIPOTOKOJY MCCIIEIOBAHUs, 4 B COOTBETCTBUM C PYTHUHHON KIMHUYECKOW IIPAKTUKOU, U
Ha3HaYeHHE JIEKAPCTBEHHOTO Mpernapara YeTKO OTAENIEHO OT PEelIeHUs O BKIIOYEHUH MalleHTa B
HCCIICIOBAHHE;

B OTHOIIGHWM TMAllMEHTOB HE MPUMEHSIOTCA  Kakue-Tu00o  JOMOJHUTEIbHBIE
JTUArHOCTHYECKHUE WIIM KOHTPOJBHBIC TPOIEAYpPHl, a IS aHaiu3a IOJYYCHHBIX JaHHBIX
UCIOJIb3YIOTCS SIUAEMUOJIOTMUECKHUE METO/IBI;

«HENpaBUJIbHOE TPUMEHEHHe» (misuse) — HaMEpeHHOe HeHaJyIexkallee MPUMEHEHUE
JIEKapCTBEHHOT'O Mpernapara, He COOTBETCTBYIOIIEE YCIOBUSAM, YCTAHOBICHHBIM MPU PErHCTpaIiii
JICKapCTBEHHOTO Mperapara;

«HETPAaBWJIbHOE TPUMEHEHUE C HE3aKOHHOM 1enbio» (misuse of a medicinal product for
illegal purposes) — HempaBUJIbHOE MPUMEHEHHE C JOMOJIHUTENBHBIM CKPBITHIM HaMEepeHHEM
HEHaJIeXKaIllero MpUMEHEHUs JIEKapCTBEHHOIO Mpenapara ¢ Iejbl0 OKa3aHus BO3AEWUCTBUS Ha
apyroe auno. HempaBuibHOE NMpUMEHEHHE C HE3aKOHHOW IENIbI0 BKIIIOYAET B ceOs MPOAaKy
IpyroMy JHILy JIEKAPCTBEHHBIX TMpENapaTtoB MJs PEKPEalMOHHBIX IeJNed U MCIOJIb30BaHHE
JICKapCTBEHHOT'O Mpenapara JJisi COBEPIIEHHs IPECTYMHbIX ACHCTBHIA;

HETIPENIBUJICHHAs ~ HeXenarelbHas  peaknus»  (unexpected adverse  reaction) —
HEeXXeJaTeNnbHasl peakius, XapakTep, CTENeHb TSHDKECTH WIM UCXOJ KOTOPOM HE COOTBETCTBYET
nHpopManuu, coAepiKaleiicss B JEUCTBYIOIICH oOOImEeH XapaKTEPUCTHKE JIEKapCTBEHHOTO
npemnapara. K uucity HenpenBUICHHBIX HEXeNaTeIbHbIX PEaKLUil OTHOCATCS CBOMCTBEHHBIE IS
(dhapmakosoruueckoro kiacca 3pQexTol, ykazaHHbIe B 00IIeH XapaKTEPUCTHKE JEKaPCTBEHHOTO
mpernapara, KOTopble He ObUIM ONMMCAaHBbl KaK CBA3aHHBIE C HEMOCPEICTBEHHBIM NPHUMEHEHHEM
JIEKapCTBEHHOI0 IMpernapaTta. J[is JieKapCTBEHHBIX IMpenapaToB, 3aperUCTPUPOBAHHBIX B
COOTBETCTBHH C 3aKOHOJIATEIILCTBOM I'OCyIapCTBa-4jeHa, IPUMEHsETCs 00I1as XapaKTepHCcTUKa
JIEKapCTBEHHOT'O Mpenapara, 0JoOOpeHHas yIOJIHOMOYEHHBIM OpraHoM B cepe apmakoHa30pa
rocyJapcTBa-4wieHa, KOTOPOMY HAIpaBJIeHO COOOIIEHUE O HeXeNaTeIbHON peakiuy;



«HOBBIU BBISIBIICHHBIN curHa» (newly identified signal) — curnan, BepBbie BBISIBICHHBIN B
TEYEHHUE OTYETHOTO INepuojJia MEPUOJUYECKOr0o OOHOBISEMOro OT4eTa Mo Oe30macHOCTH,
SIBIISTFOIIMIICS. OCHOBAHHEM IS JAIbHEHIIMX JSHCTBUM MJIH €r0 OICHKU,

«OKOHYaHHE cOOpa MaHHBIX» — JaTa, M0 COCTOSHUIO HAa KOTOPYIO BIEPBHIE MOIHOCTHIO
noctynHa 0a3za cOopa JaHHBIX, IPUTOHAS 7S IPOBEICHUS aHAIN3a;

«OpraHu3anus» — OPUINYECKOE JIMI0, MPABOMOYHOE BBITIONHATH JACSITENBLHOCTh I10
(dhapmMakoHaa30py U HECyIllee OTBETCTBEHHOCTh 32 BBIINOJIHEHNUE JAHHOM J1eATeIbHOCTH;

«OCHOBHast HHGOpMAIUs 0 OE30MACHOCTH JIePIKATENS PETUCTPALMOHHOTO YIOCTOBEPEHUSDY
(company core safety information (CCSI))— wunHpOpManms, uMeIIas OTHOIICHHE K
0€30MacHOCTH JIEKAPCTBEHHOIO MpernapaTra, COACpXKAIascs B IMEpPEYHEe OCHOBHBIX JAaHHBIX O
JIEKapCTBEHHOM IIpernapaTe JAepiKaTelisi PEerucTPalMOHHOTO YIOCTOBEPEHMsS JIEKApCTBEHHOTO
npermapara, pa3padoTaHHas UM U TIPeICTaBIsieMast IO €ro 3asBICHUIO B YIIOJIHOMOUYEHHBIC OPTaHbI
B cdepe (apmakoHan3opa rocydapCTB-4JIE€HOB, Ha PBbIHKAX KOTOPBIX peaTu3yeTcsl JaHHBIN
JIEKapCTBCHHBIN TMpemnapaTr, 3a HUCKIIOYCHHEM CIIy4aeB, KOrja B HWH(GOPMAIUIO BHOCSTCS
W3MEHEHUs 10 TpeOOBAaHUIO HSTHUX YIOJHOMOYEHHBIX OpraHoB B cdepe dapmakoHaa3opa.
OcHoBHast uH(popMarust O O€30MaCHOCTH Jep)KaTels PETUCTPAlMOHHOTO YJIOCTOBEPEHHUS
npenacTaBisier co0oil MHGpOpPMalMI0 CHPAaBOYHOIO XapakTepa, KOTOopas OIpeAessieT CcTaTyc
MEPEYUCIICHHBIX ¥ HEMEePEUYHCICHHBIX HEXENATeNbHBIX PEAKIM C 1EeNbl0 COCTABIICHUS
MEePUOINYECKOr0 OOHOBISIEMOrO OTYEeTa MO O€30MacHOCTU JEKApCTBEHHOI'O Mperapara, HO He
OTpe/IeNseT OXUIAaeMble W HEOXKUIAHHBIE HEXKEJIATeNbHbIC PEaKIUU JUIS BBITOJHEHUS
TpeOoBaHUM MO HE3aMeUIUTEILHOMY MPEACTABICHUIO COOOIICHUN O HEXKENNaTeIbHbIX PEeaKLIUsX;

«OCHOBHBIE JIJaHHBIE O JIEKAPCTBEHHOM CPEACTBE JEpKaTelss pPErucTPaliOHHOTO
yaoctoBepeHus» (company core data sheet) — gOKymMeHT, pa3paOOTaHHBIA JepiKaTEIEM
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS U colepKaiuii nHpopMalnio o 0€30MacHOCTH, TOKa3aHUAX
K IPUMEHEHUI0, PEXKUME 1I03UPOBaHUSL, PapMaKOIOrHYeCKUX CBOMCTBAX U APYTYIO HH(OpMaIHIo,
KacaloIyIoCs JICKAPCTBEHHOTO Mpenapara;

«OTKJIOHEHHBIN curHa» (refuted signal) — BanmmaMpoOBaHHBIA CUTHAI, KOTOPBIA TIO
pe3ysbTaTaM MOCIeAYIONIeH OIeHKH OBLI OMPEENIeH KaK JIOKHBIN B CBSI3U C HEBO3MOXKHOCTBHIO
MOATBEPKICHUS HATUYUS TPUYMHHO-CIIEICTBEHHON CBA3HM Ha TEKYIIMH MepHO] BPEMEHU;

«OTCyTCTBYyIOIIass HMHpopmauus» (missing information) — HEZOCTaTOK CBEIEHHH O
6e30macHOCTH WM 00 0COOEHHOCTSAX MPUMEHEHHS JIeKapCTBEHHOTO IpernapaTa y onpeesIeHHbIX
TPYNI MallMEHTOB, KOTOPHIE MOTYT SIBJISITHCSI KIIMHUYECKH 3HAYMMBIMU;

«OTYeT 1Mo 0e30MacHOCTH pa3padaThIBaeMOro JICKapCTBEHHOTO mpemapara» (development
safety update report (DSUR))— mnepuomnueckuii OOHOBISEMBIH OTUET MO 0OE30MaCHOCTH
JIEKapCTBEHHOI'O MperapaTa, HaXo/SIIerocs B pa3paboTKe;

«oleHKa curHanay (signal assessment) — mporiecc nanbHEHIIeH OIEHKH BAIUIUPOBAHHOTO
CUTHaja C HCIOJIb30BAHMEM BCEX HMEIOMIMXCS JaHHBIX C IEJIbI0 M3YYEHHUs J0Ka3aTelbCTB
MPUYUHHO-CJICICTBEHHOM CBSI3U HOBOTO PUCKA C IEHCTBYIOIIUM BEIIIECTBOM HIIN JICKAPCTBEHHBIM
npenapaToM Ju00 onpenesaeH sl U3MEHEHHs XapaKTepUCTUKN U3BECTHOTO PUCKa;

«omubKka  TpUMEHEHHMs  JIEKapCTBEHHOro  mpemnapaTa»  (medication  error)» —
HempeIHaMepeHHas omuOKa B Tpolecce MPUMEHEHHUs JEeKapCTBEHHOIo Ipernapara, KoTopas
MIPUBEJIA WK MOTJIA TIPUBECTH K MPUUMHEHUIO Bpela MAIlUeHTY;

«mepeno3upoBkay (overdose) — MPUMEHEHHE JICKAPCTBEHHOTO Tpenapara 3a 1 npuem aubo
KYMYJIAITUBHO B KOJHMYECTBE, KOTOPOE TMPEBHINIAET PEKOMEHIYEeMYI0 MaKCHUMAIbHYIO 103y B
COOTBETCTBHUH C JICUCTBYIOIICH OOIIEH XapaKTepUCTUKON JIEKApCTBEHHOTO Mperapara;

«IEepUOINYECKUN OOHOBIsIEMBI OT4YeT Mo Oe3omacHocTH» (periodic safety update report
(PSUR)) — otder st mpencTaBlIeHUs] OLIEHKH COOTHOIICHUS «II0JIb3a — PUCK» JIEKaPCTBEHHOTO
mpemapaTta JIep>KaTeieM PETUCTPAIMOHHOTO YIOCTOBEPEHHUsS JICKApCTBEHHOTO TIperapara B
oTpe/ieNIeHHBIN MEePHOJ] BPEMEHHU B T€UEHHUE MOCTPETUCTPALIMOHHOIO JTAara;

«maaH ayautay (audit plan) — omucanue 3amJaHUPOBAHHON JEATEIFHOCTH U OpPTaHU3AINH
OTJIEJIBHOTO ayInTa;



«IUIaH ymnpaBieHus puckamm» (risk management plan) — moapoOHOE ONMUCAaHWE CHUCTEMBI
YIpaBIIEHUS PUCKAMU;

«TUTaHUpOBaHUE KadecTBa» (quality planning) — co3maHue CTPYKTYpPhI CUCTEMBI KauecTBa
cucTeMbl (hapMaKkoOHaI30pa M IJIAHUPOBAHUE WHTETPUPOBAHHBIX U COTJIACOBAHHBIX IPOLECCOB
CHCTEMBI Ka4eCTBa CHCTEMBI (hapMaKOHa130Pa;

«IOCTPETUCTPAIMOHHOE HCCienoBaHue Oe3omacHocTH» (post-authorisation safety study
(PASS)) — uccnenoBanue, MMEIOIIEE OTHOIICHHE K 3apEeTHCTPUPOBAHHOMY JIEKAPCTBEHHOMY
npernapary, MpoBEJCHHOE B LIESIX ONPEACICHUS XapaKTePUCTUKU UM KOJIMYECTBEHHON OIICHKH
YTPO3bI 6€30MaCHOCTH, TIOATBEPIKIACHHSI IPOPIIIST 0€30TTACHOCTH JICKAPCTBEHHOTO MpeTapara Hitn
OLIEHKU (P PEKTUBHOCTH MEp IO YIpPaBICHHUIO puckamu. [locTperucrpanioHHOE UCCIeI0BaHHUE
0€30MaCHOCTH OpTraHM3yeTCcs KaK WMHTEPBEHIIMOHHOE KIMHHYECKOE WCCICAOBAaHUE WM
MIPOBOJIUTCS KAaK UCCIE0BaHUE HAOII0AaTEIbHOTO HEMHTEPBEHIIMOHHOTO U3aiiHa, B TOM YHCIIe
C HCTIOJIb30BaHUEM JIaHHBIX PEaTbHON KIIMHUYECKOM MPaKTHKH,

«MOTEHIMANBHBINA pucK» (potential risk) — HexenaTenpsHOE MOCTENCTBUE (PapMaKOTEpaIuy,
B OTHOIICHHH KOTOPOTO WMEIOTCS OCHOBAHMS ISl TMOJO3PCHUN Ha HAJMYHAE B3aUMOCBSI3H C
JIEKapCTBEHHBIM IIPETapaToM, KOTopasi HaJJexXaluM o0pa3oM He ObLIa IOATBEPIK/ICHA,;

«MOTPEOUTENB» (consumer) — TMAIMEHT, JHUI0, OCYIIECTBISAIONIEEe YXOJ 3a MaIlUueHTOM,
B3aMMOJICHCTBYIOIIIEE C HHUM, TIPH OTOM HE SBISIOIIEECS CHEIHAINCTOM  CHUCTEMBI
3MIPaBOOXPAHCHHS,;

«TpHUBEPKEHHOCTH KauecTBY» (quality adherence) — BbIOIHEHUE 3324 U 00SI3aHHOCTEH B
COOTBETCTBHUH C TPEOOBAHUSIMH K Ka4ECTBY;

«TPUMEHEHHE HEe B COOTBETCTBHUHU C OOIIEH XapaKTepUCTUKOM JIEKApCTBEHHOTO TpernapaTa
WU MHCTPYKIMEH 1o MeauiumHckoMmy mnpuMmeHeHuto (off-label) — HamepeHHOe mnpuMeHeHHe
JICKApCTBEHHOTO IMpernapara ¢ MEIAMIMHCKOM IIebl0 HE B COOTBETCTBHM C YCJIOBHSMH,
OTIpeNIeNIIEeMbIMU OOIIEeH XapaKTEPUCTHKOW JIGKAPCTBEHHOTO Iperapara WM WHCTPYKIMEH Mo
MEIULIUHCKOMY NPUMEHEHUIO;

«IPUMEHEHHE JICKAPCTBEHHOTO TIpenapaTa, Ha3HAYCHHOTO B CBSI3U C MCKIIOYUTEIHHBIMH
00CTOSATENECTBAMU U3 COOOpaXXeHU cocTpasanus» (compassionate use of a medicinal product) —
Ha3HAYCHHUE JICKAPCTBEHHOTO CPEACTBA M3 COOOPaXCHHWU COCTpaJaHWs TPYIIIE TalUEHTOB C
XPOHUYECKHMHU, THBATUINZUPYIOLUMMH WIH YTPOXKAIOUUMH KU3HU 3a00JIEBAaHUSAMH, a TaKKe C
3a00JIeBaHUSIMHU, KOTOPhIE HE MOTYT OBITh BBIJICUEHBI 3aPETUCTPUPOBAHHBIMH JICKAPCTBECHHBIMH
npernapatamMu (COOTBETCTBYIOIIMK JICKApPCTBEHHBIN MpenapaT AODKEH HaXOAUThCS Ha dTare
perucTpanuu 00 KIMHUIECKUX HCCIICTOBAHUN);

«TpHOpUTH3AIMS cHUTHanma» (signal proritisation) — mporecc, KOTOPBIH BBIMOJIHSACTCS
HETPEPHIBHO HAa BCEX ATAax yMpaBJICHHUS CHTHAIOM H IIEIbI0 KOTOPOTO SIBIISIETCS UACH TH(DUKAIIHS
CHUTHAJIOB O TIPEAINOJIATaeMBIX PHUCKAX C MOTEHIMAJbHBIM BAXKHBIM BIMSHHUEM Ha 370pPOBbE
MAIMEHTOB WJIM OOIIECTBEHHOE 3/I0POBhE (3I0pPOBhE HACEIICHHUSI) WIIM CUTHAJIOB, KOTOPBIE MOTYT
OKa3aTh CYIECTBEHHOE BJIMSHUE Ha COOTHOLICHUE «II0JIb3a — PUCK» JIEKAPCTBEHHOTO Iperapara
1, COOTBETCTBEHHO, HE3aMENTUTEIILHO TPEOYIOT NEHCTBHI U IPHHATHUS MEP YIIPABICHUS PUCKOM;

«mpobnema mo Oe3omacHOCTH» (safety concern) — BaxHBINH HICHTU(UIIMPOBAHHBIN PHCK,
Ba)XKHBII MOTEHIIUALHBIA PUCK WM OTCYTCTBYIOMIAsi HH(OpMAIIHS,

«rporpamma ayauta» (audit programme) — 1Mocieg0BaTeIbHOCTh, COCTOSIIAS U3 OJHOTO
Wi Ooyiee ayAWTOB, 3aIUIAHUPOBAHHBIX Ha OIPENEICHHBIA TEPUO]] BPEMEHH H HMEIOIINX
KOHKPETHYIO 11€b;

«TPOAOIIKAIOIIEECs KIIMHNYECKOe rccienoBanuey» (ongoing clinical trail) — nuccnenoBanue,
B KOTOPOM HayaJIOCh BKIIIOUEHHUE MAIIEHTOB, 1a)e €CIIN UCCIIe0BAaHIE TIPUOCTAHOBIICHO UJIH €T0
aHaJN3 3aBEPIICH, HO UTOTOBBIA OTYET O HEM OTCYTCTBYET;

«TpsiMoe MH(POPMHUPOBAHKE CIEIIMATMCTOB CUCTEMBI 31paBooxpanenus» (direct healthcare
professional communication) — cpeacTBO MH(POPMAIMOHHOTO B3aUMOJCHCTBUS, TPH TTOMOIIH
KOTOPOTO Ba)kHash MHQOpPMALUs TPEAOCTABISAETCS HANPSIMYIO OINpPEACIIEHHBIM CIIEHUANINCTaM
CHCTEMBI 3JPAaBOOXPAHCHUSI CO CTOPOHBI AEp)KATEeNs PErHCTPAMOHHOTO YIIOCTOBEPEHHS WA
YIOJIHOMOYEHHOT0 opraHa B cdepe QapmakoHag3zopa C ILelIbl0 UX WHOOPMHUPOBAHUA O



HEO0OXOIUMOCTH MPHUHSTHS OMPECIICHHBIX MEP WM U3MEHEHUs PYTUHHOM MPaKTUKU B CBS3H C
MOJIy9eHHBIMH HOBBIMH BKHBIMH JJAHHBIMHU O JIEKAPCTBEHHOM IIpernapare;

«paccMaTpuBaeMblii CUTHA» (ongoing signal) — CUTHAJI, KOTOPBIN MPOXOIUT MPOIEAYPY
OLIEHKH T10 COCTOSIHUIO Ha JIaTy OKOHYaHHs cOOpa JaHHBIX JJIS HEPUOJIUIECKOT0 OOHOBISIEMOTO
OT4eTa [0 0E30IaCHOCTH,

«peakius, o0ycClIOBIEeHHass OECIOKOWCTBOM IO MOBOAY HMMMYHHM3aUUU» (immunisation
anxiety-related reaction) — HexenaTelbHOE SIBICHHE IIOCI€ WMMYHHU3AIMH, Pa3BHBAIOIIEECs
BCJIE/ICTBHE OECIIOKOKCTBA 110 TTOBOTy MMMYHU3AIINN;

«peructp» (registry) — OpraHu3oBaHHAs CHCTEMa, B KOTOPOM HCIOJIb3YIOTCS METOIbI
HaOmoneHuss Uit cOopa CTaHAAPTU3UPOBAHHBIX MAaHHBIX OO0 aHAIM3UPYEMBIX HCXOAaX B
MOMYJISIUN TAlIUEHTOB C OMNPEEICHHBIMU 3a00J€BaHUSMHU, COCTOSHUSMM WM TalUEHTOB,
MOJIBEPTraloIINXCs ONPEIEICHHOMY BO3/ICHCTBHIO;

«pe3ynpTathl ayauTay (audit findings) — pe3ynabTaThl OIEHKH COOTBETCTBHUS (HDaKTOB,
MOJIYYEHHBIX TIO PE3yJIbTaTaM ayAuTa, KpUTEPUSIM ayINUTa;

«pekoMmeHmanuu ayautay (audit recommendation) — omucaHue HampaBJICHHUS JIEHCTBHM,
KOTOpbI€ PYKOBOJICTBO BIIPaBE MPEINPHUHSTH JUIsI UCIPABJICHUS BBISBICHHBIX IO pe3yibTaTaM
ayIuTa HEJOCTaTKOB, HECOOTBETCTBUM U JUIsI MHHHMM3AIUU CJIa0BIX CTOPOH CHUCTEM
YIPaBIEHYECKOTO KOHTPOJIS;

«pEenopTUPOBAaHUE)» — TMPOLECC MepeJayd B YCTaHOBIEHHOW Qopme uHboOpMauuu o
HEXKENATENbHBIX PEaKIMsIX B YIOJHOMOYCHHBIE OpraHbl B cdepe GdapMakoHaa30pa WIH
SKCIIEPTHBIE OPTaHU3alluY, B chepy KOMIETEHIIMA KOTOPBIX BXOAUT papMaKkoHaA30p;

«PUCKH, CBA3aHHBIC C MIPUMEHEHHEM JIEKapCTBEHHOT0 npenaparay (risks related to use of a
medicinal product) — pucku, CBA3aHHBIE C Ka4eCTBOM, 0€30MacHOCTHhIO WU 3(P(HEKTUBHOCTHIO
JIEKapCTBEHHOTO TIperapaTa IO OTHOIICHHIO K 3J0POBBI0 IMAIIMEHTOB WM HACENICHUS WIH
BeIyIUE K HEXKETaTeIbHOMY BO3JICHCTBUIO HA OKPYIKAIOIIYIO CPEy;

«cepbe3Hass HeXenarenbHas peakmus» (serious adverse reaction) — HeXenareabHas
peaxuus, KOTopas MPUBOJUT K CMEPTH, MPEACTABIAET Yrpo3y AJs >KU3HM IalueHTa, TpeOyeT
TOCIHUTAIM3AMY TAIMEeHTa WM €€ MPOJUICHUs, NMPUBOJUT K CTOMKOW MO0 BBIPAXKEHHOM
HETPYAOCIOCOOHOCTH WJIM UHBAJIUIHOCTH, K BPOKICHHBIM aHOMAIMSIM WM MOPOKaM pa3BUTHSL.
Jiobass HempegHamepeHHass ToMO3peBaeMas Iepenada  HWHPEKIMOHHOTO areHTra 4epes
JIEKapCTBEHHBIN MpenapaT Tak)Ke CUMTAETCS CEPbE3HOM HEXKEIATeIbHON peakinen.

[Tox cocTrosiHMEM, IPEACTABISIONIUM yTPO3Y AJIS )KU3HU, B TAHHOM KOHTEKCTE TTIOHUMAETCS
peaxuusi, Mpu KOTOPO AKHU3Hb MALIMEHTa HaAXOUJIACh O] yTPO30if HA MOMEHT Pa3BUTHS PEaKIUU.
JlaHHOE COCTOSIHHE HE OTHOCHUTCS K PEaKIMU, KOTOpasi TUMOTETUYECKU MOTrJia Obl MIPUBECTH K
CMEPTH B ciiydae 0oJiee TSHKEJIOro TeUeHUs 3a00IeBaHuS.

Pemennie OTHOCHUTENBHO OTHECEHHsS] CUTyallMid K YHCIY CEpPhE3HBIX HEXKeIaTeIbHBIX
peakmuii, HampuMep, 3HAYMMBIX C MEIUIMHCKOW TOYKH 3pEHUS COOBITHH, KOTOphIE HE
MPENICTABISAIOT COO0M HEMOCPEACTBEHHYIO YIPO3y [UIsl )KU3HU MallMeHTa, He IPUBOJIAT K CMEPTHU
WIM TOCHUTAU3alMK, HO TMOJBEPraloT MaldeHTa PUCKY WU TpeOyroT BMeEIIaTeabCcTBa IS
MPEIOTBPAIIEHHUS OJHOTO M3 UCXOJI0B, MPUBEICHHBIX B YKA3aHHOM OMPECIICHUH, TPUHIMACTCS
Ha OCHOBE MEIWUIIMHCKONM M HAyYHOM OIIEHKH, B TOM YHCIIC IS COCTOSHHUN, TpeOyomux
MPOBEJICHUSI UHTEHCUBHOW Tepanuy B MPHUEMHOM OTHCJICHHUH WIM B JOMAIIHUX YCIOBHSIX MpPU
aJJIEPrUYecKOM OpOHXOCIa3Me WM CyJ0porax, KOTOpble He MPUBOAAT K T'OCHUTAIM3ALNU, a
TaK)K€ Pa3BUTUU 3aBUCHMOCTH WJIU 3JI0YNOTPEOJICHHS JIEKAPCTBEHHBIM IMPEMapaToM, KOTOPHIC
TaK)Xe CJIEyeT CUYUTATh CEPbE3HBIMU HEXKENaTEeIbHBIMU SIBICHUSMU;

«curHam» (signal) — uHpOpManKs, MOCTyNAIOMIAs OT OJHOTO MIJIM HECKOJIBKUX UCTOYHUKOB,
BKJIIOYasi HAOIIOJCHUSI U SKCTIEPUMEHTBI, KOTOpasi MpeArosaraeT HajJuurue HOBOM MOTeHInaIbHON
MPUYMHHO-CIICICTBEHHON CBSI3M WM HOBOTO acCleKTa W3BECTHOM B3aMMOCBSI3H  MEXKIY
BO3/ICHCTBUEM JIEKAPCTBEHHOI'O Mpenapara U sIBJICHUEM HJIM COBOKYIMHOCTHIO B3aUMOCBSI3aHHBIX
SIBIICHUH, HEXKeNIaTeIbHBIX UITU OJIarONPUATHBIX, OIEHUBaeMas Kak JOCTATOYHAs IS NaTbHEHIINX
JENCTBUIM O BepupHUKauu curaia. HoBble aclieKThl N3BECTHOM B3aMMOCBSI3M MOTYT BKJIFOYATh
B ce0s M3MEHEHUsI YacCTOThI, PACIPOCTPAHEHHS HEXKEIATeNbHOW peaknuu (Hampumep, 1Mo Moy,



BO3pacTy, TEPPUTOPUHN), TPOJOJIKUTEBHOCTH, CTETIEHU TSHKECTHU WM MCXOAY HEKenaTeIbHOU
peaKkiumn);

«CHCTeMa KadecTBa cucTeMbl dapmakoHan3opa» (quality system of a pharmacovigilance
system) — OpraHM3allMOHHAs CTPYKTypa, OOS3aHHOCTH, NPOLEIYPHI, HPOIECCHl M PECYpCHI
cucTeMbl (hapMakoHa30pa, BKIIOYas HajaJexallee ynpaBlIeHHEe pecypcaMu, JOKyMEHTaluuen u
COOTBETCTBHE HOpPMaM pEryJIMpOBaHMUS;

«CHCTeMa yNpaBJICHHS pUcCKaMmK» (risk management system)— KOMIUIEKC ACHCTBUU H
MEpOmpHusATH 10  (apMakoHAA30py, HAMPABICHHBIX HA BBIABICHHE, XapaKTEPUCTHKY,
MpeIOTBpALlICHNEe WM MUHUMHU3ALMIO PHUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMH IpernapaTami,
BKJIIOYast OLICHKY 3(PEKTUBHOCTU ATUX NEHCTBUN U MEPOIPUSATHI;

«cuctema (dapmakoHamzopa» (pharmacovigilance system)— cuctema, opraHuzyemas
JepKaTesIMA ~ PETHCTPAlMOHHBIX  yJOCTOBEPEHHH  JIEKapCTBEHHBIX  IPENaparoB |
YIOJHOMOYEHHBIMU OpraHamHu B cepe hapmMakoHa30pa sl BHITOJHEHUS 3a/1a4 M 00s3aHHOCTEH
no (apMakoHan30py, IMpeaHa3HaueHHass Uil KOHTPOJs OE30MacHOCTH JICKApCTBEHHBIX
MpernapaToB, CBOEBPEMEHHOTO BBISBIICHUSI BCEX U3MEHEHUH B OIL[EHKE COOTHOILIEHUS «I10JIb3a —
PHUCK» JIEKAapCTBEHHBIX IpenapaToB, s pa3paOOTKM W BHEAPEHUS Mep MO O0OECIEeYeHMIO
MPUMEHEHHUSI JIEKAPCTBEHHBIX MIPENapaToB MPH MPEBBIIICHNHN MOJIb3bl HaJl PUCKOM;

«CTEIMAUCT cUcTeMBl 3apaBooxpaHeHus» (healthcare professional) — nmma, umeromue
MEAUIMHCKYIO KBalu(UKaluuio (Hampumep, Bpadyu, MPOBU30pbI, (apMaleBThl, MEIUIUHCKHE
CecTphl M Cy1e0HO-MEIUIIMHCKHIE SKCIIEPThI). JJaHHOE oIpe/ieieHre HCIIONb3yeTCs, B TOM YHCIIe,
B paMKax IpeacTaBiIeHUs HHPOPMAIUH O TIOJ03PEBAEMbIX HEXENIaTeIbHBIX PEeaKLUsiX;

«CTIOHTaHHOE cooOIIeHNe (CIIOHTAaHHOE H3BEIIeHHE)» (spontaneous report (spontaneous
notification)) — m10OpoBOJBHAS Tepeavya CHCIUATUCTOM CHCTEMBI 3IPaBOOXPAHCHHS WU
moTpeduTeNneM  YIOJHOMOYEHHOMY opraHy B cdepe dapmakoHan3opa, AepKaTeIro
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Tperapara Uid Apyrod yrnoJIHOMOYEHHOM
opraHuzanu (B TOM uucie BcemupHOW oOpraHu3aiuyl 3ApaBOOXPAaHEHUS, PETHOHATBHBIM
LeHTpaM (¢apMaKoHaJ30pa, TOKCUKOJIOTMYECKUM IIEHTpaM) JMJaHHBIX, KOTOpPBIE COJEpKaT
OIMCaHUE OJJHOM MJIM HECKOJBbKUX HEKENATeNbHBIX PEaKUUN Yy MalueHTa, IPUHUMABIIETO OHH
WJIM HECKOJIBKO JIEKAPCTBEHHBIX MPENapaToB, U KOTOPbIe HE OBbLIM MOTYYEeHBbI B XO/€ MPOBEICHUS
KJIMHUYECKOTO UCCIIEIOBAaHMS WIIM IPUMEHEHHS HHOTO METO/1a OPTaHU30BaHHOTO cOOpa JaHHbIX;

«cmpaBoyHas nHGpopMaIus 0 0€30MMacCHOCTH JIEKAPCTBEHHOTO mpernapaTay (reference safety
information) — nuadopmarus o 6e30MacCHOCTH JEKAPCTBEHHOTO Ipernaparta, KOTopas BKJIIOYEHa B
OCHOBHYIO HMH(pOpMAIMI0 O JIEKAPCTBEHHOM Ipernapare JAepxaTeiis pPerucTpalioOHHOIO
YIOCTOBEpEHUs (HampuMmep, IepeueHb OCHOBHBIX JaHHBIX O JIEKAPCTBEHHOM IIpenapare
JepxaTenss PEerucTPallMOHHOTO YJOCTOBEPEHHUS) M KOTOpYIO JAepikKaTeilb PEruCTPallOHHOIO
YIOCTOBEPEHUS JODKEH yKa3aTh B MEPUOANYECKUX OOHOBIISIEMBIX OTYETaX MO O€30MacHOCTH BO
BCEX TOCYJapCTBax, B KOTOPBIX pealM3yeTcsl JIEKApCTBEHHBIM Ipemnapar, 3a HUCKIIOYEHHEM
cllyyaeB, KOTJa YIOJIHOMOYEHHBIH opraH B cdepe (apmakoHaa3opa TpeOyeT BHECCHHE
M3MEHEHUH B CIIPAaBOYHYIO HH(OpMAIIHIO;

«CYIIECTBEHHBIE H3MEHEHHUS TPOTOKOJIA HCCIENOBAaHMUA» — W3MEHEHHsS IPOTOKOJA
UCCIIEIOBaHMsI, KOTOpbIE MOTYT OKaszaTh BIMSHHE Ha O0€30MacHOCTh, (QU3NYECKOE WU
NICUXWYECKOoe OJaromnonyune CyObEKTOB HCCIEAOBAaHMS WM MOBIHATH Ha HHTEPHPETAIHIO
pe3yNbTaTOB HCCIIENOBaHUS (HampuUMep, HW3MEHEHHE TMEPBUYHBIX M BTOPUYHBIX LEjei
MCCIIEI0BAHMSI, UCCIIEIyeMOH MOMyJIsIuU, 00beMa BEIOOPKH, TM3aiiHa UCCIIE0BAHUS, HCTOYHHUKA
MOJIy4aeMbIX JaHHBIX, METOJ1a cOOpa JaHHBIX, ONPEIEIICHNs OCHOBHOTO BO3ACHCTBHSI, HCXOJ0B U
KOMOWHUPOBAHHBIX IEPEMEHHBIX B CTATUCTUYECKOM IJIAaHE aHAINM3A JaHHBIX);

«TpeboBaHus K KadecTBY» (quality requirements) — XapaKTEepUCTUKU CHUCTEMbI KaueCTBa,
KOTOPBIE C ONPEAETICHHOIN BEPOSTHOCTHIO MPUBOIAT K TIOCTHKEHUIO TPEOYEMBIX Pe3yIbTaTOB UIIH
1eJieil cucTeMbl KaueCcTBa;

«ynydiieHue kadectBa» (quality improvement) — BHeceHHE HEOOXOAMMBIX M3MEHEHUH B
CTPYKTYpy U TIPOLIECCHI CHUCTEMbl KauecTBa CHCTEMbI (hapMaKOHAI30pa C LENbI0 YIy4IIeHUs
CHCTEMBbI KaueCTBa;
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«yTIpaBJieHUE CHUTHAJIOM» (signal management) — KOMIUIEKC MEPONPHUSATHH, TPOBOJIUMBIX B
LEJIAX ONpEACTCHUS HAJM4YMS HOBBIX PHUCKOB, CBS3aHHBIX C JCHCTBYIOIIUM BELIECTBOM WM
JIEKapCTBEHHBIM MpPErnapaToM, WM M3MEHEHUS U3BECTHBIX PUCKOB MO pe3yibTaTaM H3Yy4YEeHHs
WH/IMBUYaTbHBIX COOOLICHUI O HEeXeNaTeIbHBIX PEaKIHsIX, COBOKYITHBIX JaHHBIX, TOJyUYEeHHBIX
W3 JIEUCTBYIOIIMX CUCTEM aKTUBHOTO MOHMTOPUHIA WJIU MCCIEAOBAaHUN, HAYYHON MEIUIIUMHCKOMN
JUTEpaTypbl WIM WHBIX WCTOYHMKOB MJAHHBIX, a TaKXK€ B LEISIX NPUHATHS HEOOXOAUMBIX
PEKOMEHIAllUH, peIIeHN, 0OMeHa HH(OopMaIue 1 IpOCIS)KHUBAHNS,

«(apmakonamzop» (pharmacovigilance) — BuJ HaydyHOW M TPAKTUYECKOH JEATEITHLHOCTH,
HalpaBJICHHBI Ha BBISBJICHHUE, OILIEHKY, NOHHMaHuWE M TMpeAOoTBpallleHHe HeXKeTaTelbHbIX
MOCTIC/ICTBUI MPUMEHEHUS JIGKAPCTBEHHBIX NpenapaToB. DapMakoHaI30p MpPEICTaBisieT co0oit
NesITeNIbHOCTD, HAIIPABJIIEHHYIO Ha 3alllUTY 3/10POBbs MallMEHTOB U HACEJICHUS;

«ueneBas momyisiusy (target population (treatment) (treatment population target)) —
MAUEHThl, KOTOPHIM HAa3HAYaeTCsl JIEKAPCTBEHHBIN MpernapaT B COOTBETCTBUU C MOKA3aHUAMHU K
OPUMEHEHUIO U MPOTHBOIOKA3aHUSIMHU, TPEAYCMOTPEHHBIMH  JCHCTBYIOLIEH  oOmIei
XapaKTePUCTUKON JIEKapCTBEHHOT'O IIperapara;

«OKCTpeHHas mpobiema, cB3aHHas ¢ 0€30macHOCThION (emerging safety issue) — mpobnema,
CBSI3aHHAs C 0€30MacHOCTHIO, OLEHEHHAs JepKaTesieM PEruCTPAllMOHHOTO yJIOCTOBEPEHUS Kak
TpeOyromas CpOYHOr0 BHUMAHMS YIIOJHOMOUYEHHOrO opraHa B cdepe ¢apmakoHag3opa Io
MpPUYMHE MOTEHLUAIbHOTO 3HAYUTENBHOIO BIUSHUS HA COOTHOLICHHE «IOJIb3a — PHUCK»
JICKApCTBEHHOTO Tpernapara ¥ (WIKM) Ha 370pOBbE MAIMEHTOB WM OOIIECTBEHHOE 3/I0POBBE
(300pOBbE HAceNeHHs) U MO NPUYMHE MOTEHIUAIbHONH HEOOXOJUMOCTH HEe3aMeUIUTEIHHOTO
NPUHATHUS PETYJIATOPHBIX NEHCTBUNA M MHPOPMUPOBAHUS MALMEHTOB U CIIEHUAINCTOB CUCTEMBI
3/IpaBOOXpPaHEHUSI.

[ToHATHE «COOTHOIIEHHME «IOJb3a— PHUCK», HCHOJb3yeMoe B Hacrosmux I[IpaBuiax,
NpUMEHsIeTCs B 3Ha4YeHWH, ompeaeneHHoM [IpaBwiamMu perucTpaluu M SKCIEPTHU3BI
JICKapCTBEHHBIX CPEJICTB JUIsI MEIUIIMHCKOTO MPUMEHEHUs, YTBepKAeHHbIMU Pemennem Coera
EBpaswmiickoii skoHOMHUYEeCKOH Komuccuu OT 3 HosOps 2016rT. Ne 78 (mamee — IlpaBumma
pErUCTpaly U SKCIIEPTU3BI).

II. TpeOoBaHMsl K cUCTEMe KayecTBa
1. Cucrema kavecTBa

3. Cucrtema KauecTBa SABISIETCS HEOThEMJIEMOM COCTABIISIIONIEH CUCTEMBI (hapMaKOHaI30pa.
[IpuMeHUTENBHO K HaJUIeXKalled MpakTHKe (apMakoHaI30pa, ONpeeNsioneld TpeOoBaHUS K
CTPYKTYypE U IpolieccaM CUCTEMBbI (papMaKkoHaA30pa, KaYeCTBO OIMpeesieTcs] Kak COBOKYITHOCTD
XapaKTepUCTHK CUCTEMBI (hapMaKOHaI30pa, MO3BOJISIONIMX B COOTBETCTBUU C MPEINOIaraeMoi
BEPOATHOCTBHIO JIOCTHTaTh pE3yJbTaTOB pabOThl CUCTEMBI, COTJIACYIOIIUXCS C LENIIMHU
¢dapmakonaazopa. Heo6X01uMOCTh OIICHKH CTENEHH TOCTHKEHHUS TpeOyeMOro ypoBHS KauecTBa
CUCTEMBI OIpeJiesieT He0OX0IUMOCTh HAIMYUS TPEABAPUTENIBHO OIpeaesieMbIX TpeOOBaHUHN K
KayecTBy. TpeOoBaHHsI K KauecTBY MPEJCTABISAIOT COOON yCTaHABIMBAaEMbIE XapaKTEPUCTUKH
CUCTEMBI, BBIIOJHEHUE KOTOPBIX C ONPENEICHHON BEPOSTHOCTBIO IO3BOJSAET JOCTUIaTh
IUTAHUPYEMBIX pe3yJIbTaToOB, TO €CTh IIeJiei crucTeMbl kayecTBa. OOIIHe e CHCTEMBbl KauyecTBa
B cuctemMe (papmakoHaa3opa omnpenenstorcs B myHkTe 6 Hacrosmux I[lpaBun. Cnenuduueckue
HeJd U TpeOOBaHMSA MO KayecTBY IS OTHENBHBIX CTPYKTYp W TPOIECCOB CHCTEMBI
dhapmakonaazopa onpenensitores B pazaenax [V-VII u IX—XIII nacrosmux [Ipasur.

4. Cuctema KayecTBa JIOJDKHA OXBAaThIBaTh OPraHM3AalMOHHYIO CTPYKTYpy, OOIacTH
OTBETCTBEHHOCTH, MPOLEAYpPHI, MPOLECChl U pecypchl cucteMbl (apmakoHanzopa. Cucrema
KayecTBa JI0JDKHA BKIIIOYATh B CeO4:

HaJyIeKallee yIpaBJIeHUE PeCypCamH;

KOHTPOJIb COOTBETCTBUSI TpeOOBaHUSAM akToB opraHoB Coi03a M 3aKOHOJATENHCTBA
rocyJapCTB-4JICHOB;

a TaKKe yNpaBJIEeHUE JOKyMEHTALUEH.
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5.Cucrema KkayecTBa MpeAyCMaTpUBaeT LUKIWYECKOE TPOBENCHUE  CIEAYIOIINUX
MEpPOINPUATHN:

a) INIAaHUPOBaHKE KauecTBa padboT 1o ¢papMaKkoHaI30DY;

0) BBINIOJTHEHHE 3aJa4 U OOS3aHHOCTEH B COOTBETCTBUU C TPEOOBAaHMAMU K KadyeCTBY
(TIpUBEP)KEHHOCTh KA4€CTBY);

B) MOHUTOPHUHT U OlleHKa 3(PPEeKTUBHOCTH OpraHU3auu U paboThl CTPYKTYP U MPOIIECCOB
CUCTEMBI (papMaKoHaa30pa (KOHTPOJIh M 00ECIICYCHUE KaueCTBa);

I') KODPEKTHPOBKA W YIy4IICHHE CTPYKTYpbl U TIPOIECCOB CHCTEMBI (hapMakoHaa30pa
(ynmydieHue KauecTBa).

6. O0ImKMY TENSIMHA CUCTEMBI KauecTBa B cucTeMe (hapMaKoHa130pa SIBIISTFOTCSL:

a) BBITIOJTHEHUE TpeOOBaHWU W 00s3aHHOCTEHW 1O (hapMaKOHAI30py B COOTBETCTBUHU C
akTamu opranoB Coro3a 1 3aKOHOAATEIBCTBOM I'OCY/IapCTBA-UICHA;

0) mpenoTBpalleHe HEKeIaTeIbHbIX MOCIEACTBUI NPUMEHEHUs 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX MMPENapaToB;

B) o0ecrieueHre MPUMEHEHUs JIEKApCTBEHHBIX MPEnapaToB MNPy MPEBBIIICHUH MOJIb3bI HAJl
PUCKOM;

') COACHCTBUE 3alllUTE 370POBbS MAIMEHTOB W OOIIECTBEHHOTO 3I0pPOBbS (30POBbs
HAaCeJICHUS ).

2. [IpuHIUNIBI HAUIEKALEH MPAKTUKHA (papMaKoHaA30pa

7. JAnd BBIIOJHEHWS LieNed, yKa3aHHbIX B NyHKTe 6 Hacrosmux IlpaBun, ciegyer
MPUAEPKUBATHCS CIEAYIOMIUX MPUHIMIIOB MpU pa3paboTKe CTPYKTYp U IPOLIECCOB CHUCTEMBI
(dapmakoHaa30pa, a TAKKE MPH BBHIIIOJIHEHUH BCEX 3a/1a4 U 00sI3aHHOCTEH:

a) obecniedeHue yA0BJICTBOPEHUS MOTPEOHOCTEH MAIIMEHTOB, MEAUITMHCKUX Pa0OOTHUKOB U
00I1IeCTBa B LIEJIOM B OTHOIIEHNHU 0€30MacCHOCTH JIEKaPCTBEHHBIX MPENapaToB;

0) obecricuenre A(OPEKTUBHOTO PYKOBOACTBA IO BHEAPEHHUIO CHUCTEMBI KadecTBa W
MOTHBAIIMH ITEPCOHAJA B OTHOLIECHUH IIeJIEH CHCTEMbI KaueCTBa;

B) BOBJICYUEHHE BCEX COTPYIHUKOB OpPraHM3alMM (MPEANpUsATHS) B MPOIECC MOAACPKKU
cUCTEeMbI (papMaKOHAI30pa HAa YPOBHE BO3IIOKEHHBIX HA HUX O0S3aHHOCTEH;

') BOBJI€UEHUE BCEX COTPYAHUKOB OpraHu3anuu (MPEeANpUsATHS) B MOCTOSHHBIN Mpoliecc
MOBBIIIICHUST KA4ecTBa CHCTeMBbI (papMakoHAA30pa COTJIACHO IUKIWYHOCTH MEPOTPUSTHH,
YKa3aHHBIX B yHKTE 5 Hactosmux [IpaBui;

I) OpraHu3aiusi pecypcHod 0a3pl M  pelleHHe TOCTAaBICHHBIX Iepel CUCTEMOM
(dhapmakoHaa30pa 3a1a4 B (opMe CTPYKTYpP U MPOIIECCOB TAaKKMM 00pa3oM, yToObI 0OecrednBaTh
aKTHUBHYIO, COOTBETCTBYIOLIYIO YPOBHIO PHCKa, HETPEPHIBHYIO paboTy Mo (hapMaKkoHaI30py;

€) y4eT U OLEHKA UMEIOIIUXCS JOKA3aTEeNbHbBIX JaHHBIX O COOTHOILIEHUH II0JIb3a — PUCKM.
Jljis puHATUS JaTbHEHINX PEIIeHUN JOJKHBI PAcCMaTPUBATHCS U OIICHUBATHCS BCE JAHHEIC,
KOTOpbIE MOTYT OKa3aTh BIIMSHHE HAa JAHHOE COOTHOIIEHHWE M NPUMEHEHHUE JIEKapCTBEHHOI'O

npermnapara;
) COIEHUCTBUE pPa3BUTHIO A(OPEKTUBHOTO COTPYIHHUYECTBA MEXAY pa3padOTUMKaMH,
AepaKaTensIMA pEerucTpaluoOHHBIX YAOCTOBEPEHUN JIEKapCTBEHHBIX [Iperaparos,

YIIOJITHOMOYEHHBIMH OpraHamMu B cdepe dhapMakoHam3opa (gajnee — yrnoJHOMOYCHHBIC OpPTaHbl),
YUPCKACHUAMU 3PAaBOOXPAHCHUA, MALIUCHTAMU, MCIAULMHCKHUMHU paGOTHHKaMI/I, HayYHbIMHU
OpTaHU3aIMSIMH U IPYTHMHA 3aWNHTEPECOBAHHBIMH JIUIIAMUA B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
roCyaapCTB-4YICHOB.

3. OTBeTCTBEHHBIE 32 CHCTEMY KayecTBa

8. 3a obecnieueHne pabOTHI CUCTEMBI (papMaKOHA30pa B COOTBETCTBUHU C TPEOOBAHUSAMH K
CHCTeME KadecTBa HECYT OTBETCTBEHHOCTh BCE CIECLHAIUCTHI, BBHINOJHSIIONME padoTy 1o
OpraHu3alK CUCTeMbI KauecTBa. OpraHu3zamus J0DKHA 00ECIEYUTh JOCTATOYHOE KOJHMUYECTBO
KOMITETCHTHBIX 1 00yUCHHBIX CIIEIHATIMCTOB, UMEIOIIIX COOTBETCTBYIONLYIO MPOPECCHOHATBHYIO
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MMOATOTOBKY, JUIsI BBITIOJIHEHUS TpeOyemMoro oobeMa padboT 1mo (papMakoHaa30py Ha HaJJISKAIIEM
ypoBHE. B 11X 0053aHHOCTH TOJKHO BXOJIUTH COOJIIOICHUE MEPOTIPUITUIN, H3TTIOKCHHBIX B ITyHKTE
5 nacrosiuux [IpaBuir.

9. PykoBomuTensiMi OpraHW3aliii JOJMKEH OBITh OOECIeueH CHCTEMHBIM MOAXO0I K
o0ecreueHno KayecTBa CHUCTeMbl (apMakoHan3opa. PykoBoauTenu opraHuzanuil B paMmKax
BBITIONTHEHUST (PYHKIMA TO OOECIEYCHHIO CHCTEMHOTO IOAXO0Ja HECYT OTBETCTBEHHOCTH 3a
o0ecniedeHue:

a) TOKYMEHTHPOBAHUS CUCTEMbI KaUueCTBA B COOTBETCTBHH C TPEOOBAHUSMU TOIPA3/IEITIOB
9—-11 nacrosiero paszaena;

0) HaANeXKAMIEro KOHTPOJST W JOKYMEHTUPOBAHHS BCEX HM3MEHEHHH B cHCTEME
(dbapmakoHaa30pa U cCUCTEME KauecTBa hapMaKoHa130pa;

B) TpeOyeMbIMH pecypcaMu JUIsl HaJleKalero o0yueHus;

r) TpedyeMbpIMd  pecypcaMu (B TOM YHCI€ HEOOXOAMMBIMH  TOMEUIEHUSAMH |
o0opy0BaHUEM U T.11.);

1) HaJUIeXkKAalllero ynpaBiIeHUs] COOTBETCTBHEM;

€) HaJUIekKAIIeTo YIPABICHHUS 3aMUCIMU;

K) BBITIOJTHEHUS PETYJSIPHOM OIEHKHM pPabOThl CHUCTeMBbl (DapMaKoOHAA30pa, BKIOYAsS
WHTETPUPOBAHHYIO CHUCTEMYy KauyecTBa, ¢ moATBepxacHueM ee dddextuBHocTH. [lpm
HEOOXOUMOCTH JOJDKHBI  PEAIN30BBIBATHCA KOPPEKTUPOBOYHBIE U MpeaynpeauTesbHbIe
MEpPOIPUATHS;

3) Hamu4usl 3(P(HEKTUBHOTO MEXaHW3Ma pEaM3allid COOTBETCTBYIONIUX MEp B Ciydae
BBISBJICHHMSI W3MEHEHUH mpoduis Oe30macHOCTH  pa3paldaThiBa€MBIX U BBIMTYCKA€MBIX
JIEKapCTBEHHBIX MPENapaToB;

1) CBOGBPEMEHHOTO BBISBICHHS U TMPUHSATHUS MPU HEOOXOAUMOCTH KOPPEKTUPOBOUYHBIX U
MpenynpeIuTeNIbHbIX Mep B cliydyae HecoOJoaeHus TpeOOBaHMM K KadyecTBY CHCTEMbI
bapmakoHa30pa;

K) IPOBEJICHUS PETYJISIPHBIX ayIUTOB CUCTEMBI.

4. O0yueHne nepcoHasna

10. Bo3amMokHOCTB 00ecrieueHust TpeOyeMOoro KauyecTBa BHIMOTHEHUS MPOIECCOB, CBSI3aHHBIX
¢ (apmakoHaA30pOM, U TMOITYYaEMBIX PE3yJIbTATOB HEMOCPEJCTBEHHO CBSI3aHA C HAJIHMYHAEM
JOCTaTOYHOTO KOJMYECTBA KOMIIETEHTHOT0, KBATM(UIIUPOBAHHOTO U 00YUYEHHOT0 TIepCcoHaIa.

11. B opranuzanuu aomkeH ObITh pa3paboTaH M JIOJKEH BBIMOJHATHCS IJIaH OOydeHUs
CHEHaTUCTOB MO (apMaKOHAI30py, a TAaKKe JIOJDKHO OOECHeurBaThCs BEACHUE 3amHcei 1o
JOKYMEHTHPOBAHUIO OOyUYEHUS, MOAEPKAHUIO M PA3BUTHIO YPOBHS KOMIIETCHIIMU MEPCOHANA.
[Tnan oOy4eHHsT TOHKEH OCHOBBIBATHCS Ha OIlEHKE HEOOXOAMMOCTH oOydeHwms. PazpaboTka u
BBHITIOJTHEHHE TIJIaHA MOAJIEKAT KOHTPOIIO 1 MOHUTOPHUHTY.

12. O6yueHue TOJDKHO BKIIFOYATh B C€0s1 BBOJHOE OOYYEHHE M TIOCEAyolIee 00yueHne Ha
MPOTSHKEHUH BCETrO Tepuoaa paboThl B COOTBETCTBUU C BBITIONHSAEMBIMA (DYHKIHMSIMH H
MOCTaBIEHHBIMU  3a7adaMu. OOydeHue JOJDKHO ObITh HANpaBiI€HO Ha IOBBIIICHHE
COOTBETCTBYIOIIUX MPO(ECCHOHAITBHBIX HABBIKOB, BHEIPCHHE HAYYHBIX JTOCTHKEHUH B MPAKTUKY
U BBITIOJIHSAEMBIE TIPOLIEAYPHI, 00ECIIeYeHNEe COOTBETCTBHSI BCEX CHEIHATMCTOB TPEOOBaHUIM K
kBaMukanyu, MNpoecCHOHATLHBIM HaBbIKAM, 3HAHUSIM W TOHUMAHHUIO BBIOJHIEMBIX
MpOLENYp, CBSI3aHHBIX € (hapMakoHAI30pOM. Bce COTpyAHHKH [OJKHBI OBITH OOy4YEHBI
BBITIOTHEHUIO TPOLIEAYP, MPEIyCMOTPEHHBIX MpU TMONyYCHHH HHPOpPMAIMH O TMpodieme,
CBSI3aHHOM ¢ 0€30MacHOCTHIO JIEKAPCTBEHHBIX MPEMapaToB.

13. JleficTByromue B OpraHU3allid TPOIECCHl IO MPOBEICHUI0 OOYYECHUS TOJIKHBI
MpelyCMaTpuBaTh 3JEMEHTHI KOHTPOJS PE3yJbTaTOB OOyUYeHHUS IO JOCTHUKEHHIO TpeOyemoro
MMOHMMAHHUS U BBITIOJTHEHHs PYHKIMIA TT0 (papMaKkoHAA30pPy, a TAKXKE ONPEAENIATh HEOOX0UMOCTh
nocieayromero oOy4eHHs B COOTBETCTBMM C IIJJaHAMH MPOGECCHOHAIbHOTO Pa3BUTHUA
OpraHM3aIlfH U CIEIUAIMCTOB.
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14. B opranuzamnuu Tpedyercs IpOBEICHHE COOTBETCTBYIOIIETO 00yUEHHUS OMPeIeICHHBIM
acriektaM (papMakoHaA30pa CHELHMAIMCTOB APYTUX TMOAPA3JCNeHHUM, NeATeTbHOCTh KOTOPBIX
CriocoOHa TOBIHUATH HA TOKa3aTeNM CHCTEMbI (hapMakoOHa/A30pa W BBINOJHEHHWE (PYHKIMHA IO
dapmakoHag3opy. YKa3aHHas AEATEIBHOCTH BKJIIOYAeT B ce0S B TOM 4YHCIIE IMPOBEICHUE
KJIIMHUYECKUX HCCIeI0BaHuM, paboTy ¢ ’kajo0aMu, MOJATOTOBKY MEIUIIMHCKOM HH(pOpMaIuH,
npoaaxxy W MApKCTUHI, IMOATOTOBKY PCTHUCTPALIMOHHBLIX AOKYMCHTOB, IIPABOBBIC BOIIPOCHI U
ayJuT.

5. Cpeacrsa n odopyaoBanue 1Js (papmakoHaazopa

15. loctmwkenue  TpeOyemMoro  ypoBHS ~ KadecTBa  OCYIICCTBJICHHUS  IPOIIECCOB
(dapMakoHag30pa U TOJNYYaeMbIX pE3YJIbTAaTOB CBJI3aHO TaKXkKe C 00eCreueHHEeM CHCTEMbI
HEOOXOMMBIMHU CPEJCTBAMH U 000y I0BaHUEM, HCIOIb3YEMBIMH B 3TUX IpOIEccax.

16. CpeactBa u 00OpyZOBaHHE JOJDKHBI PaCIONarathCsi, OBITh CKOHCTPYHMPOBAHHBIMH,
alalITHPOBAHHBIMU U 00CITY’KHBAEMBIMH TAKMM 00pa30M, 9TOOBI COOTBETCTBOBATH ITOCTABICHHOM
[EJIM COIJIAaCHO MLeJsM KadecTBa B (apmakonamzope. CpexacrBa, o0OpyIOBaHHE U UX
(YHKIIMOHATIBHBIE CBOMCTBA, BAaXKHBIE TSI OCYHIECTBICHHSA (papMakoHa30pa, IOJIEKAT
COOTBETCTBYIOLIIEH TpoBepKe, KBanu(uUKauuu W (WIM) BaTUAAlUN IS TOATBEPIKICHHS
cooTBeTcTBUS nenu. /Iy onpexaeneHust mMacmTaba MPOBEpKH, KBATH(DUKALMK WM BaJIHIaldN
CJIEyeT UCIOJIb30BaTh JOKYMEHTHPOBAHHYIO OLIEHKY PHCKa. DTOT METO/]| YIPABJICHUS PUCKAMH
HEOOXOMMO TPHMEHSTH B TEUYEHHE BCEro CPOKa SKCIUTyaTallud CPEACTB M O00OPYAOBaHHUS C
Y4eTOM TakuX (pakToOpoB, KaK BIMSIHUE Ha 0€30MaCHOCTh MAIlMEHTa M KaueCTBO JAHHBIX, a TAKXKe
CIIOKHOCTH COOTBETCTBYIOIIMX CpPEACTB W 0oOopynoBaHus. Opranuzanus (yHKIMOHHUPOBAHUS
MH(POPMAIIMOHHBIX CHCTEM [OJDKHA IpeAyCMaTpHBaTh HAJIMYME IIPOLIECCOB OOECTICUCHUS
COOTBETCTBHUSI ~HMCHOJB3YEeMOH TEPMUHOJIOTHM  JEWCTBYIOIIMM OOHOBIICHHBIM  BEPCHSM
UCTOJIb3YyEeMONH MEXIYHAPOAHON TEPMUHOJOTHH C BHEJPEHUEM CBOECBPEMEHHBIX M3MEHEHUH B
UCTIOJNIb3yEeMble HH(OPMALIMOHHBIE CHCTEMBI.

6. O0ecnieyeHune AepkaTeIsIMM PEeriCTPAllMOHHBIX YA0CTOBEPEHUH JIeKAPCTBEHHBIX
NMpenapaToB COOTBETCTBUSI TPeOOBAHUAM aKTOB opraHoB Coro3a H 3aKOHOAATEIbCTBA
rocy1apcTB-4JIeHOB

17.B mensx obecrneuyeHuss COOTBETCTBUSI TpeOoBaHUsAM akToB opraHoB Cors3a u
3aKOHOAATENbCTBA T'OCYAAPCTB-UJICHOB JAEpXKATENIMU PErMCTPALMOHHBIX YJIOCTOBEPEHUM
JIEKapCTBEHHBIX MPENapaToB JOJKHBI BBHITOJHATHCS MPOLECCHl 00eCTIeYeHs] KayecTBa CUCTEMBI,
LEJISIMU KOTOPBIX SIBIISIOTCSA:

a) BBINTOJHEHNE TIOCTOSSHHOIO MOHUTOPWHTA JTaHHBIX 1O (papMakoHAA30py, pa3paboTka u
BHEJIPEHHE Mep MMHHUMH3AIMH PUCKOB INPH ONPEAEICHUU HMX HEOOXOAMMOCTH, HaJyIekalias
OLICHKA JIaHHBIX O 0€30MacCHOCTH BHE 3aBUCHMOCTH OT MCTOYHHMKA UX MOJTY4YeHUS (CO CTOPOHBI
MAIMEeHTOB, MEIUIMHCKUX M (papManeBTHUECKUX PaOOTHUKOB, OMYOJMKOBAaHHBIX B HAy4HOU
MEAUIIMHCKON JTUTepaType, BHISBICHHBIX B X0/1€ MOCTPErUCTPAIIMOHHBIX UCCIIEOBAHUN );

0) BBIIIOJTHEHHE HAy4YyHOM OLIEHKM Bcell HH(OpManmuu 1o mnpouio Oe30MacHOCTH
JIEKapCTBEHHOT'O TperapaTa, BKII04as HHPOPMAIIMIO O HeXKeNaTeIbHBIX PEaKusiX, pa3BUBIINXCS
B TOM 4YHCJI€ NPU NMPUMEHEHUH B COOTBETCTBMU M HE B COOTBETCTBHMM C YTBEPXKACHHOW 0O0IIei
XapaKTePUCTHUKOM JIEKapCTBEHHOI'O IpermapaTa WM HWHCTPYKUIHEH MO0 MEIULUHCKOMY
MPUMEHEHHIO (JINCTKOM-BKJIA/IbIIIEM) (Jlajiee — MHCTPYKIMS [0 MEAULIMHCKOMY PUMEHEHHUIO);

B) BBINOJIHEHUE TpeOoBaHUil akTOoB opraHoB Coro3a M 3aKOHOAATENIHCTBA TOCYJapCTBa-
WICHA M0 IPEACTaBICHUIO B YIIOJHOMOYEHHBI OpraH IIOJHOW, TOYHOM M JOCTOBEPHOU
nH(OpPMAaLIUY O HeXKENaTeIbHBIX PEaKIUIX U NHOU HHPOpMaIuU 0 6€30MaCHOCTH JI€KapCTBEHHBIX
IIpENapaToB B COOTBETCTBUU C YCTAaHOBJIEHHBIMU 3aKOHOJATEIICTBOM TIOCYJapCTBa-ueHa
CpOKaMH PETopTUPOBAHMS;
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r') oOecrieueHre KavyecTBa, ILETOCTHOCTH W TIOJHOTHI TMPEACTABISIEMON HH(POPMAIMH O
pUCKax JIEKapCTBEHHBIX IMpErmapaToB, BKIOYAs TMPOIECCHl HCKIIOUEHUS IyOImupyromeit
nHpOpMAIIMY ¥ HaJIeKAIIeH BaTUJAIIMA CUTHAJIOB,;

1) obecrieyenrne 3((HEKTUBHON B3aMMOCBS3U C YHOJHOMOYEHHBIMH OpraHaMH, BKIIIOYas
nHpopMupoBaHUE 00 H3MEHEHUIX TPOPIIISI 0€30MACHOCTH JIEKAPCTBEHHBIX MPETapaTOB M HOBBIX
puckax, macrep-aiine cucreMbl (papMaKkoHAA30pa, CHCTEMBI YIIPABJICHHUS PUCKaMHU, Mepax
MUHUMH3AIANA ~ PHCKA, TIEPUOJUYECKOT0  OOHOBISIEMOTO  OT4YeTa 10  OE€30MacHOCTH,
KOPPEKTHUPOBOYHBIX W MPEAYNPEIUTENBHBIX Mepax, MOCTPETUCTPANMOHHBIX HCCICIOBAHUIX
0e30macHOCTH;

¢) o0ecrieyeHre COOTBETCTBHS HMH(OpMAIMM O JIEKapCTBEHHBIX Iperaparax (oOmiei
XapaKTEPUCTHKH JICKAPCTBEHHOTO TIpenapaTa, HHCTPYKIUH 10 METUIIMHCKOMY NPHUMEHEHUIO)
COBPEMEHHOMY YPOBHIO HAYYHBIX 3HAHUIA;

XK) obecriedeHrue MEAUITMHCKIX PAOOTHUKOB M MAIMEHTOB HHPOPMAIIHEH 0 O€301acCHOCTH.

7. O0ecnieyeHne ynoJaTHOMOYEHHbIMU OPTraHAMH COOTBETCTBHS TPeOOBAHUSIM AKTOB
opranos Cor03a 1 3aKOHOJATEJIbCTBA FOCY1apPCTB-4ICHOB

18. YnomHOMOUEHHBIE OpTaHbl JOKHBI UMETh COOTBETCTBYIOIIYIO CUCTEMY OOeCTIeUeHHS
Ka4yecTBa MPOIIECCOB B IENISX:

a) OIICHKHM Ka4yecTBa MPEICTaBIsEMBIX IAaHHBIX 0 (hapMaKkoHAA30pE;

0) o1eHKHN 1 00pabOTKHU TaHHBIX O (hapMaKOHA30PE B COOTBETCTBUHM C TPEOOBAHUSIMHU aKTOB
opranoB Cor03a 1 3aKOHOIATEIhCTBA TOCYAapCTB-UJICHOB;

B) oOecIieueHus] TapaHTHPOBAHHOW HE3aBHCHMOCTH B BBINOJIHEHHH JICATEIHHOCTH 10
bapmakoHa3opy;

) 9ppexTnBHOTO WHPOPMAITMOHHOTO B3aWMOJICHCTBUS C TAIMEHTAMH, MEIUITUHCKUMH
pabOTHHUKAMU, IepKATEISIMH PETUCTPALIMOHHBIX yYIOCTOBEPEHHH U OOIIECTBOM B IIETIOM;

1) IPOBEICHUS] HHCIIEKITNH, BKITIOYAst JOPETUCTPAIIMOHHOE HHCIICKTHPOBAHHE.

19. He3aBUCUMOCTD  BBITIOJIHEHUSI JCSATENLHOCTA MO (apMaKOHAI30py OIMPEAETIsSeTCs
NPUHATHEM BCEX PETYJSATOPHBIX PEHICHHH TOJNBKO B HMHTEpecax 3I0pOBbs IallMeHTa H
OOIIECTBEHHOTO 3/IOPOBBS (3I0POBbSI HACEIICHHUS ).

8. YnpasJiienune 1okymMeHTanuen

20. Cuctema ympaBlieHHUs JOKYMEHTAllMEH SBISETCS 4YacThbl0O CHUCTEMbl KauecTBa,
pacrnpocTpaHseTcsl Ha BCe JOKYMEHTHI CUCTEMbI (papMakoHaA30pa U 00ecreynBaeT BO3MOKHOCTD
MOWCKA JaHHBIX U MPOCIICKUBAEMOCTh BBITIOIHACMBIX MPOLEAYP, BKIIOYAs MPOIEIyPhl OLIEHKH
HOBBIX JAHHBIX M pacciefoBaHus MpoOJeM, CBI3aHHBIMU C 0€30MacHOCTHIO MPUMEHHUTENBHO K
MPABIJIBHOCTH BBITIOJIHEHUSI TPOIECCOB, BPEMEHU BBIMOJIHECHUS PACCIEAOBAHUN W TPHUHSITHUS
pELICHHUIA.

21. Cucrema ympaBlieHUs JOKYMEHTAIUEH T0JDKHA 00eCTIeYnBaTh:

a) ynpaBlieHUE KauyeCTBOM JAaHHBIX O (papMaKkoHaI30pe, BKIIIOYas UX MOJHOTY, TOYHOCTh U
LIEJIOCTHOCTb;

0) CBOEBPEMEHHBIN JOCTYIT KO BCEM 3aITHCSM;

B) 3¢ (peKTHBHYIO BHYTPEHHIOIO M BHEIIHIOIO Nepeavy JaHHbIX;

') XpaHEHUE JIOKYMEHTOB, HMEIOLIMX OTHOUIEHHE K cucreMaMm ¢apMaKkoHaa3opa u
OCYIIECTBICHHIO (papMakoHaA30pa MO KaXKAOMY M3 JIEKAPCTBEHHBIX IPENaparoB, COIJIACHO
MPUMEHUMBIM CPOKaM XpaHEHHUS.

22. Jlepxartenb PeruCTPAllMOHHOTO YIOCTOBEPEHHUs JIGKAPCTBEHHOro MIpernapara (aajee —
JepXaTellb ~ PEerUCTPAllMOHHOTO  YJOCTOBEPEHHs) JIOJDKEH  O0ecleuuTh  Hajuiexaliee
JTOKYMEHTHPOBaHUE, OOpalleHue U XpaHeHue Bceil mHpopmanuu o GpapMakoHAA30pe C LEIbIO
BBITIOJTHEHUST TIPOLEAYP TOYHOTO PEMOPTHPOBAHUS, MHTEPIPETALUU U BEepUPUKALUU JaHHbBIX.
Jlep>kaTeneM  perucTpalMOHHOTO  YIOCTOBEPEHHs JIOJDKHAa OBITh oOecriedeHa CUcTeMa
MPOCJEKUBAEMOCTH U MOCIEAYIONIEro HabMI0IeHUS 32 HeXKeIaTeIbHBIMU PEaKUsIMU.
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23. Cuctema ympaBiieHUs TOKYMEHTAIMEeH OJDKHA BKJIIOYATh B Ce0s KOMILUIEKC Mep IO
obecrieyeHnto 6€30MaCHOCTH ¥ KOH(PHIEHIIMATLHOCTH JaHHBIX B IIEIISX BHITOJHEHHS TPEOOBAaHHIMA
M0 3allMTe€ T[EPCOHAJIbHBIX JAHHBIX [allMEHTOB B COOTBETCTBUM C TpPeOOBAHUAMHU
3aKOHOJATENbCTBA TrocyaapcTBa-wieHa. Cucrema ymnpaBleHUS JOKYMEHTalMEH JOJDKHA
MpelycMaTpuBaTh ClielralbHble MEpPhl Ha Ka)XJIOM dTale XpaHeHus, oOpaboTKH U mNepenaqyu
JTaHHBIX O (hapMakoHaa30pe ¢ obecrieueHHEeM O€30MaCHOCTU W KOH(HUACHIIMATBHOCTH JaHHBIX.
VYka3aHHbIE MEPHI JOJKHBI BKIIIOUATh B €051 CTPOroe OrpaHUYEHUE JOCTYya K JaHHBIM, COTJIaCHO
KOTOPOMY JIOCTYT K JOKYMEHTAIIUH 1 6a3aM TaHHBIX TOJKEH OBITh OTPaHUYEH aBTOPU30BAaHHBIMHU
JTUIAMH.

24. Cucrema ympaBieHHMs OKyMEHTallMeH JOoJDKHA BKIIOYaTh B CE0S  IPOIECCHI
obecrieueHuns 3amMThl HHOOpMaIK 0 papMaKoHaA30pe OT MOTEPU U Pa3pyIICHHUS.

25. Cucrema ynpaBieHUsl JOKYMEHTAIMeH JOKHA OBITh ONMCaHa B TIOJIUTUKE YIIPaBICHUS
JTOKYMEHTAIUEH.

9. lokyMeHTallUs CHCTEMbI Ka4yecTBa

26. Bce oameMeHThl, TpeOOBaHMS M TIOJIOXKEHHUS CHCTEMBl KadecTBa JOKHBI OBITh
JOKYMEHTHUPOBAHbI M CHUCTEMAaTU3MPOBAHBI COOTBETCTBYIONIMM 0Opa3oM B BHJE IJIaHA IO
KadeCTBY, PYKOBOJICTBA 110 Ka4€CTBY, IPOLIETYP MO KaYeCTBY U OTUETOB MO KAYECTRY.

27.1lnan Mo KayecTBY OMNpEAENseT OCHOBHBIC IIEJIM CUCTEMbl KauecTBa W MPOLECCHI,
KOTOpPBI€ JOJKHBI OBITh BHEIPEHBI IS JOCTHMIKEHHUS TOCTaBIEHHBIX menei. [Ipouemyps mo
KaueCTBY MPEJICTABIISIIOT COOON ONMUCAaHWE YCTAaHOBIEHHOTO MOPSIKA BHITIOTHEHHSI MIPOLIECCOB U
MOTYT UMETh (OPMY CTAHIAPTHBIX OMEPAIMOHHBIX MpOIEeaAyp M PabodynX HHCTPYKIHA WIH
pPYKOBOACTB. PYKOBOACTBO MO KayecTBY OMpeaenseT o0JacTb PacIpOCTPAHEHUS CHCTEMBI
Ka4ecTBa, MPOIECChl CUCTEMBI Ka4eCTBA U WX B3aUMOCBS3h. OTYETHI MO KaYECTBY BKIIIOYAIOT B
ceOs TOJIydeHHBIE pe3yJlbTaThl pPabOThl CHUCTEMBI JMOO TOITBEPXKICHHUS BBIMOTHICMON
JEeITEIBHOCTH.

28. Jlns obecrieyeHUss CHCTEMHOTO TOIXOJa MpU TUIAHUPOBAHMH KAveCTBa OpraHU3aIus
JTOJDKHA OTIPEICITUTh:

a) meau B OOJIACTM KayecTBa B COOTBETCTBUU C OOIIMMHU IENSIMH CHUCTEMBI KadeCTBY
cucTeMbl apMaKoOHaI30pa COTJacHO MyHKTY 6 HacTtosmux I[lpaBun u crnenmpudecKuMu s
OTJIENBHBIX CTPYKTYpP M TPOIECCOB IEISIMH B OOJIACTH KAueCTBA COTJIACHO COOTBETCTBYIOIIUM
pazaenam Hacrosmux [IpaBun;

0) MeTOIbI MOHUTOPUHTA YP(HEKTUBHOCTH CHCTEMBI (papMaKoHaA30pa.

29. Hanuume u paboTa CHCTEMBI KaueCcTBa JIOKYMEHTHPYETCS C TIOMOIIBIO:

a) TOKyMEHTaIuu 00 OPraHU3aIlMOHHON CTPYKTYpe U 00S3aHHOCTSX MePCOHANA;

0) mIaHoB 0Oy4YEeHUS U 3alUCEH O TPOBEICHHOM OOYUYEHUH;

B) MHCTPYKIMKA 10 BBIIIOJHEHUIO TMPOIECCOB YMNPABIECHUS B  COOTBETCTBUM C
3aKOHO/IaTEIICTBOM I'OCYIapCTBA-UJICHA;

I') UHCTPYKIIMM IO BBINOJIHEHUIO MPOLIECCOB, PEANU3YEMbIX B YCIOBHSIX CHUTYyalluH,
TpeOYIOIIeH TPHUHATHS CPOYHBIX MEp, BKJIOYAs MPOIEAYphl OOecreueHnuss HEMpPEepbIBHOCTH
JIeSITEIILHOCTH;

1) MHJAUKATOPOB BBITIOJHEHUS IPOIIECCOB, KOTOPBIC HCIONB3YIOTCS JUIsl TTOCTOSTHHOTO
MOHHUTOPHHTA HA/IJISKAIIETO BRIMOTHCHUS (PyHKINN 110 (papMakoHaA30DY;

€) OTYETOB I10 ayJIUTY U MOCJIEIYIONMEMY ayUTy CUCTEMbI Ka4eCTBa, BKIIIOUAs MTOJTyUYCHHBIC
JAHHBIE U PE3YJIbTATHI.

30. JlokyMeHTaIus 0 CHCTEME KavyecTBa JIOJDKHA TaKKE BKIIIOYATh B CEOs:

a) METOIbI MOHUTOpPWHTA A(P(HEKTHBHOCTH CHUCTEMBI KadyecTBa W, B YAaCTHOCTH, €€
CITOCOOHOCTB TIOCTUTATh LIEJIHM CUCTEMBI KaUeCTBa;

0) OIUTUKY YIIPABJICHUS JOKYMEHTAIUEH;

B) IOKyMEHTBI O Ppe3yJibTaTax BBINOJIHEHHBIX TMpoleAyp 1o (apmakoHam30py,
MOATBEPKIAIOIINE BBIITOJTHEHUE TIPETyCMOTPEHHBIX 3TANOB U JEHCTBUIA;
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I) JOKYMEHTHI W OTYEeThl O CpeACTBaX M O00OpYIOBAaHMUU, BKJIIOYas MPOBEPKY
(YHKIIMOHATBHBIX CBOMCTB, JEATEIBHOCTh 10 KBATM(DUKANNM W BAIUIAIUH, KOTOPBIC
MMOATBEPKIAIOT  BBINOJHEHUWE BCEX  CTaAui, MNPEIyCMOTPEHHBIX  COOTBETCTBYIOIINMHU
TpeOOBaHUSMU, IPOTOKOIAMHU U TIPOIEAYPAMH;

1) TOKYMEHTbI, [OATBEP)KJIAIOIIUE KOHTPOJb HEJAOCTAaTKOB M  OTKJIOHEHHUH  OT
YCTAHOBJIEHHOM CHUCTEMbl Kaye€CTBa, NPUHITHE TMPEAYNPEIUTEIbHBIX U KOPPEKTHPYIOIIUX
MEpPOMPUATHH, O1IEHKY 3((HEKTUBHOCTH MPUHATHIX Mep.

10. lonoJiHUTEeIbHAS JOKYMEHTAIUS O CHCTeMe Ka4ecTBa JAepKaTe/isi perHCTPAHOHHOI0
YA0CTOBEpeHUs!

31.B npomonmHeHne K TpeOyeMoOM JHOKyMEHTAllMM O CHCTEME KadecTBa JepiKareib
PETHCTPALIIOHHOTO yI0OCTOBEPEHUS JOJDKEH JOKYMEHTHPOBATB!

a) yrpaBlieHHE YeJIOBEUYECKUMH PeCypcamy;

0) 00s13aHHOCTH W (DYHKIIMH TIEpCOHaIa CHCTEMbI (DapMaKOHa130pa;

B) OPraHU3allMOHHYIO  CTPYKTYpYy, ONpPEICISAIOUIYI0 HEepapXMyecKyl0  B3aUMOCBS3b
YIPABISIOIIETO U KOHTPOJIMPYIOLIETO MIEPCOHANA, a TAK)KE CUCTEMY YIIPaBJICHHUS pecypcaMu;

I') MHCTPYKIIMU 110 BBIITOJHEHUIO KPUTHUECKUX MPOIIECCOB;

) CHCTEMY yTIPaBIICHUS TOKYMEHTAIHEH.

11. I[OHOJIHI/ITeJIbHaﬂ AOKYMCEHTAIUA O CUCTEME KaYeCTBa YIIOJTHOMOYCHHBIX OPraHoB

32. B nmomosHeHue K TpeOyeMon JOKYMEHTAIlMd O CHCTEME KadecTBa YIOJITHOMOYEHHBIN
Opral JOJDKEH [TOKYMEHTHPOBATh OPraHU3allMOHHYIO CTPYKTYPY, paclpenelieHue 3aaad U
OTBETCTBEHHOCTH MEXIYy BCEM IEPCOHAIOM CHCTEMbI (papMaKOHAI30pa, a TaKKe OMPEIeNIUTh
KOHTAKTHBIX JIWL JJI51 OGGCHG‘-IGHI/I}I BBaHMOHCﬁCTBHH MCKAY YINOJIHOMOYCHHBIMU OpraHaMu,
JepKaTeNsIMUA PETUCTPALMOHHBIX YAOCTOBEPEHUI U JHIIAMU, TIPEICTABISIOMNUMU HHHOPMAITUIO
O PUCKAX JICKAPCTBCHHBIX IIPCIIAPAaTOB MPUMCHUTCIILHO K UX BJIIMAHUIO HA 3JOPOBLC MMAIUCHTOB U
00IIIECTBEHHOE 3/I0POBhE (30POBHE HACEIICHUS).

12. Kputnueckue npoueccbl B papMaKoHaa30pe

33. Kputnueckue nporeccs B (papMakoHaA30pe BKIIOYAIOT B CEOs:

a) HEMIPEPHIBHBIA MOHUTOPHUHT MPOoduisi 6E30MaCHOCTH U COOTHOIICHHUS «IIOJb3a — PUCK»
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB;

0) BHeIIpeHUE, peaTH3allfio U OLEHKY CUCTEMBbI YIIPABICHHUS PUCKaMU (B TOM YHUCIIE OLICHKY
3(PEeKTUBHOCTH MEp MUHUMH3AIIUN PUCKA);

B) paboTy C HWHAMBHIYaJbHBIMH COOOIIECHHSIMM O HEXEIaTeNbHbIX peakuusx (coop,
00paboTKy, ympaBlieHHEe, KOHTPOJIb Ka4eCTBa, MOJYyYCHHE HEJOCTAIOIIUX JaHHBIX, IPUCBOCHUE
HOMEpa, Kiaccu(UKaluio, BbISIBICHHE IOBTOPHBIX COOOIIEHUH, OIIEHKY U CBOEBPEMEHHOE
MIPEACTABIICHHE),

I') yIpaBJI€HUE CUTHAIAMH;

1) pa3pabOTKy, TOATOTOBKY (BKJIIOUas OIEHKY JaHHBIX U KOHTPOJb KadecTBa),
MPEJCTAaBICHUE U OI[CHKY EPUOIUUYECKUX OOHOBIIIEMBIX OTUETOB IO OE30MIACHOCTH;

€) BBIIIOJIHEHUE 0053aTeNbCTB U IMPEICTaBICHHE OTBETOB Ha 3alpOChl YIIOJIHOMOYEHHBIX
OpraHoOB, COJEPKAIINX JOCTOBEPHYIO U MOJIHYIO HH(POPMAIIHIO;

K) o0ecriedyeHrue B3aUMOJCHCTBUS MEXIy (apMaKOHAI30pOM W CHUCTEMOW KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX MPENapaToB;

3) ”HPOPMHUPOBAHNE YIOJHOMOUYCHHBIX OpPraHOB O BCEX IMpoOjeMax, CBS3aHHBIX C
0e30macHOCThIO  (BKJIIOYAsh W3MEHEHHMs B  OLIGHKE COOTHOLICHHUS  «IOJb3a —  PHUCK»
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB);
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1) "HOOPMHUPOBAHUE METUIIMHCKUX M (DapManeBTHYECKUX pPaOOTHUKOB, MAIMEHTOB 00
M3MEHEHMSIX B OIICHKE COOTHOIICHHUS «I0JIb3a — PUCK» B LESIX oOecredeHuss 0e30MacHOro H
3G GEKTUBHOTO IPUMEHEHUS JICKAPCTBEHHBIX MPEIapaToB;

K) o0ecriedeHne COOTBETCTBUA HH(POPMALMU O JICKAPCTBEHHOM IIpenapare (BKIOYas
OOIIyI0 XapaKTepPHCTUKY JICKAPCTBEHHOTO TMperapara s MEIUIIMHCKOTO IMPHUMEHEHHS)
COBPEMEHHOMY YPOBHIO HAYYHBIX MEIULIUHCKUX 3HAHUH, B TOM YHUCIIE 3aKIIOYECHUSIM 00 OIICHKE
Y PEKOMEHJIAIHSIM YIIOJTHOMOYEHHBIX OPTaHOB;

7) peau3aluio M3MEHEHUH pPErHCTPallMOHHOTO JOChEe [0 NpPUYMHAM, CBSI3aHHBIM C
0€30MacCHOCThI0, B COOTBETCTBUH CO CPOKAMH BBITTOJTHEHHSI HEOOXOAUMBIX JICHCTBHIA.

34. IInan obOecrieueHHs] HEMIPEPHIBHOCTU MPOIIECCOB JIOJKEH pa3padaTbIBaTbCcs HA OCHOBE
PHUCK-OpPUEHTHPOBAHHOTO TIOIX0/1a ¥ IOJKCH BKITFOYATh B CEOS:

a) ompenieNieHue COOBITUH, KOTOpbIE MOTYT CYIIECTBEHHO NOBIHUATh Ha IEpPCOHAI
OpTaHU3aIMH B [IEJIOM JTHOO0 Ha CTPYKTYPHI U TPOIIeCCH (hapMaKOHa[30pa B YaCTHOCTH;

0) pe3epBHBIC CUCTEMbI Ha CIy4ail HEOOXOIMMOCTH SKCTPEHHOro oOMeHa HH(OpMaIue
BHYTPH OpraHU3allik, C JPYTUMH OpraHU3alWsM{, BBITIOJIHSIONMMA  (YHKIHUA 10
dapMakoHag30py, C JIpyrMMH  pa3pa0OT4YMKaMHu,  JAEp)KaTeIMH  PETUCTPAIlMOHHBIX
YIOCTOBEPEHUI U YIIOJIHOMOYEHHBIMU OpTraHaMHU.

13. KonTpoas ¢pyHkunoHupoBanus v 3¢¢peKTHBHOCTH cUcTeMbl (papmMakoHaa3opa u ee
CHCTEMbI Ka4eCTBA

35. Metoapl KOHTPOJS JesTenbHOCTH M 3(deKkTuBHOCTH CcHUCTeMBl (hapmakoHaa30pa
JOJKHBI BKITIOYATh B CEO0SI:

a) 0030p M aHaJIM3 CUCTEMBbI JTUI[AMU, OTBETCTBEHHBIMU 32 YIIPABICHHE CUCTEMO;

0) ayauTHI,

B) KOHTPOJIb COOTBETCTBUS TPEOOBAHUSM;

') UHCTICKIINH,

) OLIeHKY A(QQEKTUBHOCTH TMPHUHATHIX Mep MHHHMM3ALUU pPUCKA U O00ECTICUCHHIO
6e3omacHOTo ¥ 3P(HEKTUBHOTO TPUMEHEHHS JICKAPCTBEHHBIX MPETapaToB.

36.B 1mensx BBINOJHEHHWS MOHHMTOPMHIAa B OpraHU3alMM JOJUKHBI OBITH 3apaHee
OIpeJIeJIEHbl MHIMKATOPbI, 110 KOTOPHIM BBINOJIHAETCS HENpepbIBHAs OLEHKA Y(PPEKTUBHOCTH
(YHKIMOHMPOBAHUS CHCTEMBI (hapMaKOHA30pa ¢ TOYKU 3pEHUs TpeOOBaHMI KayecTBa.

37. OpdexkTuBHOCTh (YHKIIMOHUPOBAHUSA CHCTEMBl KadecTBa JOJKHA PETYISPHO
OLIEHUBAThCS PYKOBOIUTEIIEM, BBIITOJIHAIOUIMM 0030p JOKYMEHTAI[MHM CUCTEMBI Ka4eCTBa, YacTOTa
U CTENEeHb WHTEHCUBHOCTU KOTOPOIO OMNpPENENSIOTCA IpEeIBApUTENbHBIM IUIAHUPOBAHUEM,
000CHOBAHHBIM PUCKOM, U pa3pabaThIBAEMBIMH ITporpamMmmamMu 0030pa cucteMsl. O030p cHCTEMBI
KayecTBa JOJDKEH BKJIIOYATh B €05 OLEHKY CTaHIApTHBIX ONEPALMOHHBIX IPOLETyp U pabouux
MHCTPYKIMHA, OTKJIOHEHUH (YHKIMOHMPOBAHUS CUCTEMBI OT YCTAHOBJICHHBIX IIOKa3aTeleH,
OTYETHI 10 ayIUTY U MHCIEKTUPOBAHHUIO, @ TAKXKE HHIUKATOPHI 3(P(HEKTUBHOCTH MPOLIECCOB.

38. AyauT cuUCTEeMbl KauecTBa, OCHOBAHHBIA Ha OIIEHKE PUCKA, JOJDKEH BBIMOJHATHCS
PEryJISIPHO Yepe3 ONpeesICHHbIE MHTEPBAJIbl BPEMEHU C LIETIbI0 MOATBEPAKIECHUS COOTBETCTBHS
YCTaHOBJICHHBIM TPEOOBaHMSM K KauecTBY M ompeneieHus 3(pPekTuBHOCTH. AyIAUT CHUCTEMBI
KayecTBa JOJDKEH BKIIIOUYATh B ce0s ayAUT CUCTEMbI (hapMaKOHa130pa, B KOTOPYIO HHTEPUPOBaHA
cucTeMa KauecTBa. MeToabl U NPOLECCH] ay AUTA U3JI0KEHBI B pa3aene V Hacrosuux [Ipasui. I1o
pe3yabTaTaM Kax10ro ayuTa CUCTEMbI KauecTBa U MOCJIEAYIOLIETO ayAUTa JOJIKEH COCTABIIATHCS
OTYEeT, MOMAJEKAIIUN OIEHKE JHMIIAaMH, OTBETCTBEHHBIMHM 33 OPraHH3alMI0 COOTBETCTBYIOIIUX
ayupyeMbIX npoueccoB. OTUeT JOKEH BKIIOYATh B ce0s pe3yibTaThl ayJUTa OpraHU3aluil nin
JIMII, KOTOPBIM JIepXKaTeleM PEerHCTPallMOHHOTO YAOCTOBEPEHUs ObUIH JIEIeTrHpOBaHbl (PyHKIUU
1o (papMaKkoHa30py, NOCKOJIbKY OHHU SIBJISIOTCS YacThIO CUCTEMbI (papMakoHaA30pa JeprKaTes
PETUCTPAIIIOHHOTO YJJOCTOBEPEHHUSI.

39. Ilo pe3ynbTaTaMm BBHITIOJIHEHHS] MOHUTOPWHTA CHUCTEMbI (DapMaKOHAI30pa U CHUCTEMBI
KayecTBa CUCTEMBbI (papMaKoHaa30pa, BKIIIOYAs pPe3ysbTaThl ayAUTOB, B CIy4ae HEOOXOIUMOCTH
cllelyeT pa3padaTbIBaTh U BHEAPSTH KOPPEKTUPYIOLIUE U NPEAYIPEIUTEIbHBIE MEPHI.
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40. YIOTHOMOYEHHBIE ~ OpPTraHbl  JIOJDKHBI  00ECIEYUTh MOHUTOPHHT  BBIITOJHEHHSI
ACPIKATCIIAMUA PEruCTpalluOHHBIX YI[OCTOBepeHI/Iﬁ YCTaHOBJICHHBIX 3aKOHOAAaTCIIbCTBOM
rocyJapcTB-4jieHOB GyHKIMA u o00si3aHHOCTEH 1o (apmakoHam3opy. B uumcmo mep 1o
00ECIeYeHNI0O MOHHMTOPUHTA BXOIHMT HWHCIIEKTUPOBAaHUE Jiep)KaTeled perucTparioHHBIX
YIOCTOBEPEHUIT CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

14. O0s3aHHOCTH IepakaTesieil pernCTPAlMOHHBIX YI10CTOBEepeHuil mo papMakoHaa3opy

41. lepxareny perucTpallMOHHBIX YIOCTOBEPEHUM SBIAIOTCA OTBETCTBEHHBIMH 3a
BBIMIOJIHEHUE 3a/ad M 00sA3aHHOCTEH 1O (hapMaKOHAI30py OIpPEACNIIEMbIX HACTOSIIMMHU
[IpaBuiiaMu 1 3aKOHOJATENTHCTBOM T'OCYIaPCTB-YICHOB, C L[EJIbI0 FTApaHTUPOBAHHOTO BHITIOTHEHUS
0053aTENbCTB W TNPHHATUS TNPH HEOOXOTUMOCTH TpeOdyeMbIXx Mep Mo (apMakoHaI30py B
OTHOIICHUU 3aperuCTPUPOBAHHBIX JIEKApCTBEHHBIX cpeAcTB. C ITON wenblo JepiaTenu
PETUCTPAIIMOHHBIX  YAOCTOBEPEHUH JOJDKHBI O0ECeYUTh (PYHKIIMOHUPOBAHHE CHUCTEMBI
(dapmakoHag30pa Ha TEPPUTOPHUSIX TOCYNApPCTB-WICHOB, BKJIIOYAs BHEAPEHHE HaJUIekKalled u
3¢ EKTUBHON CHCTEMBI Ka4eCTBa CUCTEMBI (hapMaKOHa130pa.

42. Tlpn ONpeAeICHHBIX 00CTOsATETHCTBAX JepKaTensIiMu pErucTpallMOHHBIX
YI0CTOBEPEHUI1 IOITyCKAaeTCsl OpraHU30BaTh 0oJiee OJTHON CHCTEMBI (papMaKOHa30pa, HAIpUMep,
B ciayyae (GOpMHUPOBAHMS OTAENbHON cHCTeMbl (apMakoHaa30pa ISl ONpEeAENICHHBIX TPYII
JICKapCTBEHHBIX TMpernaparoB (B YaCTHOCTH MJS BaKLWH, O€3pelenTypHBIX JIEKapCTBEHHBIX
MpenaparoB).

43. Onucanue cuctembl (hapMakoHan30pa (GopMupyeTcs aepiKaTeieM PerucTpalioOHHOTO
yaoctoBepeHus B gopmare mactep-(daitia cuctembl (apMakoHaI30pa U TMOMAJCPKUBACTCS HA
IPOTSDKEHUHM BCETrO MEpUosa ICHCTBUS PErHCTPALlMOHHBIX yIOCTOBEPEHUI B OTHOIIEHUH BCEX
3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MpemapaToB.  JlepxkaTelb  PErMCTPaLlMOHHOTO
YIOCTOBEPEHUS] TaK)K€ HECET OTBETCTBEHHOCTh 3a pa3pabOTKy, BBHIMOJHEHHE U MOJICp)KaHUE
CUCTEM yIpaBIEHUS PUCKAMH, AJANTUPOBAHHBIX IS KaXIOTO U3 3aperucTPUPOBAHHBIX
JIeKapCTBEHHBIX MPENapaToB.

44, TpeboBaHHsl K CTPYKTypaM H TMpoIleccaM CHCTEMBbI (hapMaKoHaa30pa JeprKaTess
PETUCTPALIMOHHOIO YAOCTOBEPEHUS OIPEAEISAIOTCS B COOTBETCTBYIOLIUX pa3fefiaX HaCTOSIIUX
[IpaBu.

15. YnoaHomMouyeHHOe JTHIO N0 (papMaKOHAA30PY

45. Jlepxarenb PErUCTPALIMOHHOTO YIOCTOBEPEHUS] JOJDKEH Ha3HAYUTh U HMETh B
MMOCTOSIHHOM PAcCIOPsDKEHUN YIIOJIHOMOUYEHHOE IO MO (hapMakoHAI30py B TOCyHapCTBax-
yleHax, oOmanmaromee TpeOyemoit — kBanudukamued. [lepkarenb  perucTparioOHHOTO
YI0CTOBEPEHUS cO00IIaeT (aMUITNIO U KOHTAaKTHYIO HH(OpMAIHIO 00 YIOJTHOMOYEHHOM JIMILIE 110
(dapmMakoHaa30py B YIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-uiIeHOB. [Ipu u3MEHeHHH 3TOM
uH(OpMALIUK JIepPKATEeNh PETUCTPAIMOHHOTO YAOCTOBEPEHUS! TOJKCH He3aMeJIMTENbHO, B
teyenue 30 KajaeHIapHbIX JAHEH, HHHOPMUPOBATH 00 ITOM YIIOJTHOMOYEHHbIE OPTaHbI TOCY1apCTB-
YJICHOB.

46. O0513aHHOCTH YTIOJHOMOYEHHOTO JIMIIa o (apMaKOHAA30PY MODKHBI OMPEACIIATHCS
JOJHKHOCTHOM MHCTpYKIUel. Pacmonoxkenne yrnosHOMOUYEHHOTO JIHIIa 1o (hapMaKoHAI30pY U €ro
B3aMMO/ICICTBUE C APYTUMU JIMIAMHU JIOJKHO OTPEAEATHCS B OPraHU3allMOHHON CTPYKTYpe Ha
YPOBHE YIPaBIECHYECKOTO MEPCOHAJIA JEPKATENs PETUCTPALMOHHOTO YIOCTOBEPEHHUS.

47. Nadopmarnust 06 yroJTHOMOUESHHOM JIUIIE TTO (papMaKoHa130py OJDKHA OBITh BKIIFOYEHA
B MacTep-(aiin cucreMsl (papMakoHaa30pa AeprKaTeNs PpErUCTPAIMOHHOTO YIOCTOBEPECHHUS.

48. B xaxmoii cucreMe papmMakoHaA30pa JOMYCKAECTCS TOJIBKO OJTHO YIIOJHOMOYEHHOE JIUIIO0
mo (¢apMakoHaI30py. YcCIyram YIOJTHOMOYEHHOTO JHIa 1o ¢apMaKOHAI30py BIIpaBe
M0JIb30BaThCsA 0OO0Jiee OIHOTO JIepKaTessi PEerMCTPALMOHHOTO YIOCTOBEPEHHS B OOLIMX WM
OTJENBbHBIX CHUCTEMaX (apMaKOHAI30pa, WM TAaKOE JIMIO BIPABE BBHIMOTHATH (DYHKIHUU
YIIOJITHOMOYEHHOTO JIUIa 1o (papMakoHaa30py 0oJiee yeM I OJTHOM CHCTeMbI (hapMaKoHaa30pa
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OJTHOTO JiepKaTelisi pEruCTPAllMOHHOTO yIOCTOBEPEHHUSI ITPU YCIOBUHU, YTO YIOJIHOMOYEHHOE JIUIIO
no (apmMakoHaa30py B COCTOSIHUM BBINOJHATH BCE CBOM 00s3aHHOCTU. B pomonHeHue K
HA3HAYEHUIO YIMOJHOMOYEHHOIO JIMIa Mo (apMakoHAI30py YIOJIHOMOYEHHBIE OpPTraHbl BIIpaBe
TpeboBaTh  HA3HAYEHHMS  KOHTAaKTHOTO JiMia 1o  (apMakoHAA30py, MOIOTYETHOTO
YHOJHOMOYEHHOMY JUITY Mo (papMakoHaa3opy. [1o10T4eTHOCTh B TaHHOM ClIy4yae OTHOCUTCS K
3aauaM ¥ 00S3aHHOCTAM MO (papMaKOHAA30py U HEOOA3aTENbHO O3HAYAECT HEMOCPEICTBEHHOE
nonunHeHne. KOHTakTHOe JIMIO BIpaBe BBINONHATH (DYHKIUU YIOJIHOMOYEHHOIO JIMLA IO
dapmakonagzopy. OpraHmzanus cHUCTEMBI (apMaKOHAI30pa JIepKaTels PEeTUCTPAMOHHOTO
YAOCTOBEpEHUsI Ha TEPPUTOPUH TOCYJapcTBa-diieHa JODKHA 00ecreyuBaTh BBINOJIHEHHE
TpeOoBaHuii akToB opraHoB Coro3a W 3aKOHOJATENbCTBA TOCYJIApCTB-4JICHOB B cepe
(dhapmakoHaazopa 3PpGHEeKTUBHOE B3aMMOJICHCTBHE C YIOJHOMOYEHHBIM OPTraHOM M OTCYTCTBHE
MPETSITCTBHIA B COOpE ¥ MPEACTABICHUU CBEJCHHI O BBISIBICHHBIX HEXKEIATENbHBIX PEAKIUIX HA
TEPPUTOPUU TOCYIapCTBA-UJICHA.

49. Jlepxarenb PErucTPALlMOHHOTO YIOCTOBEPEHHS MPEIOCTABIAET YIOJTHOMOUYECHHOMY
JUIy 1o (apMaKOHAI30py JOCTATOYHBIE MOJHOMOYMS IO YIPABICHUIO ACSTEIBbHOCTHIO IO
(dapMakoHag30py M CHUCTEMOM KauecTBa. JlepikaTelb pPETrUCTPAllMOHHOTO YJIOCTOBEPEHHUS
MPEIOCTABIIAET YIIOJTHOMOUYEHHOMY JIMILY IO (hapMakoHaI30py AOCTYI K MacTep-(aiiay cuctemsl
¢dapMakoHag30pa, a TaKXKe COOTBETCTBYIOLIME TIOJHOMOYMS M OOECIeYHBAET IOJyueHHE
nH(popManuu o JIOOBIX U3MEHEHUAX B MacTep-daiiie cucreMbl papmakoHaa3opa. [lomHomouns,
Kacaroluecs: CucTeMbl (papMakoHaa30pa U MacTep-(haiina cucteMbl hapMaKoOHAI30pa, TOJIKHBI
MO3BOJISITH YIIOJTHOMOUYEHHOMY JIUITY 1O (hapMaKOHa30py BHOCUTh U3MEHEHHS B CUCTEMY, IIJIaHbI
YIpaBIEHUSI PUCKAMU, & TAK)XKE B MOATOTOBKY PEryIUPYIONIUX JACUCTBUN B OTBET Ha BHISBICHHE
AKCTPEHHOM MPOOJIEMBI, CBSI3aHHOM C 0€30MacHOCTHIO.

50. [lep>karenb perucTpaliioOHHOTO YA0CTOBEPEHUs 00eCTIeUNBAET HAIMYHME BCEX CUCTEM M
MPOLIECCOB, TMO3BOJISIONIMX YMOJHOMOYEHHOMY JIMIy MO0 (apMakoHaA30py BBIMOJIHATH
BO3JIOKEHHBIE Ha Hero oOs3aHHocTH. C  3TOM 1ENbl0  JepXKaTelb pPErHCcTPAllMOHHOTO
YAOCTOBEpEHUs pa3padaTbiBaeT MEXaHU3MBI, IIPU TOMOIIU KOTOPHIX YIOJTHOMOYEHHOE JIUIO IO
(apMakoHaa30py MMEET JOCTYH KO BCEM JaHHBIM, KOTOpBIE €My MOTYT HOTpeOOBaThCs, W
MOJTy4aeT BCIO HEOOX0UMYI0 HH(OpMAIIHIO, HAPpUMeED:

a) uHpopMalnIo 00 SKCTPEHHBIX MPOOIEMax 1Mo 6e30MacCHOCTH, CBI3aHHBIX C N3MEHEHUSIMHU
npodusst 6€30MacCHOCTU U IpYroi HHPOPMAIMK B OTHOIIEHUH OLIEHKH COOTHOILIEHUS «I0JIb3a —
PHUCK» JIEKapCTBEHHBIX MPENapaToOB, HA KOTOPHIE PacpOCTpaHsIeTCs cucTeMa hapMaKoHaI30pa;

0) nHbOpMaLIMI0O O MPOJOHKAIOIIMUXCS U 3aBEPIICHHBIX KIMHUYECKUX HCCIEAOBAHUAX U
MPOYMX HCCIIEAOBAHMAX, O KOTOPBIX 3HAET Jep)KaTellb PErUCTPAMOHHOIO YIOCTOBEPEHHUS H
KOTOpbIE MOTYT UMETh OTHOIIEHHE K 0€30IaCHOCTH JIEKAPCTBEHHBIX MPENaparos;

B) MHPOPMAIUIO, TOJTYYCHHYIO U3 HWHBIX HCTOYHUKOB, KPOME HMCTOYHHUKOB JepKaTels
PETUCTPALIMOHHOTO YJOCTOBEpEHHUs (HampuMep, U3 HCTOYHHMKOB, C KOTOPBIMH JI€pKaTelb
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUSI UMEET KOHTPAKTHBIE JOTOBOPEHHOCTH);

r) ”HPOPMALIMIO O TPOIEAypax, UMEIONIUX 3HadYeHHE sl (papMakoHaA30pa, KOTOPHIE
pa3pabaTbIBaeT JAepKaTellb PEruCTPALMOHHOTO YJOCTOBEPEHHMS Ha KaXKJAOM YpPOBHE C LEJIbIO
oOecrieueHurs COTJIaCOBAaHHOCTHU M COOJTI0ICHUS TPEOOBaHUH B TIpeiesiax OpraHU3allui.

51. YnonHoMoueHHOE N0 1O  (apMaKkoOHAA30py MOIy4aeT HMHPOpPMALUIO  OT
PYKOBOJSIIIIETO TIEpCOHAla O pe3yJIbTaTaX MOCTOSHHBIX 0030pOB CUCTEMbI KaueCTBA U MPUHATHIX
Mepax, JaHHbIE O COOTBETCTBUM TpPEOOBAHUSM, TIUIAHUPYEMBIX ayAUTaX CHUCTEMBbI
¢dbapmakoHag3opa. YIOJIHOMOYEHHOE JUIO MO (apMakoHAA30py HMMEET IOJHOMOYUS
WHUIUUPOBATH ayIUT B CITydae HEOOXOAMMOCTH.

52. PykoBos1uii mepcoHa NpeIoCcTaBisieT YIIOTHOMOYEHHOMY JIMITY TI0 (DapMaKOHa130py
KOIHUIO TUIaHA KOPPEKTUPYIOMINX U MPEeIyIpeIUTeIbHBIX MEPOTIPUATHH MOCIE KAXIOTO ayauTa,
UMEIOIIETO 3HAuYeHUE MMl CHCTeMbl (papMakoHaA30pa, YTOOBI YMOJTHOMOUYEHHOE JHI0 IO
(bapMakoHaa30py MOTJIO YOSIUTHCS B IPUHATUU COOTBETCTBYIOIINX KOPPEKTUPYIOLIUX MEP.

53. JlepxaTenb  pETrHCTPAIIMOHHOTO  YIOCTOBEPEHUS  O00ECIeunBacT  BO3MOXXKHOCTH
MOJIy4YCHHUsI YIOJHOMOUYEHHBIM JIUIIOM MO (apmakoHam3opy WHPoOpManuu w3 0a3bl JaHHBIX
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HEe)KENAaTeIbHBIX pEeakiHi, MMEIOIIEHCS B €ro paclopspkeHHH, B JII000€ BpeMsi B CiIydae
HEO0XOIMMOCTH HEe3aMEeUIUTEIBHOTO OTBETA Ha AKCTPEHHBIN 3a1pOC YHOIHOMOYEHHOTO OpraHa.
JlepkaTeneM perucTpalioOHHOTO YAOCTOBEPEHHUS JTOJKHBI OBITH MPOBEAECHBI COOTBETCTBYIOIINE
OpraHU3aIMOHHBIC MEPOIPHUSATHS, TIO3BOJISIIOIIUE YIIOJIHOMOYEHHOMY JIMILY IO (papMaKoHaA30py
MMETh JIOCTYT K 0a3e JaHHBIX HEXEeNaTeIbHBIX PEakiui, B TOM YHCie B Hepabodee Bpemsl.

54. llepxarenb PpPErucTPallMOHHOTO YJIOCTOBEpEHHsI olecrneynBaeT HH(pOpMUpOBaHUE
YIIOJIHOMOYEHHOTO JIMIa Mo (hapMaKkoOHAA30py OTHOCHTENBHO HAMEPEHHWH IO BKIIOYCHHIO B
UMEIOIIUICS TepeueHb TOMOJHUTENbHBIX JIEKAPCTBEHHBIX IPENapaToB MyTeM NPHOOPETEHHS
ApYroil KOMIIAHMUHM JIMOO OTICNHBHBIX JIEKAPCTBEHHBIX MPENapaTtoB JpPYyroro JepiKaTeis
PETUCTPAIIIOHHOTO YJOCTOBEPEHUS. YTIOJIHOMOYEHHOE JIHMIO MO (apMaKOHAIA30py BBIMOIHSIET
OLICHKY BO3MOYKHOTO BIIMSIHHS BKJIFOYEHHSI HOBBIX JIEKAPCTBEHHBIX IPETIApaTOB Ha JCHCTBYIOIIYIO
cucreMy (papmMakoHaz30pa, o0ecredrBaeT He0OXOAUMYIO AT TAIIMIO CHCTEMBI (DapMaKoHaA30pa,
a TaKXkKe OIpenenseT TaHHbIe O (apMaKOHAI30pe, KOTOPHIE JOJDKHBI OBITH MPEIOCTaBIICHBI
NPEeXHUM JIep)KaTesleM PETUCTPALlMOHHOTO YAOCTOBEPEHHUS, U CPOKH MPEIOCTaBIICHUS.
Jlepxatenb ~ PErHCTPAllMOHHOTO  YJOCTOBEPEHHS obecrieunBaeT  MH()OPMHPOBAHHE
YIOJIHOMOYEHHOT O JIUIA 0 (hapMaKOHA[30py OTHOCUTEIIbHO KOHTPAKTHBIX 00513aTEILCTB CTOPOH
B YaCcTH JEATEILHOCTH MO (hapMaKoHaI30py U OOMEHY JaHHBIMH O O€30MacCHOCTH, a TaKXKe
HaJEsIeT €ero MpaBOM BHECEHUS W3MEHEHHsI B JAaHHOM YacTH KOHTPAKTHBIX OO0SM3aTEIbCTB.
VYronHoMoueHHOE JHIO TO (hapMakoHam30py HHGOPMHUpPYET AepKaTeis PErucTPanuoOHHOTO
YIOCTOBEPEHHUSI B CiIy4ae HEOOXOIMMOCTH peau3alliil TOMOJHUTEIbHBIX YCIOBUN C LENbIO
oOecrieueHNsT HaJUIeKAIIETO BBITOJHEHUS O00s3aTeNbCTB 1O (apMaKOHAI30py B OTHONICHUH
JAHHBIX JIEKAPCTBEHHBIX IPENapaToB, BO3MOXKHOCTH BBINOJHEHHS JAaHHBIX 00s3aTEIbCTB IO
(apmMakoHa30py NOJDKHA NPUHUMATHCS BO BHUMAHUE TPH NPUHITUN PEIICHUS M ONPEACICHUH
KOHTPAKTHBIX 0053aTEIbCTB CTOPOH.

55. JlepaTenb PETUCTPAIIMOHHOTO YIOCTOBEPEHUs oOecreunBaeT HWHHOPMHUPOBAHHE
YIOJIHOMOYEHHOT0 JiMia Mo (apMaKkoOHAA30py OTHOCUTENIBHO HMEIOMIETocs HaMepeHHs
YCTAQHOBJICHUSI COTPYIHHYECTBA C JPYTUM JAEpKaTeleM PEeTHUCTPAMOHHOTO yIOCTOBEPEHHS,
opranuzanyei Jmbo (pU3MYECKUM JIHIIOM, KOTOPOE CIIOCOOHO MPSIMO WJIM KOCBEHHO OKa3aTb
BIIMSHUE HAa cUCTeMY (hapMaKoHa/I30pa, O 3aKIIOUCHNST KOHTPAKTHBIX JOTOBOPEHHOCTEH B CPOK,
JOCTaTOYHBIA JJI BBIMOJIHEHUS YHNOJHOMOYEHHBIM JIMIIOM 10 (hapMaKkoHaI30py OICHKH
BO3MOXKHOTO BJIMSHHUS JIaHHOTO COTPYJHHYECTBA Ha cHcTeMy (apMmakoHaa3opa. Jlepxarens
PETUCTPAIIMOHHOTO yJIOCTOBEPEHHsI HAJeNseT YIOJHOMOUYEHHOE JHLO 1Mo (apMaKOHAI30py
MOJTHOMOYHMSIMH HAa BHECCHHE MPEAJIOKESHUI U U3MEHEHHUH B YaCTH KOHTPAKTHBIX 0053aTeIbCTB,
MMEIOIINX OTHOIIEHHE K CUCTeMe (hapMaKOHa130pa.

16. Kpaaudukanus yrnoJHOMOYEHHOT0 JHIA M0 (papMaKOHAA30Py

56. YIOTHOMOYEHHOE JIUIO TI0 apMaKoHAA30py JOKHO UMETh TEOPETHUECKUE 3HAHUS U
MPAKTUYECKUH OMBIT B 00JaCTU OCYIIECTBJICHHS JEATENbHOCTH MO (hapMakOHAI30pY, YPOBEHb
MNOATOTOBKHU KOTOPBIX OHOPCACTIACTCA ACPIKATCICM PCTUCTPAOUOHHOIO0 YIAOCTOBCPCHUS B
JOJKHOCTHOM MHCTPYKIUHU YHOJHOMOYEHHOIO JUIa Mo (apMakoHaI30py. YIOJIHOMOUYEHHOE
U0 10 (hapMaKOHAI30PY TOJDKHO UMETh HABBIKU YIIPABJICHUS CUCTeMaMu (apMaKOHAI30pa, a
TaKKe MPOBEJICHUS SKCIIEPTU3bI WIIK UMETh IOCTYI K IPOBEACHUIO IKCIIEPTU3bI B TAKUX 00JIaCTSX,
KaK MCJUIIUHA, (bapMaI_[eBTI/I‘-I€CKI/IC HAYKH, a TaKKC SMMUICMHUOJIOTHA U 6HOCTaTI/ICTI/IKa.

57. Hdepxatenn PETUCTPALIMIOHHOTO YIOCTOBEPEHHUS MPOBOJIUT oOydeHue
YIOJHOMOYEHHOTO JIUIA 10 hapMaKkoHaA30py B 001aCTH CBOCH CUCTEMBI (papMaKoHaA30pa mepej
TE€M, Kak YHOJHOMOYEHHOE JIUIO MO (apMaKOHAA30py 3aiiMeT JOJIKHOCTH YIOJIHOMOYEHHOTO
muna. OOydeHue U ero pe3yJabTaThl JOHKHBI HAAJIEKAIIUM 00pa3oM TOKYMEHTHPOBATHCS.

17. ®yHKIuM yIOJHOMOYEHHOT0 M0 (hpapMaKOHAA30PY JHLA

58. YnoaHOMOYEHHBIE JHIIO 10 (papMaKOHAA30PY ABISIETCS PUINUECKUM JIUIIOM.
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59. YnonHOMOYeHHOE MO0 10 (hapMaKOHAI30py JOHKHO HMMETh KBATH(UKAIMIO B
COOTBETCTBUH C MyHKTaMH 56 u 57 Hactosuwmx IIpaBui u ObITh B MOCTOSITHHOM PaclopsKeHUN
JepxaTenss PEerucTPAalMOHHBIX yAOCTOBepeHHil. JIMio, yHNOJTHOMOYEHHOE Ha BBINOJIHEHHE
(GyHKIMH YIIOTHOMOUYEHHOTO JIMIa Mo (hapMaKoHAI30py Ha TEPPUTOPHUSIX T'OCYAApCTB-UICHOB,
JNOJDKHO TMpOXKUBaTh W paboTaTh B OJHOM M3 TOCyJapcTB-ujleHOB. JlepxaTenem
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS TOJKHO OBITH 00€CIIeYeHO HAJIMYKe Pe3epPBHBIX MPOLETYp HA
Clly4ail BpEMEHHOTO OTCYTCTBHSI YIIOJTHOMOUEHHOTO JIMLA 10 (hapMaKoOHa30py € OMpeesieHueM
JIMIIA, BBITOJHSIOMIETO OOS3aHHOCTH YIOJIHOMOYEHHOrO JUIa 1o (apMakoHAA30py B €ro
oTrcyTcTBHe. Jlep)aTeneM perucTpallMOHHOTO YAOCTOBEpEHHUS JAOJKHA ObITh o0ecredeHa
BO3MOKHOCTh BBITTOJTHEHHS JIUIIOM, 3aMEIIAI0IINUM YIIOJIHOMOYEHHOE JIMLIO 10 (hapMaKoHa130py,
o0s13aHHOCTEH TI0 papmMakoHaA30py. B 3TOM Citydae 3ameniaroniee JUI0 J0KHO OBITh IOCTYITHO
MIPH UCTIOJIb30BAHUH KOHTAKTHBIX JAHHBIX YIIOJTHOMOYEHHOTO JIKIa 0 (hapMaKoOHA30DY.

60. YotHOMO4YeHHOE JIUIIO 10 (hapMaKOHAI30py HECET OTBETCTBEHHOCTh 3a CO3/IaHWE
(YHKIIMOHMPOBAHUE CUCTEMBI (papMaKOHaA30pa AepXKaTeisi PerUCTPALIHOHHOTO YI0OCTOBEPEHHUS
U, ClIeZIOBAaTEIbHO, UIMEET JOCTATOYHO MOJHOMOYMI JIJIsl OKa3aHMs BIUSHUS Ha OCYIIECTBICHUE
JesTeIbHOCTH 10 (papMaKOHAA30PY U CUCTEMY KauecTBa CUCTEMBI (papMaKkoHaa30pa, COACHCTBYS,
COOIO/ICHNUsI W TIOBBIIIECHUS YPOBHS COOJIONEHUsS TpeOoBaHUil akToB opraHoB Coro3a u
3aKOHOJATEIbCTBA TOCYJApCTB-WICHOB. YTIOJHOMOYEHHOE JIMIO 1O (hpapMaKOHAI30py JOJKHO
o0nanaTe TMOJTHOMOYMSMU M OTBETCTBEHHOCTbIO B OTHOIIEHHWH MacTep-(aiiia CcucTeMbl
(dapmakoHaa30pa, ¢ TEM YTOOBI OOECTIEYNBATh U MOBBIIIATH YPOBEHb COOMIOEHUS TpeOOBaHUN
akToB opranoB Co103a 1 3aKOHO/IATEIbCTBA FOCYAapCTB-UJICHOB.

61. B oTHOLIEHUN JIEKapCTBEHHBIX MpENapaToB, HA KOTOPBIE PACIPOCTPAHIETCS CHUCTEMa
(dapmakoHaa30pa JepKaTeNsl perucTPalMOHHBIX YIOCTOBEPEHHH, YHMOJHOMOYEHHOE JIMIIO IO
bapmakoHaa30py 00s3aHO:

a) UMeTh 0030p Tpoduiaeit 6e30MacHOCTH JIEKAPCTBEHHBIX IPENapaToB M BBISBISEMBIX
pobJeM, CBA3aHHBIX ¢ OE30MaCHOCTHIO;

0) BIIaJeTh B TOJIHOM 00BbeMe HH(popMaIiied 00 yCIOBHIX U 00s13aHHOCTSIX, YCTAaHOBJICHHBIX
IpU BbAAYE PErHCTPALMOHHBIX YIOCTOBEPEHHH, M Jpyrux oO0sf3aTeNbCTBAX, HMEIOIIUX
OTHOIIEHHE K 0€30MacHOCTH UK 0€3011acCHOMY IPUMEHEHUIO JIEKapCTBEHHBIX MTPErnapaTos;

B) BJIQJIETh B MOJIHOM 0O0beMe HH(pOopMaIHel 0 Mepax MUHUMH3AINH PUCKOB,;

r) IpUHUMATh y4acThe B OIEHKE U YTBEPKACHUHM IMPOTOKOJIOB IMOCTPErHCTPALIMOHHBIX
HCCIIeIOBaHUI 0€30MMacHOCTH;

1) BIaAeTh TMOJIHOW uHQOpManMed O MOCTPETUCTPALIMOHHBIX HCCIEIOBAHUSIX 10
0€30MacHOCTH, TPOBEACHHE KOTOPHIX HAa3HAYCHO YIOJHOMOYEHHBIM OpIraHOM, BKJIIOYas
pe3yNbTaThl TAKUX MCCIEAOBAHUM;

€) Bnaaerb uHpopmanmeld O COACpKAHMM IUTAHOB YMPABICHUS PUCKAMH U HUMETh
JIOCTATOYHBIE MTOJIHOMOYUS /1JIsl BHECEHUSI U3MEHEHU B IJIaHBI YIPaBIECHUS PUCKAMU;

) o0ecrieunBaTh BBINOJHEHHE (YHKIMHA 1O (apMakOHAI30py M MPEICTABICHHE BCEX
JOKYMEHTOB, UIMEIOIIHNX OTHOIICHHE K (papMaKOHaA30py, COTJIaCHO TPeOOBaHUSM aKTOB OPraHOB
Coro3a 1 3aKOHOJIaTENLCTBA TOCYJAPCTB-UICHOB,;

3) obecrnieunBaTh HEOOXOJMMOE KauecTBO (BKIIOYAss TOYHOCTh W TIOJIHOTY) J@HHBIX O
bapmakoHaa30pe, MPEICTABIEMBIX B YIIOJTHOMOYCHHbIE OPTaHbl,

1) oOecrieuynBaTh MPEICTABICHUE B MIOJTHOM 00bEME M CBOCBPEMEHHO OTBETOB Ha 3aIPOCHI
YIOJIHOMOYEHHBIX OPTaHOB O MPEACTABICHUH JONOTHUTEIbHON HHPOPMALIUU, HEOOXOIUMOMN JIIS
OLICHKH TOJIb3bl U PUCKA JIEKAPCTBEHHBIX MPENapaToB;

K) TIPEACTaBIATh JII00YI0 MH(POPMALIMIO, UMEIONIYI0 OTHOUICHHE K OIICHKE COOTHOIICHHS
«T10J1b3a — PUCK», B YIIOJTHOMOUYEHHBIE OpraHbl;

1) OKa3bIBaTh IMOMOIIL B TOJITOTOBKE PETYIATOPHBIX MEp TPU BBHISBICHHUH MPoOIeMm,
CBSI3aHHBIX C OE30MACHOCTHIO (HANpUMEpP, U3MEHEHHUS B PEKOMEHIAIMSIX MO METUIMHCKOMY
MPUMEHEHHIO, CPOYHBIE OTPAHUYEHUS U TOBEICHHE HH(POPMALIUH /10 TMALUEHTOB M MEAULIMHCKUX
pabOTHHUKOB);
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M) (QYHKIIMOHUPOBATh B KA4EeCTBE €JMHOTO KOHTAKTHOTO JIMIA MO (hapMaKOHAA30py LIS
YIOJHOMOYEHHBIX OpPTaHOB TOCYAApPCTB-WIEHOB, a TaKXe B KaueCTBE KOHTAKTHOTO JIMIA JJIs
WHCIIEKIIMH B oOyacTh ¢apmMakoHaa30pa ¢ 0O0CECIEUYEHHEM KPYTJIIOCYTOYHOTO (24-9acoBOTrO)
JOCTyNa YIMOJHOMOYEHHOTO OpraHa K YIOJHOMOYEHHOMY JIMIy 10 (apMaKkoHaI30py.
YTOIHOMOYEHHOE JIUIIO 110 (hapMaKOHa130py OCYIIECTBIISIET KOHTPOJIb (YHKIIMOHUPOBAHUS BCEX
acIIeKTOB CHUCTEMbI (papMaKoHa30pa, BKIIOYAs €€ CUCTeMy KauecTBa (Hampumep, CTaHIapTHBIC
OIIEPAlMOHHBIC TPOIEAYpPhl, KOHTPAKTHBIC JIOTOBOPEHHOCTH, ONepaluu ¢ 0a30d JaHHBIX,
BBHITIOJTHEHUE TPEOOBAHMI CHCTEMBI KauecTBa, COON0eHNE TPeOOBaHMI K PEMOPTUPOBAHUIO B
YaCTH MOJTHOTHI ¥ CBOCBPEMEHHOCTH, MTPEICTABICHHUIO EPUOTNICCKUX OOHOBIISIEMBIX OTYETOB IO
0e30macHOCTH, OTYeTOB 00 aynuTax M OOy4YeHHMM IepcoHajia B 001acTé (apMakoHaI30pa).
YTOJTHOMOYEHHOE JHIO 10 (apMaKkoHAA30py [MOJDKHO —pacroyaratb HWHpOpManuei o
BaJIMJAIIMOHHOM CcTaTyce 0a3bl JaHHBIX HEXeIaTeIbHbIX PEaKIUi Ha JeKapCTBEHHbIE MTPETapaThl
(BKJTFOUAsi BCE BBISIBIICHHBIC B XOJI€ BaIHMIAIMHM HEJOYETHl M MPEIANPUHATHIC KOPPEKTHPYIOIIHE
JeWcTBUs), a Takxke MHpOpManueil o BceX CYIIECTBEHHBIX M3MEHEHHSX, BHECEHHBIX B 0a3zy
JaHHBIX (HampuMmep, WU3MEHEHHs, KOTOpPBIE MOTYT OKa3aTh BIUSHHE HA JEATEIHHOCTH I10
bapmakoHa30py).

62. YIIOJITHOMOYEHHOE JIMIO 1O ¢apMaKOHAI30py BIIpaBE JICJICTHPOBATH BHITIOJHCHHE
crienn(pUIECKUX 3aJaHH IO CBOUM HAOJII0ICHUEM JIUIIaM C COOTBETCTBYIOIIEH KBaTU(UKAIeH
1 00yueHreM (HarpuMep, OCYIIECTBIICHUE ICATEIIEHOCTH B KAYECTBE IKCIIEPTOB 10 O€30MaCHOCTH
OIIpEJICIEHHBIX JIEKAPCTBEHHBIX IPENapaTroB) MPH YCIOBHM, YTO YHOJHOMOYEHHOE JHUIO MO
dbapMakoHaa30py OyIeT OCYyHIECTBISATh KOHTPOJIb (YHKIIMOHHPOBAHUS BCEH CHUCTEMBI U
npodpuieii  6e30macHOCTH  BCeX JIEKAPCTBEHHBIX  IperaparoB. Takoe JelerupoBaHHe
BBITTOJTHSEMBIX (PYHKIIUI TOIHKHO OBITH HAUIEKAITUM 00pa3oM JOKYMEHTHPOBAHO.

18. Cnienuguyeckue npouecchl CHCTEMbI Ka4eCcTBa y Jep:KaTelieil perucTpanuoHHbIX
YA0CTOBEpPeHUit

63. [lepkarenb pErUCTPAllMOHHOTO YJOCTOBEPEHMS pa3padaThiBaeT JONOJIHUTEIbHbIC
CIeLlMalIbHbIE ITPOLIECCHl CUCTEMBI KaueCTBa B LEIIAX:

a) IPEeJICTaBICHUS JaHHBIX O HEXKEJIATEIbHBIX PEaKLUAX B 0a3bl JAHHBIX TOCYAAPCTB-YWICHOB
U eAMHYI0 WH(QOPMALMOHHYI 0a3y [aHHBIX IO BBIABICHHBIM HEXKEJIATEIBHBIM PEAKIMIM
(meficTBUAM) Ha JIEKapCTBEHHBIE CPEICTBA, BKIIIOYAIOIIYIO COOOUIeHHs O HedddekTuBHOCTH
JIEKapCTBEHHBIX CPEJICTB B CPOKH, YCTAHOBJIEHHBIE aKTaMu opraHoB Cor03a 1 3aKOHOJaTeIbCTBOM
rOCyJapCTB-UICHOB;

0) MOHUTOPHHTIA UCIIOJIb3YEMOM TEPMUHOJIOTHH, BHIIIOIHIEMOr0 Ha CUCTEMaTHYECKON JIN00
pEryJsipHON OCHOBE;

B) COXpaHEHHUs JOKYMEHTOB MacTep-daiiaa cucteMbl GapMakoHaa30pa A0 TeX IMOp, MoKa
JeWCTBYET CHCTeMa, ONMCaHHas B MacTep-¢ailie cucreMsl (apMakOHaI30pa, U B TEUCHHUE HE
MEHee S JIET Mocie MPeKpalieHus ee 1eCTBUS;

') COXpaHeHHs HAaHHBIX O (apMaKOHAA30pe M JOKYMEHTOB, HMEIONIMX OTHOIICHHE K
3aperUCTPUPOBAHHBIM JIEKApCTBEHHBIM IIpernaparaMm, B TeueHMe He MeHee 10 et mocie
IIpEKpaLICHus JEUCTBUS YAOCTOBEPEHUN O I'OCYJapCTBEHHON PETUCTPaLUU;

1) OOHOBJICHUS HWH(POPMAIMK O JIEKAPCTBEHHBIX IMpenaparax CorjacHO IMOCIECIHUM
HAYYHBIM 3HaHUAM (BKJIIOYAsi OLEHKY MPOQHIIs 6€301MacCHOCTH U COOTHOIICHUE I10JIb3a — PHCK»),
a TaKKe pEKOMEHJalUsAM, pa3MEIIEHHbIM Ha caiTax YIOJHOMOYEHHBIX OpraHoB B
MH(POPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ceTu «HTepHeT» (nanee — cetb uTepHeT). C 310
LEJIBI0  JIepKaTellb  PETUCTPAllMOHHBIX  YAOCTOBEPEHUH IOCTOSIHHO IIPOBEPSET  CAWTHI
YIOJIHOMOYEHHBIX OPTraHOB I'OCYJIapCTB-WICHOB Ha HaJIM4YHe COOTBETCTBYIOIIMX M3MEHEHUI B
oLeHKe Mpo¢wmisd 0e30MacHOCTH U COOTHOIIEHUS «II0JIb3a — PUCK», BKIIIOYAs M3MEHEHUS B
PEKOMEHAALUAX 110 MEAULIMHCKOMY MPUMEHEHHUIO U HHBIE MEPBI PETYIISITOPHOTO XapakTepa.

64. B TeyeHue cpoka XpaHEHHS JOKYMEHTAIlUW JEpKaTelaud PErHCTPalMOHHBIX
YI0CTOBEpEHUI 00eCneunBalOT BOCCTAHABINBAEMOCTb JOKYMEHTOB.
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65. JIOKyMEHTBl MOXHO XPaHHUTh B J3JIEKTPOHHOM (opmaTe MpU YCIOBHH HaJJISKAIICH
BAJIMJIAIMU DJEKTPOHHONW CHUCTEMBI U CYLIECTBOBAaHMS JOTOBOPEHHOCTEW IO 3AILUTE CUCTEMBI,
JOCTYIY U pe3epBHOMY KOIMPOBAHMIO JaHHBIX. B cilydae mepeBosia TOKyMEHTOB U3 OYMa)KHOTO
dbopMata B DIIIEKTPOHHBIN TMPOILECC IEpPEeBOJa JIOJDKEH TapaHTUPOBATh COXpaHEHUE BcCei
nHpopManuu B OpUTHHAIBLHOM (QopMaTre M 0OECIeYeHHE COXPAaHCHHWs YWUTAeMOCTH Ha
MPOTAKCHUN BCCTO BPCMCHU XPAHCHUA CPECACTBAMHU, UCIIOJIB3YCMbIMU IJI1 XPaHCHHA.

66. B ciyuae moryonieHus Apyroi opraHu3amnueil OusHeca Jepskaresss perucTparioOHHOTO
YAOCTOBCPCHUA BCC JOKYMCHTBI JOJIZKHBL 6I>ITB NnepeAaHbl U COXPAHCHEI B ITIOJTHOM 061,eMe.

19. TpeOoBaHusl K cHCTeMe Ka4eCcTBA MPHU JeJIerMPOBAHUM JIep:KaTe/ieM PeruCTPALMOHHOI0
YI0CTOBEePeHH s BbINOJHAEMbIX 32724 N0 (papMaKkoHaA30py

67. [lepxkaTenp perucTpallmOHHOTO yJAOCTOBEPEHUS BIIPABE JIEJIETUPOBATh BCE WJIM YacTh
CBOMX 3amad mo QapMakoHag30py (BKIOYas (YHKIMM YHOJHOMOYEHHOTO JIMIIAa IO
(hapMakoHa30py) APYTrOW OpraHU3AIMH WITH JIUITY (€CITH K TAKOMY JIMITY MOTYT OBITh IPUMEHECHBI
TaKue ke TpeOoBaHMsI, Kak K opranuzanun). [Ipu 3ToM OTBETCTBEHHOCTD 3a BBIIIOJIHEHHUE 3a]1a4 U
oOsi3aHHOCTEN MO (apMakoHAA30py, oOOecleueHne KadecTBa M IIEJIOCTHOCTh CHCTEMBI
(bapMakoHaa30pa HECET AepKATEb PETUCTPAMOHHOTO YI0CTOBEPEHHUSL.

68. B ciyuae nenmermpoBaHMS OMNPEACICHHBIX 3adad 1o (apMaKOHAI30py IPYTrou
OpraHu3allK JIep>KaTelb PErHCTPAlMOHHOTO YIOCTOBEPEHUSI HECET OTBETCTBEHHOCTh 3a
npuMeHeHne >((EeKTUBHONW CHCTEMbl KauecTBa HCIOJHEHHUS JaHHBIX 3anad. TpeOoBaHUS K
cucreMe (apMaKkoHaa30pa, ONMpenesieMble HaAJeKaIleld MPaKTUKON (apMakoHaI30pa, TaKxke
MPUMEHSIIOTCS K 3TOM OpraHu3aluu.

69. [Ipu nenerupoBaHUM 3aJad JAPYrod OpraHU3alMM JAEp)KaTeslb PErHCTPALlMOHHOTO
yI0CTOBEpPEHHUs 00eCIeYynBaeT MOIPOOHOE, YETKOE U MOCTOSHHO OOHOBIIIEMOE TOKYMEHTaIbHOE
o(opmIIeHrE KOHTPAKTHBIX IOTOBOPEHHOCTEH MEX/1y HUM U APYTOW OpraHu3alfell ¢ OnucaHueM
JIOTOBOPEHHOCTEH 0 JIeNIErMpPOBAaHHBIX 3a/1a4aX U OTBETCTBEHHOCTH KaXKI0W U3 cTopoH. Onucanue
JeNIETUPOBAaHHBIX 33J1au JIOJDKHO OBITh BKIIIOYEHO B MacTep-(aiin cucreMsl (hapmMakoHa3opa (c
yKa3aHHEeM KOHTPAKTHBIX OpraHU3allui B MPUIIOKEHUH K MacTep-(daiiny). Jpyras opranusamus
MOJIBEPraeTcss HWHCIEKTHUPOBAHUIO HA COOTBETCTBHE  BBIMOJHSAEMON JEATENBHOCTH IO
dbapmakoHag30py  coriacHo  TpeboBaHMsiIM  Hacrosmux  [lpaBun 1o yCMOTpEHHIO
YIOJIHOMOYEHHOT'O OpraHa.

70. KoHTpakTHBIE JJOTOBOPEHHOCTH O JCJICTHPOBAHUM 33/1ad B 00JacTh (apMakoHaA30pa
JOJDKHBL  O0ecrieyrBaTh BBIIOJHEHHE CTOpOHaMM TpeboBaHMii akToB opraHoB Coroza u
3aKOHOJATENIhCTBA TOCYIapCTB-4JieHOB B cepe ¢apmakonanzopa. Co CTOpOHBI AepiKarens
PETUCTPAIIIOHHOTO  YJJOCTOBEPEHUS JOJDKHO OBITh 00€CledyeHO BKIIOYEHHE B JIOTOBOP
MOoIPpOOHOT0 OMUCAHUS NEJerupyeMbIX 3ajad, crocoda B3aUMOJIEHCTBUS U OOMEHa JTaHHBIMU,
BPEMEHHBIX 0053aTeNbCTB, HCIOIb3yeMOH TEPMUHOJOTHM, TMOAJACpkKaHUA 0a3 JTaHHBIX,
MOHHUTOPHHTA BBIMOIHAEMON NESTEILHOCTH U UHBIX aCIIEKTOB, HEOOXOJUMBIX JJIsl HaJIeXKAIEero
BBITIOTHEHUS  JICNIETUPYEMbIX ~ 3a7ad. B 1ensx KOHTPOJsl  BBHIMOJHEHHS  KOHTPAKTHBIX
JIOTOBOPEHHOCTEN  JIepiKaTeleM PEeTrUCTPAlMOHHOTO YAOCTOBEPEHUS CIEAyeT BBIMOJIHATD
pEryJsipHBbIC ayAUTHI OPraHU3alNN, KOTOPHIM OBLIH JISIETUPOBAHBI 33/1a4H 10 (hapMaKOHA30DY.

20. O0mue 00s13aHHOCTH MO (PAPMAKOHAA30PY B PaAaMKaX akToB opranos Coro3a

71. YIOTHOMOUYEHHBIE OpraHbl HECYT OTBETCTBEHHOCTb 3a BBINOJIHEHHME 3a7ad 110
(dapMakoHaa30py, BO3JAraeMblX Ha HHMX akTamMu opraHoB Coro3a M 3aKOHOAATENbCTBOM
rocygapctBa-wieHa. C 3TOH 1LeNbl0 KaXAbli  yIOJIHOMOYEHHBIH oOpraH oOecreyuBaeT
(YHKIIMOHMPOBAHUE CHCTEMBbl (DapMaKoOHaA30pa, CO3AA€T U IPUMEHSET HaJIeXKallylo
3G PEKTUBHYIO CUCTEMY KauyecTBa OCYILECTBIIIEMON AEATEIBHOCTH 1O (hapMaKOHA 130Dy .

72. 'ocynapcTBa-4iaeHsl COTPYAHUYAIOT B LIEJIAX IOCTOSSHHOTO COBEPILIEHCTBOBAHUS CUCTEM
(dapMakoHaa30pa M JOCTHXKEHHSI BBICOKMX CTAaHIApTOB 3allUTHl OOIIECTBEHHOTO 370POBbS
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(300pOBbsI HaceJeHMsI), BKIIOYasl UCIIOJIb30BaHHE OOBEAMHEHHBIX PECYpCOB JJISi ONTUMHU3ALUU
WCIIO0JIb30BaHUSI UMEIOLIUXCS pecypcoB B pamkax Coro3a.

73. T'ocynapcTBa-wiieHbl  ONPEACNSIIOT KOHTAKTHBIE TOYKHM C LEIbI0  YHIPOUIECHUSA
B3aUMOJCUCTBUS YIIOJHOMOYEHHBIX OPraHOB, JEPKATENIed PErUCTPALIMOHHBIX YAOCTOBEPEHUN U
JIUII, TIPEICTaBIAIONMX HHpOpMaIKio o (hapMakoHaI30pe.

21. @®yHKIUH YIIOJJHOMOYEHHBIX OPIaHOB

74. Kaxngoe rocyaapCTBO-WIEH  JIOJDKHO  HA3HAYUTh  YMOJHOMOYEHHBIA  OpraH,
OTBETCTBEHHBIN 3a OCYyIIECTBICHHE (hapMaKOHAI30Da.

75. Kaxaplii yImoJHOMOUYEHHBIN OpraH JOJDKEH BHEAPUTH M obecrieuuTh d(PeKTuBHOE
(YHKIIMOHMPOBAHKUE CHCTEMbI (hapMaKOHAI30pa MPU BHITIOJHEHUH CBOMX 3a/a4 M Y4YacTHH B
NesATEeILHOCTH TI0 apMakoHaa30py B pamkax Coro3za. B 7aHHOM KOHTEKCTE YIOJTHOMOYEHHBIN
OpraH HECeT OTBETCTBEHHOCTH 3a KOHTPOJb O€30MacHOCTH Ka)XJIOTro 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOI'0 IIperapaTa BHE 3aBHUCHUMOCTH OT MPOLEAYPbl PETUCTPALMU JIEKAPCTBEHHOTO
npenapara.

76. 3amaun U 00S3aHHOCTH YIOJTHOMOUYEHHBIX OPTaHOB 10 (hapMaKOHAI30py BKJIIOYAIOT B
ceOst COTpYIHUYECTBO MPU OOHAPYKEHUU CUTHAJIOB U TIPUMEHEHUE MEepP MUHUMU3AIIUN PUCKA TIPU
MPUHATHHA COOTBETCTBYIOUINX pelieHud. B ciydae HeoOX0uMOCTH MPUHATHS CPOUHBIX Mep IS
o0OecriedeHrs 3alIUThl OOIIECTBEHHOTO 3J0POBbsI (3M0POBBS HACENCHHS) B OTHOIICHUU
JIEKapCTBEHHOI'O IMpernapara, 3aperucTpUpPOBaHHOTO B COOTBETCTBUM C MPOLEAYPOH B3aUMHOTO
MIPU3HAHUS, YIIOJTHOMOYEHHBIH OpraH rocyAapcTBa MPU3HAHUS IPHHUMAET HEOOXOIUMbIE MEPHI,
BKJIIOYAsi OT3BIB C PHIHKA WJIM OCTAHOBKY MPUMEHEHHUS Ha TEPPUTOPUH CBOETO TOCY1apCTRA.

77. YIIOTHOMOYEHHbIE OPraHbl HECYT OTBETCTBEHHOCTh 334 KOHTPOJIb BBIIIOJIHEHUS
JepKaTeNssMd  PErUCTPAIlMOHHBIX yJAOCTOBEpEHUIl 00s3aTenbCTB MO  (apMaKoHAI30py B
OTHOILIEHUHU JICKAPCTBEHHBIX MpENaparoB Ha TEPPUTOPUM CBOETO TOCYyAapcTBa, BKIOYAs
BBIMIOJTHEHUE  MHCHEKIMH  cucteM  ¢apMakoHag30pa  JIepikaTeleidl  perucTpalioHHBIX
YIOCTOBEPEHUM, BHE 3aBUCUMOCTH OT MPOLEAYPbl PETUCTPALIUU JICKAPCTBEHHBIX MpenapaToB Ha
TEPPUTOPHUAX TOCYJApPCTB-WICHOB. YIIOJIHOMOYEHHBIH OpraH OJHOTO ToOCyAapcTBa-ujeHa
o0ecrieunBaeT MPeCTaBICHUE JaHHBIX 0 (hapMaKOHAI30pe B YIIOJIHOMOUYEHHBIE OPTaHbl JPYTHX
roCy/1apCTB-UJI€HOB B COOTBETCTBUH C akTaMu opraHoB Coro3a 1 3aKOHOJaTeIbCTBOM I'OCY1apCTB-
YJICHOB.

22. Il.iaHMpoBaHue rOTOBHOCTH K (hpapMaKOHAA30py NPH BOBHUKHOBEHUM IKCTPEHHbIX
CUTYyaluil B chepe 001IECTBEHHOI0 3[IPABOOXPAHEHUS

78. Cuctembl (papmMakoHaa30pa JepKaTelNe PETUCTPAIMOHHBIX YIOCTOBEPEHUM |
YIOJHOMOYECHHBIX OPTaHOB JOJKHBI OBITH aJallTUPOBAHBI K SKCTPEHHBIM CHTYaIUsM B cdepe
OOIIECTBEHHOI'O 3/IpaBOOXpAaHEHUs, BKJOYas Pa3palbOTKy IjlaHAa TOTOBHOCTH K SKCTPEHHBIM
CUTYaIUSIM.

79. DkcTpeHHas cutyarus B chepe oOIIeCTBEHHOTO 3IpaBOOXPAHEHUS MPECTABIISET COOO0M
yIrpo3y OOIIECTBEHHOMY 3/I0pOBBIO  (3I0pPOBBIO HACeNEHUs), MpHU3HAHHYIO BcemupHOit
opraHusalyei 31paBooxXpaHeHus JIM00 YIOJTHOMOYEHHBIMU OpraHaMHu.

80. TpeboBanust Kk cucreMe (apMakoHaA30pa B Clydyae BO3HHUKHOBEHHUS AKCTPEHHBIX
cuTyauuil B cdepe OOIIECTBEHHOIO 3APAaBOOXPAHEHUS B KaXKJIOM U3 CIIy4aeB OIpPEAEISIOTCS
YIOJIHOMOYEHHBIMH OpraHaMHM M JOBOJATCS 1O CBEIEHHS Jep)KaTeleld perucTparidioHHBIX
YAOCTOBEPEHUN M OOIECTBEHHOCTU. YTIOJIHOMOUYEHHBIE OpraHbl MyOIHKYIOT YBEAOMJICHHS 00
AKCTPEHHBIX CUTYAIUSIX Ha CBOMX O(MUIIMATBHBIX caliTaX B ceTH MIHTEepHET.

II1. Macrep-¢daiin cucremsl papMaKkoHaA30pa

1. CTpykTtypa macrep-(aiina cucreMsl (papMaKoHaI30pa
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81. Mactep-¢aiin cuctembl (apMakoHaa30pa TpeIHA3HAYCH [JI1 OMHMCAHHS CHCTEMBI
(dapMakoHaa30pa U JOKYMEHTAIBHOTO MOATBEP)KICHUS €€ COOTBETCTBHUS TPEOOBAaHUSAM aKTOB
opranoB Cor3a © 3aKOHOAATEIbCTBA TOCYAApCTB-4wiIeHOB. Mactep-hailm  cucTemsl
(apMakoHa30pa MO3BOJSAET HAMJIEKAIMM 00pa3oM OCYIIECTBUTH INIAHUPOBAHUE U TIPOBEJICHHE
ayJIMTOB CUCTeMbI (papMakoOHaA30pa Jep>KaTesieM PEeruCTPAllMOHHOTO YAOCTOBEPEHUSs, a TaKKe
MHCIIEKTUPOBAaHUI YIMOJIHOMOYEHHBIMU OpraHamu. Mactep-daiin cuctemsl (papmakoHaazopa
BKJIIOYaeT B ce0s 0030p cuctembl (apMakoHaa30pa JepiKaTelss PerucTPariOHHOTO
YIOCTOBEPEHUS], UTO MO3BOJISIET CHeNIaTh €€ OOUIYI0 OLEHKY YIOJHOMOYEHHBIMH OpraHaMH Ha
PETUCTPALIMOHHOM U MOCTPETUCTPALIMOHHOM dTamnax.

82. CocraBnenue macrep-¢aiisia cucteMsl papMakoHaA30pa U akTyanuzanus HHGopMaIu,
colepsKalieiics B HEM, MO3BOJISIIOT JEpXKaTelll0 PETUCTPALMOHHOIO YIOCTOBEPEHUS U
YIOJIHOMOYEHHOMY JIUITY 1O (hapMaKoHa130py:

a) yOeauThCs B TOM, UTO chcTeMa (hapMaKkoHa 30pa BHEPEHA COTIIACHO TPEOOBaHMIM aKTOB
opranoB Co103a U 3aKOHO/IaTENIbCTBA TOCY1aPCTB-YWICHOB;

0) MOATBEPANTH COOTBETCTBHE CUCTEMBI ACHCTBYIONUM TPEOOBAHUSM;

B) MOJIy4UTh MH(OPMAIMIO O HEAOCTATKAX CUCTEMbl WJIM BBIABUTH HECOOJIOEHUE
TpeOOBaHUM;

I') HOJIYYUTh HHPOPMAIIUIO O PUCKaX MIU HEAPPEKTUBHOCTH BBITOJHEHHS ONPEIEICHHBIX
HaIpaBJIEHUH AESITEIbHOCTH 10 (hapMaKoOHaI30DYy.

83. Mcnonb3oBanue Mactep-¢aiiia cucteMbl papMakoHa30pa CHOCOOCTBYET ONTUMHU3ALINH
mpolecca HaAJeXKallero yMnpaBiIeHUs CHUCTEMOH, a TaKXe COBEPIIEHCTBOBAHUIO CHCTEMbI
¢dapmakonaazopa. TpeboBaHMs K TPEICTABICHUIO KPATKOT'O OMUCAHMSI CUCTEMBI (hapMaKoHa130pa
JepxaTenss PEerucTPAllMOHHOTO YJIOCTOBEPEHHUs, IPEJCTaBICHUI0 MacTep-¢aiiia CUCTEMbI
(dapMakoHa30pa, a TAKXKE XPOHOJIOTHUS (IIOCIEeI0BATEIbHOCTh) BHECEHUSI H3MEHEHUH 00JIeryaroT
IIaHUpOBaHue U 3P(GEeKTUBHOE MPOBEACHUE YIIOJIHOMOYEHHBIMUA OPraHaMU T'OCY/1apCTB-YJICHOB
MHCIIEKIIMHA Ha OCHOBAaHMH METOa OILICHKH PHCKOB.

2. Perucrpanusi 4 moajiepkaHue B aKTyaJIbHOM COCTOSIHMU MacTep-(aiia cuCTeMbl
(papmakonagzopa

Kparkas xapakTepucTHKa cHCTeMbl (JapMaKOHAI30pa TepKaTeIsi PErHCTPANHMOHHOTO
YI0CTOBEpEeHHsI

84. B cootBercTBHM ¢ TpeOoBaHusMU [IpaBui perucrtpanud W SKCIEPTU3BI KpaTKas
XapaKTepUCTHKA CUCTEMBI (apMakoHAA30pa Jep>KaTeNsi PETUCTPAIMOHHOTO YIAOCTOBEPEHUs
npeacrasisieTcsa B pasnaesie 1.10 moayns 1 perucTpalluOHHOTO AOChE JIEKAPCTBEHHOIO IIpenapara
B cllydyae, €CIM NpH MNPEIUIECTBYIOLIEH MOJaue PErucTPalMOHHOTO JO0ChE JiepiKaTelieM
PETUCTPALIMOHHOTO YAOCTOBEpEHUsI ObLT MPEICTaBICH B YIOJHOMOYEHHBIN OpraH MacTep-¢aiin
cuctemMbl  (apMaKoHag30pa  Jep)KaTels PETHCTPAIMOHHOTO  yJocToBepeHus. Kparkas
XapaKTepUCTHKA CUCTEMBI (papMaKOHaA30pa JA0JKHA BKIIIOUATh B €051 CIIEYIONINE FJIEMEHTHI:

a) MUCbMEHHOE TOJTBEPKICHUE JepKaTelIeM PErruCTPAIlMOHHOTO YAOCTOBepeHUs (akra
HaJIM4Us YIIOJHOMOYEHHOTO JIMIA Mo (hapMaKkoHaI30py;

0) HAaMMEHOBaHUE TOCYJIApPCTBA, B KOTOPOM TPOKUBACT U BBINOIHIET CBOM (DYHKIHH
YIOJHOMOYEHHOE JIULO 10 (hapMaKOHAI30PY;

B) KOHTAKTHBIC JJAHHBIE YIIOJTHOMOYESHHOTO JIUIIA M KOHTAKTHOTO JIUIA TI0 (hapMaKOHAI30py
(mpu HaNTMYMN);

T) 3asiBJICHUE (mexmapanus), MOAMUCAaHHOE JiepKaTeneM PEruCTPaALIMOHHOTO
YAOCTOBEPEHUS, O TOM, YTO OH 00sI3yeTcs BBINOJHSATH 33Ja4d M OOSI3aHHOCTH, ONpeiessieMble
Hacrosmumu [IpaBunamu;

1) MECTOHAxXOXKJIeHHE (aapec XpaHeHus1) macTep-(daitina cuctemsl hapMaKkoHaI30pa.

TpeGoBannst kK MeCTOHAXO0KAeHUIO MacTep-daiiaa cucreMbl papMakoHaa3opa
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85. Mactep-¢aiin cuctembl (dapMaKoHaI30pa JIOJDKEH XPaHUTHCS Ha TEPPUTOPUU
rocyJapcTBa-wieHa 100 1Mo MecTy (PaKTUYEeCKOTO BHIIIOTHEHHS JiepKaTeIeM PEerucTPalliOHHOTO
YAOCTOBEPEHUSI OCHOBHOM JI€ATEIHLHOCTH 110 (papMaKkoHaA30pY, JINOO 1O aipecy OCHOBHOTO MECTa
OCYIIECTBIICHHUSI CBOCW JEATEIbHOCTH YIOJHOMOUYEHHBIM JIMIIOM 1O (apMaKoHaI30py,
He3aBUCHMO OT (opmara maHHOro Mmactep-(daitia (B OyMaKHOM WM DJIGKTPOHHOM BHJIE).
YHOMTHOMOYEHHBI OpraH TroCyJapCTBa-diieHa MJOJDKEH OBITh MPOMH(MOPMHUPOBAH O MECTe
XpaHeHus: MacTep-(daiiia cucteMbl apMaKoHaI30pa, a TAKXKE JOJKEH OBITh HEe3aMeIUTEIBHO,
He no3Hee 30 KaleHAapHbIX JHEeH, MHPOPMHUPOBAH O JIFOOBIX U3MEHEHUSAX MECTa €r0 XpaHeHHUs..
TpeOyemas uHbOpMAITHS O PaCIIONOKEHUN MacTep-(daiiia BKIIOYaeT B ce0si MECTO HAXOXKICHUS
(ampec) nmepkarensi PETHCTPAIIOHHOTO YAOCTOBEPEHUS WU TPEThe CTOPOHBI COTJIACHO
COTJIALIEHUIO. DTO MECTO HaXOXXIEHHUS (aApec) MOXKET OTIMYaThCi OT MecTa HaXOKJIEeHUs
(ampeca) 3agBUTENS WIN AepXkKaTels PErUCTPALlMOHHOIO yJOCTOBEPEHUS, HAIIPUMED, B Cilydae
yKa3aHWsS MeCTa HaxOoXIeHWs (ampeca) npyroro oduca AepKaTens pPerucTparmoHHOTO
YAOCTOBCPCHUS UJIA B CJIy4acC BBITIOJITHCHUA OCHOBHOH ACATCIIbHOCTHU TpeTBeI\/'I CTOpOHOI>'I COrjiaCcHoO
cornmamenuto. llpu ompeneneHUM OCHOBHOTO MeCTa OCYIIECTBICHHS JEATEIbHOCTH IO
dbapmMakoHaa30py JepiKaTellb PETHCTPAIOHHOTO  YIOCTOBEPEHHsSI JIOJDKEH —OMPEeNUTh
MECTOHAXOXJEHUE Uil CHCTeMbl (apMakoHaa30pa B  IEJIOM, YTOOBI OOECTICUUTH
(GYHKIIMOHMPOBAHKE CHCTEMBI (hapMaKkoHaa30pa. [lepkaTenb perucTpalioHHbIX YI0CTOBEPEHUN
JOJKEH MMETh COOTBETCTBYIOIEE OOOCHOBaHHWE Ui MPUHATHSA PEUICHHS O PACIOJIONKEHUU
MaCTep-(baﬁHa. B CUTyalluH, KOraa OCHOBHAA ACATCIbHOCTD OCYIICCTBIISICTCS B TPCTbUX CTpaHAX
WM HEBO3MOXKHO OIPEIEINTh OCHOBHOE MECTOHAXO0XKJIEHUE, 10 YMOJIYaHUIO MECTOM XPaHEHUS
MaCTep-(baﬁHa ABJICTCA MCCTO OCYHICCTBJIICHUA OCATCIBHOCTH YIOJHOMOUYCHHOTO JIMIA II0
(hapmakoHaI30py.

Ilepenaua o0s13aHHOCTeH MO BegeHUIO MacTep-daiiaa cucreMsl papmMakoHaa3opa

86. Ilepenauy o0s3aHHOCTEW MO BeICHHIO MacTep-daiia cucTeMbl (papMakoHaA30pa
HE00X0AUMO O(OPMIISITH JIOKYMEHTAJIBHO W KOHTPOJHMPOBATH C IEIbI0 MOJATBEPIKICHHS
BBIMIOJIHEHUST  JIep)KaTeJIeM PETHCTPAlMOHHOTO  YAOCTOBEPEHHUS CBOMX  OOS3aHHOCTEH.
YTOIHOMOYEHHOE JIUIIO IO (hapMaKOHAI30py TOJHKHO ObITh MPOUH(OPMHUPOBAHO 00 U3MEHEHHUSX,
BHOCHMBIX B Macrtep-(aiin cuctembl (apMakoHaa30pa, B TOM YHCIE HE3aMEMIUTEIBHO O
CIICAYIOIINX U3MEHEHUSX:

a) I3MEHEHMsI, BHOCUMBIE B MacTep-(haiiyl cucTemMbl (hapMaKOHAaI30pa, UM U3MEHEHHE €ro
MECTOHAXOXKACHUS, CBEACHUS O KOTOPBIX JOJDKHBI COOOIIATHCS B YMOJHOMOUYEHHBIC OPIaHBI
TOCYIapCTB-UWICHOB;

0) nobaBnenne WHPOPMALUU O KOPPEKTHPYIOIMX U (MIH) NPeaylnpeauTeIbHbIX
MEpOTpUSITHSIX B MacTep-aiiin cuctemMbl (apmakoHaa3opa (Hampumep, IO pe3ysbTaram
MIPOBE/ICHUS Ay TUTOB U MHCTIEKIUH ). Y TOTTHOMOYEHHOE JIMLIO 10 (hapMaKOHaI30py JOJDKHO UMETh
JIOCTYIN K WH(pOpMAIMH 00 OTKJIOHEHHUSX OT MPOIIECCOB, BBIIBICHHBIX B CUCTEME YIPABICHHS
Ka4yecTBOM CHUCTEMbI (papMaKoHaa30pa;

B) U3MECHEHUS, BHOCHUMBIC B COJEpKaIlylocs B MacTep-(daitie mHbOpMaImioo, KOTOpbIe
YVAOBIETBOPSIOT KPUTEPHUSM HAJJICKAIIET0 KOHTPOJII CHCTeMBbI (hapmakoHam3opa (B pamkax
BO3MOKHOCTEH CUCTEMBI, PYHKITMOHUPOBAHUS M COOIIOICHUS TPEOOBAHMI);

') U3MEHEHHUS YCTaHOBIICHHOM JOTOBOPEHHOCTH O MPEACTaBICHUHU MacTep-(aiiia CUCTeMBI
dbapMakoHa30pa B YIIOJTHOMOUYEHHBIE OPTaHbl;

) Iepefaya BBIMOJHEHHUS 3HAUMMOW (QYyHKIMH 1O (hapMakoHAA30py TpeTheil CTOpoHE
(Hanpumep, pa3pabOoTKy TOKYMEHTOB O (papMaKOHAA30PE);

€) BKIIIOUCHHE JICKApCTBEHHBIX IpPENapaToB B CHCTEMY (apMakOHaI30pa, 3a KOTOPYIO
OTBEYAET YIMOIHOMOUYEHHOE JIUIIO 10 (hapMaKOHAa130py;

) U3MCHEHHSI B OTHOIICHWU BKIIOYCHHBIX B CHUCTEMY (apMaKOHAI30pa JIEKAPCTBEHHBIX
MpernaparoB, KOTOPBIE MOTYT TOTPEOOBATh YBEIUYEHHUS BBINOJNHSAEMOro oOBbema paboT Imo
(bapmakoHaa30py (HarpuMep, paclIupeHne MOKa3aHii, BEIOJHEHUE UCCIIeI0OBAaHUH, BKITFOUCHUE
JOTIOJTHUTEIIBHBIX CTPaH).
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87. YnomHoMOYeHHOE JIMIO 1O (hapMaKOHAI30py JOJDKHO TMOATBEPAWTh B MHUCHMEHHOU
¢bopme momyueHre 00s3aHHOCTEH 10 BeIeHHIO MacTep-(aiisa cucteMbl papmMakoHaa30pa.

3. Onucanue cucreMbl (papMaKoOHaA30pa

88. B wmacrep-daiine cuctembl (apMakoHaI30pa JOJDKHA OBITH ONMUCAaHAa CHUCTEMa
(bapmakoHaa30pa OAHOTO UK OOJIee JIEKapCTBEHHBIX MPENapaToB JAepiKaTelis perucTpalMoOHHbIX
ynocroBepeHuil. K pasHbIM  KareropusM  JIEKapCTBEHHBIX  IPENapaTroB  JepiKareib
PETUCTPALIMOHHOTO YIOCTOBEpEHHUsl BIIpaBE NPUMEHATh pa3Hble CUCTEMBbI (hapMakoOHa30pa.
Kaxnas Ttakasg cucrema J0/DKHAa OBITH ONUCaHa B OTACIBHOM MacTep-(aiijie CHUCTEMBI
dbapmakoHagzopa. OTu MacTep-(ailibl  cucTeMbl  (papMakoHaa30pa COBMECTHO JIOJDKHBI
OXBaTHIBaTh BCE JICKAPCTBEHHBIC MPEMapaThl AEpKaTelNsi pErUCTPAlMOHHOTO YJOCTOBEPEHHUS, Ha
KOTOpBIE BBIAAHO YIOCTOBEPEHUE O TOCYAapCTBEHHOM perucTpalum.

89. B cimyuae ecnu y epkaTenisi perucTpaliMoHHOTO y10CTOBEpEeHUs (PyHKIIMOHUPYET Oojiee
yem | cucrema (hapMakoHa30pa, Hampumep, crenuduueckue cUCTeMbl (papMakoHam30pa IS
OTIpEeICTICHHBIX BHUIOB JICKAPCTBEHHBIX MPENaparoB (BaKIMHBI, CAHUTAPHO-TUTHEHHUYECKAs
MPOYKIMS U T.J1.) UM cucTeMa (papMakoHaA30pa OXBaThIBAET JIEKAPCTBEHHBIE Mpenaparsl Oolee
1 nepxarenst PEruCTPAIMOHHOTO YIOCTOBEPEHHs, COCTABIISIETCS OTACNbHBIA MacTtep-¢aiin
CUCTEeMbI (papMaKOHa30pa, OTUCHIBAIOLINI KaXIyI0 CUCTEMY.

90. /lep>xaTeneM  PErHCTPAIMOHHOTO  YIOCTOBEpEHHUs JODKHO OBITh  HA3HAYECHO
YIOJHOMOYEHHOE JIMLO 10 (papMaKkoHaA30py, OTBETCTBEHHOE 3a CO3/1aHHE U BEJCHHE CHCTEMBI
(bapmakoHaa30pa, ONMCAHHON B MacTep-(aiiie cucreMsl hapMaKkoHa130pa.

91. Ecnim onmna cuctema (apMakoHaa30pa HMCHOJIb3YeTCs] HECKOJIBKHUMH JepiKaTeIsIMU
PETUCTPAIIMOHHBIX yIOCTOBEPEHH, KQXK/IbIi N3 HUX HECET OTBETCTBEHHOCTD 32 HAJIMUUE MacTep-
¢aiina cucremsl papmMakoHaA30pa, B KOTOPOM OMMCAaHA cucTeMa (papMaKOHAaI30pa BbITyCKaeMOn
UM TnpoAykuuu. Jlepkarenb perucTpallMOHHOTO YyIOCTOBEPEHHs BIIpaBe JIEJIETUPOBAThH
MOCPEACTBOM 3aKJIIOUEHUS JI0roBOpa (HarmpuMmep, NapTHEPY IO JULEH3UN WU CYONOIPSTUUKY )
YacTh 3aJa4 WIM BCE 3a/1a4M 10 (hapMaKOHAA30py, 32 HAAJIEKAIIEee BHIMOIHEHNUE KOTOPBIX HECET
OTBETCTBEHHOCTb JIepKaTellb PErMCTPALMOHHOTO YJI0CcTOBepeHus. B aTom cinyuae mactep-daiin
cucTeMbl (hapMaKOHAI30pa JIepXKaTesl PErMCTPALMOHHOTO YJOCTOBEPEHHUS MOXKET HUMETh
MEePEKPECTHYIO CChUIKY Ha MacTep-(aiin niau Ha yacTh MacTep-(daiiia cucteMsl papMakoHaa30pa,
YIPaABISIEMOT0 CHCTEMOW CTOPOHBI, KOTOPOH OBLTH JeNerupoBaHbl 3a/lauyd Ha OCHOBAaHUH
JI0OTOBOpa O JOCTyNHe K JaHHON HHQpOpMAIMU CO CTOPOHBI JAepiKaTes PErucTPaluOHHOIO
YIAOCTOBEpEHUSI M YIHOJHOMOYEHHBIX  OpPraHoOB  TOCYJIapCTB-wieHOB.  [lepxkarenb
PETUCTPALIMOHHOTO YOCTOBEPEHHUS JOJKEH 00eCTIeYUTh COOTBETCTBHE COACPKAHUS CCHUIOUHBIX
¢aiino B cucreme papMakoHa30pa, IPUMEHUMOMN K JIEKapCTBEHHOMY IIpernapary.

92. B COOTBETCTBYIONIUX CIy4asiX B MPUJIOKEHUU yYKa3bIBACTCs MepeueHb MacTep-(aition
cuCTeMbl (papMaKOHa30pa, MOJIECPKUBAEMBIX OJHUM JIepKaTeleM PpEruCTPAllHOHHOTO
yaoctoBepeHusi. B mpunaraemyro mHMOpManuio BKIIOYAIOTCS JAHHBIE O MECTOHAXOKICHUH
mactep-aiiinoB, wuHpopManuss 00 YINOJIHOMOYEHHOM JMIe 10 (apMakoHAI30py H
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX Mpenaparax.

93. B kparkoii uHpOpMaLIUK, TPEACTABISIEMON B YIIOJIHOMOYEHHBIE OpraHbl TOCYIapCTB-
YJIEHOB, HE JIOMYCKAeTCs yKa3aHHe HECKOJIbKUX MECT XpaHEHHUsl OJHOro MacTep-(paiina cuctemMsl
bapmakoHaazopa.

94. JlanHble 00 yHIOJTHOMOYEHHOM JHIle 10 (hapMaKOHAI30py MOTYT OBITh JaHHBIMU JIMIIA,
YIOJIHOMOYEHHOTO JepKaTesieM PEerHCTPAllMOHHOTO yIOCTOBEPEHHs Ha BBIOJHEHHE (PYHKIUI
[0 YOpaBIEHUIO CHCTeMOH (apMakoHaa30pa Ha KOHTPAKTHOM OCHOBE U HE SBISIOLIErOCs
HETMOCPEICTBEHHBIM PA0OTHUKOM JepKATENsI PETUCTPALIMIOHHOTO YIOCTOBEPEHHUSI.

95.Ilpu nenerupoBaHuy 3amad 1o (apMaKOHAA30py JEp)KaTelb PETUCTPAIMOHHOTO
YIOCTOBEPEHHUS] HECET OTBETCTBEHHOCTh 3a CHUCTeMy (DapMaKoHAA30pa, MpeCTaBlICHUE
nHpOpMaUu O PACIOJIOKEHUH MacTep-(aiiyia cucteMbl dapMakoHaI30pa, BEACHHUE MacTep-
¢aiina cucreMsl papMaKOHa30pa U €ro MPECTaBICHUE B YITOTHOMOUEHHBIE OPTaHbl TOCY1apPCTB-
YJIEHOB 10 3anpocy. B Hanuyuu JoMKHbBI OBITH 1OrOBOPHI ¢ onucaHueM GyHKIUN U 00s3aHHOCTEH
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10 BEICHHIO MacTep-daiiyia cucTeMbl (apMaKkoHaI30pa, €ro MPEICTABICHUIO, a TaKXkKe
OCYIIECTBICHUIO (hapMaKOHAI30pa B COOTBETCTBHU C TpeOOBaHUSMH 3aKOHOJATEILCTBA
rocyapcTBa-4JieHa.

96.Ilpy WCHONB30BAaHUM CHUCTEMBI (hapMaKOHAA30pa HECKOJIBKUMHU JIepiKaTeIsIMU
PETUCTPAIIMOHHBIX YOCTOBEPCHUN PEKOMEHAYETCS, YTOOBI MAapTHEPHI COTTIACOBAIM COBMECTHOE
BEJICHHE COOTBETCTBYIOUIMX pa3[elioB B paMKax CBOMX Macrep-¢aiinoB B cucreme. O
JIOCTYITHOCTH MacTep-¢aiiia cucteMsl (papmMakoHaa30pa Ul IepKaTeled perucTparioOHHBIX
y,Z[OCTOBepeHI/Iﬁ " €TO NPCACTABJICHUN B YIIOJJHOMOYCHHBIC OpTraHbl rOCYyAapCTB-WICHOB JOJIZKHO
OBITh YKa3aHO B JIOTOBOpax. BakHO, 4TOOBI AepkaTellb PETHCTPAIIMOHHOTO YIOCTOBEPCHHS
yoenuics B TOM, 4YTO cucTeMa (apMakoHaA30pa, paclpocTpaHseMas Ha €ro MNpOAYKIIHIO,
COOTBETCTBYET HEOOXOIUMBIM TPEOOBAHHUSM.

4. Ob6s13aTteibHas nHGopManus B MacTep-gaiijie cucTeMbl (papMaKoHaA30pa

97. Mactep-daitn cucremsl (papMakoHaa30pa TOJDKEH BKJIOYATh B Ce0s JTOKYMEHTHI C
ormucaHueM cucteMbl (hapmakoHamzopa. Coaepxanue macTep-daiina cucremsl GpapMakoHaI30pa
JOJDKHO OTPaXKaTh JOCTYIMHOCTh MH(POpPMAIUU O OE30MacCHOCTH JICKAPCTBEHHBIX IPENaparoB,
3apEeTUCTPUPOBAHHBIX B TOCyJapcTBax-uwieHax. Mactep-Qaill JOoDKeH HMETh OIJIaBICHHE C
IENBI0 00ECTICYeHHUsST BO3MOXXHOCTH OPHEHTHUPOBAThCS B JOKyMeHTe. OCHOBHBIM TPUHIIMIIOM
dbopMHpOBaHUSA CTPYKTYpBl COJEpXkKaHUs MacTep-(aiiia sBIsSETCS BKIIOUYEHHE B OCHOBHBIC
pazzaensl nHPOpPMAIHK, KOTOpasi UMEET OCHOBOIIOJIATAOIIee 3HAYCHUE JIJISl ONMCAHHS CHCTEMBI
(dapmakoHag30pa JAepiKaTens PETUCTPAMOHHOTO YIOCTOBEpeHHUs. Jlomyckaercss BKIIOUYECHUE
noJIpoOHO MH(MOpMAIK, HEOOXOAUMOW I TIOJTHOTO OIMCAHMS CHUCTEMBI, B MPUJIOKCHUS K
MacTep-¢aiiiny cuctemsl hapMaKoHaI30pa, TOCKOIBKY OHA MOJIBEPKEHA YaCTHIM H3MEHEHUSIM.

Paznen macrep-gaiisia 060 ynoJiHoOMO4YeHHOM JiMie M0 papMaKkoHAA30py

98. Undpopmanust 00 YHMOTHOMOUEHHOM JuIle Mo (hapMakoHan30py B Mactep-(aiiie
CUCTEMBI (papMaKOHAI30pa IOJDKHA BKITIOYATh B CEOSI:

a) omucaHue OOS3aHHOCTEH, TapaHTUPYIOUIMX HAIWYHE y YHOJTHOMOYEHHOTO IUIA IO
(dbapMakoOHa30py COOTBETCTBYIOIIUX MOJTHOMOYHH, KAacCArOIIUXCS CHCTEMBI (papMakoHaa3opa ¢
[eJTbI0 OOECTICUeHHsI, COJCHCTBHS U MOBBIIICHUS YPOBHS COOTBETCTBHSI TPEOOBAHUSIM;

0) KpaTKoe pe3loMe C OCHOBHOM WH(OpMaiueid O pPOJM YIMOJTHOMOYEHHOTO JIHIa IO
(hapmMakoHaa30py, OMICAHKUE €T0 KBATU(UKALIUN U OTBITA, UMEIOIUX OTHOIIEHHUE K IeITeTbHOCTH
o ¢hapMakoHaI30py;

B) KOHTAKTHYIO HH(OpMAIIHIO 00 YITOJIHOMOYEHHOM JIHIIE TT0 papMakoHaa30py (haMummio,
HMsI, OTYECTBO (MPU HAIMYHH), HOMepa TeseoHoB, dakca, aapec MEKTPOHHOU MOYTH U MECTO
HaX0XJIeHUs (aapec) MecTa padoThI ¢ yKa3aHHEM MTOYTOBOTO UHJIEKCA);

) HHPOPMAIIHIO O IPUMEHEHUH COTJIAIICHUH B CITy4ae OTCYTCTBHUS YIIOJTHOMOYESHHOTO JINTA
o ¢hapmMakoHaa3opy. B ciydae nenerupoBaHus ONpeIeIeHHbIX 3a/1a4 YIIOTHOMOYEHHOTO JIUIIA IO
dbapMakoHaa30py WHOMY JIMILy TEPEUCHb IEJIETMPOBAHHBIX 3a7ad JIOJDKCH OBITh BKIIOYCH B
MIPUIOKEHUS (C YKa3aHHEeM OMHUCAHWS 33/1a4 M JIUI, KOTOPBIM OHU JCNIETHPOBAHbI);

1) ONMCaHue OOJACTH OTBETCTBEHHOCTH KOHTAKTHOTO JMIAa 1Mo (apmakoHaa3opy (mpu
HaJU4KN).

Paznen macrep-gaiisia cucreMbl papMaKkoHaA30pa 00 OPraHU3AMMOHHOM CTPYKTYype
Jep:KaTesisi PeruCTPAIMOHHOIO Y10CTOBEPEHUs

99. Heo6xoaumMo TIpeICTaBUTh ONMCAHUE OPTaHU3AIIMOHHON CTPYKTYPhI COOTBETCTBYIOIICH
cucTeMbl (hapMaKoOHaI30pa JAepiKaTelsi PEeTUCTPAIMOHHOTO yaocToBepeHus. Onrcanue M0IKHO
JaBaTh YETKOE MPEACTABICHUE O 3aJeHCTBOBAHHBIX OPraHU3alUAX, OCHOBHBIX CTPYKTYPHBIX
noapasaCICHUAX, 3aHUMAarIInuxcsa (bapMaKOHa,Z[SOpOM, )41 B3aUMOOTHOIIICHUAX MCKOY
OpraHMu3alMsIMH U CTPYKTYPHBIMH MOJpPA3AeICHUSIMH, UMEIOIIUMH OTHOIIEHHE K BBIITOIHEHUIO



29

NesATeILHOCTH 1o (hapMakoHam3opy. B mactep-daiine cuctemsl papmMakoHaazopa T0DKHA OBITH
MpeJICTaBjIeHa Ceayonas HHPopMaIus:

a) OpraHU3allMOHHAs CTPYKTYpa JepKaTellsl pEruCTPAlMOHHOTO YIOCTOBEPEHHS, BKITIOYAsI
JOJDKHOCTB YITOJTHOMOUEHHOTO JIMIA 10 (papMaKkoHaA30py B OpraHU3aliu;

0) MecTO HaxOXXIeHHs (aapec) OCYIIEeCTBICHHS IEATEILHOCTH 0 (hapMaKOHAI30py,
BKJIrO4asd C60p U OLCHKY HMHAWBUAYAJIBHBIX COOGH.IGHI/II‘;I 0 HCXKCIATCIBbHBIX PCAKIUAX, BBOJ
coo0mieHu# B 6a3y JaHHBIX O 0€30MMaCHOCTH, MMOJATOTOBKY MEPUOIMIECKOTO OOHOBIISIEMOTO OTYETA
10 6630HaCHOCTI/I, BBISABJICHUC W aHAJIU3 CUTHAJIOB, BCACHUC IIJIAHOB YIIPABJIICHUA PHCKaMU,
VIpaBJICHUE MPOBEICHHEM TPEAPETUCTPAIMOHHBIX U TOCTPETHCTPAIMOHHBIX MCCICIOBAHUN U
YOpaBJICHUC HU3MCHCHUSAMU, BHOCUMBIMU B I/IH(bOpMaI_[I/IIO (0] 6630HaCHOCTI/I JICKApCTBCHHOT'O
npernapara.

Paspnen macrep-gaiijia cucreMbl (papMaKOHAA30pPa 0 AeJIerHpyeMoil 1esATeJIbHOCTH 10
dapmakonanzopy

100. Macrep-daitn  cucremsl  (papmakoHaa3opa  JIOJDKEH — COJEpXaTh  ONHCAHUE
JeNeTUpyeMbIX JepKaTeIeM PErMCTPALlMOHHOTO YAOCTOBEPEHUS 3a1a4 110 (papMaKOHA30py.

101. Mudopmarus B pa3zaese J0KHA ONUCHIBATh B3aUMOCBSI3U C APYTUMH OpTaHU3aUSIMH
(HammpuMep, COTJIalleHne O COBMECTHOM MapKETUHI€ JIEKapCTBEHHOTO Mpernapara, CorjlalieHue o
BBITIOJIHEHUH JIESATEIBLHOCTH 1O (papMaKOHAA30py MOAPSAIUMKAMHU, a TAKXKE WHBIC COTJIAIICHUS).
HeobxonuMo yka3aTb MECTOHAXOKIEHHE M OMNHMCAaTh CHUCTEMY HMMEIOLIUXCS COIJIAllleHHH o
JeNerupyeMbIxX 3aaadax no gpapmakonaazopy. Onucanue corjameHuii J0myCKaeTcs COCTaBIIATh B
BUJIe NiepedHs 1y Tadauisl. [Tpyu onucanuu cornamenuii B BUae TaOIMIbI IPUBOAATCS CBEICHUS
00 y4YacTBYIOUIMX CTOpPOHAX, INPHUHATHIX 00s3aTeNbCTBAX, JIEKAPCTBEHHBIX Ipenaparax, IO
KOTOPBIM OCYLIECTBIsIETCA (hapMaKOHAI30p, U TEPPUTOPUIX TOCYAAPCTB-UICHOB, Ha KOTOPBIX
ocymectBisiercs (papmakonamzop. Ilpum omucaHuu cornameHuil B BHJAE IEPEYHs €ro
CTPYKTYPUPYIOT IO BUIAM HCHOJIb3YEMBIX YCIyT (HAampuMep, MpeICTaBI€HHE MEAMLIUHCKOU
uH(pOpMaINH, ayIUTOPCKUE YCIYTH, 00eCIIeYeHUE MPOrpaMM MOAIEPKKHU MallueHTOB, 00paboTka
JTAHHBIX 00 UCCIIEOBAaHUSX ), BUJIaM KOMMEPUYECKHX COTJIAIIICHUH (COTIallIeHHE O TUCTPUOBIOIIIHI
JICKApCTBEHHBIX MPENapaToB, COIJIAIIEHHE O COBMECTHOM MAapKETHHIE, COTJallCHHE O
COBMECTHBIX IIpaBaX Ha PErMCTPALMOHHOE YJOCTOBEPEHHE M T.O.) M BUAAM TEXHHUYECKOIO
obecriedeHuss JEATENbHOCTH MO (hapMakoHaA30py (pa3MelleHHe KOMIbIOTEPU3UPOBAHHBIX
CHCTEM Ha cepBepax IIpoBaiiiepa, apXUBUPOBAHWE M XpPaHEHUE JaHHBIX CHCTEMbI
¢dapmakonagzopa U T.0.). Komuu OTHOENBHBIX COTJIAIICHUH MPEACTaBISAIOTCS IO 3arpocy
YIOJIHOMOYEHHBIX OPraHOB WJIM B XOJ€ IPOBEIEHHUS MHCHEKIMM W ayAuTa, UX IEpeyUCHb
MPUBOAUTCS B MPHIIOKEHHUSIX K MacTep-gailny.

Paznen macrep-gaiijia 00 HCTOUHUKAX MOJYyYeHUs] JAHHBIX 0 0€30MaCHOCTH

102. Oncanue OCHOBHBIX OTJIEJIOB CHUCTEMBbI (papMakoHaA30pa, 3aHUMAIOIUXCA cOOpoM
WHAMBUIYalbHBIX COOOIIEHUM O HEXeNaTeIbHbIX pEaKLUUsAX, IOJDKHO BKIOYaThb B ce0s
nH(pOpMaIHIo 000 BCEX CTOPOHAX, OTBETCTBEHHBIX 32 COOP COOOIIEHUH, TOTy4aeMBIX IO 3alpocCy,
U CIOHTAaHHBIX COOOLIEHWH O HEXKeJaTeNbHbIX peakUUsX Ha JIEKapCTBEHHBbIE Ipernaparsl,
3apETUCTPUPOBAHHBIE HA TEPPUTOPHIX TOCYAApCTB-WIECHOB. B omucaHue AOKHBI OBITH
BKJIFOYEHbI MECTa HAXOXKACHUS TAK)KE OT/EI0B MEIULMHCKON MH(OpPMALMHU, a TAKXKE TOUYEPHUX
oucos opranuzanuu. Jlomyckaercsi COCTaBIATh 3Ty HHPOpMAIUIO B (popMe criucKa ¢ yKa3aHHueM
rocyJapcTBa, XapakTepa JesSTeIbHOCTH M JIEKAPCTBEHHBIX IIpENnaparoB (€ciu JlaHHas
JeSITeIbHOCTh 3aBUCHUT OT BHJA JIEKAPCTBEHHOTO Mpernapara). MHpopmanus o TpeTbUX CTOpOHAX
(mapTHepax MO JMIEH3UH, MApTHEPAX MO0 MECTHBIM TUCTPUOBIOTOPCKUM MM MapKETHHIOBBIM
COTJIAIIEHUSIM) TaKXe BKJIIOYAeTCs B pasfel, B KOTOPOM ONHMCaHbl corjameHus. s
IPEJCTABICHUS OCHOBHBIX 3TaloB cOopa M IMepefadyd JaHHBIX O HEXKEJIATENIbHBIX PEaKIMAX,
BPEMEHHBIX paMKaX M Y4YaCTBYIOIIMX CTOPOHAaX MOTYT HCIIOJIb30BaThCsl cXeMbl. OmmcaHue
porecca, Kacarouerocs NHANBUIYaIbHBIX COOOLICHNUN O HE)KeNIaTeNIbHBIX peakiusax, oT coopa
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70 TIPEACTABICHHUS B YIOJIHOMOYCHHBIH OpraH JOJDKHO BKIIOYaTh B ceOsi cBepeHUs 00
YYacCTBYIOILIUX B MPOLIEAYPE MOIPA3ACICHUAX U (UITH) TPETHUX CTOPOHAX.

103. Mctounuku uHbOpMaIu 0 0€30MacHOCTH TakXKe JOJDKHBI BKIIIOUATh B c€0sl CITMCOK
TEKYIUX HCCIIEAOBAaHUH, PErUCTPOB, MPOTrpaMM MOJAEPIKKH WIM HAOMIOACHUHN, CIIOHCUPYEMBIX
JepkaTeleM PErHCTPAllMOHHOTO YAOCTOBEPEHHUS, B XOJ€ KOTOPBIX MOTYT HPEICTABIATHCS
WH/IMBUyalbHbIE COOOLICHHS O HEXKENATeNbHBIX peakiusax. JlepaTeau perucTparoHHBIX
YIOCTOBEPEHHH JOJDKHBI UIMETh BO3MOXHOCTh NPEJOCTABIIATH JAaHHBIE CIIMCKHU T10 3alpocy MpH
NIPOBEICHUU HWHCIEKTUPOBAHMS CHCTEMBbl (DapMaKoHa/A30pa, ayauTa JIMOO BBIMIOIHIEMOM
YIIOJIHOMOYEHHBIM JIMIIOM 1O (hapMaKOHAA30py OLEHKH CUCTEMBI. B crircke nomKeH OBbITh ONICcaH
CTaTyc Ka)X/IOTO MCCIIEOBAHUS HIIM MPOTPaMMBI (C y4eTOM €ro MpoOBEICHHUS BO BCEM MHpE),
COOTBETCTBYIOIIIEE  TOCYAapCTBO, JICKAPCTBEHHBIE  TpEemapaTtbl W OCHOBHBIC  LIEJNH.
VHTepBEeHIIMOHHBIE W HEMHTEPBEHIMOHHBIE MCCICOBAHUS JIOJDKHBI OBITh YKa3aHbl 110
OT/AETBHOCTH COTJIACHO JICUCTBYIOIIEMY BELIECTBY JIGKapPCTBEHHBIX MpenapaToB. CIIUCOK T0HKEH
coJiepKaTh BCE MCCIIENOBaHUs (MPOrpaMMbl), TEKYIIUE HCCIEAOBAaHUs (MPOrpaMMbl), a TaKXKe
UCCIIe0BaHMS (ITPOTPaMMBl), 3aBEPIICHHBIE B TEUEHHUE TIOCIEIHUX 2 JIET, K MOXKET OBITh BKIIIOYEH
B IPUJIOKEHHUE K MacTep-¢ailry cuctemsl (papmMakoHaa3opa Ju00 MpeCTaBIsATHCS 110 3a1Ipocy.

HeoOxoauMo y4uThIBaTH, 4YTO HEHMHTEPBEHIMOHHBIE WCCICJOBAHHUS OMPEICISIOTCS
MPUMEHSEMBIM METO/I0JIOTUYECKUM IOJIX0JI0M, a He HAyYHBIMH IeNsiMH. HeMHTepBeHIIMOHHbIE
MCCIIEJOBAaHMs BKJIIOYAIOT B ceOs mccienoBaHus 0a3bl NAHHBIX WM IEPECMOTP MEIMIIMHCKHX
KapT, B KOTOPBIX YK€ OMHMCaHBbl BCE paccCMaTpUBaeMble SIBJICHUSA (B YaCTHOCTH, UCCIIEIOBaHUS
«CITydail — KOHTPOIIbY, TEPEKPECTHBIE U KOTOPTHBIE MCCIEIOBAaHMS), a TAKXKEe HCCIEAOBAHMA,
nojpasyMeBaromiue  cOOp  MEpPBUYHBIX  JAaHHBIX (B~ YaCTHOCTH,  IPOCIHEKTHBHBIC
HEMHTCPBCHIIMOHHBIC HCCIICAOBAHNS, HCCICAOBAaHUS Ha OCHOBE pEECTPOB, B KOTOPBIX
(UKCUPYIOTCSI TIONYYCHHbIE aHHbIE PYTHHHOTO Je4eOHOro Impolecca), MpHU BbINOJIHEHUH
yKa3aHHBIX YCJIOBHHA. B pamMkax HEMHTEpBEHIMOHHBIX HCCIIEIOBAHUI NMPOBOIATCS WHTEPBBIO,
OIIPOCHI M OTOMPAIOTCS POOBI KPOBH B PAMKaX OOBIYHOM KIMHUYECKOW MPAKTUKH.

Paznen macrep-gaiijia 0 KOMINbIOTEPU3UPOBAHHBIX CHCTEMAX U 0a3axX JaHHbIX

104. B macrep-¢aiie cucreMsl (hapMakoHaA30pa JOKHO OBITH OMUCAHO PACIIONOKEHUE,
(byHKIIMOHATILHBIE BO3MOYKHOCTH U OTBETCTBEHHOCTH 32 3KCILTYaTaIMI0 KOMITBIOTEPU3NPOBAHHBIX
cucteM u 0a3 JaHHBIX, HUCIONb3YEMBIX Ui TOJy4eHHUs, Bepu(UKaluu, NpeicTaBICHUS
uHpOpMaMy 0 0€30MaCHOCTH M OLIEHKH UX COOTBETCTBUS ITOCTABICHHBIM 3a7adaM.

105. B ciiyuae MCIONB30BaHMS HECKOJIBKHUX KOMIBIOTEPU3UPOBAHHBIX CHUCTEM WK 0a3
TaHHBIX TOJDKHA OBITH OMHMCaHA X MPUMEHUMOCTD K JCATEIBHOCTH IO (hapMaKOHAI30py TaKUM
o0pa3om, uTOObl OBIT TOHATEH O0bEM  KOMIbBIOTEpH3AlMU  (CTENIEHH  BHEIPEHUS
MH(QOPMAIIMOHHBIX TEXHOJOTWI) B paMKax cHcTeMbl (papmakonamzopa. Kpome Toro, momKHBI
OBITh OIMCAHBl CTATyC BAJIUAALMU OCHOBHBIX AacleKTOB (YHKIIMOHAIBHBIX BO3MOXHOCTEH
KOMITBIOTEPU3UPOBAHHON CHCTEMBI, a TaKXe€ KOHTPOJIb HM3MEHEHHUH, CTPYKTypa HCIIBITaHHI,
pe3epBHBIE MPOLEAYPHl M APXHUBBI SJICKTPOHHBIX JAaHHBIX, HEOOXOIUMBIE Ui COOJIIOJCHUS
TpeOoBaHM (apMaKOHAA30pa, M HMEIomascs MOKyMEHTanus. B OTHOmEHMM cuCTeM Ha
OyMaXHBIX HOCHTENSX (KOTJa DSJEKTPOHHAs CHCTEMa HCIOIB3YeTCs TOJNBKO Ui CPOYHOTO
NPEACTaBICHNUS WHIMBHUAYAJIbHBIX COOOIICHHH O HEKENATEeIbHBIX PEaKIUAX) HE0O0XOIUMO
OIMCaTh YMNPABJICHUE JaHHBIMU, MEXaHWU3MBbI, UCIOJb3yeMble i1 0OecneueHHs LEIOCTHOCTH,
JOCTyNa K JAQHHBIM M BKJIIOYCHHS HH(OPMALMM O HEKENATEIbHBIX PEAKIUAX B IMPOLEIYPY
BBISIBIICHUS CUTHAJIA.

Pazngen macrep-gaiiiia o npoueccax

106. Ba)XHBIM KOMITOHEHTOM CHUCTeMBbI (hapMaKoOHa/I30pa SBISETCS HAJUYUE B MeECTe
OCYIIECTBJICHUS JAEATEIbHOCTU MO (papMaKoOHAA30py MUCbMEHHBIX CTaHAAPTHBIX Npouenyp. B
paznene Il Hactosux [IpaBuit onrcan MUHUMAIIBHBIN Ha0Op TakuX mpolteayp papmakoHamzopa.
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107. B mactep-¢aiine cuctembl ¢dapmMakoHaa30pa TOJDKHA OBITh ONMHCAaHAa HMEIOMIAsCS
JOKYMEHTAIlusl 1O MHUCbMEHHBIM CTaHJAPTHBIM Hpolenypam (CChUIKM Ha KOHKPETHBIC
CTaHJIapTHbBIE OINEpaIlMOHHBIE MPOLEAYPhl, PYKOBOJICTBA U T.JI.), TUIIBI JAaHHBIX (HAIpUMeEp, THUII
JTAHHBIX 00 MHIUBUAYAJIBHBIX CIIydasX HEKEJNATENbHBIX PEakIMid) U crocold BeleHHs 3amucei
(manpumep, 6a3a JTaHHBIX 0 0€30MACHOCTH, TOKYMEHTHI Ha OyMa)KHBIX HOCHTEIISX ).

108. B macrep-(aiin cucremsl (hapMakoHa/A30pa JOHKHO OBITh BKJIIOUEHO OIHMCAHUE
MIPOLIECCOB, MPOIeyp 00pabOTKH M PErucTpally JaHHBIX MPH BBIMOJIHEHUU JESTEIBHOCTH IO
bapMakoHaa30py, KOTOPBIE JOJDKHBI BKIIIOYATh B €0 CIIEAYIOIINE aCIEKThI:

a) MOCTOSIHHBII MOHUTOPHHI COOTHOUIEHMSI «I10JIb3a — PUCK» JIEKApCTBEHHOT'O Mpernapara,
pe3yabTaT OIEHKH M TPOLECC NPUHSATHS PEHICHUS O COOTBETCTBYIOLIMX MeEpax, IPOLECC
BBISIBJICHMSI, BAIMJIAIIMU U OLIEHKHU CHTHAJIOB, MOJYYEHHE BBIXOJIHBIX JAHHBIX O O€30MacHOCTH,
OOMEH JaHHBIMU C OT/EJaMH{, YYaCTBYIOLUIMMHM B MEAMLIMHCKOM M HAy4YHOH OLIEHKE JaHHBIX O
0€30IaCHOCTH M T.1I.;

0) onucaHue CHCTEM YMPABJICHUS PUCKAMH U MOHUTOPHUHI PE3yJbTaTOB BHEAPEHHS MeEp
MUHUMHU3ALUA PUCKOB. B cimydae ecnmu B 3TOM mpolecce 3aleCTBOBAHO HECKOJIBKO
MOJIpa3/ieeHuH, TIOPSIIOK ux B3aUMOJICHCTBUS OTIpesieNsaeTcs MUCHbMEHHBIMU
JOKYMEHTHUPOBAHHBIMU MPOLIETypPaMU WIIH COTJIAIIEHUSIMU;

B) cOop, BepuUKanUs H IOJy4eHHE TMocieaylomed uHPOpMaluu, OLEHKa |
npejacTaBieHre uHGopManuu 00 HMHIUBUAYAJbHBIX CIy4yasX HeXelaTeNbHbIX peakiuil. B
OINMCaHUU TPOIEIyp MO JaHHOMY pa3zey AODKHO OBITh YETKOE Pa3rpaHUYCHUE JIOKAIBHBIX U
MEXIyHApOAHBIX BUJIOB AEATEIbHOCTH;

T') IUIAaHUPOBAHKE, COCTABJICHUE M MPECTABICHNUE MEPHOANUECKUX OOHOBIISIEMbIX OTYETOB
0 O€30ITaCHOCTH;

) IpeICTaBJICHUE TOTPEOUTENSIM, CIIEHUAINCTAM CHCTEMBl 3[paBOOXPAaHCHHS U B
YIIOJITHOMOYEHHBIE OpTraHbl HHGOPMAITUH O TpodIIeMax, CBI3aHHBIX C 0€30MacHOCTHIO;

€) BHECCHHE W3MEHEHMH, KacaroIuxcs Oe30MacHOCTH, B OOILIYI0 XapaKTEepUCTHKY
JIEKapCTBEHHOI'0 IIpernapaTa M HWHCTPYKUHUIO [0 MEAWLHUHCKOMY HpuMeHeHuto. OnucaHue
Iporenyp IODKHO BKIIOYAaTh B ce0s BHYTPEHHUH W BHEUIHMHA OOMEH JaHHBIMH CHCTEMBI
(dhapmakoHaa30pa.

109.Ilo kaxxooMy HampaBiICHHMIO JEATEIBHOCTH  JEpXkKaTelb  PErucTPalMOHHOIO
YAOCTOBEpEHUsI JOKEH OBITh CHOCOOEH MpPEeICTaBUTh MOJATBEpKICHUE (PYHKIMOHUPOBAHUS Yy
HEro CUCTEMbI CBOEBPEMEHHOIO IIPUHATHS PELICHUN U OCYLIECTBICHUS JCHUCTBUN.

110. JIomkHbl OBITH TPEACTABICHBI JaHHBIE O JPYTUX HAIMpPaBICHUAX JEATCIbHOCTH,
MOJTBEPXKAIONINE HAIMYME HaJUIekKalel CcUcTeMbl OOecHeueHHsi KayecTBa B CHCTEME
¢dapmakonagzopa. K TakuM [aHHBIM, B YaCTHOCTH, OTHOCATCA JaHHbIE O (YHKUMSIX U
0053aHHOCTSX YMOJHOMOYEHHOrO JHMIa N0 (apMaKkoOHAI30py, PEarMpoBaHUU Ha 3arpOChl
YIOJHOMOYEHHBIX OPraHOB O MpeACTaBICHUH HWH(OpPMALNU, aHalu3a MyOIUKauil B HAay4HOM
MEIULMHCKON TUTepaType, KOHTPoJIe M3MEHEHUH B 0a3ax NaHHBIX O 0€301MaCHOCTH, COTJIAIIEHUSIX
00 oOMeHe MaHHBIMH O O€30MAaCHOCTH, APXWUBHUPOBAHUHU JIaHHBIX 1O OE30MACHOCTH, ayJINUTe
¢dapmakoHaa30pa, KOHTPOJE CUCTEMBbl KadecTBa W oOydeHuu. llepeueHb mporenyp, KOTOPBIHA
JIOMyCKaeTCsl BKIIIOYATh B MPWJIOKEHHUs] K MacTep-¢aiiny cuctembl (papMakoHaA30pa, AOKEH
cojiepKaTh HOMEp, Ha3BaHUE, JaTy BCTYIJICHHUS B CUJTY M THUI JJOKYMEHTA (U1 BCEX CTaHAapTHBIX
pabounx mporenyp, pabounx HHCTPYKLUMHA, PyKOBOACTB U T.A.). lIporenypbl, BBIIOJHEHUE
KOTOPBIX JEJIETUPOBAHO TPETHHUM JIMIAM, JOJDKHBI UMETh COOTBETCTBYIOLIYIO MACHTU(DHUKAIHIO.
JIOKYMEHTBI, OTHOCSIIIUECS K CHEU(PUIECKIM JIOKAIBHBIM MPOIIeTypaM, MOTYT HE BKJIIOYAThCS B
o0ImuMi TepedyeHb JOKYMEHTOB O TNpOIeaypax, HO JOJDKHBI MPEJOCTaBIATHCSA IO 3arpocy
YIOJHOMOYEHHOTO OpraHa (C yKa3aHHEeM TOCyJapCTB, Ha TEPPUTOPUAX KOTOPBIX JaHHBIE
MIPOLEYPBI UCIIOJIB3YIOTCS).

Paznen macrep-¢aiijia 0 pyHKIHOHUPOBAHUHU CHCTEMBI (papMaKOHaA30pa

111. Macrep-daiin cuctemsl GpapMakoHaa30pa TOHKEH BKIIOYATh B c€0s MOATBEPXKICHUE
HETIPEpPBIBHOTO MPOBEJCHUS MOHHUTOPUHTra (YHKIIMOHHUPOBAHHUS CHCTEMBI (hapMaKOHAA30pa,
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BKJIIOYasi KOHTPOJIb OCHOBHBIX PE3YJIbTaTOB, a TaK)KEe OMMCAHHE METOJ0B MOHHTOPHHIA M Kak
MHUHHMYM COJIEPKaTh:

ONMCAaHUE TMPOLEAYPbl OIEHKM NPABHIBHOCTH TPEJICTABICHUS HMHIMBHIYAIbHBIX
COOOIICHUH O HEeXeNaTeNbHBIX PEaKIMIX, B TOM YUCIIe PUCYHKHU (TpaduKu), MOITBEPKAAIOLIIE
CBOCBPEMEHHOCTh ~ NPEACTAaBICHHUS HMH(GOPMAIMM B  COOTBETCTBUH C  TPEOOBaHUAMHU
3aKOHOJIaTEeILCTBA TOCYJapCTB-UICHOB,;

ONMCAaHUE KOHTPOJBHBIX TIIOKa3aTelel, WCIONB3YeMbIX Ui KOHTPOJIS KadecTBa
NPEJCTaBICHHON MH(OpPMAIMK U JIeATeNbHOCTH 1o (hapmakoHam3opy. K Takum mokaszarersim
OTHOCSTCS MOJy4EeHHAast OT YIOJHOMOYEHHBIX OPraHOB MH(POPMAIHSI O Ka4eCTBE MPEICTaBICHUS
COOOIIEHNH O HEeXKeNaTeIbHBIX PEAKIHAX, I[EePUOANYECKOr0 OOHOBISEMOro OTYeTa IO
0€30MacHOCTH U IPYTHUX MPEJCTABISIEMBIX JaHHBIX;

aHaJIM3 CBOEBPEMEHHOCTH NPEICTABICHUS MEPUOJUUECKOr0 OOHOBISEMOIO OTuYeTa IO
0€30MacHOCTH B YIOJIHOMOUYCHHBIE OpPTaHbl FTOCYAapCTB-WICHOB (B MPHUIOKEHUH K MacTep-paiiry
JOJDKHBI OBITH OTpPa)KEHBI MOCIETHUE JaHHBIC, HCIIOIb3YEMbIE JEpiKaTeNIeM PEerucTPaluOHHOTO
YIIOCTOBEPEHUS ISl OLICHKH COOJIOICHHS TPEOOBaHNH 3aKOHOATEILCTBA TOCYIaPCTB-WICHOB);

aHaJIM3 METOJIOB, HCIOJBb3YyEMbIX Ul OICHKH CBOEBPEMEHHOCTH BHECCHHs M3MEHEHUH,
KacaroInxcst 0€30IacHOCTH, C YI€TOM YCTAaHABIMBAEMBIX YIIOJTHOMOYEHHBIMH OpPTraHaMH CPOKOB,
BKJIIOYAsi METOJ] KOHTPOJISI BHECEHHUS HEOOXOAMMBIX M3MEHEHUH, KOTOpbIE ObUTH BBISBIICHBI, HO
UHOpPMAIHS 0 KOTOPHIX eIlle He OblIa MpeICTaBlIeHa B YIIOJTHOMOYCHHBIH OpraH;

B COOTBETCTBYIOIIMX CIIydasiX — aHaJHM3 BBIMOJHEHUS OO0S3aTENLCTB COIJIACHO IUIaHYy
YIpaBICHUS PHUCKAMH JHOO JPYTHX O0S3aTENbCTB WM TPeOOBaHWH, YCTAHOBJIECHHBIX IIpH
perucTpanyy ¥ IMEIOINX OTHOLICHHE K (hapMaKOHAI30py.

HeoOxomumo omucath U MOSICHUTH 11U 3(PGEKTUBHOTO (YHKIIMOHUPOBAHUS CHUCTEMBI
¢dapmakoHag3opa. B COOTBETCTBYIOIIMX ClydasiX HEOOXOAMMO NPWIOKUTH K MacTep-Qaiimy
cucteMbl  (apMakoHaI30pa CIHUCOK ToKaszarened d(PPEeKTUBHOCTH  ACSITEIBHOCTH  TIO
bapmakoHaa30py.

Paznen macrep-gaiisia o cucreme Kauecrsa

112. B pa3gene mpencraBisieTcsl ONMCAHUE CHCTEMBI YNPABICHHS KauyeCTBOM B paMKax
CTPYKTYpPBI OpraHU3allly U IPUMEHEHHS CUCTEMbI KauecTBa B (hapMaKoOHaA30pe.

KoHTpoJsb 1o0KyMeHTalu U 3anucei

113. B yacTu KOHTPOJISI JOKYMEHTAITUHU U 3aIMCEH TOJDKHBI OBITh MPEICTABICHBI ONUCAHNE
MEXaHU3MOB apXMBHPOBAHUS IEKTPOHHBIX U (MJIM) OyMaXXHBIX BepCHil MacTep-daiiia CuCTeMsbl
(dhapmakoHaa30pa, a TakkKe 0030p MPOIEAYp, MPUMEHIEMBIX K JIPYTUM 3alUCSAM U JTOKYMEHTaM
CUCTEMBI Ka4eCTBa U CUCTEMBI (hapMaKOHA[30pa.

JoxymMeHTBI 0 mpoueaypax

114. Onncanue qOKYMEHTALMU O MPOLEAYpax JIO0JKHO BKIIOUATh B CEOS:

a) obmiee OINMUWCaHWE THUIIOB JIOKYMEHTOB, HCIIOJIB3YEMBIX B CHCTEME (apMakoHaA30pa
(cranmapthl, pabouue mporenypsl, pabouue MHCTPYKUHMH U T.J.), YKa3aHUE MPUMEHUMOCTHU
pa3IMYHBIX JOKYMEHTOB Ha TIJ00aJbHOM, pErHOHaJIbHOM WM JIOKAJIbHOM ypOBHE
(GYHKIIMOHMPOBAHUS CUCTEMBI (papMakoOHaA30pa B OPTaHU3AIMH, a TAKXKE IJIEMEHTBI KOHTPOIS
JOKYMEHTaIUH, KOTOpbIe MPUMEHSIOTCSI B OTHOIIEHUH JIOCTyNa K JJOKYMEHTAIlUU O MpoLeypax,
BHEJPEHUS U TIOJITICPKAHMS;

0) uHpOpMalIMIO O CHUCTEME JOKYMEHTHPOBAaHHs, TPUMEHIEMOW K MPOIECTYPHBIM
JOKyMEHTaM, KOTOpbIE KOHTPOJIUPYIOTCS TPETHHUMHU CTOPOHAMH.

OO0y4yeHue nepconaja
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115. HeoOxomumMo NpeACTaBUTh ONUCAHUE YIIPABJICHUS pECypCaMy B X0JI€ OCYIIECTBICHUS
JEeSTeLHOCTH 10 (hapMaKOHAI30pY, BKIIOYAOIIee B ceOs:

OpPraHM3alOHHYI0 CTPYKTYpy C YyKa3aHHEM KOJHYeCTBa JIOACH, Yy4acTBYIOUIMX B
NESATeNbHOCTH 10 (apMaKkoOHAaA30py (B IUTAaTHBIX EAMHUIAX), KOTOPYIO JIOIYCKaeTCs
MIPEJICTaBIATh B OTACIBHOM pa3/ielie, ONMUChIBAIOLIEM OPraHU3alMOHHYIO CTPYKTYPY;

HH(OPMALIUI0O O MECTOHAXOXJACHUM IEepPCOHANa, OCYIIECTBISIONIEIO OpPraHW3aIlUi0 U
BBITIOJTHEHUE OMPEIENIEHHBIX BUIOB JIEATEIHHOCTH M0 (papMakoHaaA30py (IPUBOAUTCS B MacTep-
¢aiine cucremsl papMakoHAI30pa U B MPUIOKEHUSAX K HEMY), MECTOHAXO0X/IEHUN KOHTAKTHBIX
JIUL, TPEJCTABIAIOMINX AaHHbIE 0 Oe3onmacHocTU. MHbopMaius 0 MECTOHAaX0XKACHUU ITepcoHaa
JIOJDKHA BKITIOYATh YKa3aHue 001aCTH AESITEIbHOCTH 110 (hapMaKOHA[30py U MECT OCYIIIECTBICHUS
NEeSITeIbHOCTH C 1eJIbI0 000CHOBaHUS CUCTEMbI OpraHu3alnuu 00y4eHuUs;

KpaTKOE OTMHMCAaHUE KOHTEKCTa 00yUeHUs, BKIIFOUAs CCHUIKY Ha MECTO XPaHEHUS IOKYMEHTOB
00 00yueHuH.

[lepconan nomkeH OBITh COOTBETCTBYIOIIUM OOpa3oM OOYYEeH OCYIIECTBICHUIO
NEeSTeIbHOCTH MO (papMaKOHAA30py. DTO KacaeTcs HE TOJIbKO MEepCOHaja B MOJpPa3AeieHUSIX
(dhapmakoHaa30pa, HO U JIHI, KOTOPHIE MOTYT MOXYYaTh COOOIICHHS O 0€30MIaCHOCTH.

Ayaut

116. Uadopmarus 06 ayaure cucteMbl oOecrieueHus KayecTBa B cucteMe (papmakoHaazopa
JO0JDKHA OBITH BKITIOUEHA B MacTep-Gaii cucteMsl papMakoHaa3opa. B mpumoskeHne HeoOXoaumMo
BKJIIOYHTH OMHMCAaHUE METOJa IUIAHUPOBAHUS ayAUTOB CHCTEMBI (hapMaKoHA/A30pa, MEXaHU3MOB
OTYETHOCTH, a TaKXe IIepeuyeHb 3aIUIAHUPOBAHHBIX M 3aBEPILUEHHBIX ayJUTOB CHCTEMBI
¢dapmakonagzopa. JlaHHBI TEepedeHb JOJDKEH COJEpXKaTh JaThl IPOBEACHUS ayJUTOB H
IPEJCTAaBICHHUS OTUETOB IO pe3yJbTaTaM ayAUTOB, 00JACTh OLIEHKH U COCTOSHUE BBIIOJIHEHMS
ayJMTOB MPOBANAEPOB YCIYT, OTACIBHBIX BHJIOB JACSITEIBHOCTH MO (papMaKOHAA30pY UM MecTa
BBITIOJIHEHUST (PYHKIMKA 10 ¢apMakoHAI30py, a Takke OOJacTH B3aUMOJECHCTBHUS ITHUX
MOJIPa3/IeIeHUI WK CTPYKTYpP, UMEIOIINE OTHOIIEHHE K BHITIOJIHEHUIO 00s3aTenbeTB. [lepeueHn
JOJDKEH BKIIOYaTh B ceOsl JaHHble 3a 5 jer. B cimydasx, korga cuctema ¢apMakoHazn3opa
Jep KaTeNs PEerucTPallMOHHOTO YAOCTOBEPEHHUS CYIECTBYeT MEHee 5 JieT, B IepeuyHe MOTYT
YKa3bIBaThCs JaHHBIE 32 COOTBETCTBYIOUINH MEPUOI.

117. Macrep-daiin cuctemsl (papmMakoHaa30pa JOHKEH COEpKaTh TaKKe KOMMEHTapuu 00
ayJuUTax, B X0/1€ KOTOPBIX OBLIM MOJIy4€Hbl 3HAUUMBbIE PE3yJIbTaThl. DTO 03HAYAET, YTO B IIEPEUHE
MIPOBE/ICHHBIX AYJHUTOB JOJDKHBI OBITH yKa3aHbl pe3yJbTaTbl, KOTOpbIe OBLIM OLEHEHBI Kak
CYLIECTBEHHbIC MM KPUTHYECKHE HECOOTBETCTBUSA, a TaKXKE KpaTKOEe ONMCaHUE IIJaHa
KOPPEKTHPYIOIUX WIM MPEeayNpeIuTeNbHbIX MEpP B OTHOUICHHWH JaHHBIX HECOOTBETCTBUH C
yKa3aHUEM CpOKOB HCHOJHEHHUs. JloikHa OBITh YKa3aHa CChUIKA Ha IIOJIHBIA OTYET O
NPOBEJICHHOM  ayJAuTe, MPWIOXKEHbl JOKYMEHTBl C IUIAHOM  KOPPEKTHPYIOIIUX H
IpenylnpeauTenbHbIX Mep. B ciydae eciu miiaH KOppeKTUPYIOIIMX U IPeyNpeIuTENbHBIX MEpP B
OTHOILICHUU OMPEACICHHOTO ayJUTa WM HECOOTBETCTBUS IO COCTOSHUIO HA JaTy MOJATOTOBKH
nepeyHs He ObUI COIJIacoBaH, JOJDKEH OBITh YKa3aH COOTBETCTBYIOLIMM KOMMEHTapuil («IjiaH
(maHbl) KOPPEKTUPYIOMIMX M TPEeXyNpeluTeNIbHBIX Mep JOJDKeH OBITh CoryiacoBaH»). B
IIPUIIOKEHNUHU B CIIMCKE NPOBEIEHHBIX ayJUTOB IOJKHBI OBITh YKa3aHbl ayAUThI C HE3aBEPLICHHOM
paboroii mo cormacoBanuo. KoMMeHTapuum M CBA3aHHas C HUMH HUHpOpManus o
KOPPEKTHPYIOIMX U NPeAyNpeAUTENbHbIX Mepax JOJDKHBI ObITh BKJIIOUEHBI B MacTep-(aiin
cucTeMbl (hapMakoHaA30pa OO0 TeX IOp, NMOKa He OyAyT B MOJHOHW Mepe OCYIIECTBICHBI
KOPPEKTHPYIOIME U (WIM) MpeaynpeAuTeNbHbIe ASHCTBUSA, TO €CTh KOMMEHTapUHU YAAJSIOTCS
TOJNBKO TOCJE€ TOro, Kak OyAyT TpOJEMOHCTPUPOBAHBI pE3yJabTaThl OCYIIECTBICHHS
KOPPEKTUPYIOIIUX AEUCTBUHN U (MJIN) IPECTABICHO NOATBEPKIEHHE (B TOM YHUCIIE HE3aBUCUMOU
CTOPOHBI) 3HAYUTEIBHOTO YJIyd4IIeHHs cucTembl. JloOaBieHue, W3MEHEHHME WIN YJalleHUe
KOMMEHTapHEB JOJKHO OBITh 3a()MKCUPOBAHO B COOTBETCTBYIOILEM JKypHAJIE PErHCTPALIUU.

118. B kauecTBe cCpeACTBa YINpaBlIEeHUS CUCTEMOH (apMakoHam30pa M oOecreueHHs
OCHOBAHHUS JUIsl IPOBEICHUS ayIUTa WM MHCIEKIMU MacTep-Qail cucteMsl (papMakoHaa30pa
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JIOJDKEH COJEpKaTh TaKkKe ONHCAHME IPOLIECCOB PErucTpalud, OOpabOTKHM M YCTpaHEHHs
BBISIBIICHHBIX B CHCTEME YIPABJICHUS KaueCTBOM OTKJIOHeHHWH. B Mactep-daiin Takxke
BKJIIOYAIOTCA  JAaHHBIE O BBIABICHHBIX OTKJIOHCHMSX  BBIIOJIHAEMBIX MPOLEAYyp IO
(bapMakoHaa30py, pe3ybTaTax OLEHKH BIMSHUSA OTKIOHEHHWH M yNpaBlIEHUS OTKIOHEHUSMH J0
MOJIHOTO ycTpaHeHus. MHdopMaruio o paboTe ¢ OTKIIOHEHUIMH JI0ITyCKAaeTCsl BKIIOYaTh B hopMme
IIepeYHs C YKa3aHUEM HOMEPOB OTYETOB, OTKJIOHEHHMH, AT U OIMCAHUSA COOTBETCTBYIOLIUX
BBITIOJTHEHHBIX ITPOLIEYP.

Ipunoxenne k Macrep-gaiijy cucreMsl (papMaKoHaA30pa

119. Ilpunoxkenne K wmactep-aiiry cuctemMbl (GapMakoHaA30pa JTOJDKHO COJEPIKATh
CJIEYIOIINE JOKYMEHTBI:

a) epeueHb JIEKApCTBEHHBIX IIPENapaToB, KOTOPbIE 3aperuCTPUPOBAHBI JAepiKaTeIeM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS B TOCYJapCTBAX-UIEHAX U B TPETbUX CTPAaHax, HA KOTOPHIE
pacnpocTpaHsieTcsi MacTep-¢aiiil cucteMbl apMakoHaI30pa, BKIIIOYAsk TOProBble HAUMEHOBAHUS
JIEKapCTBEHHBIX [IPENApaTOB, MEXAYHAPOAHbIE HEATEHTOBAHHBIE HAMMEHOBAHUS IEHCTBYIOINX
BEUIECTB M HAMMEHOBAaHHME TOCyJapCTBa, B KOTOPOM JEHCTBYET pPETUCTPaLMOHHOE
YAOCTOBEPEHHUE.

[lepeuenp pa3penIeHHBIX B TOCyAapCTBaX-wiICHaX JIEKAPCTBEHHBIX MPENapaTtoB AOKEH
BKJIIOYaThb B Ce0S HOMEp PErucCTPAalMOHHOTO YJIOCTOBEPEHHs, a TakXKe M0 KaKIOMY
YAOCTOBEPEHUIO CIEIYIONYI0 HH(DOpMAIIHIO:

TUIl NPOLETYPHbl pPEerucTpanuyu (HampuMmep, perucrpanusi MpenapaToB B COOTBETCTBUU C
3aKOHOAATEIBCTBOM TOCYyAAapCTBa-ujieHa IMyTeM MpOLeNypbl B3aUMHOIO TPU3HAHUSA WIH
JELEHTPAIN30BaHHOM IPOLIENYPBHI);

pedepeHTHOE rocy1apCcTBO-4JIeH;

HaJIM4Me Ha phIHKaX roCy1apCTB-YICHOB;

TPeTbH  TOCyNapcTBa, Ha  TEPPUTOPHUSIX  KOTOPBIX  JIGKAPCTBEHHBIM  Mpemnapar
3aperUCTPUPOBAH UM HA PHIHKAX KOTOPBIX 0Opalnaercs.

[lepeuenr gomkeH OBITH CTPYKTYPHUPOBAaH IO JEHCTBYIOIIMM BELIECTBAM U B
COOTBETCTBYIOIIMX CIIy4asx JOJDKEH COAEP)KaTh yKa3zaHHE Ha CYIIECTBOBAHHE CIEIU(PHUUECKUX
TpeOOBaHUHN K KOHTPOJIO OE30MaCHOCTH JICKAPCTBEHHOTO TperapaTa (HampuMep, BBEJICHHE Mep
MUHUMU3ALAN PUCKOB, ONHUCAaHHBIX B IUIAHE YIIPABICHHUS PHUCKaMH WM YCTAHOBJIECHHBIX B
KAauecTBE YCIOBHUS PETUCTPALUU JIEKAPCTBEHHOIO Ipernapara, M3MEHEHUE MNEepUOIUYHOCTH
MPEJCTAaBICHUS NIEPUOINIECKOTO OOHOBIISIEMOT0 OTYETa 10 0€30IaCHOCTH, BKIIOUEHHUE B CITUCOK
MpernapaToB, MOAJEKALTUX JOTMOTHUTEILHOMY MOHUTOPUHTY).

B oTHOLIEHNH perucTpanoOHHbIX yI0CTOBEPEHU, KOTOPHIE BKIOYEHBI B APYTYI0 CUCTEMY
(dapmakoHaa30pa B CIyyae HAJMUMs y AeprKaTessl peruCcTPallMOHHOTO YIOCTOBEpEHUs OoJiee ueM
OMHOW CHCTeMbl (apMaKOHaA30pa WIM HAJIMYMs COTJIAIIEHUS C TpPeThe CTOPOHOH O
JIeNIETUPOBAaHUY 33/1a4 10 (papMaKOHAA30py JUIsl TaHHOTO PETUCTPALIMOHHOTO y/IOCTOBEPEHHUS, B
Mmactep-aiiin cucteMbl (apMakoHaa30pa JIOJKHA BKIIOYATHCS CChUIKA HA JOMOJHHUTEIbHBIN
MacTep-¢aiiin cuctemMbl papMakoHaA30pa B BUJIE OTAEIBHOTO NMEPEYHS B MPUIIOKEHUAX C LIETIBIO
NPEJCTaBICHUS TOJHOM MHpOpManuu o Macrep-¢aiiax B OTHOIIEHHH BCEX JICKAPCTBEHHBIX
MIpernapaToB Jep>KaTelis PEruCTPAllMOHHOTO YAOCTOBEPEHUSI.

B cnyuae ucmonb30BaHUSI COBMECTHBIX CHCTEM (papMakoHaA30pa BCE JIEKAapCTBEHHBIC
mpenapaTsl, Ha KOTOpbIE pacHpocTpaHseTcss cuctema (hapmMakoHaa30pa, OMUCaHHas B MacTep-
¢aiine cucremsl ¢apMakoHaI30pa, JOJDKHBI ObITH BKIIOYEHBI B IE€PEUCHb JICKAPCTBEHHBIX
npenapaToB. J[1s mpencTaBieHus JaHHON WH(OPMaLK MOXKHO HCIIOIb30BaTh OJIUH MEPEUEHb C
yKa3aHMEM HauMEHOBAaHHUS JAep)Karens (AepikaTesiell) perncTpallMOHHOIO yIOCTOBEPEHMS VIS
Ka)KJOr0 JIEKapCTBEHHOTO Ipernapara WM B KauecTBE allbTEPHATHUBHI OTAENbHBIE MEPEYHHU C
ONMCAaHUEM JIEKAPCTBEHHBIX IpPENapaToB KaXIOro U3 JepXaTeledl perucTpalloHHbIX
YIOCTOBEPEHUI;

0) mepeueHb CTaHAAPTOB U NMPOLIEAYP CUCTEMBI Ka4yecTBa CUCTEMBbI (hapMaKOHA130Da;
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B) IepeyYeHb JOTOBOPEHHOCTEH, KacalolMXcs JEJIETUPOBAaHUS  JEATENIbHOCTH IO
(bapmakoHa30py, BKIIIOYAst COOTBETCTBYIOIIUE JIEKAPCTBEHHBIE MpenapaTsl U TEPPUTOPUH;

I') IepeyueHb 3ajay, AeJerMPOBAHHBIX YIIOJIHOMOYEHHBIM JIULIOM 110 (hapMaKOHAI30DY;

1) IepeveHb 3aBEPIICHHBIX 3a 5 JIeT MEepUoJ ayJIuTOB W 3aIUIAHUPOBAHHBIX ayIUTOB. B
clydasix, Korja cucreMa ¢apMakoHaI30pa JepKaTesis PEerucTPallMOHHOTO YAOCTOBEPEHUs
CYIIECTBYET MEHEE 5 JIET, B IEpeyHe MOTYT yKa3bIBATHCS IaHHBIE 32 COOTBETCTBYIOIINNA NEPUO/T;

€) mepeyeHb MOKa3aTeNIe OIEHKH JACSITEIIBHOCTH 10 (hapMaKoHaI30Py (€CIHM MPUMEHHUMO);

) IepevYeHb HAaxXOJAIIUXCS B BEICHHM JAEp)KaTeNsl PEruCTPAllMOHHBIX YyIOCTOBEPEHHM
IpYyTrux Mactep-(haisioB CUCTEMBI (hapMaKoHaa30pa (€CIu IPUMEHUMO).

[lepeuenp OMKEH BKIIOYATh B ceOs HOMep MacTep-(aiina cucreMsl (papmakoHaazopa U
nH(popMaIuo 00 yroJTHOMOYEHHOM JIMIIE, OTBETCTBEHHOM 3a JaHHYIO CHCTEMY (apMaKoHaI30pa.
B ciydae ecnu maHHas cucteMa (apMakoHaa30pa YIpaBIsieTcs APYroil CTOPOHOM, KOoTopas He
SBIIETCS JepKaTesleM PErUCTPalMOHHOTO YAOCTOBEPEHUS, YKa3bIBaeTCsa HH(OpMAaLKs O JTaHHOM
MOCTABIIMKE YCIYT 1O (papMaKoHAA30DY;

3) KypHaJI perucTpaluy BCeX H3MEHEHHUI, BHECEHHBIX B MacTep-(aill cucTemsl
¢dapmakoHaa30pa 3a MOCIEAHUE 5 JIeT, 32 MCKIOYeHHeM HH(OopMaIny, yKa3aHHOW B a03amax
TpeTbeM—IlecToM yHKTa 99 HacTosimumx [1paBui, n uHbOpMAIH, BKITIOUYAEMOU B MPUIIOKEHUS K
Mmacrtep-(aiiiny cucremsl ¢apMakoHanzopa. MHdopmarus 06 M3MEeHEHHH JOJKHA BKIIOYATh B
ce0s JaTy M3MEHEHUsl, CBEICHUS O JIUIIE, OTBETCTBEHHOM 32 U3MEHEHUE, U ONHMCAaHNE BHECEHHOTO
M3MEHECHHUS.

5. KoHTpoJIb U3MeHeHM i, BEepCHU M ApXUBUPOBAHHE

120. Jlep>xaTeny perucTpalMoOHHBIX YJOCTOBEPEHMH OJKHBI O0ECHEeYUTh NPUMEHEHHUE
CUCTEMBI yIIpaBJIeHUsI U3MEHEHUSIMH B MacTep-Qailiie cucteMsl hapMakoHa30pa U UCIIOJIb30BATh
HAQ/IeKHBIE  TPOLECCHl  CBOCBPEMEHHOIO  IMOJy4eHUS  MHGOPMAIMM  OTHOCHUTEIBHO
COOTBETCTBYIOIIMX M3MEHEHHH C TMOCJIEIYIONEeH HaJJIekalled akTyanu3anueid mactep-(daiina.
YTOIHOMOYEHHbIE OpraHbl MOTYT 3allPOCUTHh MH(OPMAIMIO O BAYKHBIX M3MEHEHUSX B CHCTEME
(dapmakoHaa30pa, KOTOPHIE MOTYT BKJIIOYATh B c€0s1 B TOM YHCIIE CIEAYIONINE U3MEHEHUS:

n3MeHeHus B 0a3e (0a3ax) maHHBIX O 0€30MaCHOCTH CHCTEMBI (papMaKOHAI30pa, KOTOPHIC
MOTYT BKJIIOUaTh B ce0sl U3MEHEHUsl caMoil 0a3bl JaHHBIX WJIM B3aUMOCBSI3aHHBIX 0a3 JaHHBIX,
M3MEHEHHMS CTaTyca BAIMJAMK 0a3bl TaHHBIX, & TAKXKE U3MEHEHUS HHPOPMALIUH O TIepe1aBaeMbIX
WJIM TIEPEHOCUMBIX JaHHBIX;

M3MEHEHHS B OKa3aHWU 3HAUYUMBIX YCIYT 10 (papMakoHaA30py, OCOOEHHO €CIH PeUb UJET O
BaYKHBIX KOHTPAKTHBIX JOTOBOPEHHOCTSX 10 MPEACTABICHUIO JaHHBIX O 0€30MaCHOCTH;

TaKle OPraHU3allMOHHbIE U3MEHEHUS, KaK MTOTJIOIEHUE OJTHON KOMIIAHUU JPYTOH, CIUSHUE,
M3MEHEHHE MECTa OCYIIECTBJICHUS ACSITEIbHOCTH MO (papMaKOHAA30py WM JEJIerHpOBaHHE
(nmepenayda) ynpasieHus: MacTep-(haiiomM cucteMsl papMaKoHaa30pa.

[ToMmuMoO MOKyMEHTHpOBaHUS W3MEHEHM B MacTep-(aiiyie (B >KypHaje pPEerucTpaiuu),
JepKaTelleM PEerucTPallMOHHOTO YAOCTOBEPEHHUS NOJDKHO OBITH oOecreueHo WH()OPMUPOBAHHE
YHOJHOMOYEHHOT'O JIUIIA M0 (papMaKOHAA30py O JaHHBIX U3MEHEHUSX.

121. 3menenus B MacTep-(daiine cucteMsl apMaKkoHa130pa TOJKHbI JJOKYMEHTHPOBATHCS
C OTpaXK€HHEM HCTOPUU M3MEHEHHUH (C yKa3zaHUEM JaThl M OMHCAHUEM U3MEHEHUs) B )KypHale
peructpanuy U3MeHeHud. B sKypHan perucrpauuu u3MeHeHUil Bkitodyaercss uHpopmarus 000
BCEX H3MEHEHMSX, BHECEHHBIX B MacTep-(aiin cucreMsl (hapmMakoHaa30pa, 3a UCKIIOYEHHEM
uHpoOpMalMY, YKa3aHHOW B ab3amax TpeTbeM—IuecToM mNyHKTa 99 Hacrosmux [lpaBun, u
nH(popMaIuu, BKIFOYaeMOU B MPUIIOKEHHS MacTep-(daiia cucteMbl hapMakoHaa30pa.

122. Vcropuio u3MeHeHUi HHPOPMALIUH, COJIEpKAIEHCs B TPUIIOKEHUAX K MacTep-daiiny
CUCTEeMbI (papMaKOHa30pa, AOMYCKAETCsl MPEAOCTABIISITH 110 3aIIPOCY, U B 3TOM Cllydae B )KypHal
perucTpanyy M3MEHEHUI BKIIOYAETCs Jara W3MEHEHHs U (MJIM) OOHOBJICHHUS IMPHIIOKEHHS C
aKTyaJdu3alue WCTOPUM W3MEHCHHWH colepikaHusi TpuioxeHud. Jlomyckaercs, YTOObI
uHbopMalMsg B TPUWIOKEHUSAX, KOTOpass pErysipHO OOHOBiseTcs (Takas Kak IepeyHH
JIEKapCTBEHHBIX MIPENapaToB, CTAaHAAPTHBIX pabOUYMX MPOIeAyp I MTOKa3aTelel COOTBETCTBUS),
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BKJIIOUasia B ce0s pe3ysbTaThl, MMOJyYEHHbIE OT KOHTPOJIUPYEMBIX CHCTEM (HAIpUMEp, CUCTEM
ANEKTPOHHOTO  JOKYyMEHTOoOOOpoTa winu 0a3 JaHHBIX  YIOJHOMOYEHHBIX  OPraHOB).
[IpeamiecTByromupe BEpCUU MPUIOKEHUH MOTYT YIPaBIATHCA BHE caMoOro Macrep-daitna mpu
YCIIOBUH, YTO UCTOPHUS U3MEHEHUI COXPAHSETCS U JOCTYITHA JIsl YIIOJTHOMOUYEHHBIX OPTraHOB TIO
3anpocy. Eciu macrep-daiin He ObUT 3ampoIIeH YMOJHOMOYEHHBIM OPraHOM MM B HEro He
BHOCHWJIMCh U3MEHECHHSI B TEUCHUE OTIPEICIICHHOTO NIEPHOa BPEMEHHU (HAIIpUMep, €CITU U3MEHEHHUS
MPWIOKEHUH YOpPaBIsAIOTCA OTAENBHO OT MacTep-Qaiina), cieayer Mepuogudeckd MPOBOAMTH
0030p  COOTBETCTBHsI  akTyanbHOCTH uH(popmanmmu B  Mactep-daitne.  Jlepxkarensm
PETUCTPALIMOHHBIX YJIOCTOBEPEHHM HEOOXOAUMO OO0ECHeUnuTh BBHINOJHEHHE O005S3aTeNbCTB
OTHOCHUTEIILHO CBOEBPEMEHHOTO TpEIOCTaBICHHsI MacTep-(haiiina cuctembl (papMaKoHAI30pa.
Taxke yHOTHOMOYEHHOE JMIO 1O  (QapMakoHAA30py JOJDKHO UMETh JIOCTyHn K
aKTyaJIM3MPOBAHHOW M JOCTOBEpHOM wuH(MOpManmuu o cucreme (apMaKoHAI30pa, MOITOMY
JepKaTesieM PerucTPalMoOHHOTO YO0CTOBEPEHHUS TO0JKEH ObITh 00eCredeH MOCTOSHHBIA JOCTYTI
K Macrep-¢aiily cucreMsl ¢dapMakoHaI30pa, BKIOYas HWHPOPMALKIO, COAEPKAIIYIOCS B
MPUIIOKEHUAX (OO ¢ TOMOIIBIO caMOTO MacTep-daiiiaa cucteMbl apMakoHaa3opa, 0o yepes
JOCTYT K CHCTEMaM, HCIIOIb3yEeMbIM /ISl CO3aHUS TPUIIOKESHUN ).

123. JlepkaTenu PEruCTPAlMOHHBIX YIAOCTOBEPEHUN HOJIKHBI OOOCHOBATH BBIOPAHHBIN
METOJI U pa3paboTaTh MPOoUEaypbl KOHTPOIIS JOKYMEHTAIUH C IIENIbI0 HAJIJISKAIIETO YIIPABICHUS
MPOIIECCOM TMOJACpKaHus Mactep-¢aiina cucteMbl ¢dapmakoHaazopa. OCHOBHOW TPHHIIUI
3aKJIFOYAETCsl B TOM, YTO, MPEICTaBisisl coO00 OCHOBaHUE Ui ayJUTOB M MHCIICKIIMA, MacTep-
(aiin cucteMbl (GapMakoHaI30pa COJASPKHUT ONMHUCAHME CHCTEMbl (DapMaKOHAA30pa B TEKYIIUN
MOMEHT BPEMEHH, HO IJs MPaBUIHHOTO TIOHMMaHUsS B OTACIBHBIX CiIydasx Tpedyercs
JIOTIOJIHUTENbHAS OLIEHKa ()YHKIIMOHUPOBAHUS U HAIIPaBICHHOCTH CUCTEMBI (hapMaKOHa[30pa Ha
MPEIIISCTBYIOMIUX dTanax.

124. Tlpu BHECEHMHM H3MEHEHHH B MacTep-(daili cucTteMbl (QapMakoHAA30pa TaKXKe
HE0OXOIUMO YUUTBHIBATH COBMECTHBIE CHCTEMBI (DapMaKOHaA30pa U JIeeTHPOBAHHBIC 3a]]a4U 110
bapmakonagzopy. Hapiexxanuii KOHTpOJIb U3BMEHEHUH MpeaycMaTpUBaeT PErUCTPALUIO AAaThl U
KOHTEKCTa YBEIOMIECHHUH 00 W3MEHEHHSIX, BHOCHUMBIX YIIOTHOMOUYEHHBIMH OpTraHaMH,
YIOJHOMOYEHHBIMU JIMLIAMU TI0 (hapMaKOHaA30py U TPETbUMHU CTOPOHAMHU.

125. Macrep-daiin cuctemsl (hapMakoHaA30pa CIEAyeT XPaHUTb TaKHUM 00pa3oM, 4TOOBI
o0ecreunTh ero ya0004ruTaeMoCTh U JOCTYITHOCTb.

6. Ilpencrasiienne macrep-gaiiaa cucreMmsl papmMakoHaa3opa

126. YomHOMO4YEHHOE JUIT0 1O (papMakoHAA30py AOHKHO MMETh MOCTOSHHBIA JOCTYIT K
Mmactep-(haiiny cuctemsl papMakoHa130pa. Y HOJTHOMOYEHHBIM OpTraHaM J0JDKEH ObITh 00ecTieyeH
JOCTYII K MacTep-(haitiry cuctemsl GpapmakoHaazopa 1o 3anpocy. Uadopmanus B mactep-daitne
cucTeMbl (hapMaKoOHa/A30pa JOJDKHA OBITh MCYEpPHBIBAIONICH, NPAaBUIBHOM M OTpa)xarb
JEUCTBYIOIYI0 CUCTeMY (apMakoHaJI30pa B TEKYLIMH MOMEHT BPEMEHH, 4YTO O3HayaeT
o0s3aTennbHOE OOHOBIIEHHE MH(POpManuu Mmactep-aiiina U npu HeOOXOIUMOCTH BBIIOJHEHHE
[IEPECMOTPa €ro COAEPKUMOr0 C Y4YETOM IOJTY4YEHHOTO OIBITA, TEXHUYECKOT0 M HAy4HOTrO
Iporpecca, U3MEHEHU HOpM PErylIupoBaHus. JlepKareiieM perucTpalMOHHBIX yIOCTOBEPEHUM
JOJKEeH OBITh 00ecreueH JOCTyN YIHOJIHOMOYEHHBIX OPraHoB K MacTep-(ailily CHUCTEMBI
¢dapmakoHag30pa B TeueHHue 7 pabouux IHEW MOCIie MOIYy4YEHHUS COOTBETCTBYIOIIETO 3ampoca.
Jlep>kaTensiMu perucTpallMoOHHbIX YAOCTOBEPEHUH JOJKEH ObITh 00eCIIedeH HEeOCPEICTBEHHBIH
JOCTYIl YITOJTHOMOUYEHHBIX OpPTaHOB K MacTep-(aiiimy cucrembl apMakoHaI30pa B YKa3aHHOM
MECTOHAXOKACHUU MacTep-(aiina cuctemsl (papMakoHaA30pa WIM MO MECTY OCYLIECTBICHMS
NeSITeTbHOCTH YIIOJIHOMOYEHHOTO JINIIA TI0 (hapMaKOHAI30pYy.

7. @opmart macrep-daiiiia cucreMmbl GpapMaKkoHaA30pa

127. lomyckaetcs, 4ToObl MacTep-¢aiin cucreMsl (papMakoHaaA30pa UMeEN 3JIEKTPOHHYIO
dbopMy TIpH YCIIOBHM COXPAaHEHHS BO3MOXKHOCTH TIPEJCTABICHUS YETKO CTPYKTYpHPOBAHHOMN
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MEeYaTHOW KOMHH TIO 3ampocCy YIOJHOMOYEHHBIX opraHoB. B mob6om ¢opmare macrtep-daiin
cuctembl (hapMakoHaa30pa JODKEH HMETh YWTAaeMyl0, TOJHYK U JOCTYIMHYI (opmy,
00ecneurBaroIly0 BO3MOKHOCTh OLIEHKH BCEX JOKYMEHTOB U ITPOCIIEKMBAEMOCTh U3MEHEHU. B
HEKOTOPBIX CIIy4asX MOKET MOTPeOOBaThCS OTpaHMUYEHUE JOCTYIa K MacTep-(hailiay CHCTEMbI
(dapmakoHag30pa C IEIbI0 OCYIIECTBICHHSI HaJJIeKallero KOHTPOJISI €ro COJep)KaHus u
pacnpeneneHuss 00s3aHHOCTEH MO YNpaBICHUIO WM (B KOHTEKCTE KOHTPOJII W3MEHEHUH U
apxuBupoBaHus). CreayeT HCHOJB30BaTh 3JIEKTPOHHYIO MapKHUPOBKY TOKYMEHTa U TEKCT C
BO3MOXXHOCTBIO TIOWCKA. TakWe JOKYMEHTHI, KaK KOMHH TOAMNHCAHHBIX 3asBICHUN WIH
COTJIALIEHUH, TOJKHBI OBITH BKJIIOUYEHBI B MPUJIOKEHUS U OMHCAaHbI B yKa3aTelle JIEKTPOHHOIO
JIOKyMeHTa. JJOKyMEeHTHI U JaHHbIe MacTep-(aiiia JOMKHBI OBITh MPEICTABICHBI B CISAYIONINX
pyOpHKax M, B CiIy4dae €CiIl OHU MMEIOT MedaTHBI (popmar, JOKHBI ObITh MPEICTABICHBI B
YKa3aHHOM TIOPSIIIKE:

Ha THUTYJIBHOW CTpaHHUIE JMAODKHBI OBITh YyKa3aHbl HOMep Mactep-daiina cucTemsl
dapmakonaazopa (Mpu HATUYUH ), HAUMEHOBAHUE JAePKATEIIS PETUCTPALUOHHOTO YIOCTOBEPEHUS,
YIOJHOMOYEHHOE JIMIO 10 (apMakoHAA30py, OTBETCTBEHHOE 3a ONUCAaHHYIO CHCTEMY
(dapmakoHag30pa, HAUMEHOBAHHME MAPYTUX JIEpPKATENe PETUCTPANUOHHBIX YIOCTOBEPEHUN
(TpUMEHSIOMNX TaHHYIO CUCTEMY (papMakoHaA30pa), MepeueHb MacTep-(paiaoB Iy nepKaTesei
PETUCTPAIIMOHHBIX YAOCTOBEPEHUHN (ISl JIEKApPCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B JIPYTYIO
cucteMy (apmakoHaa3opa), nara MOATOTOBKH WM TOCIEAHETO OOHOBJICHHUS MacTep-(aiina
CUCTEMBI (hapMaKOHAI30pa.

3aroJioBKM, McmnoJib3yeMble B moapaszaene 4 pazgena Il wacrosmmx I[lpaBun, ciaemgyet
MCIOJIL30BAaTh JIJIs1 0003HAYECHHSI OCHOBHBIX Pa3/IeNIOB COAepKaHus MacTep-daitna. MuHuMaIbHOE
TpeOdyeMoe coJiepKaHue MPUIOKEHUH K Mactep-(haiiy u3JIokeHo B myHKTe 120 HacTosmmx
[TpaBwi, nonoHUTEIbHAS HHPOPMAITUS MOXKET OBITh BKIIIOUEHA B IPUIIOKEHUS K MacTep-(haimy
IIPU YCJIOBUU BBHITIOJHEHMS] TPEOOBAaHUN K COJEP)KAHHUIO OCHOBHBIX pasJienioB. B mpuiiokeHus
BKJIFOUAETCS CIIEAYIOas HH()OPMAIIHS:

CBEZIEHUs 00 YITOJTHOMOYEHHOM JIUIIE 110 hapMaKkoHaa30py (mpuioxeHue A):

nepeyueHb 3a7ad, JeIETHPOBAHHBIX YIOJTHOMOUYEHHBIM JTUIIOM 1O (apMaKOHAI30py, WIN
COOTBETCTBYIOLIMNA MPOLETYPHBINA JOKYMEHT;

IaHHbIe Onorpaduu yrnoIHOMOYEHHOTO JIMIA 0 (JapMaKOHAA30pY U MOATBEPKIAIOIINE ITH
JaHHBIE JTOKYMEHTBI;

JIOTIOTHUTEIHHBIE KOHTAKTHBIC JaHHBIE (€CITH HEOOXOIUMO);

OpraHM3allOHHAs CTPYKTYpa AeprKaTessi peruCTPalliOHHOTO yI0CTOBEPEHUS (IIPUITIOKEHUE
b):

MIEPEYHU JI0TOBOPOB U COTJIALICHHI;

HMCTOYHUKHU JAaHHBIX 0€30MacHOCTH (TmpuiioxeHue B):

MEepEeYHN C ONMHCAHWEM HCTOYHUKOB JAaHHBIX O€30MacHOCTH (Hampumep, QuiIraibl
JepKaTells PETUCTPALMOHHOTO YIOCTOBEPEHUS M KOHTAKTHBIE TAHHBIE TPETHUX CTOPOH);

KOMIThIOTEPU3UPOBAHHBIE CHCTEMBI U 0a3bl JaHHBIX (MpuitokeHue [);

MMCEMEHHBIE MTPOIIECCHI U POLeAYpHI (puioxenue [1):

nepeyeHb NPoLeayPHBIX JOKYMEHTOB;

3¢ hEeKTUBHOCTH cucTeMbl (papmakoHaazopa (mpusoxenue E):

MepEeYHN MHANKATOPOB d(HPEKTUBHOCTH;

TEKYIINE PE3yJIbTAThl OIIEHKH 3(P(EKTUBHOCTH IO MCIOIh3yEeMbIM HHAUKATOPAM;

cucrtema kadectna (npunoxkenue XK):

IUIaH ayUTOB;

nepeyeHb NPOBEACHHBIX U 3aBEPIICHHBIX ayIUTOB;

JIeKapCTBEHHBIE Mpenapatsl (mpusioxenue 3):

NepeyeHb JIEKApCTBEHHBIX IIPENapaToB, KOTOpPhIE BKIIOYEHbI B JIaHHYI CHCTEMY
bapmakoHa30pa;

KOMMEHTapUl B  OTHOIICHHU JIep)KaTeled  pPerucTpalMoOHHBIX  YIOCTOBEPEHUN
JIEKapCTBEHHBIX MMPENapaTOoB;
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KOHTPOJIb 3aITUCEeN U JOKYMeHTanuu (mpuioxenue N):

KYpHaJI pETUCTPALIUUA U3MEHEHNUI;

JNOKYMEHTalusi 10 MCTOPHHM HM3MEHEHUH COACP)KAHMS NPWIOKEHUH, COAep Kalas
3JIEKTPOHHBIE MHJCKCHI (B COOTBETCTBUH C MPUIIOKEHUSAMH A— 1 UX cozlepKaHUEM), €CIIU TaKas
JOKYMEHTalusl II0 HCTOPUM HM3MEHEHUH HE IPENyCMOTpEHa B CAMOM COOTBETCTBYIOILEM
MIPUJIOKEHUU.

K noxyMeHTy B ciiyyae HEOOXOJMMOCTH MPUIIAraeTcsl JOKYMEHTALMs IS HOATBEP K ICHHSI
yYBEIOMJICHHHM M TOJMMCEH, Kacaroluxcs macrep-¢aitia cuctemsl papMakoHanzopa. B ciyuae
OTCYTCTBUSl KaKMX-TMOO M3 YyKa3aHHBIX NPWIOKEHUH HET HEOOXOAMMOCTH IPENOCTaBIATh
CTPaHULbI C ITyCTBIM COAEPKUMBIM, OJTHAKO MPUIIOKEHUS, KOTOPBIE IPEJOCTABISAIOTCS, TOJIAKHBI
OBITh Ha3BaHbI B COOTBETCTBHMH C yKa3zaHHbIM (opmaroM. Hanpumep, npunoxxenue /| He cnenyer
IIEPEUMEHOBBIBaTh B NpPUJIOKEHUE [ B TeX ciayyasX, KOI/la HE HUCIOJB3YEeTCs NPUIIOKEHUE,
Kacarolieecs: KOMIbIOTEPU3HUPOBAHHBIX CUCTEM U 0a3 JaHHBIX, — puiokeHue [ ciaenyer Ha3BaTh
«HEUCTIOIb3YEMBIM» B COJICPYKAHUU JJIs1 0003HAYEHUS OTCYTCTBUS COACPIKAHUSI.

8. O0s13aHHOCTH YYACTHUKOB CHCTeMbI apMaKoHaA30pa
Jep:xaTes perucTpalMoOHHbIX YAOCTOBEPEHUH

128. JlepxaTenu perucTpaliMOHHBIX YIOCTOBEPEHHUH JOKHBI pa3paboTaTh M BHEIPHTH
cucreMy (apMakoHaI30pa C LENbI0 MOHHUTOPMHTAa M KOHTPOJS 3a OJHUM WM Oojee
JIEKapCTBEHHBIM IpenapaToM. OHM Takke OTBEYAIOT 3a CO3/1aHue U MoJiep kaHue MacTep-gaiiina
cucTeMbl (hapMakoHa/A30pa, B KOTOPOM OINHUCaHa cUcTeMa (apMakoHaI30pa B OTHOLICHHH
3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  mpemaparoB.  Jlepkarenato  perucTpaliOHHOTO
YIOCTOBEPEHUS] HEOOXOAMMO Ha3HAYUTh YIOJIHOMOYEHHOE JIMIO0 MO0 (hapMaKoHAA30pYy,
oTBevalollee 3a co3JaHue U (PyHKIMOHUPOBAHUE CUCTEMBbl (papMaKoOHAA30pa, OMHMCAHHON B
Mmactep-(haiiie cucreMsl hapmMakoHaA30pa.

129. [Ipn mnogaye 3asBICHUS HA PETUCTPALMIO JIEKAPCTBEHHOrO MpenapaTra 3asiBUTEIb
JIOJDKEH MMETh B CBOEM PaCIOpPsHKEHHUH OMHCAHUE CHUCTeMbI (hapMaKoHaa30pa, KoTtopas Oyner
byHKIIMOHNPOBaTh Ha TeppuTopuu Cor03a UM Ha TEPPUTOPHUAX OTAEIBHBIX TOCY1apCTB-UJICHOB.
B xoze olieHKH 3asBJICHUS HA PETHCTPALIMIO OT 3asBUTENSI MOXKET MOTPEOOBATHCS MPEICTaBICHHIE
C LIETIbI0 03HAKOMJIEHHSI KOIIMU MacTep-dailiia cuctemsl apMakoHaI30pa.

130. Jlep>kaTenb perucTpaliioHHOTO YAOCTOBEPEHUSI OTBEUACT 3a CO37aHue MacTep-(aiina
cucTeMbl (hapMakoHa/A30pa, KOTopasl paclpocTpaHsieTcsl Ha TEPPUTOPUU TOCYNAapCTB-UICHOB, U
PETUCTpaINIO MECTOHAX XK ICHHS MacTep-(aiina cucteMsl papMaKkOHa30pa B YIIOJIHOMOYEHHBIX
OpraHax TroOCyJapCTB-WICHOB MpU TMOAaye 3asBICHUS Ha PErUCTPALUIO JIEKAPCTBEHHOIO
npemnapara. B macrep-gaiine cucrtemsl (hapmMakoHa30pa HEOOXOAMMO ONHUCATh JIEHCTBYIOUIYIO B
TEKYIIMl MOMEHT BpEMEHHU cucTteMy (hapMakoHa30pa. B HEro MoKHO BKIIOYUTH HH(OPMALIHIO
0 KOMIIOHEHTaX CHCTEMbI, KOTOpbIe OyIyT BHEIPATHCA B OYyIyIIeM M KOTOpbIE JOJDKHBI OBITH
yKa3aHbl KaK 3alylaHuPOBaHHbIE, a HE BHEIPEHHbBIE WIIN JCHCTBYIONINE.

131. PaGoTta mo co3naHuio, MOAACPXKAHUIO M TPEICTABICHHIO MacTep-(ailiia CUCTEMBI
(dapmakoHaa30pa B YNOJIHOMOUYEHHBIE OpPraHbl MOXET OBbITh MOpYy4Y€Ha TPEThel CTOpPOHE, HO
JiepKaTeNlb PEruCTPALlMOHHOTO YIOCTOBEPEHHUS] HECeT OTBETCTBEHHOCTh 3a COOIO/IeHHE
TpeboBaHui akToB opraHoB Coro3a W 3aKOHOMATEILCTBA TOCYyIapcTB-wieHOB. [lomnmepikaHue
Mmactep-aiiina cucrembl (papmMakoHaa3opa B JIEHCTBYIOIIEM M JOCTYIHOM COCTOSTHHH
(MOCTOSIHHBI JOCTYN [JIsl ayJuTa W HWHCHEKLUWH) MOXKHO JeNerupoBarh, HO JepxaTelb
PETUCTPALIMOHHOIO yJOCTOBEPEHMSI HA IIOCTOSHHOM OCHOBE HECET OTBETCTBEHHOCTh 3a
oOecrnieueHre BhIMOJIHEHHsI TaHHOW (DYyHKIIMU Ha YPOBHE, COOTBETCTBYIOIEM TPEOOBAHUSM aKTOB
opranoB Coro3a 1 3aKOHOAATEIbCTBA IOCYJapCTB-YJICHOB.

132. B ciaydae cCMEHBI yHOJHOMOYEHHOTO JMIa 1Mo (hapMaKOHAI30py WM KOHTAKTHOM
uHbOpMAIMM O HEM, a TakXKe H3MEHEHHsS MECTOHAXOXKICHHS MacTep-¢ailia CUCTEMBI
dbapmakoHag3opa  AepXkaTelb  PErMCTPAllMOHHOTO  YJOCTOBEPEHHs  NPEJCTaBIIeT B
YIOJHOMOYEHHBIE OpraHbl TOCYJIAapCTB-WICHOB 3asBICHHE O BHECEHUH COOTBETCTBYIOIIUX
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W3MeHeHuM. Jlepkarenu perucTpalMoOHHBIX YJAOCTOBEPEHUNW HECYT OTBETCTBEHHOCTh 3a
oOHOBJIEHHE HH(pOpMAIMK 00 YIIOJTHOMOYEHHOM JIUIIE 110 (hapMaKOHAI30py H aJipece HaXOXKICHUS
Macrep-daiiia cuctemsl (papMakoHaa30pa.

Y110/IHOMOYeHHBIE OPTaHbl FOCYAapCTB-4JICHOB

133. YomHOMO4YEHHBIE OpraHbl OTBEYAIOT 3a KOHTPOJL CHCTeM (apMakoHaI30pa
Jep)KaTesieil  perucTpAllMOHHBIX — yJIOCTOBepeHHi. B pamkax pgaHHOro 00s3aTenbCTBa
YIOJHOMOYEHHbIE OpTaHbl  BBIOJHAIOT OIEHKY KpaTkod UWHGOpMamuu O CHUCTEMeE
(apMakoHa30pa, BKIIOUEHHON B PETUCTPAIIMOHHOE JIOChE TPH M0a4e 3asBICHHS Ha MOJIy4YeHHE
PEruCTPallMOHHOTO yaocToBepeHus. [lomHbplii MacTep-daiin cuctembl (papMakoHAA30pa MOXKET
OBITH 3allpolleH B J000e Bpems (Hampumep, MpH BO3HHUKHOBEHUH BOIPOCOB IO CHUCTEME
dbapmakoHagzopa Wi Tpodwiro  0e30macHOCTH  JIGKQpCTBEHHOTO TIpemapara Jubo mpu
MOJrOTOBKE K MHCHeKun). MHpopmannio 06 u3MEHEHHUAX B KpPaTKOM MHPOPMALIMU MO CHCTEME
(dapmakoHag30pa WJIM B COIepKaHWUU MacTep-(daiia cucteMbl (apMakoHaa30pa TaKKe
UCTOJIB3YIOT B X0/I€ TUNIAHUPOBAHUS U IPOBEJICHUS WHCIICKIINY.

134. YnonmHoMO4YeHHBIE  OpraHbl ~ OOMEHWBAIOTCS  HWHPoOpManmue O  cHCTeMax
(dbapMakoHaa30pa, B TOM YHCIIE B LIEJSX Mepelaur JaHHBIX B IPOrpaMMbl HHCIIEKIUHA TOCYapCTB-
YJIEHOB, pa3pabOTaHHbIE HA OCHOBE aHalIM3a PUCKOB. MIHCIEKTOPHI YIOJIHOMOYEHHBIX OPraHOB
COOOIIAIOT 0 HECOOIIOICHUN 00s3aTeNbHBIX TPEOOBaHUI, BKIIIOUasi TpPeOOBaHUS MO MacTep-(aiimy
CUCTEMBI (hapMaKoOHaI30pa U cUCTeMe (papMaKoHaI30pa.

9. locTtynmHOCTH MacTep-(paiiyia cucteMbl (papMaKoHaa30pa

135. Mactep-aiin cuctemsl (hpapMakoHa130pa JOHKEH MOACPKUBATHCS B JIEHCTBYIOIIEM
U TOCTYITHOM COCTOSIHUM Il YIOJTHOMOUYEHHOTO Jiula 1o (hapmakoHaa3opy. OH Takxke J0JDKEeH
OBITh TIOCTOSIHHO JOCTYIIEH JUISl MHCIEKIHWHA HE3aBUCHMO OT TOro, ObLIO JIM CIENIaHO 3apaHee
COOTBETCTBYIOIIEE YBEIOMIICHUE UITH HET.

136. [lepxaTenb perucTpalMOHHbIX YJIOCTOBEPEHUM MOIIEPKUBACT W MPEIACTABISIET MO
3alpocy YIMOJHOMOYEHHOTO OpraHa TroCyAapCcTBa-ujeHa KOMUI0 MacTep-¢ailia CHUCTEMBI
bapmakonaazopa. Jlepkarenb perucTpalliOHHOTO YIOCTOBEPEHHUS MTPEICTABISAET KOMHUIO MacTep-
¢aiina B Teyenue 7 pabouux JHEH mocie MoyuyeHHsl COOTBETCTBYIOIIETro 3ampoca. Macrep-gaiin
cUCTEeMbI (papMaKOHaA30pa MPEACTABISAETCS B YUTAEMOM BUJE B AJIEKTPOHHOM (opMmaTe WM Ha
OyMa)KHOM HOCHUTEJIE.

137. Ecniu oguH 1 TOT ke MacTep-(ait cuctemsl hapMakoHaa30pa UCIONb3yeTcs: Ooee
YeM OJIHUM JIepKaTesleM PerucTPalMOHHOTO YAOCTOBEpEHUS (B Clyyae HCIOJIb30BaHMS 0OLIeiH
cucTeMbl hapMaKkoHaa30pa), OH JOJDKEH OBITh JOCTYMEH I KaXI0ro U3 HUX TaKUM 00pa3om,
YTOObl KaXIBIH W3 Jiep)KaTejeidl perucTPalMOHHBIX YIOCTOBEPEHHH HMENl BO3MOXHOCTb
MpeICTaBUTh MacTep-(haiiil B yIIOJTHOMOUYEHHBIM OpraH rocyiapcTBa-wieHa B TeueHue 7 padbounx
THEW Tocie MOMYyYeHHs COOTBETCTBYIOIIETO 3a1poca.

138. Mactep-¢aiin  cuctembl ¢dapMakoHaa30pa, €CIM He OOOCHOBAaHO WHOE, HE
3ampanmMBaeTCs B XOJ€ MPOBEICHHS OICHKM HOBBIX 3asBIICHUN Ha TIOTYYEHHE PETUCTPAIUU
JIEKapCTBEHHOI'O Ipenapara (TO €cTh /10 PETMCTPALUU JIEKAPCTBEHHOTO Mpernapara), HO MOXET
OBITH 3ampolIeH B OCOOBIX CIIy4asx, B YAaCTHOCTH B CIIlydae BHEIPEHHUS HOBOW CHCTEMBI
(hapmMakoHa30pa WK NP BBISIBJICHUU TTPOOIeM 0€30MMacHOCTH JICKapCTBEHHOTO TIpenapara Juoo
BOIPOCOB 10 COOTBETCTBUIO TpeOOBaHMAM akToB opraHoB Coro3a M 3aKOHOJATENBCTBA
rocyaapcrBa-uieHa B cepe papmakoHamzopa.

IV. HHcnekTHpOBaHue cucTeMbl (papMaKoHaa30pa

1. O01ue MoJIOKEeHU A
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139.B  nmendax NOATBEPKACHUS  BBINOJHEHUS  JACPKATECISIMU  PETUCTPALIMOHHBIX
YIOCTOBEpEHUIl 0053aTeNbcTB M0 (hapMaKOHAI30py YIOJIHOMOYEHHBIE OpraHbl OO0s3aHBI
MPOBOAUTH HHCIEKIUU 10 (hapMaKOHA[30pY epKaTesiei perucTpalliOHHbIX YIOCTOBEPEHHUM MIIH
WHBIX OpraHU3alii, MPUBICUCHHBIX [EPXKATEISIMH PETUCTPALMOHHBIX YIOCTOBEPEHHUHN IS
BBITIOJTHEHUST 00s13aTenbCcTB Mo (apmakoHanzopy. MHcneknuu no (apmakoHan30py TOJIKHBI
MIPOBOJIUTHCS MHCIIEKTOpaMH, Ha3HAuYaeMbIMHU opraHamu rOCyJJapCTB-YJICHOB,
YHOOJHOMOYEHHBIMU ~ NPOBOJUTH OCMOTP IOMEILIEHUHM, B3HAKOMHUTbCA C MaTepuaiami,
JOKYMEHTaMH U MacTep-daiiioMm cuctemsl (papmMakoHan3opa, HaXOIAMIMMCS Y JepxKaTess
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS WM HMHBIX OpraHu3aluid, MPUBICYEHHBIX JIepiKaTeleM
PETUCTPAIIIOHHOTO yIOCTOBEPEHHsI JJIsl BBIOJHEHHUS O00S3aTeNbCTB MO  (hapMakoHAA30py.
Jlepxatenb pPErUCTPallMOHHOTO YAOCTOBEpEHUs O00s3aH MO TPeOOBAHUIO YMOJIHOMOYEHHOIO
opraHa rocyJapcTBa-WwieHa HpPEeACTaBIATh MacTep-(aill cucteMsl (GpapMaKOHAI30pa, KOTOPBIHA
OyJeT UCI0JIb30BaThCA KaK HCTOYHUK HHPOPMAIIUH PU MPOBEACHUN WHCIIEKIUH.

140. LensmMu MHCOEKINI 1O (papMaKOHAA30PY ABISIOTCA:

a) MOATBEPKACHNE HAIWYMS Yy JeprKaTessl perucTPallioOHHOTO YIOCTOBEpEHUs IIepcoHala,
CHCTEM, a TaKXe IOMEIICHUS, CPEACTB M OOOpYIOBaHHUS, HEOOXOAMMBIX Ui BBIIOJHEHHUS
00s13aTeIBCTB 110 (hapMaKOHAI30PY;

0) BBISIBJICHHE, OLICHKA M PETUCTpALMsl HECOOTBETCTBHM, KOTOpPHIE MOTYT IPEICTABIATH
OIIACHOCTH JUIs 37J0POBbsI HaceIeHUsl, U UHGOPMHUPOBaHKE 00 ITOM UHCIIEKTUPYEMOM CTOPOHBIL;

B) MCIIOJIb30BaHUE PE3YJIbTATOB MHCIEKIMI B KauyecTBE OCHOBBI I OOS3aTENbHBIX JJIS
JIepIKaTessl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS ACUCTBUM (TIpH HEOOXOIUMOCTH ).

141. YnonHOMOYEHHBII OpraH TroCyJapcTBa-4JieHa BIpaBE IPOBOAMTH HHCIEKIHMH 110
(bapmakoHaa30py Mepes perucTpanuei 1eKapcTBEHHBIX MPernapaToB AJis MPOBEPKH COOTBETCTBUS
JeWcTByIOIEeH cucTteMbl (apMakoHaI30pa JAEpiKaTellss PEerUCTPAllMOHHOTO  YIOCTOBEPEHHS
TpeOOBaHUSAM 3aKOHOAATEILCTBA rOCyJapcTBa-wieHa U Hactosmux [IpaBmi. YnomHoModeHHbIE
OpraHbl OCYIIECTBISIIOT B3aUMO/JIeHCTBHE 10 0OMEHY MH(OpMaIUeil B 4aCTH UHCTIEKLIUH, KOTOpbIE
IUTAHUPYIOTCS, U PE3YyJIbTAaTOB MHCIEKIIUH, KOTOPBIE YKe NMpoBeieHbl. B oTHOmIEHNH nepkaTeneit
PETUCTPAIIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaTroB, 3aperUCTPUPOBAHHBIX B
COOTBETCTBUH B JICHEHTPAIN30BAaHHOW MPOLIETYPO PErUCTpalluy WM MPOIEeaypol B3aUMHOIO
MIPU3HAHUS, YIOJTHOMOYCHHBIN OpraH pe)epeHTHOr0 rocy1apcTBa SBISIETCS OTBETCTBEHHBIM 32
OLIEHKY COOTBETCTBHSI CUCTEMBI (papMaKOHA30pa AeprKaTessl perucTPallMiOHHOTO YAOCTOBEPEHUS
TpeboBaHusAM Hactosmmx [IpaBwi Ha 3Tamne perucTpanuy JEKapCTBEHHOTO Mperapara, B TOM
quclie MyTeM TPOBEACHHS JOPETUCTPALMOHHON HHCIEKIUA CHCTEMBI (papMaKoHaI30pa
JepKaTeNss PETUCTPAIIMOHHOTO  yJIOCTOBEPEHHsI COTJIACHO KpPUTEPUSAM I1e1ecO00pa3HOCTH
MPOBEJICHUS IOPETUCTPAIMOHHON MHCIIEKIIMUA B COOTBETCTBUM C MMyHKTaMu 157—159 HacTosux
IIpaBui.

142. TIporpamMmbl HHCTIEKIIHM 110 (hapMaKOHAI30PY BKIIOYAIOT B ce0s TUTAHOBBIC HHCTICKITHH
B COOTBETCTBUU C OCHOBAaHHBIM Ha pPHCKax IOAXOJE, a TAaK)KE BHEIJAHOBBIE WHCIEKIWUH,
OCYIIECTBIISIEMBbIE C LIEIbI0 OIEHKH IPEINoJiaraéMbIX HECOOTBETCTBUN WM TMOTEHIMAIbHBIX
PHUCKOB, KOTOpBIE MOTYT OKa3aTh BJIMSHHE Ha BBINOJIHEHHWE (YHKIMH MO (papMakoHAI30py B
OTHOIICHUH OTIPEEeNIEHHOT0 JIEKAPCTBEHHOIO Mperapara.

143. YIonHOMOYEHHBIE OpraHbl OpPraHu3yIoT paboTy MO WHCIEKTHPOBAHUIO JIepKaTelel
PETUCTPALIMOHHBIX YIOCTOBEPEHH ¢ 0OecriedyeHreM B3auMOICHCTBHUS Ha ATalle MJIaHUPOBAHUS U
MPOBEJICHUSI WHCICKIUH C M[EeTbl0 MUHUMHU3ALWU AyOJUPOBAHHS BBIMOIHSAEMBIX pPAabOT H
ONTUMHU3AINU UCIIOJIb30BaHUS UMEIOLIUXCS PECYPCOB.

144. Pe3ynpTaThl MHCHEKIMH JOJKHBI OBITH MPEJICTABICHBI HHCIIEKTUPYEMOMY CYOBEKTY,
KOTOPBIH MOJTy4aeT BO3MOXKHOCTb AaTh CBOM KOMMEHTApUH B CITyyae BBISBICHUS HECOOTBETCTBUS
TpeOOBAaHUSAM 3aKOHOJATENIbCTBA TocyAapcTBa-ujeHa u Hactoaummx IlpaBun. [lepxkarensb
PETUCTPALIMOHHOTO  yJIOCTOBEpPEeHHs]  00s3aH  CBOEBPEMEHHO  YCTPaHUTh  BBISBICHHOE
HECOOTBETCTBHE, pPa3paboTaB W BHEAPHUB IUIAH KOPPEKTUPYIOIIMX M TPEAyNpEeIUTEIbHBIX
MEpOIPUSITHH.
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145. B cnydae BBISBICHUS B pe3yJbTaTe WHCICKIIUA HECOOIIOJECHUS JepKaTeIeM
PETUCTPAIIMOHHOTO YI0CTOBEPEHUS 0053aTeNbCTB MO (DapMaKOHAI30py YIIOJTHOMOUYEHHBIN OpraH
00s13aH UH(POPMHUPOBATH YIOJIHOMOYEHHBIE OPTaHbl APYTUX TOCYAapCTB-UJICHOB O BBISIBICHHOM
HapyleHnu. B ciiyuae He0OXOIMMOCTH YIOJIHOMOYEHHBIH OpraH rocyaapcrBa-djeHa JOJDKEH
o0ecneunTh MPUMEHEHHE K JiepKaTento 3PQPEKTUBHBIX, COPA3MEPHBIX U CIAEP>KUBAIOIIUX MEp
Bo3aekcTBus. MHopmamus o0 TpoBeAeHMHM W pe3yJbTaTaX HHCIEKIMA B  paMKax
(dapmakoHaa30pa, a TakKe O MOCIEAYIOLIEM KOHTPOJE M OLIEHKE IMOCIEICTBUN pa3Meriaercs
rocyJapcTBaMH-4JieHAMH Ha O(UIHMANBHBIX CaiTaXx COOTBETCTBYIOIIMX YIIOJHOMOUYEHHBIX
opraHoB B cetu IHTepHeT.

2. Tunel HHCNEKIUI

HNucnexkuun cucreMbl GapMaKoHAA30pa B LEJIOM M 0 O0TAeIbHBIM JIEKAPCTBEHHBIM
npenaparam

146. acnexknuu B paMKax CHCTEMbI (papMaKkOHAJ30pa HalpaBjeHbI Ha OICHKY W aHAJU3
UMEIOIIUXCS TPOIENyp, CHUCTEM, IEepCOHalla, IMOMEUICHHH H O00OpyNOBaHMSA, a TaKXke Ha
OlpesieiecHue MUX COOTBETCTBUSA 00s3aTenbcTBaM 1O  (apMakoOHaA30py, YCTaHOBJICHHBIM
3aKOHOAATEIBCTBOM IOCYAApCTB-UJIEHOB U HacToAmumu IlpaBunamu. B xone nanHoro anaimsa
MOTYT UCIOJIb30BAThCA KOHKPETHBIE TPUMEPHI JI€KapCTBEHHBIX MPENnapaToB s IeMOHCTPAINH U
IIPOBEPKH pabOThI CUCTEMBI (PapMaKOHAA30pA.

147. Iacneknuu, HammpaBlIeHHBIE HA OIICHKY BBIMOJHEHUS (PYHKITUH 110 hapMaKoOHAI30Py B
OTHOILICHHUH OIPEJIEIEHHOTO JIEKAPCTBEHHOTO Mperapara, BKIIIOYAIOT B ¢€0sl TOM YHCIIE OLIEHKY U
aHaJIM3 MEPOIPUATHIA U JOKYMEHTAIMH, CBA3aHHON C yKa3aHHBIM JIEKapPCTBEHHBIM IMPENapaToOM.
OmnpenenenHble pa3aensl o0IIel CUCTeMbl (apMaKoHaI30pa, UCIOIb3yEeMbIe NP BBINOJIHEHUH
(GyHKIUH B OTHOLUICHUH HHCIIEKTUPYEMOTO JIEKAPCTBEHHOT'O Mpernapara, Tak)kKe MOTyT MOAJIEKATh
OLIEHKE B paMKaX JaHHOM MHCIEKIMU 10 (hapMaKOHAI30py.

[InaHoBbIe U BHENIAHOBbIE HHCIIEKIIUM cUcTeMbl (papMakoHaa3opa

148. I1naHOBbIE MHCHEKIIMM CHUCTEMbI (apMakOHaI30pa MPOBOISATCA B COOTBETCTBUHU C
MPeIBAPUTENILHO COCTABJIEHHBIM IUIAHOM MHCIEKIMHA. B 1ensx onTtuMu3anuy IUIaHUPOBAHUS
MEPOMPHUATHA TO KOHTPOJIO (DYHKIMOHUPOBAHUS CUCTEMBI (DapMakoHaA30pa TPHUMEHSETCS
MOJIXO0JI, OCHOBAaHHBIM Ha OIEHKE MOTEHIMAJIBHBIX PUCKOB HEBBIOJIHEHUS COOTBETCTBYIOIIMX
00s13aTenbCTB. [TaHOBBIE MHCTICKIMH TPECTABISIOT COOOW CHCTEMHBIC MHCIIEKIIMU, TIPH 3TOM
JIOTYCKaeTCcsl BO3MOXKHOCTh BbIOOpa OAHOTO WJIM HECKOJBKHX OMPEIENIEHHBIX JIEKapCTBEHHBIX
MpPermapaToB B KAUECTBE MPUMEPOB ISl IPOBEPKHU (PYHKIIMOHUPOBAHUS CUCTEMBI (JapMaKOHA30pa
U TONy4eHHUs MPAKTHUECKOTO JOKa3aTenbcTBa €€ 3(PPEeKTUBHOTO (YHKIIMOHUPOBAHUS U
COOTBETCTBUS TPEOOBAaHUSAM aKTOB opraHoB Coro3a M 3aKOHOJATENhCTBA rOCyJapcTBa-wieHa. B
MPOrpaMMy CTaHIAPTHOM MHCIEKIIUK MOKHO, HAIPUMED, BKIIIOUUTH OLIEHKY COCTOSIHHSI CUCTEMBI
IO KOHKPETHBIM MPO0IeMaM, BbISIBICHHBIM dKCIIEPTaMHU.

149. BHeriaHOBBIE MHCIIEKIIMA CHUCTEMBI (hapMaKOHaa30pa MPOBOASTCS B  Clydae
BBISIBJICHHSI WHULUUPYIOMIETO (akTopa (CHUCTEMHOW MpoOIeMbl), TPH OSTOM HWHCHEKIHUS
paccMarpuBaeTcsi Kak HauOojiee ONTHUMANbHBIA CMOco0 HM3y4YeHUS W OLEHKU BBISABICHHOM
npoOyiieMbl. BHEIUIaHOBbIE WHCIEKIMM HAMpPaBIEHBI Ha OIICHKY KOHKPETHBIX TMIPOIIECCOB
(dhapMakoHaa30pa WM BKIIOYAIOT B ce€0s M3yUYCHHUE BBISIBICHHOW MpOOJIeMBbI (BOTIPOCOB) U €€
BIIMSIHUS Ha OTIPE/ICIICHHBIN JIEKapCTBEHHBIN Npernapat. B onpeneneHHbIX ciryyasx B 3aBUCUMOCTH
OT BBISIBJICHHOW MHHUITMUPYIOIICH MPOOIEMBbI MOTYT BBITIOJHATHCS HHCTIEKIIUH C TTOJTHOMW OIEHKOM
cucTeMbl (apMakoHaJ30pa. BHEITAHOBbIE WHCIEKIMU BBHIMOJIHSIOTCS B CIy4Yae BBISIBICHUS
OJTHOTO WJIM HECKOJBKHX W3 WHUIUUPYIOMIMX (PaKTOPOB, YKa3aHHBIX B MyHKTax 150-155
Hacrosux [Ipasuir.

150. Cnenyromme (akTopbl B 4YacTU COOTHOIICHUS «IOJb3a — PHUCK» JIEKAPCTBEHHOTO
npenapara siBJIsIl0OTCS OCHOBAHUEM JIJ1s1 BBITIOJIHEHU S BHETUIAHOBOW MHCIIEKIUU:
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U3MEHEHHE COOTHOIIEHMSI «II0JIb3a — PHUCK», €CIH TMPEACTaBISIETCS HEOOXOIUMBIM
JambHeHIIas OI[eHKa CUCTEMBI ITyTeM IPOBEIeHUS] MHCIICKITUH;

3aJiepKKa B BHIIIOJTHEHNH, JINOO HEHA/IJIeKAIllee BBITIOJIHEHUE IPOLIElyphl BBIIBICHUS pUCKa
win UHOOPMUPOBAHHUS 00 M3MEHEHHWU COOTHOIICHUS «II0JIb3a — PUCK», JINOO HEBBINOJIHEHHE
JTAHHOW MPOLETYPHI;

npeacraBieHne uH(opManuu mo mnpobieMam (papMakoHaA30pa B CPEICTBAa MacCOBOM
uHpopmanuu 0Oe3 MpeABAPUTEIBHOIO WM OJHOBPEMEHHOIO YBEJOMJIEHHS YIIOJHOMOUYEHHBIX
OpraHoB;

HecoOmojeHne TpeboBaHuil akToB opraHoB Coro3a M 3aKOHOJATENIbCTBA IOCYIapCTBa-
yjieHa WM 00s3aTenbCcTB MO0  o0ecreyeHnto O0e30MacHOCTH JICKapCTBEHHOTO Iperapara,
BBISIBIEHHOE B XOJ€ MOHHUTOPHMHIA JAEATENBHOCTU MO (DapMaKoHaA30py YHOIHOMOUYEHHBIMU
OpraHamu;

IIPUOCTAHOBIICHHE OOpallleHUs] WM M3BATHE C PbIHKA JIEKAPCTBEHHOro Ipenapara 0e3
[PEBAPUTEIILHOTO YBEIOMIICHHS YIIOJTHOMOYEHHBIX OPTraHOB T'OCYAapCTB-YJICHOB.

151. Cnenyromme ¢GakTOpsl B YacTH 00S3aTENbCTB IO MPEACTABICHHUIO HH(POPMAINH
(CPOYHBIX M IEPUOMUECKUX ) SBIISIOTCSI OCHOBAHUEM ISl BHITIOIHEHHUS BHEIUIAHOBOM MHCTICKIIUU:

3aJiepKKa JTMOO0 HEBBINOIHEHUE 0053aTeNIbCTB B OTHOUIEHUHU MIPEACTABICHUS MH(DOPMaUU
0 mpobieMax O€30MacHOCTH B COOTBETCTBMM C TpeOOBaHMSIMU aKTOB opraHoB Coroza u
3aKOHOJATEIbCTBA TOCYJapCTBA-WICHA,

HU3KOE KauecTBO (B TOM YHCIE HETOYHOCTh, HEIPOCICKHBAEMOCTb, OTCYTCTBHUE
IIEJIOCTHOCTH ) JTNOO HEMOJIHOTA MPEICTaBIIeMON HH(pOpMaInu;

HECOOTBETCTBHE MEXIy IMpelICTaBIsieMol HWHQpOpMauueil M JOpyrMMH HMCTOYHHKAMH
nHpopMaIuu.

152. Caenyromue (GakTopbl B 4YacTH 3alpOCOB YIOJHOMOYEHHBIX OPraHOB SIBIISIOTCS
OCHOBAHHUEM JUIsl BBITIOJTHEHUS BHETIJIAHOBOW MHCIIEKIIUU:

OTKa3 OT TMPEACTAaBICHHUS 3alpaliMBaeMoil HH(pOpMAlMM B CPOKH, YyKa3aHHbIC
YIOJIHOMOYEHHBIMH OpraHaMy;

HEHaJyIeXkalee Ka4yecTBO PECTaBIsIeMbIX JaHHBIX T UX HEHAIJISKaIlee MpeICTaBlIeHHEe
I10 3a11pocaM OT YIOJIHOMOYEHHBIX OPTaHOB O MPEJCTABICHUH NH(OPMALIUH.

153. Caenyromue GpakTopbl B YaCTH BBINOJIHEHUS YCTAHOBJIEHHBIX 00513aTENbCTB SBISIOTCS
OCHOBAHHUEM JUIsl BBITIOJTHEHUS BHETIJIAHOBOW MHCIIEKIIUU:

00€CTIOKOCHHOCTh (0OOCHOBAaHHOE MHEHHME OTHOCHTEIBHO OTCYTCTBUS B PACHOPSKEHUH
JiepKaTeis perucTPalliOHHOTO yI0CTOBEPEHHS] OPraHN3alMOHHON CTPYKTYpBI, PeCypCHOM 0a3bl
WIA CUCTEMBI O0OECTeYeHHsI KayecTBa CHCTEMBI (hapMaKOHa/I30pa) MO TOBOJIY COCTOSHHS WIH
BBINOJIHEHUS 00513aTEIbCTB B PAMKAX IIJIaHA YIIPaBJICHUS pUCKAMU;

3a/iepKKa HMJIM HEBBIOJHEHHE KOHKPETHBIX O00SM3aTEeNbCTB, KACAIOUIMXCS MOHHUTOPHHTA
0€30I1aCHOCTH IPOAYKIUH, BbISIBICHHBIE BO BPEMs MPOLEAYPbl 3KCIEPTU3bI PETUCTPALIIOHHOTO
JI0ChE JIEKapCTBEHHOT'O TpenapaTa;

HU3KOE KauecTBO OTYETOB, NPEJCTABICHHBIX B OTBET HA 3alpoc O BBINOJIHEHUH
YCTaHOBJICHHBIX 0053aTENIbCTB.

154. Cnenyromme (GakTopbl, CBA3aHHBIC C MPEAMICCTBYIOIMIMMH HHCIECKIUSIMH, SIBISIOTCS
OCHOBAHHUEM JUIsI BBITIOJTHEHUS BHETIJIAHOBOW MHCIICKIIUU:

3aJiepKKa BO BHEAPEHMM WIM HEHAJUIeXkKalllee BBIIOJHEHUE KOPPEKTUPYIOIMX U
NpeaynpEaUTENbHBIX JEHCTBUN;

[OJyYeHHE MpH NPOBEAECHUM JAPYTUX MHCIEKIUH Ha COOTBETCTBUE TpPeOOBAHUAM
Ha/IeKAMKX (hapMaleBTHUECKUX MPAaKTUK MH(OpMaIu 0 HecOOTI0AeHUN TpeOOBaHUI aKTOB
opranoB Cor3a U 3aKOHOJATEIbCTBA TOCYNApCTBA-uwieHAa C y4YEeTOM 00s3aTelbCTB,
YCTaHOBJICHHBIX YIOJIHOMOYEHHBIM OpPraHOM TocCyJapcTBa-wieHa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPE/ICTB;

npoBepka WHPOPMAIINMH, TTOJTYYEHHON OT APYTHMX YHOJHOMOYEHHBIX OPTaHOB I'OCYIapCTB-
YJIEHOB, KOTOPbIE MOTJIX BBISIBUTH HECOOTBETCTBHSI CUCTEMBI (papMaKkoHaA30pa.
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155. Ilomumo dakTopoB, ykazaHHBIX B TyHKTax 150-154 nactosmmx [IpaBui, Takxke
CJICOAYIOIIUC (baKTOpBI ABJIAKOTCA OCHOBAHUEM AJIA BBIIIOJTHCHUA BHEILJIAHOBOU HWHCIICKIINUA:

po0JIeMbI, BRISBJIICHHBIC TTPU PACCMOTPEHUHN MacTep-daiina cuctemsl (hapMakoHAI30pa;

uHasi ”HPOPMAaLKS UK TOCTYTAIONINE JKaI00b! (PETEH3HH ), YKa3bIBAIOIINE HA OTCYTCTBHUE
y Jep)Kareis perucTpPalioOHHOTO YJIOCTOBEPEHUS CUCTEMBI (hapMakOHAI30pa WU CHCTEMBI
obecrieueHus ee KayecTna.

JoperucrpanioHHble HHCIEKIIUH

156. lopeructpaliluoHHble HWHCIEKIMU CHCTEMBl (hapMaKoHaI30pa BBIMOJIHSAIOTCS 10
BbIIAYU 3aSBUTENIO PErHMCTPALMOHHOTO YJocToBepeHus. llenbio Takux HHCHEKIUl sBiseTcs
n3ydeHue QyHKIMOHUPYIOLIEH MM TUIAHUPYEMOM CUCTEMBI (hapMaKOHa30pa B COOTBETCTBHH C
MIPE/ICTAaBICHHBIM 3asBUTEJIEM OMMCAaHUEM CUCTeMBI. [loperucrpaiionHble HHCIEKIIUU CUCTEMBI
(apMakoHa30pa HE SABISIIOTCA 00s13aTEIBHBIMU, HO X MTPOBEACHUE MOXKET OBITh HEOOXOAUMBIM
IIPU ONpPEJENEeHHBIX 00cTOsITeNbCTBAX. [IpUHIIMIIBI 3ampoca 0 MPOBEACHUH JOPETUCTPALIMOHHOM
MHCTIEKIIMHY JTOJKHBI OBITh 000CHOBAHBI YITOTHOMOUYEHHBIM OPTaHOM (9KCIIEPTHOM OpraHu3amnueil)
C YYETOM KPUTEPHEB HA3HAYEHUS JOPETUCTPALMOHHBIX MHCHEKIMH, YKa3aHHBIX B MyHKTEe 157
Hactosmux [IpaBuii, ¥ He JOJDKHBI SBISATHCS MPUYNHOW HEOOOCHOBAHHBIX HHCIICKTHPOBAHUM,
KOTOpBIE MOTYT 33/IepKaTh Bblauy PEerHCTPAllMOHHBIX yI0CTOBEPEHHUIA.

157.1lpu  pacCMOTpEeHHH  LENECOOOpPa3HOCTH U  OOOCHOBAHHOCTH  BBITIOJHEHUS
JOPETUCTPALIMOHHBIX MHCTIEKIUI ClIeAyeT YUUTHIBATh CIEIYIOIINE KPUTEPUH:

3asBUTENIb PaHee HEe paboTall ¢ UMEIOIeHcs cucTeMol (hapMaKkoHa(30pa Ha TEPPUTOPUIX
roCy/1apCTB-UJICHOB MM HAXOJIUTCS Ha CTAIUM CO3[JaHUSI HOBOM CHCTEMbI (papMaKoHaA30pa;

nojyyeHa uHpopMalys (HampuMmep, HUCTOpUS MPEIIISCTBYIOUMX WHCIEKIMHA 100
yBeaomieHre (MHpopManus) APYTUX YIOJIHOMOYEHHBIX OPTraHOB TOCYJAapCTB-YICHOB O
HECOOTBETCTBHH) O TOM, YTO JIEpXKATEIb PETUCTPALIMOHHOTO yIOCTOBEPEHHSI IMEET HapeKaHUs 110
BBITIOJTHEHUIO TpeOOBaHU K cucTeMe (papMakoHaa3opa. Ecnu y aepxarens perucTpalroHHOTO
YIOCTOBEPEHUS] UMEETCS UCTOPUS CEPhE3HBIX U (MJIM) MOCTOSHHBIX HECOOTBETCTBUI CHCTEMBI
(dapmakoHaa30pa ACUCTBYIOIUM TPEOOBAaHUSAM, TO JOPErHMCTPAIlMOHHAS HMHCIEKIHUS CHUCTEMbI
(apMakoHa30pa MOKET OBITh OJJHUM U3 MEXaHM3MOB MOATBEPKACHUS TOTO, YTO CUCTEMa ObLIa
COOTBETCTBYIOIIMM 00pa3oM HCIpaBjieHa UM YCOBEPIICHCTBOBAHA;

HaIMYue TpolieM, Kacalolmmxcss Oe30MacHOCTH — ONpPEIENCHHBIX — JIEKAPCTBEHHBIX
MpernapaToB, MPH KOTOPBIX MOXET OBITh MPU3HAHO HEOOXOIHWMBIM OLEHUTh BO3MOKHOCTH
JieprKaTes perucTpalMoOHHBIX yIOCTOBEPEHHM B YaCTH:

peaiv3allii  MEpONpPUSTHS 1O MHUHUMHU3ALMU PUCKOB, CBS3aHHBIX C KOHKPETHBIM
JIEKapCTBEHHBIM IIPETapaToM;

HAJJICKAIET0 BBIMOJHEHUS OCOOBIX TpeOOBaHUM IO OOECTICUCHHIO OE30MacHOCTH
MIPUMEHEHHUSI IEKAPCTBEHHBIX MIPEMapaTOB, KOTOPHIE MOTYT OBITh YCTaHOBIICHBI,

HAJJIeXKAILEr0 BBIMOJHEHUS TMpOLEeNyp B paMKaX pPYTHHHBIX MEpONPUATUH IO
(apMakoHaa30py B OTHOIICHUSAX JICKAPCTBEHHOT'O TpenapaTa, npopuib 6e30MacHOCTH KOTOPOTO
BBI3bIBACT OMACEHUSI.

[IpunsATHE pElLIeHUs MO0 MPOBEACHUIO TOPETUCTPAIIMOHHON WHCHEKIMH BKJIIOYACT B ceOs
OLICHKY pHUCKOB C KOMIUIEKCHON OIICHKOM BONPOCOB, KACAIOLIUXCS  OMPEIEIIEHHBIX
JIEKapCTBEHHBIX PENapaToOB U CUCTEMBI.

158. B cnywae eciu B pe3ydabTare JOPETUCTPALMOHHONW HMHCIEKIUUA CHUCTEMBI
¢dapMakoHag30pa BO3HUKAET OOECIMOKOEHHOCTh IO MOBOJY CHOCOOHOCTH  JAeprKaTelis
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS BBINONHATH TpeOOBaHUS K cucTeMe (apMakoHaa30pa,
YCTaHOBJICHHBIC 3aKOHOJIATEIBCTBOM TIOCyJapcTBa-4ieHa ©  HacTosmuMu [lpaBunmamu,
YIOJHOMOYEHHBIN OpPTraH roCy/1apCcTBa-4wieHa MOXKET MPUHSTH CIEAYIOLIUE MEPBI:

a) 0TKa3 B PETUCTPALMH, TOATBEPKICHUN PErucTpanuu (MepeperucTpanui) Wi WHBIX
MpoLeaypax, CBI3aHHbBIX C peruCcTpaluei;
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0) BBIMOJIHEHHE MOBTOPHON MHCHEKLUUHU JO BBIJAYM PErHMCTPAIMOHHOTO yIOCTOBEPEHUS C
I CJIBIO MOATBCPKACHUA YCTpaHCHUA KPUTHYCCKUX HECOOTBETCTBUU u BBITIOJTHCHUA
PEKOMEHTAIIN;

B) BblJlJaya PETUCTPALIMOHHOIO YAOCTOBEPEHUS C PEKOMEHAAaLel POBEACHUS NHCIEKLINN
cucTeMbl (hapMakoHa/A30pa Ha PaHHEM MOCTPETUCTPALMOHHOM 3Tarne. OrpaHudyeHue mnepuoja
BPCMCHU IMPOBCACHUA HOBTOpHOﬁ HWHCIICKIWU MPH BKIIIOYCHHUU €C B IJIaH NPOBCACHUS TNIAHOBBIX
MHCHEKLUHN ONpeIeNsieTcs] HA OCHOBAHUU OLEHKHU HECOOTBETCTBHM U UX BIUSHUS HA BHITIOJHEHHE
JepKaTelIeM PETUCTPAIIMOHHOTO yIOCTOBEPEHUS 0053aTeIbCTB MO (hapMaKOHAI30PY;

T') OnpeiesIieHue YCIOBHH 10 o0ecrieueHn o 0e€30MMacHOCTH JIEKapCTBEHHOTO Tperapara Mmpu
BbIJIaY€ PETUCTPAIMOHHOTO YIOCTOBEPECHHSI.

IMocTperncrpannoHHble HHCHEKIIUH

159. IlocTperucTpailnoHHble MHCIEKIMU CHCTEMBI (hapMaKOHaA30pa MPOBOIATCA MOCie
BBIJIaYM YJIOCTOBEPEHMsS] O TOCYAAPCTBEHHOM pETrUCTpallMd W TNpeAHa3HA4YeHbl IS OLICHKH
BBITIOJIHEHUST  JIepKATEIeM PETrUCTPAlMOHHOTO YJOCTOBEPEHUSI CBOUX OO0S3aTENBCTB IO
dapmakonaazopy. IlocTperucrpannoHHble HHCIIEKLUU MOTYT OBITh JIFOOOI0 THUIIA B COOTBETCTBUHU
¢ myHkramu 146—149 nacrosmux IIpasui.

OO0BsABJIEHHDBIE M BHE3aIIHbIE HHCIIEKIINHU

160. BompIMIMHCTBO MHCHEKIMH cHCTEMBI (hapMaKOHAI30pa SBISIOTCS OOBSIBICHHBIMH, YTO
MperoigaracT yBEJOMJICHHE HHCIEKTUPYEMOH CTOPOHBI O HEOOXOIUMOCTH OOeCTICUeHHsI
MNPUCYTCTBUA B MCCTC NPOBCACHUSA HMHCICKIHNKU COOTBCTCTBYIOIIUX JIMI[ BO BPEMA MPOBCIACHUA
WHCTICKIIMU. B psne ciaydaeB 1ernecooOpa3HbIM SBISIETCS TPOBENICHHE BHE3AIMHBIX MHCIEKITUHA
1100 yBEJOMJICHHE MHCIIEKTUPYEMON CTOPOHBI HaKaHyHE MPOBEACHUS WHCIEKIMU (Harmpumep,
€CITU TIPEeIBAPUTEIHLHOE OOBSBICHHE MOKET IMOCTABUTH TIOJ] YIPO3Y IEJIM HHCIIEKIIUN HITH €CITH
HHCIICKI WA TPOBOAUTCA 6€3OTHaFaTCJIBHO B CXKATBIC CPOKU I10 ITPUINHAM, CBA3aHHBIM C yrp030171
0€301acHOCTH).

IToBTOPHBIE HHCIIEKIIUU

161. [ToBTOpHBIE HMHCIEKIUU TPOBOASATCA HA PEryJIpHOM OCHOBE B paMKax IIJIaHA
MHCTeKIMKA cucteM (apmakoHaa3opa. HeoOxoaumo omneHuTs (GakTopbl pHCKa C  LENbIO
oTpesieNieHUs] MPUOPUTETOB MOBTOPHBIX MHCHEKUUU. [IoBTOpHAs MHCHIEKIMS Ha paHHEM d3Tare
MOXET NPOBOJUTHCA B CIIydae, €CIU BbIIBIEHO 3HAYUTEIBHOE YHMCIO HECOOTBETCTBHH H
TpeOyeTcsl TOATBEp)KICHHE  HAAJEKallero BbIMOJHEHUS JACWCTBUH U MEpONpPHUSTHIA,
HaNpaBJICHHBIX Ha YCTPAaHEHUE 3aMEYaHUM, M OIIEHKA TOCTOSIHHOTO BBITIOJHEHHUS 0053aTENIbCTB U
coOmoieHnst TpeOoBaHUN K cucTeMe (apMaKOHaI30pa, B TOM YHCIIE OIICHKAa W3MCHEHUH B
cucreme (papmakonamzopa. [loBTopHass MHCIEKLMsS Ha paHHEM OJTale TaKXke IleJecooOpasHa
BCKOpE IOCJIe TMPOBEACHUS NpPEbIIylleld HHCIEKIMH B cllydae Halu4yus HHopManuu o
HEBBIIOTHEHUH ~ MHCHEKTHUPYEMOM  CTOPOHOM  HAIJeXallMX  KOPPEKTHPYIOIUX |
MpeIynpeIuTeNIbHBIX MEPONIPUATHIA M0 MPEANUCaHUI0 0oJiee paHHENH MHCTIEKIUH.

I[ncnmunonnme HHCIICKIHHA

162. JIucTaHIIMOHHBIE WHCIIEKIIMU CUCTEMBI (hapMaKOHaI30pa MPOBOSATCS WHCIIEKTOPAMHU
0e3 BbIE3a K JAEPKATEN0 PETHCTPAIMOHHOTO YIOCTOBEPEHUS MO0 OpraHU3alluu, KOTOPOH
JIeNIETUPOBAHO BBIMOJIHEHNE QYHKIUH 10 (papmMakoHaA30py. YKa3aHHbIE MHCIIEKIIUN POBOASTCS
C UCIIOJIb30BAHUEM TAKHX CPEJICTB CBS3M, Kak ceTh VHTepHeT nin TenedonHas cBs3b. [10100HbIH
TUIN WHCIEKIUH MOXET TaKKe HCIIONb30BaThbCsl B CIIy4ae BO3HHUKHOBEHHS JIOTMCTHUYECKUX
TPYAHOCTEW (HampuMmep, B Cllyyae MaHIeMHUH WIKA TPAHCIIOPTHBIX OTPaHUYEHUI ) TPU TPOBEACHUHT
MHCIEKIUU Ha MECTE B HCKIIOUUTENBHBIX OOCTOSTENbCTBAX W MPH HAIWYUH BO3MOKHOCTH
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OpPraHM30BaTh MHTEPBBIO COOTBETCTBYIOUIETO IEPCOHANA M OLEHKY JOKYMEHTAIMH, BKJIIOYas
0a3pl JaHHBIX MO O€30MacHOCTH, NEPBUYHON MOKyMEHTAallMM U MacTep-(aiiiga cucTeMbl
(dapmakoHag30pa TOCPEACTBOM JAWCTAHIMOHHOTO JocTyma. Pemienne o mOpoBeIeHUU
JIUCTAaHIIMOHHOM HMHCHEKIUM 10 YCMOTPEHHIO WHCIEKTOPOB TOJUICKHUT COTJIACOBAaHUIO C
YIIOJIHOMOYEHHBIM OpPraHOM TOCYAApCTBA-WICHA, BBIIAIOIIMM IOpPYYEHHE Ha MPOBEICHHE
uHCTeKIMU. JIOTUCTHYECKUE acleKThl JUCTAHIMOHHOM MHCHEKIMH CJEeIyeT COTJIaCOBBIBATH C
JepkaTeleM pPETHCTPAllMOHHOTO YIOCTOBepeHMs. B ciydae ecim B XolIe NPOBEICHUS
JTMCTAHIIMOHHON WHCTEKIIMH BBISBIISIIOTCS BOIIPOCHI, TPEOYIOIINE BHIITOJHEHHS OLIEHKU CUCTEMBI
(bapmakoHa130pa HETIOCPEICTBEHHO HAa MECTE, TPUHUMACTCS PEIICHHE O TPOBEICHUH HHCIICKIINT
C BBIE37I0M Ha MECTO MHCIIEKTUPOBAHMUS.

3. [lnanupoBaHue HHCHEKIMH

163. IlnanupoBaHue WHCHEKIMHA cUCTeM (apMaKoHaa30pa JOJDKHO OCHOBBIBATHCS Ha
CHUCTEMHOM IOJIXOZ€, OPUEHTHPOBAHHOM HA OLEHKY pPHCKOB, C LEJIbI0 ONTUMAIbLHOTO
UCIOJIb30BaHUS PECYpCOB B paMKax OCYLIECTBJIIEMON JEATEIBHOCTH 110 KOHTPOIK H
00€CIeYeHNI0 BBICOKOTO YPOBHS 3alllUThl 370poBbs HacesneHus. Iloaxox k miIaHMpOBAaHUIO
MHCTIEKIIMN, OCHOBAHHBIN Ha PUCKaX, MO3BOJIAET OMPEACIUTh YAaCTOTY, HAIIPABIECHHOCTh U 00BEM
MHCIIEKTUPOBAHUS.

164. Ilnansl vHCHEKIUI cucTeM (apMakoHaa30pa COCTABISIIOTCA YIOJTHOMOUYEHHBIMHU
OpraHamMy rocyJJapCTB-4JIE€HOB C yUETOM CIIEAYIOMUX (PaKTOPOB:

a) (haKkTOpHI, CBSI3aHHBIC C MHCIIEKIIUEH:

UCTOPHS BBIABICHHMS HECOOTBETCTBMM IO pe3yjabTaTaM MPEAbIYIIUX HHCIEKIUI
¢dapMakoHag30pa WM MHCIEKUMN Jpyroro THMAa (B COOTBETCTBHUM C  HAICKAIIUMU
(hapMareBTUYeCKMMU TTPAKTUKAMHU );

JlaTa NOBTOPHOW MHCHIEKIUY, ITPEITIOKEHHAS! MHCIIEKTOPAMHU WIJIM DKCIIEPTaMU B pE3yJbTaTe
IpeabIay e HHCTIEKIINN;

0) daxTOpHl, CBA3aHHBIE C JIGKAPCTBEHHBIMU IpENapaTaMu:

HaJIn4YKe AEHCTBYIOLIET0 PErMCTPALIMOHHOTO yI0CTOBEPEHHSI Ha JIEKapCTBEHHBIH ITpenapar,
JUIE  KOTOPOTO HAa3HA4YCHbl JOMOJIHUTENbHBIE MEpONpHUATHS 1O (apMaKOHAI30py WM
JONOJTHUTEIbHbBIE MEPOIPUATHS, HAIIPABICHHbBIE HA MUHUMU3ALUIO PUCKOB;

perucTpanmsi JEKapCTBEHHOIO Ipenapara, Julsi KOTOpOro Ha3HAa4eHO IPOBEACHUE
MOCTPErHUCTPALIMOHHBIX HCCIEIOBAaHUNM IO O€30MaCHOCTH WM Ha3HA4eH JONOJHHUTENbHBIN
MOHHUTOPHHT;

perucTparysi 1 NoCTaBKa JIKapCTBEHHOTO ITpernapara ¢ O0IbIIIM 00bEMOM MPOJIAXK, TO ECTh
C MOTEHUUAIBHO 3HAYMMBIM BO3JCHCTBHEM Ha OOJIBIIYIO MOMYJIALHUIO MAllUEeHTOB;

peructpanysi JIEKapCTBEHHOrO Ipernapara, HE HMMEIOLIEro ajJbTEepPHAaTHBBI HA DPBIHKE
rocy/1apCcTBa-4IeHa;

B) (paKTOPBI, CBA3AHHBIE C JIepKATEIEM PETUCTPALIMOHHOIO YJOCTOBEPEHHUS:

JiepXaTellb PErucTPallMOHHOTO YAOCTOBEPEHUS HUKOIZA HE IOJBEprajics MHCIEKLUU
cucTeMsbl (hapMaKoHa30pa;

JepKaTellb PeruCTPALlMOHHOTO yIOCTOBEPEHHSI UMEET B OOPALICHUN 3HAUYUTEIFHOE YUCIIO
JIEKapCTBEHHBIX IIPENapaToB Ha PhIHKAX FOCYAapCTB-YJICHOB;

JiepXKaTellb PErMCTPAlMOHHOTO YAOCTOBEPEHUS paHee HE HUMEN YJIOCTOBEPEHHH O
rOCyJapCTBEHHOHN perucTpanuy Ha TEPPUTOPHUSIX TOCYAAPCTB-WICHOB;

HAJIMYME HeraTUBHOM MH(OPMAIMK O BHITIOJHEHUHU 00s3aTENIbHBIX TPeOOBaHUH U (MIH) O
BO3HUKHOBEHUU IIPOOJIEM 0€30I1aCHOCTH JIEKaPCTBEHHBIX MPENapaToB, MOJYYEHHOH CO CTOPOHBI
YIOJHOMOYEHHBIX OpPraHOB TOCYJapCTB-WIEHOB W MHBIX T'OCYJAapCTB, OCYIIECTBISIOMINX
(bapMakoHaa30p, a TakXe YMNOJIHOMOYEHHBIX OPraHOB B JAPYrUX OONaCTSAX pPEryJIMpOBaHUS
oOpalleHusi JIeKapCTBEHHBIX IpernaparoB (TO €CTh B COOTBETCTBYIOIIMX HaJUIeXkKaIlUuX
(hapMaIeBTHUECKUX MPAKTHKAX);

BO3HUKHOBEHHE TaKMX M3MEHEHUMM B OpraHU3allMOHHONW CTPYKType JAepxKarens
PETrUCTPAILIMIOHHOIO YJOCTOBEPEHHUS, KaK CIIUSHUS U MOIIOIIEHUS;
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) (akTophl, CBA3aHHBIC C CUCTEMOH (hapMaKoHaI30pa:

MPUBJICYCHUEM  JIepKaTeleM  PErHCTPAIMOHHOTO  yAOCTOBEpEHUS  CyOmoapsiaHOn
OpraHu3aliy 0 OCYIIECTBICHHUIO JEITCIBHOCTH MO (apmakoHaa30py (B 4yactu (QyHKIUN
YIOJHOMOYEHHOTO JIUIa o (papMaKkoOHAA30py, MPEACTABICHUS JAHHBIX 110 OE30MacCHOCTH U T.1I.)
1 (UJIM) HECKOJIbKUX OpTraHU3alui U OCYIIECTBICHUS ACSITEIbHOCTH MO (hapmMakoHaA30pYy;

3aMeHa yIMOJIHOMOYEHHOTO JIKIa 10 (hapMaKOHAI30py ¢ MOMEHTA MOCeIHEH HHCTICKIUY;

n3MeHeHus B 0a3e (6a3ax) JaHHBIX MO0 0€30MaCHOCTH JIEKaPCTBEHHBIX MTPENapaToB, KOTOPHIE
MOTYT BKJIFOUaTh B ce0s M3MEHEHUE camMoil 0a3bl JaHHBIX WM B3aUMOCBSI3aHHBIX 0a3 JaHHBIX,
cTaryca BaluJanuu 0as3bl JaHHBIX, a Takke MH(GOPMALMU O MEpelaHHBIX WIH MEePEHECEHHBIX
JaHHBIX;

M3MEHEHHUS JOTOBOPHBIX OTHOIIEHUWN C MOCTaBUIMKAaMHU yCIyr Mo (apMaKoHAA30py HIU
MECT BBIMIOJIHEHUS (QYHKIIUHI 10 (hapMaKoOHAI30DY;

JieNIeTHpOBaHUE WK TIepeada yrpaBieHus: MacTep-Qailiom cucteMsl (papMakoHaaA30pa.

165. YIOITHOMOYEHHBIMH OpraHaMHU TOCYAapCTB-WICHOB OOECIEUMBACTCS pa3MEIICHUE
IJIaHa MHCIIEKTUPOBAHUS JAepKaTeNell perucTpallMOHHbBIX yI0CTOBEPEHHH Ha O(pHUIIHATIbHBIX BEO-
MopTanax ynoJIHOMOYSHHBIX OPraHOB TOCYIapCTB-WICHOB HA TIPECTOSIINN KAJICHJAPHBIN rOJl HE
no3aHee 4yeM 3a 45 KkaneHAAapHBIX JHEW [0 HACTYIUIEHHS I[epHoJa BBIIIOJIHEHUS IJIaHa
WHCIIEKTUPOBAHUS.

166. YoTHOMOYEHHBIE OpTraHbl TOCYAapCTB-UJICHOB BIPABE 3alpalinBaTh HEOOXOIUMYIO
uHOpPMALIUIO Yy JepKaTeNeld PEerucTPAllMOHHBIX YAOCTOBEPEHUH B MENAX IUIAHUPOBAHUS
MHCIEKUIUH Ha OCHOBAHMHU MOJIX0/Ia 110 OLIEHKE PUCKOB, B CIIy4ae €CJIM Ha MOMEHT IUIaHUPOBAHUS
OHA HE SBJISIETCS JOCTYITHOM.

4. UucnekTrpyemblie 00beKThI

167. JItoGast cTOpOHA, MOJTHOCTHIO WJIM YAaCTUYHO OCYIIECTBIISIOIIAS MEPONPUATHUS 10
(dbapMakoHaI30py OT UMECHHU JepKATENs PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JINOO COBMECTHO C
HUM, MOXKET TIOABEPraTrhCs HMHCIEKUUH ISl IMOATBEPXKACHUS CIOCOOHOCTH HaJIEKAIIEeTo
BBITIOJIHEHUS JIepKATEIeM PETUCTPAI[MIOHHOTO YAOCTOBEPEHHUsSI 00S3aTelIbCTB M COOJIIOICHHUS
o0s3aTeNbHBIX TpeOoBaHUM 1Mo (hapmakoHan30py. OOBEKTH MHCIEKTUPOBAHHUS MOTYT OBITH
pacIioIOKEHbl Ha TEPPUTOPHSIX TOCYNAPCTB-WICHOB JHOO HAa TEPPHUTOPHUSAX TPETHHX CTPaH.
WHucnekTupoBanue 00bEKTOB HAa TEPPUTOPHUSIX TPETHHX CTPAH MOXKET MPOBOAUTHCS B ClIy4ae, eCiu
TJIaBHBIA IEHTP (hapMaKoHam30pa, TIABHBIA IEHTp (GopMHpoBaHMUs 0a3bl JAaHHBIX WU (WIJIH)
JeSATeNbHOCTh M0 (hapMaKOHA30py HAXOAATCS (BBIMOIHACTCS) HA TEPPUTOPUSAX TPETHUX CTpaH.
Tun ¥ KOIMYECTBO MHCIIEKTUPYEMBIX OOBEKTOB JOJKHBI BHIOMPATHCS TaKUM 0Opa3oM, 4TOOBI
rapaHTUPOBATh TOCTUKEHUE KITFOUEBBIX 1€ WHCTIEKIIHH.

5. O0LeM HHCIIEKINH

168. OObeM WHCHEKIMM 3aBUCHT OT ee IleNiel, oxBaTa HpPEIbIAYIIMMU HHCIEKIUSIMHU
YIOJIHOMOYEHHBIX OpraHOB TOCYJapCTB-4JI€HOB, a TakXe OT Tulla HHcHekuuu. Ilpu
IUTAHUPOBAaHUM 00beMa MHCTIEKIIMN HEOOXOIUMO YUUTHIBATD:

a) nHGOPMAIIHIO, TIPEJICTABICHHYIO B MacTep-(haiisie cucteMbl hapMaKkoHaI30pa;

0) napopmanuio o GyHKIMOHUPOBAHUN CUCTEMBI (hapMaKoHaA30pa (HampuMmep, JTaHHbBIE O
COOTBETCTBHUM CHUCTEMbI (papMakOHaJ30pa, MMEIOIIMECS Yy YIOJIHOMOYEHHOIO OpraHa
rocy/1apcTBa-uieHa);

B) KOHKpPETHbIE (PaKTOPbl MHULIMUPOBAHHS MHCHEKIMM B COOTBETCTBHM C ITyHKTaMu 150-—
155 nacrosimux IlpaBui.

O0beM MHCIIEKIUM NPH MJIAHOBBIX HHCIIEKIMAX (papMaKoHaa30pa

169. B mpouecce mpoBeACHUs IUIAHOBBIX HMHCIEKUUH cuUCTeMbl (papmakoHaa3opa
npoBepsieTcs coOmoaeHne TpeboBanuii akToB opranoB Coro3a 1 3aKOHOAATENLCTBA TOCYJapCTBa-
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ysieHa B chepe papmakoHaazopa. B 3aBUCUMOCTH OT THIIA MHCTIEKIIMY UHCTIEKTUPOBAHUE JTOJIKHO
BKJIIOYATh B Ce0s OLIEHKY CIEIYIOLINX IEMEHTOB CUCTEMBI:

a) MpoLeaypsl padoThl C UHAUBUAYATbHBIMU COOOIICHUSIMU O HEKEIATEIbHBIX PEaKIUsixX Ha
JIEKApCTBEHHBIN IIpenapar:

cOOp COOOIICHHUH, MOJYYEHHBIX M3 BCEX HCTOYHHUKOB, B TOM 4YHCJIE OT OOBEKTOB M
OpraHu3alyii, B paMKaxX CHCTEMbl (papMaKOHa30pa, a TAKXKE OT T€X OpraHMU3alui, KOTOpbIE Ha
KOHTPAKTHOW OCHOBE BBIMOJHSIOT 00s3aTenbcTBa 1O  (GapMaKoHAA30py Uil JeprKaTens
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS, a TaKkKe OT HMHBIX TMOApA3JeNeHU OpraHu3aliy, He
OTHOCAIIUXCS K cucTeMe (papMakoHaa30pa, 1 0OMEH TAKUMHU COOOIIEHUSMU,

OLIEHKa COOOIIEHUI, B TOM 4YHCIE MEXaHU3Mbl MOJYYEHHS M MpPOLEeaypa PErucTpaliu
OLIEHKH JIII, IPEJCTAaBUBIIMX COOOLICHUS, UCIIOIb3yeMasi TEPMUHOJIOTHS, OIIEHKA Cephe3HOCTH,
MPEIBUACHHOCTH U IPUYMHHO-CJIEICTBEHHOH CBA3H;

peructpanus pe3yJbTaToB MOCIEAYIOUIEro coopa JaHHBIX U UCXOJI0B (HapUMep, UCXO B
Cllydasix BO3JICMCTBUS JIGKAPCTBEHHOTO IIpernapara Ha IUI0J B TEepuojJ OepeMEeHHOCTH H
MEIUIIMHCKOE MOATBEPKIEHNE COOOIIEHUH, TOTYYEHHBIX CO CTOPOHBI MAIUEHTOB);

BBINOJIHEHUE TpeOOoBaHUN akTOB opraHoB Co103a U 3aKOHOJATEIbCTBA FOCYIapCTB-WICHOB,
[0 TPEJICTaBICHUIO PA3JIMYHBIX THUIOB HWHAMBUAYAIbHBIX COOOLIEHUI O HeXeIaTelbHbIX
peaKkIMsX Ha JICKapCTBEHHBI NpenapaT B COOTBETCTBYIOLIME YIIOJHOMOUYEHHBIE OpTaHBI
roCy/1apCTB-4JICHOB;

BEJCHHWE JOKYMEHTAllMM W  apXUBUPOBAaHME WHAMBUIYAIbHBIX COOOLICHHH O
HEeKeJlaTeJIbHBIX PeaKkusiX Ha JeKapCTBEHHBIH npenapar;

0) mepuoaYecKre OOHOBIISIEMbBIE OTYETHI IO OE30MAaCHOCTH (ECIH MPUMEHUMO):

MOJIHOTA W JIOCTOBEPHOCTh  BKJIIOUEHHBIX JAHHBIX, OOOCHOBAaHHOCTh pEIICHUH,
OTHOCSIINXCS K JaHHBIM, KOTOPBIE HE BKIIIOUCHBI,

MPaBWJIBHOCTh MPEJCTABICHUS U OLEHKHM HMH(GOpMaluu Mo 0e30MacHOCTH, OMpeesIeHus
M3MEHEHHH Tpoduiisi 0€30MacHOCTH, MPEACTABICHUE PE3yIbTaTOB COOTBETCTBYIOIIUX aHAJIN30B
U Mep;

oopmieHre u npeacTaBicHHEe UHPOPMALUU B IEPUOANIECKOM OOHOBIISIEMOM OTYETE IO
0€30MacCHOCTH B COOTBETCTBUHU C YCTAaHOBJIEHHBIMH TPEOOBaHUSIMU;

CBOEBPEMEHHOCTD IIPE/ICTABICHUS OTYETOB;

B) HEIpPEPBIBHAS OLIEHKA PO uIsi 0€30MacHOCTH:

MCIOJIb30BaHUE BCEX UCTOYHUKOB MH(POPMALINU 151 OOHAPYKEHHUSI CUTHAJIA;

MpaBWJIbHOE MPUMEHEHNE METOI0JIOT MY aHaIn3a HHGOpMaIuy;

COOTBETCTBHE TPOLEAYP pACCIENOBaHUS U TMOCIEAYIOIMMX ACUCTBUH (Hampumep,
BHEJPEHHE PEKOMEH Al OCie aHaIn3a IaHHbIX);

peanu3arys 1jaaHa yrpaBieHHs] pUCKaMU WX APYTHX 005S3aTEeNbCTB;

CBOCBPEMEHHOE  BBIBIIEHUE U  MPEJICTaBICHHE TMOJHBIX W  TOYHBIX  JaHHBIX
YIOJIHOMOYEHHBIM OpraHaM T'OCYAapCTB-WIEHOB, B YACTHOCTH B OTBET HAa KOHKPETHBIE 3aIPOCHI
JTAaHHBIX;

BKJIIOYCHHE YTBEP)KICHHBIX M3MEHEHUH B HCIIOJIb3yeMble HH(OPMAIIMOHHBIE COOOIICHNS,
Kacaroluecsi 0e30MacHOCTH, U B HMH(OPMALIMIO O JIEKAPCTBEHHOM Ipenapare, B TOM 4HCIIe
BHYTpeHHEe MH(GOPMHPOBAHUE U OOpPALICHUS K CIEUUAINCTAM CHUCTEMbI 3[PABOOXPAHCHUS H
nanueHTam;

I') MHTEPBEHIIMOHHbIE (IIpU HEOOXOIMMOCTH) W HEHMHTEPBEHLMOHHBIC KIMHUYECKHE
UCCIIETOBAHMUS:

NpPEJCTaBICHUE  COOOINEHUH O  TMOAO03PEBAEMBIX  CEPbE3HBIX  HEMPEIBUACHHBIX
HEXKEeNaTeJIbHBIX PEaKIUsIX B COOTBETCTBMM C TpeboBaHusMU Hactosumx Ilpasun, [IpaBun
HaJUIeKalled KJIMHUYECKON IPAKTUKU EBpa3suiicKOro 3KOHOMHUYECKOI'O COK03d, YTBEPIKIECHHBIX
Pemenuem Comera EBpasmiickoil skoHOMHYECKOW Komuccuu OT 3 HosOps 2016 T. Ne 79, u
3aKOHOJIATEIILCTBA TOCYJaPCTB-UICHOB;

MOJIy4Y€HHUE, PETUCTPALINS U OLIEHKA CIIy4aeB He)KeaTeNIbHbIX peaKlUid, BEIIBJICHHBIX B X0J1€
MHTEPBEHIIMOHHBIX U HEMHTEPBEHIIMOHHBIX KIIMHUYECKUX UCCIICIOBaHUA;



48

MIpPe/ICTAaBJICHHE pe3ylbTaTOB HCCIENIOBAaHUS W COOTBETCTBYIOIIEH HHQOpMAIUK IO
0€30MaCHOCTH JIEKapCTBEHHBIX IPENapaToB B (hOpME OTYETOB COTIACHO TPEOOBAHUSIM HACTOSIIIUX
[TpaBuin, [IpaBun Hagiexkalen KIMHAYECKON MPAKTUKU EBpa3uiickoro 3KOHOMHUYECKOT0O CO03a U
3aKOHOJIATENILCTBA TOCYJapCTB-UICHOB;

COOTBETCTBYIOIIMI BBHIOOP CIPaBOYHOW HHGPOPMAIMK O OE30MacHOCTH, TOIEPKaHHE
aKTyaJbHOTO YpOBHS HH(pOpMalMu B OpouUIIOpax HCCIeAoBaTeNs HIM HHGOpMAIMHU IO
0€e30IMacHOCTH 151 HAllUEHTa;

BKJIIOYCHHUE JIaHHBIX HCCIENOBAaHMS B TEKYLIYI0 OLEHKY mpoduis O0e30MacHOCTH
JIEKapCTBEHHOT'O IIpernapara;

1) IpOIIelypbl CUCTEMBI (DapMaKOHaA30pa:

poNu ¥ 00S13aHHOCTH YTIOJIHOMOUYEHHOTO JIUIIa 1Mo (papMakoHaA30py, HAIPUMEp, TOCTYI K
cucTeMe KadecTBa (papMakOHaa30pa, mMacTep-¢ailily cuctemsl (apMakoHaI30pa, MOKA3aTesIM
3¢ PeKTUBHOCTH M HHIWKATOpaM CHUCTeMBbl (apMakoHaa30pa, OTYETaM [0 ayAuTaMm |
MHCTIEKIIMAM, UMEIOIIMM OTHOILIEHHE K chcTeMe (apMakOHaa30pa, a TaKKe HUX CIIOCOOHOCTD
MPUHUMATh MEPHI 0 YIYUIIEHHUIO COOTBETCTBUS CUCTEMBI (DapMaKkoHa130pa TPEOOBAHUSM aKTOB
opranoB Co103a U 3aKOHO/IaTENIbCTBA TOCY1aPCTB-YICHOB;

ponu U OOSA3aHHOCTH JEp)KaTeisl PEruCTPAlMOHHOTO YAOCTOBEPEHHS B OTHOUICHUU
cucTeMbl (hapMaKkoHa130pa;

TOYHOCTbH, TIOJTHOTA U TMOJJAEpPKaHUE aKTyaJbHOro YpPOBHsS MH(pOpMaluu B mactep-Qaiiie
cucTeMbl (hapMaKkoHa130pa;

KauecTBO U COOTBETCTBUE YPOBHSI MOATOTOBKH, KBAIU(DPHUKAIIMHN U OIBITA IIEPCOHANIA;

OXBaT U COOTBETCTBHUE CUCTEMBI KAUueCTBa B OTHOLICHUU CUCTEMBI (papMaKkoHaaA30pa, B TOM
YlClie BBIMOJIHEHHE MTPOLIECCOB KOHTPOJIS KayecTBa U 00ecliedeH s KauecTBa;

INPUTOJHOCTh  UCTOJB3YEMBIX KOMIIBIOTEPHU3UPOBAHHBIX CUCTEM JJIsl  BBIOJIHEHUS
KOHKPETHBIX (PYHKIIHIA;

COTJIAIIEHUSI CO BCEMHU YYacCTBYIOUIMMU CTOPOHAMH, COOTBETCTBYIOIIMM 00pa3oM
OTpaXkalllie OO0S3aHHOCTHM W MEpONPUATUS IO BBINOJHEHHIO (hapMakoOHAI30pa, a TaKke
Ha/IJIeKalllee UX BBITOJHEHHE;

€) BBHIIIOJIHEHUE YCIIOBUM perucTpali M  COOTBETCTBUE OCYIIECTBISEMBIX  MeEp
MUHHMM3ALNAN PUCKOB YCTaHOBIIEHHBIM TpeOOBaHUAM (TIPU HEOOXOMMOCTH).

O0beM MHCIIEKIUM NP BHEIVIAHOBBIX HHCIEKIUAX (papMaKkoHaa30opa

170. OObeM BHEIUIAHOBON HWHCHIEKIMM 3aBUCHT OT IMPUYUH €€ HazHaueHus. B uucio
OLICHUBAEMBIX ACIEKTOB CHUCTEMBbI MOTYT BOMTH ACHEKTHI, YKa3aHHbIE B IIyHKTE 169 HacTosmmx
[TpaBw1, a TakXe CIEIYIONINE aCTIEKTHI:

a) BOBJICUCHUE M MH(POPMUPOBAHHOCTH YIIOJTHOMOYEHHOTO JIUIA MO (apMaKoHAI30py IO
BOIIPOCaM, CBSI3aHHBIM C KOHKPETHBIM JICKAPCTBEHHBIM IIPETIapaTOM;

0) yriyOieHHOe HW3y4YeHHE TMPOILECCOB, MPOLEAYp HIPHUHATUS PEIICHHUH, BBITOJHEHUS
MH(OOPMHUPOBAHMS M PEANIM3AIMA MEpP, CBSI3aHHBIX C KOHKPETHBIM (PAaKTOPOM HHHUIIUAPOBAHUS
WHCIICKITUH U (WJIN) JICKaPCTBEHHBIM TPEIapaToM.

O0beM HHCIIEKIIMH NIPH MOBTOPHBIX HHCIEKIUAX (apMaKOHAA30pa

171. Onpenensis 00beMbI PabOT 10 TPOBEACHHUIO IIOBTOPHOM MHCIIEKIINH, HY)KHO YYUTHIBATh
CIICAYIOIIHNE aCTIEKThI:

a) aHaJIM3 COCTOSIHUS CHCTEMBI M (WJIM) TUIaHa KOPPEKTUPYIOIUX M MpPerynpeauTebHbIX
MEPONPUATHIA, pa3pabOTaHHOTO MO pe3yJIbTaTaM MpeIblIyIeH HHCIeKINH (hapMaKoHaI30Da;

0) aHaTM3 3HAYUTEIBHBIX U3MEHEHUN, KOTOPhIE BHECEHBI B cCUCTeMY (papMakoHaA30pa CO
BPEMEHHU TOCJIEeAHEeH HWHCIEeKUUU ¢dapMakoHaa30pa (HampuMep, H3MEHEeHHe Oa3bl JTaHHBIX
dbapmakoHaa30pa, CAMSHUE WM TIOTJIONIEHHE KOMIIAHUM, 3HAUWUTElIbHbIE HW3MEHEHUs B
JIOTOBOPHBIX BHJIAX JAEATEIBHOCTH, 3aMEHA YIIOJIHOMOYEHHOTO JINLA 10 (hapMaKOHAI30py);
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B) aHAJIM3 TIPOIECCOB M (MJIM) BOIMPOCOB B OTHOIICHHMH KOHKPETHOTO JIEKApPCTBEHHOTO
mpermapaTa, BBISIBICHHBIX B Pe3yJIbTaTe OLEHKH WH(OpMAILWU, TMPEICTABICHHOW IepiKaTelieM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS, WM HE BKJIIOYEHHBIX B O0BEM HHCIEKTUPOBAHUS
NpEAbIAYIIEH HHCIIEKIUEH.

O6beM TOBTOPHOW MHCHEKIMH ONpeNeNnsercs pe3yJbTaTaMH  IPeAIIECTBYIOMNX
WHCIEKIUHA W MOXET OBITh pacIIUpeH C ydeToM psiga (akTopoB (HampuMmep, MPOMISAIIEro
BPEMEHH C JIaThl MPOBEJIEHUS MpEIUIeCTBYIONIEH HWHCHEKIUH, O0beMa MpealecTBYOmen
WHCTIEKIINH ).

6. Ilpouecc nHCIEKIUU

172. Uncniekunu ~ (hapMakoHam3opa HEOOXOAWMO  IUIAHUPOBATh, KOOPIWHUPOBATH,
MPOBOJIUTH, MPEICTABIATh OTUYETHI O HHUX, KOHTPOJIUPOBATH BHIMOJHEHHE 3aMEYaHUN H
JOKYMEHTHUPOBAaTh B COOTBETCTBHH C TIPOIEAypaMU WHCIEKIHMHA, OCYIIECTBISIEMbIX Ha
TEPPUTOPHUAX TOCYAApPCTB-wIeHOB. (COBEPIICHCTBOBAHWIO M TapMOHH3ALUU TPOBEICHUS
WHCIEKIUHA OyIyT CIOCOOCTBOBATH COTJIACOBAaHHBIC MPOILIECCHI U MPOILEAYpPhl, COBMECTHBIC
MIPOBEPKH, OOMEH OTBITOM U 00yUeHHE HHCIIEKTOPATOB YIIOJTHOMOYCHHBIX OPTaHOB TOCYIapCTB-
YJICHOB.

173. Ilpoutenypbl cucteM dapMakoHaa30pa ITOJDKHBI BKJIIOYaTh B CeOS  CIEAYIOIIHE
OCHOBHBIE MTPOLIECCHI (TIpU HEOOXOIMMOCTH BO3MOXKHA Pa3pabOTKa HOBBIX MPOLIETYP):

a) obmeH uHdopmaIuen;

0) TUTaHUPOBAHKE UHCIICKIINN;

B) IOPETUCTPAITMOHHBIC MHCIICKIINY;

T') KOOpIUHAIIVS HHCIICKIIHIA CUCTEM (apMaKkoHaA30pa B TOCYIapCTBaX-ueHaX;

1) KOOpAWHAIMS WHCIIEKIIUH, MPOBOJUMBIX B TOCYIAapCTBaX, HE SIBISIONIMXCS UWICHAMH
Coro3a (B TOM 4yHCIlie UHCIEKIIUN TOIPSITYUKOB);

€) MOJArOTOBKAa MHCIIEKIIMK CUCTEM (papMaKOHAA30DPa;

) MIPOBEJIEHNE MHCTIEKINI crucTeM (hapMaKoHAI30pa;

3) OTYETHOCTH TI0 MHCIICKIIUSAM CHCTEM (papMaKoHaA30pa U MOCIETYIOIIUI KOHTPOIIb;

1) HTHQPOPMHUPOBAHUE WU TPHUOPUTETHOCTh WHCHEKIUH (QapMakoHAA30pa U MOTyYEHHBIX
pe3yIbTaTOB;

K) BEJICHHE y4eTa U apXUBUPOBAHUS TOKYMEHTOB, MOJTYYCHHBIX B Pe3yJIbTaTe WHCIEKIUN
cucteM GapMaKOHaI30pa;

1) BHE3aITHbIE MHCTICKITUH;

M) CAaHKIIMM ¥ PETYJSATOPHBIE WM TPUHYIUTEIbHBIE MEphl B ClIyd4ae CEephe3HOTO
HecoOMroAeH s TpeOOBaHU 3aKOHOIATEIHCTBA TOCYAAPCTB-UICHOB U HacTosnwmx [IpaBu;

H) yKa3aHUsl 10 TIOATOTOBKE HHCIIEKTOPOB, BBIMOJHSIONIMX HWHCIEKIUH CHCTEM
bapmakoHaa30pa, 1 0OMEHY OIBITOM PabOTHI.

7. KOHTPOJIb BBINOJIHEHHUS 3aMeYaHU il HHCTIEKIIUU

174. B cny4yae BBISBICHHS B XOJE€ WHCIEKIMH HECOONIONCHUS O0S3aTeIbCTB I10
dapmakoHagzopy TpeOyercs TMOCIEIyIOMUM KOHTPOJIb JO TIOJHOIO BBHINOJHEHHS IUIaHa
KOPPEKTUPYIOIIUX U IPELyNpPEeAUTENbHBIX aeicTBU. ClleyeT YUUTBIBATh CIEAYIOIINE METObI
KOHTPOJIS:

a) aHaIM3 IIJJaHa  KOPPEKTUPYIOIIMX U MPEAyNPEIUTENbHBIX MEp  JepKareis
PETUCTPALIMOHHBIX YIOCTOBEPEHMUIA;

6) aHaJIN3 MEPUOANYCCKUX OTUYCTOB O XOJC BBIINOJIHCHUA pa60T o pcajiu3anvu IIJIaHa
KOPPEKTUPYIONTUX U MPEAYNPEAUTENHHBIX MeP (B CITydae HEOOXOIUMOCTH);

B) MOBTOPHASI MHCIIEKITUS JJIs1 OLIEHKH HAJIEKAIIETO BHIMOTHEHUS IJIaHA KOPPEKTUPYIOLIUX
Y peyNpEeauTENbHBIX JEHCTBUN;
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T') 3a1poc O MPEJICTaBICHUH paHee He MPECTaBICHHbBIX JaHHBIX, H3MEHEHU (Harpumep, B
MH(OPMAIIHIO O JIGKAPCTBEHHOM IIpernapare), aHaIu3a BIUSHUAS (HapUMep, pe3ysibTaT aHallu3a
paHee He BKIIFOUEHHBIX B aHAJIW3 JAHHBIX MPU BHIMOJIHEHUU MTPOLEAYPHI BbISBICHUS CUTHAIIA);

1) 3apoc O HajuiexameM WHGOPMUPOBAHWU, BKJIIOYAas BHECEHHWE W3MEHEHHH B
nH(}OpMaLINIO, TPEJICTABISIEMYIO B PaMKaX MapKETHHTOBOM JNEATENbHOCTH, U (WJIH) PEKIAMHYIO
UH(pOpMAIINIO;

€)3alpoc O BCTPEYE C JIepiKaTeleM pPErucTPaliOHHOTO YJIOCTOBEPEHUS C LENbi0
OOCYXXJICHUSI BBISBICHHBIX HEIOCTAaTKOB (HECOOTBETCTBMH) MW WX BIHUSHHUS Ha TUIaH
KOPPEKTUPYIOIIUX U MPEAyIPEIUTEIbHBIX MED;

) repegaya pe3ysibTaTOB MHCIEKIMU JPYTUM YIOJIHOMOYEHHBIM OpraHaM roCyJapCTB-
YJICHOB;

3) Apyrue IeUCTBUs, CBSI3aHHBIE C JIEKaPCTBEHHBIM MPENapaToM, B 3aBUCUMOCTH OT BIIMSTHUS
HEJO0CTAaTKOB (HECOOTBETCTBUMN) U PE3yJIbTAaTOB MOCIEAYIOUUX ASHCTBHM (Cloga MOTYT BXOJAUTH
OT3bIBbl WJIM JEHUCTBUS, CBSI3aHHBIE C BbIAAYEW PErUCTPALMOHHBIX YIOCTOBEPEHUM WIIU
paspenieHuii Ha TPOBEICHUE KIMHUYECKUX UCTIBITAHUMN ).

8. JleiicTBMA ¥ CAHKIMHU YIIOJTHOMOYEHHBIX OPraHOB rOCy/1apCTB-4/1€HOB

175. YnomHOMO4YEHHBIE OpraHbl OOECMEYMBAIOT KOHTPOJIb BBITTOJIHCHHS JIEP)KAaTEIIMU
PETUCTPAIIMOHHBIX YJOCTOBEPEHUN O0O0s3aHHOCTEH MO (hapMaKOHAI30py B COOTBETCTBHH C
3aKOHOAATEIHCTBOM T'OCYNapCTB-WwIEHOB U HacTosimuMu [lpaBunamu. B ciyuyae obHapyskeHus
HECOOI0/IeHns. TpeOOBaHNN MIIM HEBBIIIOJHEHUsI 0053aTENIbCTB 1O (hapMaKOHAA30py ACUCTBUS,
KOTOpBIE€ HYKHO MPEATNPUHSATH, TOJKHBI OTIPEACIATHCS B KAXKI0M KOHKPETHOM CIIy4yae OTAEIbHO.
Bribop HeoOXOAMMBIX JEHCTBUH 3aBHCUT OT TOTEHIMAIBHOTO HETaTUBHOTO BIUSHHA
HECOOTBETCTBUH (HECOOI0/ICHHUS) Ha OOIIECTBEHHOE 37I0pPOBbE (3/I0pOBbE HACETICHUS ), HO JTFOOOM
cilyuyail  HECOOTBETCTBHS  (HECOONIOJEHHS]) MOXKET  yYUTHIBAThCS MpPU  MPUMEHEHHH
NpUHYIUTENbHBIX Mep. [Ipu HeoOXoauMOCTH YHOJTHOMOYEHHBIN OpraH JOJDKEH OOecHeurThb
npuMeHeHne 3()(PEeKTUBHBIX, COPa3MEPHBIX M CHEPKUBAIOLIMX MEpP BO3JEHCTBUSA K JEpPXKATEIIO
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

176. B coorBerctBuM ¢ HactoAmumu IlpaBunamu ¥ nOpaBUiIaMH, YCTaHOBJIEHHBIMHU
3aKOHOJIaTEIILCTBOM TOCYJIapCTB-WICHOB (IMPU HEOOXOIWMOCTH), B CIllydae HECOOIIOICHUS
Jiep KaTesieM PEerHCTPAllMOHHOTO YAOCTOBEPEHHUS 0053aTENbCTB MO (hapMaKOHA30py BO3ZMOXKHO
MIPOBEJICHUE CIEAYIOIIUX MEPOIIPUATHI:

a) o0y4YeHHe U COJICHCTBUE: YITOJHOMOYEHHBIE OPraHbl TOCYAapCTB-WIEHOB OCYIIECTBIISIOT
B3aUMOJICCTBUE C MPEACTABUTEIAMH JACpKATENIe  pPErHCTPALMOHHBIX  YIOCTOBEPEHHI
(Hampumep, Ha CcOOpaHUM), YTOObI OOOOIIUTH BBISBICHHBIE HECOOTBETCTBUS, Pa3bICHHUTH
YCTaHOBJICHHbIE TPEOOBaHUS U OXHUAAHUSA YIOJIHOMOYEHHOIO OpraHa rocyAapcTBa-ujeHa, a
TAaKXKe pPacCMOTPETh KOPPEKTHPYIOIIUE W TpeAyNpeauTelbHbIe JeHCTBUSA, IpeiaraeMble
JepKaTesieM PEeruCTPallMOHHBIX YIOCTOBEPEHUI;

0) npexacrasieHue HHGHOPMAIMH APYTUM YIIOJTHOMOYEHHBIM OpraHaM IoCyJapCTB-YJICHOB B
paMKax JOTOBOPEHHOCTEH 1Mo 00ecTeueHnI0 KOH(UICHIINATbHOCTH;

B) MHCIICKTUPOBAHUE Jiep)KaTesiell PErHMCTPallMOHHBIX YIOCTOBEPEHHH, KOTOphIE He
coOMIOAal0T 00s3aTENIbCTBA WIJIM HE BBIMOJHAIOT TPeOOBaHMS, MOXKET IPOBOAUTHCA C LEJBIO
OIpeNIeJICHUs]  CTENEHH HecoONo/eHust  (HeBBINOJMHEHHs) akToB opraHoB Coro3a u
3aKOHOJATENhCTBA TOCYJApCTB-4JIEHOB, B TMOCIEAYIOIIEM C LEJIbI0 MOJITBEPXKICHUS HX
coOroieHUs (BBITIOTHEHHUS );

T') HalpaBJIEHUE MUChMa-TIPEAYTPEKIACHUS, 3asIBICHUSI O HECOOIIOICHNN (HEBBIMIOIHEHNH )
00s13aTeNbCTB MO  (apMaKOHAA30py MM YBEAOMIIEHHS O HapylIeHHH 0053aTelnbCcTB IO
(dbapMakoHaa30py, BbIAABAEMbBIX YIOJIHOMOYEHHBIM OpPraHOM C YyKa3aHWEM HOPMAaTHBHOIO
MIPABOBOTO aKTa, KOTOPBIN OB HAPYIIEH, C IeJbI0 HATOMUHAHMS IEPKATEISIM PETUCTPAIMOHHBIX
yAOCTOBEpeHUi 00 UX 00s13aTeNnbCcTBaxX Mo papMaKOHAA30py WM MepaxX, KOTOPhle OHU JOJKHBI
MIPUHSATH, a TAK)KE O CPOKAX, YCTAHOBJICHHBIX JUUIsl YCTPAHEHUsI HECOOTBETCTBUIA MM HapyIICHHA;
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1) PACCMOTPEHUE YIOJHOMOYEHHBIMM OpraHaMHM TIOCYyJapCTB-WwIEHOB Bompoca 00
OITyOJIMKOBAHUU CITUCKA JiepKaTeleld peruCTpallMOHHBIX YAOCTOBEPEHUH, KOTOPHIE CEPhE3HO WIH
IIOCTOSIHHO HapylIaloT TpeOoBaHUs akToB opraHoB (Coro3a M 3aKOHOJAATENILCTBA I'OCYJAapCTB-
YJICHOB;

€) ACUCTBUS B OTHOUIEHHH PErMCTPALMOHHOIO YAOCTOBEPEHUS WM 3asBJICHUS Ha
PEruCTpaLMIO JICKAPCTBEHHOTI'O IIpernapara, Halpumep:

OKCTPEHHOE BBEJICHHE OrPAaHUYEHUH, CBSI3aHHBIX C HOpodmieM  Oe30MacHOCTH
JIEKApCTBEHHOI0 IIperapara;

BHECEHNE U3MEHEHUM B JOKYMEHTBI PETUCTPALMOHHOTO JOChE JIEKApCTBEHHOTO IIpernapara;

IIPUOCTAHOBKA WM AHHYJIMPOBAHUE PErMCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOI'O
Ipenapara;

IIPUOCTAHOBKA PACCMOTPEHMsI HOBBIX 3asBICHUM Ha IIOJIYy4Y€HUE YAOCTOBEPEHUU O
rOCyJapCTBEHHON PEruCTpaluy [0 pEAlM3aldd KOPPEKTUPYIOIUX M MPEeRylpeIUTEIIbHBIX
JIEHCTBUIA;

Ha3Ha4YEHUE JOPETUCTPALIMIOHHBIX NHCIEKIMHA CUCTEMBI (hapMaKOHA130Da;

) OT3BIB JICKAPCTBEHHOTO Mpernapara ¢ pplHKa (Harnpumep, B ciiydae eciid B HH(OpMAIIHIO
0 JIEKapCTBEHHOM IIpenapare He BKJIIOYEHbI BAyKHbIE MPEAYIPEXKICHHS 110 0€3011aCHOCTH);

3) IENUCTBHSI, CBA3aHHBIE C MAPKETUHTOBOM MM peKsiaMHON HH(OpMaIueii;

1) BHECEHME TOIPABOK B MPOTOKOJBI MM MPUOCTAHOBKA KIMHHYECKUX HMCCIEIOBAHUN B
cllyyae BBIABICHHS MW3MEHEHUH mpopmist Oe30MacHOCTH KOHKPETHOTO JIEKapCTBEHHOIO
Ipenapara;

K) aIMUHUCTpAaTUBHBIE IITpadbl B COOTBETCTBHM C 3aKOHOAATEIHCTBOM T'OCYIapCTB-
YJICHOB.

9. KBanudukanus u o0y4eHHe HHCIIEKTOPOB

177. UHCIeKTOpBI,  KOTOpbIE  Y4YacTBYIOT B  TPOBEICHHM  HMHCHEKIMA  CUCTEM
(dhapmMakoHaa30pa, JAOJDKHBI SBISATHCS CHCIHATUCTAMH YIOJTHOMOYEHHBIX OPTaHOB TOCYIapCTB-
YJIEHOB WJIM JIMLaMH, HAa3HAYEHHBIMH B COOTBETCTBUU C TPeOOBaHUSMHU 3aKOHOJATENbCTBA
roCy/apCcTBa-uwieHa, a TaKXKe JOJDKHBI COOJIOAATh TOJOKEHUS PYKOBOACTBA MO KadeCTBY
MHCIIEKTOpaTa yIoJIHOMOYEHHOT0 OpraHa rocyaapcrpa-wieHa. Cieayer Ha3HayaTh MHCIIEKTOPOB
HA OCHOBAaHMHM UX OIBITAa W TpeOOBaHUI, OMpEACNECHHBIX YIOJTHOMOYECHHBIM OpPTaHOM.
HNHCcnekTopbl MOJDKHBI MPOUTH 00ydeHHWe B 00beMe, HEOOXOIAMMOM i oOecreueHus HX
KOMITETEHTHOCTH B 00JIACTSX, TPeOYEeMBIX JUIsSl MOATOTOBKH U MIPOBEICHUS MHCIIEKIIIA, a TaKKe
MOATOTOBKU OTYETa O MPOBEJNCHHBIX HHCHEKUUAX. OHU JOJDKHBI TakKe NPONTH 00ydeHue
mporeccam u TpeboBaHusIM (hapMakoHaA30pa TAKUM 00pa3oM, YTOOBI OBITH CTIOCOOHBIMY OIICHUTH
pa3IMyYHbIe aCIIEKThI CUCTEMBI (hapMaKOHa130pa B ClIyyae OTCYTCTBUSI COOTBETCTBYIOLIETO OMbITA.

10. YnpaBienne kauecTBOM Mpoecca HHCNEKTHPOBaHUS (P apMaKOHA/A30pa

178. KauecTBO mporiecca WHCIEKTUPOBAHMS CHUCTEMBI (hapMaKOHAI30pa peryaupyercs
YOOJIHOMOYCHHBIMH OpraHaMi, BXOJIUT B YHCJIO BOIIPOCOB, Ha KOTOPLIC PaACIPOCTPAHSACTCA
CHCTEeMa KayecTBa CUCTEMBI (hapMaKOHaI30pa YHOJTHOMOYEHHOI'O OpraHa rocyJapcrBa-ujieHa, u
ITOJICYKUT ayJuTy. YHoJIHOMOYEHHBIE OpraHsbl roCy1apCTB-4JIEHOB dbopmupytoT
TapMOHHU3UPOBAHHBIE TPOLEIYypbl HMHCIEKTHUPOBAHUS C IeJbl0 OOecreueHus KayecTsa,
COI'J1IaCOBAHHOCTHU u B3aNMHOI'O IMMPpU3HAHUSA PE3YyJILTATOB HHCIICKTUPOBAHUA CUCTEM
(dbapmakoHaa30pa aeprKaTesield peruCTPallMOHHBIX YAOCTOBEPEHUH.

11. CorpynaudectBo B pamkax Coro3a. KosiekTuBHOE HCIIO/Ib30BaHUEe HHpopManun

179. YnomHOMOYEHHBIE OpraHbl O00s3aHBl COTPYIHWYATh, YTOOBI O0OJEryuTh OOMEH
uHpopManueit 00 MHCHEKIUIX CHCTeMBbI (hapMaKOHa130pa, B YACTHOCTH:
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a) nHpopManmet 00 WHCIEKIUAX, KOTOphIC 3aIllJIJaHUPOBAHBI U TPOBEIACHBI, C IEJBIO
YCTpaHEHUs1 HEHY>KHBIX TIOBTOPOB U NyOnmpoBaHus padot B Coro3e, a TakkKe A7l ONTUMHU3AINH
UCIOJIb30BAHUS MHCIIEKLIIMOHHBIX PECYPCOB;

6) nadopmanueit 06 00beMe HHCTIEKIINHU C LENbIO TUTAHUPOBAHUS CIIETYIOIIUX WHCTICKIINT;

B) MH(opManel o pe3yibTaTax HMHCIEKLMH, B YaCTHOCTM B TOM Cly4yae, Korja
pe3yJabTaTOM SBISICTCS BBIBICHUE (DaKTa HEBBIMOJHEHUS JEp)KaTelleM PEerucTpariiOHHBIX
YI0CTOBEpEHU TPeOOBaHMIT 3aKOHOAATEIBCTBA TOCYIaPCTB-WICHOB U HacTOsUX [IpaBwuil.

180. YrionHOMOYEHHBIE OpraHbl TOCYJapCTB-WICHOB OOMEHHMBAIOTCS HH(opMaruei o
KPUTHYECKMX U CYLIECTBEHHBIX BBIABICHHBIX HEJOCTATKAX, a TaKXK€ KPaTKUM H3JI0)KEHUEM
KOPPEKTUPYIOLIUX U MPEAYINPEAUTENBHBIX JEUCTBUN U UX NaJIbHEHIIUM KOHTPOJIEM.

12. Posib yNOJIHOMOYEHHBIX OPTraHOB IOCy/IapPCTB-YJIEHOB

181. YmonHOMO4YeHHBIE ~ OpraHbl  OOECHEeYMBAIOT  CO3/aHUE  IOPUIUYECKOH |
OpraHu3allMOHHONW ©0a3bl U1  BBINOJHEHHS (QYHKIMM 10 HWHCIEKTUPOBAHUIO CUCTEM
(bapMakoHaa30pa AepKaTeNneil perucTpalMoOHHbIX yI0OCTOBEPEHHIA, BKIIOUAsi ONpeeNiCHHE IPaB
MHCIIEKTOPOB B OTHOLICHUM MHCIEKTUPOBAHUS MECT OCYIIECTBICHUS JESITEIbHOCTH IO
(apMakoHaa30py U OLIEHKE JAHHBIX 110 (papMaKOHAA30PY.

182. 'ocynapcTBaMu-4ieHaMu  JTOJDKHBI  OBITh  BBIJICTICHBI JTOCTAaTOYHBIE PECYpPCHl H
OIpeJiesieHbl  KBaJM(UIIMPOBAHHBIE WHCIEKTOPbl C Meblo  olecriedeHus 3((HEKTUBHOTO
BBINOJIHEHUS MTPOLIEYPhI OLIEHKH BBIIIOJHEHUS AE€PKATEIIMU PETUCTPALIMOHHBIX yI0CTOBEPEHHH
00513aTeNbCTB MO (hapMaKOHA/I30py B COOTBETCTBUHM C TPEOOBAHUSMHU TOCYAAPCTB-WICHOB WU
Hacrosmux IIpaBun. Ilpu HEOOXOIMMOCTH K NPOBEACHUIO MHCIEKIMH MOTYT HPHUBIEKATHCS
JKCIIEPTHl B 0oliee y3KHX OONACTSIX NEATENHHOCTH 1O (apMakoHAA30py. YIIOTHOMOUYEHHBIC
OpraHbl MOTYT IpHU HEOOXOAMMOCTH HAIPaBIATH 3alpOC O COJACHCTBUM B IPOBEICHHUU
MHCIIEKTUPOBAaHUS B JIPyroil YIOJHOMOUYEHHBIH OpraH ¢ o0ecrneueHHEeM COOTBETCTBYIOIIETO
JOCTyIa K MECTY ITPOBEIECHUS MHCIIEKLIMU U OLIEHUBAEMbIM JaHHBIM CUCTEMBI (papMaKOHa30pa.

183. YIOMHOMOYEHHBIMH OpraHaMH T'OCYJapCTB-WICHOB JOJDKHO OBITH 00ecredyeHo
IUIAHUPOBAaHME W  TPOBEJCHME HWHCIEKUMH cucreM  (apMakoHaj3opa  JiepkaTenei
PEruCTPALIMOHHBIX YAOCTOBEPEHUN B COOTBETCTBHM C TojpasnaenioMm 2 paszzaena IV Hacrosmumx
[TpaBu.

184. Ilpu pa3paboTke MjIaHa HMHCIEKUUH YIOJIHOMOYEHHBIH OpraH TOCyAapCcTBa-djieHa
3allpalllMBaeT  YNOJHOMOYEHHbIE  OpraHbl  MHBIX  TOCYAAapCTB-WJIEHOB  OTHOCHUTEJIBHO
MHCIIEKIIMOHHOTO CTaTyca M IUIAHOB MO HMHCIEKTUPOBAHMIO JAEp)KaTeslel PerucTpariioHHBIX
YIOCTOBEPEHUl, KOTOpBIE NpEANoNaraloTcs Uil BKIIOYEHMsS B IUIaH HMHCHEKTHUPOBAHUA, U
o0ecrieyrBaeT MJIaHUPOBAHUE C YUETOM IUIAHOB 0 MHCIEKTHPOBAHUIO MHBIX YIOJTHOMOUYEHHBIX
OpPraHoB TIOCYyJapcTBa-ujeHa C IEJbl0 MHHMMHU3ALUUM HEOOOCHOBAHHOIO AyOJMpPOBaHMS
BBINOJIHAEMBIX pabOT U ONTUMH3AIMU UCTIONIb30BAHUS HMEIOLIIXCS PECYPCOB.

185. B cnmywyae eciu yHOJTHOMOYEHHBIM OpPraHOM TOCYJapCTBa-Yj€HA IJIAHUPYETCA
IIPOBEJICHUE MHCIEKIMU AepikKaTels PErMCTPAlMOHHOIO YJIOCTOBEPEHMSI, KOTOPBIM IPOXOIUI
MHCIIEKTUPOBAHUE CO CTOPOHBI IPYTrOro YIOJHOMOUYEHHOI'O OpraHa rocy1apCcTBa-uwieHa, 10JIKEeH
ObITh 00ecrieyeH 0OMeH nHpopManuei B 4acTH 00beMa 1 Pe3yIbTaTOB BBITTOJIHEHHON HHCIIEKIHH
C LEJBI0 y4eTa MMEIOIIUXCA JaHHBIX MpHU IUIAHUPOBAHMHU, ONpPENEICHUU 00BbEMa M BPEMEHH
IIPOBEICHUS UHCIIEKIUH.

186. Cnenyet hopMHUpOBaTh €IUHBIN HHPOPMAIIMOHHBIN PECypC, COACPKAIINI Pe3yTbTaThI
MHCTIEKTUPOBAHUS CHCTEM (apMaKOHAaJ30pa JAepKaTeNieil perucTpalMoHHBIX YOCTOBEPEHUH, C
o0ecreyeHrneM 10CTyna K HeMy YIIOJIHOMOYEHHBIX OPraHOB T'OCYAapCTB-YIEHOB.

13. Poaib aepskaresiell perncTpaiMOHHBIX Y10CTOBePeHHU I

187. epkaTenn perucTpaliMoOHHBIX YAOCTOBEPEHUN, UMEIOLIME 3apETUCTPUPOBAHHBIE HA
TCPPUTOPUAX TOCYAAPCTB-UWICHOB JICKAPCTBCHHBIC MMPLCIIAPATHI, IMMOAJIC)KAT MHCIICKIIUAM CUCTCMbIL
bapmakonaazopa. JlepkaTtenu perucTpalliOHHbIX YAOCTOBEPEHUN 00sS3aHbI:



53

a) Bcerja ObITh TOTOBBIMU K MHCIIEKIIUH, IOCKOJIbKY MHCIEKI[MM MOTYT ObITh BHE3AITHBIMU;

0) BECTH U MPECTABIIATH 110 TPEOOBAHUIO MHCIIEKTOPOB HE Mo3/1Hee 7 pabounx JHEH mocie
MOJIyYEHHsI COOTBETCTBYIOILIETO 3ampoca MacTep-(haiin cucteMsl hapMakoHaaA30pa;

B) rapaHTHPOBATH MOJIyUYEHHE COTIIachs 10 Hayajla MHCIIEKLIUU Ha MPOBEICHHE UHCICKIH
OT OOBEKTOB, BBIOPAHHBIX JUISI MHCHEKIUH, K KOTOPBIM MOTYT OTHOCHUTBHCSI OpraHU3aluH,
BBITOJIHAONTME (PYHKIUH IO (papMaKOHAA30pY 0 COTTIAIICHHIO C JeprKaTelIeM PEeTUCTPAllMOHHBIX
YJIOCTOBEPEHUI;

T') IpeACTaBUTh MHCIEKTOpaM o0y HH(opMaruio u (WIM) JOKYMEHTAIUIo, KOTOpas
Heo0XoAnMa /171 MOATOTOBKY K MHCIIEKIIMH, B YCTAHOBJICHHBIE CPOKH WJIM BO BpPEMsI IPOBEICHMUSI
WHCTICKIIHNH;

1) TapaHTUPOBAaTh, YTO COOTBETCTBYIOLIUI MEPCOHAN, YYaCTBYIOIUN B IEATEIBHOCTH IO
(dapMakoHaa30py WJIM B3aMMOCBSI3aHHOM JESTEIbHOCTH, OYyIEeT NPUCYTCTBOBAaTH BO BpEMs
MHCIIEKIUU U 1aBaTh Pa3bsICHEHUS 110 BOSHUKAIOLIMM BOIIPOCAM;

€) TapaHTHUPOBATh HAJUJIeKAIllee U CBOCBPEMEHHOE BBIMTOJHEHHE MJIAHOB KOPPEKTUPYIOIINX
U TpeIyNpeuTeNIbHbIX MEPONPHUATHHA ISl YCTPaHEHHs BBISABICHHBIX BO BpPEMsSl HMHCIEKIMH
HE/IOCTaTKOB (HECOOTBETCTBUH) C YCTAaHOBJICHHEM IPUOPUTETOB IO KPUTUYECKHM H
CYIIIECTBEHHBIM HEJIOCTaTKaM (HECOOTBETCTBUSIM).

14. UncniekunoHHbIE COOPHI

188. COopsI 3a MpoBe/IeHNE UHCTICKITUN B3UMAIOTCS B COOTBETCTBUHU C 3aKOHOAATEIIHCTBOM
rocy1apCcTB-4JI€HOB.

V. Ayaut cucrembl (papmMakoHaazopa
1. Ayaut cucremMsl (papmMakoHaa30pa U ero meau

189. llenpro mpoBeACHHS aynuTa CHUCTEMBI (hapMaKOHaI30pa SIBISCTCS IMOJITBEPKIACHUE
COOTBETCTBUS U 3()(HEKTUBHOCTH BHEAPEHUS U (YHKIMOHUPOBAHUS CHCTEMBI (hapMaKoHaI30pa
MyTeM aHajh3a U OLEHKH OOBEKTHBHBIX (AKTOB, BKJIIOYas CHUCTEMY KauecTBa CHUCTEMbI
bapmakonaazopa.

190. Aynut mipeAcTaBisieT cO00M CHUCTEMaTHYECKUM, YHOPSIOYCHHBINA, HE3aBUCUMBIN M
JTOKYMEHTHPOBAaHHBIN MPOIECC NOTYYeHUsI M OOBEKTHBHOM OIICHKH (DaKTOB, XapaKTEPU3YIOIIUX
paboty cuctembl (hapmMakoHa/a30pa, C LENbI0 OMpEAENICHUs] CTENEHU BBIIOJHEHUS KPUTEPHUEB
ayauTa, CHOCOOCTBYIOIIUX YIIYYIICHHIO TIPOLIECCOB YIPABICHUS PUCKAMH, KOHTPOIS H
yOpaBlieHus mpoueccamu. AyAuTopckue (akThl COCTOAT U3 3amUcel, JOKYMEHTaJbHBIX
MOJTBEPXKACHUN WM MHOM MH(pOpMalKU, KOTOpas UMEET OTHOIICHHWE K KPUTEPHSIM ayJauTa H
noagaetcs nposepke. Kpurepun ayaura oTpaxaroT CTaHIApThI A€ATEILHOCTH U €€ KOHTPOJIS, IO
OTHOIIEHHUIO K KOTOPBIM BBINOJHAETCS OLIEHKA MPOBEPSIEMON CTOPOHBI U €€ JAEATEIbHOCTH.
[IpumenuTtensHO K cucteMe (papmMakoHaaA30pa KPUTEPUU ayIuTa JOJKHBI OTpaXkaTh TpeOOBaHMUs,
IpeabsBIsieMbIe K cucTeMe (DapMaKOHA/I30pa, B TOM YHUCIE K CUCTEME KayecTBa BBIMTOJHAEMBIX
npouenyp mo ¢dapMakoHaI30py, KOTOpbIE OINpEAeNsioTcs TpeOOBaHUSAMHU 3aKOHOJATENbCTBA
roCy/1apCTB-4I€HOB U HacTtosumx [Ipasui.

2. OcHOBaHHBII HA PUCKe MOAXO0 K ayIUTy CHCTeMbI (papMaKoHaa30pa

191. OcHOBaHHBIM Ha PUCKE MOAXOAOM SBISAETCS MOAXOM, NP KOTOPOM HCIOJIB3YIOTCS
METOABl OmpeAeneHus obsacTu pucka. [lox puckoM NOHMMAaeTcs BEPOSTHOCTh HACTYIUICHMS
COOBITHSI, KOTOPOE OKAXET BIUSHHUE HAa TOCTH)KEHUE TIOCTABJICHHBIX IIEJICH, C y4eTOM CepPbEe3HOCTH
€ro MocJeACTBUN U (M) BEPOSTHOCTH HeoOHapyKeHHs IpyruMu mMetoaaMu. OCHOBaHHBIM Ha
pHUCKEe TOJXOJA K ayIuTy OPUEHTHPOBAH Ha OOJIACTH CAMOTO BBICOKOTO PHCKA JJIsl CUCTEMBI
(bapMakoHa30pa OpraHU3aliK, B TOM YHCIIE U1 CUCTEMbI KauecTBa CUCTEMBbI (papMaKoHaa30pa.
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[lepBocTeneHHOE 3HAaYE€HHWE HMEET PUCK IPUUYMHEHUs Bpelda 3/I0pOBbIO0 HaceleHus. Puck
OLICHMBAETCS Ha CIEAYIOLIUX dTanax:

IJJAHUPOBAaHUE ayJIUTa Ha CTPATETMYECKOM YPOBHE, PE3YJIbTATOM KOTOPOIO SBIISIETCS
cTparerus ayauTa (JOJTOCPOYHBIM TMOJXO0J), KOTOpas JOJDKHA YTBEPKIAThCS BBICIIUM
PYKOBOJACTBOM;

IUIAHUPOBAaHUE ayAWTa Ha TAKTHMYECKOM YPOBHE, pE3YyJbTaTOM KOTOPOTO SBIISETCS
IporpaMMa ayJuTa, yCTaHOBJICHHUE L€l ayuTa, a Takke 00JacTH paclpOoCTpaHEHUs ayIuTa;

IUIAaHUPOBAHUE aylNUTa HAa ONEPATUBHOM YpPOBHE, PE3YJIbTaTOM KOTOPOTO SBJSAETCS IUIAH
ayIaTa Ui OTACNIBHBIX ayAUTOPCKUX 3a]ay, ONpPENeNIEHHEe NPUOPUTETOB 3a7ad ayauTa Ha
OCHOBAaHHMU OIIGHKM pHCKOB, HCIIOJb30BAHUE METOJOB BHIOOPOYHOTO HCCICIOBAHUSA U
TECTUPOBAHUs, OCHOBAHHBIX HA PHUCKE, OTYETHOCTh MO PE3yJIbTaTaM ayJWTa B COOTBETCTBHUM C
OTHOCUTENbHBIM YPOBHEM PHUCKA, a TAKXKE YKA3aHUSIMU 110 ayJIUTY.

OneHka pucKa [JOJDKHA JIOKYMEHTaJbHO NOATBEPKIAATBCA I  CTPATErMYECcKoro,
TaKTUYECKOTO M  ONEPAaTUBHOIO IUIAHUPOBAaHUS ayJUTOPCKOM  JIE€ATENBHOCTH CHCTEMBI
(dbapmakoHaa30pa B OpraHu3aluy.

IInanupoBaHue ayaiuTa HA CTPATEIrMYeCKOM YPOBHE

192. Ctpaterust ayauTa TpEACTaBISET COO0OM OMNpeAeieHHe Ha BBICIIEM YpPOBHE
TUTAHUPOBAHUS Ay TUTOPCKUX MEPOIPHSTHIA, MPOBEIEHNE KOTOPHIX 3aINIAHUPOBAHO HAa CPOK OoJiee
1 roga (kak mpaBUIIO HA CPOK 2—5 JIET, €CIIM AepIKATEIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HE
obocHoBaHO WHOeE). CTparerus ayaurta BKIIOYAaeT B ceOs MEepedYeHb ayIUTOPCKUX MPOBEPOK,
BBITIOJTHEHUE KOTOPBIX MOKET OBbITh JocTaToyHbIM. CTpaTerus ayauTa HUCHOJb3YyeTCs IUis
orpezaeneHus: 00JIacTH, HAMEUCHHOMN TSl IPOBEACHUS ayUTa, TEMBI ayJUTa, a TAKKE METOJIOB U
JOTyIIeHUH (BKIII0Yasi, HalpuMep, OLIEHKY pHUCKa), Ha KOTOPBIX OCHOBaHAa Iporpamma ayauTa.

193. Crparerus aynura [OJDKHA OXBaTblBaTh OPIraHMU3AlMIO YIPABIECHUS IPOLECCOM,
yOpaBlieHUE PUCKaMU M CPEICTBA BHYTPEHHEIO KOHTPOJIS BCEX COCTABIISIIOIIMX CHCTEMBI
(dapmakoHaa30pa, BKIIOYAs CIEAYOIINE:

a) BCE MPOIIECCHI U 3a7]a4H CHCTEMbI (DapMaKOHa130pa;

0) cucTema KadecTBa JACITEILHOCTH B CUCTEME (papMaKkoOHAA30pa;

B) B3aUMOJICMCTBHE U CBS3YyIONIME 3BEHbSl C JPYTUMHU TOApa3JeleHusMu (Tpu
HEOOXOIUMOCTH);

') MEPOIPUATHS 10 PapMaKOHAA30py, MPOBOAUMbIE MOJYUHEHHBIMH OpraHU3alusIMU WU
JeNIeTHPOBAaHHBIC IPYTOi OpraHu3auu (HampuMep, peruOHAIBHBIM IICHTPaM, MPECTABISIONINM
uHpopmanuio, GuiananaM aepKarens PEerucTPallMOHHOTO YJIOCTOBEPEHMs, TaKUM TPETbUM
JUIaM, KaK TOJIPSITHBIE OPTaHU3alliY U IPYTHE IePKATEIN PErHCTPAIIMOHHBIX yIOCTOBEPEHH ).

194. @akTopbl pUCKa, KOTOPHIE CIEAYET YUUTHIBATh IPU BBHIMOJHEHUH MPOLETYPbI OLIEHKH
pUCKa, BKIIOYAIOT B ce0s1 B TOM YHCIIE CICAYIOINe (HaKTOPbI:

a) U3MEHEHHUsI 10 BonpocaM (papMakoHaA30pa B 3aKOHOJATENCTBE ITOCYJapCTB-YWICHOB WU
B HacTossuux IIpaBuiax;

0) KpyIliHasE peopraHu3alus WiId Jpyrue mpeoOpa3oBaHHsl CUCTEMBI (dapMaKoHAI30pa,
CIIUSIHUS, TPUOOPETEHUS;

B) U3MEHEHHUE KII0YEBBIX YIIPABICHYECKUX (PYHKIIMIA;

T) pUCK HEXBAaTKM HAJUICKANIMM 00pa3oM MOATOTOBJICHHBIX M OIBITHBIX COTPYIHUKOB
dbapmakoHagzopa (Hampumep, BBHUJY 3HAYUTENbHOM TEKy4YeCTH IMEepCOHalla, HEIOCTaTKOB B
mporeccax 00y4eHus, yBelIUnIeHHs] 00bEeMOB PadOTHI);

1) CyIIECTBEHHbIE W3MEHEHUS B CcUCTeMe (hapMakoHaa30pa ¢ MOMEHTa MPEIbIIyIIEro
aynuta (HarmpuMmep, BBEACHHE HOBOW 0a3bl IaHHBIX IO JEATEILHOCTH MO (apMaKoHAA30py HIU
3HAYUTENIbHOE OOHOBJICHHE CYIIECTBYIOIIEH Oa3bl JaHHBIX, U3MEHEHHUS IPOLECCOB M BHUIOB
JeSTEIbHOCTH C yYE€TOM HOBBIX TPEOOBaHMIA 3aKOHOAATEIHCTBA TOCYJAPCTB-UJICHOB);

€) JeKapCTBEHHbI IMpermapaT sBISETCS TMEpBbIM HAa pbIHKE Ui JAepiKaresneit
PETUCTPAIIMOHHBIX YIOCTOBEPECHHIA;
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) B OTHOIICHUH JIEKAPCTBEHHOTO TpenapaTa Ha PhIHKE BBEACHBI JOMOTHUTEIBHBIC MEPHI
MUHUMM3ALUN PUCKOB WK JPYTHE YCIOBUS 0OpalleHHs, CBI3aHHbIE ¢ MPpoduiieM 6e30MaCHOCTH
JICKapCTBEHHBIX MpenapaToB (HapuMep, Ha3HA4YeH JOTOJHUTEIbHBII MOHUTOPHHT),

3) CTeneHb KPUTHYHOCTH MPOLIECCa, B YaCTHOCTH:

IUISL YIIOJTHOMOYEHHBIX OPTraHOB T'OCYJapCTB-WICHOB — HACKOJIBKO KPUTHYHA OOJIACTH HITH
nporecc Mo OTHOWICHHIO K HajuiexaniemMy (yHKIIMOHUPOBAHHMIO CHCTEMBI (hapMaKoHaaA30pa
TOCYJJapCTB-WICHOB U OOIICH IeJTH CHCTEMBI 3]PaBOOXPAHCHUS;

ISl IeprKaTeNeil perucTpaMoHHbIX YA0CTOBEPEHUH — HACKOJIBKO KPUTHYHA 00JIACTh WIIH
IpoIlecC 0 OTHOIICHHIO K HajuIexanieMy pyHKIMOHUPOBAaHUIO CHCTEMBI papmakoHa3opa. [Ipu
NPUHATUH PELICHUS O MPOBEACHUH ayAUTa KaKOro-JIM00 (rinaia Uii TPEThEro JInia aepKareib
PETUCTPAIIOHHOTO YIOCTOBEPEHUS JOJDKEH YUUTHIBATD XapaKTep U KPUTUIHOCTh MEPOTIPUATHI
no (apmakoHaa30py, KOTOpbHIE IPOBOAATCS B HAcTOsIEe BpeMs (WIMAIOM HIN TpeThel
CTOPOHOH OT MMEHH JepiKaTeNsi PErHCTPAlMOHHOTO YAOCTOBEPEHHS, MOMHUMO ydeTa JAPYTHX
yKa3aHHBIX (DaKTOPOB;

1) pe3yJIbTaThl MPEIBIAYIITUX ayAUTOB (MPOBOIMIIUCH JIM KOTJA-JIMO0 ayIUThI 3TOM 001acTH
WIM Tpolecca, pe3ylbTaThl MPEAbIIyNIEro ayauTta). B ciydyae Hamuuus pes3ysbTaToB
MPEIIECTBYIONNX ayJIUTOB OHU MPHHUMAIOTCS BO BHHMAaHUE TPU ONPEACICHHH BPEMEHH H
00JIACTH MOCIEAYIOMHUX Ay TUTOB;

K) BBISIBJICHHBIC TPOIEIypHBbIC HEJOCTATKH (HECOOTBETCTBHSI), KACAIOIINECS KOHKPETHBIX
olbuacTeil IesITeIbHOCTH WK TPOLIECCOB;

n) uHas wWHQOpMAIs B OTHOIICHUHM BBITIOJHEHUS OO0S3aTENLCTB B COOTBETCTBHU C
TpeOOBaHUSIMHU 3aKOHOIATEIHCTBA 1O (hapMaKOHAT30PY:

UL YIIOJTHOMOYEHHBIX OpPraHOB T'OCYIapCTB-WICHOB — HH(OpMAIUs MO COOTBETCTBHIO
TpeOOBAaHUSAM 3aKOHOJATENBCTBA MO (apMAaKOHAA30py COTJIACHO OICHKE WM ayJuTy,
BBIIMIOJITHEHHOMY BHEITHUMH OpTaHU3aIHsIMU;

U JiepKaTeneldl perucTpallMoOHHBIX YAOCTOBEPEHUH — MH(pOpMaLus MO COOTBETCTBHIO
TpeOOBAaHUSAM COTJIACHO WHCIEKIIMOHHBIM OTYeTaM, OICHKE WU ayIHWTy, BBIIIOJHCHHOMY
BHEIIHUMHU OpraHU3allMsIMM, Kajo0aM WJIM HapeKaHWsM B 4YacTH 00f3aTeNbCTB 110
(dhapmakoHa30pYy;

M) IpyTue OpraHU3alMOHHBIC HM3MEHEHHUS, KOTOpbIE MOTYT HEraTUBHO OTpa3UThCS Ha
00JIaCTH JIEATENEHOCTH WM Tpolecce (HampuMep, €Clid MPOUCXOAUT HW3MEHEHHE TaKOW
BCIIOMOTATENbHON (DYHKIIMHU, KaK MHPOPMAITMOHHO-TEXHOJIOTHUECKAs MTOJICPIKKA).

[InanupoBaHue ayauTa HA TAKTHYECKOM YPOBHeE

195. Ilnan ayauToB mpezicTaBisieT co0oil mepeueHb ayJuTOB, COCTOSIIMNA U3 OJHOTO MITH
HECKOJIbKUX ayJWTOB, 3alUIaHMPOBAHHBIX HA KOHKPETHBIM CpoK (Hampumep, Ha 1 ron).
[logroroBka miiaHa ayauTOB JOJKHA OCYIIECTBIATHCS B COOTBETCTBUU C JIOJITOCPOYHOM
cTpareruei aynuta. [lmaH ayauToB AOKEeH ObITH 0JOOpPEH BBICIIMM PYKOBOACTBOM C OOIIEi
OTBETCTBEHHOCTBIO 32 ONEPATUBHYIO U YIIPABIECHUYECKYIO CTPYKTYpY.

196. Ilman ayaWTOB OCHOBBIBACTCS HAa HAJJICKAIIEH OIICHKE PHCKOB W JIOJDKEH OBITH
OPUEHTHUPOBAH Ha OLICHKY CJIEIYIOUIUX ACTIEKTOB:

a) cUCTeMa KadecTBa CUCTEMBI (hapMaKoOHAA30DPa;

0) KpUTHUYECKHE MPOIIECCHI B cUCTEME (papMaKoHAI30pa;

B) KJIFOUEBBIC CITIOCOOBI KOHTPOJISI 32 (PYHKIIMOHHMPOBAHMEM CHUCTEMBI (apMaKoHaI30pa,
OIMHPAIOITNECS] HA MEPOTIPHUSTHS PapMaKoHAA30pa;

r) 00JacTH BBICOKOTO PHCKA MOCIE BHEIPEHHUS MPOLENyp KOHTPOJIS W MPHUHATHS Mep
MUHHMMH3ALHUNA PUCKA.

197. OcHOBaHHBI Ha PUCKE IUIAaH ayJIUTOB JOJKEH TAaKXE YYUTHIBATH pPE3yJIbTaThl
MPEIbIAYIINX aAyAUTOB B YaCTH HEJOCTATOYHOTO OXBaTa o0JacTel JAeITeIbHOCTH, HAPABICHHIA
BBICOKOI'O PUCKa, a TaK)K€ HEMOCPEICTBEHHOIO yKa3aHHs PYKOBOJACTBA M (WJIM) JUIL, KOTOpHIE
HECYT OTBETCTBEHHOCTb 3a CHCTEMY (papMaKOHAI30pa.
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198. JlokyMeHTanusl 1O IJIAHWPOBAHUIO ayJUTOB JIOJDKHA BKIIOYATh B ce0s KpaTKoe
OIMMCaHUE MJIaHA KaK]IOTO ayIuTa, KOTOPHIH OyIeT MPOBEICH, B TOM YHCIIe 00hEM ayIUTa U IEIIH.
O6ocHOBaHHE CPOKOB, MEPUOAMYHOCTH U 0O0bEMa OTHAEIbHBIX AyJIUTOB, KOTOPbHIE SIBISIOTCS
YacThIO TUTAHA ayJWTOB, JOJDKHBI OCHOBBIBATHCS Ha JOKYMEHTAIBHO O(OPMIIEHHOU OlleHKe
puckoB. OCHOBaHHbIE Ha OILIGHKE PHUCKOB ayAHTBl CHUCTeMbl (hapmMakoHaA30pa JOIKHBI
BBHITIONTHATBCS PETYJSIPHO B COOTBETCTBMM C TpeOoBaHWSAMH akToB opraHoB Coro3a u
3aKOHOJATENhCTBA T'OCYIapCTB-WICHOB. BHeceHne 00OCHOBaHHBIX M3MEHEHHWI B IJIaH ayJauTa
JOJKHO OBITH HAJIIEKAITIM 00pa3oM JOKYMEHTHUPOBAHO.

[InaHupoBaHue U OTYETHOCTDH 0 AYAUTY HA ONIEPATUBHOM YPOBHeE

199. Opranunsanusi 10o/DKHAa BHEIPUTH IPOLEAYpPHl IO IUIAHUPOBAHUIO U IPOBEACHHIO
OTJENbHBIX ayJIUTOB, IPUHATHIE B BUJAE JOKYMEHTOB B MHCbMEHHOHN popme. Cpoku peanuzanuu
BCEX Mep, HEOOXOIUMBIX JUIS BBITIOJIHEHUS OTAEIBHOTO ayAMTa, OJKHBI OBITh YCTAHOBJICHBI B
COOTBETCTBYIOIIMX MpPOLEAYypax, CBA3AHHBIX C MpoBeAeHHeM ayauTa. OpraHuzaius A0HKHA
00ecTeYnTh IPOBEICHUE Ay TUTOB B COOTBETCTBHHU C STUMH IPOIIETypaMH COTJIACHO HACTOSIILIEMY
pazneny.

200. OTnenbHBIE ayAUTHI CUCTEMBI (JapMaKOHa30pa JOJDKHBI TPOBOIUTHCS B COOTBETCTBUH
C YTBEPKJIECHHOW MPOrpaMMOi ayauTa, OCHOBAHHOM Ha PUCKAaX B COOTBETCTBUU C ITyHKTaMu 196
u 197 nacrosimux [IpaBun. [Ipu nmiaaHUpOBaHUM OTIENBHBIX AyAMTOB AyAUTOp OIpPEIENseT U
OLICHUBAET PUCKH, CONPSHKEHHBIE C paccMaTpUBaeMOM 001aCcThIO, IPUMEHSISI CaMble MOIXOASIINE
METObI BHIOOPOUHBIX UCCIEIOBAHUN M TECTUPOBAHMSL. METO/] BBIMOJIHEHHS ayUTa HaJIeKALTIM
00pa3oM JTOKYMEHTHUPYETCS B IUIAHE MIPOBEICHUS ayUTa.

201. BeiBoAbl ayauTOpPOB JOKYMEHTAJIbHO OTPAXKAIOTCS B ayJIUTOPCKOM 3aKIIOUEHUM U
CBOEBPEMEHHO JIOKJIa/bIBAIOTCS pPyKOBOACTBY. [Ipormecc aynura AODKEeH BKIOYaTh B ceOs
MEXaHU3MBl TI€peaud BbIBOJOB ayAWPYEMOW CTOpPOHE, TOJYy4YeHUS OOpaTHOW CBSA3M H
MIpPE/ICTaBICHUS] ayIUTOPCKON OTYETHOCTH PYKOBOJICTBY U 3aMHTEPECOBAaHHBIM CTOPOHAM, B TOM
qucye JUIaM, OTBETCTBEHHBIM 3a CHUCTEMY (DapMaKOHa/A30pa, B COOTBETCTBUH C TPEOOBAaHUIMHU
akToB opranoB Coro3a, 3aKOHOJaTeNIbCTBA TOCYAAPCTB-UJICHOB M YKA3aHUSAMH 110 ayAUTY CUCTEMBI
¢dapmakonagzopa. Pesynbprarel ayauTa  JOJDKHBI  IPEACTaBIATHCA B COOTBETCTBHUHM €
OTHOCHUTENIbHBIM YPOBHEM PHCKa U KIacCU(PUIIMPOBATHCS C LENbI0 YKa3aHUS UX KPUTUYHOCTH 11O
OTHOIICHHUIO K PUCKaM, BIUSIOMIMM Ha cucTeMy (apMakOHaI30pa, MPOLECChl U KOMIIOHEHTHI
MIPOLIECCOB.

202. Cuctema KkinaccupUKaIMK JOJDKHA OBITH ONpeNeieHa B ONMCAHUH CHCTEMBbl KauecTBa
(dapmakoHag30pa U JOJHKHA YUMUTHIBATh CIEAYIOIIHME MOPOTOBbIE 3HAYEHHS, KOTOPHIE CIEAYyeT
KCIOJIb30BATh B JAJbHEUILIEH OTYETHOCTH:

KPUTHYECKUM SBJISETCS MPUHIUIHUAIBHBIN HEJOCTAaTOK (HECOOTBETCTBUE) OJHOTO WIIU
HECKOJIbKUX TPOIECCOB HIIM BBIMOJIHAEMBIX MPOIENyp CHCTEMBI (hapMaKoHa/A30pa, KOTOPBIA
HETaTUBHO BIIMAET HAa BCIO CHCTeMy ¢apmakoHaa3opa W (W) mpaBa, OE30MaCHOCTh H
Onaromnoiyuyre TMalWeHTOB U (WJIM) TPEACTAaBIAET COOOH MOTEHUMAIBHYIO YIPO3Y 370POBBIO
HaceneHuss W (WJIM) CEphe3HOE HapylleHue TpeOoBaHuM akToB opraHoB Coro3a w
3aKOHOAATEIbCTBA IOCYJapCTB-UJIEHOB;

CYILIECTBEHHBIM SIBJISICTCSI 3HAUUTEIbHBIA HEAOCTAaTOK (HECOOTBETCTBHE) OJHOTO WIIU
HECKOJIbKUX TPOLIECCOB MJIM TPOLEAYpP CHCTEeMBbl (hapMaKOHAA30pa WM HPUHIMIHAATBHBIA
HEJOCTAaTOK KaKOM-TMOO YacTH OJHOrO0 WM HECKOJbKUX IMPOLECCOB WM MPOLEIyp
(dapMakoHaa30pa, YTO OTPULIATENIFHO CKA3bIBAE€TCS Ha BCEM Ipoliecce M (MJIM) MOTEHIMAIBHO
MOXKET CKa3aTbCsl Ha TpaBax, OE30MaCHOCTH M OJIArOTIONYYHMH TAIUCHTOB, M (MJIH) MOXKET
MPEJCTABIATH NOTEHIIMATBHYIO OMACHOCTD JUIsl 37I0POBbsI HACEJICHUS U (WITN) TIPEACTaBISIET cO00i
HapyuieHue TpeOoBaHMi akToB opraHoB Coro3a M 3aKOHOAATEIbCTBA T'OCYAAPCTB-UJICHOB,
KOTOpPO€ HE CUUTAETCS CEPbE3HBIM;

HECYIIIECTBEHHBIM SIBISIETCSI HENOCTATOK (HECOOTBETCTBHE) KaKOTo-IMOO KOMIIOHEHTa
OJTHOT'O MJIM HECKOJBKHX IMPOLECCOB MM MPOLEAYp CHUCTEMBbI (hapMaKOHAI30pa, KOTOPHIE, KaK
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OYKHJIaeTCsI, HE MOTYT OTPHUIIATENILHO CKa3aThCsl HA BCEH cucTeMe hapMaKoHa[30pa HITH IPoIecce
U (nn) mpaBax, 0€30MacHOCTH U 0JIaromoTyYiy MalueHTOB.

[To BompocaMm, KOTOphIE HEOOXOIUMO pemiaTh B CPOYHOM TMOPSAKE, HEOOXOIMMO
HEe3aMeUIUTETFHO HH()OPMHUPOBATH PYKOBOJICTBO OOBEKTa ayJUTa M BBICIIEE PYKOBOJICTBO
JepyKaTeNss PETUCTPAIIMOHHOTO YIOCTOBEPCHHSI.

3. JlelicTBHsl, OCHOBAHHBbIC HA pPe3y/bTaTaX ayJAuTa U NMOCJEeAYILIero KOHTPOJIsI Ay AUTa

203. HezamenyiutenbHbIE 1EUCTBUS, ONIEPATUBHBIC ACHCTBUS, ICHCTBHS B Pa3yMHbBIE CPOKH,
a TaK)Ke BOMPOCHL, MO KOTOPHIM HEOOXOIUMO CpPOYHOE MPHUHATHE pEUIeHHS 00 CpPOYHOe
nH(pOpMHUpOBaHKE, YKa3aHHBIE B HACTOSILIEM pa3jiesie, IpeJHa3HaueHbI IS BHITOJIHEHUS B CPOKH,
KOTOPbIE SIBJSIOTCS HAJUICKAUMU, YMECTHBIMUA M COOTBETCTBYIOLIUMU OTHOCUTEIBHOMY PHUCKY
IUIs cUCTeMbl (apMakoHaa3opa. HeoOXoauMo yCTaHOBUTH MPHOPHUTETHI KOPPEKTUPYIOMIUX U
NpeAYNpPEaUTENbHBIX NEUCTBUI NIl YCTPAHEHUS BBISIBICHHBIX KPUTUUYECKUX U CYLIECTBEHHBIX
HEJIOCTaTKOB (HECOOTBETCTBHil). TOUYHBIE CpPOKH JEUCTBUH, CBS3aHHBIX C BBISBICHHBIM
KPUTHYECKHM HEIOCTAaTKOM (HECOOTBETCTBHEM), MOTYT BapbUPOBAaThCS B 3aBHCHUMOCTH OT
XapakTepa BbIBOJIOB U 3aIlJIAHUPOBAHHOTO JEHCTBUS.

204. PykoBOACTBO OpraHM3alyu, KOTOpas MOJBEpraeTcs ayJauTy, 00ecreunBaeT HaJuuue B
OpraHM3ali MeXaHu3Ma, O3BOJISIFOIIETO HaAJIeXKallluM 00pa30oM peliaTh BOIPOCHI, CBA3aHHBIE C
pe3ysbTaTaMu ayauTa cucTeMbl (papmakoHaa3opa. Komrieke MeponpusTHil T0JDKEH BKIIOYATh B
ceOs aHaluM3 W3HAYaJIbHOM MPUYMHBI BBISIBICHHOTO HEJOCTaTKa, BIUSHUSA BBISIBICHHBIX
pe3yJabTaTOB ayJauTa, a TaKKe MOATOTOBKY IUIaHA KOPPEKTUPYIOUIUX U MPeaylnpeAuTeNIbHBIX
MEpOIPUSITHH.

205. Beiciiee  pyKOBOACTBO ~ OpPraHM3alldd W JIMIA, HAJEJICHHBIE PYKOBOASIIUMU
MTOJTHOMOYHSIMHU, JOJKHBI OOECIICUUTh MPUHATHE BCEX HEOOXOMMMBIX 3(P(HEKTUBHBIX MEp IO
YCTPaHEHUIO HEAOCTATKOB, BBISBIECHHBIX B MpOIEcCe ayAuTa. BbIONHEHUE COrIaCOBaHHBIX
NEHUCTBUM JTIOJDKHO CHUCTEMAaTHYECKH KOHTPOIMpoBaThbes. MHpopmamus o xojae peaau3aiuu
KOPPEKTUPOBOUHBIX U MPEAYNPEAUTENbHBIX MEPONPUITHI JOJKHA NMEPUOJAUYECKH JOBOJIUTHCS
70 CBEACHMS BBICIIETO PYKOBOJACTBA COOOpPa3HO 3aIUIAHUPOBAHHBIM JIeHCTBUSM. DakThl,
MOATBEPXKJAIOIINE 3aBEPIICHUE KOMILUIEKCA KOPPEKTHUPOBOUYHBIX U MIPEAyNpEeAUTEIIbHBIX
MEPOIPUATHH, TOJKHBI HAJUISKAIIUM 00pa3oM TOKyMeHTHpoBaThes. [Iporpamma ayiura g0mKHa
MpeAyCMaTPUBATh NOTEHIIMAIBHYIO BO3MOXKHOCTh ITPOBEACHUSI KOHTPOJIBHBIX ayAUTOB, KOTOPBIE
OCYIIECTBIISIOTCS 110 Mepe HEOOXOIMMOCTH C ENbIO MOATBEP)KICHHUS 3aBEPILICHUS BBITTOJIHEHUS
COIJIaCOBaHHBIX JICUCTBUM.

4. Cucrema Ka4yecTBa M JOKYMEHTHPOBAHUS

YnpasieHue Ka4ecTBOM ayIMTOPCKOM AeATeJbHOCTH. He3aBucMMOCTh U 00bEeKTHBHOCTD
ayauTa U padoThl ayIMTOPOB

206. B opranuzanuu, KOTOpas MPOBOAMUT ayIuT, JOJDKHO OBITh MPEIYCMOTPEHO
BBITIOJTHEHNE KOHKPETHBIX OO0S3aHHOCTEW B YacTU JEATENBHOCTH IO ayAuTy B o0nactu
¢dapmakonaazopa. [lesTeabHOCTh MO BBIMOJHEHHUIO ayIMTOB CHCTEMBbI (hapMaKOHaa30pa JTO0JKHA
ObITh HEe3aBUCUMOU. PyKOBOACTBO opranu3aiuu, KOTopasi IpOBOAUT ayAUT, JOHKHO 00eCeunTh
U JIOKyMEHTHPOBATh HE3aBUCUMOCTh U OOBEKTUBHOCTD Ay JUTOPOB.

207. Aynutopsl JOJDKHBI OBITH CBOOOJIHBI OT BMEIIATEILCTBA AyJUPYEMOH CTOPOHBI B
ompeneneHue o0beMa ayaWTa, NpPOBEIEHHE ayAuTa CUCTeMbl (apMakoHam3opa H
uHpopMHupoBaHHEe O pe3yiabTaTax ayauTta. OCHOBHas OTYETHOCTh [JOJKHA HAIpPaBIATHCA
BBICILIEMY PYKOBOJICTBY ayJIUPYEMOM OpraHU3aly, KOTOPOE HECET MOJIHYIO0 OTBETCTBEHHOCTD 3a
HCIOJIHUTENBCKYIO U YIPABICHUYECKYIO CTPYKTYpPY, YTO MO3BOJISIET ayJUTOPY BBIMOJIHATH CBOU
0053aHHOCTH M TMPEACTABIATh HE3aBUCUMOE M OOBEKTUBHOE ayJUTOPCKOE 3aKIIOUEHHE.
AynuTopbl MOTYT KOHCYJIbTHPOBATHCS C SKCIIEPTaMH, IIEPCOHAIIOM, YYaCTBYIOIIUM B IIpoIieccax
1o (papMaKoHaA30pY, a TAKXKE C JTUIIOM, YIIOTHOMOUYEHHBIM 10 (papMaKOHaA30pY, IPU COXPaHECHUH
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HETIPEIB3ATOr0 OTHOIICHHUS M OTCYTCTBHUH BIMSHUS HA OOBEKTHBHOCTh U KAYECTBO BBITOJIHAEMBIX
pabot. B nensix obecrniedeHrss 0ObEKTUBHOCTH ayAMTOP MPHU OLEHKE ayIUTOPCKUX (aKTOB He
JOJDKEH IPUHUMATh TOYKY 3PEHHS IPUBIIEKAEMbIX SKCIIEPTOB B KAUECTBE MPHOPUTETHOH.

Kpanundpukanus, npodeccuoHann3m, onbIiT 1 HelpepbIBHOE MOBbILIEHHE KBATU(PHKAUM
ayIMTOpOB

208. AyauTopsl JOKHBI 00sagath TpeOyemoil KBanuuKanuei M MoaIepKUBaTh €€ B
YaCTH 3HAHHWK, HABBIKOB M CHOCOOHOCTEH, HEOOXOMMMBIX A A()PEKTUBHOTO TPOBEICHHS
ayJTMTOPCKUX MEPOIPUSATHUI B OTHOIICHHU CHUCTEMBI (papMakoHaa30pa. AYAUTOPHI TOJIKHBI
o0yaiaTh HaBbIKaMH, YMEHUSMU U 3HAHUSIMH B YaCTH:

a) MPUHIIUIIOB, IPOIEAYP U METOJIOB aAyAHTa;

0) CyLIECTBYIOIIUX HOPMATHBHBIX MPAaBOBBIX aKTOB, PYKOBOJCTB U APYTUX TpeOOBaHUH,
OTHOCSIIIIHUXCS K cUcTeMe (papmMakoHaa30pa;

B) MEPOTIPUSITHI, MPOIIECCOB U MPOIEAYp hapMaKkoHaI30pa;

') CUCTEM YIIPABJICHUS;

1) OpraHU3alMOHHBIX CUCTEM.

OneHka KayecTBa ayAUTOPCKOM AeTeJIbHOCTH

209. OreHKa Ka4ecTBa ayJUTOPCKON JAEATEIBHOCTH MOKET OCYIIECTBISATHCS MOCPEICTBOM
TEeKyIIEH U NEPUOAUYECKON OLICHKU BCEW ayJUTOPCKOU NEATEIBHOCTH, OT3BIBOB ayAUpPyeMOM
CTOPOHBI W CAaMOOIIEHKH ayJAWTOPCKOH NEATeTbHOCTH (HampuMep, KOHTPOJIb KadecTBa
ayJIUTOPCKOH AeSITENLHOCTH, COOI0OICHIE KOIEKCa IIOBEICHUS, IPOTPaMM ayIuTa U ayIUTOPCKIX

MPOIIEAYD).
5. AyauThl, NpoBeeHHbIe BHEITHUMH MOCTABIIMKAMH ayJAUTOPCKUX YCIYyT

210. OcHOBHAsT OTBETCTBEHHOCTh 3a (YHKIMOHUpOBaHWUE U APPEKTHBHOCTH CHCTEMBI
(dapmakoHag30pa JEKHUT Ha Jep)KaTelie PErHCTPAMOHHOTO YIOCTOBEpeHHUs. B cmydae ecnu
OpraHu3aIys MPUHUMAET PEIICHUE MPUOETHYTh K BHEIIHEMY MOCTABIINKY ayAHTOPCKUAX YCIyT
JUI  BBINIOJHEHUsT TpeOOBaHMH MO ayAMTy CHCTEeMBbl (papMakoHaa3opa Ha OCHOBE
COOTBETCTBYIOIIMX TpeOOBaHWU HacTOSmUX [IpaBwi, cieayeT COOJIIOCTH — CIEYIONIHE
TpeGoBaHUs:

a) TpeOOBaHUS K TIPOBENCHHUIO ayauTa M MOJATOTOBKA OIEHKH ayJIUTOPCKOTO pPHCKa,
CTpaTeruy ayJauTa, MPOTrpaMMBbl ayJUTa M OTIEIbHBIX AyIAMTOPCKUX 3aJaHUN JOJDKHBI OBITH
JOBEICHBI JIepyKaTeNIeM PErUCTPAMOHHOTO YIOCTOBEPEHHUS 10 CBEJICHHS BHEITHUX ITOCTABIKOB
ayJUTOPCKUX YCIIYT B MUCbMEHHOH (opme;

0) 00beM paboTHI, 33J]a4M M MPOIEAYPHBIC TPEOOBAHUS K MPOBEACHHUIO ayIUTa JOJIKHBI
GBITB JOBCACHBI ACPIKATCICM PCruCTPpaiuOHHOTO YAOCTOBCPCHHUA OO CBCACHUA BHCIIHUX
MOCTABIIMKOB ayJJUTOPCKUX YCIIYT B TUCEMEHHON opme;

B) opraHu3alnusa OOJIKHA TOJYYUTh JOKYMCHTAJILHOC MOATBCPIKIACHUC HC3aBUCHUMOCTU U
O0OBEKTHBHOCTH BHEITHUX TIOCTABIINKOB ayJAUTOPCKUX YCIYT;

I') BHEIIHUI MMOCTABIIMK ay TUTOPCKHUX YCIIYT JIOJKEH TaKKe COOM0AaTh COOTBETCTBYIOIIHE
TpeOOBaHUs, MPETYCMOTPEHHBIE HacTosmuMu [IpaBunamu.

6. XpaneHnue oT4eToB 00 ayaurax

211. OTyersl 00 ayauTax W CBEICHUS, IMOATBEPKIAIOIINE 3aBEPIICHUE ICHCTBUN 10
pe3yJ11>TaTaM aYI[I/ITa, JOJIXKHBI XpaHI/ITI:CH B COOTBECTCTBHH C Tp€6OBaHI/I$IMI/I, yKaBaHHBIMI/I B
pazaene Il nacrosmux [Ipasu.

7. TpeGoBaHus K IPOBEACHHUIO ayANTA
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JepaxaTesu perncTpalMOHHBIX YA0CTOBEPEeHUI

212. lepxaTenu pErHCTPAlMOHHBIX YAOCTOBEPEHHUI 005f3aHBl PETyIspHO HPOBOIUTH
OCHOBAHHBIE HAa PUCKE ayIUTOPCKUE IPOBEPKU CBOEH CUCTEMBI (hapMaKOHA130pa, BKIIIOYasl ayJUT
CHCTEMBl KadecTBa CHUCTEMBbl (papMakoHaa30pa, C LEIbI0 00eCHedYeHUs COOTBETCTBUSA
JEUCTBYIOIEH CHCTEMBbl KauecTBa MPeIbsABIsIeMbIM TpeOoBaHUAM. J[aThl IPOBENEHUS ayAUTOB U
pe3ysbTaThl MPOBEIEHHBIX ayAMTOB, a TAKXE KOHTPOJBHBIX AyAUTOB JOJDKHBI HaJUIEKAIIUM
00pa3oM JOKyMEHTHPOBATHCS.

JInno, ynoinoMoueHHoe no papMakoHaa30py B rocy1apcrBax-4JeHax

213. O0513aHHOCTH YIIOTHOMOYEHHOTO JIMIIA 110 (hJapMaKOHAA30py B TOCYIapCTBaX-ujeHaX B
OTHOILIEHUHU [JEATEIBbHOCTH IO ayauTy ompeneneHsl B pasnene II macrosmmx Ilpasui. JIuno,
YIOJIHOMOYEHHOE 0 (PapMaKOHAA30py B rOCyJapcTBaxX-ujeHax, JOJDKHO IOJIy4aTh OTYETHI O
pesyibTaTax ayJauTa CHUCTeMbl (DapMaKoHAA30pa, a TakkKe MPEeACTaBIATh HH(POPMAIIHIO
ayIuTOpaM, HMEIOIIYI0 OTHOIIEHHWE K OLEHKE pPHUCKOB, BKIIOYAs CBEACHHA O COCTOSHUU
BBITNIOJTHEHUS] KOPPEKTUPYIOIIUX U IIPEAYIPEIUTENBHBIX MEpONIpUATUl. JINI0, YIIOJTHOMOUEHHOE
1o (apMakoHaa30py B TOCYAApPCTBAX-WIEHAX, JOJDKHO MOJIy4aTh MH(OPMALMIO O pe3yJbTaTax
00010 ayIUTa, UMEIOIIYI0 OTHOIIICHHE K cCHcTeMe (hapMaKOHa30pa B TOCYIapCTBaX-4JeHaX, BHE
3aBHCHUMOCTH OT MECTA €ro MPOBEICHUS.

Y110/IHOMOYeHHBIEe OPTaHbl FOCYAapPCTB-4JICHOB

214. YIOTHOMOYEHHBIA OpraH TOCyJapCTBa-wieHa JOJKEH PEryJsipHO MPOBOIHUTH
HE3aBHCHMBIC TPOBEPKU 3aJad CHUCTEMBI (papMaKOHAI30pa TOCyJapCTBa-wieHa, PETyJIsSpHBIN
ayJuT CBOEHl cucTembl (papMaKkoHaA30pa U OCHOBAHHbBIE HA PUCKAX ayIUThl CUCTEMbI KauecTBa C
O CIbIO O6€CH€‘IGHI/I$I COOTBCTCTBUA CUCTCMbI KAaUCCTBa MPCABABISACMBIM TpCGOBaHI/IHM. I[aTBI
MIPOBEJICHUSI U PE3YyJbTaThl MPOBEICHHBIX ayJUTOB, a TAK)K€ KOHTPOJIBHBIX AYIAUTOB JOJIKHBI
Ha/IJISKAIIUM 00pa3oM TOKYMEHTHPOBATHCS.

8. IIpunsiTast MeTO10JI0THS

215. B nensx oOecrneyeHHs COTJIACOBAHHOTO M TapMOHH3MPOBAHHOTO IUIAHUPOBAHMUS M
peann3anuy ayJuToB U MOJArOTOBKH MX OTYETHOCTH ayIUTHI, IPOBOANMBIC B YIOJTHOMOUYCHHBIX
opraHax rocyJapCTB-WICHOB, TOJKHBI OCHOBBIBaThbCS Ha MPUHATON Hactosummu [IpaBumamu
TEPMHUHOJIOTHH U METOIOJIOTHH.

9. TpeGoBaHusi K AyIUTOPCKOI OTYETHOCTH
OT4YeTHOCTD JepiKkaTeisi PerHCTPALMOHHOIO YI0CTOBEpPEeHH

216. [lepxaTenb perucTpallOHHOIO YJIOCTOBEPEHMS JOJIKEH BKIIIOUUTH MOSCHUTENIBHYIO
3allUCh MO0 KPUTUYECKUM M CYLIECTBEHHBIM pe3yJbTaTaM ayJIuTa CHUCTEMBbl (papMakOHaJ30pa B
mactep-aiin cucremsl (hapmakoHaa3opa. OCHOBBIBASCh Ha pe3ysbTaTax ayAuTa, AepXKaTeib
PETUCTPAIMOHHOTO  YJOCTOBEPEHHs JOJKEH O0ECHeYHUTh IOATOTOBKY M peaau3alMio
COOTBETCTBYIOLIIETO IUIaHA, B KOTOPOM TMOAPOOHO YKAa3bIBAIOTCS KOPPEKTHPYIOIIUE U
IpeaylnpeIuTeNbHble  MEPONpPUATHS. [locne  BBIMOMHEHMSI ~ KOPPEKTUPYIOLMX U
NpeaypeIuTeNIbHBIX MEPOIPUATHI B MOJHOM OOBEME 3amMch B MacTep-¢aiiiie MoxeT ObITh
yaaneHa. [l ynaneHus Kakux-Im0o CBeJeHUH, KacaroluXcsl ayIuTa, U3 MacTep-(aiiaa CUCTEMBI
bapmakoHaa30pa TPEOYIOTCS 0OBEKTUBHBIE MTOATBEPKAAIONINE TaHHBIE.

217. JlepxaTtenb PErvuCTPAllMOHHOTO YJIOCTOBEPEHHS JODKEH OOECTICUNUTh BKIFOUCHHUE
CIHMCKAa BCEX 3alUIAHMPOBAHHBIX M IPOBEJCHHBIX ayJIUTOB B TNPHIOKEHUE K MacTep-Qaiimy
cucTeMbl (papMakoHaa30pa, a TAaKKE BBIMOJIHEHUE BCEX 3alNIAHUPOBAHHBIX ayJUTOB C
COONIIOICHHEM ~ O0S3aTENbCTB 10  OTYETHOCTH, MPEIYCMOTPEHHBIX 3aKOHOAATENIbCTBOM
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roCy/apCTB-4iI€HOB, HacTosIKUMU [IpaBunamMu ¥ BHYTPEHHUMH IpaBUJIAMH, TPUMEHSEMbIMH K
OoTYeTHOCTH. JlaThl W pe3ynbTaThl MPOBEICHHBIX ayJWTOB, a TaK)Ke KOHTPOJBHBIX ayJAHTOB
JOJKHBI HA/IJISKAIUM 00pa30oM JOKYMEHTHPOBATHCA.

OT4YeTHOCTD YIIOJHOMOYECHHBIX OPraHoB rocyaapCcre-41JicHOB

218. YIOJTHOMOYEHHBIE OpraHbl TOCYJAapCTB-WICHOB JOJDKHBI TapaHTUPOBATh, YTO OHH
OGGCHG‘-II/IBEIIOT COGHIO,Z[GHI/IG O6H3&TCHBCTB o MmpeACTAaBJICHUIO OTYCTHOCTU IO BBIITOJHCHHBIM
aynqutaM B COOTBETCTBUM ¢ HacTtosmumu [IpaBunamu, akrtamu opranoB Coro3a u
3aKOHOAATCIBCTBOM I'OCyAapCTB-YJICHOB, d TAKXXC BHYTPCHHUMU IpaBUJIaMU, MIPUMCHIACMBIMHA K
OTYETHOCTH.

10. KondpuaeHunaabHOCTH

219. C noxymeHTamu W uHpOpMaNueil, cOOpaHHONH BHYTPEHHHUM ayJUTOPOM, CIICTyET
oOpataTthcs ¢ coONoIeHreM TpeOOBaHUH 3aKOHOIATEIbCTBA TOCYIAPCTBA-UJICHA, B TOM YHCIIE B
cdepe 3anuuThl MEPCOHATBHBIX JAHHBIX U KOH(UICHIIMATLHON HH(OPMAITIH.

VI. Cuctrema ynpasjieHus1 pUCKaMH
1. O0mme monoKeHUsA

220. IIpouecc ympaBieHUS PUCKAMU COCTOUT U3 CJICAYIOIIMX B3aUMOCBSI3aHHBIX U
MOBTOPSAIOLIUXCSA CTAIHIM:

a) COCTaBJICHUE XaPaKTEPUCTUKH MPOoQuis Oe30MacCHOCTH JIEKAPCTBEHHOIO Iperapara ¢
ONpeACNEHUEM BaXHBIX UACHTU(DUIMPOBAHHBIX, BAXHBIX IOTEHIHMAIBHBIX PHUCKOB U
OTCYTCTBYIOIIEH WH(pOpPMALMK, a TaKXKe AacleKToB Mnpoduias O0e30MacHOCTH, TPeOyrOIuX
aKTUBHBIX MEPONPUSTUN MO YNPaBICHHUIO WU JalbHeHIIeMy H3ydeHHIO (cnerudukanus Mo
0C30IaCHOCTH);

0) MIaHUpPOBaHUE JEATEIBHOCTH MO (apMaKOHAI30py IO XapaKTEPUCTHUKE PHCKOB U
BBISIBICHUIO HOBBIX PHCKOB, a TaK)Xe€ IMOBBIINIEHHUE OOLIEro YpoBHS 3HAHWH O mnpoduie
0€30macHOCTH JIEKapCTBEHHOTO Tpernapara (TuiaH 1mo GapMakoHaI30py);

B) IJITAHUPOBAHUE U OCYIIECTBICHUE ACATEIHHOCTH 10 MUHUMM3ALIUHU MTOCIEICTBUI PUCKOB,
a Takke oreHkKa 3(PEKTUBHOCTH ITOM NEATEILHOCTH (TIJIaH 10 MEpaM MUHUMU3AIMH PUCKOB).

221. IlockosbKy Ha MPOTSKEHUHU MOCTPETUCTPALIMOHHOIO ATANa MIPOUCXOAUT HAKOIUIEHHE
JAHHBIX TI0 OE30MaCHOCTH C YBEJIWYECHUEM 3HAHUN 10 PO IO 6€30MacCHOCTH JIEKAPCTBEHHOTO
npernapara, B IUIaH YIpaBJIeHHUs] PUCKAMHU BHOCATCSI COOTBETCTBYIOIINE U3MEHEHHUS.

222.Ha »rame peructpauu JICGKAPCTBEHHOTO TIpenapara, a TakKe HWHBIX JSTarnax
KM3HEHHOTO LHMKJA JIEKAPCTBEHHOI'O IIperapara MOTYyT OBITh OIpeneieHbl He0OXOAMMBbIe
JIOTIOJTHUTENbHBIE MEPOINPUATUS MO M3YUYEHHUIO aCHeKTOB 0€30MacHOCTH WU 3(PQexkTUBHOCTU
au00  JONMONHHUTEIbHBIE MEpbl MHHMMH3ALUU pHCKa Ui OOECledyeHuss NPUMEHEHUS
JIEKapCTBEHHOT'O CPEJCTBA MPU MPEBBILICHUH TOJIb3bl HaJl PUCKOM, KOTOPBIE JOJKHBI OBITH
BKJIIOUEHBI B IUIAH YMPABJICHHUS PHCKAMU W BBIMOJTHEHBI JIEPKATEIEM PETUCTPALMOHHOTO
YAOCTOBEPEHUSI.

223. TpeboBanust K (opmaTy mnpencTaBieHHUs AAHHBIX B IUJIAHE YHPABICHUS PUCKAMH
OTIPECISAIOTCA C y4eTOM OOeCHedeHUs HUX €AMHOOOpa3usi U COOTBETCTBUS Mpe/CTaBiIseMOn
uHpopmanuu TpedoBaHusIM HacTtosmux [Ipasui.

2. [IpuHI MBI yHIPABJIEHUS PUCKAMM

224. OCHOBHOW 1IeNbI0 MpoOLIECCa YINpaBICHUS pHCKaMM SBIIETCS obOecreueHue
IIPUMEHEHMs JIEKApCTBEHHOTO Ipenapara Mpyu MaKCHUMaIbHO BO3MOKHOM IPEBBIIIEHUH MOJIb3bI
IIPUMEHEHHUS JIEKAPCTBEHHOI'O Mpernapara HajJ PUCKaMU JJIs KaXI0Tr0 MalMeHTa U JUIs LEJIeBbIX
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nonyJsAnui B nenom. Haanexariee miaHMpoBaHWE CUCTEMBI YIIPABICHHS PUCKAMU JOJKHO OBITH
o0ecre4eHo Ha MPOTSHKEHUH BCEro KM3HEHHOTO ITMKIIA JIEKAPCTBEHHOTro mpemnaparta. Cucrema
yOpaBIECHUS PUCKAMU  JIOJDKHA  OBITh  NPONOPLUOHANbHA  UACHTU(QHUIMPOBAHHBIM U
MOTEHIMAIbHBIM PUCKaM MPHUMEHEHHs JIEKAPCTBEHHOTO Iperapara, a Takke HEeOOXOIMMOCTH
MOJIyYeHHs JAHHBIX O 0€30aCHOCTH Ha MOCTPETUCTPALIMOHHOM 3Talle.

225.Ilnan ynpaBieHHUsS PUCKaMHU JIOJDKEH OBITh COCPEOTOYEH Ha TeX PUCKAX, KOTOpPHIE
UMEIOT OTHOLICHHE K MEPONPUATHSAM IO YIPABICHUIO PUCKAaMH, CBS3aHHBIX C IMPUMECHEHHEM
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIperapara.

K naeHTnduupoBaHHOMY PUCKY OTHOCHT:

HEXEJIATEJIbHBIE PpEeaKLUU, JOCTOBEPHO IPOJEMOHCTPUPOBAHHBIE B JIOKIMHUYECKHX
UCCJICIOBAHMAX M IOATBEP/KICHHBIC NAHHBIMH KIMHWYECKHUX HCCIICJOBAHWM, HEKENATEIbHBIC
peaKkiuy, BBISIBJICHHBIE B XOPOIIO CIUIAHWPOBAHHBIX KIMHUYECKUX WIIM MHAEMUOJIOTHUYECKUX
UCCJIEIOBAHMX, B KOTOPBIX CTENIECHb OTJIMYMS 110 OLIEHHBAEMOMY ITapaMeTpy MEXAY I'PyNIIaMH
IpeanoysaracT  Hajluuue MPUYUHHO-CIECICTBEHHOM  CBSI3M, HEXKENATEIbHBIE  PEAKIMH,
IpearosaraeMple Ha OCHOBAaHUM JAHHBIX HECKOJBKUX CIOHTAHHBIX COOOIIEHHH ¢ HaJIeXaluM
YPOBHEM JOKYMEHTHUPOBAaHUS, B KOTOPBIX IPUYUHHO-CIEACTBEHHAs CBA3b JOCTOBEPHO
MOJTBEPXKIACTCSI BPEMEHHOH B3aMMOCBSA3bI0O U OMOJIOTMYECKMM WIH (hapMaKoJIOTHYECKUM
MEXaHU3MOM Pa3BUTUS;

HEXEJaTelIbHbIe pEeaKIuu, BKJIOYEHHbIE B pazaen 4.8 oOmeld XapaKTepHuCTUKH
JICKApCTBEHHOTO Iperapara, 3a HCKIIOYCHHEM CllyyaeB, KOTJa OHHU sBIsAIOTCA 3(pdexramu,
CBOWCTBEHHBIMM JJIs1 (DapMaKOJIOTMYECKOro KJlacca M yKa3aHbl B OOLIEH XapaKTepUCTHUKE
JIEKapCTBEHHOI'O IIpernapara, HO HE OMMCAaHbl HETOCPEICTBEHHO JI JAHHOIO JIEKAPCTBEHHOTO
npemnapara (B JaHHOM CIIy4ae TaKOW PUCK SBJISETCS MOTEHIMATbHBIM PUCKOM).

W3 uneHTH(UIIUPOBAHHBIX PHCKOB, CBS3aHHBIX C TPUMEHEHHEM JIEKapCTBEHHOTO
Ipernapara, B IUIaHE YIPaBICHHs PUCKaMU TOJDKHBI PACCMATPUBATBHCS PUCKH, KOTOPBIE CBSI3aHBI C
HEXEJIaTEJIbHBIMU KIIMHUYECKMMH UCXOJAaMH U JUIsl KOTOPBIX UMEETCS] JOCTaTOUHOE KOJIMYECTBO
HAy4YHBIX JOKa3aTeJIbCTB HAJIM4YMsA B3aUMOCBS3M C IPUMEHEHHEM JICKapCTBEHHOIO IIperapara.
CooOmieHnst 0 HEXENaTeNbHBIX PEAKIHUSIX MOryT OBITh TOJXYy4eHbl M3 MHOTOYUCIICHHBIX
UCTOYHHMKOB, TaKMX KaK JaHHble JOKIMHUYECKUX (HEKJIMHUYECKHX) HCCIIEIOBaHU,
MIOATBEP)KICHHbIE KIMHUYECKUMHU [AHHBIMH, JAHHBIE KIMHUYECKUX M 3MHJEMHOJOTHYECKUX
UCCIIEIOBAaHUM M MCTOYHMKM CIIOHTAHHBIX COOOILEHHH, BKJIIOYas JaHHbIC, ONyOJIMKOBAaHHBIE B
HAYYHOH MEIMLMHCKON JuTeparype. UaeHTuuImpoBanHble pUCKH MOTYT OBITh CBSI3aHBI B TOM
4HCIIe C TAKMMH CUTyallUsIMH, KaK IPUMEHEHHE JIEKAPCTBEHHOI O IIPENapaTa He B COOTBETCTBHUH C
o01eii XapaKTepUCTHKON JIEKapCTBEHHOTO IpenapaTta Win €ro HHCTPYKIMEH M0 METUIITHCKOMY
OPUMEHEHHI0, a TaKKe OIIMOKAMHM NPHUMEHEHMs JIEKapCTBEHHOTO Ipernapara WM
JIeKapCTBEHHBIMH B3aUMO/JICHCTBUSMU JAHHOTO JIEKapCTBEHHOTO rpenapara. He Bce coolriaemble
HE)KeJaTeNNbHble peakluu 00s3aTebHO OLEHUBAIOTCA KaK PHUCK, CBS3aHHBIA C NMPUMEHEHHEM
JIEKapCTBEHHOI'O IIpeTapaTa, B ONPEAeIEHHOM KIMHUYECKOM KOHTEKCTE.

W3 moTeHIManbHBIX PUCKOB, CBSI3aHHBIX C IPUMEHEHHMEM JICKaPCTBEHHOIO IIpenapara, B
IUIaHE YNPABICHUS PUCKAMHU JIOJDKHBI PACCMaTpPHUBATBCS TOJIBKO PHUCKH, KOTOpBIE CBSI3aHBI C
HE)XXEJIATCJIIBHBIMU  KJIIMHUYECKUMHU MCXOJaMU M B OTHOIICHHH KOTOPBIX HMEIOTCS Hay4yHbIE
JaHHbIE, MO3BOJISIIOIINE IOA03PEBAaTh BO3MOYKHOCTh HAJIWYMS NPUUYMHHO-CIEICTBEHHOW CBS3H
MIOTEHIIMAJIBHOTO PUCKA C IPUMEHEHHUEM JICKaPCTBEHHOT'O IIPenapaTa, HO B OTHOLIEHHH KOTOPBIX
B HACTOSIIEE BPEMsI UMEETCSI HEAOCTATOYHO J0Ka3aTENbCTB IS 3aKJIF0UYEHUS O MOATBEPKIACHUN
HAJIMYUS TAaHHON MPUYMHHO-CJICICTBEHHOM CBSI3H.

226. B muiaHe ympaBieHUS pUCKaMH OCHOBHOE BHHMAaHHE JIOJDKHO OBITh HAIpaBJICHO Ha
BaXXHbIE MJICHTU()ULIMPOBAHHBIE PUCKH, KOTOpPBbIE MOTIYT OKa3aTh BIUSHHE Ha COOTHOILEHHUE
«T10JIb3a — PUCK» JIEKAPCTBEHHOT'O Mpernapara. B oTHOLIEHHH Ba)XHOTO MACHTU(GHUIIMPOBAHHOTO
pHCKa, KOTOpBIH JOJKEH OBbITh BKIIOYEH B IUIAH YNPaBJIEHUS PUCKAMH, Kak IpaBUIIo,
HE00XO0IUMO:

a) BBIIIOJIHEHUE JJIbHEHIIEH OLEHKM pUCKa B paMKax IUIaHa MO (apMakoOHAA30py
(HampuMep, A1 U3yYEHUS YacTOThI, CTENEHH TSKECTH, CEPhE3HOCTH U MCXOJI0B TaHHOTO pUCKa
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IpU MPUMEHEHUH JIEKapCTBEHHOTO IMpernapara B YCIOBUSX PYTHHHOM MPAaKTUKH, a TaKxkKe JUIs
OIS, HanboJee MOABEPIKEHHBIX PUCKY);

0) peanm3anus NEATCIBHOCTH MO MHUHUMH3AIMU PHCKA: BKJIIOYEHHE B HH(POPMALHIO O
JIEKAPCTBEHHOM Ipernapare pPEeKOMEHJAM OTHOCUTEIBHO OMPEACNICHHBIX KIMHUYECKUX
MEPOIPUATHHA, KOTOpbIE HEOOXOAUMO NMPEANPUHATH I MUHUMU3AIUH PUCKA, WU BHIMOJIHEHHE
JOTIOJTHUTENBHBIX MEP MUHUMU3AIUU PUCKA.

227. BaXHBIMU TIOTCHITMAIBHBIMA PUCKAMHU, KOTOPBIC IOJDKHBI OBITh BKJIIOUEHBI B TUIaH
yIOpaBJiICHUS PUCKAMU, SIBISIIOTCA PHUCKHA, KOTOpbIE MpPHU MOCICAYIOIIEH XapaKTEpUCTHKE U
MOATBEPK/ICHUU JAHHBIX PUCKOB MOTYT OKa3aTh BIUSHUE HA COOTHOILEHHUE «I0JIb3a — PUCK»
JIEKapCTBEeHHOTO TIpernapaTa. B Tex cimyuasx, Korjaa CymecTByeT HaydHOe 00OCHOBAHUE TOTO, YTO
HEXKeNaTeNbHbI KIMHUYECKUM pe3yJabTaT MOXKET OBITh CBSI3aH C INPUMEHEHHEM HE B
COOTBETCTBUH C OOIIEH XapaKTEPUCTHKOW JIEKaPCTBEHHOI'O Iperapara Wi HMHCTPYKLUEH 1o
MEAUIIMHCKOMY IPUMEHEHHIO, TPUMEHEHHUEM B MOMYJISAIHAX, HE U3YUYEHHBIX B X0JI€ KIIMHUYECKUX
WCCIEAOBaHUM, WM B pe3ysbTaTe JUIMTEIbHOIO NPUMEHEHUsl JIEKapCTBEHHOrO Ipemnapara,
HEXKENaTEJIbHYI0 PEaklMI0 CIEeAyeT paccMaTpuUBaTh KakK MOTEHUUANbHBIA PHUCK, W, €CIH OH
OIICHUBAETCS KaK BAKHBIN, €T0 CIEAyeT BKIIOYUTH B MEPEUYCHb MPOOIEM 1Mo OE30MacHOCTH KaK
BKHBIN MOTEHIMATBHBIN PUCK. BaKHBIN MOTEHIHAIBHBIN PUCK, KOTOPBIA BKJIIOYAETCS B IUIaH
VOpaBIEHUS PUCKAMH, KaK MPaBHUIIO, TPeOyeT MOCIEAYIOUIEH OIEHKM B paMKax IJIaHa IIo
(hapmakoHaI30py.

[TpuMepsl MOTEHIMATLHBIX PUCKOB BKIIFOYAIOT B CEOsI:

PUCKH, YCTaHOBJEHHBbIE IO pe3yJibTaTaM JOKJIMHUYECKUX  TOKCHKOJIOTUYECKUX
WCCIICIOBAaHMM, KOTOPBIE HE HAOIIOIAMICh WA ObLUTH OTKJIOHEHKI TI0 Pe3yJIbTaTaM KIMHUYECKUX
HCCIIECIOBAHNH;

HEeXKENlaTeIbHBIC SBIICHUS, HAONIOJaeMble B KIMHUYECKUX WU SHUICMHOIOTHYECKHX
UCCIIEIOBaHMIX, B KOTOPBIX CTENEHb OTJIMYHUS IO MapaMerpy, XapaKTepU3YIOLIEeMy pPHUCK, IO
CPaBHEHUIO C TPYNIOW CpaBHEHUs (Ipynmoi Iuranebo WM JEeHCTBYIOMIETO BEIIECTBA, HIIU
TPYIIION, HE TMOJBEPTHYTON BO3IEHCTBUIO) MPEIIoJiaracT HAIMYKWE MPUIMHHO-CIIEICTBEHHOMN
CBS3U, HO HEJIOCTATOYHA JJIsI IOTBEPKACHUS MPUUNHHO-CIIEICTBEHHOU CBSI3H;

CUTHAJ, MOJYYEHHBIH OT CHUCTEMBbI cOOpa CHOHTAaHHBIX COOOIIEHHUN O HEXKeIaTeIbHBIX
peakuusx;

PHUCK, B OTHOLIEHHUH KOTOPOTO M3BECTHA CBSA3b C JAPYTUMU JIEUCTBYIOIIMMH BEUIECTBAMH B
npezesiax OJHOr0 Kjacca WM pPa3BUTHE KOTOPOTO MpPEANojaraercss Ha OCHOBaHUU CBOWCTB
JIEKapCTBEHHOI'O Ipernapara.

OtcyrcTByromiasi WHGOpMAIU, MUMEIOMIasi OTHONIEHUE K TIUIAHUPOBAHUIO YIIPABICHUS
pUCKaMH, OIpenesseTcsl MCXOols U3 00JacTH OTCYTCTBYIOIIMX 3HAaHUN O O€30MacHOCTH
JIEKapCTBEHHOTO TIperapara Ui ONPEeeNIEHHOTO MPEANoIaraeMoro MpuMeHeHus (Hampumep,
JUIUTEIbHOE MPUMEHEHHE) WIM JUIsl MPUMEHEHUS y KOHKPETHBIX MOMYJSIUN MalleHTOB, AJs
KOTOPBIX HEJOCTATOYHO 3HAHUH JJIsl OMPEEIICHUs] TOTO, OTINYASTCS JTH MPOPUIh 6€30MaCHOCTH
OT OXapakTEepHU30BAHHOIO Ha JaHHBI MOMEHT mpoduis Oe30MaCHOCTH JIEKaPCTBEHHOIO
npenapara. OTCyTCTBHE cCaMUX JAHHBIX (HApUMEpP, UCKIIOUYEHUE MOMYJISIIUN U3 KIMHUYECKUX
WCCIeOBaHUI) HE O3HadaeT o0s3aTeIbHOE OTHECEHHE K TpobiemMe 1o Oe30MacHOCTH.
[TnanupoBaHue ympaBleHUS PUCKAMH B YacTU OTCYTCTBYIOIIEH WHQPOPMAIUU JOJDKHO OBITH
COCPEIOTOYEHO Ha acHeKTax MPUMEHEHUS JIEKApCTBEHHOTrO Mpenapara, B OTHOIIEHUH KOTOPBIX
MIPEIoIaracTcs BO3MOXKHOE OTJIMYME OT M3BECTHOTO MPOoduisi 6€30MacHOCTH JIEKaPCTBEHHOTO
npenapata. HeoOxonumo HayuHoe 000CHOBaHME IS BKIIIOUEHUS ONPEAeICHHON MOMYIISILIMY UIH
acmeKkTa MPUMEHEHHUs JIEKAPCTBEHHOIrO IpernapaTa B IUIaH YMNPABICHHUS PUCKAMHU B KayecTBE
OTCYTCTBYIOIIEH HH(POPMAIUH.

228. Ilnan ympaBieHUs] pUCKAMU SIBISETCS JAMHAMUYHO HW3MEHSIOMIMUMCS JTOKYMEHTOM,
KOTOPBIM JTOJKEH OOHOBISATHCA HA MPOTSHKEHHHM BCETO YKU3HEHHOTO IMKJAa JIEKapCTBEHHOIO
npemapata. OOHOBIECHUE TIJIaHA YIPABICHUS PUCKAMH MPEIyCMATPUBACT BKIFOYCHHUE B CUCTEMY
YOpaBJIEHUS PUCKaMU HOBBIX BBISBICHHBIX MpoOJieM IO Oe30MacHOCTH, a Takxke (10 Mepe
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n3ydeHuss Tpodmiasi O0e30MacHOCTH) HCKIIOUEHHE MO0 HW3MEHEHHE KJIacCH(UKAIMOHHOTO
OTHECEHUs IPOoOIIeM TI0 OE30TMaCHOCTH.

229. Ilpu onpeneneHUU KiIacCU(PUKAITMOHHOTO OTHECEHHUSI PUCKOB CIIEIYET MCIOJIb30BaTh
CIIEyIOINe YKa3aHWsl, HAIMPABJICHHBIC HAa TOCTOSIHHBIA TMEPECMOTP M COKpAIlleHHWE MepeyHs
npo6iieM 1Mo 0e30MacHOCTH Ha MPOTSHKEHUH )KMU3HEHHOTO IIUKJIA JIEKAPCTBEHHOTO Mpernapara:

a) BAXKHBIC MOTCHIIMAIBLHBIE PUCKA MOTYT OBITh HCKIIOUEHBI W3 CHeUU(HUKAINHN 110
0€301MacHOCTH IIaHa YIIPaBJIEHUs pUCKaMHU (HallpUMep, B CIIydasiX, KOT/1a HAaKOIUIEHHbIE HayYHbIe
U KIMHUYECKUE MaHHbIE HE MOANCPKUBAIOT MEPBOHAYAIBHOE IMPEANONIOKEHHE OTHOCHTEIHHO
BIIUSIHUS Ha YeJIOBEKa U MOTEHIIMAIbHBIA PUCK HE MOKET OLIEHUBATHCS KaK Ba)KHBIN);

0) B cmydasx, KOrJa HET OCHOBaHUU Iolarath, 4YTO JIO0as JEATEIbHOCTh 10
(bapmMakoHaa30py MOXKET Jajiee AOMOJIHATh UMEIOIINEcs TaHHbIE M0 XapaKTepUCTUKE pUCKA WU
MOXKET OBITh M3MEHEHA MX KJIACCH(HUKAIUS C OTHECEHHEM K BAXKHBIM HICHTHU(PHUIMPOBAHHBIM
pHUCKaM (HampuMep, eciii Hay4yHble U KIIMHUYECKHE TaHHbIe YCHIINBAIOT JI0Ka3aTeabHyo 0a3y 1o
MOATBEPIKICHUIO B3aMMOCBSI3U MEKy PUCKOM M IPUMEHEHHEM JIEKAPCTBEHHOTO TIperapara);

B) BaKHbIE UACHTU(UIIMPOBAHHBIE PUCKA MOTYT OBITh MCKJIFOUYECHBI U3 CHEIU(UKAIIUN 10
0€30MMacHOCTH TUTaHA YIPABICHUSI PUCKAMU NP OMPEACIEHHBIX 00CTOATENBCTBAX, KOTIa MOKET
ObITh TOJATBEPHKJIEHO, UYTO PHUCK TOJHOCTHIO OXapakTepU30BaH U HaJUIekKaIUM o00pazoM
yopaBisieTcs (Hampumep, JUis JEKapCTBEHHBIX IPENaparoB, HWCIONb3YEeMbIX B TEUCHHE
JUITUTEIHHOTO BPEMEHH, B OTHOLIEHUH KOTOPHIX HA TEKYILIEM 3Tare He MPUMEHSIOTCS KaKue-JIn0o
JIOTIOJTHUTEIbHBIE MEPOIPHUATHS 10 (apMaKkoHAA30py ¥ (MIIM) MpeJiaraeMble MEPOIPUSITHS TIO
MUHUMU3ALANA PUCKA CTald MOJIHOCTbIO MHTETPUPOBAHHBIMU B CTAaHAAPTHYIO KIMHHYECKYIO
MPAKTUKy, HampuMmep, OBUIM BKJIIOYEHBI B MPOTOKOJBI JICUCHUS WM KIMHHYECKUE
PEKOMEH/IallNH );

') yYUTHIBas KOHEYHYIO OOINYIO IIE€Th — MOJYYHTh OoJblie WH()OPMAMA OTHOCHUTEIHHO
COOTHOIIEHUS «I0JIb3a — PUCK» JJISl ONPE/IeTICHHBIX MOMYJISAIHI, HE BKIIOYEHHBIX B IPOTPAMMY
M3YYCHHs JIEKAPCTBEHHOTO TMpemnapara Ha JOPETUCTPAMOHHOM JTame, — COOTBETCTBYIOIINE
aCmeKThl OTCYTCTBYyIOIIEH WHGOpPMAIIMKM B TepedyHe MpobjeM Mo Oe30MacHOCTH MOTYT
UCKITIOUaThCs U3 pasfena crenudukanuu mo 0e30MacHOCTH MO Mepe TMOMydYeHUs JaHHBIX 10
0€30MMacHOCTH Ha MOCTPErUCTPAI[MOHHOM 3TaIe J1u00 B CiIydasiX, KOrja HeT OCHOBaHM MoJiararhb,
YTO JIOCTYITHAsI B HACTOSIIEE BpEMs WM B OyIyIIeM JIeATeIbHOCTh MO (papMaKoHAA30py MOKET
JOTIOJIHUTh HMEIOIUECs JaHHbIE TI0 XapaKTepUCTHKE pHCKa B OTHOIICHHWU oOjacTeit
HEeJO0CTaIoIeH HHPOPMAITHH.

230. JIormoTHUTENbHBIE MEPONPUATHS 1O (HapMaKOHAI30py MOMYCKAETCs HCKIIOYaTh W3
IJIaHA YTIPABJICHUS] PUCKAMH IO MEPE WX BBIMIOJIHEHUS, 32 UCKIIOYCHHEM HEKOTOPBIX PETUCTPOB
MaIlMEHTOB.

231. Heo6x01uMOCTh B TPOJOIKEHUH OCYIIECTBICHUS TONMOTHUTEIBHBIX MEPOTIPUITHN TIO
MUHUMU3ALNUN PUCKA MOJIJIEKUT MOCTOSIHHOM OLIEHKE C OIpeeIeHneM TpeOyeMbIX n3MeHeHui. B
clly4ae eCJIM JOTOJHHUTEIbHBIE MEPhl MHHHMH3AIUU PUCKA CTAHOBITCS YacThl0 PYTUHHOMN
MPAKTUKHU (HampuMep, MpH BKIIOYEHUH PEKOMEHIAIMU B OTHOILIEHUU KOHKPETHBIX KIIMHUYECKIX
MEp MHHHMH3AIUM WM TPEIOTBPAIICHHIO pPUCKA B CTAHJAPTHBIC MPOTOKOJBI JICUCHUS),
JOTIOJTHUTEbHBIE MEPhl MUHUMHU3AIIMHA PUCKA MOTYT OBITh IMEPEBEACHBI B CTATyC PYTUHHBIX MPU
MOJATBEPXKACHUN UX HPPekTuBHOCTH. B ciaydyae BbIsiBiIeHHUS HEIYDHEKTUBHOCTH Mep
MUHUMU3ALNAN PUCKA MOXKET OBITh MIPUHSTO PEIIEHHE OTHOCUTEIHHO HEOOXOAMMOCTH BBEACHUS
6oree 3 (HEeKTHBHBIX TOMOTHUTEIBHBIX MEP MHHUMU3AINH pUcKa. OCyIIeCTBICHHE HEKOTOPBIX
BUJIOB MEPOIPUITHIA IO MUHUMHU3ALIUN PUCKA MOXKET MMOTPEOOBATHCS HA MPOTSHKEHUH BCETO CPOKa
KU3HEHHOTO IIMKJA JIEKAPCTBEHHOTO mpemnapara (Hampumep, MpoTrpaMMbl MPEAOTBpAICHUS
OCpEeMEHHOCTH).

3. OTBeTCTBEHHOCTH 32 YIIPaBJIeHHE PUCKAMHU B PAMKAaX OPraHU3aluu

232. OCHOBHBIMH  YYaCTHMKaMH TIPOIIECCa, HEMOCPEACTBEHHO BOBJCYEHHBIMH B
IUTAHUPOBAHUE YIIPABJICHUS PUCKAMU, CBI3aHHBIMU C IPUMEHEHUEM JIEKAPCTBEHHBIX IIPEIIapaToB,
SBIIAIOTCS  JIepXKaTelld PErHUCTPAllMOHHBIX YJIOCTOBEPEHHM U  YMOJHOMOYEHHBIE OpraHbl
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roCy/1apCTB-4JI€HOB, OTBETCTBEHHBIE 32 pEryJIHpOBaHUE Ipoliecca 0OpalieHus JTeKapCTBEHHBIX
Mpenaparos.

JepxaTesu perncTpalMOHHBIX YA0CTOBEPEeHUI

233. B oTHOWEHUM IpoLecca YIPABIECHUS PUCKaMM JEpKaTellb PETUCTPALUOHHOIO
YIOCTOBEPEHUS HECET OTBETCTBEHHOCTD 3a:

a) o0ecrieueHre (YHKIIMOHMPOBAHUS HAJJIeKALICH CHCTEMBbl YIpPABICHHS PHCKaMU Ha
TEPPUTOPUU TOCYJApCTB-WIEHOB B COOTBETCTBUM C TpeOOBAaHUSMM 3aKOHOJATENIbCTBA
rOCyJapCTB-UICHOB;

0) obecriedeHne BBINOJIHEHUSI HENPEPBIBHOM KPUTHYECKOM OLEHKM BCEX JaHHBIX 110
npopmno  O6E30MaCHOCTH, TONY4YaeMbIX IpH NPUMEHEHHH JIEKAPCTBEHHOrO IMperapara.
Jlep>kaTellb perucTpalmoOHHOr0 yI0CTOBEPEHHMSI JOKEH 00€CIIeUNTh HEPEPBIBHBI MOHUTOPUHT
JaHHBIX 1O (papMaKOHAI30py C LEJIbIO BBIIBICHUS HOBBIX PUCKOB, U3MEHEHHUS HMEIOLICHCS
HMH(pOpMaIIUU O PUCKAX U U3MEHEHHS COOTHOILIECHHS «I10JIb3a — PUCK» JIEKApCTBEHHBIX IIPENapaToB
C COOTBETCTBYIOUIMM OOHOBJICHHEM CHCTEMBbl YINpPaBJICHUS DPUCKAMU U IUIaHA YIPABICHUS
pHCKaMH corjiacHO TpeOoBaHUsAM HacTosuiero pasnena [Ipasuin. Kputuueckas ouenka npoduis
0€30MaCHOCTH JIEKApCTBEHHOTO Iperapara J0JKHA BBIMOJHATHCS HEMPEPHIBHO U OTPaXKaThCs B
JAHHBIX, IPEJICTABIAEMBIX B MNEPUOJUYECKOM OOHOBIIIEMOM OTYETE MO O€30IacHOCTU BHE
3aBUCUMOCTH OT 0053aTeNIbCTBA MO MPEACTABICHHUIO IUIaHA yHpaBieHHs puckamu. [Tomumo
YKa3aHHBIX YCIOBMH CIlIelyeT AONOJHHUTEIbHO BBINOJIHMUTH JBa 3Tala IEpecMoTpa IulaHa
YIpaBJICHUS] PUCKAaMH B OTHOILIEHHUHM JIEKAPCTBEHHBIX MPENapaToB, 0J100PEHHBIX B COOTBETCTBUH
C 3adBJICHMEM Ha TOJy4YEHUE PETUCTPALIMOHHOIO YAOCTOBEPEHHUS IO HEPBUYHOMY
NPEJCTABICHUIO TIOJHOTO JOChE, C OTPAaXEHHWEM HEOOXOIUMOCTH BHECEHUS W3MEHEHHH B
cneun(UKanulo 10 0e30MacHOCTH, 3aIUIAaHUPOBAHHBIE M TEKyIIME MEpPONPUATHS IO
(bapMakoHaa30py U MEpbl MUHUMH3AIIUN PUCKOB!

IIPU NOATBEPKIECHUH PETUCTpaLMHU (IIepePEerucTpalum) 4yepes S5 JIeT Nociie perucTpaluy;

B TEpUOJ TIPEACTABJICHUS IIEPBOTO IMEPUOAUYECKOTO OOHOBISIEMOTO OTYeTa IO
0€30I1aCHOCTH OCJIE MPOXOXKACHUS IPOLEyphl IEPEPEruCTPALIUU.

[Ipenmnonaraercs, 4To MpeACTaBICHHE YKA3aHHOT'O EPHOTUIECKOTO OOHOBIIEMOTO OTUETa
no 0e30macCHOCTH  BBINOJHAETCA IOCJIE€ IMPOXOXKAEHUS MPOLEeIypbl  MOATBEPXKICHUS
NepeperucTpaluy B COOTBETCTBUH C YCTAHOBIIEHHBIM I'pauKOM Mo1auu (OPUEHTHPOBOYHO Yepe3
89 5er mocie MOJIy4eHUs PErMCTPALMOHHOIO YAOCTOBEPEHUs), B TOT MEPHOJ, KOIJa MOXKET
HAUMHATBCS PACCMOTPEHHUE 3asBICHUI Ha PErMCTPAIMIO BOCIPOM3BEIECHHBIX MPENapaToB
COOTBETCTBYIOLIETO aKTUBHOIO BellecTBa. TakuM o0pa3oM, K yKa3aHHOMY MOMEHTY MpoQuIib
0€30MaCHOCTH JIEKapCTBEHHOTO Tpenapara OyieT B OOJIBIIMHCTBE CIy4aeB JI0CTaTOYHO XOPOIIO
OXapaKTEepHU30BaH, YTOOBI 00ECTICUUTh KPUTUUECKYIO OIIEHKY M OOHOBJICHHE TIEpEeUHs TPoOJIeM 1o
0€30MacHOCTH.

Y1o/IHOMOYeHHbIe OPTaHbl FOCYAapPCTB-4J1€HOB

234. O0A3aHHOCTAMHU YIIOJIHOMOYEHHBIX OpPraHOB TOCYAApPCTB-WIEHOB B OTHOIICHUH
nporecca yIpaBiIeHHUsl pUCKaMHU SIBIISIFOTCS:

a) MOCTOSIHHBIII MOHUTOPHHT I10JIb3bl M PUCKOB IPUMEHEHUSI JIEKAPCTBEHHBIX MPENapaTos,
BKJIIOYAsl OLIEHKY COOOLIEHMH O BBISBICHHBIX HEXKEIATENbHBIX PpEaKUUsAX, MPeICTaBICHHBIX
JepKaTeNIIMA  PETUCTPAIIMOHHBIX YAOCTOBEPEHUH, METUIMHCKUMU U (apMareBTHUYCCKUMHU
paOOTHHKAaMHU, MNAIMEHTaMM U IOJyYEHHBIX M3 JPYI'MX HCTOYHUKOB HHpopManuu (mpu
HEOOXOIUMOCTH);

0) IpUHATHE COOTBETCTBYIOIUX PETYJIATOPHBIX MEP MUHMUMM3ALUU PUCKOB, CBA3AHHBIX C
NPUMEHEHHEM JIEKapCTBEHHBIX IMpernaparoB, M oOOecCHeyeHHe TOIY4YEeHUS MaKCHMAJIbHO
BO3MOJKHOH T0JIb3bl OT IPUMEHEHUS JIEKAPCTBEHHBIX NIPENAPATOB;

B) obecrieueHune MpoBEACHHSI MEPONPUATHI M0 MUHUMH3AIUN PUCKOB,;
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T) 9ppeKkTUBHBIN OOMEH JaHHBIMHU C 3aMHTEPECOBAHHBIMU CTOPOHAMH MPU HATMYUU HOBOK
noctynHoi uHpopMmanuu. Takoil oOMeH BKiIIOYaeT B ceOsl MpeacTaBieHHE WH(POpMAIUU B
COOTBETCTBYIOIIEM (hopMaTe MarMeHTaM, MEAMIIMHCKAM H (hapMaleBTHUYECKUM pabOTHHKAM,
rpymIaM ManyueHToB, HAyYHbIM COOOIIECTBAM H T.JI.;

1) o0ecriedyeHne TPHHATHS COOTBETCTBYIOIIMX MEp MHUHHMH3AIUW PHCKOB (IIPU HX
BBEJICHUM) BCEMH JCp)KATEISIMU PETUCTPAIMOHHBIX YyJIOCTOBEPEHHH B OTHOIIEHUHM Kak
OPUTMHAIBHBIX, TaK W BOCIPOM3BEICHHBIX, a TaKKe OHOAHAIOTUYHBIX JICKAPCTBEHHBIX
MpernapaTos;

€) mpecTaBIcHre MHPOPMAITUN IPYTUM YITOJTHOMOUYSHHBIM OpraHaM TOCYapCTB-YJICHOB,
B TOM YHCJIE€ YBEJJOMJICHHUE O JII000M 1EATEIbHOCTH 110 00ECTIEYeHUIO O€30MaCHOCTH B OTHOILICHUH
JIEKApCTBEHHOT'O TIperapara, BKJIOYas yBeIOMJICHHE 00 H3MEHEHHsIX B HH(popManuu o0
OpPUTMHAILHOM JIEKAPCTBEHHOM IIperapare.

4. 3agaum NJIaHa ynpaBJieHUsI pUCKAMU

235.1lman  ynpaBieHHs pPUCKaMH  COACPKUT MHGOpMAIMIO, KOTOpas JOJDKHA
COOTBETCTBOBATH CJIEAYIOLUIUM TPEOOBAHUSIM:

a) OTpeNeNATh U XapaKTepHu30BaTh NMPo(uis 0€30MacHOCTH JIEKapCTBEHHOTO IpenapaTa;

0) yka3bpIBaTh, KAKUM 00pa30M MOXHO JIOTIOJTHATH JATBHEHIITYIO XapaKTePUCTUKY TTPOPUIIS
0€301aCHOCTH JIEKApCTBEHHOTO Mperapara;

B) JIOKYMEHTAJILHO MOATBEPKAATh MPUHATHE MEP MO0 MPEIOTBPALICHUIO WIIM MUHUMU3ALUN
PHCKOB, CBSI3aHHBIX C TIPUMEHEHHEM JICKApCTBEHHOTO IIpernapara, BKIOYas OLEHKY
3(PEKTUBHOCTH JAHHBIX MEPOTIPUSITHIA;

I') JOKYMEHTAJIbHO MOJTBEPXkKIATh BBIIOJIHEHUE MOCTPETUCTPAIIMOHHBIX 00S3aTENBCTB IO
oOecrnieueHn0 0e30MacHOCTH MPUMEHEHHSI, YCTAaHOBIEHHBIX IPU PETUCTPALUU JIEKAPCTBEHHOTO
npernapara.

236. B mutan ynpaBlieHHUsS PUCKaMHU JIODKHBI OBITh BKJIIOUEHBI yKa3aHUs, KaKOBa CTEIICHBb
YBEPEHHOCTH B TOM, 4TO 3(PPEKTUBHOCTH JIEKAPCTBEHHOT'O MpenapaTa OyAeT Takoi ke, KakK B
KIIMHUYECKUX MCCIIETOBAHUSIX.

5. O630p dopmaTa u coaepkaHus IVIAHA YIPABJICHUS PUCKAMU

237. Ilnan ynpaBiieHHs] pUCKaMH COCTOUT U3 7 yacteil. [IpencraBisieMblid 1J1aH yIpaBiIEHUs
pUCKaMHU JIOJDKEH UMETh €AMHOOOpa3HBIM MIA0JIOH, MO3BOJISIONIMKA BBITOIHUTE OICHKY IJIaHa
YIIpaBJICHUS PUCKAMH.

Yacrs Il mnana ynpasienus puckamu «Crieruduxanys no 6€30nacHOCTH» MOIPa3IesieTcs
Ha HECKOJbKO MOJyJIeH, 4YTO MO3BOJISIET alanTUPOBaTh COJAEpKAHME pazliena K creuuduke
JEKapCTBEHHOTO Tpemnapara. MopaynbpHas CTPYKTypa TpeJHa3HadeHa s OOJIeTYeHHUS
OOHOBJICHHS TUIaHA YIOpPaBIEHUS pHUCKaMHu, OOecrnedYeHus BO3MOXKHOCTH IPHUMEHEHUs
VIOPOIICHHBIX TPeOOBaHMWI K COACPXKAHUIO OMPEISICHHBIX MOJYJEH, OJHAKO TUIaH OJDKEH
MPEACTABIIATHCA B BHUJIE €AMHOIO JTOKYMEHTA, BKIIIOYas BCE MOIYJIM U IPHIOKEHUS COIJIACHO
COOTBETCTBYIOIIUM TPEOOBaHUSAM HACTOSIIETo paszena [IpaBu.

[Inan ynpaBneHusi puckamMu BKJIIOYAET B ceOsl CIeAYIOLIUE YaCTH U MOIYJIH:

gacTb | «O630pHas nHopManus Mo JIeKapCTBEHHOMY Mpenapary»;

yacTh Il «Crnenudukanms mo 6€301mMacHOCTHY;

Moayib Cl «OnuieMuonaorus nokazaHui 1o eJIeBbIM MOMYJISIHAMY;

Moayib CII «JlokuHuYecKas 4acTby;

Monynb CIII «BoznelicTBue 1ekapcTBEHHOTO Npenapara B KIMHUYECKUX UCCIEA0BAHUAX;

Moayib CIV «llonmymnsuuu, He U3y4YeHHBIE B X0/1€ KIMHUYECKUX UCCIEI0BAaHUI;

Monynb CV «IlocTperncrpaliiOHHBIN ONBIT IPUMEHEHUS»;

Moayie CVI «JlonoaHuTENbHBIE TPEOOBAHUS K CIICIU(PUKALINY 110 OE30IaCHOCTH,;

monyns CVII «peHTuduipoBantblie U MOTEHIUAIBHBIE PUCKIY;

Moayie CVIII «O606menHas nadopmarus mo nmpoodieMaMm 0€301acHOCTHY;
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yacTs III «Ilman mo hapmakonamzopy»;

yacTh [V «[l1an mocTperucTpanMoHHbIX UCCIEI0BaHUN 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
pernaparay;

gacth V «Mepsl MUHUMH3AIMA PHUCKOB (BKJIIOYAsh OLEHKY 3(QQEeKTHBHOCTH Mep
MUHHMM3ALNN PUCKOB)»;

yacTb VI «Pe3romMe 11aHa ynpasiieHUs] pUCKaMU»;

yacTh VII «lIpunoxenus.

238. O6wvem undpopmanuu, ocodenHo B yactu I mana ynpasieHus puckamu, J0JKEH ObITh
IIPONOPLMOHANICH UAEHTU()ULINPOBAHHBIM U MOTEHIIMAIBHBIM PUCKAM, @ TAKXKE 3aBUCHUT OT TUIIA
JIEKapCTBEHHOT'O ITpenapaTa, pUCKOB, CBSI3aHHBIX C €r0 IPUMEHEHUEM, U 3Talla )KU3HEHHOT0 UK
JIEKapCTBEHHOI'O IIperapara.

239.1lnan  ynopaBiieHUsT pUCKaMM JUIsl  BBICOKOTEXHOJOTMYECKHX JIEKAPCTBEHHBIX
[IPENapaToB JOJDKEH YYHMTHIBaTh OCOObIe TpeOOBaHMA, NPENbSABIAEMbIE K JAHHOW TpymIe
IIPENApaTOB B OTHOLIEHUM COMPOBOXKIACHMSI HA IMOCTPETHCTPALIMOHHOM 3Tale C YYETOM HX
ocoOeHHocTe. KoHkperHble TpeOoBaHMsI K IUJIaHy YNPaBJIEHUS PHUCKAMU B OTHOLICHHUHU
BBICOKOTEXHOJIOTMYECKUX  JIEKAPCTBEHHBIX  IIPENaparoB  CIEQYeT  COIVIACOBBIBaTb  C
YIOJIHOMOYEHHBIM OpPraHOM rOCyJapCTBa-4IeHa O TI0Ja4H1 3asBJICHHUS HAa PETUCTPALUIO B pAMKax
IpoIeypbl HAYYHOTO KOHCYJIbTHpOBaHUA. [Ipu pa3paboTke IJlaHa YNpaBJIEHUS PUCKAMH
BBICOKOTEXHOJIOTMYECKHUX JIEKAPCTBEHHBIX IIPENapaToB CIELYET YYHUTBHIBaTh JIOIOJHUTEIIBHBIC
TpeOOBaHUS K CHUCTEME YIpPABICHUS PUCKAMH, IOCTPETUCTPAIIMOHHOMY MOHHUTOPUHTY
3¢ GEKTUBHOCTH U O€30MaCHOCTH AAHHOM IPYIIBI IPENapaToB, ONpeieiIsieMble akTaMi OPraHOB
Coroza.

240. B cnyuae HaM4us y JepKaTesiss PErUCTPAIIMOHHOTO yJAOCTOBEPEHHUsT 00Jiee OTHOTO
JICKApCTBEHHOTO TpenapaTa, COIep Kallero aHaJIOTHYHOE JICHCTBYIOIIEE BELIECTBO (BEIECTBA),
ClleqyeT BKJIIOYaTb B IUIAH YIIPABICHHUsS DPHCKaMH BCE COOTBETCTBYIOIIHE JIEKAPCTBCHHBIC
npemnaparsl (TakuM 00pa3oM, IUIaH YIpaBICHHS PHCKaMH pa3padaThiBacTCs B OTHOLICHHH
JIEHCTBYIOIIETO BEIIECTBA).

241. Undopmanus B IUIaHE YIPABICHHUS PUCKAMM JOJDKHA MPEACTABIATHCS JOCTATOYHO
HOJPOOHO, HO HE JOMYCKAeTCs BKIIOUEHHE TEKCTa, HE HMMEIOLIEro MpsIMOro OTHOIIEHUS K
uHbOpMalMM B JOKYMEHTE M OTBJEKAIOUIETO OT KIIOYEBBIX AaCHEKTOB IPEACTaBISIEMOM
uHpOpMalUY, KOTOpble HEOOXOAMMO YYMUTBIBaTh A (OPMHUPOBAHMA IUIaHA YIIPABICHMS
pUCKaMH, CBSI3aHHBIMM C IpUMEHEHHEM Ipenapara. llmaH ynpaBiaeHMs pHUCKaMHU JIOJIKEH
COJIepKaTh KOMIUIEKCHBIM 0030p, OLIEHKY M OOCYKJI€HHE PUCKOB, CBSI3aHHBIX C IPUMEHEHHEM
npernapara, ¢ aklieHTOM Ha HanOoJiee BaKHbIE PUCKHU, KOTOPBIE ObUTN BBISIBJICHBI MU 0KHUIAIOTCS
[0 pe3yJibTaTaM OLICHKH NOKIMHHYECKUX, KIMHUYECKMX M IOCTPETUCTPALMOHHBIX JaHHBIX,
IIPECTABICHHBIX B JIPYTUX MOAYJSX PETUCTPALIMOHHOIO JIOChE JIEKAPCTBEHHOI'O IIperapara.
JIroOble naHHbBIE, BKIIOYEHHBbIE B IUIAH YIPABICHHUS DPHUCKAMHU, JOJDKHBI COOTBETCTBOBATh
uH(pOpMaINY, TPEACTABICHHON B IPYTUX pasjiellaX PEerucTPAllHOHHOTO JOChE JIGKAPCTBEHHOTO
npenapara. B miaH ynpaBieHuss pucKaMM JOJDKHBI ObITh BKJIFOYEHBI OTCBUIKM MJIM CCBUIKH Ha
COOTBETCTBYIOLIIME  pPa3/Aeibl JOKIMHUYECKHX W KIMHUYECKUX O0030pOB M  pe3ioMme,
IIPENICTABICHHBIE B PETUCTPALlMOHHOM JIOCHE.

242. C nenpro o0ecrieueHns COTJIACOBAHHOCTU MEXIy WH(pOpMalue, mpeaCcTaBICHHON B
PETUCTPALIMOHHOM JIOChE H IIJIaHE YIIPABJICHUS PUCKAaMH B CIIy4ae MIPEACTABICHUS TOrO IUIaHA B
COCTaBe PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTO IIpernapara, HEOOXOAMMO YYHUTHIBATH
B3aMMOCBSI3b MEXly MHpOpMaLKeH, IPUBEJCHHOM B pa3jesax IulaHa yIpaBJIeHUs] pUCKaMH U B
MOJYJISIX PETUCTPALIMOHHOTO JI0ChE JIEKAPCTBEHHOTO Mperapara B COOTBETCTBUHU C TabmuIei 1.

Tabnuna 1

CooTBeTcTBHE pa3/e/ioB IJIAHA YNIPABJIEHUS] PUCKAMH M MOJYyJiell perucTpauMoOHHOI 0
A0Che JIeKAPCTBEHHOI0 Mpenapara

Pa3z[en IJIaHa YHOpaBJICHUS pUCKaMU | MO,Hy.HL PEruCTPAllMOHHOIO JOCHE
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yactb | «O030pHast nH(pOpPMAIK 10 JIEKAPCTBEHHOMY
npenapary»

yacTsb 11, mogyns CI «Dnuaemuonorust nokazaHui mo
LEJIEBBIM MOIMYJISILIHSIM

yacts I, mogyns CII «/loxnuHnueckas yacTby»

yacts I, mogyns CIII «3Oxcno3unus 1ekapCTBEHHOTO
npernapaTa B KITHHUYECKUX HCCIEJOBAHUSIX)

yacts I, mogyns CIV «llonmynsnuu, He U3yueHHBIE B
XOZIe KIIMHUYIECKUX UCCICIOBaHUID)

gacThb 11, Mmoxyns CV «IlocTperucTpaimOHHbBIN OIBIT
TIPUMEHECHUSD)

gacThb 11, mogyns CVII «UneatudunmupoBaHHbie 1
MOTEHIMAIbHBIC PHCKID)

MOIyJb 2.3
«Ob11ee pe3roMe Mo KauecTBY»;
Moayib 3 «KauectBo»

MOJIyJb 2.5
«O030p KIMHUYECKUX JAHHBIX)

Moayib 2.4

«0O030p TOKTMHUYECKHUX JTaHHBIX);

MOAYJb 2.6

«Pe3rome (hpapmMaKkoIOTHIECKUX TaHHBIX B TEKCTOBOM
(dhopmare 1 B BuIe TaOJIUID;

MOJYIb 4

«OTYeTHI 0 NTOKITMHHYECKUX (HEKITMHUICCKHX )
UCCIICTOBAHHSX)

MOIyJb 2.7

«Pe3loMe KIIMHNYECKHUX TaHHBIX;

MOJIYJb 5

«OTYeThl 0 KIMHUYECKUX UCCIIEIOBAHUSIX)

MOJIyJb 2.5
«O030p KITMHUYECKUX TAHHBIX)

MOJYIb 2.5
«O030p KITMHUYECKUX TAHHBIX)

MOJYIb 2.5

«O030p KIMHMYECKUX NAHHBIX (BKIIOYAs 3aKIIOUCHHIE 00
OIICHKE COOTHOIICHHS «II0JIb3a — PUCK» )»;

MOIyJb 2.7

«Pe3roMe KITMHIYECKUX TaHHBIX (00IIast XapaKTepPUCTUKA
JICKAPCTBCHHOTO MPETapara)y»

yacth I, mogyne CVIII «O6006mennas nadopmarus mo Moayib 2.5

npobiaemMaM 1o 0€30IaCHOCTHY

gacTh 11 «ITnan mo papmakonamgzopy»

yacTh [V «Ilnan nocTperucTpaunoHHbIX UCCIeI0BaHUN
3¢ (HEeKTUBHOCTI

yacth V «Mepbl MUHIMU3AIUH PUCKOB IIPUMCHCHUS
JIEKapCTBEHHOTO MpemnapaTa (BKIII04ast OLEHKY
3 pexTHBHOCTH MEP MUHUMHU3AINHA PUCKOB)»

«O030p KIMHUYECKUX JaHHBIXY),
Moaynb 2.7
«Pe3roMe KIIMHMYECKUX JTaHHBIX»

MOJYIb 2.5

«O030p KITMHHYECKUX NAHHBIX);
Moaynb 2.7

«Pe3roMe KITMHUYIECKUX JaHHBIX)

MOJIyJb 2.5

«O030p KIMHUYECKUX JaHHBIXY),
MOIyJb 2.7

«Pe3roMe KIMHUYECKHUX JaHHBIX)

MOJyJb 2.5

«O030p KITMHUYECKUX NAHHBIX);
Moaynb 2.7

«Pe3roMe KIIMHUYECKUX JTaHHBIX»

243. Ucnosib30BaHUE CBEICHUN MOJYJIEN PErHCTPAllMOHHOTO JOChE OTHOCATCA K CiIydasm
MPEACTABICHUSI Ha PErUCTPALMIO PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTO IperapaTra C
BKJIFOYEHHBIM B YHCJIO IOKYMEHTOB TUTAHOM YTIPaBIICHUs pUCKaMH (HAITpUMeED, T10/1a4a 3asBICHUS
Ha PETHCTpAIi0 WU BHECEHHWE CYIIECTBEHHBIX HM3MEHEHWI) nu00 OTHOCATCS K paHee
MPEACTABICHHBIM B IOCHE JAHHBIM.

244. Onucanue coaepKaHus pas3/ieioB U MOAYJIEH IIaHa YIPaBJIEHUS PUCKAMU COTJIACHO
nyHktaM 246-347 nactosimux [IpaBun gaeT pekOMEHAAIMU MO OCHOBHBIM JaHHBIM, KOTOPBIE
JOJKHBI OBITH TMPEACTABIEHBI B JOKyMeHTe. ClieayeT MpUHUMATh BO BHUMAaHHUE, YTO HEKOTOPHIC
ACTMEKTHI IPEICTABIISIEMBIX JAHHBIX, B CITy4ae €CJId OHU HE UMEIOT OTHOIICHHSI K OTIPEICIICHHOMY
JIEKapCTBEHHOMY TMpenapary, MOTYT COKpamaThCs, W, HANPOTUB, MOXET MOTPeOOBATHCS
OCBEIICHHUE JTOTIOJIHUTEIBLHBIX aClIeKTOB, KOTOPhIC HE YIIOMSHYTHI B HacTosmux [IpaBunax. Bes
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Mpe/iCTaBJIeHHAs B [IJIaHE yIpaBiIeHUs pucKaMu HHGOpMaIus J0JKHA ObITh HAy4HO 00OOCHOBaHa,
HE JIOMyCKaeTCs BKIOUECHUE 3JIEMEHTOB HH(OpMAIUK PEKIIAMHOTO XapaKTepa.

245. Pa3znien miiaHa ynpaBl€HHS pUCKaMH, MPEABAPSIONINNA OCHOBHOM JTOKYMEHT, JOJIKEH
BKJIIOYATh CJIEAYIOUIYIO aIMUHUCTPATUBHYIO HH(POPMAITHUIO:

a) 1aTa OKOHYaHUs cOOpa TaHHBIX TEKYILEro IUIaHa yIpaBIeHUs pUCKAMU;

0) nara MoANMMUCaHUs U HOMEP BEPCUU TUTaHA YIIPABJICHHS PUCKAMU;

B) MIEpEUCHb YacTei u Moayseit. Jjist oOOHOBIEHUH TJ1aHa YIIPABJICHHS PUCKAMU B yKa3aHHOM
pazferne TiaHa yIpaBlIeHUS PUCKAMH JIOJDKHBI OBITh MPHUBENCHBI B TaOMMUHOW Qopme HOMeEp
BEpPCUM MOJyJIel U AaTa oJoOpeHHs JepKaTesleM PerucTpalioHHOro yiocToBepeHus. B ciydae
IpEeJCTaBICHUS OOHOBJICHHOW BEPCUH TUIaHA YNPABICHUS PUCKAMHU BKIIFOYAETCSI KOMMEHTapHil C
KpaTKUM ONHMCaHHEeM OOOCHOBaHHMS OOHOBJICHHUS IIJlaHA YIPABJICHUS PUCKaMU U peE3IoMe
BHOCHMBIX CYIIECTBEHHBIX U3MEHEHHI B pa3/ielibl IUIaHa YIIPaBJICHUSI PUCKAMU,

') MOATBEPK/IEHUE PACCMOTPEHUS M COIJIACOBAHMS IUIaHA YIPABIEHUS PHUCKaMH CO
CTOPOHBI YITOJIHOMOYEHHOT'O JIMLA 10 (apMakoHaa30py B (popme (aKkTHUECKOH MOAMUCH 3TOTO
YA WM MHOTO JO0Ka3aTelbCTBAa OJOOpEHUs MPEACTABIIEMOl BepCHUU IUIaHA YIpPaBICHUS
pUCKaMM CO CTOPOHBI YIOJHOMOUYEHHOTO JHIa 1o (apMakoHaa30py. B ciaydae momaum ruiana
YOpaBJIEHUSI PUCKaMHU B COCTAaBE€ PETHUCTPALMOHHOIO JIOChE JIEKApCTBEHHOTO IIpernapara B
Ka4yecTBE MOATBEPKICHUS KOHTPOJISI CO CTOPOHBI YIOJTHOMOUYEHHOT'O JIMIA TI0 (hapMaKoOHAI30py
MO3KET OBITh MPEACTABICHO 3asiBICHHUE O TOM, UTO IJIaH YIPaBJIEHUS pUCKaMU ObLJT pACCMOTPEH U
0J00peH YMOJIHOMOYEHHBIM JIMIIOM IO (hapMakoHAA30py JAepiKaresis PpEerucTparioHHOTO
YAOCTOBEPEHUS U TIOKYMEHT 3aBEPEH AJIEKTPOHHOMN MOIHUCHIO.

6. ITonpoOHoOe onucaHue Ka/A0i YaCTH IVIAaHA YIIPABJIECHHUS PUCKAMH
Yacrs I «O030pHast uHpopManms mo JeKapCTBEHHOMY Ipenapary»

246. [lanHast 4acTh JOJDKHA COZAEp)KaTh aIMHUHHCTPATUBHYIO HH(POPMALUIO O TIUIAHE
yYOpaBlIEHUS pUCKaMHU, a Takke 0030pHYI HH(OpPMALMIO MO JIEKApCTBEHHOMY Ipenapary
(JIlekapCcTBEHHBIM TIpenapaTaM), B OTHOLICHMHM KOTOPOTO COCTABIJICTCS IUIAH YIPaBICHUS
puckamu. Ilpencrasnsiemass uHpopmalus AOHKHA OBITH aKTyalbHOM M TOYHOW B OTHOILLEHUH
TEKYILEro 3asBJICHUS HAa PETUCTPAIMIO JICKApCTBEHHOTO IIpernapara, MOCKOJbKY OHa Oyner
OTpa)keHa B PETUCTPALIMOHHOM yJIOCTOBEPEHHH.

YkazaHHas 4yacThb JOJDKHA COJIEPKaTh CIEIYIOIyI0 HH(OpMAaIHIO:

nH(popMalus 00 aKTHBHOM BEIIECTBE:

aKTUBHBIC (apMaleBTUYECKHE CYOCTaHIMHU (IEHCTBYIOIIME BELIECTBA) JIEKAPCTBEHHOTO
npenapara (JeKapCTBEHHBIX MPEapaToB);

¢dapmakorepanesTuueckas rpymnmna (kogq ATX (ATC));

HauMEHOBAaHHE IJIAHUPYEMOTO JepKaTells PETUCTPALMOHHOTO yYI0CTOBEPEHUS;

HaMMEHOBaHME M (hopMa BBIITYCKa JICKAPCTBEHHOT'O Iperapara, Ui KOTOporo pa3paboTaH
JAHHBIN TUIaH yTIpaBICHUS PUCKAMU;

uHpOpMaILKs O MPOLEAYPEe PETUCTPALMH (B3aUMHOTO PU3HAHUS, ACLEHTPAIM30BaHHAs, B
COOTBETCTBHUH C 3aKOHOATEIbCTBOM IOCYAapCTBA-UJICHA);

TOProBOE€ HAMMEHOBAHME B TOCYAApCTBAX-UICHAX;

KpaTKOe OIMCaHUE JIKApCTBEHHOTO IMpenapara (BKJIoYaroliee B ce0s KiIace XUMHUYECKUX
COEMHEHUI, K KOTOPOMY OH OTHOCHTCSl, KpPaTKOE€ ONHCAaHHE MEXaHW3Ma JEHCTBUSA, BaXKHYIO
MH(pOpPMAIIHIO O €ro cocTaBe (Hampumep, MPOUCXOKICHNUE aKTUBHOTO BEIIECTBA OMOJIOTHIECKUX
JIEKapCTBEHHBIX MPENapaToB, COOTBETCTBYIONIUX abIOBAHTOB Ul BAaKLIUH));

CCBUIKA Ha pazJiell PErUCTPAMOHHOTO JI0OChE, COAepKAIIUNA HHPOPMAIIHUIO O JIEKapCTBEHHOM
npemnapare (€ciiv IpUMEHHMO);

nokazaHus (0I00peHHBIC U TIpeIaraeMbie) (€CITM MPUMEHUMO);

pexxuM 103upoBaHus (KpaTkas MH(OpMaIys MO OCHOBHOHM IeJeBOM MOmynsiuu 0e3
nyonupoBaHus pazzena 4.2 o01el XxapaKTepUCTHKN JIEKAPCTBEHHOTO Mperapara);

uHpopMaIus 0 JEKapCTBEHHBIX (GOopMax U JO3HPOBKE;
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yKa3aHWe O HaJIWYMH Yy JIGKAPCTBEHHOTO TIpemapara craTyca IOJUIeXKAIIero
JOTIOJTHUTEIBHOMY MOHHUTOPUHTY (U NPHUHATUU PEIICHHs O PErucTpauuu Ju0o Ha 3Tamax
O0OHOBJICHUS TIJIaHA YTIPABIICHUS PUCKAMHU ).

Yacts Il «Cnennduxanus no 6e30macHOCTH»

247. B naHHOM YacTH JOJDKEH OBITh MPEJICTaBICH KpaTKuii 0030p mpoduiiss 6e30macHOCTH
JICKApCTBEHHOT'O Tpernapara C BBIACICHHEM TEX AacleKTOB Oe30MacHOCTH, KOTOpbIe TPeOyroT
TaNbHEHIINX MEHCTBHMA MO ympaBieHHio puckamu. Crnenuduxainus 1mo 0e30macHOCTH JTO0DKHA
NpPEJCTAaBIATh CO0OM pe3loMe BaKHBIX MJICHTHU(PUIMPOBAHHBIX PHUCKOB JIEKAPCTBEHHOTO
npernapara, BaXHbIX MOTEHIIMAILHBIX PUCKOB U OTCYTCTBYIOIIEH nHpopManuu. B cnenudukanmn
1o 0Ee30MaCHOCTH TaKXe JOJDKHO OBITh JaHO ONMHUCAHHE MOIMYJISIUOHHBIX IPYII, TOTCHIUAIBHO
MPEICTaBISAIONINX CO00M Tpynmbl pucka (MpU MPUMEHEHUH JIEKapCTBEHHOI'O IMpernapara Kak B
COOTBETCTBHH, TaK M HE B COOTBETCTBUH C O0IIEH XapaKTepUCTUKON JIEKAPCTBEHHOTO MIperapara),
a Tak)Ke yKa3aHbl BCE HEJOCTATOUYHO M3YUYEHHbIE aCMEKThl MpoQuiis 6e30MacHoCTH, Tpedyrolue
JambHEHIero u3y4eHus Ha MOCTPErHCTPALIMOHHOM 3Talle C LEIbI0 YTOYHEHUS U (DOPMUPOBAHUS
MPaBWIbHOM  OLIGHKM COOTHONICHMSI  «IOJIb3a — PUCK»  JIEKAPCTBEHHOI'O  Iperapara.
Crnenuduxanus no 6€30MaCHOCTH B IJIAHE YNpaBlieHUs] puckaMu (GOPMHUPYET OCHOBY IJIaHA TIO
(dapmMakoHaa30py U MJIaHA 0 MUHUMU3ALUU PUCKOB.

Crnenudukanus no 0€30MaCHOCTH B IUIAHE YIPABJICHUS PUCKAMHU BKIIOYaeT B cels 8
MOJyJIEl B COOTBETCTBUU C IMYHKTOM 237 HacTosiux [IpaBui.

248. [lepxaTensaM  pPETUCTPALlMOHHBIX  YJOCTOBEPEHMM  PEKOMEHAYETCSl  CIEN0BaTh
yKa3aHHOU CTpykType crenudukamuu mo OezomacHocTd. Crnenuduranus 1o 0e30MacHOCTH
MOJKET BKJIFOUATh B ¢€0sI TIOTIOJTHUTEIbHBIC 3JIEMEHTHI B 3aBUCIMOCTH OT CBOWCTB JIEKAPCTBEHHOTO
npernapara, IporpamMmbl €ro pa3paboTKU U W3YUYEeHHsI, BKIIOYAsl aCTIeKThl KAUYeCTBa U UX BIHSIHUE
Ha Ipodub 6e30macHOCTH U 3()(PEKTUBHOCTH JEKApCTBEHHOTO MpenapaTa, prucka, CBI3aHHOTO C
(hopmoii BBITTyCKa, U UHBIE aCTIEKThI, MOIU(HUITUpYIomKe MPoduiIs 6€30MacHOCTH.

OO01ue yKa3aHUsl B OTHOIIEHNH BOCTIPOU3BEI€HHBIX H BHICOKOTEXHOJIOTHYECKUX
JIEKAPCTBEHHBIX NMPeNnapaTon

BocnpousBeeHHbIe TeKapCTBEeHHbIE MIPENapaThl

249. B oTHOIIEHNH BOCITPOU3BEAEHHBIX JIEKAPCTBEHHBIX MPEMAPATOB MPEANOIAraeTcs, 4To
cneunpukanus 1Mo 0e30MmacHOCTH OyJIeT COOTBETCTBOBATh CIELUM(UKAMK M0 0e30IacHOCTH
pedepeHTHOTO JEKapCTBEHHOTO Ipenapara WM JPYTUX BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX
IPETapaToB, JUIst KOTOPHIX UMEeTCsl 0100peHHas ISHCTBYIOIIAs CrICHU(UKAIHS TT0 0€301aCHOCTH.
B cnyuyae Hammuusi HECOOTBETCTBHM MEXAy OfOOPEHHBIMH IUIAHAMH YHPABJICHHUS PUCKAMH IS
AHAJIOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB JepXKaTejleM pPEerUCTPAllMOHHOIO YJIOCTOBEPEHHUS
JOJDKHA OBITh TPEIJIOkKeHa W O00OCHOBaHA cremuduKaius 1o Oe30ImacHOCTH, KOTopas
COOTBETCTBYET IaHHOMY BOCIIPOM3BEIEHHOMY JICKAPCTBEHHOMY Ipenapaty. B HCKIIIOUNTEIbHBIX
CITy4asx MPU HAJTMYUH COOTBETCTBYIOIINX OCHOBAHUH B OTHOIICHHH HOBOTO BOCIIPOM3BEICHHOTO
JICKApCTBEHHOTO TpernapaTa MOXET OBbITh MpeACTaBieHa creuuuKanus 1no 0e30MacHOCTU C
OTJIMYUSMH B YacTH MpoOJieM 1o Oe30MacHOCTH MO CPaBHEHHIO C TMpoduieM 0e30MacHOCTH
pedepeHTHOTro JIeKapCTBEHHOI0 Ipernapara (HanpuMmep, B cllydae, Korjia 3a OTYETHBIN Mepruo Ha
OCHOBAaHHMH TIOJyYCHHBIX JAHHBIX MPOHM3OILIM M3MEHEHHS B OLCHKE Mpopuiis 0e30MacHOCTH
JICKapCTBEHHOTO IIperapara, B Cliydyae HaIMYKs OTJIMYHMHA B XapaKTEPUCTUKAX BOCIIPOU3BECHHOTO
JIEKapCTBEHHOTO Mpenapara 10 CPaBHEHHWIO C pe(epeHTHBIM JIEKAapCTBEHHBIM MPEIapaToM,
HampuMep, MpPH HAIWYMM PUCKA, CBA3AHHOTO C MPHCYTCTBYIOIIMM TOJBKO B HEKOTOPBIX
npernaparax BCIIOMOTaTeIbHBIM BEIIECTBOM).

BbIcOKOTeXHOIOTHYECKHE JIEKAPCTBEHHBIE NPenapaThl
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250. BBICOKOTEXHOJIOTUYECKUE JIEKApPCTBEHHBIC MpenapaThbl, COIJIaCHO aKTaM OpPraHoOB
Coro3a, BKIIIOYAIOT B ce0sl TEHOTEPAIeBTUYECKHUE JIGKAPCTBEHHBIE IMPENaparhl, JEKapCTBEHHBIC
rpenaparsl HA OCHOBE COMAaTHUYECKHUX KJIETOK M Ipenaparsl TKAHEBON MHXKEHEPUH.

251. Ins BBICOKOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX MpPENapaToB BBUAY CHEUU(DUUIECKOI
MPUPOJABI XapaKTepHBI 0COObIE PUCKH, KaK MPABUJIO, HE MPHUCYIIME APYTUM JIEKapCTBEHHBIM
npenaparam. JlaHHble 0coOble pPHCKH BKJIIOYAIOT PHUCKH JUIS JKUBBIX JOHOPOB, PHCKH
TpaHcpopMaIy KJIETOYHON JIMHUM U NEPEHOC BEKTOPOB. YKa3zaHHbIE crienu(uyecKkue pUcKu
HEoOXOMUMO  YYHTHIBATH  NOpuU  pa3paboTke  cnenuukamuu 1m0  OE30MacCHOCTH
BBICOKOTEXHOJOTUYECKHX JIEKAPCTBEHHBIX MPENApPaTOB.

Moayas CI «nuaeMuos1orus NoKa3aHui 1o mejaeBbIiM NOMYJISIIIASIM»

252. I[lpenmMeToM oOmNHMcCaHUsT U OUEHKHM B JAHHOM MOJYJIE SIBISICTCS SMUAEMHUOIOTHS
nokazanuii. OmnucaHue JODKHO BKIIOYaTh B ceOd OLEHKY YPOBHA 3a00JIeBaeMOCTH,
pacpoCTpaHEHHOCTH, CMEPTHOCTH, JIaHHBIE TI0 MCXOJIaM TMpPH OTCYTCTBUHU JICUCHUS IEJICBOM
MOMYJIAUUY, HH(QOPMAIMIO O PACHPOCTPAHEHHBIX B LEJIEBOM MOIMYJISAIUN COIMYTCTBYIOIIUX
3aboneBanuax. Onucanue T0HKHO OBITh IPEACTABICHO CO CTpaTHU(UKAIIUEH 110 BO3PACTY, TTOJTY U
pacoBoMy M (MJIM) STHHYECKOMY MPOUCXOXKICHHIO B CIIydae, €I yKa3aHHbIC MOMYJISIIMOHHBIE
ACTMEKThl XaPaKTEPUCTHKU SIBISIIOTCS 3HAYMMBIMHM JJI OIEHKH OE€30MacHOCTH W YIPaBICHUS
pUCKaMH.

253. Paznuuusi B SNHUAEMHOJIOTHM TIOKA3aHWM B Pa3HBIX PErMOHAX TaKXKe JIOJKHBI
HO,Z[BepFaTBC}I OLICHKEC MW OIIHNCAaHUuI0 (B cnyqae, €ClIIn JId SIUACMUOJIOTUN xapaKTeprl
pervoHaNbHBIe paznudus). [Ipu HaMMYUK OTAMYHA XapaKTEPUCTUKHU ATTUACMHUOJIOTHH TTOKA3aHUI
B rocy;[apCTBax-qﬂeHax OIIMCAaHUC JaHHBIX OT.HI/I‘-II/II\/'I MOXET 6I>ITI> HpGI[CTaB.HeHO B YacCTu
NpUJIOKEHU 9 MIaHa ynpaBieHUs pUCKaMHM, yKa3aHHOW B myHKTe 344 Hacrosmux [IpaBui, B
COOTBETCTBUH (POPMATOM U CTPYKTYpPOH TaKUX JAHHBIX.

254. Cnenqyer Takxe MpeACTaBUTh HHGoOpMaIuioo o QakTopax pucka 3abojeBaHUS M
OCHOBHBIX CYH_IGCTBYIOH_II/IX moaxoaax K JICUHCHUIO. B MOI[yJ'H: BKJIFOUACTCs I/IHq)OpMaLII/I}I (0]
3HAYUMBIX (PEJICBAHTHBIX) HEXKEIATCIbHBIX SIBICHUSIX, KOTOPBIC OXXKHAAIOTCS (MPU OTCYTCTBHH
JICUYEHNUS) y LIEJIEBOM NOMYJISAIMH, BKJIIOUasl YACTOTY U XapaKTEPUCTUKY HEKENATEIbHBIX SIBJICHUMH.
JlaHHbIC, TIPEACTABJICHHBIE B MOJIYyJeE, JOJDKHBI CIIOCOOCTBOBATh IPOTHO3HPOBAHHUIO H
I/IHTepHpeTaHI/H/I INOTCHIHUAJIBHBIX CUTHAJIOB, a4 TAK¥XKC OHpGI[eJIeHI/IIO HaHpaBHeHI/Iﬁ MHUHHUMHU3alInNn
puckoB. Mabopmarus 1omKkHa OBITH KPaTKOM, TOCTOBEPHOW M HE JOJDKHA COACPIKATH SJIEMEHTHI
PEKJIaMHOT'0 XapakTepa.

Moayab CII «lokJInHUYeCKAS YACTh»

255. lanHblli MOZYJIb JOJDKEH COAEpXKATh PE3IOME BAKHBIX JAHHBIX, IOJYYEHHBIX B
pe3ynbTare NpoBeAeHHs JOKIMHUYECKUX HCCIe0BaHN 0€30MacHOCTH, HalpUMED:

a) pe3yJIbTaThl HCCIIECOBAaHUS TOKCUYHOCTH (KJIIOYEBBIE JIaHHbIE O TOKCHUYHOCTH,
MIOJIyYEHHbIE B XOJE€ HCCIEIOBAHMM, HANpUMEp, TOKCUYHOCTH IPU OJHOKPATHOM U NPHU
MMOBTOPHOM (MHOTOKpPaTHOM) MPUMEHEHUH, penpoyKTUBHOU TOKCHUYHOCTH,
AMOPUOTOKCUYHOCTH, TEpPaTOr€HHOCTH, He(POTOKCUYHOCTH, renaToTOKCUYHOCTH,
F€HOTOKCUYHOCTHU, KAHIIEPOT€HHOCTH);

0) nmaHHbIe 00 MCClIeIOBaHUSIX (HapMaKOJIOTHUUECKON O€30NacHOCTH (HaIpuMep, BIUSHUE HA
CEPJIEYHO-COCYAUCTYIO CUCTEMY, BKiItovas yiuHeHue QT-uHTepBaia, HEpBHYIO CUCTEMY H T.11.);

B) JIaHHBIE O peaKIMIX B3aUMOJCHCTBUS JIEKAPCTBEHHOTO Mpernapara;

') UHbIE JAHHBIE O TOKCUYHOCTH.

256. B Mopayse nomkHa coiepyKaThesi HHGOPMAITUS O 3HAYMMBIX TOKCHYECKUX CBOMCTBAX U
aKTyaJIbHOCTH BBIBOJIOB IIPH MCIOJIH30BAHUH HA JIIOSX. 3HAUMMOCTH JIAHHBIX OYJET 3aBUCETH OT
CBOMCTB JIEKAPCTBEHHOTO IpernapaTa, 0COOEHHOCTE! 11eJIeBOM MOMyYJISILIMK U OTbITa IPUMEHEHUS
MOOOHBIX COSNMHEHUN WK TIOJXO0A0B K Tepauy PHU MPUMEHEHHUH JICKApCTBEHHBIX MPENapaToB
TOi1 ke rpynmnbl. Heo6xonnMo oTpa3uTh yCTaHOBJICHHbBIE 3HAYUMbBIE HAIIPABJICHUS TOKCUYECKOTO
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BO3JIEHCTBUS (IT0 L[EIEBBIM CHCTEMaM U OpraHaM) 1 000CHOBAHHYIO OLIEHKY IMOTYYEHHbBIX JaHHBIX
M0 TOKCHYHOCTH ISl 4eloBeKa. [IoMMMO 3TOro JOJKHBI OOCYKIAThCsl acEeKThl KadyecTBa, B
clly4ae €ciy OHM MOTYT 3HAaYUTeNIbHO OTPa3uThCs Ha mpoduse 0e30MacHOCTH JEKapCTBEHHOTO
npemapaTta (B 4aCTHOCTH, BaxkHas MH(OpManus 00 aKTHBHOM BEIIECTBE WU €ro MPUMECHX,
HampuMep, TeHOTOKCUYECKUX MpuMecsx). Eciu jexkapcTBeHHBIN mpenapar MpeaHa3HaueH AJis
MPUMEHECHHS JKCHIIMHAMH JIETOPOJHOTO BO3pacTa, B JIOKYMEHTE JIOJDKHBI OBITh TPUBEICHBI
JaHHBIE O PENpOAYKTUBHOM TOKCHUYHOCTH U BIUSHUM Ha pa3BUTHE IUIO0/A, a TaKkXke O
MOCIIEACTBHAX UCMOJIB30BaHUS JICKAPCTBEHHOTO Tpenapara y JaHHOW TPyIbl TaI[UeHTOB.

257.B ciny4yae eciau JOKIMHUYECKHME (HEKIMHUYECKHE) JaHHBIE 0 OE30MacHOCTH
CBUJCTEIHCTBYIOT O HAJIMYMW BaXXHOTO IMOTEHIIMAILHOTO pPHCKA JJs IIEJIEBOM TOMYJISIIIHH,
COOTBETCTBYIOIIMI PUCK JIOJKEH OBITh BKIIFOUEH Kak Ipodsiema mo 6e3onacHoctu B Mmoayins CVIII
crieruQuUKay Mo 0e30MacCHOCTH IJIaHa 10 YIIPABICHUIO PUCKOM.

258. B OTHOIICHUH BBISIBICHHBIX B X0J1€ JOKIMHUYCCKUX (HEKIIMHUYECKHUX ) UCCIICTOBAHMI
ACTICKTOB TOKCHYECKOTO BO3JICHCTBHUS, KOTOPHIE OIICHEHBI KaK HE MMEKOIIME 3HAYMMOCTH TPU
NPUMEHEHUH Y UYeJlOBeKa, JOJDKHO OBbITh MPHUBEICHO COOTBETCTBYIOLIEe OOOCHOBaHUE
PE3yJIbTaTOB BBHIMOJTHEHHON OLIGHKH M HE TpeOyeTcs BKIIOYCHHE MX B KAauyecTBE MPOOJIEM IO
6e3onacHoctu B Moy CVII u CVIIL.

259. B ciydae ecnu 1o pe3ynbTaraM JOKIMHUYECKUX (HEKIMHUYECKUX) WU KITMHUYIECKIX
UCCIIEIOBaHUM ompenensercs HeoOXOAUMOCTh BBIIOJIHEHUS JOMOJHUTENbHBIX AOKIMHUYECKIX
(HEeKJIMHUYECKUX) UCCIICJIOBAaHW C BKJIIOYCHHEM JAHHBIX UCCICOBAaHWA B IUIAH TIO
(dhapmMakoHaa30py, B MOAYJIh BKIIOYAeTCS Kparkas uHoOpmaius ¢ OOOCHOBaHMEM TaKOW
HEO0OXOUMOCTH U YKa3aHUEM 3aIUTAHUPOBAHHBIX MEPOTIPHUSITHIA.

260. 3aKTI0YNTENBHBIC BBIBOABI 0 JaHHOMY pa3lely OJDKHBI OBITH COTJIACOBAHBI C
conepkanueM moxyns CVIL, u Bce ycTaHOBJICHHBIE MPOOJIEMBI 0€30MaCHOCTH JTOJKHBI OBITH
oTpaxkeHsl B MmoayJsie CVIIL.

261. ConepkaHue HACTOSAIIETO MOMAYJSI JODKHO OIICHMBATBCS C  TOYKH  3pEHUS
COOTBETCTBHUSI OOHOBJISIEMOMY YpPOBHIO 3HAHUH B OTHOILEHUHU JIEKAPCTBEHHOIO Ipemnapara Ha
MPOTSHKEHUH €ro JKU3HEHHOTO IUKIa. Ha MOCTperucTparlmoHHOM JTane JaHHBIA pa3feln
MOAJICKUT OOHOBJIEHMIO B Ciyyae, KOI/Ia Ha OCHOBAaHUHM MOJYYEHHBIX HOBBIX JAaHHBIX
JOKJIIMHAYECKUX (HEKIIMHUYECKHX) MCCIeA0BaHU TpeOyeTcss BHECEHHE U3MEHEHHI B MEpPEUYCHb
npobneM Oe3zonmacHOCTH. [IpoGnembl MO 0OE30MaCHOCTH, BBISBICHHBIE HA OCHOBE JaHHBIX
JOKIIMHAYECKUX (HEKIMHUYECKHUX) HCCICIOBAaHUM, KOTOpPHIE IO TPOIISCTBUUM BPEMEHH HE
OLICHUBAIOTCSl KaK aKTyalbHble JMOO He ObUIM MOATBEPXKACHBI MO pe3ysbTaTaM MOJy4YeHUs
JOCTaTOYHOTO ¥ COOTBETCTBYIOIIETO OIBITa MPUMEHEHUS Ha IIOCTPETUCTPAIIMOHHOM dTaIle WK Ha
OCHOBaHUHU CGHOPMHUPOBAHHOM J0Ka3aTeNbHOM 0a3bl, MOTYT OBITh HMCKJIIOYEHBI U3 MEpeyHs
po6JeM 1o 6e30MacHOCTH.

Monyas CIII «Bo3aeiicTBHe JIeKAPCTBEHHOI0 MPenapara B Xo4e KIMHUYECKHX
HUCCJIeA0BAHUI»

262. B Moayse ¢ 1enbl0 BBITIOJIHEHHS OLICHKH OTPaHWYCHHWH JTaHHBIX 1O 0€301acHOCTH,
MOJIYUCHHBIX IIpU MPOBCACHUN I/ICCJIG,Z[OBaHI/Iﬁ C YydYaCTuCM HYCJIOBCKA, JOJIZKHBI GBITB
MPEACTABIICHBI JAHHBIC O MAIlMEHTaX, KOTOPhIE OBLIM BKIIOUEHBI B KIMHUYECKHUE MCCIICIOBAHMS
(Ha KakMX rpynmnax ManMeHTOB M3y4alicsl JIGKapCTBEHHBIH mpenapat). JlaHHbIE JOJKHBI OBbITH
npeAcTaBiIeHbI B popMare, yaoOHOM Jjis aHanu3a (Hampumep, B popMe TabIuIl Wi TpaduKoB).
I[aHHBIG Mo KIIMHUYCCKUM HCCICAOBAHUAM MPCACTABIAIOTCA OO MOMCHTA HGpBH‘IHOﬁ Imogauun
IJaHa YIpaBiICHUS PUCKAMH WJIW TPU CYHIECTBEHHBIX HW3MEHEHHUSX MOMAYJS B CBSI3U C
OGHOBJIGHI/IGM JAHHBIX 11O OLICHKEC BO3HCﬁCTBHH B X01€ KIIMHUYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ (HaHpI/IMep,
10 HOBBIM TTOKa3aHusM). CoepkaHue HaCTOSIIETO MOTYJISI JOJIKHO OIICHUBATHCS C TOUKH 3PECHHS
COOTBCTCTBUA AKTYAJIbHBIM [JdHHBIM Ha MHNPOTHKCHHUU KUZHCHHOI'O IHUKIIA JICKAPCTBCHHOI'O
mpenapara, B CIydae OTCYTCTBHS HOBBIX 3HAYMMBIX JAHHBIX IO BO3JCUCTBHIO JIEKAPCTBEHHOTO
mpermapaTa B X0/1e KITMHUYECKUX UCCIICIOBaHUI OOHOBIICHUE TAHHOTO MOAYJIS HE TpeOyeTcs..
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263. O0beM wucciaeayeMor TMOIMYJISIUN JTOJDKeH OBITh MOAPOOHO OMHCAaH C YKa3aHHEM
JAHHBIX O KOJIMYECTBE MAIlEHTOB U TIeproa (B BUJIE ITALIUEHTO-JIETY, KIAIMEHTO-MECSIIEBY), B
TE€YEHHE KOTOPOTO MalMeHThl MOABEPraINCh BO3JEUCTBUIO JIEKAPCTBEHHOTO Mpernapara (eciu
MpUMEHUMO). J[aHHBIE TO MOMYJSIUSAM, BKIIOUEHHBIM B KIMHUYECKHE HCCIEAOBAHUS, TAKKE
JOJKHBI OBITH MpeACTaBiIeHbl ¢ ydyeToMm crpaTudukauuu. CrtpaTudukanvs MOMYJISIUOHHBIX
MOATPYII B TAKUX CITy4asX, Kak MPaBUIIO, BKIIOYAET B CeOsI:

a) BO3pacT | I0J;

0) rmoka3aHus,

B) JI03UPOBKY;

r) cTpaTu(UKaIys M0 HHBIM KPUTEPHSIM MOXKET OBITh MPUBECHA B CIIy4ae 3HAUUMOCTH JJIsI
IUTAHUPOBAHUS CUCTEMBI YIIPABJIEHUSI pUCKaMH (HallpUMeEp, pacOBOE MIPOUCXOXKIACHHUE).

264. [1pu npencTaBiIeHUH JAHHBIX O BO3PACTE JOKHBI OBITh BBIOPAHBI KATETOPUH, KOTOPBIC
MMEIOT OTHOILIEHHUE K L[eJeBON NOMyJIsiUU. JJaHHbIE 10 eANaTPUYEeCKUM NallUeHTaM U MOKUITbIM
MarMeHTaM JOJKHBI OBITh pa3/IeIeHbl B COOTBETCTBUHU C MPUHSATHIMHA BO3PACTHBIMU KATETOPUSIMHU
(manpumep, 1o kaTeropusm 65—74 roga, 75—84 rona u crapuie 85 €T A1 MOXKUIIBIX MAIlIEHTOB).

265.3a WUCKIIOYCHHEM CIydyaeB, KOrJa JTO SBISIETCS HEOOXOJMMBIM, JaHHBIE TIO
KJIMHUYECKUM HCCJIEIOBAaHUSIM JIOJDKHBI TPEJCTaBIATbCS B 0000UIeHHOW ¢opMe, He IO
OTJICNbHBIM KIMHUYECKUM HCCIICIOBAaHUSAM, C CyMMHPOBAaHHEM IOKazaTelned mo rpadam u
paznmenam (ecnu 3To 00OCHOBaHO). B cimydae ecnmu omHa W Ta JKe TpyIIa MAlMEHTOB Oblia
BKJIIOUEHA B 0oJiee 4YeM OJTHO HcclieloBaHMe (HampUMep, MPOJI0JKEHUE OTKPHITOTO HAOIIOACHUS
Mocjie OKOHYAaHWS KJIMHUYECKOTO MCCIEIOBaHUs), OHA BKJIOYAaeTcd B TaONMIly IO TpymIe
BO3pacTa, MoJia U pachkl OJMH pa3. B cmydae ecnu Mexay TaOiHIlaMyd BOSHHKAET HECOOTBETCTBUE
0 YUCITy TAIleHTOB, T0JKHBI OBITh JaHbl COOTBETCTBYIOIINE PAa3bSICHEHHUS.

266. Ecnu muiaH ynpaBieHUsl pUCKaMU IPEJCTABIIAETCS BMECTE C 3asIBJICHHEM HAa BHECEHUE
HOBOTO TOKa3aHUs K NPUMEHEHHUIO JIEKApCTBEHHOrO Ipernapara, HOBOM (apMaleBTHUYEeCKOM
¢dbopMbI WiH criocoba BBEACHHsI, OTJCIBHO B Hadaje JAHHOTO MOAYJS W B CBOJIHBIX TaOIHIIAxX
JOJKHBI OBITH MPECTABIECHBI JaHHBIE BHOCUMOI'O U3MEHEHUSI.

Monyas CIV «Ilonyasinum, He U3y4eHHbIE B X0/1€¢ KIMHNYECKUX HCCIIeI0BAHNID)

267. Jlanablii MOAyJsb crenudukanuu mo Oe30MacHOCTH IJIaHA YMPAaBICHUS PUCKAMHU
IIpeHa3HaueH JUIsl ONMCAaHMUA TOMYJISILUKA, KOTOPBIE pPAacCMAaTPUBAIOTCS B  KOHTEKCTE
OTCyTCTBYIOIEH MHpopManuu. B nanHOM Monyne AoKHA ObITH MpeacTaBieHa HHGopMaIus o
TOM, Kakue 0coOble MOArPYIIIbI MAIIMEHTOB LIEJEBbIX MOIMYJAUN He ObUIM MU3yUYCHBI MU ObLTH
M3Yy4YEHbl JIMIIb B OrPAaHUYEHHOW CTENEHHM B IMpeAesax TpyNN MAalMeHTOB, BKJIIOYEHHBIX B
KIMHUYECKUE UCCIeoBaHusl (HampuMep, OepeMeHHBbIE J>KEHIIMHBI, JKCHIIUHBI, KOPMSIIUE
IPpyApl0, TNEAuaTpuuecKas MOMyJsALUs, MOXWIbIE MAlMEHThl, MAUUEHThl € IOYE€YHOMI
HE/I0CTaTOYHOCTHIO, HAPYIICHUAMHU (DYHKIMH MTEYECHU WA HApYIICHUSMH CEPACYHO-COCYUCTOM
NeSITeIbHOCTH, TIOIMYJISIIIUY C COOTBETCTBYIOIIMMH T'€HETUYECKUMU MOTUMOPPHU3MaMU, MalluEHThI
C HMMMYHOCYIpPECCHEH M MOMYJSALUUM Pa3IMYHOM STHUYECKON NPUHAIJIEKHOCTH, IMALUEHTHI,
CTENEeHb TSKECTH 3a00JIeBaHUSI KOTOPBIX OTJIMYAETCS OT H3YYEHHOM B XO0J€ KIMHHUYECKHX
uccienoBanuii). B ciydasx, korgja 3TO NPUMEHMMO, CIEAYET YKa3aTb CTENEHb TAKECTH
HapyleHus! QYHKIMU MTOYeK, IEYSHU UM CEPACYHO-COCYAUCTOM AeATeIbHOCTH OMYISIIIMOHHOM
MOJIPYIIIBL, @ TAKXKE TUI T€HETUYECKOT0 MOIMMOP(HU3Ma, COCTABIISAIONINE 00JIACTh OTPAaHUYCHHS
M3y4YEHHs B XOJ€ KIMHMYECKUX HcCaenoBaHMM. OrpaHWYeHHs] KIMHUYECKUX HCCIEIOBAHMMI
TaKXe JOJDKHBI OBITh MPEACTABJICHBI C TOYKM 3PEHHUS PEJICBAHTHOCTU KPUTEPUEB BKIIOUYCHUS U
HEBKJIIOYEHUST B OTHOLICHUM LEJIEBBIX MOMYJISALUUNA, a TaKXKe pPa3Inuduil, KOTOpPbIE MOTYT
BO3HUKHYTh B 3aBHCHMOCTH OT IIapaMETPOB MCCIEAOBAHUN (HampuMep, B CTALMOHAPHOW WM
aMOyJIaTOPHOW TpakTHKe). BBIBOABI 0 BO3MOXHOCTH TPOTHO3UPOBAHUS OE30MACHOCTH IS
IEJIEBBIX TOMYJISAINA JOKHBI OCHOBBIBATHCSI HA TOYHOW M MOAPOOHOM OLIEHKE OrpaHHYeHHM
UMEIOIIUXCA JaHHBIX KJIMHUYECKUX HCCIEAOBAaHUNM JIMOO HMX OTCYTCTBHUH Ul KaKHUX-JTHOO
MOATPYIII.
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268. B cinydae ecnu npeamnonaraeTcsi moCTPErucTpallMoOHHOE TPUMEHEHUE JIEKapCTBEHHOTO
mpernapara y MOmyJISIuil, KOTOpble He OBUIM M3YYEHBI B XOJC KIMHUYECKUX HCCIEAOBAHUN, U
UCXOJS U3 HayYHO OOOCHOBAHHBIX JTaHHBIX MOJI03pPEBAETCs OTIHYME Mpoduiis 6€30MacHOCTH Y
JAHHBIX MOMYJSIMOHHBIX TPYMI OT IEJNEeBOM TMOMyNIsAlud, a JAOCTYNMHOH wuH(popManmu
HEZO0CTAaTOYHO ISl ONIPeAETICHHUS TOT0, MOXKET JIM M0J00HOe MPUMEHEHHEe Mpernapara COCTaBIATh
npolbyieMy 1Mo 0€30MacHOCTH, IPUMEHEHHE JICKAPCTBEHHOTO TpermapaTa y JaHHBIX HEU3YYCHHBIX
MOMYJISIUI JOKHO OBITh BKJIIOYEHO B IUIAH YMPaBICHUS pPHUCKaMU KaK OTCYTCTBYIOILAs
uHpopManus. YKa3zaHue HOIYJISAIUA, UCKITIOUEHHBIX U3 MPOTrpaMMbl KIMHHUECKONW pa3paboTKH,
MOJJICKUT BKJIIOUYEHHIO B OTCYTCTBYIOLIYIO HH(pOpPMAIMIO, €CJIM JIeKapCTBEHHBIN mpernapar
Ha3HA4aeTcs MalueHTaM JaHHBIX TPYNI B COOTBETCTBUM C YTBEPKJICHHBIMU U IpeAjiaraeMbIMU
MMOKA3aHUSMH K MPUMEHEHUIO U IPUMEHEHUE JICKAPCTBEHHOTO NIPenapara B TAKUX MOIMYJISILUAX
MOJKET OBITh CBSI3aHO C KIMHUYECKH 3HAYMMBIMU pUCKamMu. [Ipu onpeneneHun pa3nudauii MexKIy
LEIEeBbIMU MOMYJISIUSAMH W TOMYJSIIUSIMH, KOTOpble ObUIM BKJIIOYEHBI B KIMHUYECKOE
HCCIe0BaHUE, CIEYET OTMETUTh, YTO ONPEAENICHHbIE PA3INYUsl MOTYT BOZHUKHYTh B CBSI3U C
pa3auuUsIMU B MECTE IIPOBEICHUS UCCIIEOBaHMs (HapuMep, cTallMOHapHas UM aMOyIaTopHast
MPaKTHUKA), @ HE B CBSA3U C ONPECICHHBIMUA KPUTEPUSIMU BKIIIOUEHUS MIIM HEBKJIIOUEHUs. B citydae
€CJIM TIpe/sIaraeTcsi OTHECTU JAaHHbBIE O MOMYJSIUHN K OTCYTCTBYIOIIEH MHPOpMaIuu, B MOIYJIb
CIV nnana ynpaBieHUs] pUCKaMU JIOJDKHO OBITh BKJIIOYEHO 0OOCHOBAHHME MO COOTBETCTBYIOIIEH
CyOTIOmy TSI Y.

269. B ciyuyae Hanuuusi JaHHBIX, MOJATBEPXKAAIONIMX HAJIUYHE PUCKA HEXKENATEIbHBIX
KJIMHUYECKUX UCXO0JI0B PU NPUMEHEHUH JIEKAPCTBEHHOT O IIperapaTa B MONMYJISLUAX, KOTOPHIE HE
OBUTH BKIIFOUEHBI B KIIMHUYECKUE UCCIIEIOBAHUS, JAHHBIA PUCK OJDKEH OBITh BKIIOYCH B YUCIIO
BOKHBIX (ITOTEHIIUATBHBIX) PUCKOB.

Mopnyas CV «IlocTperncTpanMoOHHbIN ONBIT IPMMEHEHHUD)

270. B nmaHHOM MOJyJ€ MPEACTABISIIOTCS JOCTYIIHbIE JaHHBIE 10 pe3yjibTaram
MOCTPETUCTPAIIIOHHOTO MPUMEHEHHSI Ha TEPPUTOPHSIX CTpPaH, IJI€ 3apETHMCTPUPOBAH JTaHHBIHA
JIeKapCTBeHHBIN TIpenapar. MHdopmanus B Moyie 1okHa OBITh TIpeicTaBieHa B hopme o030pa
OTIBITa MPUMEHEHUS Ha TIOCTPETUCTPAIMOHHOM dTare, KOTOPBI MOXKET OBITH MOJIE3eH IS IIeNei
IUTAaHUPOBAHUS yTpaBieHUs] puckamu. [laHHbIe, TpelcTaBisieMble B pasfiene, He JOJKHBI B
MOJIHOM 00BeMe MyOnupoBaTh MHGOPMAIUIO U3 MEPHOJUYECKOr0 OOHOBISEMOrO OTYeTa IO
0€301MacHOCTH.

271. B Momynb 10oJDKHA OBITH BKJIIOYEHA HH(OpMAIIHS, OTpaKaIoIIasi OICHKY PUMEHEHUS
JIEKapCTBEHHOI'0 IpernapaTa Ha MPAaKTUKE M acleKThl MPUMEHEHHS B COOTBETCTBUM U HE B
COOTBETCTBUH C OOIICH XapaKTEPUCTUKON JICKAPCTBEHHOTO MperapaTa, B TOM YHUCIE B Cllydae,
KOT/JIa 9TO SIBJISIETCS] HEOOXOUMBIM 7151 MaAeHTHUKauu puckoB B Moayie CVII, a Takxe onieHKy
MPUMEHEHHSI B OCOOBIX TIOMYJIAIUSAX, YKa3aHHBIX B Moayie CIV.

272. B Mopmyne MOKHBI OBITh MPEACTaBICHBI KyMYJISATHBHBIC JaHHBIE O MPHUMEHEHHH
JIEKapCTBEHHOTO Tpernapara Ha TEPPUTOPHUSX TPETHUX CTpPaH MO MOKA3aHHUSIM K MPUMEHEHHIO
JIEKapCTBEHHOI'0 Tpemnapara, He OJOOpEHHBIM B TOCyAapCTBax-wieHax (eciu MPUMEHUMO H
aKTyallbHO B KOHTeKkcTe Moayisi CVIL, a Takke cleayeT OIEHUTh BIUSHHUE TAaHHBIX acleKTOB Ha
MIPUMEHEHHE JIEKapCTBEHHOTO Mpernapara Ha TEPPUTOPHIX FOCYAapCTB-UJICHOB.

Mopnyas CVI «/lonojHuTeNbHbIE TPEOOBAHUSA K ClIeH(PUKALUHA 10 0€301ACHOCTI

273. B Moayne momkHa OBITH MpEACTaBiIcHA OLCHKA MOTCHIMAa PUCKAa HEMPaBUIBLHOTO
IIPUMEHEHNS JIEKapCTBEHHOIO IIpelapara B HE3aKOHHBIX LEIAX M IIPEITI0XKEHBI MEpPEI
MUHHMH3AlUA PHCKA, HANpUMEp, YMEHBIIEHHWE pa3Mepa YIAaKOBKH, BBEJICHHE IPOTPAMMBI
KOHTPOJIHPYEMOTO JIOCTYIa, ocoOble TpeOOBaHUS K BBIMCKE JICKAPCTBEHHOTO CpeAcTBa (eciu
MIPUMEHUMO ).

Mopnyas CVII «AneHTHOUIHPOBAHHBIEC U MIOTEHIHAJIbHbIC PUCKID)
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274. JlanHBIA MOJYJIb TUTAHA YMPABICHUS PUCKAMU COIEPKUT HMH(GOPMAIMIO O BaXKHBIX
UICHTH(QUIMPOBAHHBIX M TMOTCHIMAIBHBIX pPHCKAX W OTCYTCTBYIOINYI HWH(MOPMAIUIO
(mHpOpMaIIIo 0 MpobiIeMax mo 6€30MacHOCTH).

275. B OTHOILICHUH CIIEAYIOMIUX aCHEKTOB Mpoduiis 6€301acCHOCTH TpeOyeTCs BHIIOIHEHHE
0CO0O OILIEHKM TMPUMEHHUTENIbHO K OIpPEAeJCHUI0 PHUCKOB JIEKAPCTBEHHOIO IIpernapara, ¢
MPEACTABICHUEM JIaHHOW OLICHKH B MOJyJI€ B Cllydae, €ClIM TaKue aCleKThl MPUBOAAT K pUCKaM
IIpY IPUMEHEHHUH JIEKaPCTBEHHOT'O IIperapara:

a) MOTEHIMAJIBHBIM PHUCK NEPEIO3UPOBKH, KaK NPEIHAMEPEHHOM, Tak M CIIy4dailHOH,
HampuMep, B TeX ClydasX, KOI/Ia JIeKapCTBEHHBIN MpemaparT XapakTepu3yeTcs Y3KUM
TEepaneBTUUECKUM MHTEPBAJIOM WJIM MOKET BhI3BATh BBIPAXKEHHBIE J0303aBUCUMbIE TOKCHUECKUE
peakuuu W (WJIM) XapaKTepU3yeTcss BBICOKMM PHUCKOM TMpeJHAMEPEHHOU Iepeao3upOBKU Yy
[[eeBOM TMOMyJsAUu (Hampumep, Npu Jenpeccuu). Ecimm ciaydam mepeqo3upoBKH ¢
HEONaronpusATHBIMU 711 MAlUEHTa MOCIEACTBUSMH OBLIM BBISBICHBI B XOJ€ KIMHUYECKUX
WCCJIEIOBAHMM, IOJDKHO OBITH CIETIAHO COOTBETCTBYIOIIEE YKa3aHHUE B OMIMCAHUN PUCKA, U BAYKHBIC
PUCKU BCIIEJICTBHE MEPEIO3UPOBKH JOJKHBI OBITH BKIIOYEHBI B KauecTBE MpoOieM Io
6esomacHoctt B Moxynb CVII cnemudukanmm 1o 0€30MacHOCTH € MPEATIOKEHUEM
COOTBETCTBYIOIIMX MEp MUHUMHU3ALMU PUCKAa B YacTU V IUJlaHA yNpaBiIeHUS pUCKaMUu (eciu
HE0OXO01MO);

0) MOTEeHIIMaJbHbIE PHUCKH, BO3HUKAIONIME B pe3yjbTaTe OIMUOOK MPUMEHECHHS
JIEKapCTBEHHOTO TIperapara, OMPEICNIOTCS Kak HempeJHaMepeHHas OIMOKa B TIpoIecce
JIEKapCTBEHHOM Tepanuu, KOTopasi HAHOCUT WM MOKET HAaHECTH Bpe[ ManueHTy. B ciydae ecnu
B XOJI¢ KJIMHUYECKHX HCCIICJJOBAaHWM HA dTame pa3pabOoTKH JIEKapCTBEHHOIO MpemapaTta Obuin
BBISIBJICHBl OIIMOKM TPUMEHEHMs, KOTOpble TPHUBEIM K BaXKHBIM pHCKaMm, B MOJIyJie
MpeCTaBIsIeTCss HHPOPMAITUS 10 JaHHBIM OIIMOKaM MIPUMEHECHHSI, BKJIFOYAs MOTEHIIHATLHYIO UX
MPUYMHY M BO3MOXKHBIE crocoObl ycrpaneHus. Ecnu mpuMeHumo, cieayeT yka3aTh, Kak 3TH
JaHHBbIE OBUIM YyYTEHBI TpPH OKOHYATEIhHOW pa3paboTke TroToBoro mpemnaparta. OleHKa,
Mpe/ICTaBlIeHHe M TOoCIeAyIolmas opraHu3anus paboTel ¢ omHOKaMu NPUMEHEHUS B IUIaHE
yIpaBJIeHUs! PUCKAMU JOJIKHBI OCHOBBIBATHCS HA HAJICKALIUX MMOIX01aX K MUHUMU3AIUU pUCKa
U TPeJOTBpAlICHUIO OMMOOK MpPUMEHEHUs JIeKapCTBEHHOro mnpemnaparta. [Ipu BbIABIEHUH Ha
MOCTPETUCTPAIIMIOHHOM 3Taleé Ba)XXHBIX PHUCKOB, CBS3aHHBIX C OIIMOKAMU TPUMEHEHUS
JIEKapCTBEHHOT'O Mpenapara, B OOHOBJIEHUH JIaHA YIIPABJICHUS PUCKAMHU JI0JKHA MTPEICTaBISATHCS
OILICHKA PUCKA U TMPeJUIaraTbCsi MEphl MUHUMHU3AIMH PUCKA OIMTMOOK MTPUMEHCHHS,

B) OTEHIMAIbHBIA PUCK Nepenaud MHPEKIHUOHHBIX areHTOB, CBSI3aHHBIM C XapakTepoM
MPOU3BOJICTBEHHOI'O TMPOIECCa WM HUCIOJb3YEMBIMU MaTepuaiamMu. B OTHOUIEHUHU KUBBIX
aTTEeHYUPOBAaHHBIX BaKIMH HEOOXOJIMMO PacCMOTPETh JII000i MOTEHUMANbHBIA PUCK Mepeaaun
KUBOTO MYTHPOBABIIETO BaKIIMHHOTO BHUPYCA, a TAKXKE MOTCHIIMAIBHBIN PUCK WH(OUIIMPOBAHUS
MAlUMEHTOB C OCIa0JeHHBIM HMMMYHUTETOM IPU KOHTAaKTE C BaKIMHON, KOTOPBI MOXET
OLICHHUBATBHCS KaK BayKHbBIN IMOTEHIIMATIbHBINA PUCK;

T') MOTEHIIUAJLHBIA PUCK NMPUMEHEHHs] HE B COOTBETCTBUU C OOIICH XapaKTEPUCTHKON
JIEKapCTBEHHOT'O TIperapara B cliydasx, KOr/a IpernoiaraeTcs pa3indie mpooieM 0e30macHOCTH
MEXK]y LIEJIEBOM MOMYJISAIMEN U TONMYJISMEe, KOTOPO JISKAPCTBEHHBIN Mpenapar Ha3HA4YaeTCs He
B COOTBETCTBHH C 00IIIEH XapaKTepUCTUKOMN JIEKapCTBEHHOTO Mpemnapara. [[oTeHInanbHbIe PUCKH,
BO3HUKAIOIINE TNPU MPUMEHEHUM JIEKAPCTBEHHOTO Tperapara HE B COOTBETCTBUU C OOIIen
XapaKTEPUCTUKON JIEKapCTBEHHOTO Ipernapara, JOJDKHBI pacCMaTpUBATHCS ISl BKIIIOYEHUS B
cnenuduKaInuo mo 6€30MacHOCTH;

1) B OTHOIICHHM BAXHBIX WACHTU(DUIMPOBAHHBIX WJIA TOTEHIMAIBHBIX PUCKOB,
SBIIAIOIINXCS (PapMaKOJIOTHYECKUMHU KJIacCOBBIMU 3 eKkTamu, B CiTydae, eCiiv JaHHbIE PUCKHU HE
OLICHMBAIOTCS KaK BaXKHBIC JUJII COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO IMpenapara, CIeAyeT
MPEIOCTaBUTh JI0KA3aTEIbCTBA 0OOCHOBAHHOCTH BBIMOJHEHHOM OLIEHKU U 3aKIIOYCHUS;

€) BAXKHBIC PHCKH, CBSI3aHHBIE C HJICHTUQUIMPOBAHHBIMH W  TOTEHIIUATBHBIMU
(bapMakOKMHETHUYECKUMH U (hapMaKOJAMHAMUYECKUMHU B3aUMOACUCTBUSIMH JIEKaPCTBEHHOIO
npemapara, JODKHBI pacCMaTpUBATHCS C y4eTOM C(HOPMHUPOBAHHBIX IMOAXOMOB K JICUYCHHUIO TIO
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0J100pEHHBIM MTOKA3aHUSAM, & TAK)KE C YUETOM YacTO MCIOIb3yEeMbIX JIEKAPCTBEHHBIX MPENapaToB
B IIeJIeBO momysanuu. HeoOXoaumo mpencTaBuTh KyMYJISTUBHBIE TaHHBIC, MTOATBEPKAAIONINE
JIEKapCTBEHHOE B3aMMOJCHCTBHE M BO3MOXKHBIM MEXaHH3M JIEKapCTBEHHOTO B3aMMOJEHCTBUS,
BO3MOXXHBIE PUCKHU JJISl 3[I0POBbS TAIIUCHTOB MPU MPUMEHEHUH M0 PA3IMYHBIM TOKA3aHUSM H Yy
pa3HbIX NOMyJSIIMMA, a TakKe IUIaHbl 10 JajdbHEeHIIeld XapakTepUCTUKE W MUHUMH3ALUU
OMMHMCAaHHBIX PUCKOB. BaxkHble pHUCKH, SBISIIONIMECS  PE3YyJIbTaTOM  JIEKAPCTBEHHOTO
B3aUMOJICHCTBUS, JOJKHBI OBITh BKIIFOUEHBI B TPOOJIEMBI 110 O€30MaCHOCTH;

K) pUCKU JUIsi OEPEeMEHHBIX M KOPMSIIUX >KCHIIUH (HAMpUMeEp, TEePaTOreHHBIN PHCK —
NpsIMON WJIM TOCPEJICTBOM BO3JICHCTBUSL CHEPMBbI): PEKOMEHJALMU O KOHTPALECNLHUU MOTYT
paccMaTpuBaThCS KaKk MEphl MUHUMU3AIMU PHUCKA;

3) pUCK BIMSHHUS Ha (PEpTUIBHOCTh — CJEIyeT YYHUTHIBATh COOTBETCTBYIOIIHE MEpPbI
MUHUMU3ALNAN PUCKA, HAIPUMED, PYTUHHOE HHPOPMHUPOBAHUE O PUCKE U (WK ) TOTIOTHUTEIHHBIC
Mepbl, HalpaBlIeHHbIE HAa COXpaHEHHE (PEepTUIHHOCTU: KPUOKOHCEPBAIUS CIEPMBI Y MYXYHUH U
KPHUOKOHCEpBAIMsi YSMOPUOHOB U OOIUTOB Y >KEHIIIHH,

1) pUCKH, CBSI3aHHbIE C YTWIM3alMel HCIOJIb30BAHHOTO TIpemnapara (Hampumep,
TpaHCcIepMalIbHBIE TIACTHIPU C OCTATOYHBIM aKTHBHBIM BEIIIECTBOM HIIM OCTATOYHBIC KOJINYECTBA
PaZMOaKTUBHBIX CPEJICTB JUArHOCTHKH);

K) PHCKH, CBS3aHHBIE C TMPOIEIYypOil BBEIEHUS JIEKAPCTBEHHOrO Tpernapara (Hampumep,
PUCKH, CBSI3aHHBIE C MHCIOJB30BAHUEM U3JENHUSI MEIUIIMHCKOTO Ha3HA4YeHHs, TaKhe Kak
HEUCIIPABHOCTH, BIIUSIONINE HA BBEICHHYIO J03Y);

J1) IeANATPUUIECKHUE aCTICKThI 0€30MaCHOCTH, KOTOPBIE paCCMaTPUBAIOTCS Kak MpobiemMa 1mo
0€30MaCHOCTH TSI eTUATPUUICCKON MOMYJIISIIUH.

276. B ciyuae eciau JAep)KaTeleM PETrUCTPAIMOHHOIO YAOCTOBEPEHUS HE MpEICTaBlICHA
OIICHKA BBIIICYKAa3aHHBIX PUCKOB U HE JaHbl KOMMEHTapUU OTHOCUTEIHHO OOOCHOBAaHHOCTHU
UCKIIIOYEHHUS] JaHHBIX PHUCKOB M3 YHCIA BAXHBIX WIACHTU(OULIHUPOBAHHBIX WM BaKHBIX
MOTEHIIUATBHBIX PUCKOB, YIIOJIHOMOYCHHBIN OpraH BIIPaBe CIeIaTh 3alpoC O JOMOIHEHUU MOTYJIS
OIIEHKOI TaHHBIX PUCKOB.

277. B nnaHe ynpaBieHUs] pUCKaMU B OTHOLLIEHUM JIEKAPCTBEHHBIX CPEJICTB COBPEMEHHOM
Tepanmuu mpu  pa3paboTke cruerudukanmuii 1Mo 0e30MacHOCTH  JOJDKHBI  YYHTHIBATHCS
crenupuIecKre PUCKU, XapaKTePHBIE sl TAHHOW TPYIIIBI JICKAPCTBEHHBIX MPEapaToB.

Moayas CVII «UnenTnduumnpoBaHHbie M MOTeHUHAJIbHbIe puckm». Paznen «IIpodaembl
1o 0e30NMACHOCTH, KOTOpPbIe ObLJIM YCTAHOBJICHBI /ISl JIEKAPCTBEHHOI0 Mpenapara, npu
NepBUYHOM MoJaye NJIAHA YIPABJEHUS PUCKAMI»

278. Hacrosimuii MOy b JOJKEH COAEpXkKaTh IMepeueHb mpodiaeM 0e30MacHOCTH, KOTOPhIE
ObUIM YCTAHOBJIEHBI JJIs1 JICKAPCTBEHHOI'O CpEJICTBA Ha JTale IEpBUYHOM IOJauu IJIaHa
VIOpaBJICHUST PUCKAMH Ha TOJYYEHHE PETUCTPALMOHHOTO YIOCTOBEpEeHUs Jubo Ha
MOCTPETUCTPALIMOHHOM 3Tane (I 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE
paHee He UMeJNM COTJIacCOBAaHHOTO IUIaHA YIpPaBJICHUs puckamu). JlaHHBIA MOAYIIb (POpMHUPYETCS
COIJIACHO OJ0OpEHHOM NEepBOHAYalIbHOM BEpPCHUU IIaHA YNPABJICHUS PUCKAMU M HE MOJUICKUT
MIOCJIEIYIOIUM U3MEHEHUSM.

Moayab CVII «AnenTupuumupoBaHHbie M MOTeHIMAJIbHbIe pUCKIW. Pa3aeanl «Pucku,
OlLleHUBaeMble KaK BaKHbIE /1JI51 BKJIIOYEHHS B NepevyeHb NpodJieM 1no 60e30nacHocTu» u
«Pucku, He OLleHNBaeMble KaK BasKHbIe /11 BKJIIOYeHHs B epedeHb NpodJieM 1o
0e3omacHoOCTH»

279. B nanHOM MOJyJ€ OJDKHA OBITH TMpeAcTaBicHa HHGOpPMAIUs, XapaKTephU3yoIIas
PUCKU B 4YaCTU CCPbC3HOCTH, YaCTOTblI W BJIUAHUA HA COOTHOIICHHUC «IIOJIb3da — PUCK)»
JIEKapCTBEHHOI'O Ipernapara.
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280. B gyacTu puCKOB, HE OTHOCHUMBIX K IMpobIeMaM 1o 6€30macHOCTH, HH(POpMAIs MOKET
GBITB OG’bGI[I/IHeHa B COOTBCTCTBHU C OCHOBAHHAMH, COIJIACHO KOTOPBIM JAHHBIC PUCKU HC
OTHECEHBI K YHUCITy MpoOIIeM 1o 6€30MacHOCTH.

Mopnyas CVII «AneHTHUIHMPOBAHHBIC H NOTeHIHAJBbHBIE puckm». Pazaen «Hosble
npoodJeMbl 10 0€30MACHOCTH U M3MEHEHH e KJIACCH(PUKALMOHHOIO0 OTHECEHUs NMPodJieM Mmo
0e30macHOCTH B 00HOBJICHHOH BepCHH IVIaHA YIIPABJICHHUS PHCKAMM

281. CoryacHO TOJTy4EHHBIM Ha MOCTPETUCTPAIIMOHHOM 3Talle aHHBIM M0 0€30MacHOCTH
uH(pOpMaLUSg O HOBBIM HACHTU(DUIMPOBAHHBIM W TMOTCHIMAIBLHBIM PHUCKAM BKIIOYACTCS B
JOKYMEHTBI U pa3zelibl Joche Mo 0e30MmacHOCTH (HampuMep, OlleHKa CUTHAJIOB, epUoAnYecKas
OLIEHKAa COOTHOIIEHHUS «II0JIb3a — PUCK» JIEKAPCTBEHHOTO Ipernapara Wi IpoLeaypbl BHECEHUS
M3MEHEHUH B YacTHU CBEACHMH MO 0e30MacHOCTH) ¢ OJHOBPEMEHHBIM BBIMOJIHEHHEM OLIEHKU
OCHOBAHUU JJI1 OTHECEHUS JAaHHBIX PUCKOB K YUCITY BRXXHBIX M BKIIOYCHHS B CTICHU(DUKAIINIO TIO
0€30MMacHOCTH IJIaHa yTpaBJiIeHUs puckaMu. B naHHOM cilydae B IjlaHe YIpaBJiIeHUsI pUCKAMU He
TpeOyeTcst nyOaupoBaHUE MPEACTABICHHBIX NaHHBIX. [logpoOHas mHpopMAaIus MO BCEM HOBBIM
BaXXHBIM HICHTHU(QHUIMPOBAHHBIM WM TOTEHIMAIbHBIM PHUCKaM JOJKHA OBITh OTpa)keHa B
paznene «llogpoOHast mHpOpPMAIUS O BAKHBIX UACHTU(PUIIMPOBAHHBIX, BAXKHBIX TOTCHIINATHHBIX
pUCKax M BaxXHOW oTcyTcTBytomerd wuHbopmaruu» wMoxayias CVII cnenmdukamuum 1o
0€30MacHOCTH IIJIaHa YIIPABJICHUS PUCKAMH, YKa3aHHOTO B MyHKTax 283—285 nacrosmux [IpaBui.

282. B cnmydae u3MeHeHHUsI KIacCu(DUKAITMOHHOTO OTHECCHUS MJIM UCKITIOUCHHUS U3 TIEPEUHS
mpobsieM 1Mo O€30MaCHOCTH BAXKHBIX WIACHTHU()HIIMPOBAHHBIX WM Ba)XXHBIX TMOTEHIIUAIBHBIX
PUCKOB B JaHHOM MOJyJie HEOOXOAMMO NpPEeNOCTaBUTh OOOCHOBAHHWE ITAHHOTO U3MEHEHUS C
COOTBETCTBYIOIIEH CCHUIKOW Ha JaHHbIe Oe3omacHocTU. H(popManus B JaHHOM pa3ziesie MOXKeT
OBbITH MpEACTaBJIEHA B BHUJIE OMKCAHUS MPEIIECTBYIOUIETO 3apoca yIOIHOMOUYEHHBIX OPTaHOB,
CO CCBUIKOH Ha MPOILEIyPY, B X0/Ie KOTOPOU TaKOi 3ampoc ObLT COCTABIIEH.

Moayas CVII «UnenTnduunpoBaHHbie U MOTEHUHAIbHbIE puckn». Paznen «IloapodHas
uHGopManus 0 BAXKHbIX HAEHTH(PUIMPOBAHHBIX, BAXKHBIX MOTEHUHAJTbHBIX PUCKAX U
OTCYTCTBYIOIIeH HHGOpMALN»

283.B mnaHe ympaBieHUS pPHUCKAMH, pPa3pabOTaHHOM B OTHOLICHMHM KOMOWHAITUH
JIEKapCTBEHHBIX IPENapaToB, B CIy4yae MX CYIIECTBEHHBIX pazinyuil (Hampumep, paziuduil B
(UKCHUPOBAHHBIX /103aX) HEOOXOMMO YETKO yKa3aTh, Kakue Mpo0IeMbl 6€301MacHOCTH OTHOCSTCS
K KaXJIOMY IIpernapaTy KOMOMHAIINU.

284. lanHblii pa3znen IJIaHa YHOPaBICHUS PUCKAMU IPUMEHSETCS KO BCEM 3TalaMm
KU3HEHHOT0 IIMKJIa JIEKapCTBEHHOro mpemnapara. llpeicraBieHne MAaHHBIX O BaKHBIX
UACHTU(DUIMPOBAHHBIX M BAXHBIX IOTCHLUMAIBHBIX PHUCKAX JIOJDKHO BKIIOYAaTh B ceOd
CJIeyIONLy10 HH(pOpMAIHIO:

a) HaMEHOBAHMUE PHCKa (C HCHOJIb30BAaHMEM TEPMUHOJOTHHM MEXIyHApOTHOTO CIOBapS
HEXKeNaTeNbHBIX peakluil, BO3HUKAIONIMX NpU MNPUMEHEHUU JIEKapCTBEHHBIX IIPErapaToB
(MedDRA) (ecu mpuMeHHMO));

0) MOTEHIIMATBLHBIN MEXaHU3M;

B) HCTOYHHUK JOKa3aTeJbHOW 0a3bl M CTENEHb JOKa3aTeNbHOCTU (HAaydHash OCHOBA JUIA
MIPEINOJIOKEHHS B3aUMOCBSI3N);

) XapaKTepUCTUKAa pHCKa (4acToTa, aOCONIOTHBIM PHUCK, OTHOCUTEIBbHBIN PHCK,
CepbE3HOCTh, CTEMEHb TSHKECTH, OOpPaTUMOCTb, OTHAJIEHHbIE HCXOJbI, BIMSHHE HAa KaueCTBO
KU3HH);

1) GaKkTOphl PUCKA U TPYIIHI PUCKA (B TOM 4yHucie (GaKTOPhI, KaCarONIUecs MaueHTa, 1036,
NIEPUOJT PUCKA, aJIUTUBHBIC HJIM CHHEPTU3MUYECKUE (PaKTOpPHI);

€) MPeIOTBPATUMOCTh (TIPEICKa3yeMOCTh PHUCKA, HAJIWYUE YCTAHOBJICHHBIX (PAKTOPOB
pHCKa, KOTOPhIE MOTYT ObITh MUHUMHU3UPOBAHBI MIOCPEACTBOM PYTHHHBIX WM JIOTIOJTHUTEIBHBIX
Mep MUHHMH3AIUU PUCKA, TOMUMO (POPMUPOBAHUS B IIEJIOM OCBEIOMIIEHHOCTH OTHOCHUTEIHHO
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pHICKa IyTeM BKIIOYCHUS WH(POpPMAIMU B OOIIYIO0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mperapara
WJIM HHCTPYKITUIO TT0 METUIIMHCKOMY MPUMEHEHHIO, a TAK)KE BO3MOXKHOCTh BBISIBIICHHUS PHCKa HA
HaYaJIbHOM J3Tale peali3allii, YTO MOXKET TO3BOJHTH CHU3UTH CEPHE3HOCTh HEKENATEIHHOM
peaKkiumn);

) BIIMSIHAE Ha COOTHOIICHUE TI0JIh3a — PUCK» JICKAPCTBEHHOTO MPeapara;

3) BO3JCHCTBIE Ha OOIIECTBEHHOE 370pOBhE (30POBhE HACENCHHUS) (HAIpHUMep,
aOCOJIOTHBIA PHUCK TNPHUMEHUTEIFHO K pa3Mepy IeNeBOH MOMyJSIUUd W, COOTBETCTBEHHO,
(haKTUYECKOEe YHUCIIO TOABEPKEHHBIX HEOIAronpUsITHOMY BO3JICHCTBUIO JHIl JHOO OO0muMit
pe3yabTaT BO3/ICHCTBHS Ha YPOBHE OOIIEH MOMYJISIINN).

285. Undopmanmst 06 oTcyTCTByOImEeH HHGOPMAIMU BKIIOYaeT B ceOs Cleayrolme
JIaHHBIC:

a) HAMMEHOBAaHNE OTCYTCTBYIOMIEH WHMOpManuu (C HCIOJB30BAHHEM TEPMUHOJIOTHU
MedDRA (ecnu mpuMeHnMO));

0) o0ocHOBaHUE TMPEANOJOKEHUs 00 OoTaMuuM npodumis Oe30MacHOCTH B YaCTH
OTCYTCTBYIOIIEH HHGOpMAKK OT POoduIis 6€30MacHOCTH, XapaKTepHOTO JIsl 00IIe 1eeBon
MOMYJISIUY;

B) ONMCAHUE MOIYJISAINH, Il KOTOPOU TpeOyeTcs MoTydeHHe OTIOTHUTEIFHBIX JAHHBIX 10
XapaKTepUCTUKE TPOQuis 0e30MacHOCTH, MO0 OMHCAHUE OKUAAEMOr0 PUCKA B HEM3YUCHHOU
YaCTH MOMYJISIMH, B 3aBUCHIMOCTH OT CHUTYaIlHH.

Mopnyas CVIII «O000menHas nHGopmManus o npodaemMax 0e301aCHOCTH»

286. B monyne CVIII murana ynpasieHus: puckaMu yKa3bIiBaeTcst 00001eHHas HHPOpMaIus
00 ompenensieMbIX MpobiieMax 1o 6e30MacHOCTH, KOTOPhIE KIACCH(PHUIMPYIOTCS MO CIEAYIOIINM
KaTeropusiM:

a) BXXHBIN UJCHTU(DUITUPOBAHHBIN PHUCK;

0) BaXXHBIN MTOTEHITMATBHBIA PUCK;

B) OTCYTCTBYIOLIast HH(POpMAIIHAL.

Yacrs 111 «Il1an mo ¢papmakonaazopy»

287. Llenpio miaHa mo GpapMakoHAA30pPY SIBISETCS MPEACTaBICHHE 0030pa U 0OOCHOBaHUE
3aIJIaHUPOBAHHBIX JIEpKATENIEM PETHMCTPAIMOHHOIO yIOCTOBEPEHUS NCHCTBHI MO NalibHEHIIEH
XapaKkTepUCTUKe Mpo0IeM 1Mo 6e30MacHOCTH, BKIIOUEHHBIX B CHEIM(HUKALNIO 0 0€301acCHOCTH.
[Tnan mo dapMakoHam30py MpECTaBIsAeT COOOM CTPYKTYPUPOBAHHBIN IUIaH, pa3paOOTaHHBIN B
LEJIAX:

a) M3y4eHHUs] TMOTEHLUMAJIbHOTO pHUCKA JUIS TOATBEPXKICHUS pHCKA B  KauecTBe
UACHTU(UIIMPOBAHHOTO WIIM UCKITIOUEHHS U3 MIEPEUHs MPpoOIieM 1o 0e30macHOCTH;

0) manpHEHIIeH XapaKTepUCTUKH MPoOIeM 1o 6€30macHOCTH (BKIIIOYAs CTETICHb TSHKECTH,
4acToTy U (PaKTOPHI PUCKA);

B) OIpE/ETICHUS METOOB MOIY4YEeHUs OTCYTCTBYIOIIEH HH(OpMALINK;

I) OLleHKU YPPEKTUBHOCTH MEp MUHUMU3AILIUHN PUCKA.

288. Ilnan mo ¢dapmMakoHaI30py HE JOJKEH BKIIOYATh MEPONPHSTHS, HAMpPaBICHHBIE Ha
CHIDKEHHE, PEJOTBPAIlCHNE WIN yNpaBlieHue pucKaMH. J[aHHbIe MEPONPUSATHS TOKHbBI ObITh
Mpe/ICTaBJICHbI B 4acTU V IJIaHA YIIPaBJICHUS PUCKAMHU.

289.Ilman mo (¢apMakoHAA30py MJODKEH OBITh OpPHUEHTHPOBAH Ha MPOOJIEMBI IO
6e3onacHocTH, 0000meHHbie B Momyne CVII crnenudukanmum mo 0€30macHOCTH TUTaHA
YIpaBJICHUS PUCKaMH, U JIOJKEH OBITh COpa3MepeH MOJIb3€ U PUCKaM JICKapCTBEHHOTO IIperapara.
[Ipy HanMuum COMHEHMH AepXaTelsiM PEerucTPalMOHHBIX YJOCTOBEPEHUN CIIEyeT NMPOBECTH
IpeBapUTENIbHBIE KOHCYJIbTAMU C YIOJHOMOYEHHBIM OPraHOM TOCYyAapCTBa-4jieHa B paMKax
MPOLEAYPhl HAYYHOTO KOHCYJBTUPOBAHUS OTHOCUTEIHLHO HEOOXOJUMOCTH IOMOJTHUTENBHBIX Mep
1o (hapMaKoHa/30py, UX OCHOBHBIX 3TANlOB U CPOKOB BBIITOJIHEHHS.
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290. JlestenbHOCTD 1O (hapMaKOHAI30py TMOJPA3NEIAETCs HA PYTHHHBIC MEPOIIPHUATHUS T10
(apMakoHaa30py U JOMOTHUTEIBHBIE MEPOIIPUATHS 110 (papMaKOHAI30PY.

PyrnnHbIe MeponipusiTus mo (papMaKkoHAA30pPy

291. PytunHble MepomnpusTHs 1o (PapMakoHAA30py MPEACTABISAIOT COOO0M KOMILIEKC
OCHOBHBIX  MEPOIPHUATHH, KOTOpbIE JOJDKHBI PETYJSIPHO  BBIMOJHATHCS — JeprKaTesieM
PETUCTPALIMOHHOTO yIOCTOBEPEHMSI B OTHOILIEHUM BCEX JEKAapCTBEHHBIX CPEACTB B LEIAX
oOecrieueHUsT BBITTOTHEHUsT TPEOOBaHMM 3aKOHOJATENCTBA TOCYJIApPCTB-WIEHOB B cdepe
¢dapmakoHa30pa. BeIsBIEHHE CUTHATIOB KaK YaCTH PyTHUHHBIX MEPOTIPUATHI 11O apMaKOHAI30py
SBJIIETCS. BKHBIM 3JIEMEHTOM PaOOTHI MO YCTAHOBJIEHUIO HOBBIX PHCKOB BCEX JIEKAPCTBEHHBIX
npemnaparoB. Mactep-(aiin cucteMsl GapMaKoHaI30pa COACPKHUT MOAPOOHYI0 MH(DOPMAIUIO O
PYTHUHHBIX MEPONPUATHIX MO papMaKOHAA30py JepKaTeneil perucTpalioHHbIX yI0CTOBEPEHUIA,
M03TOMY TyOIMPOBAThH NAaHHYIO HH(POPMALIMIO B TIaHE YIPABJICHUS pUCKaMH HE TpeOyeTcs.

292. YIOJJHOMOYEHHBIM OpraH TOCyJapCcTBa-uyji€Ha BIPaBE MPEIJIOKUTh JEPKATEIIO0
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS IOTIOJIHUTH JeHCTBYIOIINE MTPOLeAyphl cOopa, Bepudukamnuy,
OLICHKH U MIpe/ICTaBICHMs HH(OPMALIUU O HEeXEJIaTeIbHBIX PEAKIHIX, OCYIIECTBISIEMbIE B paMKax
CIIOHTAaHHOTO PENOpTUpOBaHUA. B ciaydae ecnn OyneT peKOMEHJIOBAaHO OTPaHUYUTHCS COOpOM
CTPYKTYpHUPOBAHHBIX JONOJHUTENIBHBIX JaHHBIX [0 pe3yJbTaTaM BBIMIOJHAEMON B paMKax
PYTUHHOM KIMHHYECKOW TPAKTHUKH OLIEHKU COCTOSHHS NalMeHTa, Yy KOTOPOro pPa3BHIIACH
He)KeNlaTeNIbHas peaklysl, TaHHas eATeIbHOCTh OyJIeT paccMaTpUBaThCS Kak pyTUHHasA. B aTom
cllyuae B JIaHHOM paszJiefie IUIaHa YIOPaBJICHUS PUCKAMH Jep)KaTellb PErucTPaluoOHHOTO
YAOCTOBEpEHUS NPUBOJUT TOSCHEHUE 10 HM3MEHEHUSM B PYTHHHBIX MEPOINPHUATHSIX IO
(dapMakoHaa30py, BHECEHHBIM  COIJIACHO  MPEUIOKEHUSM  YIOJIHOMOYEHHOTO  OpraHa
rocy1apcTBa-4ieHa.

293. B cnyuyae ecnu YIOJHOMOYEHHBIH OpraH PEKOMEHIYET BKIIIOUUThH IPEJCTABICHUE
o0pa3loB TKaHEH WIM KPOBU B ONPEICICHHYIO KIMHUYECKYIO JIabOpaTOpHio Ui OLEHKU
JOTIOJTHUTEBHBIX TTapaMeTpoB (HAaIpUMep, OINpeIeIeHue aHTUTEN), He BBIMOJIHAEMON B paMKax
PYTUHHON KJIMHMYECKOM MpaKTUKH, JaHHas [eATEIbHOCTh JOJDKHA paccMaTpUBAThCS Kak
JOTIOJTHUTEIBHOE MEPONPUSATHE 110 (papMaKOHAA30DY.

294. JlanHbIl pasnen IUlaHa YNpaBJIEHUS PUCKaAMH JOJKEH BKIIIOYATh B CEOSl ONMHMCaHUE
TOJIBKO TOH YaCTH PYTUHHOW JIEATEIBHOCTH MO (hapMaKOHAA30py, KOTOpasi BBIXOAMT 3a MPEIEbl
BBITIOJTHSEMBIX MEPONPUITHI MO padoTe C COOOLICHUSMU O HEXENAaTeIbHBIX pPEaKIUsIX U
OoOHapyXEHHUIO CUTHAJA.

Crnenuna/jibHble ONIPOCHUKH MO0 MOCJeaAyolemMy cOopy HHGpOpMAaIMU 0 HexKeJIaTeJIbHbIX
peakuusax

295. Ecnu jy1si BBIMOJTHEHUST PYTUHHBIX MEPONPHUATHH 10 (DapMaKOHA30py OT AeprKaTess
PETUCTPAIMOHHOTO YAOCTOBEPEHUS TpeOyeTCs (MM caM OH TUIAHUPYET) COCTABUTH CIICIIUATBHBIE
OTIPOCHUKH JIJISl TIOJTYUYEHHS] CTPYKTYPHUPOBAHHONW MH(OPMALIUK O BBISBICHHBIX MOJ03PEBAEMBIX
HCXKCJIATCIIBHBIX  PCAKIUAX, MPCACTABIIAIOIINX OCO6BII>'I HUHTCPCC, HGOGXOI[I/IMO OIINuCaThb
MCIOJIb30BaHNE YKa3aHHBIX MaTEPHAJIOB B paMKaxX PyTHHHBIX MEPOIPHUATHI 10 (papmMakoHaA30py
U NIPEACTABUTD MPOEKTHI JAHHBIX OIIPOCHUKOB B MPUI0kKEHUH Ne 4 K r1aHy ynpaBieHHs] pUCKaMHU.
Hcnonb3oBaHue crnenuaibHBIX ONPOCHUKOB 10 TMOCiIenyromeMy cOopy uHGOpMauud o
HCKCJIATCIIbHBIX PCAKIUAX OTHOCUTCA K PYTUHHBIM MCPOIIPUATHUAM 10 q)apMaKOHaz[:;opy.

296. be3 ymepba 11 OpUTHHAIBHOCTH (opMara OMPOCHUK, HCIOJIb3YyeMbId pa3sHBIMH
ACPIKATCIIAMU PCTUCTPAITMOHHOTO YAOCTOBCPCHUA IJId OAHOI0O M TOTO K€ HCKCIATCIILBHOT'O
SIBJICHUS, JOJDKEH OBITh KaK MOYKHO 00Jiee COTIOCTaBUMBIM, YTOOBI 00eCTIeYnTh (HOPMUPOBAHHIE
COTJIACOBAHHBIX JAHHBIX IJId BBIMIOJIHCHUA OLICHKU W MPUHATHA PETrYJISITOPHBIX peLHeHI/Iﬁ npu
OJIHOBPEMEHHOM CHIKEHUHU Harpy3KH Ha CIIELHUAINCTOB CUCTEMBI 3/ipaBooxpaneHus. Mcxons u3
9TOro, JAcpiKarcjsiM  PCruCTpalliOHHOIO  YAOCTOBCPCHHUA  CICAYCT MPCAOCTABIATH  AJIA
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O3HAKOMJICHHA W HCIIOJB30BaHUSA MMCIOMIHUECA CIICHUATIbHBIC OIIPOCHHUKHU IIO 3aIpoCy APYTIUM
ACPIKATCIIAM PETUCTPALIUMOHHOTO YAOCTOBCPCHU .

JApyrue Buabl pyTUHHO# AeSITeJIbHOCTH M0 (papMaKOHAA30Py

297. JlanHbIi pa3nen IUlaHa YIpaBJIeHHUS PHCKaMU JOJDKEH BKIIOYATh B ceOs omMcaHue
AIpYyTUX BHUJOB PYTHHHOH JEATENBHOCTH MO (apMakoHag30py (Hampumep, Mporpammy
YCUJICHHOTO MACCHBHOTO MOHUTOPHMHIA, aHajdW3 HAOJII0OAaeMBbIX MAHHBIX IO CPAaBHEHHIO C
0KHU/1aeMBIMHU, KyMYJIITUBHBIE 0030pbl HEJKEJIATENIbHBIX SIBIEHUI 0COO0r0 HHTEpECa).

JonmotHUTEIbHBbIE MEPONIPUATHS 110 GAPMAKOHAA30PY

298. B nmaHHOM pasznene IuiaHa YIpaBJICHHUS PUCKAMH JEp>KaTellb PEruCTPAllMOHHOTO
YAOCTOBEPEHUSI  ONUCHIBAET  3alVIAHUPOBAHHBIE  JOMOJHMUTEIbHBIE  MEPONPUATHA IO
(hapMakoHaI30py ¢ MOAPOOHBIM YKa3aHUEM, Kakass HHPpOpMaIHsl T0JKHA ObITh coOOpaHa, B IENIsIX
nocienymoomeil  0omee TOYHOW OIIGHKM COOTHOIIEGHHUS «IOJb3a— puck». Jlepkarens
PETUCTPALIMOHHOTO YAOCTOBEPEHUS IOJKEH OLEHUTh CUTYalluH, B KOTOPBIX TpeOyeTCsl MPUHSATHE
JOMIOTHUTEIBHBIX Mep MO (apMaKOHAA30py MO MPUYMHE HEBO3MOXKHOCTH JOCTHXKEHHS LENU T10
HaJJIexallel olleHKe U U3YYeHHIO pUCKa MTPH MOMOIIY PYyTHHHBIX METOA0B (hapMaKoHAa130pa.

299. K 10o1nonHUTEeNbHBIM MEPOIPUATHAM IO (hapMaKOHAI30py OTHOCUTCS IEATEIILHOCTB T10
(dbapmakoHaa30py, KOTOpasi HE SBIsETCS pyTUHHOW. J/laHHAs NesATeNbHOCTh BKIIIOYAeT B cels
JNOKIIMHUYECKUE  HCCIIENOBAaHUS, KIMHUYECKHE MCCIECJOBAaHMS W  HEHHTEPBEHIIMOHHBIE
UCCIIEIOBaHMs, B TOM 4YHCJIE AJUTENbHOE TMOCIeaylollee HaOloIeHne 3a MalueHTaMH,
IIPUHUMABIIMMHU Y4YacTHE€ B KIMHUYECKOM HCCIIEJOBAaHMM, WJIM KOIOPTHOE MCCIEAO0BAaHUE IO
OLICHKEe OE30MacCHOCTH JIEKApCTBEHHOTO MperapaTa Mpu JUIMTENbHOM NpUMeHeHuu. B ciyudae
BO3HUKHOBEHHUS COMHEHHH OTHOCHTEIBHO HEOOXOIUMOCTH BBIIOJHEHUS OMOJHUTEIbHBIX
MEpONpUATH 1Mo (papMaKkoHAA30py JepKaTellb PETUCTPALMOHHOIO YIOCTOBEPEHHS] MOXKET
00paTUTBCS C 3alpPOCOM O KOHCYJBTAIlMM 1O JTAHHOMY BOINPOCY B YIOJHOMOUYEHHBIH OpraH
rocy/apcTBa-4ieHa B paMKax MpoleIypbl HAyYHOTO KOHCYJIbTHPOBAHUSI.

300. UccnenoBanus B IulaHe 1o (apMakOHAI30py JOJDKHBI OBITh HAalpaBlIeHbl Ha
UICHTU(PUKAIUIO U XapaKTEPUCTUKY PHUCKOB, cOOp MOMOJHHUTEIbHBIX ITaHHBIX IO AacleKTaMm
OTCYTCTBYIOIIEH MH(pOpMAIMM WIM  OLEHKY S(PQPEKTUBHOCTH JOMOJHHUTEIBHBIX  MeEp
MUHUMU3ALNUN PUCKA.

301. IlpoToKkonbl MCCIENOBaHUA MOTYT BKJIIOYAThCS B OOHOBIIEHHE IUIaHA YIPABICHHS
pUCKaMU TOJBKO B CIIyYasiX, €CIM JaHHBIE HCCIIEOBaHMS OBLIM BKJIIOYEHBI B IUIaH IO
(bapMakoHaa30py U 3alPOIIEHBI YIOJTHOMOYEHHBIM opraHoM. O030p U 0100peHHbIE POTOKOIIBI
MCCIIEIOBaHMM, BKIIFOUEHHBIX B IUIaH MO (JapMaKOHAI30pY, TOJIKHBI OBITh MPEACTABIEHBI B YACTH
b npunosxenus Ne 3 k naHy ynpaBlieHUsl pUCKaMH, YKa3aHHOMY B TyHKTax 334 u 335 HacTosAmux
[TpaBui (mocpecTBOM 3JEKTPOHHBIX OTCHUIOK MITM CCHUIOK Ha MPOTOKOJI, BKIIOUEHHBIN B IPYToii
pa3zes AMEKTPOHHOTO PETUCTPALIMOHHOIO 10Che). Jpyrue mpoTOKOJIbI UCCIEA0BaHUN KaTErOpUU
3, ykazanHoi B myHKTe 304 Hacrosmux [lpaBui, mpeactaBieHHBIE TOJNBKO IJIsT HHGOPMAIIHH,
TaKKe MOTYT OBbITh BKJIIOYEHBI B 4acTh B mpuioxkenus Ne 3 Kk ruiaHy ympaBieHUs PHCKaMH,
yKka3zaHHOTo B myHKTax 336 u 337 nactosuux [IpaBui. [locie npeacTaBieHus 3aKIIOYUTETLHOTO
oTyeTa JJs OLEHKM B YIOJHOMOYEHHBIM OpraH IPOTOKOJIBI 3aBEPIICHHBIX MCCIEA0BaHUN
MOJJIEKAT UCKIIIOUEHUIO U3 IpuiiokeHust Ne 3 K muiaHy ynpaBjieHHs] pUCKaMU U HCCIIEOBaHUs
MCKJTIOYAIOTCS U3 IJIaHAa IO (hapMaKOHa 130Dy .

302. lepkatenu  pErucTPallUOHHBIX  YJAOCTOBEPEHWM  MOTYT  MPEACTaBIsATH B
YIOJHOMOYEHHbIE  OpraHbl  IOCYAApCTB-YJIEHOB  IIPOTOKOJBI  IOCTPETUCTPALMOHHBIX
UCCIIEIOBaHMM 10 6€30MacHOCTH AJIs MOJTy4YeHUsI HAyYHOU KOHCYJIbTaIlUH.

CBoaHas Ta01MIA MO JONOJHUTEJIbHBIM MEPONPUATHAM 10 (PAPMAKOHAA30PY
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303. B maHHOM pazjene IJlaHa YIPaBJICHHUS PHUCKAMHM OIKMCBIBAETCA IEATEIBHOCThH IO
(dapMakoHaa30py, HANpaBICHHAs Ha BBIBICHUWE M XapaKTEPUCTHKY PHCKOB, CBSI3aHHBIX C
IIPUMEHEHHEM JIEKapCTBEHHOT O npenapaTa. HekoTopsle BU/IbI JaHHON A€ATEIBHOCTH MOTYT OBITh
0053aTENbHBIM ~ YCIIOBHEM PETUCTPAIMH, TIIOCKOJBbKY SBIAIOTCA JHOO KIIOUEBBIMU JUIS
COOTHOILEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOI'O Mpenapara (0003HayaeMble KaK MCCIEe0BAHUS
Kareropun 1 B 1uiaHe mo ¢apMakoHaA30py), JTUO0 OCOOBIMH 0053aTENLCTBAMH B KOHTEKCTE
YCIOBHOM DErMCTpallii Ha HCKJIIOYUTEIbHBIX YCIOBHSX (00O3HAayaeMble KakK HCCIIEIO0BaHMS
KaTeropuu 2 B 1iaHe 1o ¢gapmaxoHaa3opy). Eciu ycTaHoBIIEHHBIE YCIIOBHE MM 003aTEIbCTBO
IPEJCTABIAIT CcOO0M HEMHTEPBEHLIMOHHOE HCCIEOBAaHUE 10 O€30MaCHOCTH, BBINOJIHEHUE
JAHHOTO MCCJIEIOBAHUS TOAJISKUT KOHTPOJIIO CO CTOPOHBI YIOJHOMOUYEHHOI'O OpraHa W IpH
IUTAHUPOBAaHUM U MPOBEAECHUU HCCIIEAOBAHUS JIEPXKATEIEM PErUCTPALMOHHOIO yJIOCTOBEPEHHUS
JOJDKHO OBITH OOECIIEYeHO BBINOJIHEHHE TPeOOBAaHWHM, YKa3aHHBIX B pasjene X HaCTOSIIUX
[TpaBu.

304. B mnaHe ympaBieHUS PUCKaMH MOTYT MOTPeOOBATbCS APYTHE HCCIEIOBAHUS JUIS
M3y4YeHUs TpoOseMbl O€30MacHOCTH WM Il OIEHKH 3(P(EKTUBHOCTH MEPONPUITHI TI0
MUHUMM3ALKUN PUCKOB. Takue uccie0BaHusl, BKIIOUYEHHBIE B IJIaH MO (papMaKoHAA30py, TaKKe
UMEIOT IOPUINYECKUEe OCHOBAaHUA (00O3HAYaeMble KaK MCCIIEI0BaHMs KaTeropuu 3 B IJIaHE IO
dapmakonaazopy). CBoaHas TabnMia MO AOMOJHUTEIBHBIM MEPOIPUATHAM 110 (papMaKOHAI30py
JIOJ’KHA 00eCneunBaTh MOHATHOCTD JAJIS BCEX 3aMHTEPECOBAHHBIX CTOPOH B OTHOLIEHUHU TOTO, K
KaKOH KaTeropuH B COOTBETCTBUU C MyHKTOM 303 Hacrosimux [IpaBui M HaCTOSIIKUM IMYHKTOM
OTHOCHUTCSI MEPOIIPHUATHE B IIJIaHE MO (papMakoHa30py (YCIOBHE PETUCTPALMM, ONPEAEICHHOE
0053aTeNbCTBO JINOO HCCIIEOBAHUE HEOOXOAMMO ISl JAIbHEHIIEro H3y4eHus MpoOsieMbl
0€30I1aCHOCTH MJIH 17151 OLIEHKHU 3()()EKTUBHOCTH MEPONIPUATHI 10 MUHUMHU3ALUU PUCKOB, CTaTyca
(o0s3aTenbHOE MO0 IOPUAUYECKH 0OOCHOBAHHOE), THUI UCCIICIOBAHMS (MHTEPBEHIIMOHHOE WU
HEMHTEpPBEHUMOHHOE)). [lpM mNpoBeNeHMM WHTEPBEHIMOHHBIX HCCIEIOBAaHUI  clenyer
PYKOBOJICTBOBAThCS TpeboBanusMu [IpaBui Haanexared KIMHUYECKON MPaKTHKH.

305. [1nan ynpaBlieHUsI pUCKaMU BOCITPOM3BEACHHBIX JIEKAPCTBEHHBIX MPEeNapaToB JOJIKEH
OTpaXkaTb HEOOXOJIMMOCTh BBIMOJHEHUS HCCIECAOBAHUM 1O (apMakoHAI30py B CiIydae, eciu
Takas HEOOXOJUMOCTb HMMEETCS IO COCTOSHUIO Ha MOMEHT peructpauuu. B ompeneneHHbIX
CITy4yasiX BBIMOJIHAEMBIC WIN TUIAHUPYEMbIe TOCTPETUCTPAIIMOHHBIE HCCIIeI0OBaHUs OE30MTaCHOCTH
111 pe(epEeHTHOr 0 JIEKapCTBEHHOI'O MpenapaTa MOryT IOTpeboBaThCs U U1 BOCIIPOU3BEIEHHOTO
JICKapCTBEHHOTO Ipernapara (Harnmpumep, Korjaa Heo0X0IuMO BKJIIOUUTH B IaHHOE MCCIIEJOBAHUE
Oosiblllee KOJMYECTBO MAalMEHTOB JMOO BCEX MAIMEHTOB, KOTOPbIM HAa3HA4YaeTCsl JIEUYCHHE
pedepeHTHBIM WM BOCIIPOM3BEICHHBIM JICKAPCTBEHHBIM IIpenaparoMm). B ciaywasx, korzaa 3To
IPUMEHUMO, IIPUBETCTBYETCSI IPOBEIEHUE COBMECTHBIX MOCTPErHMCTPALMOHHBIX HCCIIEA0BAaHUM
0e30macHOCTH (HampuMep, NMpU BHEJIPEHUU PETrUcTpa JUOO MpH ONpeAeieHUH TPeOOBaHHS MO
IIPOBEICHUIO JAHHOTO HCCIEAOBAaHUS JUIsl BCEX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MPENapaToB C ONpPEENICHHBIM JCHCTBYIOIIUM BEIIECTBOM M MPHUMEHSEMBIX 110 ONpPEaeICHHOMY
MMOKa3aHUIO).

Yacre IV ninana ynpasienus puckamu «IliiaH mocrperucrpaiuoHHbIX HCCIe10BAHUMI
3¢ peKTUBHOCTI

306. JlaHHBIN pa3zen IUlaHa YIpaBlEHHs PUCKAMH JIOJDKEH BKIIOYATh B ceOs MepeyeHb
MOCTPETUCTPALIMOHHBIX ~ UCCIEAOBAaHUM 3(PPEKTUBHOCTH, KOTOPHIE SBIAIOTCA  OCOOBIMU
00s3aTeNbCTBAMHM HMJIM YCIOBHEM IIPH pErHCTpaluu. B ciyuyae OTCYTCTBHS y JAepikaTens
PETUCTPAIIMIOHHOTO yJIOCTOBEPEHHsI OCOOBIX 00s3aTENbCTB NMPH PErucTpauuu 4acTb 1V 1uiaHa
YIPABJIEHUS PUCKAMH MOXET HE 3aIlOJIHATHCA.

Yactb V «Mepbl MUHUMH3AIUN PUCKOB (BKJIOYAs OLEHKY 3()(P)eKTUBHOCTH Mep
MHUHUMH3AUMU PHCKOB)»
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307. B cooTBeTCTBUU CO crienupUKAIMEH 0 0€30MaCHOCTH JePKATENbh PETUCTPAITHOHHOTO
y,Z[OCTOBepeHI/IH JOJDKCH OLICHUTH, KAKHEC MeponpmleI 110 MUHUMHU3AIIUN pI/ICKOB HGOGXOI[I/IMBI B
OTHOIIIEHUU KaXKIOW MpoOsieMbl mo Oe3omacHOCTH. [lmaH 1Mo MHHUMHU3AIMK PUCKOB JOJDKEH
BKJIIOYATH B ce0s1 MOIPOOHYI0 HH(POPMALIHUIO O MEPOIPUATHIX 10 MUHUMHU3AILIUN PUCKOB, KOTOpPbIE
JOJDKHBI  OBITh TPOBEJAEHBI B IENAX YMEHBIICHHUS PHUCKOB, CBS3aHHBIX C KaXIOW U3
YCTaHOBJICHHBIX MTPOOIIEM MO OE30MaCHOCTH.

308. lns  aHAJIOTMYHBIX JEWCTBYIOIIMX BEIIECTB, COAEPKAIIUXCS B  Pa3JIUUYHBIX
HeKapCTBeHHBIX npenapaTax C CyH_IeCTBeHHO OTIMYAOIIINMHUCA ITOKA3aHUSIMHU K HpI/IMeHeHI/IIO N
LEJIEBBIMU  TIOMYJIAIMSAMH, TPEACTABISCTCS IIEIecO00pa3HO pa3paboTka WHAMBUIYAJTbHBIX
INIAHOB 110 MUHUMM3AIIUNU pI/ICKOB I KaXXJ0Tro U3 HpenapaTOB. TO €CTh IJIA HeKapCTBeHHBIX
MpenaparoB, MOKa3aHUs K MPUMEHEHHIO KOTOPBIX OTHOCSTCS K Pa3HbIM OOJIaCTsIM MEIUITMHBI 1
CBA3aHBbI C paSJII/I‘IHI:IMI/I HpO6HeMaMI/I 6630HaCHOCTI/I, NN JJIsd JICKapCTBeHHBIX HpenapaTOB, B
pe3yabpTaTe MPUMEHEHHS KOTOPBIX PUCKH PA3IMYAIOTCS B 3aBUCUMOCTH OT II€JIEBOM MOIYJISINH,
WIM JUIA JIEKAPCTBEHHBIX IIPENApaToB C pPa3JIMYHBIM IIPABOBBIM CTAaTyCOM IS OTIIyCKa
000CHOBAHHBIM SIBJISIETCS Pa3pabOTKa WHINBUTYIbHBIX TUIAHOB MUHHUMHU3AIIUHA PUCKA.

309. Mepbl MUHMMH3AllUM PUCKOB MOTYT COCTOSITb M3 PYTHHHBIX MEpP MUHUMHU3ALUU
PUCKOB W JIOTIOJTHUTEIIBHBIX MEp MHHUMHU3AIMU PUCKOB. Bce Mepsl MUHMMH3AllUA PHUCKOB
JOJKHBI UMETh YETKO 0003HAUEHHYIO 1ETTh.

310. lepxaTensiMid ~ PETHCTPAIMOHHBIX  yJAOCTOBEPEHUW  JOJKHA  BBIMOJHATHCS
HGpHO,Z[H‘-I@CKaH OIICHKAa HGOGXOI[I/IMOCTI/I HpOI[O.H)KeHI/IH BBIITOJTHCHU A yCTaHOBHGHHBIX Mep
MUHHMH3AIUHA PUCKA, & TAK)KE BBITIOIHATHCS OIIeHKA MX 3P PeKkTHBHOCTH. J[OTTOTHUTEIbHBIC MEPhI
MUHHMM3ALHUN PUCKA U OLeHKA 3(PPEKTUBHOCTH MEp MUHUMHM3AIUN PUCKA MTOJIPOOHO OIUCAHBI B
pazaene XII nactosimux [TpaBui.

PyTuHHBIe Mepbl MUHUMHU3ALMH PHCKOB

311. PytuHHBIC MEPHl MUHUMHU3AIMH PUCKOB BKJIIOYAIOT B CE€0S MEPONPHUATHUS (IEHCTBHS),
KOTOpbI€ TPOBOJATCA B OTHOILIEHHWM KaXKIOTO JIEKapCTBEHHOro mnpemnapata. [IpuMeHnenue
PYTHUHHBIX MEpP paclpoCTpaHsIeTCs Ha:

OOIIYI0 XapaKTePUCTHKY JIEKApPCTBEHHOTO IMpenapara ¥ WHCTPYKIHIO MO0 MEIUIITHCKOMY
MIPUMEHEHHUIO;

MapKHPOBKY JIEKAPCTBEHHOTO Mpernapara;

pa3Mephl YIIaKOBKU;

KaTeropHIo OTIYCKa JICKapCTBEHHOTO IIpenapara.

HeoOxoaumo yuuThIBaTh, 4TO (hopma BhIIyCKa JIEKAPCTBEHHOTO IMpernapaTa TakKe MOKET
HAI'paTh BAXKHYIO POJIb B MUHUMU3ALUHU PUCKOB JIEKAPCTBEHHOTI'O IIpeIapara.

O0mas XapakTepuCTHKA J1eKAPCTBEHHOI0 NMpenapaTa i MHCTPYKUHUSA 110 MeJUIIHHCKOMY
NMPUMEHEHHU 0

312. Obmas xapakTepucTHKa JICKapCTBEHHOTO Mpernapara i MHCTPYKITUS 110 METUIIMHCKOMY
IIPUMEHEHHIO SIBISIOTCS BAXKHBIMM MHCTPYMEHTaMH MMHHMMM3AllMM PUCKOB, ITOCKOJIBKY
IPEJCTABIAIOT COOOW KOHTPOJUPYEMBI M CTaHIApTU3UPOBaHHbIN (opMaT MH(YOPMUPOBAHMS
MEIULIMHCKUX M (apMaleBTUYECKUX pPAOOTHUKOB, a TaKKe MAalUEHTOB O JIEKAPCTBEHHOM
npemnapare.

313. OO0mias xapakTepUCTHKA JIEKAPCTBEHHOTO Mpenapara i MHCTPYKIIHS 110 METUITTHCKOMY
IPUMEHEHHUIO 00ecreunBa0T MH()OPMUPOBAHHE OTHOCUTEIBHO PEKOMEHIALMN MO PYTHHHBIM
MepaM MHUHUMU3AIUN PUCKOB, JaHHAs MH(OpMAIHs BKIIOYAeT 2 TUIIAa PpeKOMEH AN

PYTUHHOE MH(POPMHUPOBAHUE O PUCKE OCHOBAHO HAa MH(OPMALINH, BKIIFOYEHHON B IOApa3 el
4.8 pazmena 4 oOmed XapaKTEpUCTHKU JICKApPCTBEHHOIO IIpernapara M HMHCTPYKLUHU TI0
MEIULUHCKOMY TPUMEHEHUIO, HAINpaBJI€HO HAa HWH(MOPMHUPOBAHUE CIELHUAIUCTOB CUCTEMBI
3/IpABOOXPAHEHHS] U TAIUCHTOB OTHOCHUTEIBHO HEXeNaTeIbHBIX A(PPEKTOB JIEKAPCTBEHHOTO
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npenapara B HeNsiX oOecredeHus] BO3MOKHOCTH MPHUHATHS PEIICHUS OTHOCHTENBHO JICUCHHUS C
YYETOM JAaHHBIX 110 Mpoduio 6€30MacHOCTH;

PYTHHHBIC Mepbl MHUHHMH3AIMU PHUCKA BKJIIOYAIOT B ceOs OMpeesIeHHbIE KIMHUYECKHE
MEpONPUATHS, HAINpaBICHHbIE Ha IMPEIOTBpAIllEHUE WM CHIDKEHHE pPHCKA, M OTPaXKCHBI
MPEUMYIIECTBEHHO B Tojipasaenax 4.2 u 4.4 pazzaena 4 oOmielt XapakKTEPUCTUKU JIEKAPCTBEHHOTO
mpernapara, HoO MOTYT TakKe 3arparuBarh noapasnenst 4.1, 4.3, 4.5-4.7 u 4.9 paznena 4 obuieit
XapaKTEPUCTHKH JIEKAPCTBEHHOTO TIperapara, a Taike pasfensl 2 M 3 WHCTPYKIHMH TI0
MEIULIMHCKOMY TpuMeHeHuto. OcoOble yKa3aHHs W Mepbl NPEAOCTOPOKHOCTH B OOIIEH
XapaKTEPUCTHKE JIEKAPCTBEHHOTO TIperapara, HarpaBiICHHbIE Ha MHUHUMH3AIMIO PHCKA,
BKJIIOYAIOT B ce0s1 B TOM YHUCIIE CIEAYIONIYI0 HHPOPMAITUIO:

BBITIOJTHEHHUE OTIPEICNICHHBIX NCCIICIOBAHUH Mepe/l HauajIoM JICUCHHS;

MOHHUTOPHHT JIAOOPATOPHBIX MAPAMETPOB BO BPEMSI JICUCHHUS;

MOHHUTOPUHT ONpPEAETICHHBIX CHMIITOMOB U TAapaMeTpPOB, XapaKTEPHBIX ISl MPOSBICHUSI
pHCKa;

KOPPEKTUPOBKA 03Bl WM IPEKpAalIeHNE JEUCHUS NMPH BO3SHUKHOBEHHH HEXEIAaTeIbHBIX
SBJICHUI WJIM U3MEHEHUH JIAOOPATOPHBIX MTapaMEeTpPOB;

BBITTOJTHEHUE TPOIEAYPbl YCKOPEHHOH 3IMMHHAIMK JIEKapCTBEHHOTO Ipemnapara Iocie
IIpepBIBAHUS JICUCHHUS,

PEKOMEHIaINH 110 KOHTPAICTILINH;

3arpeT OJHOBPEMEHHOTO MTPUMEHEHHSI JPYTUX JIEKapCTBEHHBIX MPEnapaTos;

BO3/IeiicTBHE Ha ()aKTOPBI PUCKA, KOTOPBIE MOTYT IIPUBECTH K HEXKETATEILHON Peakuy IIPH
IPUMEHEHHH JIEKAPCTBEHHOTO MIperapara;

PEKOMEHJIallNH O UTUTEIBHOM ITOCIIEeTYIONIeM KIMHUYECKOM HAOJIOACHUHN ISl BBISIBICHUS
Ha paHHMUX CTAAMIX OTCPOUYCHHBIX HEKENATEIbHBIX PEaKIuil.

Pa3mep ynakoBku

314. [InanupoBaHue pa3Mepa YMAKOBKH, IIO3BOJSIOLIETO OrPAHUUYUTL JOCTYIHOE
KOJINYECTBO JO3MPOBAHHBIX €IMHUI] JEKAPCTBEHHOI0 Ipenapara B OAHOH yNaKOBKE, SBISAETCS
OJTHOM M3 PYTHHHBIX MEpP MHHMMM3ALUM PUCKOB. lIpu orpaHMyeHMH KOIMYECTBA €IMHULL
BBIINMCAHHOT'O JIEKAPCTBEHHOI'O Mpenapara MalueHT BbIHYXKJIEH o0pallaThcs K JeyalieMy Bpady
4yepe3 MEHbIINE IPOMEXYTKH BPEMEHH, YTO TOBBIIIAET BEPOSITHOCTD BBINOJIHEHUSI KOHTPOJIS €r0
COCTOSIHUS U COKpAIIIaeT BPEeMs €ro HaX0KJIeHHs 0€3 COOTBETCTBYIOLIEr0 HabmoieHus. Boimyck
YIaKOBKH Ha HEOOJBINOE KOJIUYECTBO TO3MPOBAHHBIX €IUHUI] (B OCOOBIX CIy4asx — Ha OJHY
J03UPOBAHHYIO €IUHMILY) TAKXKE MOXKET OBbITh IOJIE3HBIM B CIIy4ae, €CIIM OJHUM M3 OCHOBHBIX
PHUCKOB CUHUTAETCS IEPEA03UPOBKA.

Kareropusi oTnycka jiekapcTBEHHOI0 Nipenapara

315. Kareropus oTitycka JIEKapCTBEHHOI'O IIpernapara, Ipu KOTOPOH BBOJUTCS KOHTPOJIb
YCIIOBHMH €r0 OTITyCKa HACEJIEHUIO, MOKET IOMOYb CHU3UTh PUCKH, CBSI3aHHBIE C UCIIOIb30BAHNEM
TaKOIo JIEKapCTBEHHOTO INpenapara WIM €ro HENpPaBUIbHBIM IMPUMEHEHHEM. DTO JOCTUTAETCS
peryJupoBaHUEM YCIOBUH, IPU KOTOPBIX JIEKAPCTBEHHBIN MTpenapaT MOKeT ObITh Ha3HAYEH, WU
YCIJIOBUH, IPU KOTOPBIX MALIMEHT MOKET MOJIYUYUTh JIEKAPCTBEHHBIN IIpenapar.

316. B perucrpaniMOHHOE  yJOCTOBEPEHHE HEOOXOAUMO BKIIOYHTH IOJAPOOHYIO
uHpOpMALIMIO O JIOOBIX YCIOBHSAX, OTPAHMYCHMUAX JUCTPUOBIONMU WM HCIIOJIb30BAaHUH
JIEKapCTBEHHOT'0 IIperapara, BKJIK0Yas yCIOBHs, IPU KOTOPBIX JIEKAPCTBEHHBIN ITpenapar MOKeT
CTaTh JOCTYIHBIM JUIs MAIMEHTOB (KaTErOpHIO OTIYCKa JIEKApCTBEHHOTO Mpenapata). JlaHHbIN
CTaTyc BKJIIOYAeT B ce0s1 MH(POPMALIMIO O TOM, IOJUIEKUT JICKApCTBEHHbIH MpenapaT OTIYCKY IO
pelenTy Wik oTmycky 6e3 perenta. OH Takke MOKET OrpaHHYMBATh MECTa PACIPOCTPAHCHHS
JIEKapCTBEHHOI'0 Ipenapara (HampuMep, OTPaHWYEHHBIH MNOpSAAOK OTHycka). B oTHomeHun
JICKapCTBEHHBIX MpPEnapaToB, MPUOOPECTH KOTOPBIE MOXKHO TOJIBKO IO PELENnTy, He0OXO0AUMO
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BBECTHU JOIOJHUTENIBHBIE YCIOBUS, @ UMEHHO OIPEACIIUTH JIEKAPCTBEHHBIE IIPENapaThbl, KOTOPbIE
MOKHO TPUOOPECTH TOJBKO MO CIICHUATHHOMY PEIENTY.

I[OHOJIHI/ITC.HLHLIC MEPbI MUHUMHU3AIIUN PUCKOB

317. lonoiHUTEbHBIE MEPBI MUHUMHU3ALUNA PUCKOB JOJDKHBI OBITh MPENIOKEHBI, KOTIa
BBEJICHHE TaKUX MEpP SBJSETCS HEOOXOAMMBIM ISl o0ecriedeHus: 6e30macHoro u 3(pPEKTUBHOTO
WCIOJIb30BAaHUS JICKAPCTBEHHOTO Tmpemnapara. HeoOXoAMMOCTh TMPOJOIDKEHUS BBIMOTHEHUS
JOTIOTHUTEIBHBIX MEP JIOJDKHA MIEPUOIUICCKH TIEpecMaTPpUBAThCS.

318. lonosHUTENbHBIE MEpPhl MHHUMHU3ALMKA PUCKOB IIOCIE MX COIVIACOBAHUS C
YIIOJITHOMOYCHHBIM OPraHOM TOCYJIapCTB-WICHOB CTAHOBATCS YCJIOBHEM IS TIOJNYyYCHHS
PETUCTPAIIMOHHOTO  yIOCTOBEPEHHSI MO0 COXpaHEHHWS pPEruCTpallMOHHOro cTaryca. B
COOTBETCTBYIOIIMX CIydasX IMOJHAS WHGOpPMAIUs O JOMOJHHUTEIBHBIX MEpax MHUHHMH3AINN
PHUCKOB JIOJKHA OBITH MPEACTaBlIeHA B PUIOKEHUU No 6 K TIIaHy YIpaBICHUS PUCKAMH.

Ouenka 3(p(peKTUBHOCTH Mep MUHMMU3ALMH PUCKOB

319. Ha sranax oOHOBJIEHMS IUIaHA yNPABJICHUS PUCKAMM IUIaH 110 MUHUMM3AIUU PUCKOB
JIOJKEH BKIIIOYATh B ce0s1 MHPOPMaIUIO 00 OLIEHKE BO3JIEHCTBUS pealn3yeMbIX TOTOJIHUTEIbHBIX
Mep MHUHMMHU3ALUU PUCKOB Ha OCHOBHBIE MapaMeTphl, onpeaessomue 3hHeKTuBHOCTh TaHHBIX
MeponpusTHid. B ciydasx, korma 3TO NpPUMEHMMO, JaHHas MHGpOpMalMs [OJDKHA OBbITh
IIPEICTaBJIEHA 110 KAXKIOMY I'OCY1apCTBY-WIEHY.

320. Ecnmu mpuMeHHUMO, B JaHHBIA pasziell CleIyeT BKIIOYaTh OOCYKIEHHE PE3yJIbTaTOB
1000# BBIMTOJTHEHHOH CIIeUaTbHON OLIEHKM MEp MUHUMH3AIUK PUCKOB. B cilyuae BBIABICHHS
He3(PPEKTUBHOCTH KOHKPETHOW CTpaTerMd MMHUMH3ALUKM PHUCKOB JHOO OMNpEeAETeHHs, 4YTO
peanu3anys UCIOJIb3yEMOM CTPATETUH CONPSKEHA C YPE3MEPHON HArpy3KOU IS AlMEHTOB WU
CUCTEMBI  3IPAaBOOXPAHCHMS, JEP)KATENI0 PETrUCTPAMOHHOIO  yIOCTOBEPEHHUS  CIIEHYET
paccMOTpETh aIbTEPHATUBHBIE BUJIbI MEP MUHUMM3AIMU PUCKOB. Jlepikarenb perucTpalioHHOTO
YAOCTOBEPEHUSI JAODKEH OLICHUTh W IPOKOMMEHTHPOBaTh B IUIAHE YIPABICHUA PHUCKaAMHU
HEOO0XOIMMOCTh BBE/ICHUS JIOTIOJIHUTEIBHBIX MM WHBIX MEP MUHUMH3AIMHA PUCKOB IO Ka)JIOH
npobiemMe 1Mo Oe30MacHOCTH WJIM UCXOMAS W3 BBINOJHEHHON OLIEHKHM MEepbl IO MUHUMH3AILUH
PHUCKOB (JIOTIOJIHUTENbHBIE) MOTYT OBITh MCKJIIOUEHBI M3 IUIaHa (HampuMep, KOrJa Mepbl IO
MUHMMM3ALHAN PUCKA CTAJIM YaCThIO CTAHAAPTHOM KIMHUYECKOH NMpakTUKH). B ompeneneHHbIX
Cllydasix B pe3yjbTaTe OLIEHKHU CTPATErMU MOXKET OBITh CAENaH BBIBOJ, YTO MEPbl MUHUMH3AINN
PHCKOB HE MOTYT KOHTPOJINPOBaTh PUCKHU B TpeOyeMoM o0beMe il 00ecrieueHus! TPUMEHEHMSI
JIEKapCTBEHHOI'O IIpenapaTra IpU IMPEBBIIIEHUHM IOJNb3bl HAJ PHUCKOM, YTO O3HAYaeT
HE00XOMMOCTb OT3bIBA JIEKAPCTBEHHOTO IIpenapaTa ¢ pblHKA HJIM OTPaHUYEHUS €r0 IPUMEHEHHUS
TOJIBKO TOW IOATPYIIION IMALIMEHTOB, B OTHOLIEHUH KOTOPOH I10JIb3a MEPEBEIINBACT PUCKHU.

321. B cnywae eciu BBITIOTHEHHE OLEHKU 3(P(HEKTUBHOCTH MEP MHHHUMH3AINH PHUCKOB
ABIISICTCA TPEOOBAaHHEM HJIM YCIOBHEM CO CTOPOHBI YIIOJHOMOUYEHHOI'O OpraHa, JaHHbIE MEphbI
BKJIIOYAIOTCA B IUIAH 10 (papMaKoOHaA30py.

322. Monutopunr 3¢p(}eKTHBHOCTH Mep MHUHHMH3ALUU PUCKOB omucaH B uactu XII
Hactosmux [IpaBus.

ILlnan mo MUHMMM3AIUH PHUCKOB

323. B nanHOM pa3jeiie B OTHOIICHUU KaKI0H MpoOIeMbl O€30MacCHOCTH, BKIIFOUEHHOU B
cnenr(uKanuio Mo 0e30MacHOCTH, OJHKHA ObITh MpEJCTaBeHa clieayionias nHpopManus 1o
MepaM MUHHMH3AIHN PUCKOB!

a) pyTHHHbIE MEpbl MUHUMM3AIMKA PHCKOB, BKIOYas MOAPOOHYIO MH(OpMAIMIO O TOM,
MPEATIOIaraeTcs M TOJIBKO BKIIIOYECHUE B OOIIYIO XapaKTePHCTHKY JIEKaPCTBEHHOTO TIperapara u
MHCTPYKIMIO TI0 MEAWLUMHCKOMY TIPUMEHEHHIO COOTBETCTBYIOIIMX PEKOMEHIAIMH U
uHpOpMaIHH, 100 TUIAHUPYIOTCS UHBIE PYTHHHBIE MEPOIIPHUATHS 110 MUHUMH3AIUN PHCKOB;
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0) IOTIOJHUTEILHBIE MEPHl MUHIMHU3AIIMHA PUCKOB (TIPU HEOOXOIMMOCTH ), BKITIOUAs 3aa9H
0 KaXKJIOMY JOIOJHUTEIHPHOMY MEPOIPHUSATHIO, 000CHOBAHUE HEOOXOAMMOCTH H CITOCOO OLIEHKH
3P PEKTUBHOCTH JOMOTHUTEIBHBIX MEP MUHHUMHU3AIUU PUCKOB.

Pe3oMe mi1ana MUHUMH3ALUHA PUCKOB

324. B nanHOM pasjene JoJDKHA ObITh IPEICTaBlIeHa Ta0JINIIA C TIEPEUNCICHUEM PYTHHHBIX
U JOMNOJHUTCIBbHBIX MCPp MHUHHUMH3AIUHU PUCKOB B COOTBCTCTBHUU C OIIPCACIIACMBIMUA
cnenudukanueir mo 0e30MacHOCTH MpodeMaMu 0€30MacHOCTH (HampuMmep, HOMEp paszeliia
o0IIeil XapakTepUCTHKU JIEKAPCTBEHHOT'O Tperapara, B KOTOPOM IMPEAYCMOTPEHBI PYTHHHBIC
Mepbl MUHUMHU3AIIMH PUCKa, TH0O0 MepeueHb 00pa30BaTeIbHBIX MAaTEPHUAJIOB).

Yacrte VI «Pe3oMe n1aHa ynpasJjieHHs PUCKAME

325. Pe3toMe MuiaHa yIpaBICHUS PHUCKAMHM Ui KaKJIOrO JIEKAPCTBEHHOIrO IMpernapara
JOJHKHO OBITh JTOCTYIMHO OOIIECTBEHHOCTH. Pe3toMe MODKHO BKIIIOYATh B ce0s KITFOYCBBIC
AJIEMEHTHI TUTaHA YIIPaBJICHHS] PUCKAMHU C OCOOBIM BBIJCIEHHEM MEp MHHHMM3AIMH PHCKOB.
YTOIHOMOYEHHBIMH OpraHaMH JOJDKHA ObITh oOecriedeHa MyOJIMKalusi pe3toMe Of00peHHBIX
IJIAHOB yNPaBJICHUS pUCKaMU Ha caiiTe yIOJIHOMOYEHHOT0 opraHa B cetu IHTepHeT.

326. Pe3toMe 1uiaHa ympaBieHHUsS PUCKAMH JIOJKHO CBOEBPEMEHHO OOHOBIATHCS IO MeEpe
BHECEHUS B 3TOT IJIaH BaXXKHBIX U3MEHEHUH. VI3MeHeHs, BHOCUMBIE B IUIaH YIIPABJICHUS PUCKAMU,
OLICHMBAIOTCSI KaK BaXKHBIE B CIIy4ae, €CJIM OHM 3aTParuBaroT:

a) HOBbIE BaXKHbIEe MJIEHTU(ULIMPOBAHHBIE WM MOTEHLHAJIbHbIE PHUCKU JHOO Ba)KHBIE
M3MEHEHHs B IepevHe Mpo0seM 1o 6e30MacHOCTH WM UCKITIOUEHUS CBEJICHUI U3 HETo;

0) BKJIIOUEHUE WM HUCKIIOYEHHE JIOMOJHUTENbHBIX MEpP MHUHUMHU3ALUU PHUCKOB JHOO
PYTHUHHBIX MEp MHHHMMHU3AIUM PUCKOB, MPEATOJATAIONINX BBIMOJHEHHE OCOOBIX KIMHUYECKUX
MEPOIPUATHH JJIsl yIIpaBlIEHUSI PUCKaAMU;

B) CYILIECTBEHHbIC U3MEHEHHUS TIaHa 10 (papMaKoOHaA30py (HampuMep, JOMOIHEHUE TUIaHa
HOBBIMHU MCCJIETOBAaHUSMH WM 3aBEPIICHUE BHIMOIHIEMBIX UCCIIEI0BAHUN).

327. IlockonbKy pe3lOMe IUIaHa YNPABICHUS PUCKAMM IPEIHA3HAYEHO JUIsl LIMPOKOMN
ayauTopuu, UH(OpMalMs B JAHHOM pasjeie JOJDKHA OBbITh H3JI0KE€HA JOCTYIHBIM S3BIKOM.
OnHako 3TO HE 03HAYAET, YTO CIEAYyeT M30eraTh CIEeHUATU3HPOBAHHBIX TEPMUHOB. JIOKyMeHT
JOJDKEH YETKO Pa3bsiCHUTh €ro Ielb M TO, KaKk OH COOTHOCHUTCS C Jpyroil mHpopmaunuei, B
YaCTHOCTH ¢ MHQOpPMaLUE O JEeKapCTBEHHOM Mpemnapate (TO ecTh ¢ 00IIei XapaKTepuCTUKOM
JIEKapCTBEHHOT'0 MpernapaTa, MHCTPYKIHEH 0 MEIUIIMHCKOMY IPUMEHEHHUIO U MapKUPOBKOH ).

328. Pe3toMe 1maHa yOpaBieHHS PUCKaMHU JOJDKHO COOTBETCTBOBAThH HMH(OpMAIUH,
npencrasieHHor B Moayisix CVII, CVIII vactu I u wactax [II-V mana ynpaBiieHus: puckamu, u
JOJDKHO COJIEPKATh CIEAYIONTYI0 HH(POPMAIIHIO:

a) HAMMEHOBAaHME JIEKApPCTBEHHOTO IMpemapara M IeNu, I KOTOPbIX OJ00pEeHO ero
IIPUMEHEHHUE;

0) KpaTKas XapaKTepHUCTHKa MPo0JeM O€30aCHOCTH B OTCYTCTBYIOIIEH HHGOPMAITIH;

B) pyTHHHBIE U JIOTIOJIHUTEIbHBIE MEPHl MUHUMU3AIIUN PUCKOB;

T') TOTIOJIHUTEILHBIE MEPOTIPUATHS 110 (hapMaKOHAI30PYy.

Yacrte VII «lIpuinoxkeHns K NJIaHY yIPaBJIeHU PUCKAMHI»

329. Ecnu mtad ympaBieHUST PUCKaMU MPUMEHSETCS IO OTHOIICHHIO K JBYM H Ooiee
JICKapCTBEHHBIM NpenapaTam, MpearnoaracTcs, YTo MPHIOKEHHs OyAyT UMETh OTHOIIEHUE KO
BCEM JIEKapCTBEHHBbIM MpenaparaM. CreayeT o0co00 MOTYEpKHYTh KOHKPETHBIE acCIeKThI,
HEMPUMEHHUMBbIE KO BCEM JICKAPCTBEHHBIM IpenapaTaMm B IJIaHE YIIPABICHUS pUCKaMU (Harpumep,
dbopma mocnenyromero coopa nHGoOpMaUK 0 HEKEIATSIBPHOW peakiuu B mpuioxeHun Ne 4 k
IUTaHy YIPaBJICHUS PUCKAMU MOKET OBbITh MPUMEHHMA TOJBKO K JIEKAPCTBEHHBIM IpenapaTam,
CoJIep>KaIllM aKTUBHOE BEILIECTBO, KOTOPOE NMEET MPUINHHO-CIICACTBEHHYIO CBS3b C pEaKIIHei ).
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[Tnan ynpaBieHHS pHCKaMH JOJDKEH COJEp)KaTh TNPHIIOKEHUS, MPUBEICHHBIC HIDKE (eciu
IIPUMEHHMO).

Ipuiio:xkenne Ne 1 «JIeKTPOHHBIN BU/ IJIAHA YIIPABJICHUSA PUCKAMM)

330. Ilpunoxkxenue Nel K rmaHy yHOpaBiIGHUS PUCKAMH  TIPEACTaBIIET  CcOOOi
CTPYKTYPHUPOBAHHBIM 3JIEKTPOHHBIM (haiiyl MiIaHa ympaBJieHHUsS PHUCKaMU, KOTOPBIA HE Tpedyercs
MoJaBaTh B COCTaBE PErMCTPALIMOHHOIO JA0ChE JIEKapCTBEHHOTO npenapata. [Ipunoxenue Ne 1 B
BHJIC JJICKTPOHHOTO aiiiga MOHKHO OBITh MpeAcTaBiIeHO B (GopmaTe, COOTBETCTBYIOIIEM
TpeboBaHusIM K JJIEKTPOHHOMY BHUJY 3asBICHUN U JOKYMEHTOB PETHCTPAIMOHHOTO JIOCHE,
MIPEACTABIISIEMBIX IIPU OCYIIECTBICHUH PETUCTPALIMU U SKCIEPTU3BI JIEKAPCTBEHHBIX ITPENapaToB
JUISL  MEAMIIMHCKOrO TpUMEHEHHUs, yTBepxkaeHHbIM Pemennem Komeruun EBpaszuiickoit
skoHOMHUYeckoi komuccuu oT 30 wmroHs 2017 1. Ne 79. JlaHHOE TNPHIOKEHHE MOXKET OBIThH
HE3aro0JHEHHBIM.

IMpuaoxenne Ne 2 «O00011eHHbIE JAHHBIE M0 VIAHUPYEMbIM, BbITIOJIHAEMbIM U
3aBepUICHHBIM MCC/IeI0BAHUSM ILIAaHA 0 (apMAKOHAA30PY B TA0AN4YHOH dopme»

331. JlanHOE TPUIIOKEHHE JOHKHO COJEpKaTh B TaOMWYHOW (opMe CIemyIoNIyIo
MH(OPMAIIHIO 110 UCCIICAOBAHMM, BKIIOUESHHBIM B IUJIaH 10 (hapMaKoHa130py (COTIacHO TEKYIIEH
WJTU TIPENBIAYIIEH BEPCUU TJIaHa YIIPaBIECHUs PUCKAMH, UCCIIEA0BaHUAM Kateropuii 1, 2 u 3):

a) IJIaHUPYCMBIC )41 BBITIOJIHACMBIC HUCCIICAOBaHUA, BKJIHOYasda neiu, HpO6J’ICMBI
0€301MacHOCTH, a TaK)Ke 3aIlJIAHUPOBAHHBIE CPOKH MPEICTABICHUS MPOMEKYTOUHBIX M KOHEUHBIX
pe3yabTaToB;

0) 3aBEpIICHHBIC HCCIICIOBAHMSA, B TOM YHWCJE IENH, IpoOiemMbl O€30MacHOCTH, W JaTa
NpCACTABJICHUA PC3YJIbTATOB B YIOJIHOMOYCHHBIC OPIraHbl (BBIHOJIHCHHOC, 3aIllJTaHUPOBAHHOC
Mpe/ICTaBICHHE WM YKa3aHHe IPUUYUHbI HETIPEACTAaBICHUS Pe3yIbTaToB).

IIpunoxenne Ne 3 «IIpoToko/bI IpeAIaraeMbIxX, BHINOJIHSAEMbIX U 3aBepIICHHBIX
HCCJIeI0BAHMH IJIAaHA 110 (papMaKOHaAA30pY»

332. B mpunoxenue Ne3 Kk mjaHy ympaBieHHMS pPHUCKaMU He TpeOyeTcs BKIIOYaTh
IIPOTOKOJIBI HMCCIEIOBaHUM, KOTOpbIE HE ObUIM Ha3HA4YEeHbl YIOJHOMOYEHHBIM OpPIaHOM
rocyJapcTBa-wieHa U He ObUIM BKJIIOUEHBI B IUIAaH O (papmakoHaazopy. JlaHHOE MpHIIOKEHHUE
MOJKET BKJIIOYaTh B Ce0sl DJIEKTPOHHYIO CCBUIKY Ha JApPYrHMe MOIYJIH JOChE 3JIEKTPOHHOTO
PETUCTPALIMOHHOIO J10ChE B CiIydae MPEACTABICHUS JaHHBIX IPOTOKOJIOB U IJIaHA YNPABICHUS
pUCKaMHM OJHOBPEMEHHO C JJEKTPOHHBIM OOILIMM TEXHMYECKHMM JIOKYMEHTOM. B ciyuae
IIPEICTABICHNS] TJIaHA YNPABJIECHUsS] PUCKAMHU HE B COCTABE 3JIEKTPOHHOI'O PETUCTPALMOHHOIO
JI0ChE B IAaHHOE NPHIIOKEHHE TOJIKHBI ObITh BKJIIOUEHBI TPOTOKOJIBI HCCIIEA0BAHHH, BKIFOUEHHBIX
B IUIaH 1O (apMaKoOHAI30pYy.

Yactb A npuiio:kenusi Ne 3 «3anpammBaeMble MPOTOKOJIbI MCCJIEIOBAHUN MJIAHA 110
papmakonanzopy, npeacrapjsieMble 11l OLEHKH YIIOJTHOMOYEHHOT0 OPraHa npu
O00OHOBJ/ICHHH BEepPCHH IJIAHA YNIPABJIEHUS] PUCKAMID)

333. B cnyyae ecnM 3ampamidBaeMble MPOTOKOJIBI JIOJKHBI OBITh MPEIACTABICHBI IS
pPacCMOTpPEHHS YHMOJTHOMOYCHHBIM OPraHOM M JIep)KaTelb PErHCTPAllMOHHOTO YIOCTOBEPEHHUS
IUTAHUPYET TPEACTABUTH MPOTOKOJ HCCICAOBAHUS JJIS OILCHKH B YIOJHOMOYEHHBIH OpraH B
paMKax HpOoLEAyphl NMPEACTAaBICHUS IUIAHA YHPABJIECHHUS PHUCKaMH, YacTh A mpuiokeHus Ne 3
JIOJDKHA BKJIIOYATh B ce0si TakoW MPOTOKOJI. B KadecTBe albTepHATHBHOIO BapuaHTa MPOTOKOI
UCCIICIOBAaHUSI MOXKET OBITh PAacCCMOTPEH B paMKax OTACNBHOW MPOLEAYpbl M IOCIE €ro
COTJIACOBAHUS JJOJDKEH OBITh BKIIIOYEH B 4acTh B manHoro npuitoskeHus. Ilopsiok mpeacrapieHus
MPOTOKOJIAa UCCIEJOBAHHS JOJKEH OBITh COTIIACOBAH C YITOJTHOMOYEHHBIM OPTaHOM.
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Yacrs b npunoxenus Ne 3 «3anpamuBaeMbie H3MeHEeHHsI paHee 0100pPeHHbIX POTOKO0JI0B
HCCJIeIOBAHMI MJIaHA N0 (papMaKOHAA30pYy, NPeacTaBjsieMble I OLeHKH B
YIOJTHOMOYEHHbBIii OpPraH Npu 00HOBJIEHUH BePCHU IIAHA YIPABJIEHHUS PUCKAMM

334. B ciydae eciy yHOJHOMOYEHHBIM OPraHOM OBUIM 3alpOIICHBI U PaCCMOTPEHHS
UCIPABIIEHUsI TPOTOKOJIA HCCIENOBaHUS U JepXkaTelb PEerucTPallMOHHOTO YJIOCTOBEPEHUS
IUIAHUPYET TPEACTaBUTh HM3MEHEHHUS IPOTOKOJA HCCIEIOBaHUS B paMKax IPOLEAYpbI
Mpe/ICTaBJICHUs TUIaHa YIIPaBIEHUsl pUCKaMu, 9acTh b mpunoxenus Ne 3 1oiKHa BKIIIOYATh B ce0s
OOHOBJICHHBIH MTPOTOKOJI. B KauecTBe albTepHATUBHOTO BapUaHTa MOMpPaBKa K MPOTOKOIY MOXKET
OBITh IIPEJCTaBICHA B paMKax OTAENbHOI MpOIeayphl U MOCIE €€ COrIacOBaHUs JAOHKHA OBITh
BKJIIOUEHA B 4acTh B nanHoro npunoxxenus. [lopsaok npeacraieHns IpoTOKoa UCCIEA0BaHUS
JIOJKEH OBITh COTJIaCOBaH C YIIOJIHOMOUYEHHBIM OPTaHOM.

335. Ilocne coriacoBaHHs YIIOJIHOMOYEHHBIM OpPraHOM IIPOTOKOJIBI HMCCIIEOBAaHMM W3
yacted A win b ciexpyer mepeHecTH B 4YacTh B JaHHOTO MPHIIOKEHUS C MOCIEIYIOIMIUM
00s13aTeNIbHBIM OOHOBJICHUEM IIJIaHA YIPABJICHUS PUCKAMH.

Yacts B npunoxenus Ne 3 «Ono0peHHble MPOTOKOJbI BHINOJHAEMbIX HCCIEA0BAHU M
IUIaHA M0 (PAPMAKOHA/A30PY U OKOHYATEJIbHbIE MPOTOKOJbI HCCJIEI0BAHUI, HE
npeacraBJisieMble JJs OlleHKH YIIOJJHOMOY€HHOI0 OPraHa

336. B yactp B npunoxxenust Ne 3 k miany ynpaBieHHUs PUCKAMU JOJDKHBI ObITh BKIIOYEHBI
CJIEAYIOLIME TPOTOKOJIBI:

a) IOJIHBIE TIPOTOKOJIBI, KOTOpPBIE paHee ObUIM OLIEHEHBI YIOJHOMOUYEHHBIM OPraHOM H
COTJIacOBaHBI (TO €CTh HE OBLIO 3aIPOIIEHO MMOBTOPHOE MpecTaBIeHUE MpoTokoa). K mporokomy
HE00XOIUMO MPUIIOKHUTH JOKYMEHT C YKa3aHHEM HauMEHOBAaHUS MPOLEAYPhI, B pAMKaxX KOTOPOM
IIPOTOKOJ OBLT YTBEPXKJEH, U JaThl 3aK/IIOUEHUs. YKa3aHUE HAUMEHOBAHUS MPOLETYPbl MOXKET
BKJIIOYATh B c€0s JIEKTPOHHYIO OTCBUIKY MJIM CCBUIKY Ha JPYT'HE€ MOAYJIH PErHCTPALMOHHOTO
JI0ChE JIEKAPCTBEHHOT0 IpernapaTa B CiIydae, €ClId paHee MPOTOKOJIbI ObUIM MPE/ICTABIECHBI B €T0
COCTaBE;

0) OKOHYaTeJIbHbIE MMPOTOKOJIBI JPYTUX UCCIEIOBAaHUNA KaTErOpHM 3: MPOTOKOJIbI, KOTOPHIE
He OBUIM 3ampoIleHbl Ui PACCMOTPEHHUS YIOJIHOMOYEHHBIM OPTraHOM M TPEACTaBJICHBI
Jiep>KaTesieM perucTPalMOHHOTO YA0CTOBEPEHUS TOJIBKO ISl HH()OPMUPOBAHHUS.

337. IIpoTOKONBI  3aBEPILIECHHBIX HCCIEAOBAHUM ClEAyeT MCKIIOYUTh U3 JaHHOTO
IPUIIOKEHUS TI0CJIE TOrO, KaK OKOHYATENIbHbIE OTYEThl MO pe3yibTaTaM HCCIENOBaHUS OyIyT
MPEJCTAaBIICHBI B YIIOJTHOMOYEHHBIH OpraH i OLIEHKH.

Ipuinoxenne Ne 4 «CnenuajabHbie (pOpMBbI MOCIEAYIOIIEro cOopa nHpoOpMaIUU O
HeKeJIaTeJbHbIX PeaKuusx»

338. JlanHOE TpHIIOKEHHE JTOJDKHO BKIIIOYATh B ceOs BCe (POPMBI MOCIEAYIOMIET0 cOopa
I/IH(bOpMaI_[I/II/I 0 HCKCIIATCIBHBIX PCAKUUAX, HUCIHOJB3YCMBIC ACPIKATCICM PErUCTPAlMOHHOIO
YIOCTOBEpEHUsT Uil cOopa IOMONHUTENBHBIX JaHHBIX IO OIPEIEICHHBIM IMpo0JieMaM 1o
6e3onacHoctu. Mcnonp3oBanue (opm mocnemyroniero cOopa uWHGOpPMAalKU, BKIIOYCHHBIX B
JTAaHHOE TPUIIOKEHHE, TOJDKHO OBITh MOAPOOHO OMUCAaHO B IUIaHe 1Mo (papMakoHaA30py B IUIaHE
yTpaBJICHUS] pUCKAMH KaK KOMIIOHEHT PYTUHHBIX MEPONPUATHIA 10 (papMaKoHaA30py.

339. ®opmel noceayromero coopa MHGpOpMaNUU, KOTOPHIE JOHKHBI OBITH BKJIIOYCHBI B
AaHHOC MPHUIIOKCHHUEC, MOTYT TAKKC HA3bIBATHCSA OIMPOCHUKAMU IO AOMOJHUTCIBHBIM JAaHHBIM O
HEXKEJTAaTeNbHBIX PEaKIHsIX, GOPMON cOOpa MaHHBIX O HEKENATEIBHBIX PeaKIusx Win (popmoit
MocJeTyromero coopa JaHHBIX O HEXKeNIaTeIbHBIX PEaKIIUsIX.

Ipuio:xkenne Ne 5 «IIpoTokoJibl mpeaiaraeMbiX U BbIIIOJHAEMbIX HCCJIET0BAHMI,
BKJIDYEHHBIX B YacTh IV ni1ana ynpasiieHHs] pUCKAMM
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340. JlaHHOE MPUIIOKEHHE TOHKHO BKIIIOYATh B €051 OTCHUIKH WJTH CCBUTKY HA IPYTHE YaCTH
J0Che NIEKTPOHHOTO PErHCTPAIIMOHHOTO JIOChE B Cllydae BKIIOUYCHHS MPOTOKOJIA UCCIEIOBAHUS
3(PEKTUBHOCTU B JCKTPOHHBIA OO TEXHUYSCKUN JOKYMEHT JIMOO MPOTOKOJ Ha3HAYEHHOTO
uccnenoBanus 3¢ (HEeKTUBHOCTH, BKJIIOUEHHOTO B YacTh [V u1aHa yrpaBiaeHHs pUCKaMH.

Ipuio:xkenne Ne 6 «IlonpodoHasi uHpopMaNUA 0 PeAJIaraeMbIX J0ONMOJHUTEIbLHbIX Mepax
MUHUMH3AUUU PHUCKOB»

341. Ecnu npuMEHHUMO, B IaHHOE TIPUIJIOKEHUE JTOJDKHBI OBITh BKIIIOUEHBI Tpe/jlaraeMbie U
COTJIaCOBaHHBIE (€CIM NPUMEHHMO) MPOEKTHl C OCHOBHOM MH(OpMAaImei, COCTaBIsIONICH
JOTIOJTHUTEIbHBIE MEPbl MUHUMU3AIUN PUCKOB.

IIpunioxenne Ne 7 «/[pyrue BcnomoratesbHble JaHHBbIE (BKJIYas CCHIIOYHBIH
MaTepuasI)»

342. Ecniu nmpuMeHMMO, BO M30ekaHue TyONupOBaHHMS MaTEpUajoB, MPEICTABICHHBIX B
Ka4yecTBE CCHUIOK, JAHHOE MPUJIOKEHHUE JOJDKHO BKIIOYATh B C€0sl OTCBUIKM K JIEKTPOHHOMY
PETUCTPALIMOHHOMY J0ChE WJIM CCBUIKM Ha JAPYTHe JOKYMEHTBHI, BKIIOUEHHBIE B IPYTUE MOAYIU
PErUCTPAIIMOHHOIO 10ChE.

IIpunaoxenne Ne 8 «O030p n3MeHeHN I, BHECEHHBIX B IJIAH YIIPABJICHUS PHCKAMU»

343. B maHHOM NPUJIOKEHHUH JOJKEH OBITh MPEACTABJICH NMEPEUYCHbh BCEX CYIIECCTBEHHBIX
M3MEHEHHH B TJIaHE YIIPABICHUS PUCKAMH B XpOHOJIOTHYECKOM mnopsiake. MHbopmarus gomkHa
BKJIIOUaTh B ce0s KpaTKoe OMHCaHHe M3MEHEHWi, JaTy U HOMEp BEpCHM IUIaHA YIpaBIICHUS
pUCKaMHU O BCEM CIICAYOIINUM U3MCHCHUAM:

a) noOaBieHHUE, yIaJICHUE WM U3MEHEHUE KIIACCU(DUKAIIMOHHOTO OTHECEHHS MPOOJIeM 1o
0e30I1acHOCTH;

0) noOaBiIeHHE WK yAaJIEHUE UCCIISA0OBaHUH U3 TIaHa 1Mo (papMakoHaI30py;

B) UI3MEHEHUE MEPONPUATUH B IIJIAaHE 110 MUHUMHU3ALUU PUCKOB B YAaCTU MEPOIPUSITHH,
Mpeajaraolux ONpeAeieHHble KIMHUYECKUE Mepbl JUIsl  yOpaBiICHUS pPHCKaMH, WIH
AONOJHHUTCIBHBIX MCPp MUHUMH3AIIUN PUCKOB.

Hpuioxkenne Ne 9 «Mupopmanus 00 OTIMUYMSIX IIAHOB YIIPABJIEHHS] PUCKAMU B
rocyaapcTBax-4jeHax OT AeHCTBYHIIeH BepCUN IUIAHA YIIPABJICHUS PUCKAMID)

344. JlaHHOE TIPWIOKEHUE TIPEACTABIISACTCS MPU HATUYUHU OTIWYNN WHGOPMAIMH B TUTAHE
yIpaBJIeHUs] PUCKaMHU B TOCYJapCTBax-ujeHax OT MH(OpMAIMM COOTBETCTBYIOIIUX Ppa3/eiioB
JNEUCTBYIOIIE BEpPCUMU IUIaHA yOpaBieHUs puckamu. ONUCaHWE YKa3aHHBIX OTJIMYMI
MPEJCTABISACTCSA B COOTBETCTBUH C TPEOOBAaHUAMHU K (hOpMaTy U CTPYKType JTaHHBIX.

7. B3aumMocBsI3b MeK1Y IJIAHOM YIIPABJIEHUS] PUCKAMM U MEPUOTUIECKUM 00OHOBJIsIEMBIM
0TYETOM 110 0e30IaCHOCTH

345. OCHOBHBIMH TIOCTPETHUCTPAIIMOHHBIMU JTOKyMEHTaMU (papMakoHaa30pa SIBISIOTCS
IUTaH YIPaBJICHUS PUCKAMH U MEPUOANYECKUN OOHOBIISIEMBIN OTYET 10 Oe30macHOCTH. [ 1aBHOM
LEeIbI0 EPUOANYECKOTO OOHOBIISIEMOrO OTYeTa MO O€30MacHOCTH SIBJSETCS PEeTPOCHEKTHBHAS
MHTETPUPOBAHHAS MOCTPETUCTPALIMOHHAS OIIEHKA PUCKA U TI0JIb3bI, B TO BpPEMsi KaK LIEJbIO MJIaHa
YIPaBICHUS PUCKAMH SIBISIOTCS MPOCHEKTHUBHOE IpPE- U NOCTPETUCTPALMOHHOE YIPaBICHUE
OamaHCOM pHCKa W TOJIb3BI M TUTAHHpOBaHHE. Takum 00pa3oM, JaHHBIE JOKYMEHTHI SBISIOTCS
B3aUMOOTIOTHSFOIIUMH.

346. B cnydae ecnu mepHOAMYECKH OOHOBIISIEMBI OTYET MO OE30MAaCHOCTH U IUIAaH
YIIpaBJIEHUS PUCKAMM IPEJICTABIISIOTCS OJJHOBPEMEHHO, IIJIaH JOJDKEH OTPa)kaTh 3aKIFOUEHHUE 110
npoduito 6e30macHOCTH ¥ 3PPEKTUBHOCTH, CACIAHHOE B IIEPUOIUYECKOM OOHOBIISIEMOM OTYETE
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mo O6e3onmacHOCTH. Hampumep, ecnu B mepuogudecKoM OOHOBIIIEMOM OTYETE MO 0€30MacHOCTH
ClenmaH BBIBOA O BBIIBICHUHM HOBOTO CHTHAIA W €ro OTHECEHHH K YHCIY BaKHBIX
UICHTU(QUIMPOBAHHBIX WM BaXKHBIX MOTEHLHUAJIbHBIX PUCKOB, JAHHBINH BaXKHBIM PUCK JOJKEH
OBITH BKJIIOUEH B YHCJIO MPOOJIeM 10 6e301MacHOCTH B OOHOBICHHYIO BEPCHIO IJIaHA YIPaBJICHUS
pUCKaMH, MpPEACTaBISEMYI0 OJHOBPEMEHHO C MEPHUOJUYECKHM OOHOBIISIEMBIM OTUYETOM IIO
6e3omacHoctu. Ilnan mo ¢dapmakoHaa30py ¥ TUIAH IO MUHUMU3AIUU PUCKOB JIOJDKHBI B 3TOM
ciydae ObITh COOTBETCTBYIOIIMM 00pa3oM OOHOBIIEHBI C OTPaKEHHEM IPEIOKEHHM depxKaTens
PETUCTPAIIMIOHHOTO YJOCTOBEPEHUSI IO JajbHEUIIEeMy W3YYEHUIO JaHHOW NpoOIeMbl 10
0€30MacHOCTH U MepaM MUHHUMHU3ALUU COTPSKEHHOTO PHUCKA.

347. ndopmarus 10DKHA OBITH COTJIACOBAaHHOM, HO MOXET OTIMYaThcs Mo ¢dopmary B
CIIEIYIOIUX pa3fesiax B MEePUOJUYECKOM OOHOBISIEMOM OT4YeTe MO OE30MacCHOCTH M IUIaHE
YIpaBIECHUS PUCKAMH:

a) moaynb CIII «Knmuanueckoe uccinenoBanue Bo3aecTBus» vactu Il mana ynpaBieHus
puckamu u mnozapaszgen 5.1 «OOmee 4YKMCIO TALKMEHTOB, TOABEPIIINXCS BO3ACHCTBHIO
JIEKapCTBEHHOI'O Tpernapara B KIMHHUYECKUX HMCCIEIOBAHUAX» MEPUOANUYECKOTO OOHOBISIEMOTO
oT4eTa 1o 0€30IaCHOCTH;

0) monyne CV «IlocTpeructpanmoHssiid dtam» dactu Il mimaHa ympaBieHUsT PUCKAMH
nonpazznen 5.2 «OOmiee YUCIIO TAMEHTOB, IOJBEPTIIMXCS BO3ACHCTBHIO JIEKAPCTBEHHOTO
npernapara, Mo JaHHBIM €T0 MPUMEHEHUS Ha PHIHKE» MEePHOJIUYECKOr0 OOHOBIISIEMOTO OTYETA 110
0e30IMacHOCTH;

B) Moayns CVII «MnentudunupoBaHHbie W TMOTEHIMAIbHBIE pUCKH» dYacTh [l turana
yhOpaBieHuss puckamu u noapasznen 16.1 «OO6oOmaromass uHGOpManus o Mmpobdiemax 1o
0€30macHOCTHY TEPUOJIUYECKOT0 OOHOBIAEMOro oT4eTra Mo Oe3zomacHocTd, moxynb CVIII
«Kpartkas xapakrepuctuka mnpobiem Oe3omacHocTu» dactu Il mimaHa ympaBieHUS pUCKAMU U
noapazaena 16.4 «XapakTepucThKa PHCKOB» TEPHOIWYECKOTO OOHOBISIEMOTO OTYETa IO
0e30IMacHOCTH;

r) pazaen «Ouenka 3pGEeKTUBHOCTH MEPONPUATUN MO MHUHMMM3AIMHN PUCKOB» YacTu V
IUTaHA YIPaBICHUS pUCKaMU M mozapaszznen 16.5 «3¢pheKTHBHOCT, MEp MUHUMH3AIMUA PUCKa»
MEePUOINIECKOr0 OOHOBIISIEMOr0 OTYETA 110 0€30MaCHOCTH.

8. Cucrembl Ka4yecTBa M yIpaBJeHHe 3aIHCAMH

348. HecmoTpst Ha TO, YTO B IIPOLIECC HAMMMCAHUS TUTaHA YIIPABICHUS PUCKAMH MOYKET OBIThH
BOBJIEUEHO MHOI'O JKCIIEPTOB, BCSI OTBETCTBEHHOCTb 3@ €r0 KauyeCTBO, TOYHOCTb U HAYYHYIO
LIEJIOCTHOCTh BO3JIaraeTcs Ha JEpiKaTess pEerucTpalMOHHOrO yaoctoBepeHus. OH ke Hecer
OTBETCTBEHHOCTh 332 OOHOBJICHHE IUIaHA YNPABJICHUS PUCKAMH, KOTJa CTAHOBUTCS JOCTYIHOM
HOBasg MH(OpPMAIMs, U JODKEH MPUMEHATh IMPUHIMIBI 00ECIIEUEeHNsl KaYyeCcTBa, U3JI0KEHHBIEC B
pazpene II Hacrosmux IlpaBui. Jlep:karenb perucTpaoOHHOIO YAOCTOBEPEHUS JOJKECH
o0ecrneynTh KOHTPOJIb M JTOKYMEHTHPOBAHME IMPOLEAYpPbl MPEACTaBICHUS IIaHA YIPaBICHUS
pUCKaMU B YIOJIHOMOYEHHBIM OpraH C yKa3aHHWEM JAaT IPEICTaBICHHS] U BCEX 3HAUYUTEIbHBIX
WU3MEHEHHH, BHECEHHBIX B KaXXIyI0 BEPCHUIO IUIaHA yNPABICHUS pUCKaMu. J[aHHBIEC 3ancH, IJ1aH
YIpaBJICHUSI PUCKAMH M JIIOObIE TOKYMEHTHI, MIMEIOIUE OTHOLICHHE K MH(POPMALUU B paMKax
YKa3aHHOI'O IUIaHA, MOTYT IIOABEPIHYTHCS AyIAUTY M MHCICKTUPOBAHUIO HMHCIIEKTOPaMH IIO
bapmakoHaa30py.

9. TpeGoBaHus K NPeACTABJEHHUIO IJIAHA YIIPABJICHUSA PUCKAMM

TpeGoBanus K mMpeIcTaABJIeHUIO IUIAHA YIIPABJIEHUS] PUCKAMM 1JIs JepKaTeaei
PErucTpPaMOHHOIO YI0CTOBEPEHHUS NPH Moa4e 3asBJICHUs HA PerHCTPaLlHIo
JIEKApCTBEHHOI0 MpenapaTa u NpuBeeHHe B COOTBeTCTBUE ¢ TpedoBaHuAMHU Coro3a

349. [1pu nogaye 3asiBJICHUS HA PETUCTPAIMIO JICKAPCTBEHHOTO TMpernapara U NpyuBEACHUN
PETUCTPAIIMOHHOTO JTOChE JICKAPCTBEHHOTO Tperapara B COOTBETCTBUE ¢ TpeboBaHusiMu Corosza
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IUIaH YOpaBlI€HUS PUCKAMM C OMHMCAHHWEM CHCTEMbI YIPaBJICHHUS PUCKAaMU M pe3loMe IJIaHa
MPEJCTaBISACTCS U BCEX JIGKAPCTBEHHBIX MPENapaToB, 32 UCKIIOUYEHUEM CIy4aeB, yKa3aHHBIX B
nyHkte 350 Hacrosmumx [IpaBu.

dopma U A3bIK MPECTABICHUS IJIaHa YIPABICHHUS PUCKAMH B COCTaBE PErHCTPAIMOHHOTO
JI0Che JIEKApCTBEHHOTO Tpernapara JI0JKHBI COOTBETCTBOBATH TpeboBaHuaM [IpaBun perucrpanun
U DKCIEPTHU3BI.

350. [Ipun mojaye 3asiBJICHHUS HA MPUBEACHUE PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO
mpernapara B COOTBETCTBHE ¢ TpeOoBaHmsiMu Coroza He TpeOyercss NpeAcTaBICHUE IUIaHa
YIpaBJIEHUS PUCKaMH C OMTMCAHUEM CHUCTEMbI YIIPABJICHUS PUCKAMU U PE3IOME IIaHa JIJIs:

a) JIEKapCTBEHHOI'O Mpernapara, JeHCTBYIOIIEE BEMIECTBO KOTOPOIO XOPOILIO U3YUYEHO B XO/1€
MEAUIIMHCKOTO MPUMEHEHHSI, TPU 3TOM MpPHU3HAHBI €ro 3PPEeKTUBHOCTh U IpUEMIIEMas CTEIEHb
O6e3omacHOCTM M Tpomwio He MeHee 10 5eT ¢ JaThl MEpPBOIO  CHUCTEMAaTHYECKOTO U
JOKYMEHTHPOBAHHOTO IPUMEHEHHUSI ICUCTBYIOLIETO BEUIeCTBa (J1eHCTBYIOIINX BEIIECTB) JAHHOTO
JIEKapCTBEHHOI'O IIpeTapaTa B rocyapCTBe-4IeHe, KOTOPOE OCYILECTBIISET OLEHKY 3asBICHUS Ha
MpUBEJCHUE B COOTBETCTBHE C TpeboBaHusamu Coro3a Wy KOTOPOrO OTCYTCTBYET IUIaH
YIpaBJICHUS PUCKaMHU HAa MOMEHT INPHUBEIEHUS PETUCTPAIMOHHOTO JOChE B COOTBETCTBUE C
TpedoBanusiMu Coro3a;

0) JIeKapCTBEHHOT'O PACTUTENIFHOTO IIpernapara, KOTOPBIA COOTBETCTBYET KPHUTEPHIM
MIpeICTaBICHHS YIPOLUIEHHOTO JJOChE;

B) TOMEOIIATUYECKOTO JIEKAPCTBEHHOI'O Ipernapara, KOTOPbI COOTBETCTBYET KPHUTEPHUSIM
MIPeJICTaBICHHS] YIPOIIEHHOTO JOChE.

351. Uckmrouenus, ykazansble B myHKTe 350 Hactosmux [IpaBui, He NpUMEHSIOTCS U IIaH
YOpaBJIEHUS PUCKAMM JUIsl YKa3aHHBIX TPYNN JIEKaPCTBEHHBIX IMPErnapaToB MOJKEH OBITh
IIPEJICTABJIEH B CIEAYIOUIUX CIydasx:

a) BHECEHHE HOBOT'O MMOKa3aHUs K MPUMEHEHHIO B OOLIYI0 XapaKTEPUCTHUKY JIEKAPCTBEHHOTO
npernapara 1 MHCTPYKIIHIO 110 MEAUIIMHCKOMY IPUMEHEHUIO;

0) BO3SHUKHOBEHHE TMPOOJIEMbI OE30MaCHOCTH, OKa3bIBAIOIICH BIMSHHE Ha COOTHOIICHHE
«TI0JTh3a — PHUCKY;

B) eciin oOecrieueHne MPUMEHEHHsI JIeKapCTBEHHOT O Mpenapara Mpyu MPEeBbIIIEHUH 0JIb3bI
HaJ PUCKOM TpeOyeT BBEACHUS JOTOJHUTEIBHBIX MEPONPUATHH 1O (apMaKOHAI30py WM
JIOTIOJTHUTEIBHBIX MEP MUHUMH3AIUU PUCKOB.

352. Ha mocTperucTpallMOHHOM 3Tare MpeACTaBleHHEe OOHOBICHHS IUIaHA YIPABICHHS
pUCKaMU WJIM HOBOTO IUIAHA YIPAaBJIEHUS PUCKAaMH MOXKET MOoTpeOoBaThCs B JH00OE BpeMms B
TEYEHHUE )KU3HEHHOTO IMKJIA JIEKAPCTBEHHOTO IIpernapaTa B CIEIYIONINX CIIydasx:

a) M0 3ampocy YHOJHOMOYEHHOTO OpraHa NpH BO3HUKHOBEHHHM MPOOJIEMBI 110
0€30MacHOCTH, OKa3bIBAIOICH BIMSIHNE HA COOTHOIICHUE «II0JIb3a — PUCKY;

0) Ipy BHECEHWHM H3MEHEHUN B PETUCTPALHUOHHOE J0ChE, KOTOPBIE COMPOBOKIAIOTCS
M3MEHEHHEM MepevHs MpobsieM 1Mo 6e30MacHOCTH, JTUOO0 MOSBICHHEM HOBBIX JOMOIHUTEIbHBIX
MeponpusITH 10  ¢dapMaKoHAA30py, JTHUOO HEOOXOAMMOCTHIO BHECEHUS HW3MEHEHUU B
MEpPOMPHUATHS TO0 MHUHHMH3AIUM pHUCKOB. l[IpencraBieHne OOHOBJICHHsS IUTaHA YIPaBIICHUS
pPUCKaMU MOKET MOTpeOOBaThCs B CIy4yasiX BHECEHUS U3MEHEHUH B MMOKa3aHUs K MPUMEHEHHUIO,
BBEJICHUSI HOBOW JTO3MPOBAaHHOHN (OPMBI, HOBOTO Ccroco0a BBEIEHUs, BHECEHUS M3MCHEHUN B
MPOLIECC MPOU3BOACTBA OMOTEXHOJOTHYECKUX JIEKAPCTBEHHBIX CPEJCTB.

TpeGoBanus B 0COOBIX CHTYaLMAX

353. [Ipu momade 3asBICHHS HAa PETUCTPALMIO JIEKAPCTBEHHOrO IMpenapara ¢ MOJHBIM
coJiep>kaHueM MoJyliel 1—5 perucTparmoHHOTO JOChEe HEOOXOIUMO MPEACTaBISATh BCE YaCTH
IUIaHa yOpaBlieHUs pUcKaMd. Bo BceX WHBIX CilydasX IMOJayd 3asBICHUS HA PETHUCTPAIUIO
JIEKapCTBEHHOTO TMpemnapara TpeOOBaHUS K COJACP)KAHUIO IUIaHA YIPABICHHUS PHCKaAMHU
ONpEAENAIOTCA HUCXOAS W3 MPUHIUNA MPONOPLUUOHAIBHOCTH HWIACHTH(PHUIMPOBAHHOTO U
MOTEHIIMATBFHOTO PUCKA JIEKAPCTBEHHOI'O TMpernapara, a TakKXKe HEOOXOJUMOCTH IONTYYCHHUS
JaHHBIX O 0€30MaCHOCTU Ha MOCTPETUCTPAIIMIOHHOM 3Talle, B CBSI3U C YEM HEKOTOpBIE YaCTH HIIN
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MOJIyJIM MOTYT OBITH OIYIIEHBI [IPH YCJIOBUH, YTO YIOJTHOMOYEHHBIN OpraH rocyaapcTBa-ujieHa
HE MpeIbsIBIAET UHBIX TpeOoBaHUN. MUHMMaIIbHBIE TPEOOBAHUS K MPEICTaBICHUIO HH(OpMAIH
0 YacTsIM IIJIaHa YIIPaBJICHUS PUCKaMU MpUBEIEHBI B TabmuIe 2.
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Tabuma 2

Ilepeyens yacTeii NJIaHa ynpaBJieHHsl PUCKAMU NIPH MoAaYe 3asiBJIeHHs HA PerucTPALMIO JIeKapCTBEHHOr0 Mpenapara AJs pa3HbIX BH/I0B JIEKAPCTBEHHBIX
npenaparos

[Inan ynipaBneHus pucKaMu

Yacts 11

Bup nekapcTBeHHOTO TIpenapara Yactp
Yacrs I|Mogyns Mouyib Mogayne  |Yacts II|[Yacts IV|Yacts V [Yacts VI
y Moayne CII [Moayns CIII|Moxyms CIV| Moayns CV Moayns CVI Yy Ay VII
CI CVII Cvill
ITomava nosHOTO COEpKAHUS + + + + + + + + + + + + + +
MoAyJel 1-5 perucTparmioHHOTO
JI0che
BocmnpousBeieHHBbII IeKapCTBEHHBIN + i + + * # + +
mpemnapar
I'nOpuHbIHA TeKapCTBEHHBIN + T T il + + + # + +
mpemnapar
JlexapcTBeHHBIH mpenapar ¢ + § § § § § § + + + + + + +
(ukcupoBaHHON KOMOHMHAIINEH — C
HOBBIM JICHCTBYIOIIAM BEIIECTBOM B
cocraBe
JlekapcTBeHHBIN TIpenapar ¢ + + T i + + * # + +
(ukcupoBaHHON KOMOHMHAIIUEH —
HOBOE JIeliCTBYIOIIIEE BELECTBO B
COCTaBe OTCYTCTBYET
JlexapcTBeHHBIH MpenapaT ¢ XOpOoIIo + + + + + + + +
M3YyYCHHBIM MEIUIIMHCKUM
MIPUMCHCHHEM
Buoananorunynerit (0MOTIOA00HBIIT) + + + + + + + + + + + + +

JIGKQpCTBEHHBIN Mpenapar

IIpumeuanus.

1. CuMBOJ «+» O3HAYaeT, YTO MHPOPMAIHS 110 JAHHOMY pa3Jelly IpeICTaBIsIeTCs B IOJHOM 00beMe TpeOOBaHHUH.

2. CuMBoOJI «I» O3HayaeT, YTo MHPOPMAIHKS 110 JAHHOMY pa3Jielly IPE/ICTaBIsIeTCs B Cllydae, eCii peepeHTHbIN JIEKapCTBEHHBI ITpenapar He UMeeT 0JI0OPEHHOTO TJIaHa YIPaBJICHNUsT PUCKaMHU
U pe3loMe IUIaHa YIpaBJIeHHUs] PUCKaMU He OIyOJIMKOBAaHO Ha caiiTe yIoJIHOMOYEHHOT 0 opraHa B ceTd VIHTepHeT.

3. CuMBoOa «*» 03Ha4aeT, 4To MHQopManus 1Mo JaHHOMY pasJieily MPeICTaBISETCs B CIydae, €Clli MOCTPErUCTPALMOHHbBIE UCCIIEA0BAHNUS 110 OlleHKe 3((EKTUBHOCTH Ha3HAuYEHbI pedepeHTHOMY
JIEKaPCTBEHHOMY ITpernapary.

4. CuMBOII «#» O3Ha4YaeT, 9TO B JAHHOM pa3jeie MOXKET OBITh NPHBEICHO yKa3aHWE O COOTBETCTBUH WH(pOpPMAIMU O OE30MacCHOCTH B OOIIEH XapaKTepHCTHKE JIEKapCTBEHHOTO Tpernapara u
MHCTPYKIIMH 110 MEIUIIMHCKOMY IPUMEHEHHIO.

5. CumBon «f» o3HaudaeT, 4To TpeOOBaHMSA K MH(OPMALUH M0 JAHHOMY Pa3[elly OCHOBBIBAIOTCS HA MPUHIMIE MPOIOPIHOHATIBHOCTH COIMPSIKEHHBIM PHCKAaM C YYETOM IOJYYEHHBIX HOBBIX
JaHHBIX 0 0E30MaCHOCTH, a TAaK)K€ BO3MOXHBIX OTIHYIHH ¢ pehepEeHTHBIM ITPErapaToM.
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6. CumBoI «§» O3Ha4acT, 4To I/IH(i)OpMaIII/IH B JaHHOM pasaecye JOJIKHaA OBITE npeacraBjicHa Ooitee HOL[p06HLIM OIIMCAHUCM U OHCHKOﬁ B OTHOILICHHMHU HOBOI'O ﬂeﬁCTByIOHleFO BCIICCTBA HA HOBOC
,HeﬁCTByIOHIee BCIIECTBO.
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IMonaua 3asiBjIeHHSs] HA PErMCTPAIIMI0 BOCIPOU3BEIeHHOI0 JIEKAPCTBEHHOI0 NMpenapara

354. [lpn mnomade 3asiBICHUS HA PETUCTPALMI0 BOCHPOM3BEACHHOIO JIEKAPCTBEHHOTO
npemapaTa HHQOpMAIs B TUIAHE YIPABICHUS PUCKAMU JOJKHA COOTBETCTBOBATH CIICTYIOIIUM
TpeOOBaHUSIM:

a) B yactu | mumana ympaBieHHs puCKaMu TpeOoBaHUS K HH(POPMAIMH COOTBETCTBYIOT
TpeOOBaHUSAM, MPENBSABISEMBIM IpPU IOAAYE 3asBICHUS HAa PETHUCTPALMIO JIEKAPCTBEHHOTO
npernapara ¢ IOJHBIM COAep)KaHueM Moy el 1-5 perucTparmoHHOro 10Che;

0) B yactu Il mmana ympaBieHus: puckamMu WHGOpPMaNUs MOJDKHA OBITh MpPEICTaBlIeHA C
YYETOM CIIEAYIOIINX BO3MOXKHBIX YCIOBHIL:

pedepeHTHBIH JTeKkapCTBEHHBIHM penapaT UMeeT IUIaH YIIpaBJeHus puckamu. B aTom ciiydae
Moaynu CI-CVII nnana ynpasieHust puckaMu MOTyT He npeacTasisatbes. Moayns CVIII nomken
BKJIIOYaTh B ce0s1 0000meHHyr0 uHpoOpMamuio o mpobjemax Mo O0e30macHOCTH, KOTopas
(dbopMupyeTcss B COOTBETCTBHH ¢ 0000IIeHHON WH(pOpMalueid o mpodiieMax Mo 0e30macHOCTH
pedepeHTHOTO mpenapara. B cioydae ecnu, MO MHEHHMIO JIep)KaTelsl PEerucTpaliMoOHHOTO
YIOCTOBEPEHUS, UMEIOTCSl JIOCTaTOYHBIE JIOKA3aTENIbCTBA JUISl MCKIIOYCHUS W3 TEPEUHsS WM
M3MEHEHHUs MepevHs mpobiieM 1o 6€30IMacHOCTH, COJIeprKallleMcsl B IJIaHE YIPaBIECHUS PUCKaMU
pedepentHoro npenapata, B Moayiab CVII 1omkHO OBITH BKIIOUEHO MOAPOOHOE 0OOCHOBAaHHE
MMEIOILIUXCS OCHOBAaHUH ISl BHECEHUS MMOAO0HBIX M3MEHEHN . AHAJOTHYHBIM 00pa3oM B cilydae,
€CI  JIep’KaTelb PErUCTPAIMOHHOTO YIOCTOBEPEHMS OINPEACIHI HOBYIO MpoOiieMy IO
0€30MacCHOCTH, OTHOCSIIYIOCS K BOCHPOU3BEIEHHOMY JIEKAPCTBEHHOMY IpernapaTy (Hampumep,
PHUCKH, CBSI3aHHBIE C HOBBIM BCIIOMOTATEIbHBIM BEIIECTBOM, WM HOBYIO THpoOieMy
0€30MMacHOCTH, BO3HUKAIOIIYIO B CBSA3H C JIOOBIMU MOJYyYEHHBIMH KIIMHUYECKUMH JTaHHBIMH), B
monyne CVII momxHbl ObITH NMpHUBENCHBI JAeTanbHas MH(opManus U 0OOCHOBaHHME IAHHOTO
OTJINYHS C TTIOJAPOOHBIM ONTUCAHUEM HOBOM MIPOOIEeMBbI 0€301TaCHOCTH;

pedepeHTHBIN JIeKapCTBEHHBIA MpernapaT HEe WMEeT IUIaHa YIMPaBICHHUS PUCKaMHU, HO
aKTyaJIM3UpPOBaHHBIA TMepeueHb MpobjeM 1o 0e30MacHOCTH JEMCTBYIOLIEro BEIecTBa
(IefCTBYIOMIMX BEUIECTB) JICKAPCTBEHHOT'O Mperapara OnyOIMKOBaH Ha CaliTe yIIOJIHOMOYEHHOTO
oprana B cetu luTepHeT. B 3TOM ciiydae nipu ¢hopmupoBanuu cnerudukaiy mo 6e301macHOCTH
BBHITIONHSIOTCS TPEeOOBAaHMSI, aHAIOTHYHBIE TPEOOBAHUSAM, MPEABSBISIEMBIM K JIEKAPCTBEHHBIM
npernapaTam, UMEIOLINM I1JIaH YIIPaBJIEHUs! pUCKaMHU BbIIIEyKa3aHHOTO MyHKTa. B cinyyae ecnu Ha
caiTe YIOJHOMOYEHHOI'O OpraHa B ceTu HTEepHET 10 JaHHOMY [EHCTBYIOIIEMY BEILIECTBY
(MEeMCTBYIOIIMM BEIIeCTBaM) OIyOJIMKOBAHO 00JIee OJTHOTO MEepeyHs MpoOyieM 1Mo 6€30MacHOCTH,
Jep>KaTellb PEruCTPAMOHHOTO YJOCTOBEPEHHUS IOJIKEH 000CHOBATh CACTaHHbII BEIOOP B MOAYyIIE
CVIII;

pedepeHTHBI JeKapCTBEHHBIN MpernapaT HE WMEeT IUTaHa YMPaBICHHS PHUCKaMU, U
nepevyeHsb MpobieM mo O0e30mMacHOCTH JACHCTBYIONIETO BeElIeCTBA (JAEHCTBYIOIIUX BEIIECTB)
JICKApCTBEHHOTO Tperapara He OIyOJMKOBaH Ha CaiTe YIOJHOMOYEHHOI'O OpraHa B CETH
WUurtepuer. B sToM cinydae B crneuudukanuu 1o O€30MacHOCTH NPEACTABISETCS MOJHAs
unpopmanusa no moxynsm CVII m CVIIL. B monmyne CVII pomkHa OBITH mHpeacTaBieHA
KpUTHYECKasl OIlIeHKa HuMelolleiicss MH(OpMaluu O pHUCKaX, CBSA3aHHBIX C MPUMEHEHHEM
JICKapCTBEHHOTO Tpernapara (HarmpuMmep, JAaHHbIe JOKIMHUYECKOT0 M KIMHUYECKOTO H3Y4EHHS,
HAyYHOW  MEAMIIMHCKOW  JuTeparypel, wuHpopManms  pa3paboTrumka  peepeHTHOro
JEKapCTBEHHOTO TMpemnapara), W NPeIOKEH TNepedeHb BAXHBIX HWIACHTU(DUIIMPOBAHHBIX H
MOTEHIIMAJIbHBIX PUCKOB, a TAK)Ke OTCYTCTBYIOIIEH HHOpMAIUY;

B) B yactu Il mnmana ympaBneHust puckamMu HMH(OpMAIMs IOJDKHA BKIOYAaTh B ceOs
OMHCaHUE JIeATENBHOCTH 1O (apMaKOHAI30py B COOTBETCTBUM C TpeOOBaHUSIMU,
YCTaHOBJIEHHBIMU ITyHKTaMH 287-305 nHactosaumx [Ipasui.

Jlepxateno perucTpallMoOHHOTO YAOCTOBEPEHHUS BOCIPOU3BEIECHHOTO JIEKApCTBEHHOT'O
mpemapata HeoOXOAUMO TPHUHMMATh Y4YacTHE€ B IUIAHUPYEMBIX WM  BBITOJIHIEMBIX
UCCIIEIOBaHMX, MPOBOJUMBIX JEp)KaTeJIeM PEruCTPallMOHHOTO YAOCTOBEpeHUs: pedepeHTHOro
mpernapara, B ClydasX, KOTJa IpeICTaBIsSeTCS BaXKHBIM 00€CHeuuTh cOOp MMEIOUIMXCS WIIH
MPOCIEKTUBHO COOMpAaeMbIX JaHHBIX B paMKax OJHOro wuccieioBanus. Hampumep, mis
MOJyYeHHUsS JAHHBIX 00 OINpENIENCHHBIX acleKkTax Oe30MacHOCTH HOBOTO JIEKapCTBEHHOIO
mpenapara, HEOOXOIWMBIX Il JaNbHEHINEeH XapaKTepucTuku mpoduist O6e30macHOCTH
JCWCTBYIOIIETO BEIIECTBA, MOXET IOTPeOOBaThCA BKIIOYCHHE NAIMEHTOB B OTICIIbHBIC
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UCCJIEIOBaHMS C OJMHAKOBBIMU WM CXOAHBIMHU LEISIMH (HampuMmep, perucTpbl OepeMEeHHBIX,
pEeruCTphl MAIMEHTOB C OMNpEACICHHBIMU 3a00JIEBaHUSMHU, BCE MOCTPErHCTPAIlMOHHBIC
UCCleoBaHusl 0€30MacHOCTH, HaINpaBJIEHHbIE Ha OIEHKY pPe3yJbTaTOB JJIUTEIBHOTO
MIPUMEHEHHS ), YTO CO3/1aeT HeOOOCHOBAHHYIO HArPY3KY Ha MAIlMEHTOB, Bpayeil U uccienoBaTenen
U JOJKHO OBITh ONTUMHU3UPOBAHO ITyTEM MPOBEACHHSI COBMECTHBIX MCCIIEI0BAHUM.

VYT0THOMOYEHHBIM Oprad B Clydasx, KOrja 3TO MPUMEHUMO, MOXKET TakKe PacCMOTPETh
BONPOC O Ha3HAUYEHHUU UCCIIECJOBAHUNA, KOTOpbIE JOJDKHBI MPOBOAUTHCS B OTHOIICHUU
BOCITPOM3BEJICHHOIO JIEKAPCTBEHHOI'O Mpernapara;

r)vactb [V miaHa ympaBieHHS pPUCKaMH MOXKET HE 3alojHSTCS B Cilydae, eCiH s
BOCIIPOM3BEJICHHOIO  JIEKAPCTBEHHOTO Tperapara HE Ha3HA4yallo [OCTPETUCTPALMOHHOE
uccaenoBanue 3P HeKTUBHOCTH;

1) B 4acT V IUTaHA YIIPaBJICHUS PUCKAMH B Cllydae, €ClM B OTHOIICHUU pedepeHTHOTO
JIEKapCTBEHHOT'O IIperapaTa He BBIIOJHSAIOTCS JOMOIHUTEIbHBIE MEPOIPUATHS [0 MUHUMU3AIUH
PHUCKOB, TOCTATOYHBIM SIBIISIETCS] YTBEPKIACHHIE O TOM, 4TO MH(OpMaIHst 0 6€30IMaCHOCTH B OOIIEH
XapaKTePUCTHKE JIEKAPCTBEHHOTO Ipenapara U MHCTPYKIUHU MO MEAUIIMHCKOMY HPUMEHEHUIO
BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O TIperapaTa COOTBETCTBYEeT HH(opManuu 0 6€30MacHOCTH B
o0mieil XapakTepHUCTUKE JIEKAPCTBEHHOrO TMpenapara W HHCTPYKIMH 10 MEIUIIMHCKOMY
MIPUMEHEHHIO pe)ePEHTHOTO JIEKAPCTBEHHOTO MpenapaTa. B cimydae onpeneneHus! HOBBIX (HHBIX )
PHUCKOB, CBSI3aHHBIX C MPUMEHEHHEM BOCIPOM3BEICHHOTO JEKApCTBEHHOTO Mpenapara, JT0JKHBI
OBITh TIPEIUIOKEHBI MEPONPUSTUS M0 MHUHHMH3AIMN PUCKOB JJII COOTBETCTBYIOIIMX MPOOIeM
0€30MacHOCTH COTJIACHO TPEeOOBaHUSIM, YCTAaHOBJICHHBIM JIJIsl TAaHHOTO paszzena (pazzaena V) npu
nojayve 3asBJICHUS Ha PETUCTPALMIO JICKAPCTBEHHOTO Ipernapara ¢ MOJHBIM COACp:KaHUEM
MOJyJieil 1-5 perucTpanmoHHOro 10Che.

B cimydae ecam 1o OTHOIIGHWIO K pePEepeHTHOMY JIEKapCTBEHHOMY IIperapary
BBITIOJHSIOTCSA ~ JOIMOJIHUTENbHBIE ~ MEPONPUATHUS 1O  MUHUMHU3ALUU  PUCKOB,  JJIA
BOCIIPOU3BEJICHHOTO  JIEKAPCTBEHHOTO  Mpemapara TpeOyercs MpeacTaBlIeHUEe — TOJTHOU
nHpOpManuu 1O pa3felly COTJacHO TpeOOBaHUSM, YCTAaHOBJICHHBIM myHKTamu 307-324
Hacrosmux [Ipasui;

e)B uvacthu VI muaHa ympaBieHus puckamu HHGOpMaIus 0JKHA COOTBETCTBOBATH
TpeOOBaHUSM, YCTAaHOBICHHBIM TpPU TOJa4e 3asBICHUS Ha PErHCTPAIUIO JIEKAPCTBEHHOTO
rpernapaTa ¢ MOJIHBIM COJIep>KaHueM MOAyJel 1—5 perucTparmoHHOrO J0Che, U MPEACTABIATHCS
B 00BbeMe [aHHBIX, OIpPEACTSIEMOM BHIIICYKA3aHHBIMU TpPEOOBAHHUSIMH K pa3ieliaM IUIaHa
YIOpaBJIEHUSI PUCKaMU JJIsi BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOI'O IpernapaTa COrNIaCHO MyHKTaM
325-328 IlpaBuin;

k) B vactu VII mmana ynpaBneHuss puckamu uHGOpMaIus IOMKHA COOTBETCTBOBATH
TpeOOBaHUSM, YCTAaHOBICHHBIM TpU TOJade 3asBICHUS Ha PETHCTPAIUIO JIEKAPCTBEHHOTO
npenapara ¢ TOJHBIM COJAEpkKaHueM Moayied 1-5 perucrpanmoHHoro pocke. B dactu
npwiokeHnd Ne4 u 5 K IulaHy yOpaBlIEHUS PUCKAMM JEpXKATENI0 PETUCTPALMOHHOIO
YAOCTOBEPEHUSI BOCIPOM3BEICHHOTO JIEKapCTBEHHOTO IIperapaTa ClEeQyeT HCIONIb30BaTh
Marepuaibl, COIepkKaHUE KOTOPHIX MPUBEJACHO B COOTBETCTBUE C aHAJIOTUYHBIMU MaTepHUallaMU
pedepeHTHOTO JIEKapCTBEHHOTO Npenapara.

ITopaya 3asiBJIeHHS HA PerncTPalNI0 THOPHIHOIO JIEKAPCTBEHHOI0 Npenapara

355. TpeboBanuss k wHGOpPMANMK B IUTAHE YIPaBICHUS PHUCKAMH THOPHIHOTO
JICKQpCTBEHHOTO  Mperapara  COOTBETCTBYIOT  TpeOOBaHUSAM,  YCTAaHOBJIEHHBIM  JUIS
BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOI0 MpenapaTa B myHkTe 354 Hacrosmux [IpaBu.

B monyne CVII ywactu Il nuiana ynpaBieHusi puckamMu AepiKaTeleM pEerucTpalioOHHOIO
YAOCTOBEpEHUsI JOJDKHA OBITh INpeACTaBlieHa JleTallbHAs OIEHKAa HMMEIOIIUXCS Y THOPUIHOTO
JICKApCTBEHHOTO TpernapaTa OTIUYUi OoT pedepeHTHOro mpemnapara (Hanpumep, AeHCTBYIOLIETO
BELIECTBa, IMOKa3aHUM K MPUMEHEHUIO, JO3HPOBKHU, (apMmaneBTHUeCKON (GOpMbl MU MYyTU
BBEJICHUS) ¢ 0OOCHOBaHHWEM BO3MOXKHOCTHU HMCIIOIB30BAHUS MEPEUHs MPobieM 1Mo 6e30MmacHOCTH
pedepeHTHOTO JIeKapCTBEHHOIO IpernapaTa WIM HEOOXOAMMOCTH BHECEHUS W3MEHEHM
(BKJIIOUEHHE JTONOTHUTENBHBIX MM UCKJIIOUEHHE MpobieM Mo 6e30MacHOCTH U3 JICHCTBYIOMIETO
MepeyHs) BCJIENCTBUE NAHHBIX OTIWYMM. JlaHHBIE KIMHMYECKUX HCCIIEIOBAHMM, SIBIISIOIINECS
OCHOBAHHUEM TIOJ[au¥ 3asBJICHUS HA PETUCTPALUIO, TOJKHBI ObITh BKIItoueHbl B Moayiu Cl u CIII
yactu Il miiana ynpasnenus puckamu. MHple yacTu miiaHa ynpaBieHHUs] pUCKAMU TAKKE JOJIKHBI
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OBITH MPUBEIECHBI B COOTBETCTBHE C JAaHHOW MH(popManmen (Harmpumep, yactu V u VI minana
YIPaBJIEHUS PUCKAMH).

Ilomaya 3asiBJIeHUS] HA PErMCTPALIUMIO JIEKAPCTBEHHOI0 Npenapara ¢ puKCMpoOBaHHOMI
KOMOMHAaIueil

356. TpeboBanus k HHGOPMAIIMH B TUTAHE YIIPABIECHUS PUCKAMHU TPHU MOJa4Ye 3asBICHUS HA
pEeruCTpalyio JIEKapCTBEHHOrO Ipenapara ¢ (UKCUPOBAHHOM KOMOHMHAIIMEH OMpeaemstoTCs
HCXO0J U3 CIIENYIOIIUX YCIOBUM:

IUIs JIEKApCTBEHHOTO Ipernapara ¢ (UKCHPOBAaHHOM KOMOMHAaNMeH, cojepikaiieil HOBOe
JeCTBYyIOIIIEE BEIECTBO, MH(POpPMAIIHS JOKHA COOTBETCTBOBATH TPEOOBAHUSM, YCTAHOBICHHBIM
JUIA TIOJjaul 3asiBICHUS Ha PETHCTPAlMIO JIEKApCTBEHHOT'O Ipernapara C IOJHBIM COJAEp)KaHuEM
MomyJiel 1—5 perucTpanmoHHOTO T0Che corNiacHO MyHKTY 353 Hacrosmux [Tpasun. Mudopmarus
B MonyJisix CI-CVIuactu Il mutana ynpasiieHUs! puCKaMu 1OJKHA ObIT NPeICTaBlIeHa C aKIIEHTOM
Ha HOBOE JICUCTBYIOIIIEE BEIIECTBO;

IUIs1 JIEKAPCTBEHHOTO Tpernapara ¢ (PMKCHPOBAaHHON KOMOMHALIMEH, HE coieprKaliell HOBOTO
NEHCTBYIOIIErOo  BellecTBa,  HMHpOpManus  JOJDKHA  COOTBETCTBOBATH  TpeOOBaHMSIM,
YCTAaHOBJIEHHBIM [UIsl BOCIIPOM3BEJEHHOIO JIEKAPCTBEHHOI'O Ipemnapara. B oTHoueHuu
TpeboBanuii yactu Il mnana ympaBieHus puUCKaMmH TMOJ peepeHTHBIM TpemnapaToM CIEIyeT
MOHMMATh JI000M WM BCE 3apETMCTPUPOBAHHBIC JIEKAPCTBEHHBIC IMpemaparhl, COJepiKallie
aHaAJIOTUYHbIE JEMCTBYIOIIME BEIIECTBA, BKIIOUYECHHBIE B JAHHYIO (PUKCUPOBAHHYIO KOMOMHAIIHIO.

HoBas undopmarius, nomyueHHas npu U3y4eHUH (UKCUPOBAHHON KOMOWHAIIMH, JOJDKHA
owITh ipeacTanieHa B Moayisix CII u CIII wactu 11 mmana ympaBieHus pucKamm.

ITonaya 3asiBJIeHHSI HA PeruCTPALUIO JIEKAPCTBEHHOI'0 Mpenapara ¢ XOpouo H3y4eHHbIM
MeIMIUHCKUM NPUMEHEeHHeM

357. Ilpu nonade 3asABIEHUS Ha PETUCTPALMIO JIEKAPCTBEHHOIO IIpernapaTra ¢ XOpOILIO
M3Y4YEHHBIM MEIUIMHCKUM MPUMEHEHHEeM HMH(OpMallus B IUIaHE YNPaBICHUS PUCKAMU JOJDKHA
COOTBETCTBOBATH CIICAYIOLUIMM TPEOOBAHUSIM:

a) B yactu | miaHa ympaBieHUs pPUCKaMH TPeOOBaHHMS K MHGOPMAIMH COOTBETCTBYIOT
TpeOOBaHUSAM, NPEABSBISEMBIM TPU TOJAYe 3asBICHHUS HA PETUCTPALUIO JIEKAPCTBEHHOTO
Mpernapara ¢ MoJHbIM COJIEPKAHUEM MOAYJIEeH 1—5 perucTpallmOHHOTO JOChE;

6) B yactu Il mnana ynpasnenus puckamu nHGopmarus npeacrasisercs B Mmoayisix CVII u
CVIIL. [epxarens perucTpamiiOHHOTO YJIOCTOBEPEHHS TOJDKEH MPEICTAaBUTh OOOCHOBaHWE
[peyIaraeMoro nepevHs npooiaem mo 6e30macHOCTH IM00 000CHOBaHHUE OTCYTCTBHSI TPOOIIEM IO
0€30MaCHOCTH UCXOJS W3 UMEIOUIMXCSA JAHHBIX, OMyOJMKOBAaHHBIX B HAYYHOM MEAMIIMHCKON
JUTEPATYPE;

B)B yactax III m IV mmana ympaBineHus puckamu TpeOoBaHHS K HWHGOpMAIIU
COOTBETCTBYIOT TpPEOOBaHUAM, MPEIBSIBISIEMBbIM ITpU IOAAYe 3asBICHUS Ha PErHCTPALUIO
JIEKapCTBEHHOTO TIpernapara ¢ MoJHbIM CoAepKaHueM MoayJiel 1—5 perucTpaiiMioOHHOTO JOChE.

IMoxaua 3asiBIeHNsI HA PETHCTPALMIO GHOJIOTHYECKOTO0 JIEKAPCTBEHHOT0 Mpenapara

358. Ilpu nmomaue 3asBICHUS HA PETUCTPALMIO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpenapara
TUTaH YTIpaBJICHUs pUCKaMHU JOJDKEH OBITh pa3paboTaH ¢ y4eTOM CIEAYIOUINX TPeOOBaHMIA:

a) OTpaXXCHHE OLEHKH CIeUu(PUUecKoro pHcka HMMYHOT€HHOCTH C BO3MOXKHBIMH
KIMHUYECKUMH MTOCIIEICTBUSMH U PUCKA Tepeiad HHPEKIIMOHHBIX areHTOB;

0) oOecrieueHre BHIMTOJHEHHUS B TUIAHE 1O (DapMaKOHA130py PYTUHHBIX U IOTOJHUTEIBHBIX
MEpPOIPUATHH, HApPaBICHHBIX Ha BO3MOXKHOCTh IIPOCIIEKMBAEMOCTH HAaHUMEHOBAaHUS M CEpUU
OMOJIOrMYECKOro JIEKAPCTBEHHOTO Mperapara Mpy MPUMEHEHUH U BBISBICHUM HEXXeIaTelbHbIX
peakiuii, OIEeHKY ©0a30BOI YacCTOThl HEXEJATENbHBIX peakiuii o0co0oro uHTEpeca M
HEMPEPHIBHOTO MOHUTOPUHTA YaCTOTHI IOJ03PEBAEMBIX HEXKENATENbHBIX pPeaklHuii 0coboro
MHTEpECa Ha 3Tale IOCTPErMCTPAllMOHHOTO IPUMEHEHUS B LENSIX BBISBICHMS NPEBBIIICHUS
OKUJAaeMOM YacCTOTHI, a TaKXE MEPONPHUATUN IO HU3YUYEHHUIO CHEIUPUUYECKHMX pPHUCKOB Ha
MOCTPETUCTPALIMOHHOM 3Tare (HarnpuMep, UMMYHOTE€HHOCTH);
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B) o0ecrieueHre BKIIOYEHHSI B MEPhl MUHUMM3AIMH PUCKOB MEPONPUATUIN, HAIIPABIEHHBIX
Ha BO3MOXXHOCTH TIPOCIIKUBAEMOCT HAUMEHOBAHUS U CEPUU OMOJIOTUIECKOTO JIEKAPCTBEHHOTO
npernapaTa npu IPUMEHEHUH U BBISBICHUU HEKEIaTeIbHBIX PEaKIIHA.

IMonaya 3asiBIeHNs HA PETHCTPALMI0 TOMEONATHYECKOT0 JIEKAPCTBEHHOT0 Npenapara u
JIEKAPCTBEHHOT0 PACTHTEILHOI0 NPenapara, KOTopbie He COOTBETCTBYOT KPUTEPHAM
NpeICTABJIEHHS YIPOLIEHHOT0 PerNCTPAIIMOHHOTO 10Che

359.[lpu mnonmade 3adBICHUS HA PETUCTPALMI0 TOMEONATHYECKOTrO JIEKAPCTBEHHOTO
npenapara 1 JeKapCTBEHHOI'O paCTUTEIBHOTO Mpenapara, KOTOpble HE COOTBETCTBYIOT KPUTEPUSIM
MPEJICTAaBICHHUS] YIPOUICHHOIO PETrUCTPAllMOHHOTO JIoche, TpeOoBaHUS K HH(OpMaLUU
OIMPCACIIAIOTCA UCXOAS U3 TUIIA 3adBJICHUSA Ha PECTUCTPALUIO.

TpebGoBanus kK nepBoMy NpeACTABICHHIO IUIAHA YIIPABJIeHHUS PUCKAMM MOCJIe
NPOXO0KACHHS PerncTPAlMHU JICKapCTBEHHOI0 Npenapara

IIpencraBiieHue HOBBIX IUVIAHOB YNIPABJIEHHUS PUCKAMM 110 3aPOCY YIOJHOMOYEHHOI0
OpraHa rocy/iapcTB-4/JeHOB B CBSI3U ¢ BbISIBJIEHHOI MP00JieMoii 0 0€30MacCHOCTH

360. TpeboBanusi k WHPOpPMAIUA B TIJIAaHE YMPABICHUS PUCKAMH, MPEACTABISIEMOM IO
3armpocy yMOJHOMOYEHHOTO OpraHa B CBS3M C BBIABICHHOW MpOOJIeMOi 1O Oe30MacHOCTH,
COOTBETCTBYIOT TpEOOBaHUSAM, YCTAHOBJIEHHBIM JJIi BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX
MpermapaToB NMpH OTCYTCTBHH IUTAHA YIPABIICHUS PUCKAMU Y pedEepeHTHOrO JIEKapCTBEHHOTO
npenapara.

361. YIOJIHOMOYEHHBIM OpPraHOM TOCYAAapCTBa-4i€Ha MOXET OBITh  OIpPENeICHO
TpeOoBaHUE JJis JIepKaTeNsl PperuCTPAlMOHHOTO yIOCTOBEPEHHS IO MPEACTABICHUIO B pa3jieie
CVII cnemudukanmu mo OE30MaCHOCTH JaHHBIX B OTHOIICHWH BBIABICHHOW MPOOIEMBI IO
0e30macHOCTH JTHOO TPEACTABICHHUIO IMOJTHOW WHGOpMAIMK O TpobiemMax Mo 0e30MacHOCTH
JIEKApCTBEHHOr0 TMpenapara. J[aHHOE pelleHHe MPUHUMAETCS YIOJIHOMOYEHHBIM OPraHoOM C
ornpezeneHueM HanboJiee ONTUMAaIbHOTO BapHAHTA B CIOXKHUBIINXCS 00CTOSTENLCTBAX.

Jl00poBOJIbHOE TIPEACTABJIEHHE HOBBIX IJIAHOB YIPAaBJIeHHS PUCKAMHM MOCJI€ TPOXO0KIEHUsI
perucTpanum JeKapcTBEHHOT0 Mpenapara

362. Ilpu 106pOBOILHOM MPEICTABICHUH JIEpKATeJIeM PETUCTPALIHIOHHOTO yIOCTOBEPEHHS
IJIaHa YOpPaBIEHUS PUCKAMU IOCNIe MPOXOXKACHUS PETUCTPalldU JIEKApCTBEHHOTO Mpernapara
TpeOoBaHUs K HMH(OpPMAIMM B IUIAHE YTPABICHUS PUCKAMHU OIPENENAIOTCS COTJIACHO THUITY
perucTpanuu JIeKapcTBEHHOTo Mpenapara npyu MepBUYHON MOjJaye 3asBICHUS HA PETUCTPALIUIO
JIEKapCTBEHHOI'O Ipemnapara (HalmpuMep, perucrpanus JEKapcTBEHHOIO IIpenapara ¢
MPEJICTABICHUEM TOJTHOTO COACPKAHUSA MOAYJIEH 1—5 perucTpallMOHHOTO J0ChE, PErucTpanus
BOCIIPOM3BE/ICHHOTO JIEKAPCTBEHHOr'0 Ipernapara U T.1.) U B COOTBETCTBHU C TPeOOBaHUSIMH,
YCTAHOBJICHHbIMU MYHKTOM 353 Hactosmux [Ipasui.

IIpencrasiieHne nIaHa ynpaBjieHHs1 PUCKAMH B YIIOJTHOMOYEHHBIN OpPraH rocyaapcrs-
YJICHOB

363. Ilpu nmojayue 3asBICHHUS HAa PETUCTPALMIO TUIAH YIIPABJICHUS PUCKAMHU JOJDKEH OBbITh
IpPEJCTaBIeH KaK YacTb PETUCTPALMOHHOIO JOChEe JIEKapCTBEHHOro mpenapata. Ilpu
MPEJCTAaBICHUH TIUIaHA YTIPABJICHUS] PUCKAMH B COCTABE JIEKTPOHHOTO PETUCTPAIIMOHHOTO J0ChE
B JnokyMeHT (opmupyercs B Buae dainoB PDF mmubGo wHOM smektpoHHOM dopmare,
orpenensieMoM TpeOOBAaHUSAMHM  YIOJHOMOYEHHOTO OpraHa K JJIEKTPOHHOMY (opMmaTty
JOKYMEHTOB PErMCTPALlMOHHOIO JIOCh€ JIEKAPCTBEHHOrO IIpernapara B COOTBETCTBUU C
BBIMOJIHAEMON Tpouenypoil peructpanuu. [lmaH ynpaBieHus pUCKaMU TPENCTaBISETCS B
YIOJIHOMOYEHHBIH OpraH rocyiapcTBa-ujieHa Ha si3bIKe, YCTaHOBJIEHHOM TpeboBaHusamu IlpaBun
PETUCTpAIMH U SKCIIEPTU3HI.

10. OOHOBJIeHNS IJIAHA YIIPABJIECHUS PUCKAMHU
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364. Ecnmu 1maH ymnpaBiieHHUs pHCKaMH ObLI  paHee TMpeACTaBIeH JepiKarelieM
PETUCTPAIIMOHHOTO YJOCTOBEPEHUS MpPH MPOLEIype PErUCTPalluy JIEKapCTBEHHOTO MpenapaTa
JUIS EHCTBYIOIIETO BELIECTBa, JIOObIE MOCIEAYIONINE MPEICTaBICHUS JOJIKHBI MO/aBaThCs B
BUJIe OOHOBJICHUS, 32 UCKIIIOUEHHEM CIIy4aeB, KOTJja OrOBapUBaINCh MHbIe TpeOoBaHus. Kaxnoe
Mpe/ICTaBJICHHE MJIaHa YIPABICHUS PUCKaMH JIOJDKHO UMETh HOMEDP BEpCUU U OBITh JaTUPOBAHO.
OTO OTHOCHUTCA K MPEACTABICHUIO IJIaHA YIPABJICHUS PUCKAMHU IMOJHOCTHIO WM TOJIBKO K €ro
YacTU WM MOAYJIIO.

365. OOHOBNEHHE TIJ1aHA YIIPABIICHUS] PUCKAMH MPEJICTABIIACTCS IPH BHECEHUN U3MEHEHUIM
B IepeueHb MpoldiieM Mo 0e30MacHOCTH, IPU BBEIEHUU HOBBIX MJIM CYIIECTBEHHOM HM3MEHEHUU
BKJIIOYCHHBIX B IJIaH JOTIOJHUTEIBHBIX MEPOIIPUATHH O (hapMaKOHAI30PY MM JOTIOTHUTEIbHBIX
Mep MuHUMHU3aUUU pucka. CyllecTBEHHbIE HW3MEHEHHUS OJ0OPEHHOr0 JOMOJHUTENIBHOTO
MEpONpUATH M0 (papMakoHAA30py MOTYT OBITH CBSI3aHBI, HApUMeEp, ¢ U3MEHEHHEM IeJiel
UCCIIEIOBaHMs, 1EJIeBOM MOMYJSIIMM WIM COTJIACOBAHHBIX JIaT MPEACTABIECHUS PEe3yJIbTaToOB
uccnenoBanus. CyIiecTBeHHOE N3MEHEHUE JOMOIHUTENBHBIX MEp MUHUMHU3ALUU PUCKA MOXKET
OBITH CBSI3aHO, HAIIPUMEP, C JOMOTHEHHEM 00pa30BaTEIHbHBIX MaTEPUATIOB HOBOW MIPOOIEMOi 1O
0€30IaCHOCTH, UTO TAK)KE OTPAXKAETCS B APYTUX COOTBETCTBYIONIUX pa3/iesiaX IIaHa yIpaBICHUs
puckamu. CyIiecTBeHHbIE U3MEHEHHS! TOMOJHUTENbHBIX MEPOIIPUATHIH 10 (hapMaKOHAI30py WIH
JOTIOJTHUTENBHBIX MEP MHHHMMHU3AIMM PUCKOB BKIIOYAIOT B TOM YHCJE HCKIIOYEHHE JTAaHHBIX
BUJIOB JIOMIOJTHUTENbHBIX MEPONPUITUIA U3 MIJIaHa YIPaBIECHUS PUCKAMH.

366. OOHOBNEHHE TUIaHA YIPABICHUS PUCKAMHU MOXKET IMOTPEOOBATHCS B CITydasiX, KOTAa Mo
pe3yibTataM OLEHKHU TOJYYEHHBIX JaHHBIX OMpeeNseTcss HEOOXOAUMOCTh JOMOJIHEHUS
BBITIOJIHAEMON PYTHHHOM JEATENbHOCTH TO (apMaKkOHAA30py HMHBIMH BHJIAMH PYTHHHBIX
MEPOMPUATHI, TOMUMO JIEATEIHHOCTH B OTHOIICHUH HEXENATeNbHbIX PeaKIHUi U yIpaBlIeHUs
CUTHAJIaMH.

B yactu uaMeHeHust pyTHHHOM JIeSTEIBHOCTH [0 MUHUMHU3ALIUK PUCKOB OOHOBIIEHHUE MJIaHA
YIPaBJICHUSI PUCKAMU MOXKET OTPeOOBATHCS MPH JIOTIOHEHUH PEKOMEH AN ONpeeICHHBIMU
CHEHATbHBIMU KIMHUYECKUMH MEPOTPUATUSAMU B LENSAX YIOPaBIECHUS PUCKOM (Hampumep,
OOHOBJICHHE IIJIaHA YIIPABICHHUS PUCKAMHU MOKET Takke ObITh 000CHOBAHHO MPU 3HAYUTEIHHBIX
M3MEHEHUAX TIJIaHA €XKEroJHOr0 pacIIMPEeHHOr0 MOHHUTOPHHra Oe30MacHOCTH (pyTUHHON
NeSITeNbHOCTH MO (hapMakoHaA30py) JUOO NMPH BKIIOYCHUU JOMOJHUTEIHHOTO KOMIIOHEHTA
PYTUHHOTO MOHUTOpHUHTA (HampuMep, peryssipHOr0O MOHUTOPUHTA (QYHKIMU MOYEK) B KaUeCTBE
pexoMeHaanuu B noapasaen 4.4 paszaena 4 oOuiei xapakTEpUCTHKH JIEKAPCTBEHHOTO Iperapara.
Heo6xoaumMocTs 0OHOBIICHHS TJIaHA OLEHKH 3(PQPEKTHBHOCTH MEPONPUITHI 10 MHUHHUMHU3AINH
PHUCKOB TaKXke J0JDKHA YYUTHIBATHCS MPU OOHOBJICHUSX IJIaHA YIIPABICHHUS PUCKAMH.

367. OOHOBIIEHHE TIIaHA YIPABJICHUS PUCKAMU MOXKET OTPEeOOBATHCS TIOCIIE 3aBEPIICHUS
OLIEHKU SKCTPEHHOW MpoOiaeMbl MO O€30MacHOCTH W TMOJATBEPXKAECHUS HOBOM MpoOIeMbl IO
0€30MacHOCTH KaK BaXHOTO WACHTU(DUUIHUPOBAHHOIO WJIM TNOTEHUHUAIbHOTO pHUCKA C
HE00XOIMMOCTBIO BHECEHHUSI U3MEHEHUH B IepeueHb MpobiieM 1Mo 6e301MacHOCTH.

368. Ecniu TpeboBaHUSMH HE ONPEETICHO HHOE, JOKYMEHT C OTOOpaXEHHEM B TaOJTMYHOM
Buzie («ObUIO — CTalo») U3MEHEHUH, BHECEHHBIX B IOCIEAHEe OOHOBIICHHE IUIaHA YIPABICHHS
puckamMu (€ciii MPUMEHHMO), a TaKKe M3MEHCHHH 10 CPaBHEHHWIO C TEKYIIeW 0J00peHHOI
BEepCcHEH IJIaHa YIpaBICHHS PHUCKAMHU JIOJDKEH OBITh BKIIOYEH B KaXIO€ IPEICTaBIIIEMOE
OOHOBJICHHE TUTaHA YTPABJICHUS PUCKAMHU.

369. JlekapcTBEHHBIH MpenapaT MOXKET UMETh TOJIBKO OJJHY TEKYIILYIO 0I00PEHHYIO BEPCUIO
IJ1aHa yrpasieHus puckamu. [Ipu Hanumuum oTinuuii nHGOpPMaIlK B TUIaHE YIIPABIECHUS pUCKaMU
(HampuMep, B 4acTH MUIEMUOJIOTUH, 3Tara peaau3aliy JOMOJHUTEIbHBIX MEp MUHUMH3AINN
pHUCKa, OLEHKH >(PPEKTUBHOCTH MEP MUHUMU3ALMU PUCKA) B TOCYAapCTBaX-WiICHaX ONMUCAHHE
TAHHBIX OTIIMYMA MOKET OBITh MPEAICTABICHO B IPUWIOKEHUU Ne 9 K TU1aHy yrpaBieHHUs] pUCKaMH
B COOTBETCTBUU C TPeOOBaHUAMH K OpMaTy U CTPYKTYpE MPEACTABIAEMbIX B IJIAaHE YIPABICHUS
puckamMu JaHHBIX. Ecnu B Xozme mporeaypbl NMpEACTaBICHO HECKOJIBKO OOHOBIEGHWH IulaHa
YIpaBlIEHUs! pUCKAMU, ITOCTIEAHIS MTpeICTaBIeHHAs BepcHsl OyIET pacCMaTpUBAThHCS KaK TEKYIIHi
OJOOpEHHBI TUJIaH YMpaBICHUS PHUCKAMH JJIs TOCIEAYIOUIMX OOHOBJIEHHMH M AN Lelel
OTCJIC)KUBAHUS U3MEHEHUH.

370. Ecnu  oOHOBJeHME IUIaHA YIPABICHUS pPHUCKAaMHM TPEACTABIACTCS B paMKax
BBITIOJTHEHUS TIPOLIEAYPBI, TUIaH YIPABIECHUSI PUCKAMH CUUTAETCS YTBEPKACHHBIM M0 OKOHYAHUU
BBITTOJIHEHUS TIPOLIEAYPBI, €CIIM BCE BHECEHHBIC N3MEHEHUS OLICHUBAIOTCS KaK MPUEMIIEMBIE.
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371. Ha mocTperucTpaiiioOHHOM 3Tarie OopsI0K MPEICTaBICHHUsI HOBOT'O I OOHOBJIICHHOTO
IJIaHA YIIPaBJICHUs PUCKaMU OCYIIECTBIISAETCS B CIIy4asiX U B COOTBETCTBUHU C IIOPSKOM BHECEHUS
U3MEHEHUH B PETUCTPALlMOHHOE JI0Ch€ JIEKapCTBEHHOIO IIpernapaTra, YCTaHOBJICHHBIM
npwioxkeHnsaMu Ne 19 u 20 x [IpaBunam perucrpanuu U 3KCIEPTU3bL, 3a UCKIIOYEHUEM CIIydacB
Mpe/ICTaBICHHS] HOBOTO MM OOHOBJIEHHOI'O IJIaHA YIPABJIEHUSI pPUCKAMU B paMKax HCIIOJIHEHUS
MHBIX 0053aTeIbCTB, HAJIOKEHHBIX YITOJIHOMOYEHHBIM OPTraHOM.

11. YnpasieHue NIAHOM YNPaBJIeHUs] PUCKAMM NPU BbINOJHEHUH NapaieJIbHbIX
npoueayp

372. Ecnu B OTHOILIEHUH JIEKAPCTBEHHOTO TMpernapara OJHOBPEMEHHO BBITIOJHSAIOTCS JIBE U
Oonee mpolEAyphl, TpeOyIolue TMPEACTABICHUS TIUIaHA YIPABICHUS PUCKAMH, CIIEIYeT
MPEACTaBUTh €IWHBIH KOMOMHHPOBAHHBIM IUIAH YIPaBICHUS PUCKAMH C COOTBETCTBYIOIIUM
paznenenueM naHHbiX B mMoayie CIII wactu Il ykazannoro miana. OnTuManbHbIA BapuaHT ISl
MpEeACTaBICHUST OOHOBJICHHUS IIJIaHA YMPABJICHUS PUCKAMH B CIIydae BBIMOJHEHUS HECKOJIBKUX
PEryJsTOPHBIX MPOLEAYp, MOTEHIMAIbHO BIMSIONIMX HA COAEp)KaHHUE IUIaHA YIPABJICHUS
pUCKaMH, JOJDKEH OOCYXIaThCsd C YIOJHOMOYECHHBIM OpraHOM TIeped MPEACTaBICHHEM
JIOKYMEHTA.

12. O0HOBJIeHNE NJIAHA YIIPABJIEHUS] PUCKAMH NPH NMOATOTOBKE MEPUOTUIECKOTO
00HOBJISIEMOT0 0TYETA MO0 (€30NMACHOCTH

373.B cnywae ecid TNpU TOATOTOBKE TMEPHOIUYECKOTO0 OOHOBIISIEMOTO OTYETa IO
6€3OHaCHOCTI/I IIOABIIACTCA H€O6XO,Z[I/IMOCTI> BHECCHHUS U3MEHEHUH B IIJIaH YHOpaBJICHUA pUCKAMU B
pe3ysbTare BhISABICHUS HOBBIX MTPOOJIEM MO O€30MaCHOCTH JTUO0 UHBIX JaHHBIX, TPEICTABICHHbBIX
B TIEPUOJUYECKOM OOHOBISIEMOM OTYeTe MO OE30MaCHOCTH, HEOOXOJUMO OIHOBPEMEHHO C
MpPE/ICTaBJICHUEM MEPUOAMYECKOr0 OOHOBISIEMOTO OTYeTa MO Oe30MacHOCTH MPEICTaBUTHh B
YIOJHOMOYEHHBIH OpraH rocyJjapcTBa-uieHa OOHOBJICHHE TJIaHa yTpaBlIeHUs] puckaMu. B aTom
ciiydyae He TpeOyeTcsl mpelcTaBlIeHre OOHOBIIEHUS IJIaHa YIPaBJICHUS PUCKAMU IO OTIEIbHOU
npoueaype. B cnydae ecnu Bpemst mpeicTaBIeHUs] 000MX JOKYMEHTOB COBIAIAeT, HO M3MEHEHUS
HE CBsI3aHBl JApPYyr C JpyroMm, I[peJAcTaBieHHe IUIaHa YIPaBICHUS pPHUCKAMH JOJIKHO
paccMaTpruBaATLCA KaK HE3aBUCUMOC BHCCCHUC U3MEHEHHUHU U MMpEaACTaBJICHUC B yHOHHOMO‘ICHHBIﬁ
opraH OOHOBJICHHOM BEpPCUU JJOKYMEHTA.

13. Ouenka niaHa ynpapjieHHsl pUCKAMH YIIOJIHOMOYeHHBIMHU OpPraHaMu

374. B OTHOIIICHUM JICKAPCTBEHHBIX MPEMapaToB, 3aPErUCTPUPOBAHHBIX B COOTBETCTBUU C
3aKOHOAATCIBCTBOM TI'OCYAapCTB-UJICHOB, YIIOJJHOMOYCHHLIC OpPraHbl HCCYT OTBCTCTBCHHOCTH 34
OLICHKY IUIaHa YIpPaBJICHUS PUCKAMH U OPraHM3YIOT SKCIEPTHbIE pabOTHl MO OICHKE IIaHa
YIpaBlIeHUS PUCKaMH Ha AMHOOOPa3HOM OCHOBE.

375. YIOMTHOMOYCHHBIH ~ OpraH  MOXET o00s3aTh  JAepKaTels  PEerUCTPAIMOHHOTO
YAOCTOBCPCHUA KOHTPOJIUPOBATE CUCTCMY YIIPABJIICHUA PUCKaAMHU JIS KaXXJA0I'0 JICKAPCTBCHHOI'O
mpernapaTa B Cily4yae HaJIW4YUSl OMACEHUU IO MOBOJY PHUCKOB, BIUSIOUIMX HAa COOTHOIICHHE
«T0JTh3a — PUCK», & TAKXKE MPEJCTABUTH MOAPOOHOE ONMMCAHUE CHCTEMBI YIIPABJICHUS PUCKAMHU,
KOTOpPYIO JIep)KaTelb PErUCTPAllMOHHOTO YAOCTOBEPEHUS IUIAaHUPYET pealu30BbIBATh IS
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO IIpenapara.

376.B  OTHOIIEHWM  JIEKApPCTBEHHBIX  IMPEMapaToB,  3aPETUCTPUPOBAHHBIX IO
HGHGHTpaHH3OBaHHOﬁ npoucaype ujin npoucaype npu3HaHus, B IJiaH 110 MUHUMHU3 AU PUCKOB
BKJIIOYAIOTCA MEphl MHUHHMHU3ALUUA PHUCKOB, PEKOMEHIOBAHHBIE YIIOJHOMOYEHHBIM OpPraHOM
pe(bepeHTHoro rocygapCctea M BHOCICACTBUU COIJIACOBAHHLIC YIIOJIHOMOYCHHBIM OPraHoOM
rocyaapcTBa NMpu3HaHus. J[OMOJHUTENbHBIE MEPONPUITUS MO MUHUMHU3ALUN PUCKOB, a TaKKe
HWHBIC YCJIOBUA WJIM OI'paHUYCHH A, HAIIPABJICHHLIC HA 06€CH€‘-I€HI/I€ MNPUMCHCHUS JICKAPCTBCHHOI'O
mpernapaTa OpU TPEBBINIEHUHM TOJb3bl HAJ PUCKOM, SBIAIOTCS YCIOBHUSMH IOJy4EHUS
PErUCTPALIMOHHOTO YA0CTOBEPEHUSI.

377. B cinydae eciv MPOUCXOASIT U3MEHEHHUSI B OTHOIICHUH IJIAHA MUHUMHU3AIUA PUCKOB
pedepeHTHOTO IEKapCTBEHHOTO MperapaTa MO0 MPUHUMAETCS PEIIeHNEe O BHECEHUU U3MEHEHHIA
B Mepbl MUHUMHU3ALMUM pHUCKAa s JAaHHOTO JEMCTBYIOLIEro BemlecTBa  (BELIECTB),
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YIOJHOMOYEHHBI OpraH TocylapcTBa-wieHa JODKEH 00eCledYuTh CBOEBPEMEHHOE BHECEHHE
JIepKaTeIeM PEeruCTPAlMOHHOTO YJOCTOBEPEHUsI Ha JIEKAPCTBEHHbBIE MpEnaparthl, COJAEpKallne
aHAJIOTUYHOE JICHCTBYIOIIIEE BEIIECTBO (BEIIECTBA), U3MEHEHH B MEPhl MUHUMHU3ALIUU PHUCKOB.

14. IIpo3pa4HOCTH OLIEHKH IVIAHOB YNIPABJICHHUS PHCKAMH

378. YomTHOMOYEHHBIE OpraHbl 00€CIEeUMBAIOT B3aUMHYIO JOCTYIMHOCTh OTYETOB O
pe3yabpTaTax OILICHKM MPEACTaBIsIEMbIX IUIAHOB YIIPABJICHUS PUCKAMU U pPE3IOME IJIaHOB
yIOpaBlIeHUs! pUCKaMH Yepe3 MHTETPUPOBaHHYIO HH(POpMalnoHHYI0 cuctemy Coro3a.

379. YIOJIHOMOYEHHBI OpraH JOJDKeH O0eCHeYuTh OOILIECTBEHHBIH JOCTYH K pe3ioMe
0JIOOPEHHBIX TIAHOB yTPABIICHUsS] PUCKAMH Ha CBoeM caiiTe B ceTu MHTepHeT. Iy aTux menei
JepXKaTellb PEruCTPAlMOHHOTO YI0CTOBEPEHUS IIPEJICTABIISIET B YIIOJJHOMOYEHHBIN OpraH pe3oMe
IJIaHa YIpPaBJIEHUSI PUCKAMU JIOTIOJHUTEIBHO B (hOpME OTAEIBHOTO JOKYMEHTA B AJIEKTPOHHOM
BU/JIE.

VII. Opranu3anusi padotsl ¢ uHGoOpMAaLueil 0 HexKeJIATeJIbHbIX peaKkuusiX

380. JlaHHBII pa3gen ompeaessieT OCHOBHbIE MPUHIUIBI Mpoleayp cOopa U yImpaBiIeHHS
TaHHBIMH W TIPEJCTABICHUS MHIAMBUAYAIbHBIX COOOIICHUH O MOA03PEBACMbIX HEXKeIaTeIbHBIX
pEaKIMsIX, CBA3aHHBIX C MPUMEHEHHEM JICKapCTBEHHBIX IPEMapaToB, 3aperUCTPHUPOBAHHBIX B
rocyapcTBax-4ieHax.

381. B nmamHOM paszene He  ONpENeNAloTcs TpeOoBaHHS K MPEJCTABICHUIO
WHIUBUIYATbHBIX COOOIIEHWH O SBJICHUSAX WIM acleKTaX NPUMEHEHHs JIeKapCTBECHHBIX
IpernapaToB, KOTOPbIE HE MPUBOAAT K Pa3BUTHIO HEXKEIATEIbHBIX peakiuil (Hanmpumep, o cirydasx
NEepeO3UPOBKY,  HENPABHJIBHOM  NMPUMEHEHHMH  WJIM  OMMOKEe  NPUMEHEeHHs,  He
COIIPOBOKIAIONIUXCSA PAa3BUTHEM HEOJNArONpUATHBIX KJIMHUYECKUX CHMITOMOB). [laHHas
uHpOpMAIM JOJDKHA COOMpAThCs, AHATM3HPOBATHCS M MPEACTABIATHCS B IEPUOIMYECKOM
OOHOBJISIEMOM OTYeTE MO OE30MaCHOCTH B LENAX HHTEPIPETALUU HMEIOUIMXCS JaHHBIX O
0€30MacHOCTH WJIN OIICHKH COOTHOIICHHS «I10JIb3a — PHCK».

1. Coop cooOmeHnii 0 HesKeJIATeJIbHbIX PeaKIUAX

382. YIOTHOMOYEHHBIM OpraHaM M JEpKaTeJsIM PErUCTPAllMOHHBIX YIAOCTOBEPEHUM
ClIeyeT MPOBOIUTH COOpP M YIOPSIOYCHHE COOOIICHUN O TOI03PEBACMBIX HEKeIaTeNbHBIX
peaknusx, MOJYYeHHbIX M3 PAa3IMYHBIX KMCTOYHHMKOB 0€3 MpeIBapUTENbHOTO 3ampoca Hu
MOCTYMUBIINX IO 3a1pOCy.

383. B nensax obecniedeHus: BO3SMOKHOCTH cOOpa JOCTaTOYHOTO KOJUYECTBA COOOIIEHUHN O
HEXKENATENbHBIX PEaKIHIX U HUX MOCIeAYIoNeH HaydHO OOOCHOBAHHOHM OIIEHKH HEOOXOIMMO
pa3BuBaTh cucteMy (hapmMakoHa30pa.

384. Cucrema (apmakoHaa30pa AOJKHA OBITH pa3paboTaHa TakUM 00pa3oM, YTOObI OHA
oOecrieunBajia HaJJISKAIIYI0 OIICHKY KauecTBa COOpPaHHBIX COOOIIEHWH O HEXKeIaTeIbHBIX
peakiusx (B OTHOIICHWH MOMJIMHHOCTH, Pa300pYMBOCTH, TOYHOCTH, IOCIEAOBATEIHHOCTH),
MaKCHMaJIbHYIO MOJIHOTY JaHHBIX JUISl UX KJIMHUYECKOW OLIEHKH M BO3MOXKHOCTBH BBIITOJIHEHUS
MIPOBEPKHU.

385. PaboTra ¢ JaHHBIMH, COAEPKAIIMMUCS B COOOIICHUSAX O HEXKEIATCIbHBIX PEaKIIUsIX,
JOJKHA OBITH OPraHU30BaHA C YYETOM 3aKOHO/IATENIbCTBA TOCYIapCTBA-WICHA B 001aCTH 3alUTHI
MEePCOHANBHBIX TaHHBIX.

386. CnegyeT CTpyKTypuUpOBaTh cucTeMy (apMaKOHaa30pa TaKkUM OO0pa3oM, 4TOOBI OHA
MO3BOJIsTIa CBOEBPEMEHHO BAJMJIMPOBATH COOOILIEHUS O TIOJ03PEBAEMBIX HEXKeIaTeIbHbIX
peakiusx u OOMEHUBAaThCS WMH C YIOJHOMOYCHHBIMH OpraHaMd M JepKaTelIsIMU
PETUCTPALIMOHHBIX YOCTOBEPEHUH B CPOKH, YCTAHABIIMBAEMbIE 3aKOHOIATEIHCTBOM I'OCY1apPCTB-
YJICHOB.

387. CoobOmenuss ¢ wuHpopmarmeld o 0€30MacHOCTH JIGKApCTBEHHOTO Ipemnapara,
coOupaeMble Ha dTare MOCTPErHCTPAIIMOHHOTO MPUMEHEHHS, MOKHO pa3/Ie]NTh Ha JBa THUIIA!
COO0O011IeHus, TOTYUYEHHBIE HE 10 3aMpocy, U COOOIIEHUS, TOTYyYEHHBIE IO 3a1pocy.

Coo011eHHs 0 HeKeJIATeJbHbIX PeaKIHAX, NOJyYeHHbIE He 110 3a1pocy
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CnoHTaHHBIE COO0IEeHUSA

388. CnoHTaHHOE COOOIIEHUE CIEMUAIUCT CHUCTEMbI 3APAaBOOXPAHEHUS, MALUEHT WIH
MOTPeOUTENh HANpPAaBIAET B aJpec YMOJIHOMOYEHHOIO OpraHa, JAepiKaTess PerucTpalioOHHOIO
YAOCTOBEpEHUSI WU JAPYyrod opraHu3anuu (HampuMep, B PETHOHANBHBIA I[EHTP IO
(hapMakoHaI30py, TOKCUKOJIOTHYECKUH IIEHTP) 0€3 ImpeaBapuTeIbHOro 3amnpoca. B cmoHTaHHOM
COOOIICHNN OMMCHIBACTCS OJIHA WJIM HECKOJBKO IOJ03PEBAaCMbIX HEXKENATEeIbHBIX peakiuil y
nanueHTa, KOTOpoMy Ha3HayaJicsl JIEKapCTBEHHBIN Mpenapar.

389. K CHOHTaHHBIM COOOIIEHUSIM HE OTHOCATCS COOOIICHHUsS, TONyYEHHBIE B XOJe
MCCJIEIOBAaHUM WJIM MHBIX BUJOB OPTaHW30BaHHOTO cOOpa NaHHBIX. K CIIOHTaHHBIM COOOIIEHUSIM
B TOM YHCJIE OTHOCATCS CJIEAYIOIINE COOOIICHNUS O TOJ03PEBACMbIX HEKEIATEIbHbBIX PEAKLIUAX:

a) COOOIIEHUs, MPE/ICTAaBICHHbIE B OTBET HAa MEpPbl CTUMYJHMPOBAHHUS B BHUAE IMPSMOTO
MH(GOPMHUPOBAHUS CHEIHUATMCTOB CUCTEMBI 3JpAaBOOXPAHEHUs, MyOJUKAIMi B Irpecce, ompoca
CHEIHAIMCTOB CUCTEMBbI 3PaBOOXPAHEHMsI MPEICTAaBUTEISIMU JAepiKaTeseld perucTparloHHbIX
yAOCTOBepeHUH, MH(POPMHUPOBAHUS MANMEHTCKUMU OPTaHHU3AIUSIMHU CBOUX YYACTHUKOB WIIH
CyJIeOHBIX UCKOB B OTHOIIEHHUH KJIacca JIEKAPCTBEHHBIX CPEJICTB;

0) cooOIieHus, HamNpaBICHHBIE TMOTpeOUTENIMU O€3 TpeIBapUTEIBHOTO 3alpoca, BHE
3aBHCHMOCTH OT HOCJIEAYIOUIET0 MEIUIIMHCKOTO TOATBEPKICHHUS;

B) COOOIIIEHUS, KOTOPBIE HE CBSA3AHBI C JIIOOBIM U3 METOI0B OPTaHM30BAHHOTO cOOpa TaHHBIX
U KOTOpBIE IMOJIYYE€HBI MOCPEACTBOM CHCTEMBI Mpe/CTaBiIeHHUs] HH(OPMALUU O JIEKapPCTBEHHOM
npemapare, JU00 SBISIOTCS PE3yJIbTAaTOM pPACIPOCTpPaHEHHUs WH(DOPMAIMHM O JIEKAPCTBEHHOM
npernapaTe Uiu o0pa3oBaTeIbHBIX MAaTEPUAIIOB;

T') COOOIIIEeHNS, BBISIBIICHHBIE B ceT MIHTepHeT Wi upOBBIX CpeicTBaX HHPOPMAIUH;

1) UHOUBUAYalbHbIE COOOIICHHUS, MOTYYEHHbIE OT HECKOJIBKIX PENOPTEPOB, MIPH ITOM Kak
MUHHMYM OZHO COOOIIEHHUE MOJIyuYeHO Oe3 MpeIBapUTEIbHOTO 3a1poca;

€) COO0IIeHus, MOJTy4YEHHbIE npu IPOBEICHUU HEUHTEPBEHLIHOHHOTO
MOCTPETUCTPALIMOHHOTO MCCIIEI0BAHUS, B OTHOUICHUH KOTOPHIX MPOTOKOJIOM HCCIIEIOBAHUS HE
OBLIO ONpeeNIeHO BBIIOJHEHUE CUCTEMAaTHYECKOr0 cOOpa TaHHBIX;

k) COOOIIECHUs, TIOJlyYeHHBIE B pe3yJlbTaTe NPUMEHEHHS He3aperucTpUpOBaHHBIX
JIEKapCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBSA3H C UCKIIOUUTEIHHBIMUA OOCTOSITENICTBAMU U3
COOOpaXeHHI COCTpallaHus, WM B paMKax MEePCOHATM3UPOBAHHBIX MPOTPAMM MPUMEHEHUS
HEe3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPEMApaTOB, B CIIy4ae €CJId JaHHBIMU MpOTpaMMaMH He
OTIPEETISIICS CUCTEMATU3UPOBAHHBIN cOOp JAaHHBIX O HEXKENATEIbHBIX PEaKIIHsIX.

390. [1epBOUCTOUYHHKOM MOI03PEBAEMON HEXKETATETbHON PEAKIINU SABJISIETCA JIUI0, KOTOPOE
NPEJCTaBUIO HMH(OPMAIMIO O CiIydyae pa3BUTUS HEXeNaTeIbHOM peakiuu. B ciaydae ecnm
uHpopmaiys 00 0OHON HeXeNlaTeIbHON peakluy MOCTYNAeT OT HECKOJIBKUX MEPBOMCTOYHHUKOB,
B TOM YHCJIE OT CIICIUAINCTa CUCTEMbI 3[PaBOOXPAaHEHUS, TAIICHTA WIIM MMOTPEOUTENS, TaHHBIC
[0 BCEM IEPBOMCTOYHHMKAM JOJDKHBI ObITh BKJIIOYEHBI B pazaen «llepBouctounux» (opmbl
COOOIIECHHUS O HEXKENATEIbHON PeaKIu.

391. CooOmieHne o HeXenaTeIbHOW Peaklud, MPEICTaBICHHOE TOTPEOUTENeM, CUUTACTCS
MMEIOIINM MEIUIIMHCKOE TOATBEP)KACHHE B CIIydae MOCIEAYIOUIETO MOATBEPKACHUS Pa3BUTHUS Y
ManueHTa JaHHOW  HEeXeNaTeNbHOM  peakuMh CO CTOPOHBI  CIEHHAJIUCTa  CHUCTEMbI
3/IpaBOOXpaHEHHsI. METUIIMHCKOE TOATBEPXKICHUE COOOIIEHUS O HEXeNaTeNbHOW peakluy,
MPE/ICTaBJICHHOIO MOTpeduTeneM, BKIIOYaeT B ce0s HaluyhMe B COOOLICHUM JIaHHBIX U3
MEAWIIMHCKOW OKYMEHTAllMd TalueHTa (Hampumep, JTaHHbIe 1a00paTOPHBIX WM HHBIX
UCCIIEIOBaHM), KOTOpbIe MOATBEPXKIAIOT Pa3BUTHE Yy MAllMEHTa HEXeNaTelbHOW peakluu, U
HaIHYMe UACHTU(DUIMPYEMOTO MEJMIIMHCKOTO pabOTHUKA, KOTOPBIA MpEIoiaracT Haaudue
B3aMMOCBS3M MEXIY IIPUEMOM TMallMeHTOM JIEKapCTBEHHOTO TMpemapara M pa3BUTHEM
HEeXXeJNaTeNnbHON peakuuu. B cimyuyae ecnu cooOlieHHE O HeXeNnaTeIbHOW peakiuu ObLIo
HaIpaBJIEHO MOTpeOUTENEM, KOTOPBINA SBJISETCS JTUIIOM C MEAUIIMHCKUM 00pa3oBaHUEM, JaHHOE
COOOIIEHNE TaK)Ke OLEHUBAETCS KaK MMEIOIee MEAUIIMHCKOE MOITBEPKICHHE.

392. B ciry4ae mosry4eHus CIIOHTaHHOTO COOOIICHHSI O Pa3BUTHH HEXKEIATEIIBHOTO SIBJICHUS,
B KOTOPOM OTCYTCTBYET yKa3aHHE€ Ha HaJlU4ue MPUYMHHO-CIEJCTBEHHOW CBA3H, ITaHHOE
HeXKeNlaTeJIbHOE SIBJICHHE paccMaTpUBAETCs KaK HeXellaTeslbHas peakuus. TakuMm oOpa3oM, Bce
MOCTYMAIOLINE CIIOHTAaHHBIE COOOIIEHHs, TMPEICTAaBIsEMbIe  CIEIHATUCTAMU  CHUCTEMBI
3/IpaBOOXpAHEHUs], MAllUEHTAMU WM MOTPEOUTENSIMU, PAacCMaTPUBAIOTCS KakK I0/103pEBacMble
HE)XeJaTeNbHbIe PEeaKUy UCXOMs U3 TOrO, YTO UX IMPEACTABICHUE COJACPKHUT MPEANONIOKEHHE
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[IEPBOMCTOYHUKA COOOIIEHUS O HAINYMU B3aUMOCBSI3M MEXKAY HEXKENaTeIbHbIM SBICHUEM U
IIPUEMOM TIOI03PEBAEMOT 0 JIEKApCTBEHHOT O Ipemnapara. VIcKiroueHre CoCTaBIAI0T COOOIIECHUS, B
KOTOPBIX PENOPTEPOM CAETAHO YKa3aHHE Ha OTCYTCTBUE TAKOM B3aUMOCBS3H.

Coo01meHnns 0 HexKeJIaTeJIbHBIX peaKkuusX, 0Ny0JHKOBaHHbIE B HAYYHOH MeINLMHCKOMI
JHuTepartype

393. Hayunasi MeUIIMHCKAs JINTEpATypa ABJISETCS BAXKHBIM HCTOUHUKOM MH(GOPMALIUU JIJIs
MOHUTOpPHUHra MNpoduias Oe30MacCHOCTH U COOTHOILICHMS «II0JIb3a — PHUCK» JIEKAPCTBEHHBIX
IpernapaTroB, B OCOOEHHOCTH B OTHOIIEHMM OOHApPY>KEHHUS HOBBIX CUTHAJIOB, CBS3aHHBIX C
0€301acHOCTBIO, JTHO0 aKTyaIbHBIX BOIIPOCOB MO O€30MaCHOCTH.

394. [lepxatensiM  pErUCTPAallMOHHBIX  YAOCTOBEPEHUH  CIEAyeT  OCYLIECTBIISTH
CHUCTEMaTHYECKUM, HE pexke | pa3za B Heaeno, 0030p HAyYHOH MEIUITMHCKOW JINTEpaTyphl, B
IIMPOKO HCIIOJIb3YEMBIX CIPAaBOUYHBIX 0a3zaxX MaHHBIX (B TOM uucie Oubmuorpaduueckoin 6ase
crateil mo memunuHCKAM Haykam (Medline) wnm OuomenumMHCKONW H (dapMaKOIOTHYECKON
oubnuorpaduyeckoil 6aze TaHHBIX OIyOJIMKOBAaHHOW JIUTEPATyphl, NpEeIHA3HAYEHHOW s
HOJAEP>)KKH MEHEKEPOB 110 HHPOpMALUU U (papMaKOHA30pa B COOTBETCTBUM C HOPMaTHUBHBIMU
TpeOOBaHUSAMHU K 3apeTUCTPUPOBAHHOMY JIeKapcTBeHHOMY npenapaTy (Embase)). depkaremnto
PErUCTPAIIMOHHOIO YOCTOBEPEHNUS CIIEAYET yI0OCTOBEPUTHCS, YTO 0030p HAyYHOH MEIUIIMHCKOM
JIUTEpaTyphl BKJIIOYAaeT B ce0s MpocMOTp 0a3 JaHHBIX, KOTOPbIE COAEpPKAT MaKCHMAaJIbHOE
KOJINYECTBO CCBHUIOK Ha CTaTbM, UMEIOIINE OTHOILIEHHE K MOHUTOPUPYEMOMY JIEKapCTBEHHOMY
npemnapary. [loMmumo 3TOTO0, ClIeAYET NPEeLyCMOTPETh, YTOOBI BCE MPEICTABUTEIBCTBA JePKATEIS
PETUCTPAIMOHHOIO  YJOCTOBEPEHUs ObUIM OCBEJOMIIEHBl O MyOJIMKalMsIX B MECTHBIX
MEIULIMHCKUX M3IaHUSAX W COOTBETCTBYIOUIMM OOpa3oM HMH(DOPMUPOBAIM O HHUX OTHAENT
0€30I1aCHOCTH JiepKaTelis PEruCTPallMOHHOTO YAOCTOBEPEHUSI.

395. JlepaTemnsiM perucTpallioOHHBIX YI0CTOBEPEHUH CllelyeT MpOoCMaTpUBaTh COOOIICHHS
O IMOJ03PEBAEMBIX HEXKENAaTeIbHbIX PEAKIMAX, IyOJIMKYEeMBbIX B HayyHOW MEIULIUHCKON
JUTEepaType, B TOM 4YHCJIE B Marepuanax KoH(pEpeHIHH WM MmpoekTax MoHorpaduil, 4roOsl
BBISIBJIAT U PETMCTPUPOBATh TAKUE COOOIEHUS], KaK CIIOHTaHHbIE COOOLIEHUs MIIM COOOILEHMS,
BBISIBIICHHBIE B X0/I€ HEMHTEPBEHIIMOHHBIX MTOCTPETUCTPALIMOHHBIX UCCIIEIOBAaHUM.

396. Ecnmu B myOnuKamuy yIMOMHMHAIOTCS HECKOJIBKO JICKAPCTBEHHBIX IpenapaToB, TO
COOTBETCTBYIOLIIEMY JI€PKATENI0 PEruCTPAMOHHOTO YJIOCTOBEPEHHs CIIEAYET paccMaTpUBATh
JIEKapCTBEHHBIE MIPENapaThbl, KOTOPHIE OMPEAEIAIOTCS aBTOpaMU MyOIMKALUU KaK MMEIOLHUE 10
MEHBILIEH Mepe BO3MOXHYIO MPUYMHHO-CICICTBEHHYIO B3aUMOCBSI3b C  BBISBJICHHBIMH
M10JI03PEBAEMBIMU HEXENATEIbHBIMU PEAKIIUIMHU.

397. CooOuiennsi, OICHEHHBIE KAk  BaJWAHbBIC, IOMJEKAT  IPEJICTABICHHIO B
YIOJIHOMOYEHHbIE OpraHbl I'OCYJapCTB-WIEHOB COIJIaCHO TpeOoBaHUAM Hacrosmux [Ipasui.
Hauano orcuera BpeMeHH, YCTAaHOBJICHHOTO UIS MPEACTABICHUs COOOIICHUS O HEXKENaTeIbHOM
pEaKIMK, ONpPENeNsieTcsl ¢ MOMEHTa, KOIZa B paclopsKCHUM JAeprKaTells PerucTpaliOHHOTO
YIOCTOBEpEHHUS OKa3ajach HMH(OpMaIus O ciaydyae HeKeJaTelbHOM peakluu, OTBedarouias
TpeOOBaHUSIM K MHUHHMAJIBbHOW TpeOyeMol HHGOpPMAIMU i CPOYHOTO PEINOPTHPOBAHMS.
Craenyer opopMIATh OAMH CITy4ail HEXKENATEIbHON peakIiuy Ul KaKI0r0 UASHTUPHIUPYEMOTO
NAalMeHTa, O KOTOPOM COOOLIAeTcs, M B COOOINEHUM IPEICTABIATh BaXKHYIO JUISl OLIEHKH
MEIULIMHCKYI0 uHpopMmanuio. I[lepBblii aBTOp MyONUKAIMM CUYUTACTCS MEPBOMCTOYHHUKOM
COOOIIEHNSI O HEXKEAaTeIbHON peaklUH, JaHHbIE OTHOCHUTEIBHO COABTOPOB IyOJIMKAlUU HE
TpeOyeTcsi TOKyMEHTHPOBATh B YaCTH MEPBOMCTOYHUKOB HH(POPMAIIUH.

Coo011eHHs 0 HexKeJIaTeJIbHbIX peaKIUAX U3 IPYruX HCTOYHUKOB

398. Ecnmu  nepkarento perucTpaliioOHHOTO YJIOCTOBEPEHMS] CTAaHOBUTCS HW3BECTHO O
COOOLIEHNN O MOJ03PEBACMOM HEXKENIaTeIbHOM pPEaKUMU M3 HEMEIULMHCKOIO HCTOYHMKA,
HampuMep, U3 HENpO(QWIbHBIX MEYaTHBIX H3AAHUN WU JPYTHX CPENCTB MH()OpPMALUH, eMy
ciieyeT 00pabaTeIBaTh 3TO COOOLIEHHE B COOTBETCTBUHU € MOJIXOAAMHU, PEKOMEHIOBAHHBIMHU IS
CIIOHTaHHBIX cooOuieHnit. CrexyeT npopadoTaTh NaHHBIN CITydail JUIsl MOJTy4YeHHs] MUHUMAJIbHOU
HeoOXoauMoi uH(OpMaIMK, KOTOpas MPEACTaBiIseT Cco0OM BaluaHOE COOOIIEHHE O
HEeXXeJaTeNnbHOH peakiuu. Bpems npenctaBieHus: JaHHOTO TUIIA COOOIICHUI TaKoe JKe, KaK U JUIs
BCEX CIIOHTaHHBIX COOOIIEHUH.
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Nudopmanus 0 nogo3peBaemMbIxX HeKelaTeIbHbIX PeaKIUsX, 0JYYEHHbIX U3 CeTH
HNHaTepHeT M 1M(PPOBLIX CPpeACTB HHPOPMALMHU

399. lepxaTensiM perucTpalMOHHbIX YIOCTOBEPEHHI CIIEIyET PEerysipHO MPOCMATPUBATH
cerb MHTepHeT M uudpoBble cpeacTBa MHPOpMaLUU (Hampumep, BeO-caiThl, BeO-CTpaHULIBI,
O5i0rH, BHUAEO0JIOTH, COIMANIbHBIE CETH, WHTEPHET-(OPYMbI, BHJIEOUYAThl, MOPTAIBI MO TEeMe
3/]paBOOXPAHEHMS), HAXOIAIIMUECS NOJ UX YNPABICHUEM WM OTBETCTBEHHOCTBIO, Ha HaJIUM4HE
MOTEHIIMAJIBHBIX COOOIICHUH O MOJJ03PEBAEMBIX HEXKENaTeIbHBIX peakiusix. B 1aHHOM KOoHTekcTe
1 poBbIE CpeIcTBA MH(POPMAITMH CYUTAIOTCS CIOHCUPYEMBIMH JIepKaTeIeM PEerucTPalliOHHOTO
YAOCTOBEpPEHUS, €CIH JepKaTellb PErUCTPAMOHHOIO YOCTOBEPEHHUS BiIa/IeeT, OMIaYMBaeT WU
KOHTPOJUpYyeT UX (IpH 3TOM TMOXEpTBOBaHHE ((pUHAHCOBOE WJIM WHOE) B ajpec
TEJIeKOMMYHUKAIIMOHHOW OpraHU3allMK WIH caiiTa MPOU3BOIUTENEM JIEKaPCTBEHHBIX MTPEMapaToB
WM I€P>KATEIEM PErHCTPALlMOHHOTO YIOCTOBEPEHMSI HE SBJIAETCS BIAJAECHUEM IIPH YCIOBHH, YTO
MIPOU3BOIUTEIND JIEKAPCTBEHHBIX MPENapaToB WK AepKaTelb PETUCTPALMOHHBIX YIOCTOBEPEHUN
HE KOHTPOJIUPYET OKOHYATEIIbHOE MH(POPMALIMOHHOE HAMOJHEHUe caiita). Cienyer oOecrednThb
TaKyIo MEepUONYHOCTh MIPOCMOTPA YKa3aHHBIX HCTOUYHUKOB, YTOOBI BBIMIOJIHAJIOCH TpeOOBaHUE B
OTHOILICHUY BPEMEHH IPEJICTABICHHS MOTEHIIMAILHBIX BaJMIHBIX COOOIEHUH O HeXeIaTeIbHbIX
peaxkuusx B yIOJHOMOYEHHBIE OPraHbl FOCYIapCTB-WICHOB, HAUMHAS C JaThl, KOraa UH(popmaus
Obuta pasmenieHa. JlepxkarensiM PpErucTPAallMOHHBIX YJOCTOBEPEHHMH CJEIyeT HCIOJIb30BaTh
COOCTBEHHBIE CAMTHI JUIsl ONTHUMH3AIMKN cOopa MH(OPMALIUK O TIOJ03PEBAEMBIX HEKeIaTeIbHbIX
peaxkuusx.

400. Madopmaruio o ciydasx MOAO3PEBAEMBIX HEXKEIATCIbHBIX PEaKIui, ONMHUCAHHBIX B
cetu MHTepHeT Wim nudpoBhIX cpeAcTBaX MHPOpMalMH, MOIy4YeHHYI0 0e3 3ampoca, ciexyer
o0pabaThIBaTh KaK CIIOHTAHHBIE COOOIICHUS C MPUMEHEHUEM K HUM TPEOOBaHWI B OTHOIIECHUU
BPEMEHU PENOPTHPOBAHUS, KaK JJIsl BCEX CIIOHTAHHBIX COOOILICHHIA.

401. B OoTHOILIIEHUH CITy4aeB HEXKEJIATEIbHBIX PEaKIUid, OMMCAHHBIX B ceTh MHTEepHET mimn
UG POBBIX CpesICTBAX HHPOPMALIUHU, HACHTU(DUITUPYEMOCTb COCTABUTENS COOOIIEHUS OTHOCUTCS
K MPOBEPKE CYIIECTBOBAHUS PealbHOIO JHIIA, TO €CTh BO3MOKHOCTH MPOBEPUTH MPAaBUIBLHOCTH
KOHTAKTHBIX IaHHBIX COCTABUTENS OTUETa (Hampumep, ObLJI peICTaBlIeH ICHCTBUTENBHBIN aapec
ANEKTPOHHOW TouThl). KOHTaKTHBIE [aHHBIE CJEIyeT WCIOJIb30BaTh TOJBKO MJis Iesel
¢dapmakonagzopa. Ecin orcyTcTByeT MH(MOpMAIMS O CTpaHE MEPBOMCTOYHMKA, TO B KaYeCTBE
TaKOW CTpaHbl CIEAYET CYUTATh CTpaHy, e Obula mosydyeHa HHGOpMaIUs WK T1I€ BHIMOIHIETCS
MOHHUTOPHHT.

402. Ecnmu nmepskareyilo PEerucTpalluOHHOTO yAOCTOBEPEHUS CTAHOBHUTCS M3BECTHO O
COOOIIEHNN O MOJO03PEBACMOM HEXKENAaTeNbHOW PEaKlMU, OMUCAHHOW B IU(POBBIX CPEICTBaX
nH(OpMaIIUY, CIOHCOPOM KOTOPBIX JepKaTellb PETUCTPALIMOHHOTO YAOCTOBEPEHUS HE SIBISIETCS,
CIIEyeT OLEHUTHh COOOIIeHne, 4TOObI OINpeNeNuTh, MOANANAeT JIM OHO IMOjA TpeOOoBaHHS O
BBITIOJTHEHUH CPOYHOTO PENOPTUPOBAHUS.

Coo0meHus 0 mMoxo3peBaeMbIX HexKeJIaTeJbHBIX PeaKIHUAX, MOJyYeHHbIE 110 3alPoCy

403. CooOmieHus 0 TO03PEBAEMBIX HEXKETIATEIBHBIX PEAKITUAX, MTOJTYUECHHBIEC TI0 3aMpocy,
MOCTYNAlOT W3 CHUCTEM OPraHM30BAHHOTO COOpa JaHHBIX, KOTOpBIC BKIIOYAIOT B ceOs
KIIMHUYECKHE UCCJIEIOBaHMUS, HEUHTEPBEHIIMOHHbBIE UCCIIEIOBaHMUS, pEeTUcCTpHI,
MNEPCOHAIM3UPOBAHHBIC MMPOTpaMMbl HCITIOJIB30BAHUA HE3APCTUCTPUPOBAHHLIX JICKAPCTBCHHBIX
[pernapaToB, JApyrue MpOrpaMMbl TNPUMEHEHHUS HE3apEerUCTPUPOBAHHBIX JIEKApPCTBEHHBIX
npemnaparoB, HA3HAUYCHHLIX B CBA3U C HCKIIIOYUTCIbHBIMHA OGCTOHTGHBCTB&MH nu3 C006pa)KeHHﬁ
cocTpasiaHus (MpUMEHEHHE JIeKapCTBEHHOTO Mpenapara Mpu HeU3JICYMMbIX WU HEMOAJA0IINXCs
JeyeHHIo 3a00NieBaHMSIX M Jp.), ¥ MOHHMTOPUHIA 3a00JI€BaHUM, OMPOCHI MAIMEHTOB WM
MEIUIIMHCKUX PAOOTHUKOB MM cOOp JaHHBIX 00 3((EeKTUBHOCTH JIEKAPCTBEHHOTO Ipemnapara
HJIN ITPUBCPIKCHHOCTH MAI[MUCHTOB.

404. CooOmieHust 0 TOJA03PEBACMBIX HEKEIATEIbHBIX PEAKIUAX, MOJyUYCHHBIE U3 KaKOMW-
JII/I60 U3 3TUX CUCTEM c6opa AaHHBIX, HC CJIICAYCT CUHUTATb CIIOHTAHHBIMH COOGH.ICHI/IHMI/I, 3a
UCKITIOYEHUEM CIIEAYIOLIUX CIy4aeB:

a) COOGH.IGHI/IH 0 IOAO3PCBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX IMOJTYYCHBI ITPU MMPOBCACHUU
HEUHTEPBEHLIMOHHOTO TOCTPETUCTPALMOHHOTO HCCIENOBAaHUS, I KOTOPBIX MPOTOKOJIOM
HUCCIICA0OBAHUA HE 651.]10 OnpeacICHO BBIMIOJIHCHUC CUCTCMATUYCCKOT'O c6opa JaHHBIX,
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0) coolIIeHNsI O TMOJ03PEBAEMbIX HEKETATEeNbHbIX PEaKLUMsSIX IMOJIY4YeHbl B pe3yJbTaTe
IIPUMEHEHHSI HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaTroB, Ha3HAYEHHBIX B CBS3U C
UCKITIOYUTENIbHBIMU  OOCTOSITENbCTBAMH U3 COOOpaKeHHMH COCTpafaHusi, WM B paMKax
IIEPCOHAIIM3UPOBAHHBIX MPOTrpaMM HCIIOJIb30BaHMUs HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB B CiIy4ae, €Clid JaHHBIMH MPOTrpaMMaMU HE OMPEIENSIICS CHUCTEeMaTU3HpPOBAaHHBIN
cOOp TaHHBIX O HEXKENATEIbHBIX PEAKIIHIX.

405.B pamkax Tpolenypsl  pENOPTHPOBAHMS  COOOMIEHHUS O  IMOJ03PEBAEMBIX
HEXXEJIATeNbHbIX pPEaKIMAX, IOIy4YeHHBbIE IO 3ampocy, CcileayeT KiacCupuuupoBaTh Kak
COO0O011IeHUSs, TOTYUYCHHBIE B X0/1€ UCCIIEIOBAHHM, U BBIMOIHITH BATUAALNIO U OLICHKY TPUYHUHHO-
CIIEACTBEHHOW CBSI3M B ILEJIAX YCTAaHOBJIEHUS MX COOTBETCTBHUS YCIOBUSM CPOYHOIO
PENOPTUPOBAHUSI.

406. TpeboBanust Kk opranu3anuu pabOThl C COOOLICHUAMHU O HEXETATEIbHBIX PEaKIHsIX,
MOJYYEHHBIMU T10 3apoCy, yCTaHOBIEHBI MyHKTOM 466 Hactosamux [IpaBu.

2. Banupanusa cooomeHuii

407. CpouHOMYy pPEMOPTUPOBAHUIO TMOJICKAT TOJIBKO WHJUBHAyaJIbHBIE COOOIICHHS O
HEXKENATEbHBIX PEAKIIHNIX, KOTOPhIE UMEIOT TIOJIOKUTEIbHBIC PE3yIbTaThl BaTUAalud. B memsax
BBITIOJTHEHUSI 3TOrO0 TpeOOBaHMSI BCE COOOIICHMS O HEXKEJIaTeNbHBIX peakuusix 10 HX
MPEJICTABJICHHS] B YIIOJHOMOYEHHBIE OpraHbl TOCYapPCTB-YICHOB JIOJDKHBI OBITH TOJBEPTHYTHI
BaJMIAlMM Ha HAJIW4YME MHUHUMaJIbHOW TpeOyemol uH(popmanuu. MuHuManbHas TpeOyemas
nH(popManus BKIOYAET B ceOsl:

a) ceefeHUsT 00 omMHOM WM Oonee uaeHTUGUIIMPyeMOM peropTepe (MEPBOMCTOYHUKE),
KOTOPBIN MOXeT ObITh UACHTU(UITUPOBAH 110 TAKUM ITapaMeTpaMm, Kak KBanupuKaius (Harpumep,
Bpay, NpoBU30D, hapMaleBT, APYroil MEAUIIMHCKUI CIIEUATNCT, a TAKXKe MalUeHT, TOTpeOnTeNb
WIA JPYroe JIMI0, HE MMEIoIee MEIUIIMHCKOro O0pa3oBaHMs), UMs, MHUIUAIBl WIX MECTO
HaxoxJeHus (aapec) (HampuMep, HaMMEHOBAaHUE OPTAaHM3AIMU PEIOopTepa, YJIHWIBI, TOopoja,
00J1aCTH, TOYTOBBIN KOJI, CTpaHa, 3JeKTPOHHAs 1ouTa, Homep Tenedona). [Ipu padore ¢ TuuHbIMU
JAaHHBIMU PEMOPTEPOB JOKHBI BBIMOJHATHCS COOTBETCTBYIOIIME HOPMBI 3aKOHOJATENbCTBA
rOCy/IapCTB-UWICHOB B 00JIACTH 3aIIUTHI IEPCOHATBHBIX TaHHBIX.

Penoprep cumrtaercs UIACHTHUPHUIMPYEMBIM, €CJIH OpraHM3alus, KOTOpas HamlpaBuia
COOOIIEHHE O HEXKEIATeNbHOW peakIMM, pacrojaraeT JJOCTOBEPHBIMH JIaHHBIMHU IS
MOJTBEPK/ICHUS CYIIECTBOBAHUS TaHHOTO JIMIIA, PENOPTUPYIOILIETO O Pa3BUTUHU HEXKeEJIaTeIbHON
peaKIyu Ha OCHOBAaHUM JTOCTYNMHOM nHpopmanuu. Crenyer odecrieunTs UASHTU(PHUKAIMIO BCEX
CTOPOH, KOTOpbIE NMPEACTABIAIOT HH(POPMALIHIO O CIy4yae HeKeIaTelbHOM peaklny, B TOM YHCIie
JONIONTHUTEbHYI0 HMHGpOpMaLKio 1o 3ampocy. HeoOXoaumo HCHonb30BaTh HMEIOIIUECS
BO3MOXXHOCTH I TIOJIYyYEHHUsS] KOHTAKTHBIX JIaHHBIX pernopTepa B LENsAX obecreueHus
BO3MOKHOCTH IOCIIeyIoIero coopa nHpopmManuu o HexenaTenbHol peakuuu. Eciu penoprep
HE KEJIaeT MPe/ICTaBIsATh KOHTAKTHBIE TaHHbIE, COOOIIEHNE O HEKEIaTeIbHON PeaKIK ClIeIyeT
CUMTaTh BaJUJHBIM TIPU YCIOBUHU, YTO OpraHMU3alus, NPOMHPOPMHUPOBAHHAS O CIydae
HeXKeNlaTeJIbHON peaklny, CIOCOOHA MOATBEPAUTH €r0 HAIPSIMYIO C PEIOPTEPOM.

NuauBuayanpHOE COOOIICHNE 0 HEXENaTeIbHON peakiuu He OyIeT CUMTaThCs BaTUIHBIM
JUIS TIPE/ICTaBJICHHSI B YIIOJTHOMOYEHHBIN OpraH, €Ciii He COJEPKUT TaHHBIX IS UACHTU(UKALUN
CBEICHMI O KBaM(UKAINK, CTpaHE HAXOXKICHHUS WU PYTUX JAHHBIX KaK MHUHUMYM OJHOTO
penoptepa. Ilpu oTCyTCTBUU AaHHBIX O KBaTU(UKALUU pernoprepa cOOOUIEHHE 10 YMOTYAHUIO
CUMTAETCs MPEACTABICHHBIM OT MoTpeduTens. s mocienyromero KOHTPOIs AyOIupyromux
CO0O0IIeHNI B MHANBUAYAIHHOM COOOIIEHUN O HEXKENaTeIbHOW peakuuu TpeOyeTcs yKa3blBaTh
BCEX pEnopTepoB (HE TOJBKO TMEPBOUCTOYHHUK) (ecnu 3T0 mpuMeHumo). Mudopmamnus o
HEeXKeJlaTeJIbHON peaklvu, MOTy4YeHHAast OT TPEThel CTOPOHBI, HE MMEIOIIEH HEeMOoCPeCTBEHHOTO
KOHTAKTa C MAaIllMeHTOM, He CYMTACTCS BATHIHBIM COOOIIEHNEM O HEXENaTeIbHON peakluu, €Cliv
He OyJeT NONTBEp)KJIeHa HEMOCPEICTBEHHO MAalleHTOM, JIeYallliM BpauoM MalueHTa WId
pernopTepoM, UMEIOIIUM HEeTIOCPEACTBEHHBIN KOHTAKT C MAI[UEHTOM;

0) ceenennst 00 wuaeHTHUIEpyeMoM manueHte. g wuaeHTHQUKAWMKU TMalHueHTa
JIOMYCKAeTCsl yKa3aHWe KaK MUHUMYM OJIHOM W3 CIEAYIOIIUX XapaKTePUCTUK: HHHIIHAIIBI
nanueHTa, HoMep METUIIMHCKOM KapThl (aMOyJ1aTOpHOM, KapThl CTALlMOHAPHOTO OOJILHOTO, KapThl
C pe3ylbTaraMu OOCIICJIOBAHWs), JaTa POXKISHUS, BO3PACT WU BO3pACTHAs TPYIINA, MEPUOJ
recraud U moi. OIHAKO NAIUMEHT CUWTAeTCsl WACHTU(DULIMPYEMBbIM, €CId Ha OCHOBAaHUU
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UMEIOIINXCSA JIaHHBIX TPEACTABIAETCS BO3MOXHBIM IOJITBEPIUTH CYILECTBOBAHUE JaHHOTO
naruenta. [loatomy nadopmarus 00 uaeHTU(HUKAITUN TAlMEeHTa JOJDKHA ObITh HanboJiee MOIHOM
C Y4EeTOM 3aKOHOJATENIbCTBA IOCYAAapCTBa-4jeHa B OOJACTU 3alUThI NEPCOHAIBHBIX JAaHHBIX.
Coo0mieHre  MOXXET CUMTATbCS  BANUAHBIM  JUISL  TOCJIEAYIOUIETO  IpEJICTaBlICHUS B
YIOJIHOMOYEHHBIH OpraH IpHU HaJIMYUM KaK MMUHUMYM OJHOM M3 YKa3aHHBIX XapaKTEPUCTHK
narenTa. CooOlieHne ¢ yKa3aHHEeM HECKOJbKMX MAI[MeHTOB HE CUMTACTCS BAJIUIHBIM, €CIU
OTCYTCTBYET HH(pOpMalMs Kak MHHMUMYyM OO0 OJHOM U3 YyKa3aHHBIX WHAMBHUIYalbHbIX
XapaKTepUCTUK MalMeHTa Aas (OpMUPOBAaHUS BaIMIHOTO HMHIMBUAYAJIHHOTO COOOILEHUS O
HE)KeJIaTeJIbHOM peaKini;

B) CBeJICHHsI 00 OJHOM WM Oojiee IM0J03pEBaeMOM JICKApPCTBEHHOM IIperapare WM
JNEUCTBYIOIIEM BellecTBE. B3anmmoaeicTByronme JEKapCTBEHHBIE IIpEenapaTrbl OTHOCATCS K
[10/103pEBAEMBIM JIEKAPCTBEHHBIM IperapaTaM;

r) cBeleHUsT 00 OJHOW WM Oojiee TMOI03peBaeMON HeXenarelbHOW peakuuu. Eciam
MIEPBOMCTOYHUKOM CJIENIAaHO YTBEP)KICHHUE B MPAMON (hopMe O TOM, UTO MCKIIOYACTCS HAIUYHE
IPUYMHHO-CIEICTBEHHON CBSI3W MEXJIy Ha3HAauYeHHMEM JIEKapCTBEHHOIO IIpenapara M
HEXENaTeJIbHOM  peakuuedl W 1noiydarenb (YINOJIHOMOYEHHBIM OpraH WM JeprKaTellb
PETUCTPAIIMOHHOTO  yJIOCTOBEPEHMsI) COIVIACEH C OTHM, COOOILICHHE ONpeaessieTcs Kak
HEBAJIMIHOE MHIMBUAYAIBHOE COOOIIEHHE O HEXKEIATEIbHOW peakIiy, MOCKOIbKY 3TO 03HAYaeT
OTCYTCTBHE T0JI03pEBaeMON HexenaTenbHOU peakiuu. CooOIeHHEe TaKKe OINMpeAessieTcs] KaK
HEBAJIMIHOE MHAWBUIYAIbHOE COOOIIEHUE O HEXKENaTeNbHOW pPEeaKIiH, eCId COOOIaeTCs, YTOo
HAIMEHT MePeHEC HeXKENaTeNIbHYI0 PEaKIMio, HO HE YKa3aH BUJ HEXKENAaTeIbHOM peakiuy Win He
IIPEICTABICHO  ONHUCAaHUE  TIEPEHECEHHOW  HEXKENaTeNbHOM  peakuuu.  AHaIOTUYHO
UH/MBUyalbHOE COOOILIECHHE O HEXKENATEIbHOM PEaKMK ONpeeNIeTcsl Kak HEBAIMIHOE, €CIH
COACPKUT HMH(POPMAIIMIO TOJBKO 00 HCXOAE W MpH MOCIEeRyIoIeM cOOpe JaHHBIX He
IPEJCTABIACTCA BO3MOXKHBIM MOJYYUTh KIMHUYECKOE 0OOCHOBAHUE HEXENATENbHON Peakluu B
KAauecTBE NMPUYMHBI Pa3BUBILIETOCS HMCXOJA WM NEPBOMCTOYHMKOM HE YKa3aHO HAJIM4YMe Kak
MHUHHMYM BO3MO>KHOM B3aMMOCBSI3U C IPUEMOM JIeKapCTBEHHOro mpenapata. Hampumep, npu
MOJTyYeHUH MH(OPMAIMH O BHE3AIMHOM CMEPTH MallMeHTa, HAXOSIIETOCs Ha JICYCHUH B YCIOBUSIX
CTalmoHapa, HEOOXOIUMO IOTIOJIHEHUE COOOIICHHS MEIUIIMHCKOW OIICHKOH ¢ 00OCHOBaHUEM
OIpeJIeNIeHUs] JAHHOTO COCTOSIHUS KaK UCXOa HeXKEeNaTeIbHOM peakuy JM00 OTHECEHHUS K YUCITY
HEe)XeJaTeNbHbIX sBiIeHUH. [Ipu oleHke cilyyaeB BHE3AIHOW CMEPTH MALMEHTa, MOJIyYaroLIero
TEpanuio ¢ Ha3HAYEHHUEM JIEKAPCTBEHHBIX IPENApaToB, CAEAYET MUCXOIUTh U3 MPEAINOI0KEHUS
HaJINYMsI B3aUMOCBSI3U JAaHHOT'O MCXO/a ¢ JieueHueM. [Ipu oTHeceHnu K 4yucily BalluIHBIX JJAaHHbIE
WH/IMBUyalbHbIE COOOLICHUS O HEXEJATeNbHBIX PEAKIUAX IOAJeKaT He3aMeIIUTEIbHOMY
PENOPTUPOBAHUIO.

408. I[Ipu cbope cooOmieHU O TOM03PEBACMBIX HEXKEIIATEIbHBIX PEAKIUAX UYepe3 CeTh
WuTtepHer winm uudpoBble CpeAcTBa HH(MOPMALUU IO TMOHATHEM «UACHTU(DHUIHUPYEMBII»
MOHUMAETCS BO3MOXKHOCTh IPOBEPKHU CYILIECTBOBAHMS penopTepa (COCTaBUTEINS COOOIIEHUs) U
HaIMeHTa.

409. OtcyTcTBHe KakoW-nO0 uHpopManuu M3 ykazaHHOW B myHKTe 407 HacTOsIIUX
IIpaBun o3HauaeT, YTO Ciydyail CUMTAETCAd HEMOJHBIM M HE MOJUIEKHT MPOLELYpPE CPOUYHOTO
MPEJCTAaBICHUS COOOIICHUS O HEXKENATEIbHOM peaklinu. Y IOJTHOMOYEHHBIE OpPraHbl U JepKaTeln
PETrUCTPAIMOHHBIX YJOCTOBEPEHUH JOJIKHBI MPOSBISATH 0COOYIO TINATEIBHOCTh B paboTe Mo
cOopy HemocTaromei HHPOpPMaIUU B COOOIIEHUSX, ASHCTBHS 110 MOCIEAYIoIeMy cOOpy JaHHbBIX
B COOOIIEHUSAX O HEXKENATENIbHBIX PEAKIMIX MOAIEKaT JOKYMEHTHPOBaHHIO. TeM He MeHee
COOOIICHUSI O HEXKEJIAaTeJIbHBIX PEAKLUUAX, MUHUMaJbHAas WH(POpMAIMS B KOTOPHIX SBISETCA
HEMOJHOHM, CIelyeT perucTpupoBaTh B paMKax CHUCTEMbl (apMakoHag30pa B LEIIX UHX
MCTIOJIb30BAHUS B TEKYIIEH EATEIILHOCTH 110 OLEHKE 0€30MacHOCTH.

[Tpu nosyuyeHNH HEJOCTAIOIIUX B COOOLIEHUAX O HEXeNaTeJIbHON PeaKIMi MUHUMAIbHBIX
JaHHBIX (BKJIOYAsh IIEPECMOTP B3aUMOCBSI3M  HEXKENATEJIbHOM peakUUu C I[PUEMOM
JIEKapCTBEHHOTO Ipenapara) MHIUBHAyalbHOE COOOLIEHME O HEXKENATeNbHON peakuu
OLIEHUBACTCS KaK BaJHMJIHOE M TMOIJICKUT PEHOPTUPOBAHUIO B COOTBETCTBHM C TPEOOBAHHSIMU
Hactosmux [IpaBu.

410. Ecnu otHOM cTOpoHE (YITOJTHOMOYEHHOMY OpTaHy MU JIepKaTeN0 PEruCTPalluOHHOTO
YIOCTOBEPEHUs) CTAaHOBUTCSI M3BECTHO, YTO PEHOPTEP MOI COOOLIUTH O TOA03pEBAEMOM
HEXXEJIaTeNbHOM PeakIUy TaK)Ke U IPYTOi 3aMHTEPECOBAHHON CTOPOHE, TAKOE COOOIICHHE TEM He
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MEHee CJelyeT CUMTaTh BAJTUAHBIM COOOIICHHEM O HEXENaTeIbHOW peaklUd W BKIIOYUTH B
MPOLEAYPY PENOPTUPOBAHUS HWHAMBHAYAIBHBIX COOOIICHHA O HEXKEIATeNbHBIX PEaKIUIX.
NuauBuayanbHOe cOOOIIEHNE O HeXeNaTeIbHOU peakluy TOJKHO BKII0YATh B C€0sI BCIO BAXKHYIO
nH(pOpMaIHI0, HEOOXOTUMYIO NIl OOHAPYKEHUS Ty OIHPYIOIIETO COOOIICHMSI.

411. Ecnu  wumeeTcda  pa3HOIJlacM€  MEXKAY  HCCleloBaTeleM M JIepiKaTelieM
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS WIIM CIOHCOPOM HMCCIIEOBAHUS B OIIEHKE MPUYHUHHO-
CIIEICTBEHHOW CBSI3U MEX]y Ha3HAUCHHEM I10/103PEBAEMOro JIEKAPCTBEHHOIO TMpernapara u
pa3BUTHEM  HEXEJNAaTeJbHOM  peakiuu  MpU  MPOBEIECHUU  IOCTPErHUCTPALMOHHBIX
HEMHTEPBEHIIMOHHBIX HCCIIEIOBaHU, HE CIeIyeT MePeBOUTh Cayyail HexelaTelbHON peakluu
B Ooyiee HU3KYIO 1O CTEMEHU JOCTOBEPHOCTH B3aMMOCBSI3U KaTeropuio. B WHIUBUAYyaIbHOM
COOOIIIEHUH O HEXeJIaTeJbHOM peakuu cJeayeT MpeACTaBUTh MHEHHs HCCienoBaTels u
JIepIKaTeNsi PErUCTPAMOHHOTO YIOCTOBEPEHUS MIIM CIIOHCOPA UCCIIEOBaHUS.

412. BanugHoe COOOIICHHE O HEXENaTeIbHON PEeakluu, MPeCTaBICHHOE TOTPEOUTENEM,
HE CJIelyeT MEepeBOJIUTh B KATETOPHUIO HE CBSI3AHHOIO C MPHEMOM JIEKapCTBEHHOI'O Ipemnapara
HEKeJIaTEJIbHOTO ABJICHUS B CITy4yae, €CJIM METUIIUHCKUM paOOTHUKOM, YKa3aHHBIM ITOTpeOuTeIeEM
JUISL TIONyYEHUsl TOCIenyroeld nHGopMaIuu, He MOATBEPKAACTCS HATWYHE B3aMMOCBS3U. B
WHIUBUAYATbHOM COOOIIEHMHM O HEXeNaTelbHOW peakUuuu CJlelyeT OTpa3uTh MHEHUs
MOTPEOUTENS U MEIUIIMHCKOTO paOOTHUKA B OTHOIICHUU HAIMYUS B3AaMMOCBSI3H B YaCTU OICHKU
B3aMMOCBS3H Pa3IMYHBIMU IEPBOMCTOYHUKAMHU.

413. Ecnmu nMeeTcsl pa3HOIJIacCMe MEXIy PEHopTEPOM M JEpKATeNIeM PErUCTPaliOHHOIO
YAOCTOBEPEHUS UM YIOJTHOMOYEHHBIM OPraHOM B OIIEHKE OTHECEHUS HE)KeIaTeIbHOM peaKinu
K CEepbhE3HOH, HE CIEIyeT MEePEBOJUTh OICHKY HEXeNaTeIbHON peakiuu B 0oyiee HU3KYIO IO
CTETeHU CEPbE3HOCTH.

3. ITocaenyromasi padoTa ¢ COOOLIEHUSIMH O HeKeJIATeJIbHBIX PeaKIUusaxX

414. Eciu B  TeEpBOHAYaJIbHOM  COOOMICHMH  HWHGOpPMAIUMs O  MOJ03PEBAEMBIX
HEXXEJATEeNbHBIX PEaKIUsIX COACPIKUTCS HENOJHAs, CIeAyeT MPOBOJUTH MOCIEAYIONUIYI0 padoTy,
YTOOBl MOJYYUTH JOMOJHUTENBbHYI0O MOIPOOHYI0 HH(OpPMAIHIO, MOMUMO MHUHHUMAaJIbHOU
TpeOyeMoii, SBISIONIYIOCS BaXKHOH A1 HAYYHOH OLIEHKM CIIy4aeB Pa3BUTHs HEXKEIATeNbHBIX
peaknuii. BeimosiHeHHe NaHHOW paOOTHI SBISETCS BAXKHBIM 1T MOHUTOPHPYEMBIX SIBICHHI
0c0o00r0 MHTEpECa, CIIy4aeB BO3CHCTBHS JICKAPCTBEHHOTO Mpemnapara B Iepuoj 0epeMeHHOCTH,
CIly4aeB CMEPTH MallME€HTOB, CIIy4aeB, MPEANOJaralolinX BhISIBICHNE HOBOTO PUCKA MM HOBBIX
aCTIeKTOB XapaKTEPUCTHKH M3BECTHOTO pucka. JIeWCTBHUS MO mocieayioneMy cOopy JaHHBIX B
COOOIIEHUSX O  HEXeNaTeIbHBIX  peakUusX ¢  T[OJyYeHHble  JaHHbIE  IOJJIeKaT
JTOKYMEHTHUPOBAHUIO.

415. Ilpu OTCYTCTBUHU B COOOIICHUH O HEXENAaTeIbHON peakiuu HHGOPMAIK O BO3pacTe
MalMeHTa CleAyeT NPEIANpPUHATh MEphl M0 MOJIYYEHHIO 3TOW HMH(OpMAIMH HIM JaHHBIX O
BO3PACTHOM TPYIITIE B CBSI3U ¢ 0COO0 BaKHOCTBIO 3TON MH(OPMAITUH I OIEHKH 0€30MacHOCTH
B OCOGBIX BO3PACTHBIX I'PpYyIIax, BKIOYAd IEAUATPUICCKUX U MMOKUJIIBIX MTAI[UCHTOB.

416. IlpumeHsieMble METOJBI MOCIEIYIOMEro cOopa MaHHBIX O HEXKEIaTeIHbHOW peaKIuu
ClIelyeT HalEeNUTh Ha ONTHMHU3AIMI0 cOopa Hemocratomed uHpopmauuu. I[lo Bo3MOXKHOCTH
clieyeT MoJyyaTh MUCbMEHHOE MOATBEPKICHUE CBECHUN, MPEACTaBIEHHBIX B YCTHOU (hopMme.
OTy CTaHJIAPTHYIO JIEATEIBHOCTH M0 (papMaKOHAIA30py CIIEAYET OCYLIECTBISATh C MPUMEHECHHEM
Mep, MOOMIPSIONINX MMEPBOMCTOYHUK (peropTepa) MpeCTaBIsATh HOBYIO HH(OPMAIHIO, BAXKHYIO
JUIE HAyYHOM OILIGHKHM pPErNopTUPYEMOro Bompoca Oe3omacHOCTH. VIcronb30BaHHE ILEIEBBIX
OTPOCHUKOB Il cOOpa JOTMOJHUTEIBHONW BaXHON HHGOPMAIMKM O HEXEJIAaTeTbHON pPEaKIuu
MO3BOJISICT MEPBOMCTOUYHUKY HM30€XaTh HEOOXOAWMOCTH AyOIUpPOBATh paHee MpEeACTaBICHHBIC
JaHHbIE, 00JIerYaeT 3aroJHEHHE U CIIOCOOCTBYET ONTUMU3AINY COOMPAEMBIX BaXKHBIX JJIs1 OLIEHKU
nanablx. Crnenyer pa3paboTarh 1eNeBbIe ONPOCHUKM B (opme, CrmocoOCTByrOImIEH
MaKCHMaJbHOMY OOJIETYCHUIO 3alOJHEHHs (HampHUMep, C MCIOJIb30BAHUEM MPEea3aroIHEHHbIX
noJieit), a Takke 00ecreuynBaTh MEPEBOJ] OMPOCHUKOB HA SI3BIKU TOCYIaPCTB-YJICHOB.

417. Ecniu uHopManus O MpearosaraéMol HEXKeJaTeIbHONH pPEeakIuu, TOoJy4YeHHAs
HCMMOCPCACTBCHHO OT IMMAallUCHTA WJIA HOTpCGHTGHH, ABJISACTCA HCHOHHOﬁ, CJICAyCT MPCAPUHATD
MOMBITKA TOJIYYUTh COIJIaCH€ Ha TPEJCTaBICHHUE JOIMOJHUTENbHOH UHbOpMaluu Yy
MEIULUHCKOT0 pabOTHUKA, KOTOPHIM MOKET OBITh MPECTABICHA JOMOJHUTEIbHAST HH(OPMAIIHS
[0 HEeXeJaTeNbHON peakiuu. Ecaum MeaunuHCKUMT paOOTHHK MOATBEpAUS (MOJHOCTHIO WU
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YaCTUYHO) TIPEICTABIICHHBIN CITy4yail HeXXeJlaTeIbHOW peaKIiu, CJIeAyeT TOYHO OTPA3UTh IaHHYIO
uH(OpPMALIMIO B WHIMBUIYaTbHOM COOOIIEHWH O HEXKEIaTeNbHONH peakiuu. B ciydae
MOCJICYIONIETO TOJHOTO JIMOO YAaCTHYHOTO TOATBEPKICHUS HEXKEIATEIbHOW peaKIuu Co
CTOPOHBI MEIUIIMHCKOTO PAOOTHHUKA B MHIUBHIyaIbHOM COOOIIEHUH O HEXKEIATebHON peakinuu
JIeTaeTCsl OTMETKA O MEUIIMHCKOM TIOJITBEPKACHUH JTAHHOTO CITydas.

418. B OTHOIIIEHNH T0/1I03PEBAEMbIX HEKENATEIbHBIX PEAKIIUN, CBA3aHHBIX C IPUMEHEHHEM
JIEKApCTBEHHOTO MperapaTa OMOJIOTUIECKOT0 MPOUCXOKIEHHUS, 0COOYIO0 BAXKHOCTh UMEET TOUHAS
uHpopmanus 00 HU3rOTOBUTENC COOTBETCTBYIOIIETO JIEKApPCTBEHHOTO mpemnapara. llostomy
cleyeT MPUHUMATh BCEe HAICXKAIIME MEPHI SISl TOYHOTO YKa3aHWs TOPTOBOIO0 HAMMEHOBAHUS 1
HOMEpa CepHH JICKapCTBEHHOTO TMpernapara OWOJIOrMYecKOTO MPOUCXOXKACHHs. B ciydae
HEBO3MOKHOCTH TOYHON HMICHTH(PUKAIMH CEPUHU TOJI03PEBAEMOI0 JIEKaPCTBEHHOIO Ipemnapara
OHMOJIOTUYECKOTO MPOUCXOXKICHHS B OMUCAHUM CIIy4ast HEXKeJIaTeNbHON PeakIy B MEPBUYHOM
WHJIMBHIYaTbHOM COOOIICHHUH CIICyEeT BKIIOYAaTh COOTBETCTBYIOIIEE YKa3aHUE O HAIIPABICHHOM
3anpoce. BrinonHeHne 3amnpoca pernoprepa OTHOCUTENEHO UACHTU(DUKAIIMOHHBIX TAHHBIX O CEPUU
MOJ03PEBAEMOT0  JICKAPCTBEHHOTO TIpernapara OMOJOTHYECKOTO TIPOUCXOXKICHUS SBIISETCS
00s13aTENILHBIM.

419. B omnpeneneHHBIX ClydasX, KOTJla HE MPEICTABISETCS BO3MOXKHBIM BBIIOJHUTH
MOCIEAYIOmUud cOop HHPOpPMAIIMM O HEXKEIATEIIbHONH pPEaKIWH B CBS3M C aHOHHMMHOCTBIO
peropTrepa B COOTBETCTBUM C 3aKOHOAATEIIBCTBOM TOCYJIapCTB-WICHOB B OOJACTH 3aIllUTHI
MEePCOHANBHBIX JAHHBIX (HAlpUMeEp, B Cllydae MPEJCTABICHUS COOOMICHUS O MEIMIIMHCKOU
omuOKe C HaHECEHHWEeM YyiiepOa >KM3HU WM 370POBBIO TAIMEHTAa W HEXKEJIaHUsS pernopTepa
pacKpblBaTh JIMYHBIC JIaHHBIE), COOOIICHHWE MOHKHO pacCMaTpUBATHCA KaK BAIHIHOE IS
pPENOPTUPOBAHUS, €CIIM OPTaHU3AIUSI PETOpTEPa CIIOCOOHA MOATBEPAUTH COOOIIEHNE HATIPSIMYIO
C pemopTepoM U COONIONAIOTCS OCTANBbHBIE KPUTEPUH BATHIHOCTH COOOIIEHUS O HAIHMYUU
MUHHMAJIBHOU WH(OpMAITUH.

4. YnpasJiieHue JaHHBIMHA

420. Cneqyer XpaHUTh COOOIIGHHSI O TIOJI03PEBAEMBIX HEXKENATEIBbHBIX pEakIHsIX Ha
OyMaXHBIX HOCHUTENSX, B BUJE JJCKTPOHHBIX JOKYMEHTOB, U 00pamiaThCs ¢ HUMH TaKUM JKe
o0pa3oM, Kak U C APYTMMU MEIUIMHCKUMU 3alHUCSIMH (BKJIIOYasl BHIMOJIHEHHE TPeOOBaHUN MO
o0ecrieyeHr0 KOH(DHIEHIIMATBHOCTH B OTHOIIEHUH HACHTUDUIIUPYEMOCTH TAIUEHTOB U
pPEnopTepoB), B COOTBETCTBUHU C TPEOOBAHUSAMU 3aKOHOJATENILCTBA TOCYJAPCTB-WIEHOB B 001aCTH
3alUThl TEPCOHANBHBIX JaHHBIX. CleqyeT XpaHUTh B TalHE ©  3alIUIICHHBIMH  OT
HEaBTOPU30BAHHOTO JOCTyNa UIACHTU(DHUIMPYEMbIE MEPCOHANbHBIE CBEJIEHUS O COCTABIISIOIIMX
OTYETHl CIEIHMATUCTaX CHCTEMBI 3JIpaBooXxpaHeHUs: (pemopTepax). OOMEH MaHHBIMH MEXIY
JepKaTeNs M PErUCTPALlMOHHBIX YJIOCTOBEPEHHM U YHNOJHOMOYEHHBIMH OpraHaMH B 4YacTu
MEePCOHANBHBIX JAHHBIX TAIMEHTOB W PEMOPTEPOB JIOJDKEH OBITh OPraHW30BaH C Y4YETOM
TpeOOoBaHUI 3aKOHOIATENbCTBA FOCYAAPCTB-UICHOB B 00JIACTH 3aIIUTHI IEPCOHATIBHBIX TaHHBIX.

421. Y100l  OO€creunTh COXPAaHHOCTb M KOH(PHUICHIHMAIBHOCTh  JAHHBIX IO
(dhapmMakoHaI30py, ClIeayeT OO0ECHeYUTh CTPOTHH KOHTPOJIb JOCTyINa K JOKYMEHTaM W 0a3am
JAHHBIX WU TMPEJOCTaBUTH MPaBO JOCTyNa TOJIBKO YIOJHOMOYEHHOMY MEPCOHATY CHCTEMbI
dbapmakoHag3opa. YKazaHHOe TpeOoBaHME K  oOOecredYeHHi0 Oe30MacHOCTH  JaHHBIX
pacmpoCTpaHseTCs Ha BCE ITaIlbl MPOXOXKACHUS W O0palleHUs JaHHBIX. B CBS3U ¢ 3TUM clienyer
peain3oBaTh MPOLEAYpbl oOecreueHuss OE30MaCHOCTH W COXPAHHOCTH JaHHBIX BO BpeMs
nepenavyn JaHHBIX.

422. Ecnu mepefiava JaHHBIX MO (DapMaKOHAI30py MPOUCXOJUT B MpEEIax OpraHu3aIiuu
WIM MEXIYy OpraHu3allksMH, CJIEIyeT MPUMEHSTh TaKOW MEXaHW3M, MPU KOTOPOM HMEETCs
MOATBEPKJIEHUE TOT0, UTO BCE YBEIOMIICHHUS MOTy4YeHbl. B TaHHOM cilydae cienyeT o0ecneunThb
nporecc NOATBEPKICHUS U (MITN) CBEPKH WH(OPMAIIHH.

423. YoTHOMOYEHHBIC JHIa 1Mo (hapMaKOHAI30py MOJDKHBI MMETh JOCTYI K JTaHHBIM,
XPAHSIIUMCS B 3JIEKTPOHHOM BHUJIE, B PEKUME PEaTbHOTO BPEMEHHU.

424. Ilpouenypa BBOJa JaHHBIX C UCIOJIB30BAaHUEM CHEIUATBHOW TEPMHUHOJIOTUU JOJKHA
MOHHUTOPHPOBATHCS W OBITH BATUAMNPOBAHHOW IMyTEM BBHITIOJHEHHUS ayJuTa MO OOECIEUEHUIO
KayecTBa CHUCTEMAaTHYeCKH JIMOO TOCPEICTBOM MPOBEACHHUS MEPUOAMUYECKON BBHIOOPOUHON
omenku. Ilepconan momkeH OBITh MPOMHCTPYKTHUPOBAH O TPOIEAype BBOAA JAHHBIX C
UCIIOJIb30BAaHUEM  CHEHATbHOM  TEPMHUHOJOTHH, KBaIM(HUKAIUS TMepcoHala  JIOJDKHA
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nepuoandecku MoATrBepxkaarbesa. CooOIIeHHsT 0 HEXeNaTeIbHBIX PeaklUMsX, MOTyYeHHbIE OT
MEePBOUCTOYHUKA (pemopTepa), ciemayeT oO0pabaThiBaTh HEMpenB3sATO, 03 W3MEHEHUs
nH(popMaluy, BO BpeMs BBOJAA JaHHBIX WM NEpeauyd AJIEKTPOHHBIX JaHHBIX CleqyeT u30erarb
nobasneHust win yaaineHus uHpopmaruu. CooOLIeHns TO0KHBI BKIIOYAaTh B ceOsl TOCIOBHBIH
TEKCT, UCIIOJIb3YEMbI B IEPBOUCTOUYHHMKE, UM €r0 TOYHBIMA nepeBo. VICXOIHBINA TEKCT CleayeT
M3II0KUTH C UCTIOJIb30BAHUEM COOTBETCTBYIONICH TepMUHOIOTHH. /)1 0OecTieueHus IeT0CTHOCTH
nH(pOpMaLIUY MIPU KOJWPOBAHUU TEKCTa COOOIICHUS CIEeAyeT MCMOJIb30BaTh TEPMUHOJIOTHUIO HA
SI3BIKE TOCYAApPCTBA-YJIEHA UM TOYHBIN IEPEBOJ HA AHTJIMUCKUN A3BIK.

425.Tlpu XpaHEHWW JaHHBIX B DJICKTPOHHOM BHJIE JOJDKHA OOECIeYruBaThCS
MPOCIIEKUBAEMOCTh («ayIUTOPCKHA CIe») BCEX BBEACHHBIX HIIM M3MEHEHHBIX TAHHBIX, B TOM
YHUCJIE CBEIECHMS O JaTaX M MCTOYHMKAX IMOJYYEHHBIX JaHHBIX, a TAKXKE O Jarax U MecTax, B
KOTOpBbIE 3TU JaHHbIE MEPEAAIOTCH.

426. Ilpu BBOJE MaHHBIX U (HOPMUPOBAHUH CBOJHBIX OTUYETOB HEOOXOIWMO MPOBOIAUTH
NpoOBEpKYy ©0a3bl JNaHHBIX Ui OOHApyXeHUs U OOpabOTKHM AyONUPYIOIIUX COOOIIECHHH O
HEXKEIaTeNIbHBIX PEAKIUSAX.

5. Ynpas/ieHue ka4ecTBOM

427. YIOJJTHOMOYEHHBIM OpraHaM | Jep)KaTelsiM PETrUCTPALlMOHHBIX YIOCTOBEPEHHI
cienyer pa3paboTaTh M BHEAPUTH CHCTEMY YIpABJICHUS KadecTBOM, YTOOBI rapaHTHPOBATH
COOTBETCTBHE CHUCTEMBI (papmMakoHaa30pa HEOOXOAMMBIM CTaHJapTaM KaydecTBa Ha Kaxaou
craguu paboThl ¢ COOOLICHUSMHU O HEXKEJATEeNbHBIX peaklusX (HampuMmep, Ha CTagusx coopa
JAHHBIX, TIepefauyn JaHHBIX, YIIPABICHUH JaHHBIMH, KOJUPOBAHUU U apXUBUPOBAHUU JaHHBIX,
BAIMJAIMM  CIIy4as, OLIEHKE Cly4yas, I[OJyYeHHUH TMOocieaylomed HHPOpMaluu, IpH
MPE/ICTaBICHUH MHIMBUIYAJbHBIX COOOIICHUN O HEXENaTeNlbHbIX PEaKUusX U apXUBHUPOBAHUU
ciyyas).

428. IlpaBuiabHOCTh BBEIEHUS HWHGPOPMAIMH, BKJIIOYAs COOTBETCTBHE HCIIOIB3YyEMOM
TEPMUHOJIOTHH, TOJIC)KUT KOHTPOJIIO KA4eCTBa, BBHIMOJIHAEMOMY HA CHCTEMaTHYECKOH OCHOBE
WM C UCTIOJIb30BaHUEM MPHUHIINIIA PETYISIPHOM OLIEHKH MPOU3BOJIbHOM BhIOOPKU. COOTBETCTBHE
COXPAHEHHBIX JaHHBIX HCXOJHBIM COOOIICHUSM M COOOILEHUSIM, COAEpKaIUM HH(POPMAIUIO O
MOCIIEAYIONIEH OLIEHKE, CIIelyeT MPOBEPATH C MOMOIIIBIO MPOIEAYyp KOHTPOJISI KauecTBa, KOTOphIE
JeNal0T BO3MOXKHOW BAJIMALIMIO COXPAHEHHBIX JAHHBIX IOCPEJICTBOM COINOCTABICHUS C
UCXOJHBIMU JTaHHBIMHM WJIM MX M300paKeHUsIMU. B CBSI3M € ATUM clieyeT UMeTh NOCTOSHHBIN
JIOCTYIl K JaHHBIM IE€PBOMCTOYHMKA (HAampuUMep, K MHCbMaM, COOOIICHHUSM, MOJYYEHHBIM
(mepemaHHBIM) TIO JIEKTPOHHOM TOYTe, 3amucsaM TelaehOHHBIX Pa3rOBOPOB, KOTOPHIC COACpPIKAT
MOJPOOHBIE CBEICHUS O HEXKENATeNbHOW peakUuu) WIK U300paKEHUSIM JaHHBIX HCTOYHHMKA B
BHJIE TpaduiecKux (aiios.

429. IlucbMeHHbIE CTaHAAPTHBIC OIEPALMOHHBIE TMPOLEAYPHl JODKHBI TapaHTUPOBATh
YeTKOEe pacmpeesieHne pojielt u 00s13aHHOCTEH, ICHOCTh MTOCTABJIEHHBIX 3a/1a4 JJIsl BCEX CTOPOH,
YYacTBYIOLIMX B pabore ¢ uHpopManued O HeXeNaTeNbHbIX peakuusax. J{omkHO ObITh
pa3paboTaHO U BHEAPEHO MOJIOKEHUE O HaJJIeXkKallleM KOHTpOoJIe KayecTBa U MPH HEOOXOIUMOCTH
00 W3MEHEHMHM CHCTEMBl KauecTBa CHCTEeMbl (QapmakoHan3opa. JlanHoe TpeOoBaHUE
pacrnpocTpaHseTcsl Ha JESTEIbHOCTh, OCYIIECTBICHHE KOTOPOM MPOU3BOAUTCA MO KOHTPAKTY C
TPETbUMHU CTOPOHAMH, IUCbMEHHBIE CTAHAAPTHBIE OTIEPAIMOHHBIE MPOLIEAYPHI KOTOPBIX CIEAyeT
MIPOBEPSATH, YTOOBI YJIOCTOBEPUTHCS, YTO TaKHE MPOLETYpPbl SBISIOTCS COOTBETCTBYIOIIMMHU U
OTBEYAIOT MPUMEHSeMbIM TpeboBanusM [IpaBui.

430. HeoOxomuMoO  TIPOBOJUTH  HajjIekamiee  OOydeHHWE  TEepCcoHaja,  KOTOPBIM
HETOCPEJCTBEHHO OCYIIECTBIISIET JAEATENIbHOCTh O (hapMaKkoHAI30py, a TaKkKe IepcoHana,
KOTOPBIA 3aHMMAETCS MOJYyYCHUEM WU 00paboTKOW COOOIIeHUH 0 0e30macHOCTH (Harpumep,
NepcoHaja TMOoApa3AeieHU IO KJIMHUYECKOH pa3pa0oTke, MpomaxaMm, MEIMIIMHCKOM
nH(popManuu, OPUINIECKONU paboTe, KOHTPOJIIO Ka4eCTBa), B YaCTH 00yUYEHUS MpoIeaypaM coopa
U nepenadyr MHQGOpMaIuM 0 HEXETaTeNbHbIX peakuusaxX (SBIEHUSIX) B oTAen (papMakoHaa3opa B
COOTBETCTBUM C BHYTPEHHEHW IOJIUTUKON JeprKaTelis PEerucTPallMOHHOTO YAOCTOBEpEHUs U
IpoIelypaMH CUCTEMbI KauecTBa CUCTeMbl (papmakoHan3zopa. O0yueHne AOIKHO MPOBOIUTHCS
[0 COOTBETCTBYIOIIMM pa3zeniaM mnpaBa Coro3a, 3aKOHO/IaTeNbCTBAa TOCYIapCTB-UICHOB B cdepe
(dapMakoHaa30pa U METOAMYECKUM JOKYMEHTaM B JaHHOH cdepe, a Takxke BKIOYATh B ceOs
crienuagbHoe o0ydeHue mo oopadboTke coolmieHuit o 6e3omacHocTH. [lepconan, B 00s13aHHOCTH
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KOTOPOTO BXOJHT BBEJICHHE JaHHBIX, IOJDKEH OBITh OOYYEH COOTBETCTBYIOIIUM CTaHJIApTaM H
TEPMUHOJIOTUHU.

6. OcoOble cuTyauuu

IIpuMeHeHNe TeKaPCTBEHHBIX NPENapaToB BO BpeMs 6epeMeHHOCTH WM KOPMJICHHUS
TPyAbIO

bepemeHHoOCTH

431. Cnenyer oOecrieuynuTh TMOCIEIYIONIEE OTCICKHBAHUE CIy4aeB, Korja SMOPHOH WU
IUTO/I MOT TIOJIBEPraThCsl BO3JCHCTBUIO JIEKAPCTBEHHBIX MpenapaToB (IOCPEICTBOM BO3ACHCTBUS
JIEKapCTBEHHOT'O Tperapara Ha MaTh JIMOO Mepeaun JeKapCTBEHHOTO Mpernapara yepe3 crepmy
mocjae BO3ACUCTBUS Ha OTHA), YTOObI coOparh HMH(popManuio 00 Hcxoae OCpeMEHHOCTH H
BO3MO>XHOM BJIMSIHHM JIEKAPCTBEHHOI'O IperapaTra Ha pa3BuTue pedenka. Ecnu neiicTByrolee
BEIIECTBO (MM | U3 ero MeTaboIUTOB) UMEET JUTUTEIbHBII MEPUO/I MTOTYBBIBECHHUS, 3TO CIEAYET
MPUHUMATh BO BHUMaHUE MPU OLIEHKE BO3MOKHOCTH BO3JEMCTBHSI JIEKapCTBEHHOTO Mpernapara Ha
SMOPHOH HJIH IJIOJT Ye€pe3 MaTh WM OTIa, B CIIy4ae ey JIEKApCTBEHHBIN MpenapaT MPUHUMAJICS
710 3a4aTHsl.

432. Cnenyer o0ecrieunTh HaTMYUe MAaKCUMAIIbHO MTOIPOOHBIX CBEJEHUIN B COOOIICHUSIX O
BO3/ICHCTBUU JIEKAPCTBEHHBIX MPENapaToB Ha OPraHrW3M MaTepu U IJI0/1a BO BpeMs OepeMEHHOCTH
B LIEJISIX MPOBEACHUS OLIEHKU MPHUYMHHO-CIEIACTBEHHON CBs3U. JIJIsl OLIEHKH TaKuX COOOIIEHHI
MOTYT OBITh pa3paboTaHbl U UCTIOIb30BAHbl CTAHAPTHHIE OMTPOCHUKH.

433. OTaenbHble CIy4yau C HEKEJIATEJbHBIM HCXOJIOM, CBSI3bIBAEMBIE C BO3JIEHCTBHEM
JIEKapCTBEHHOI'0 IMpernapaTa BO BpeMs OEpeMEHHOCTH, KiIacCU(PUIUPYIOTCS KaK Cepbe3HbIe
HEXXeJaTeNbHbIe PEeaKLUu, KOTOPbIe MOJUIekKAT CPOYHOMY PEIMOPTHPOBAHUIO B COOTBETCTBUU C
TpeboBanusiMu Hactosauwmx [Ipasui. TakoMmy penopTHpPOBaHUIO MOJIEKAT COOOIICHHUS O:

a) BpPOXKJICHHBIX aHOMAJIMSIX MJIM OTCTaBaHUU B Pa3BUTHHU Yy IUIOAA WK PeOCHKa,

0) cMepTH 11012 ¥ CAMOTIPOU3BOJIBHOM a00pTeE;

B) IOI03PEBAEMBIX ~ HEXKENATEeJIbHBIX  PEAKUUAX y  HOBOPOXKICHHOTO,  KOTOpbIE
KJIacCU(UIUPYIOTCS KaK CEphE3HbIE.

434. He moanexaT CPOYHOMY PENOPTUPOBAHUIO COOOIICHUS O CIy4asx HpepbIBaHUS
O6epemeHHOCTH 0Oe3 ykazaHUs MH(OpMAaLMM O HATUYMHM WIK OTCYTCTBUU BPOXKJIEHHOTO MOpPOKa
Pa3BUTHSL, COOOIIECHUS O BO3/ICHCTBHIH JIEKAPCTBEHHOTO MpernapaTa Ha TedeHne 0epeMeHHOCTH 0e3
JaHHBIX 00 MCXOJle WM COOOIIEHHUS, B KOTOPBIX COAEPNKUTCS HHPOpPMAIHMS O HOPMAIbHOM
UCX0JIe, TOCKOJIbKY B HUX HE COAEPIKUTCS OJJHO3HAYHOTO yKa3aHHs Ha HAIWYHE I0J03PeBaEMOM
HexKenaTeslbHON peakuuu. OgHAKO JaHHBIE COOOIICHUS CleqyeT o0paldaThiBaTh Tak K€, KaK U
JpyTue COOOLICHUS O HeXENIaTeIbHBIX PEaKkusaX, ¢ MPEICTaBICHUEM OLEHKU B MEPHUOIHUYECKOM
OOHOBJISIEMOM OTYETE MO 0€30MaCHOCTH.

435. B onpeieneHHBIX CIy4asX Bce COOOIIEHUS 0 BO3ACHCTBUY JIEKAPCTBEHHOT0 IIpenapaTa
Ha OpraHu3M MaTepud U IUI0Jla BO BpeMs OEpeMEHHOCTH MOTYT MOJJIeKaTh CPOUYHOMY
penoptupoBanuio. J[anHoe TpeGOoBaHNWE MOXKET OBITh YCIOBHEM PETUCTPAIMH JIEKAPCTBEHHOTO
mpernapaTa WIM MOXET OBbITh BKJIIOYEHO B IUIaH YIIPAaBJICHUS PUCKAMHU M, KaK IPaBUIIO,
00yCJIOBJICHO HAMYMEM IPOTHBONOKA3aHMS 0 NMPUMEHEHUIO JIEKApCTBEHHOTO IpemnapaTra BO
BpeMsi OEpEeMEHHOCTH WM €ro BBIPAKEHHOM TEpPaTOreHHOCTbIO U  HEOOXOAMMOCTHIO
0053aTENBHOrO  TIIATENBHOTO IOCJIEAYIOUIET0O MOHUTOPHHIa O€30MacHOCTH (HampuMep, B
OTHOIICHUHU TAIUJIOMHJIA, U30TPETUHOWHA U MOJOOHBIX HM).

436. Cnenyer He3aMEUIUTENBHO YBEAOMIISITH YIOJHOMOYEHHBIE OpraHbl TOCYAapCTB-
YICHOB O BBISBIICHWHM CHTHajJa O BO3MOXXHOM TepaTOreHHOM 3¢ dekte (Hampumep, CHTHajaa o
IpyIIe CXOIHBIX AaHOMAJIBHBIX NCX0/10B OEPEMEHHOCTH).

KopMmienue rpyabro

437. Cnenyer coo0maTh O TOJO3PEBACMBIX HEXKEJIATENBHBIX PEAKIHAX, KOTOpbIE
BO3HHMKAIOT Y MJIQJICHIIEB TIOCJIC BO3JCHCTBHSA HA MX OPTaHW3M JEKAPCTBEHHOTO IIperapara c
IPYJIHBIM MOJIOKOM.
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Hcnonb3oBaHne JeKapCTBEHHOI0 NpenaparTa B eAUATPUHU U Y MOKUJIbIX JIIO1ei

438. Cnenyer npeanprHATh BCE BOZMOXKHBIE MEPHI /111 YCTAaHOBJICHUS U yKa3aHUs BO3pacTa
WM BO3PACTHOM TPYyMIbI MAIMEHTOB (€CIHM O Cly4yae HEeXeIaTelIbHOTO BO3JEHCTBHUS COOOIIAeT
CIECLUANINUCT CUCTEMbI 3[PABOOXPAHEHMs, MALMEHT WM TOTPeOUTENb, HE SABISIONIMKACS
MAlUEeHTOM), YTOObl HMMEThb BO3MOXXHOCTh YCTAHOBUTH IOTEHIMAIbHbIE CHUTHAJIBl IO
0e30macHOCTH, crieln(UIHbIC 1151 ONIPEICIEHHONW BO3PACTHOM IPYIIIbl HACEICHUSI.

439. Ecnu npuMEHEHHWE JIEKapCTBEHHOTO IIperapara pacnpoCTPaHEHO CpeAau TpyImn
NAIMeHTOB, HE BKIIOYCHHBIX B OJOOPEHHYIO OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO
mpemnapaTta, BaXXHO, YTOOBI YINOJHOMOYEHHBIE OpraHbl M JAepkKaTelud pPerucTparoHHbIX
YIOCTOBEPEHHI OCYIIECTBIISUIA MOHUTOPHUHT JTFOOBIX OCIEAYIOIUX MPOOIeM 0 Oe30MacHOCTH U
MIPUHUMAJIU COOTBETCTBYIOIINE MEPHI IO paboTe ¢ CUTHAIAMH 00 ATUX mpoodsemax. Jlepkarensim
PETUCTPAIIMOHHBIX  YAOCTOBEPEHUH W  YIOJIHOMOYEHHBIM OpraHaM CJeayeT MOOMIPSThH
CHEIHMAIMCTOB CHUCTEMbI 3/IPaBOOXPAHEHUS! COCTABISATh U MPEACTABIATH COOOIIEHHS] O BCEX
MI0JI03PEBAEMBIX HEXKETIATEeIbHBIX PEAKIHIX, 1aXKe €CIIU ATH PEaKIIMA UMEIOT MECTO CPEIH Py
HACEJICHHUs, HE BKIIIOUEHHBIX B 0100peHHYI0 00JacTh MPUMEHEHUS JIEKapCTBEHHOrO Mpernapara
COTJIACHO ero oOuIel XapaKTepUCTHKE JIEKApCTBEHHOT'O Mpenapara.

Coo01meHus o nepero3upoBKe, 3J10yNOTPeOJIeHUH M HENPABWIbHOM NPUMEHEHUH
JIEKAPCTBEHHOI0 Mpenapara, a Tak:ke 00 ou0Kax NpuMeHeHUs1 UJIH BO3/1eiiCTBUM
JIEKAPCTBEHHOI'0 Mpenapara, CBSI3aHHOM ¢ NPOo(ecCHOHAILHOM e TeJIbHOCTHI0

440. B ciydae eciu TEpeAO3UPOBKaA, 3JI0yHNOTpeOJieHHE, HENMpaBUIbHOE NPUMEHEHUE,
MEIMIIMHCKAs OlIMOKa WM BO3ACHCTBHE JIEKApCTBEHHOIO TIperapara, CBSI3aHHbBIE C
npoeCCHOHATBHON JIEATENbHOCTBIO, HE MPHUBEIM K PAa3BUTHIO HEXKETATEIbHOM peakiud,
CBEJICHUSI O HMX HE MOJJIEKAT CPOUYHOMY PENOPTHPOBAHHUIO. DTH JaHHBIE CIEAYeT BHOCUTH B
COOTBETCTBYIOLIUI NMEPUOTUUYESCKUN OOHOBIEMBIN OTYET 10 OE30MAaCHOCTH U TUIAH YIpPaBJICHUS
puckamu (ecnu mpuMeHUMO). Ecim Takue cooOmmeHus coaepikaT JaHHble O Oe30IacHOCTH,
BJIMSIOIIME HAa COOTHOIICHHE «II0JIb3a — PUCK» JIEKAPCTBEHHOrO Ipernapara, O HHUX CIEAyeT
YBEAOMJISITh YIOJTHOMOUYEHHBIE OpPraHbl rOCyAapCTB-WJIEHOB B COOTBETCTBUU C TpeOOBaHUSIMU
Hactosmux [IpaBmi. HeoOxomuMo BBIIONHEHUE O00S3aTENBHOTO MOCIEAYIOMmEero cbopa
JIOTIOTHUTEIBHON HH(DOPMALIUY B 1EJIAX MOTYyUYEHUS MOJHBIX JaHHBIX B OTHOUIEHUH CUMIITOMOB,
HAaMMEHOBAHMN TOJJ03PEBAaEMbIX JIEKAPCTBEHHBIX MpENapaToB, MCXOJOB, THIIA HECOOTBETCTBHS
(Hanpumep, OMMOKK TPONMUCHIBAHMS, HA3HAYCHUS, OTITYCKa, JO3MPOBKH, HEOJOOPEHHOTO
MOKa3aHMs K MPUMEHEHHIO U UHBIX).

OTtcyrcTBHE TepaneBTHYECKOH 3(P(PeKTUBHOCTH

441. Caenyer  perucTpupoBaTh  COOOIIEHHS 00  OTCYTCTBHM  TEPareBTHYECKOU
3((PEKTUBHOCTH ¥ BBHIMOJIHATH TMOCIEAYIONIYI0 paboTy MO MOJYYCHHIO MOTHOW HHGOpMAIIUH.
JlaHHBIE COOOIEHUS, KaK MPaBUIIO, HE MOAJIEKAT CPOUHOMY PETIOPTUPOBAHHIO U BKIIIOYAIOTCS B
OLICHKY JTaHHBIX B MEpUOJIUYECKU OOHOBIIAEMBI OT4eT mo Oe3omacHocTd. B ompeneneHHbIX
ClTydasix MOXeT MOTpeOOBaThCS MPEICTaBICHHE COOOIIEHUH 00 OTCYTCTBHHM TEPaNeBTHUYECKOU
a¢dexTuBHOCTH B TeueHue 15 kameHmapHbIx aAHEW. K TakuM ciaydasM OTHOCSTCSI OTCYTCTBHE
TepaneBTHUeCKO 3()(PEeKTUBHOCTH TpU NPUMEHEHHH IMOJI03PEBAEMOI0 JIEKAPCTBEHHOTO
npernaparta Juis JiedeHust 3a00JIeBaHUM, PECTABIAIONIUX YIPO3y KU3HU (BKIIIOYAs yIpoXKarolne
KHU3HU MHPEKIIMOHHBIE 3a00JI€BaHNs, BBI3BAHHBIE UyBCTBUTEIBHBIMH MUKPOOPTaHU3MaMH JHO0
COIMPOBOXAAIOIINECS TOSIBJIEHHEM HOBOTO YCTOMYMBOIO IITaMMa MHUKPOOPTraHU3Ma, paHee
CUMTABILETrOCS BOCHPUUMYHMBBIM), a TaKXKe €ClIM IOA03PEBACMBbIMU  JIEKAPCTBEHHBIMU
npernapaTamMy SBJISIOTCS BaKIMHBI U KOHTpalenTuBbl. VckirodeHne w3 JaHHOTO TpeOoBaHUs
OyAyT COCTaBIATH CIy4ad, KOTAAa PEIoOpTEpOM CAENaHO OTAENbHOE yKa3aHWe, YTO HCXOH Y
ManuenTa ObLT 00YCIIOBJICH MPOTPECCHPOBaHUEM 3a00JIEBaHMS U HE ObLT CBSA3aH C HEJIOCTATOYHOM
TepaneBTHUECKOW  3((EeKTUBHOCTBIO  JIGKAPCTBEHHOro  mpemapara. He — momexar
PENOPTUPOBAHUIO TAKXKE CIydyau TeparneBTHUecKod Hed(()EeKTHUBHOCTH, BHISIBICHHBIE B paMKax
MIPOBE/ICHUS] HEMHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOTO HCCae0BaHUs YPPEKTUBHOCTH KaK
COCTaBJISIOLINE OCHOBHBIE KOHEUHbIE TOUKH JIaHHOTO BH/1a UCCIIEIOBAHUIA.
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442. Tlpu BBISBIEHWUU TeparneBTHUYECKOW HEd((HEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB
IIpU TMPOBEICHUHM AaHTUOMOTHKOTEPANUM HE TpeOyeTcsl MpeACTaBICHUE COOOIICHUI O Ciydasx,
00YCJIOBJICHHBIX MPHMEHEHHEM aHTHOMOTHKOB 0€3 y4eTa CIIeKTpa JeHCTBUS U UyBCTBUTEIBHOCTH
BO30yauTens. HesamemmurenbHOMY penoOpTHPOBAHUIO TOJIEKAT CIy4daW TEpaneBTHUECKOU
Hed(PPEKTHBHOCTH TIPH MPOBEACHUU AHTHUOMOTHKOTEPANUH >KU3HEYTPOXKAIOIIMX COCTOSHU,
KOTOpbIE OOYCIIOBJICHBI IOSIBIEHUEM HOBBIX PE3HUCTEHTHBIX IITAMMOB paHEE CUYHTABLIETOCS
qyBCTBUTEIHLHBIM MHKPOOPTaHH3MA.

443. Caemyer cooOmarth 0 ciay4asx OTCYTCTBHS 3()(pEeKTUBHOCTH BaKLMH, YTOOBI BHIJCTUTH
MOTEHIMAJIbHBIE CHUTHAJIBl O CHWKCHHOM MMMYHOTCHHOCTH B IOATPYIIE BaKIMHHPOBAHHBIX,
CHIDKEHHOM HMMYHHUTETE WM 3aMELICHHM IITaMMa. Takue CHrHaJbl MOTYT HOTpeOoBaTh
OTIEPATUBHBIX JCUCTBUA M NATBHEHIIEr0 W3yYeHHUS B MOCTPETHCTPAIMOHHBIX HCCIIEAOBAHMIX
0€30MacCHOCTH.

7. CpouHoOe npeacTaBjIeHue HHAUBUAYAJIbHBIX COOOLIEHUI 0 HeKeIaTeIbHbIX PeaKIusIX

444. TlpencraBneHu0 B YIIOJIHOMOYEHHBIE OpraHbl IOAJIEXKAT TOJIBKO BaJIUIHBIC
COOOIIEHNsI O HEXeNaTeNbHbIX peakiusax. OTcuer BpeMEHM [UIs BBINOJIHEHUS NpPOILETyphl
CPOYHOTO PETOPTUPOBAHUS COOOIICHUI HAYMHAETCS C TOr0 MOMEHTA, KOrjJa MHHHMMAalbHas
TpeOyeMass mHpopManus JUIsl NPEACTABICHUs COOOIIEHUS B COOTBETCTBHU € INyHKTOM 407
Hacrosmux [IpaBui crana 10oCTymHA AEpiKaTeNi0 PErUCTPALMOHHOTO yI0CTOBEpEHHs (BKIIIOUast
MEIULUHCKUX MPEJCTaBUTENICH M MOJAPSAYMKOB). DTa JaTa CUMTAEeTCs JATOM Hadajga oTcyera
(«I€Hb HONBb») M TEPBBIM JTHEM IOIY4YEHMs] YIOJHOMOYEHHBIM OPraHOM WIM JepXKaTelieM
PETrUCTPAIMOHHOTIO YJIOCTOBEPEHHUS MH(GOPMALMK O BAJIMIHOM MHAMBUAYAIBHOM COOOLICHUH O
HEXXEeJaTeNbHOHN peakiiy, BKII0Yasi BEIXOJHBIC MITH NPa3AHUYHBIC THH.

445. Ecnu nepkaTeinb perucTpaldoOHHOIO YOCTOBEPEHUS OT/IA€T YaCTh JESITEIBLHOCTH IO
(apMakoHaa30py Ha ayTCOPCHHI, HEOOXOIUMO OOECIEeYUTh HaJIMYUe NPHUHATHIX B (opme
IUCbMEHHOI0 JOKYMEHTAa TOYHBIX IpOLEAYyp WIM HOAPOOHBIX COIVIAIIEHUH O pa3aesieHuH
o0s3aHHOCTEH B 007acTu (papmMakoHaa30pa MEKIY ayTCOPCHHIOBOW OpraHu3anuei (JIMLoM) U
JiepKaTeIeM  PErUCTPAlMOHHOIO  YAOCTOBEPEHHUS U1  BBINOJIHEHUS 0053aTeNbCTB 110
NPEJCTABICHUIO BAIMIHBIX COOOIIEHUWH O HEXKeJaTelIbHBIX PpEeakIusX B TpeOyeMble CPOKH.
JlaHHBIE TIpOLENyphl JOJDKHBI ONpPEAENsaTh, B YACTHOCTHU, Mpolecchl oOMeHa HHpopMaluen o
0€30MaCHOCTH JICKApCTBEHHOTO TpenapaTa, B TOM YHCJIe BpEMEHHbIE HHTEPBAJIbI IPEACTABICHUS
uHboOpMalMU, M OOS3aHHOCTb MPEACTABIATh COOOIIEHUS O HEXKENATENbHbIX pEaKLUUsiX B
YIOJIHOMOYEHHbIE OpraHbl TrocylapcTB-wieHoB. Cremyer u3beratb MyOIMpOBaHUS Iepenadyu
COOOIIEHNH B YIOJJTHOMOUYEHHBIE OPTaHbl FOCY1apCTB-UJIEHOB.

446. B OTHOWIEHMM WHAWBUIYAIbHBIX COOOIIEHUH O HEXKENATeNbHBIX PpEeaKIHsIX,
OIMCAHHBIX B HAYYHOU MEIUIIMHCKON JINTEpAType, OTCUET BPEMEHH («AEHb HOJIb») HAUMHACTCS C
JaThl yBeIOMJICHHS O MyOJMKalMM, COoAepiKalleld MUHUMAIbHYIO TpeOyeMyro MH(OpMaIHio B
cootBeTcTBUM ¢ TyHKTOM 407 nHactosimux I[IpaBui. Ecaum ¢ ayTCOpPCHHTOBBIM JIMIIOM WIJIH
OpraHM3ale yCTaHOBJIEHBI JOTOBOPHBIE OTHOILIEHHS Ha BBIIIOJIHEHUE ITOUCKA 110 JIUTEPATYPHBIM
HMCTOYHHUKAM U (MJIM) COCTABJICHHE COOOIIEHUH 0 HEXKENaTeIbHBIX PEAKIUIX, HEOOXOIUMO, YTOOBI
Obutn 0OpMIICHBI MUCHMEHHBIE MOAPOOHBIC COTJIAIICHUS O PACHpElesIeHMH OO0sS3aHHOCTEMH,
MO3BOJISIOIINE TapaHTUPOBaTh, YTO JI€pXKaTelb PErUCTPALMOHHOIO YJIOCTOBEPEHHS CMOXKET
BBINOJIHUTH TpeOoBaHus HacTosmux [IpaBui o penopTupoBaHum.

447. Ecniu mofydeHa JTOTOTHUTENIbHAS BayKHAss MHGOPMAIUS O HEXEIaTeIIbHOW PeaKInH,
OTCYET BPEMEHH JUIsl COCTABIICHUS IMOCIEIYIOIIEro COOOIIEHUsI B OTHOLICHUN JaHHOW peaKiuu
HAuYMHAETCs 3aHOBO (TO €CTh CPOK I0JIa4M MOCIEAYIOIIEro COOOUIEHNsT OTCUUTHIBAECTCS C JaThl
MOJTyYeHHs JIOTIOTHUTEIBHON BaykHOW MHpOpManuu). BaxHoll nononnuTensHON HHPOpMaIuei
CUMTAETCA HOBAasg MEIUIMHCKAas WIM aJMUHUCTpaTHUBHAas HMHQoOpMamus o Mo103peBaeMon
HEXEJIaTEIbHON peakliiu, KOTOpasi MOXKET 0Ka3aTh BIMSHHUE HAa OLIEHKY WX YIIPaBJICHUE CITy4aeM
WIA U3MEHHUTh €ro OLEHKY II0 KpPUTEpUsM cepbe3HocTH. HecyliecTBeHHasl JONMOJHUTEIbHAS
uHpopManus BKIOYaeT B ce0s OOHOBICHHbIE KOMMEHTAPHHM OTHOCHTEIBHO BBITOJHEHHOM
OLIEHKU CIJIy4yaeB MJIM HCIPABICHUS I'PaMMATHYECKHUX OIIMOOK, WJIM OUIMOOK B IYHKTyallUd B
MPEIbIAYIIEeM COOOIIEHUH O CyYae.

8. TpeGoBanus, npeabsBjsieMble K CPOYHOMY MPEACTABJICHUIO COOOIIEHU I 0
HeKeJIaTeJbHbIX Peakuusx
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448. [lepxkaTenu perucTpalMOHHBIX YJIOCTOBEPEHHI B T€UEHHUE 15 KaJlleHZapHBIX AHEH C
AATbl MOJYYCHUSA ACPKATCICM PCTUCTPAIUMOHHOIO0 YAOCTOBCPCHUA HJINU €0 YIIOJIHOMOYCHHBIM
MpEeACTaBUTEIEM MHUHUMAIbHOW TpeOyemol uH(OpMaluu B COOTBETCTBHU C MyHKTOM 407
Hacrosuux [IpaBui1 peACTaBIIAIOT B yIIOJIHOMOYEHHBIH OpPraH rocygapcrBa-uieHa:

COOOIICHUE O CEPhE3HOM HEXKeNaTeIbHON peaKIMu, BBISBICHHOW Ha TEPPUTOPUH
rocyJapcTBa-ujicHa;

COOOIICHUE O CEPhE3HOW HEMPEIBHICHHONW HEKEIaTeIbHOW pPEaKIMu, BBISIBICHHOW Ha
TEPPUTOPUAX UHBIX TOCYIAPCTB.

VYCTaHOBNEHHBI CPOK  PENOPTUPOBAHUS  pACHpPOCTPAHSETCS Ha IMEPBUYHYI0 U
JOTIOJTHUTEIbHYIO HH(POPMAITUIO O HEXKENATEIIbHOW PEeaKIInu.

9. AHHYJIMpPOBaHHE HHIANBHUAYAJIBHOI0 COOOIEHHS O HEXKeJIATeILHOM peakiuu

449. Tpouenypa aHHYJIMPOBAHUS WHIMBUIYATLHOTO COOOIICHHUS O HEXelaTeIbHON
peakuuu  JIOJDKHA — HMCMOJNb30BaThCsl  JUIsl  OOO3HAYEHUS  HENEHCTBUTEIBHOCTH  paHee
MIPEICTAaBICHHOTO COOOIIeHNS (HanpuMep, IpU MPU3HAHUU BCETO CIy4asi olmmO0ouHbIM). [Topsimok
aHHYJMPOBAHUS UHIMBUYaJIbHBIX COOOIICHNI O He)KEIaTeIbHOM peaKIiK ONpeieNieH B MyHKTaX
535-537 nacrosmuux Ilpasui.

10. BHeceHMe U3MeHeHNIT B HHAMBUIYAJbHOE COO0IIEHUE 0 HeKeJIATeJIbHON peakuumn

450. B ciiyuae He0OXOAMMOCTH (HAaIIpUMep, NOCIe BHYTPEHHEH HIIM SKCIIEPTHOW OLIEHKN)
BHECEHUs U3MEHEHUI B paHee NPeACTaBICHHOE MHIUBUAYAIbHOE COOOIEHHE O HEXKENATENbHOM
peaknuu (HampuMmep, B YaCTH TEPMUHOJOTHH, KPUTEPHEB CEPHE3HOCTH, OICHKH MPHUYUHHO-
CJICZICTBEHHON B3aUMOCBSI3H, NIPEIOCTABICHUS NIEPEBOA WM CTaThU U3 HAYYHOM MEIMLIUHCKON
JUTEPaTyphl), KOTOPhIE HE COOTBETCTBYIOT KPUTEPUSAM IPEACTABICHUS COOOIICHUS O Ba)KHOU
JOTIOTHUTEILHON HH(OpPMAITH, YKa3aHHBIM B TyHKTE 447 HacTosmux [IpaBui, Takue n3MeHEHUs
MOTYT OBITh BHECEHBI B IOPSAIKE, ONPEeNeHHOM B MyHKTax 533 u 534 nactosmmx [IpaBui.

11. Cnoco6 u popMaTt npeacTaBjieHus COOOUIEHUI 0 HeKeJIATeJIbHbIX peaKunsiX

451. UnnuBuayanbHble COOOIIEHUS O HEXKENATeNbHBIX PEAaKIHUAX MPECTaBISIOTCS
JEpKATEIAM PErUCTPAMOHHBIX yIOCTOBEPEHHUM B YIIOJIHOMOUYEHHBIM OpPIraH TOCYy1apCTBa-WICHA
B JIEKTpOHHOM BHIe. DopMaT MHIMBUAYAIBHBIX COOOIIEHHMH O HEXeNaTeNbHBIX PEeaKIusIxX
JIOJDKEH COOTBETCTBOBATH (pOopMaTy, ONpEAEIEHHOMY B pPYKOBOJACTBE MekayHapoaHOU
KOH(EpEeHIMH 10 TapMOHM3AINN TEXHUYECKUX TPeOOBaHUN K JIEKaPCTBEHHBIM Iperaparam JIs
MEIULUHCKOr0 MPUMEHEHUS «YIpaBlI€HHE JaHHBIMU 10 KIMHUYECKOI 6€3011aCHOCTH. DJIEMEHTBI
TAHHBIX 7S Tepefadyn CooOIIeHnH 00 MHAMBHIYaJIbHBIX CIIydasX HEXKeIaTelIbHBIX PeaKluii»
(mamee — popmar anexTpoHHBIX AaHHBIX E2B) (¢ yderom mepexona ¢ ¢dopmara 3JIEKTPOHHBIX
nanubix E2B ¢ Bepcum R2 Ha ¢Qopmar snekrponHsix naHHbiXx E2B Bepcum R3). B
WHJIMBHIYATFHOM COOOIIEHUHN HCTIONb3yeTcs TepMmuHoioruss MedDRA, ipu 3ToM B cooOmmeHnn
JOJKHBI MCIIOJIb30BaThCsl TEpMHUHBI HYKHETO ypoBHs (LLT). [lepxkatensaMu perucrpalioOHHbIX
YIOCTOBEPEHUI JOJKHO OBbITh OOECIEYEHO BBHINOJIHEHUE PEKOMEHAALUi MOoAep KUBAOLIEH
MedDRA cepBuUCHOW OpraHum3aly s CBOEBPEMEHHOI'O IEpeXxoia Ha HOBBIE BEPCHH
ucrnonb3yeMoit TepmuHosaorun MedDRA.

452. Tlopsimok mepenayd MHIMBUAYAIBHBIX COOOLICHHNA O HEXEJATENbHBIX PEaKIHIX B
JJNIEKTPOHHOM BUJIE ONPEAECIIAETCS COOTBETCTBYIOIUM PyKOBOICTBOM YIIOJJTHOMOYEHHBIX OPraHOB
roCy/1apCTB-UJICHOB.

12. Coop cooO1IeHUIT 0 HeXKeJIATEJIbHBIX PeaKunsixX
O0513aHHOCTH YIIOJTHOMOYEHHBIX OPraHOB roCy/1apCTB-4JI€HOB

453. YIOJJTHOMOYEHHBIE OpraHbl Ka)XXJO0T0 TOCYyJapCTBa-4j€Ha AOJKHBI PacrloJiarath
CUCTeMON cOopa W YNpaBICHHs BCEMH COOOIIEHUSMH O TOJ03PEBAEMBIX HEKEIATEIbHBIX
peaKuusx, CBA3aHHbIX C IPUMEHEHHEM JIEKapCTBEHHBIX MPENapaToB, HAXOIAUIMNXCS B 00pallleHUH
Ha TEPPUTOPHUAX T'OCY1apCTB-UICHOB.
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454. YIOTHOMOYEHHBIE ~OPraHbl KaXJOTO TOCYyJapCTBa-wjieHa BIpPaBe MOOLIPATH
CHEIUAJTUCTOB CHCTEMBbl 3/IPABOOXPAHEHHUS CBOErO0 TOCYyJapCTBa-ujieHa K IMPEACTABICHUIO
COOOIICHUH O TMOJ03PEBACMBIX HEXENIATEeIbHBIX peakiusix. Kpome Toro, ymojJHOMOYECHHBIS
OpraHbl ToCyiapCcTBa-ujeHa BIPABE HAKIIAIBIBATh HA CIELIMAIIMUCTOB CUCTEMBI 3[[paBOOXPaHEHUS
crienuagbHbIe 00513aTeIhCTBA MO MPEICTABICHUIO COOOIIIEHUI O TT0I03PEBACMBIX HEXKEIATEIhHBIX
peaKIusX.

455. B nensx onTHMHU3ALMK MPOIEAYPhI MPECTaBIeHUsS HHPOPMAIIMK O HEXKEeIaTeIIbHBIX
peaknusax ctaHaapTHbIe GopMbl OJAHKOB ¢ BO3MOYKHOCTBIO UX HEMOCPEICTBEHHOTO 3aIOTHCHHUS
JOJDKHBI  HaXOJIUTHCA B CBOOOAHOM JIOCTyNEe Ha calTaXx YIOJHOMOYEHHBIX OpPraHOB
(YrOITHOMOYEHHBIX OpraHu3anuii) B cetu MHTepHET BMecTe ¢ MH(OpMamueid O pa3indHbIX
croco0ax TMpeAcTaBiIeHUs WHOOpPMAIMM O TIOJA03PEBACMBIX HEXKEIIATeIbHBIX PEaKIHIX.
YOoTHOMOYEHHBIMA OpPTraHaMU TOCYAApCTB-WICHOB JOJKHO OBITh 00ECIEYeHO BKIIOYCHHE B
eauHyr0 0a3y JaHHBIX HEXKEJIATENbHBIX PEAKIUHA TOCYJapCTB-UJICHOB BCEX COOOIIEHHH O
CEPbE3HBIX HEKEIATENbHBIX PEAKIUAX, BBIABICHHBIX HAa TEPPUTOPHUSAX TOCYJIAPCTB-UICHOB,
MPEACTABICHHBIX B COOTBETCTBYIOIIMKM YIOJHOMOYECHHBIM OpraH TOCyJapCTBa-4wieHa W
OIICHCHHBIX KaK BaIMIHEIC.

456. YIIOJTHOMOYEHHBIM OpraHaM ToCyJapCTB-4JICHOB CIIeIyeT 00eCIeunBaTh «BBIPAKCHUE
MPU3HATENILHOCTH» 32 paboTy MO MPEICTABICHUIO COOOIIEHUH O HEXKENATeIbHBIX PEaKIUsiX,
BKJIFOYAs TIPEJICTABJICHHUE periopTepaM HHPOPMAILIMK O pe3yibTaTaxX JajdbHEHIIIEro pacCMOTPEHUS
UX COOOIICHHI 0 HeXKETaTeTbHBIX PEeaKIIHsIX.

457. Tlpu mpencTaBiIeHUW COOOIICHUH O HEXENATeNbHBIX pEaKIUsIX JIepiKaTelsIMH
PErUCTPALIMOHHBIX  YJAOCTOBEPEHUN  YMOJIHOMOYEHHBIE OpraHbl TOCYJapCTB-UJI€HOB, Ha
TEPPUTOPUAX KOTOPHIX HMMENa MECTO TMOJ03peBaeMasi HeXeJaTelbHas peakius, BIpPaBe
MPUBJIEKATh MALMEHTOB M JEp)KaTeliell pPEerucTPAllMOHHBIX YAOCTOBEPEHUN K MOCIEAYIOIIEH
paboTe TO MAaHHBIM COOOIICHUSAM. Jlepkarenu perucTparioOHHBIX YAOCTOBEPEHUN MOTYT
MPUBJICKATHCSI K TMOCHEAYyIOMed paboTe MO MOMyYEeHHBIM COOOMICHHSM O HeXeIaTelbHbIX
peaKIusIX B CICTYIONINX CIydasx:

a) HeOOXOIMMOCTh TIONYYEHUS] BKHOUM JOMOIHUTEIBHON MH(OPMAIIUY ISl BBITIOTHEHUS
HaJIJIe)Kallel OLIEHKH HEXEJIaTeIbHON PeaKIuu;

0) He0OXOIUMOCTh YTOUHEHHSI MPOTHUBOPEUMBHIX JAHHBIX, MPEACTABICHHBIX B COOOIIEHUN
0 HEeXKeNaTeIbHON PeaKkiny;

B) HEOOXOAMMOCTh TOJYYCHHs JOMOJHUTEIHHOW HHQPOpPMAIMK B pPaMKaX BBITOIHEHUS
MpoIeAyphl BAIWJAIMA CUTHANA, OIEHKH AacleKTOB Mpoduias Oe30MacHOCTH, OIEHKH
MEPHONIECKOr0 OOHOBISIEMOr0 OTYeTa MO0 OE30MaCHOCTH WM TMOATBEPIKICHHUS MPOoOIeM O
0€30MacHOCTH B TUTAHE YIIPABJICHUS PUCKAMH.

458. Kaxxmoe rocy1apcTBO-4wICH JOHKHO O0ECIICUHTD:

WH(POPMHUPOBAHUE YIOJTHOMOUYEHHOTO OpraHa, OTBETCTBEHHOTO 3a KOHTPOJIh OOpaIleHHS
JICKapCTBEHHBIX MpenapaToB, O JIOO0H M003peBacMOil HEXeNaTeIbHON pEeakIH, CBEICHHS O
KOTOPOM CTaI IOCTYITHBI JJIS JTI000TO YIIOJTHOMOYEHHOTO OpraHa, BEJIOMCTBa, OpTraHUu3aIluy I
YUpEXKICHHUS, OTBETCTBEHHBIX 32 O€30MaCHOCTh MAIUEHTOB;

MPEACTABICHUE COOOIICHUH O JIF0OOM TO0I03peBaeMOi HEKeIaTeIbHOM peakiuu B 0a3y
JAHHBIX 3TOTO TOCYAapCTBA-WICHA.

Ecnm coobmienus o moao3peBaeMbIX HEKENATEIbHBIX PEaKIMsIX ObUTH HAMPaBICHBI B HHBIE
OpraHbl rOCYJIapCTBEHHOI'O YIIPaBJIEHUs, BEIOMCTBA, OPraHU3allui WU YUPEXKACHHUS B TAHHOM
rocyJapcTBe-4jeHe, YMOJHOMOUYEHHBIH OpraH TocyJapcTBa-uieHa, B cdepy ACATEIHHOCTH
KOTOpPOTO BXOIHUT OCYIIECTBICHHE (papMakoHAA30pa, JODKEH MMETh C HUMHU COrIameHus o0
0oOMEHE JaHHBIMHU, YTOOBI ATH COOOIICHMS HAMPABIISJIUCH B JAHHBIM YIOJHOMOYCHHBIA OpraH
rocygapcrBa-ujieHa. CBEIEHUSI O HEXKENaTeNbHBIX PEAKIUAX B JIAHHBIX CIydasX JdOJKHBI
nepeaaBaThCs B YIIOJHOMOUYCHHBIN OpraH rocy/IapcTBa-4wieHa B AJIEKTPOHHOM BHJIE. YKa3aHHOE
TpeOOBaHUE PACTIPOCTPAHSCTCS TAK)XKE HA CIydau Pa3BUTHs HEXKeJaTEIbHBIX PEaKINii, KOTOpPhIC
SIBHJTMCH CJIEACTBUEM MEIUIIMHCKHUX OIIMOOK.

459. lanHble U NOKYMEHTHI MO (hapMaKOHAI30py B OTHOIICHUU 3aperHCTPUPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB MOJICKAT XPAHCHHIO B YIIOJTHOMOUYEHHOM opraHne He meHee 10 jeT mocne
HUCTEUEHUsI CpOKAa JCHCTBUS  PETUCTPAIMOHHOIO  YJIOCTOBEPEHHS. 3aKOHOAATEIbCTBOM
rOCyZIapCTB-UJICHOB MOXKET OBITh ONpEIeNieH 00iee IITUTEIbHBIA CPOK XPaHECHHUS.
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460. I'ocymapcTBaMH-4JI€HAMU HE YCTAHABIMBAIOTCS JOMOIHUTEIBHBIE 00s3aTEIbCTBA TSI
JepKaTeliell  PerrcTPallMOHHBIX  YJIOCTOBEPEHHM TIO0 TPEJICTABICHHUIO COOOIICHUH O
HEXeIaTeIbHBIX PEAKIUAX, TOMUMO YCTaHABIMBAaEMBIX HacTosuMu [IpaBunamu, ecinu 310 He
UMECT JOCTATOYHBIX OCHOBaHHfI, HO.Hy‘-IeHHBIX 10 pe3ynLTaTaM NCATCIIBHOCTHU 10
(hapmakoHaI30py.

O0s13aHHOCTH AepkaTesiell perHCTPANMOHHBIX YI0CTOBEepPeHHUil

461. Kaxnaplii aepkarteinb PErHMCTPAIMOHHOTO YJIOCTOBEPEHHS IOJDKEH YCTaHOBUTH M
MOAJEPKUBATh CHCTEMy cOOpa H PETUCTpallid BCEX COOOMIEHUN O MMOJ03pEeBaEMBIX
HEXeNaTeNIbHbIX PEAaKLIHIX, KOTOPBIE OCTYIAIOT B €0 PACIIOPSKEHUE KaK B paMKaX CIIOHTAHHOTO
pEeNoOpTUPOBAHUST  CINEHMAIIMUCTAMH  CHUCTEMbl  3][paBOOXpAHEHUs,  NAlMEHTaMU  WJIHI
MOTPEOUTENSIMH, TAaK U B XOJI€ TPOBEICHUS TOCTPErUCTPAIIMOHHBIX HccaenoBaHui. [lepxarensiMu
PETUCTPAIIMOHHBIX YAOCTOBEPEHUN OIKHBI OBITh pa3pabOTaHbl W BHEAPEHBI IMPOIECIYPHI,
o0ecreunBaoIIye MONMyYeHHE TOUYHBIX M MPOBEPSEMbIX NAaHHBIX Ul MOCIenyIone HaydHOU
OLICHKH COOOIIEHWI O HEeXelaTeNbHBIX peakuusx. Jlepkarenb  perucTparimoOHHOTO
YAOCTOBEpEHUSI HE UMEET MpaBa OTKJIOHATH U HE BBIMIOJIIHATH TpeOyeMbIe MPOLIeTyphl 110 paboTe ¢
COOOIIEHUSIMU O HEXKENATENbHBIX PEAKIUAX B CIydyae MONY4YCHHs] JaHHOW WH(OPMAIIUU.
JlepaTenu perucTpaoHHbIX YA0CTOBEPEHU TOJKHBI CO3AaTh MEXaHU3MbI, 00eCTIeUrBalOIINe
BO3MOYKHOCTh IIPOCJICKHMBAHUS COOOIIEHUH, Mocieayoneid paboTsl ¢ COOOIICHUSIMH O
HEKeJIaTEIbHBIX PEAaKIHIX U MIPEICTABICHHS B YIIOJTHOMOUYEHHBIH OpraH 0OHOBJIEHHBIX TaHHBIX O
HE¥KEJIATEeJIbHOM PEAKLIUH.

462. Jlanaple W JOKYMEHTHI 10 (hapMaKOHAI30py B OTHOIICHUH 3apeTHCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB MOAJIEKAT XPAHEHUIO JIEpKaTelIeM PEruCTPALlMOHHOTO YIOCTOBEPEHUS
He MeHee 10 7neT mocie HCTEeUYeHUsI CpOKa JEHCTBHS PETUCTPALIMOHHOTO YJIOCTOBEPEHMS.
3aKOHOJATENECTBOM TOCYAAPCTB-UJICHOB MOXKET OBITh OMpeleneH Oojee UIMTEIbHBIA CPOK
XpaHEHHS.

463. O6sa3aHHOCTh TIO COOpY CBEIEHUH O MOJ03PEBAEMBIX HEXKETATEIbHBIX pPEaKIUIX
JepKaTeNsIMU PErUCTPALlMOHHBIX yIOCTOBEPEHHM paclipocTpaHsIeTCsl B TOM YHCIIE Ha COOOIIEHUS
B OTHOUIICHUU JIEKAPCTBEHHBIX MPENaparoB, MPUHAICKHOCTb KOTOPBHIX JTAHHOMY JIEpPKaTEeIo
PETUCTPALIMOHHOTO YJOCTOBEPEHHSI HE MOXET ObITh HCKIIOY€HAa Ha OCHOBAaHHHM OJHOTO U3
CIIETYIOIIUX KPUTEPHUEB, YKA3aHHBIX B COOOIIEHUH O MOA03PEBAEMOI HEXKEIATEIIbHON peaKIInuu:
TOPrOBOIO HAaWMEHOBAHMS JIEKAPCTBEHHOIO Mpernapara, HAUMEHOBAaHUSA JEHCTBYIOILETO
BelecTBa, ()OPMBI BBIMTYCKA, CEPUHM WM CIOco0a BBelneHUs. VICKIIOUYeHHe MPUHAIICKHOCTH
JIEKAPCTBEHHOI0  IIpernapara JaHHOMY JEp)KAaTell0 PETUCTPALMOHHOIO  YJIOCTOBEPEHMS,
OCHOBaHHOE Ha WH(OPMAIIMU U3 TOCYNapCTBA-WICHA, IEPBOMCTOYHHUKA WJIH TOCYIapCTBa-4JICHa,
r7ie oJ03peBaeMas HexKenaTeabHas peakius nMesa pa3BUTHE, MOXKET ObITh IPUMEHEHO B CIIydae,
€CJIM JIep>KaTellb PErUCTPALlMOHHOTO YIOCTOBEPEHHSI MOXKET MOATBEPAUTD, YTO 0/103PEBAEMBIH
JIEKApCTBEHHBIA IpenapaT HUKOTJAa HE MOCTABJISUICS HAa PBIHOK JAHHOTO IOCYJapCTBa-djieHa U
JAaHHBIN JIGKAPCTBEHHBIN TIperapar He SIBISICTCS MPermapaToM, KOTOPBIA MOXKET OBITh TPUBE3EH HA
TEPPUTOPHUIO ITOTO FOCYAAPCTBA-UWICHA KaK CPEACTBO, HEOOXOAMMOE B MMy TEHIECTBUH (HAIPUMED,
JIEKapCTBEHHBIE MTpenapaThl JJIsl JICUCHUS MaJISIpUN ).

464. [lepxatenb pETUCTPALIMOHHOTO YIOCTOBEPEHUS TOJKEH o0ecreunTh
nH()OPMHUPOBAHKE BCEX MPUHAMICKANUX €My KOMIIAHUNA OTHOCHUTENIBHO BCEX MOCTYMAIOIINX B
€ro agpec COOOILIEHUH 0 HeXeNaTeNbHBIX PEAKIIUIX, CBSI3aHHBIX C IPUMEHEHUEM JIEKaPCTBEHHOTO
npenapara, Aep>KaTejleM PEerucTPalMOHHOTO YAOCTOBEPEHUsI KOTOPOro OH siBisercsd. JlanHoe
TpeOoBaHUE TAKXKE JOJKHO BBITIOJIHATHCA B ClTydae 3aKJII0UYEHUS] KOMMEPUYECKOTO COTJalieHus Ha
OIMH U3 JIGKapCTBEHHBIX MPENapaToB JepiKaTelis pPETUCTPAlMOHHOTO YAOCTOBEPEHUSI.
NudopmupoBanre obecreunBaeTcs IyTeM BHECEHHS JIep)KaTelieM PETUCTPAlMOHHOIO
yAOCTOBepeHUs: MH(MOPMAIIUU O MOCTYMAIINUX COOOMICHUSIX HEXENATENbHBIX PeaKiusix B 0a3y
JaHHBIX W TMOCIenyromero GyHKIMOHUPOBaHUS 0a3bl JAHHBIX KaK €UHAas TOYKa JOCTyINa K
JTAHHBIM I10 0E€30ITaCHOCTH.

CnoHTaHHBIE COO0IEeHUSA

465. [lepxaTenn perucTPallMOHHBIX YJIOCTOBEPEHMM JOJDKHBI PETUCTPUPOBATh BCE
CIIOHTaHHbIE COOOILEHHUsI O IOJO3PEBAEMbIX HEXKENATEIbHBIX PEAKIUSAX, BO3HHMKAIOIIUX Ha
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TEPPUTOPUAX TIOCYJApCTB-WICHOB WIM 3a UX NpeaenamMu. TpeGoBaHuEe paclpocTpaHseTcs Ha
COOOIIEHHUS 0 TOJJ03PEBACMBIX HEXeENATebHBIX PEAKLIUAX, T0JIyYEHHBIE B JIEKTPOHHOM BHJIE WIIH
KaKMMHU-INOO JIpyruMu crnocoOamu. JlepikaTenum perucTpalMOHHBIX YIAOCTOBEPEHUH MOTYT
MCIOJIb30BATh CBOU CalThI B ceTH VIHTepHeT 1uis1 coaeiicTBUs cOOpy CBEACHUN O MOI03PEBACMBIX
HEXXEJATENbHbIX pEAaKIUsIX, Pa3MECTUB Ha HHUX (OpPMBI A 3aMOJHEHHs] COOOIIEHUH O
HEXKENATENIbHBIX PEAKLIUAX WM COOTBETCTBYIOIINE KOHTAKTHBIE JAHHBIE U1 HEITOCPEICTBEHHOU
CBSI3H.

Coo0meHus 0 Mox03peBaeMbIX HexKeJIATeJbHBIX PeaKIHUAX, MOJyYeHHbIE N0 3alpoCcy

466. [lepxaTenu pPEruCTPalMOHHBIX YJOCTOBEPEHUN JOJDKHBI PETUCTPUPOBATH BCE
COOOIIEHUSI O TOJ03PEBACMBIX HEKENATEIbHBIX PEAKIHIX, BO3HHUKAIONINX HA TEPPUTOPUIX
roCy/IapCTB-4ICHOB WM 3a WX IMpelejaMH U BBISIBICHHBIX B XOJ€ MOCTPErMCTPAIlMOHHBIX
uccrnenoBanuii. B 1gaHHBIE COOOLIEHMS, NOJMYYEHHBIE IO 3alpocy, BXOAAT COOOLICHHMS,
MOJIy4€HHbIE MO pe3yJbTaTaM OPraHM30BAHHOTO cOoOpa JAHHBIX, KOTOPBIM HHHUIMHPYETCH,
YIOpPaBIseTCS WIH (UHAHCHUPYETCS JEPKATESIMH PErHCTPAIlMOHHBIX yAOCTOBepeHUi. JlaHHBIC
COOOIIEeHUsI TaKKe BKIIOYAIOT B ce0s CBENEHHUs, TIOCTYNUBIIME B XOJI€ BBINOJIHEHUS
HEMHTEPBEHIIMOHHBIX  TOCTPETUCTPALMOHHBIX ~ HMCCIEIOBAaHUN, TPOTpaMM  TPUMEHEHUs
JIEKapCTBEHHOT'O MpenapaTa, Ha3HAYeHHOT'O B CBSI3U C UCKIIIOUUTEIbHBIMU O0CTOSITENILCTBAMU U3
COOOpaXeHHI COCTpalaHus, WM B paMKax MEePCOHATM3UPOBAHHBIX MPOTPAMM MPUMEHEHUS
HE3aperucTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara, ApyTrux NporpamMm MoJAepKKU NallieHTOB
U MOHHUTOpHHTA 3a00JeBaHUH, MPOrpaMM MOAJACPKKHU TMALUEHTOB M cOopa MHPOpMauuu 00
3¢ (}HEKTUBHOCTH WM MPUBEPKEHHOCTU IALMEHTOB JICUEHUIO, a TAaKXKe BeAeHHs peecTpoB. B
OTHOIICHUN HEWHTEPBEHIIMOHHBIX MOCTPETHUCTPAIMOHHBIX HCCIEAOBAHUN TaHHOE TpeboBaHUE
pacrnpocTpaHseTcs Ha HcClieIOBaHUs, OCHOBaHHbIE Ha IEPBUYHOM COOpE JaHHBIX, OPSAOK cOopa
JAHHBIX MpUBEJIEH B yHKTax 468—473 Hacrosuux [IpaBui.

COOﬁIl.leHI/lSI, MOJIYYCHHBIC B X0/I€ NPOBECACHUA HCHHTCPBCHIIMOHHBIX I/lCCJIeIIOBaHI/lﬁ

467. [lepaTenn perucTpallOHHBIX YAOCTOBEPEHUN JOJKHBI BHEIPUTh U HCIOJIB30BaTh
MEXaHU3Mbl CcOOpa TIOJHOM W BCECTOpPOHHEW WHGOPMAIMU O CIy4asX I10J03peBacMOi
HEXKENATEIbHONH pEeakiMi TMPU TEePBUYHOM COCTABICHHWH COOOMICHHS O TI0JI03peBacMOi
HEXeIaTeIbHOW PEaKIUy M0 Pe3yJIbTaTy MOJyUYCeHUsI CIIOHTAHHBIX COOOIEHNN O TAKUX PEAKIIUIX
B IICIIX O6CCHC‘ICHI/I$I BO3MOXXHOCTHU HpOBeI[eHI/IH Ha;[nen(ameﬁ OILICHKHA COOGH.IGHI/I}I nu
BBITIOJIHCHUSI TPEOOBaHMM IO CPOYHOMY PEIMOPTUPOBAHHIO YIOJHOMOYECHHOMY OpraHy
rOCy/IapCTB-4WICHOB (€CIM MPHUMEHHMO) B OTHOIIEHUH HCCIETYyeMOro (MM TMOCTaBISEMOTO)
JIEKApCTBEHHOTO Tperapara. Jlep)kaTrean perucTparioOHHBIX YAOCTOBEPEHUN OJDKHBI CO31aTh
cUCcTeMy, OOECMEYMBAIONIYI0 TMPOCICKHBAEMOCTh COOOIICHH, BO3MOXHOCTH IOCIEIYIOIIEH
paboThl C COOONIICHHSMH O HEXKEJIATEIbHBIX PEaKIMsIX W TOJYYEHHUS PE3yJIbTaTOB OIEHKH
HepBOI/ICTO‘-IHI/IKa OTHOCHUTECIBbHO B3aUMOCBS3U MC)KI[y I/ICC.HellyeMBIM (HOCTaB.HﬂeMBIM)
JIEKApCTBEHHBIM TIPEIapaToM U HEXKEJIaTeIbHBIM sIBJICHHEM. B ciyuae oTcyTcTBUS MHGOpMAIun
OTHOCUTCIBHO MHCHUA HepBOI/ICTO‘IHI/IKa (0] HaJIn4Ynn B3aMOCBSA3U ;[epn(aTeneM
PErUCTPAIMOHHOTO YJOCTOBEPEHUSI Ha OCHOBAaHWUM HMEIOIICHcs WH(OpManuu T0DKHA OBITh
BBHITIOJTHEHA COOCTBEHHAsI OILEHKA B3aMMOCBSI3U C OMNpPEACICHHUEM BAIUTHOCTA COOOIICHUS U
COOTBETCTBHUSl KPUTEPHUSM penopTupoBanusa. JlaHHOe TpeOoBaHWE HE pacHpOCTpaHSETCs Ha
HUCCIICOOBaHUA, ,Z[H33.I>iH KOTOpBIX npez[nonaraeT BTOpI/I‘IHOC HUCIIOJIB30BAHUEC MCAUIIMHCKUX
naHHBIX. HekemarenbHble peaklHWH, BBIIBJIECHHBIE B  HMCCICIOBAHMH C  BTOPUYHBIM
HUCIIOJB30BAHUECM JAaHHBIX, HC IIOAJICKAT Hpe,Z[CTaBJIeHI/IIO B yHOHHOMO‘IGHHBIfI opraH. I[aHHBIe (0]
HEXEIATeIbHBIX PEaKIUAX, IOJYyYCHHBIE B PE3yJIbTaTe OPraHW30BaHHOTO cOOpa TaHHBIX,
MOJJIEKAT OTPAKCHUIO B IIEPUOINICCKOM OOHOBIISIEMOM OTUETE 1O OE30MMaCHOCTH.

468. Ecnmu paHHbIE O TOAO3PEBACMOIl HEXKENATEIbHOM pPEaKIMM TIOJYy4YeHbl B XOJIE
BBIITOJIHCHU S HeI/IHTepBeHHI/IOHHBIX I/ICCJIG,Z[OBaHI/Ifl, CJIG,Z[yGT paSI[eJII:HO aHa.HI/ISI/IpOBaTB JAHHBIC
HCCIEAOBaHUN €O COOpPOM TEPBHYHBIX JaHHBIX HANPSIMYK OT IAIMEHTOB W CIICIHAIUCTOB
CUCTCEMBI 3;[paBooxpaHeHH$1 1 JTAaHHBIC HCCH@I[OBaHI/Iﬁ C HHSaﬁHaMH, KOTOpBIe OCHOBAHBI Ha
BTOPUYHOM HCIIOJIb30BAaHUM JAHHBIX (HANpUMeEp, UCCIEAOBaHUN, OCHOBAHHBIX Ha MEPECMOTPE
MCIUIIUHCKHUX KapT NN BHCKTpOHHBIX 3a1mceix'1 SI[paBOOXpaHGHI/IH, CUCTCMATHUYCCKOM
MePECMOTPE WU METaaHaATIN3e).
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469. CooO1ieHrne COCTaBIISICTCSA, €CIU PENOPTEPOM HIIH JIEPKATEIEM PETHUCTPAIMOHHOTO
YAOCTOBCPCHUA MPCAINOJaracTcd HaJIM4YMC Kak MUHHUMYM BO3MOKHOU HpI/I‘II/IHHO-C.HeI[CTBGHHOI\/'I
CBSI3H C II0JI03PEBAEMbIM JIEKaPCTBEHHBIM IpernapaToM. COOOIIEHNs O HeXKelaTeIbHbIX SIBJICHUIX,
B KOTOPBIX NPUYUHHO-CICACTBCHHAA CBA3b OLICHHUBACTCA KaK COMHHTCIIbHAA, CIICAYCT BKIIIOYATh
B 3aKJIIOUUTEIBHBIA OTUET 00 HCCIIeI0BAaHUU.

470. B OTHOLICHUH HEMHTEPBEHIIMOHHBIX HCCIEIOBAHUI C NMEPBUYHBIM COOPOM JTaHHBIX
HampsIMyl0 OT TMalMEHTOB U CHEHHAJUCTOB CHUCTEMBbl 3APAaBOOXPAHEHHS MPEACTAaBICHUIO
MOJUIeXKAT COOOLICHUS O HEXKEIAaTelIbHBIX DPEAKLUHUAX, B OTHOLICHUU KOTOPBIX PENopTep WM
JepxaTellb PETUCTPAllMOHHOIO YJIOCTOBEPEHHS IOJ03PEBAET, YTO HMEETCSl KaK MHUHUMYM
BO3MOXHast HpI/I‘II/IHHO-CHGI[CTBGHHOI\/'I CBA3b C IMOJ03PCBACMBIM JICKAPCTBCHHBIM MPCIIApaTOM.
[Ipoune cooOiieHns 0 HeXKeNaTeIbHBIX PEAKIHIX, B OTHOUICHUH KOTOPBIX UMEETCS M0I03pEHHE,
YTO OHHU CBA3AHBI C JICKAPCTBCHHBIMU MPCIIapaTaMu, KOTOPLIC HC BXOAAT B YHUCJIIO UCCIICAYCMbIX
JIEKapCTBEHHBIX MPENapaToB U B KOTOPHIX HE YCTAHOBJIEHO B3aWMOJEWUCTBUE C HCCIENTyeMbIMU
JICKApCTBCHHBIMU IpC€rapaTaMi, HCCICAOBATCIIEIM CJICAYCT HANPABJIATH B YIIOJIHOMOYCHHBIC
OpraHbl TOCYIAPCTB-WICHOB (€CITH 3TO TPUMEHNMO).

471. Ilpn npoBe€HUN HEMHTEPBEHLIMOHHBIX MCCIIEOBAHUN, OCHOBAHHBIX Ha BTOPUYHOM
WCIOJIb30BaHUU JAHHBIX, MTPE/ICTABICHHE COOOIICHH O BBISBISIEMBIX HEXKEIATEIbHBIX PEAKIIHIX
HEC TpGGy@TC}I. Bce JAAaHHBIC O BBIABJICHHBIX HCKCIIATCIIbHBIX PCAKOUAX CYMMHPYIOTCA B
3aKJIIOUYUTEIBHOM OTUYETe 00 HCCIeI0BaHUU.

472. [lepxaTenb PErUCTPALIMOHHOTO YIOCTOBEPEHMS BIIpaBE YTOYHHTH TPeOOBAaHHUS IO
MPE/CTAaBICHUIO  MHIUMBUIYaJbHBIX  COOOIIEHHM O  HEXeNaTeNbHbIX  peakiusix B
COOTBCTCTBYIOIHNX YIIOJITHOMOYCHHBIX OpraHax rocyaapCrBa-ujicHa.

473. Hepxaremnto pETUCTPALIMOHHOTO YJIOCTOBEPEHHUS clenayer co0ro1aTh
3aKOHOAATEIHCTBO TOCYJapPCTBA-UJIeHA, TPUMEHSIEMOE K TIPEICTABICHUIO COOOIIEHUH O CITyJasix
M0/I03PEBAEMbBIX HEXKENATEIbHBIX PEaKlIUil B HE3aBUCHUMBIE ITHUYECKHE KOMHUTETHI TOCYJIapCTB-
YJICHOB U UCCIICA0BATCIIAM.

IIporpamma npuMeHeHUsl JeKAPCTBEHHOT0 MPenapaTa, HaA3HA4YEeHHOT0 B CBA3H €
HCKJIIOYHTEIbHBIMI 00CTOATEILCTBAMH U3 COO0paKeHHii cocTpaxaHusl,
MepPCOHAJM3UPOBAHHAS MPOTPAMMAa HCMOJIb30BAHUS HE3aPEeruCTPUPOBAHHOTO
JIEKApPCTBEHHOTO Mpenapara

474. Ecnu pepkaTenb PErMCTPalMOHHOIO YJIOCTOBEPEHUS] WM CHEUUAITUCT CHUCTEMBI
3ApPaBOOXPAaHCHUA U3BCIICHBI O (1)aKT€ HOHO3p€BaCMOﬁ HeXXellaTeJIbHOU PCaKMu UJIN BBISABIISIOT
M0/I03PEBAEMYIO HEXENIaTeIbHYI0 PEaKkIUI0 B paMKaX MPOBEACHHS MPOrpaMMbl MPUMEHEHUs
JICKApCTBCHHOT'O IIpCriapaTra, HA3BHAYCHHOI'O B CBA3U C UCKIIIOYHUTCIIbHBIMHA OGCTOHTGHBCTB&MH u3
COOOpakKeHH coCTpafaHMsi, WM [EPCOHATU3UPOBAHHON MpOrpamMMbl  HCIHOJIb30BaHUS
HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TperapaTa, COOOIMICHNUS O HEeXKeIaTeIbHBIX PEaKIIHIX
MIPEICTaBIISIOTCS CIIEAYIOMUM 00pa3oMm:

a) B CJIy4dac €CJIM HCKCJIATCIIbHAA pCaKIUsA 6]:1)'[3. BBISIBJICHA B MTPOLECCC OPTraHU30BAHHOTO
cOopa NaHHBIX, CIIEAYET MPEACTaBIATh COOOIIEHHUS TOJIBKO O HEXKEJIaTeNbHBIX peakIusiX, y
KOTOPLIX HNPUYUHHO-CJICACTBCHHAA CBA3b C NPUMCHCHHUCM MOAO3PCBACMOT0 JICKAPCTBCHHOI'O
mpemnapara ONpeNesseTcss TEPBOMCTOYHUKOM (pEropTepoM) COOOIIEHUsST WM JIepiKaTesieM
PETUCTPAIIIOHHOTO yJIOCTOBEPEHHs KaK BO3MOXKHAsl (KaK MHHUMYM). DTH COOOIIECHUS CIIEAyeT
paccMaTpuBaTh Kak COOOIIEHHSI O HEKEIaTeNbHbIX peakIHsIX, OTYyYEeHHBIX 110 3alpocy;

6) B CJIydac €CJIM HCKCIIATCIIbHAsl pCaKI sl GBIJIa BbISABJICHA HC IMMYTEM OpPTraHW30BAHHOT'O
cOopa TaHHBIX, BCE HeXKeJaTeIbHbIe U HeMpeJHaMepEeHHbIE peakliiy Ha JIEKapCTBEHHBIN Mpenapar
CIIeyeT paccMaTpuBaTh KakK COOOMICHHWS O TOJ03PEBACMBIX HEKEIATEIbHBIX PEAKIIHIX,
MOJIyYE€HHBIX HE MO0 3aIlpocy, U MPEJICTaBISTh KaK COOTBETCTBYIOIINE COOOIIEHUSI.

IIporpamma noaaep:KKu NauHeHTOB

475. IlporpamMa  MOAJNEPKKK  MAIMEHTOB  SIBJISIETCS  PA3HOBUAHOCTBIO  CHUCTEM
OpPraHU30BAHHOTO COOpa JAHHBIX, IPU KOTOPHIX JEPKaTEIbh PETHCTPAIIMOHHOTO YIOCTOBEPEHUS
coOupaeT JaHHbIE, OTHOCSIIMECS K HCIOJb30BaHUIO JIEKAPCTBEHHOTO Ipenapara TrpyIrrnaMu
nanueHToB. [IpuMepamMu MOCTPErUCTPAMOHHBIX IIPOrpamMM IOAMEPKKU IMALMEHTOB SBIISIOTCA
porpaMMbl MOHUTOpPUHTA 3a00JI€BaHWM, MOHHTOPHHTA MAIMEHTOB, cOopa HMH(POPMAIMH O
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IIPUBEPKEHHOCTH NAIMEHTOB JICYCHUI0 MOHUTOPHMHIAa B pPaMKax CHCTEM KOMIICHCALUU
(BO3MeIIECHUS).

476. JlorryckaeTrcss TPOBEACHUE AaKTUBHOTO cOopa wuWHMOpPMAIMA O HEXeIaTeIbHBIX
pPeaKIMsIX B XOJI¢ BBIMOJHEHUS Pa3IMYHBIX BHJIOB CHCTEM OPIaHHW30BAaHHOTO cOOpa JaHHBIX, B
3TOM CiIy4ae cOOOIIEeHUs 00 HSTUX HEXKENATEeNbHbIX pPEaKLUUsAX CIEAyeT YUYUTHIBaTh Kak
MOJIyYeHHBIE 110 3ampocy. JlepkaTenb perucTpalMoOHHOTO YIOCTOBEPEHHS JTOJKEH 00eCreuuTh
HaJINYMe MEXaHU3Ma OPraHU30BAHHOT'O M CUCTEMAaTU3UPOBAHHOI0 cOOpa JaHHBIX 0 O€30M1aCHOCTH
B COOTBETCTBHUH C BBIMOJIHAEMON MTPOrpaMMoi 1 obecrieueHue MpeICTaBICHHs HHUBH Y aJIbHBIX
COOOIIEHNI O HEXeNaTeJIbHbIX PEaKIUsAX B YINOJIHOMOYEHHBIH OpraH COINIACHO TPeOOBAHUAM
nyHkra 448 Hactosumx IlpaBun B cioy4yae ompeaeneHHs COOTBETCTBUS HWHGPOpMAIUU O
HEXKEJIATEIBHON PEaKIIMHA KPUTEPHUSIM CPOYHOTO PEIIOPTUPOBAHUS.

477. B crmyuae eciu B paMKaxX CHCTEMbl OPraHU30BaHHOTO cOOpa JaHHBIX HEXelaTeIbHas
peaknys ObUla BbISIBIIEHA HE B IPOLECCE OPraHM30BAHHOTO M CHCTEMATU3MPOBAHHOIO cOopa
TAHHBIX 0 6€30MaCHOCTH, BCE HEXETaTeIbHbIE U HelpeITHaMEepEeHHbIE PEaKIIUU Ha JIeKapCTBEHHBIH
Ipenapar, KOTOpble OBUIM COOOLIEHBI JAEP)KATEeNI0 PErUCTPALMOHHOIO  yJIOCTOBEPEHMS
MEIULIMHCKUM paOOTHUKOM WJIM TAIMEeHTOM, CJeIyeT paccMaTpuBaTh KaK COOOLICHHS O
IIOI03PEBAEMBIX HEXKENIATEIbHBIX PEaKLUUAX, IMOJIyYEHHBIE HE IO 3alpocy, W INPEeACTaBIATH
COOOIIEHHUSI COOTBETCTBYIOIIUM 00pa3OM.

Coo0mmenus, ony0JIMKOBAHHbIE B HAYYHOW MeIUIMHCKOH JUTEpaType

478. JlepxaTessiM perucTpalluOHHBIX yIOCTOBEPEHUH ClIEyeT OCYIIECTBISITh MOHUTOPUHT
myOauKanuii B HayYHOM MEIUIIMHCKOMN JIMTEPAType BO BCEX rOCYJAPCTBAX, B KOTOPBIX Pa3peLIeHO
MIPUMEHEHHUE COOTBETCTBYIOLIUX JIEKAPCTBEHHBIX MTPENApaTOB, B COOTBETCTBUM C MMyHKTamMu 393—
397 mnactosmux IlpaBun W TpencTaBiiATh OOHAPYXEHHBIE COOOIICHUS O HEXKeIaTeIbHBIX
pEaKusx B YIMOJHOMOYEHHBIC OPTaHbl TOCYJaPCTB-YWICHOB COTJIACHO TPEOOBAHUSM HACTOSIIIUX
[TpaBu.

479. CooOmeHnst O HEXKENAaTeNbHbIX PEAKIMAX, BBIABICHHbIE TPH MOHUTOPHUHIE
myOauKanui Hay4YHOH MEIULUHCKOMN JIMTepaTyphl, HE MOAJIeKAT CPOYHOMY PENOPTUPOBAHUIO B
CJIEIYIOIIUX CIIyYasix:

a) eCIM TPUHAJUIEKHOCTh JIEKAPCTBEHHOI'O Tpernapara AepikKaTelio perucTpalioHHOTO
YAOCTOBEpEHUSI MOKHO HCKJIIOYHTh HAa OCHOBAHWM YKa3aHHBIX B COOOIICHHH TOPrOBOTO
HAaMMEHOBAHMSI JIEKApPCTBEHHOTO MpernapaTa, HAUMEHOBaHUS JIEHCTBYIOIIETO BEIIEeCTBA, (POPMBI
BBIITYCKa, CIIOCOOBI BBEJICHUSI 1 HOMEPA CEPHH,

0) eciii MPUHAAIEKHOCTh JIEKAPCTBEHHOTO Mpenapara JepiaTelllo pPerucTpalioHHOTO
YAOCTOBEPEHUSI MOXKHO HCKIIOYUTh Ha OCHOBAaHWUU YKAa3aHHBIX B COOOIICHUU CTpPaHBI
MEPBOUCTOYHHKA COOOIICHHS] WJIM CTpPaHbl IMPOUCXOXKIEHHUS IMOJ03PEBAEMON HEXelaTenbHOU
peakiuu B ClIy4ae, €CJIHM JICKAPCTBEHHBI Tpenapar He TOCTaBIsUICS —JepKaTesieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS Ha IaHHYIO TEPPUTOPHIO;

B) €CITM MyONUKAIMs SBISETCS Pe3yJIbTaTOM aHalu3a YIMOJHOMOYCHHBIM OpraHOM 0a3bl
JAHHBIX O HEXENaTelIbHBIX pPeaKIUsIX (MCKIIOYEHHE HE PacIpOoCTpaHseTcs Ha IyOJIMKalWH,
c(hOpMHUPOBAHHEIE 110 pe3ybTaTaM aHanu3a 0a3 TaHHBIX APYTUX YIOJTHOMOYECHHBIX OPTaHOB);

T') €U MyOJIMKAIUS COJEPKUT MHGOPMAIINIO U3 OOIIEOCTYITHBIX 0a3 JaHHBIX, B KOTOPOI
Clly4ad TPENICTaBICHBl B BUJIEC TaONHII WM TOCTPOYHBIX MepeuucieHuid. VckmoueHune He
pacnpocTpaHsieTcsi Ha NyOJMKanuu, KOTOpbIe TIO3BOJIAIOT  CcPOPMHpPOBATH  BAJIMIHOE
WHIUBUAYATbHOE COOOIIEHUE O HEXKEIaTeIbHON peaKinuu;

1) €CiIM B MyOJUKALMKU MPEICTaBICHbl PE3yJIbTaThl MOCTPETUCTPALMOHHBIX UCCIEIOBAHUM,
METaaHaJIM30B WM Hay4YHBIX 0030POB;

€) eciu B MyOIHMKaIMK NpecTaBiieHa HHPOpMaIUs 0 HeXKENaTeIbHBIX PEAKIUAX Y TPYIIIIbI
MalUEeHTOB BO B3aWMOCBSI3U C MPUMEHEHHUEM OIPEACICHHOr0 JIEKapCTBEHHOrO Ipernapara u
OTCYTCTBYIOT UHAMBHUAYAIbHbIE TaHHBIE TIO MAI[IEHTaM, TI03BOJISIONINE CPOPMUPOBATH BAIUIHOE
WHIUBUAYATbHOE COOOIIEHUE O HEXKENIATeIbHON peaKInu.

480. Cenenus 0 6€301aCHOCTH, TIPEJICTABIICHHBIE B TAKUX HAYYHBIX ITyOJIUKAIUAX, CIICTyEeT
paccMaTpuBaTh B COOTBETCTBYIOIIMX pa3jenaX MepPHOJUYECKOr0o OOHOBISIEMOrO OTYeTa IO
0€30MacHOCTH M IPUHUMATh BO BHUMAHHE MPYU aHAIHM3€E BIUSHUS STUX CBEIEHUI HAa COOTHOIIIEHHE
«T0JTh3a — PUCK» JIEKApCTBEHHOTO Tpernapara. O mo0oil HOBOI mHpOpMaIuu 0 6€30MacHOCTH,
KOTOpasi MOXET MOBJIMATh Ha COOTHOIICHHE «II0JIb3a — PUCK» JIEKAPCTBEHHOrO IIperapara,
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clieyeT He3aMEIJIUTENbHO YBEIOMIISITH YIMOJHOMOYEHHBIH OpraH rocylapcTBa-ujeHa, Ha
TEPPUTOPUN KOTOPOTO 3apEruCTPUPOBaH JIEKApCTBEHHBIN ITpenapar.

ITono3peBaemble HexkelaTeIbHbIE PEaKIUH, CBA3aHHBIE ¢ Je()eKTOM KadyecTBa WU
panbcuPpUUUPOBAHHBIMY JIeKAPCTBEHHBIMU NpenapaTaMu

481. Eciu coob1ienne o mo103peBaeMoi HexKeIaTeIbHOW PEaKIuy CBSI3aHO C IPUMEHEHHEM
JIEKapCTBEHHOTO mpenapara, hpambcupukanus KOTOPoro mo03peBaeTcs IM00 YCTaHOBIICHA, WITH
JIEKApCTBEHHOT'O TIperapara HEHAIJIeXKallero KadecTBa, JaHHOE COOOIICHUE TOJJICKHUT
PENOPTUPOBAHUIO (B CITydae OTHECEHUS €r0 K BAIHIHOMY COOOIICHUIO).

482. B 3TuX ciy4asx B IIEJSIX OXpaHbl OOIIECTBEHHOTO 3/I0POBBSI MOXET MOTPEOOBATHCS
MIPOBEJICHUE TAKUX CPOUYHBIX MEp, KaK OT3BIB C PhIHKA OJTHOM J1e()EKTHON cepun ITEKapCTBEHHOTO
npenapara win oosee. JlepkarensiM perucTpalliOHHBIX YIOCTOBEPEHUN CIIEAYET HUCIIOIb30BaTh
CUCTeMy, OOECIEeUMBAIOIIYI0 TMPOBEICHUE HE3aMEIIUTEIILHON OIEHKH | pacclieIoBaHue
MOJIy4YEHHOTO COOOIIEHHUS O TOJ03PEBaeMOM HEKEIaTeIbHOM PEaKIMW, CBSI3aHHOU C
¢banbcuUIMPOBAHHBIM JIEKAPCTBEHHBIM IIPENapaToM UM Ae(PEeKTOM KayecTBa JIEKapCTBEHHOTO
npenapara. B ciaydae moarBepkaeHus Hauums 1eeKTa KadecTBa TpeOyeTcs: He3aMeTUTEIHbHOE
YBEIOMJICHHE  JIep>KaTelleM  PETUCTPAllMOHHOTO  YJOCTOBEPEHHUSI  HEMOCPEICTBEHHOTO
MIPOM3BOIUTEIS JICKAPCTBEHHOTO Mpernapara v yroJIHOMOYCHHBIX OPTaHOB T'OCY/IaPCTB-WICHOB.

IToxo3peBaemas nepenadya HHGEKIHOHHOIO areHTa Yepes JeKapCTBeHHBIH npenapar

483. Uu(eKIMOHHBIM ~ areHTOM CYHMTAaeTCs JII0O0OH MHUKpPOOpPraHW3M, BHUPYC WU
MH(EKIMOHHAs YacTuIa (HarpuMep, MpUOH, MPOTEHH, NepeJaroliie TPAHCMUCCUBHYIO I'y0UaTyIo
sHIIe(haTONaTHIO), KaK MATOTEHHBIE, TAK U HEMATOTEHHEIE.

484. Ilono3peBaemas rnepeadya WH(EKINOHHBIX areHTOB MPU IPUMEHEHUH JIEKapCTBEHHOTO
mpernapaTa paccMaTpHUBaeTCs Kak Cepbe3Hasl HeKeaTellbHas peakius, MojaJiexalias cpoyHOMY
pPENOPTUPOBAHUIO B TeueHHE 15 KajeHJapHBIX JAHEW € JaThl IOJIYyYEHHs JIepiKaTesieM
PETUCTPALIMOHHOTO yIOCTOBEPEHUS UM €r0 YIOJIHOMOYEHHBIM MPEICTaBUTEIEM MUHUMAIbHOM
Tpebyemoii nHPOPMAIIUU O HEKENATeTbHOM PEaKIIUi B COOTBETCTBUU C MyHKTOM 407 HACTOSIIIUX
[IpaBui. JlanHOoe TpebOBaHKE PACIPOCTPAHIETCS TAK)KE HA BAaKLIUHBI.

485. [lepxaTenn  pEeTMCTPALMOHHBIX  YJOCTOBEPEHUN JIEKApCTBEHHBIX IIPENaparos,
MOJIYYEHHBIX U3 KPOBH WJIH TUIa3Mbl UEJIOBEKA, OJKHBI HMETh CUCTEMY, B CIy4ae MOJA03pEHUs Ha
nepeadyy MHQPEKIMOHHOTO areHTa OO0eCleYMBAIONIYI0 HE3aMEIJIUTENbHOE YBEIOMIICHHE
MIPOU3BOJIUTENS JIEKAPCTBEHHOI'O IMperapaTa, COOTBETCTBYIONIMX YIMOJHOMOUYEHHBIX OpPraHOB
KOHTPOJISl 00pallleHus MpernapaToB KPOBU M YIIOJTHOMOYEHHBIX OPTraHOB TOCYAapCTB-YJICHOB.

486. Ilepenaua BO3OyauTenst WHGPEKIHMH MOXET TOJ03PEBAThCS HA  OCHOBAHHUH
KIMHUYECKUX NMPU3HAKOB MM CUMIITOMOB, a TaK)Xe JaOOpaTOPHBIX pe3yJIbTaTOB UCCIIEIOBAHUM,
YKa3bIBAIOIIMX HA Halmuyue UWHEQEKIMM Yy TMalHueHTa, MOJBEPIIIerocss BO3JEHCTBUIO
JIeKapCTBEHHOTO Npenapata. Cienyer yaeiasT oco0oe BHUMaHue 00HapyKEHUI0 UHPEKIHHA UITH
BO30ynuTenei MHGEKUWH, B OTHOIIEHUHU KOTOPBIX HMeeTcss MH(popMalus O TOM, YTO OHHU
CIIOCOOHBI MepeaBaThCsl MPHU MPUMEHEHUH JIEKaPCTBEHHOI'O IMperapara, HO MPU 3TOM CIEIyeT
YUUTHIBATh TAK)KE U PUCK MOSBICHUS HEM3BECTHBIX BO30OyAUTENEH.

487. OneHky mnoao3peBaeMoil mepenaud WHQPEKIMOHHOTO areHTa MpH NPUMEHEHUH
JIEKapCTBEHHOI'0 Ipernaparta CleAyeT MPOBOIUTH C 0COOOW OCTOPOXKHOCTHbIO M 00ecrevHnBaTh,
HACKOJIbKO 3TO BO3MOXKHO, pa3rpaHHueHHe MyTH MHPHUUUPOBAHUS (HANpUMep, UHBEKIUS WIIH
MpueM), UCTOYHHMKA HMH(PEKIMH (Hampumep, KOHTAMHHAIUS JIEKApCTBEHHOTO IIperapara) u
KIMHUYECKOTO COCTOSIHMSI ~TMMalMeHTa Ha MOMEHT IPEANoJiaraeMoro HH(PpUIHUPOBAHUS
(MMMYHO/IETIPECCUBHOE COCTOSTHUE WJTU MPE/IIECTBYIONIAs BAKIIUHAIHA ).

488. IloaTBepkieHHe KOHTAMUHAIMU (BKJIIOYasi HECOOTBETCTBYIOIIYIO MHAKTUBAIMIO WM
ociabieHrue BUPYJICHTHOCTU (aTTeHyalluio) Bo30yauTeneld MHPEKIINN KaK aKTUBHBIX BEIECTB)
[10/103PEBAEMOr0 JIEKAPCTBEHHOI'O Ipenapara MOBBIIIAET CTENEHb J0KAa3aTENbHOCTH Iepenadn
BO30ynuTeNsl MHPEKUMH W TONO3pPEHHs] Ha Haluyhe naedexkTa KadecTBa JIEKapCTBEHHOIO
npemnapara.

13. DkcTpeHHbIe MPOOJIEMBbI 110 0€30MACHOCTH
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489. Ilpu npuMEHEHNH JICKAPCTBEHHBIX MPENapaToB MOTYT OBITh BBISIBJICHBI COOBITHS WITH
pe3yabTaThl HAOMIOJCHUHN, CIIOCOOHBIE OKAa3bIBaTh CYLIECTBEHHOE BIMSHUE HAa COOTHOILCHUE
«T10J1b3a — PUCK» JIEKAPCTBEHHOTO Mpernapara, MalyueHTa Uik 001eCTBEHHOE 3J0POBKE (310pOBbE
HACEJICHH), YTO TpeOyeT He3aMeUTMTEIbHON OLIEHKHU CO CTOPOHBI YIOIHOMOYEHHOTO OpraHa H
MOXKET MOTpPeOOBaTh MPHUHATHS CPOYHBIX PETYJIATOPHBIX Mep, a Takke HHPOPMUPOBAHUS
CIELUANNCTAMH CHCTEMBl 3/IpaBOOXpaHEHUs W mnanueHtoB. IlpeacraBienue uHboOpMaIu o
BBISIBJICHHBIX JKCTPEHHBIX MpobiieMax MO OE30MacHOCTH BBHIMOJHSAETCS B COOTBETCTBUHU C
TpeOOBaHUSAMH, YCTAaHABIMBAEMBbIMHU B MMyHKTax 756 u 757 Hacrosimux [IpaBuin. B ciyuae ecnu
OCHOBaHUEM JJIsl BBISIBICHUS SKCTPEHHOM MpoOJIeMbl MO 0e30MacHOCTH SIBUJINCH OTAEIbHBIC
cllyya TOJ03pEBaeMbIX HEXKeIaTeIbHbIX PEAKIMH, JOJDKHBI OBITh BBITOJHEHBI TPEOOBAHUS 10
MPE/ICTAaBICHUIO HHIMBUYaIbHBIX COOOIIEHUH O HEKEIaTeIbHbBIX PEaKIUIX.

14. IlpeacraBieHue coo0LIeHNI 0 HeKeIaTeIbHBIX PeaKIUsX B IEPHOI MeXKAY MoJavye
3asiBJICHUS] HA PerHCTPALMIO JIEKAPCTBEHHOI0 Npenapara u noJay4eHreM yA0CTOBepeHus 0
€ro perucTpanuu

490. B nepuoa Mex 1y nojayei 3asBICHUS Ha PETUCTPAIMIO JEKApCTBEHHOIO penapara u
IIOJIyYEHHEM YJIOCTOBEPEHMSI O HEH y NPEanojiaraéMoro JAep)Kareis perucTpalioOHHOIO
YAOCTOBEpEHUSI MOXET MOsIBUThCS HHGopManus (MO KadyecTBY, KIMHUYECKUM WM
JOKJIIMHUYECKUM JIaHHBIM), M3MEHSIONAsl COOTHOLIEHHE «IIOJb3a — PHUCK» JIEKAPCTBEHHOI'O
npenapata. B 00s13aHHOCTH AepxKaTelss perUCTPallMOHHOTO yIOCTOBEPEHHS BXOAUT oOecrieueHne
HE3aMEUTUTEIBHOTO TpPEJCTaBICHUs] JaHHON WHGOpMAIMKM YIOJHOMOYEHHOMY OpraHy
rocyJapcTBa-ujieHa, KOTOpPBIA IPOBOJWUT JKCIEPTU3y M PErUCTPALMIO JEKAPCTBEHHOI'O
mpernapara, B COOTBETCTBUU C TPeOOBAaHUSAMH ITyHKTOB 756 u 757 Hacrosumx [IpaBu.

491. B cinydae mostydyeHHs Aep>KaTeleM PErucTPAllMOHHOTO YAOCTOBEPEHHUS CBEICHHUM O
HEXeJNaTelIbHbIX PEAKIUAX, BBISIBJICHHBIX IMPU NPUMEHEHUHU JEKAPCTBEHHOIO Ipenapara Ha
TEPPUTOPUN JIPYTUX CTPaH, BAJIUIHBIE WHAMBHAYAJIbHBIE COOOIICHHUS O HEXelaTeNbHbIX
peaknusix, cOpMHPOBAHHBIE Ha OCHOBAaHMHM COOOIICHHH, MOJYYEHHBIX IO 3aIpOCy U HE IO
3ampocy, MOJJIEXKAT TMPEACTABICHUIO B YIIOJHOMOYEHHBI OpraH CoOrjacHO IyHKTy 448
Hacrosuux [Ipasuir.

15. IlpeacraBiieHue cOO0UIEHUI 0 HeKeIATeIbHbIX PeaKUMsIX B EPHO/I MOCJIe
NMPUOCTAHOBJICHNS IeliCTBUSA MJIM OT3bIBA PErMCTPAIIMOHHOIO YA10CTOBEPEHUS
JIEKapCTBEHHOI'0 Mpenapara

492. JlepxaTenb PETUCTPALMOHHOTO YJOCTOBEPEHUS JIOJDKEH MPOA0IDKATh COOHMpaTh
CBEIEHUSI O IIOJI03PEBAEMBbIX HEKEJIATENbHBIX PEAKIMSIX, CBA3aHHBIX C paccMaTpUBAEMbIM
JIEKapCTBEHHBIM IIpENapaToM, IOCJIE NPUOCTAHOBICHUS JEHCTBUS €ro PErucTpaliMOHHOTO
YIOCTOBEPEHHUS] C BBIIOJHEHUEM PpEINOPTUPOBAHUS B ClIydasX, KOTOPBIE YJOBIETBOPSIOT
KPUTEPUSIM CPOYHOTO PEMOPTHUPOBAHUS B COOTBETCTBMM ¢ IyHKTamu 431-448 nHacToAmmx
[IpaBu.

493. B ciydae OT3bIBa PErMCTPALMOHHOIO YJIOCTOBEPEHMS YIIOJIHOMOUYEHHBIE OpraHbl
JOJKHBl IPEOBSBIATh K JAEP)KATeNI0 PETUCTPALMOHHOIO YJIOCTOBEPEHHs TpeOOBaHUSA O
nanpHeimeM coope CBEICHUN O MOI03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX Ha JEKapCTBEHHBIH
npemnapar (Harpumep, Uid 00Jer4eHusl BBIIOJIHEHHS OLEHKH B CIIyyae pa3BUTUS OTCPOYEHHBIX
HEXXEJIaTeNbHbIX PeaKLU WU JUTS TOJTyYeHHs PETPOCTIEKTUBHBIX COOOIICHHH O HeXeIaTeIbHbIX
peaKIusx).

16. IlpencraBienne coO0LIEHUI 0 HexKeJIATEIbHBIX PeaKIUAX B EPUO YPe3BbIYANHBIX
CUTYalUil B 00J1aCTH 001IIeCTBEHHOI'0 3[IPABOOXPAHEHM I, UMEIOIIUX MEKIYHAPOIHOe
3HAYEHHUE

494. B cnydae BO3HUKHOBEHHS YpPE3BBIYAMHOW CHTyalluM B OOJACTH OOIECTBEHHOTO
3IpaBOOXpPAHEHUs, MMEIOUIEH MEXIYHApOAHOE 3HA4YCHUE, YCTAHOBIECHHONM BcemupHoi
OpraHu3alnye 3JpaBOOXpPAaHEHHUs, YNOJHOMOYEHHBIE OPraHbl BIPABE BHOCUTh HW3MEHEHUS B
TpeOOBaHUS K PETYJISPHOCTU IPEICTABICHHUS COOOIIEHUI O MOJ03PEBAEMBIX HEXeNaTeIbHBIX
peakuusax. Takue M3MEHEHUs NPUHUMAIOTCS OTIEIBHO I KaXKIOro Ciaydas 4pe3BblYaliHOMN
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CUTyalluHd, M M3BELICHHS O HHUX Pa3MEIIaloTCA Ha OQHUIMAIbHBIX CaiiTax yHNOJIHOMOYEHHBIX
OpraHOB I'OCYJAapCTB-WICHOB B ceTU MHTEpHET.

17. IlpencraBJ/ieHne coO001IeHUI, OCHOBAHHBIX HA CyJ1e0OHBIX MCKAX B OTHOIIIEHUM Bpea,
NMPUYUHEHHOT 0 PUMEHEeHHEeM JIEKAPCTBEHHBIX MPenapaToB

495. C cooOuieHussMH, OCHOBAaHHBIMU Ha CYJEOHBIX HMCKaxX B OTHOIICHHHM NPUMCHECHHS
JIeKapCTBEHHBIX MPETapaToB, CIeAyeT paboTaTh Kak ¢ COOOICHUSIMHU, TOJTYYeHHbIMU 0€3 3ampoca.
CrnenyeT npeacTaBisTh BaAIMIHBIE COOOLIEHUS TOJIBKO O HEXENaTEebHBIX PEaKIHIX, B KOTOPbIX
pEnopTEPOM WIH JIEPHKATEIEM PETUCTPALIMOHHOTO YOCTOBEPEHUSI MPEIOIATAETCsl HAaTUINE KaK
MUHUMYM BO3MOXXHOW TPUYMHHO-CJIEACTBEHHON CBSI3W HEXKENIAaTeIbHOTO BO3JCHCTBUS C
MOJ03PEBAEMBIM JIEKAPCTBEHHBIM IperapaToM. B 3THX ciayuasx npu onpeaeneHud COOTBETCTBUSA
KpUTEpUSIM  CPOYHOTO  PEMOPTHUPOBAHUS  BANUAHBIE HWHIUBUAYaJbHbIE COOOIIEHUS O
HEeXeaTelIbHbIX PeaklUUsX MOJJIeKAT MPECTABICHUIO B YIIOJTHOMOYEHHBIM OpraH rocyAapCTB-
YJIEHOB B COOTBETCTBUM C MyHKTamu 43 1-448 nacrosimux [Ipasui.

496. IIpu momyueHUN OONBIIOTO KOJIWYECTBA MOTCHIIMAIBLHBIX COOOIIEHUN O Cephe3HBIX
HEXKENaTENbHBIX ~PEeaKIusAxX Jep)KaTeldb PErucTPalMOHHOTO YJIOCTOBEPEHHMS B KadyecTBE
HCKIIIOYEHHUS MOXET COIJIacoBaTb C YIOJHOMOYEHHBIM OpPraHOM [MPOAJIEHHE CpOKa
MIPEACTABICHUS WHINBUTyAIbHBIX cO00MIeHHH 10 30 KalleHJapHBIX JHEH.

18. IlpeacraBienne coo0IEHUIT 0 CJIydasixX NPUMEHEHHs JIeKAPCTBEHHOI0 Npenapara He B
COOTBETCTBMH C 001l XapaKTEePUCTHKOM JIEKAPCTBEHHOI0 Mpenapara ujid HHCTPYKIHel
10 MeMINHCKOMY NPUMEHEHHIO

497. IlpumeHeHne JICKApCTBEHHOT'O TMperapaTa HE B COOTBETCTBHUM C  OOIIEH
XapaKTePUCTHUKOM JIEKapCTBEHHOI'O IIpernapara WM HUHCTPYKUMEH 1O MEAUIMHCKOMY
MIPUMEHEHUIO MOXKET OBITh 00YCIIOBICHO pa3IMYHBIMU MpuyuHaMu. [IpruMeps! BKITIOUAIOT ciiydan
NPUMEHEHHsI JIEKAPCTBEHHOTO Tpernapara ¢ IMpeAHaMEPEeHHBIM HECOOI0IEHUEM YCIIOBHA,
ompeesieMbIX B 0JIOOPEHHON ACHCTBYOIIEH HHGOPMAIIMH O JICKApCTBEHHOM Tpenaparte (o0mei
XapaKTEPUCTHKE JIEKAPCTBEHHOTI'O Mpenapara Uil MHCTPYKLUHU 110 MEULIMHCKOMY IIPUMEHEHUIO),
TaKkHe Kak:

a) IPUMEHEHHUE JIEKAPCTBEHHOI'O IIperapaTa HE B COOTBETCTBUU C YTBEP)KIECHHBIMU
MOKa3aHUSAMHU K IPUMEHEHHUIO;

0) IpuMEHEeHHe Yy TPYNIbl MAlUEHTOB, KOTOPHIM HE PEKOMEHIOBAaHO IPHUMEHEHHUE
JIEKapCTBEHHOI'O IIpernapara;

B) OTJIMYME MyTH BBEACHUS WU CIIOCOOA BBEICHHUS;

T) OTJINYHE PEKUMA JO3UPOBAHUSI.

498. HeoO6Xx01MMOCTh MPECTABICHUS COOOIICHUH O CITy4yasiX IPUMEHEHUS JIEKapCTBEHHOTO
mpernapaTa HE B COOTBETCTBUU C OOIEH XapaKTEpUCTUKOW JIEKAPCTBEHHOTO Ipenapara WiId
MHCTPYKLHENH IO MEAUIIMHCKOMY IIPUMEHEHUIO ONPEIENAETCS UCXOAsl U3 CIEAYIOUX YCIOBUN
COTJIACHO pPEe3yJIbTaTy NMPUMEHEHUS OTHOCUTENIBHO MPUYMHEHUS Bpela 3J0POBBI0 WU KU3HU
MalueHTa:

a) MpUMEHEHHE JIEKaPCTBEHHOI'O IIperapara He B COOTBETCTBHH € 001 XapaKTepuCTUKOM
JIEKapCTBEHHOI'O IIpenapaTa Uiy MHCTPYKIHUEHN 10 MEAUIIMHCKOMY IPUMEHEHUIO C IPUYMHEHUEM
MalUeHTy Bpe/aa B pe3yJibTaTe pa3BUTHSI [10103pEBAEMON HEXKeNaTeNbHON peaKiny;

0) mpuMEeHEeHHE JIEKapCTBEHHOT O TIpenapaTa He B COOTBETCTBUU € O0IIEH XapaKTepUCTUKOM
JIEKapCTBEHHOT'O Mpernapara Wik HHCTPYKIUEH 10 MEAUIIMHCKOMY IPUMEHEHHIO 0€3 MPUYNHEHUS
BpeJa MalUeHTy U II0J03PEBAEMOM HEXKEIIATEIbHON PEAKIUU.

499. B ciyuae nonydeHusi ”HGOPMAIIMH O Pa3BUTHUU HEXKEIIATeITLHON PEeaKIuu IepKaTEIeM
PETUCTPALIMOHHOIO YOCTOBEPEHHUS MPEANPUHUMAIOTCS MEPHI 110 BBINOJIHEHUIO MOCIIELYIOIIETO
cOopa nH(pOpPMAaIIMK O HEXKENATSIIbHOW PEAKINH C IEIbI0 00eCIIeueHUsT KaK MOKHO 00J1ee IMOTHBIX
TAHHBIX O KaXJI0M U3 cooOmeHuii. [Ipencrapnenne BaluaHbIX MHIMBUAYAIBHBIX COOOIEHHUH O
HEKeNaTEJIbHBIX PEAKIUAX, PAa3BUBIIMXCS B pE3yJIbTaTe MPUMEHEHHS JIEKapCTBEHHOTO Mpernapara
HE B COOTBETCTBUU C O0IIEH XapaKTePUCTUKOM JIEKapCTBEHHOT'O Mperapara Wik HHCTPYKLHUEH 1o
MEIHUIMHCKOMY MPUMEHEHHUIO, BBITIOJIHIAETCA coryiacHO myHKTaM 431-448 nacrosmux [IpaBun B
Clly4ae ONpeesIeHNs] COOTBETCTBUS KPUTEPUSM CPOYHOT'O PEIOPTUPOBAHMUSL.
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500. B caydasx, koraa 3TO TPUMEHMMO, OIIEHKA COOTHOIIEHHUS «IOJIb3a — PHUCK»
JICKApCTBEHHOTO Iperapara B MePHOAMYECKOM OOHOBIISIEMOM OTUYeTe MO OE30MacCHOCTH JIOKHA
BKJIIOYaTh KIIMHUYECKH 3HAYMMBIE DPHUCKHM IPUMEHEHMS JIEKapCTBEHHOI'O IIpernapara HE B
COOTBETCTBHH C 0JJOOpPEHHON MH(pOPMAaLIKEH 110 MPUMEHEHUIO JIEKApCTBEHHOTO Ipenapara.

501. B cootBerctBuM c pazgenom VI nHacrosmux I[lpaBun npu HaIuuuv HAy4YHO
00OCHOBAHHBIX OCHOBAHMU TOATBEPKICHUS B3aUMOCBS3M MEXIY pPa3BUTHEM KIMHHUYECKUX
HeOJIaronpusATHBIX MCXO/I0B U MPUMEHEHUEM JIEKapCTBEHHOTO IperapaTa HE B COOTBETCTBUHU C
o0ImIeil XapaKTepUCTUKOM JIEKapCTBEHHOTO TpernapaTa WiIM WHCTPYKIMEH MO0 MEIUIIMHCKOMY
MPUMEHEHUIO HEXeNaTeabHasl peaklys MOKET OLIEHWBAThCSA KaK MOTEHIMATbHBIN pUCK 1100, B
Cllyyae COOTBETCTBUSI KpPUTEPHUSAM BaXKHOH mpoOieMbl 1O O€30MacHOCTH, Kak Ba)KHBIN
MOTEHIIMAJIbHBIA PUCK C BKJIIOUYEHHEM B crienuuKalnio Mo 0e30MacHOCTU IJIaHa YIpaBlIEHUs
puckamu. Takoil moaxoJ 0cOOEHHO BakK€H B CIy4Yasx, KOTJA BBIABICHHBIM acrekT Mmpoduils
0€30MaCHOCTH XapaKTepU3yeTCs CYIIECTBEHHBIMU OTIMYUSMU MEXy OCHOBHOW MOIYJISINEH U
MONYJIALIMEN, Y KOTOPOM JIEKapCTBEHHBIM IIpPemapar HCIIOIb30BAICS HE B COOTBETCTBUU C
0100peHHON uWH(pOpMaIMel 10 TPUMEHEHHIO JIGKQpCTBEHHOTO IpemnapaTta. BrxiaoueHue
npo6sIeMbl IO G€30MaCHOCTH B NepeUeHb BaXKHBIX MOTCHUIUAIBHBIX PUCKOB IUIAHA YIPABICHUS
pUcKaMu TpeOyeT MOCIEAYIONIEro BEITOTHEHHS AeprKaTeleM PEerucTPaliOHHOTO yI0CTOBEPEHHUS
MEPONPUATHIA MO OIIEHKE JaHHOTO BaYKHOTO PUCKA KaK YacTH IUIaHA 10 (papMaKoHAIA30py.

502. JlepkaTeneM perucTpaloOHHOTO YAOCTOBEPEHHUS JOJDKHBI OBITh oOecrieueHbl cOop u
OlLleHKa MH(pOpPMAaLUK O MPUMEHEHUH JIEKapCTBEHHOTO Ipernapara He B COOTBETCTBUU C OOIIeH
XapaKTEPUCTUKOM JIEKAPCTBEHHOI'O MpernapaTta WM HHCTPYKUMEH 10 MEIULHUHCKOMY
MPUMEHEHHIO C IIEJIBIO BHITOTHEHHS 0053aTENIbCTB 110 HETIPEPBIBHOM OIIEHKE U MH()OPMUPOBAHUS
YIIOJIJHOMOYEHHOTO OPraHa OTHOCHUTEIBHO BCEX H3MEHEHUM COOTHOIIECHMS «II0JIb3a — PHUCK»
JIEKapCTBEHHOI'O IIperapara.

503. [1naH ynpaBieHUus pUCKaMH BKJIIOYAET OLICHKY aCIIEKTOB IPUMEHEHU S JIEKAPCTBEHHOTO
CPEICTBA B YCJIOBHUSAX PYTHHHOM KIMHUYECKON IMPAKTUKUA U ONpPENEseT MPONOPLUOHAIbHBIN
YCTAHOBJIEHHBIM pHCKaM MOJAXOJ MO JaJlbHEHIIEMY MOHUTOPHMHTY M H3y4eHHIO. B ciyuae
OTpe/Ie/ICHUs] TPUMEHEHHUS JIEKApCTBEHHOTO0 TIpernaparta HE B COOTBETCTBUM C 0OOmIen
XapaKTEPUCTUKOM JIEKAPCTBEHHOI'O MpernapaTta WM HHCTPYKUUEH 10 MEIULHUHCKOMY
NPUMEHEHHIO KaK MpoOJeMbl 0 0e30MacHOCTH, TO €CTh B CIy4ae YCTaHOBJICHUS B3aUMOCBS3H
MEXIy JaHHbIM HECOOTBETCTBUEM OJOOPEHHBIM YCIIOBUSIM IPUMEHEHUS JIEKapCTBEHHOI'O
npenapara ¥ BaXKHbIM MOTEHIIMAIIBHBIM PUCKOM, B IJIAHE YIIPABJICHUSI pUCKAMU MPEICTaBISAETCS
OLIEHKa HEOOXOIMMOCTH BBITIOJIHEHUS CIIEIYIOIINX MEPONPUATHH 10 (hapMaKoHAI30DPY:

pa3paboTKa IENEeBBIX OMPOCHUKOB TIO TMOCIeAymeMy cOopy HHPOpMAIMH O
HEXENaTeNIbHbIX PEAaKUUsAX, Pa3BUBAIOLIMXCS B pe3yJbTaTe IPUMEHEHUs JIEKAPCTBEHHOIO
mpernapara He B COOTBETCTBHM C OOILICH XapaKTEpUCTHKOW JIGKAPCTBEHHOTO Mperapara WM
MHCTPYKUHEH 10 MEAULIUHCKOMY IIPUMEHEHUIO;

UCIOJIb30BAaHUE APYTHX 0053aTENbHBIX (HOPM PYTHHHBIX MEPONPUSATHIA 110 JapMaKOHAI30PY
B (popMe 11e1eBoro coopa MHANBUAYAIBHBIX COOOIIEHUH O CITyYasiX MPUMEHEHUs JIEKapCTBEHHOTO
mpernapara He B COOTBETCTBHM C OOILICH XapaKTEepUCTHKOW JIGKAPCTBEHHOTO Mperapara WiH
MHCTPYKUMEH MO MEAUIUHCKOMY IPUMEHEHHIO, HE COIPOBOXKIAIIINUXCA Pa3BUTHEM
HEKEJIaTeJIbHBIX PEaKIUi;

MIPOBEJICHUE CIELUATbHBIX HCCIENOBaHUM (TaKkuWxX, KaK HCCIEIOBAaHUE IO H3yUYEHUIO
NPUMEHEHHMSI, OLIeHKa 0a3 JaHHBIX).

504. UaauBuyanbHbIEe COOOIICHHS O CIIydasX MPUMEHEHHS JIEKapCTBEHHOTO Mpernapara He
B COOTBETCTBUHU C OOIIEH XapaKTEpPUCTUKON JIEKAPCTBEHHOTO IMpernapara WK WHCTPYKIHUEH Mo
MEIULUHCKOMY NPHUMEHEHUIO, KOTOpPBIE HE CONPOBOXKJIAJIUCh Pa3BUTUEM HEXKEIATEIbHbIX
peakuuii, He MOAJEXKAT NPEICTAaBICHUIO B YIOJHOMOYEHHBIH OpraH, IIOCKOJbKY HE
COOTBETCTBYIOT MUHUMAJIbHBIM KPUTEPUSIM COOTBETCTBHUS BaJIUIHBIM COOOIICHUSIM.

505. JlekapcTBEeHHBIE MpenapaThl, KOTOPbIE HE UMEIOT pa3pabOTaHHOTO U YTBEPKACHHOTO
IJJaHA YIPABJICHUS PUCKAMH, TAKXKE JOJDKHBI OLIEHMBATBHCS JEP)KATENIEM PErucTPALMOHHOIO
YIOCTOBEPEHUS U YIIOJHOMOYEHHBIM OPTaHOM B OTHOILIEHUH HAJIMYMS BO3MOXHOM MPOOIEMBI 10
0e30macHOCTH, 0OYCJIOBJICHHOW MPUMEHEHWEM HE B COOTBETCTBHUHU C OOINCH XapaKTEPUCTHUKOU
JIEKapCTBEHHOI'O Ipenapara Wi MHCTPYKLMEH MO0 MEAMLIMHCKOMY IpHUMEHeHuto. B ciydae
YCTaHOBJICHUS TAKOM TTPOOIEMBI 0€30MTACHOCTH OTIPEALIISIETCSI HEOOXOAMMOCTh Pa3pabOTKH ITIaHa
YIPaBJICHUS] pPUCKAMH MU IPOBEICHUS TOCTPETUCTPALIMOHHOTO UCCIIEA0BAHMS 110 0€301TaCHOCTH.
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19. IloaroroBKa MHANBUAYAJIbHBIX COOOLIEHUI 0 HeKeJIATEJIbHbBIX PeaKIUAX

OO01He NPUHIHIBI MOATOTOBKH WHANBUAYAJTbHBIX COOOIIEHUIT 0 HexKeIaTeJbHBIX
peaKIusx

506. O6MeH Bcex CTOpOH WH(OpPMAIME O WMHIWBUAYATbHBIX COOOIICHUAX O
HEXKENaTEIbHBIX PEaKLUMsSIX OCYILIECTBISETCS B JJIEKTPOHHOM BHJIE€ C HCIIOJIb30BAHUEM
tepmuHosorud MedDRA u B COOTBETCTBUM ¢ MPUMEHUMBIM (POPMATOM 3JIEKTPOHHBIX JaHHBIX
E2B. B nensx BBIMOTHEHUS OIICHKH HEXENATeIbHON peakiuyu HGOpMaIis B TIPEICTABIIEMOM
MH/IMBUYaTbHOM COOOIICHUH JOJDKHA ObITh MakCHUMaJbHO IMOJNHOHM. B ciaydae ecnu siBisiercs
OUYEBHJIHBIM, YTO PEMOpPTEpOM He OblIa HampaBiieHa IOJIHAs HMeEromiascs uHdopmaius o0
WHIMBUIYaJIbHOM Cllydae, IOJdy4aTeldb MOXET 3alpOCHTh IIOBTOPHOE IpeJCTaBlICHHE
MHIUBUAYATBHOTO COOOIIEHUS O HeXKENaTeIbHOM peakluu ¢ BKIIOYEHUEM MOJTHON HH(OpMaLuu
B COOTBETCTBHMHU C TPEOOBAHUSAMH K 3JICKTPOHHOH IMoJjaue JaHHBIX B TeUeHUE 24 4acoB C IEINBIO
MocJeAyIoel MeIUIIMHCKON OLIEHKH U MCIIOJIb30BaHUs B IPOLIEAYPE BBISBICHUS CUTHAA.

507. B ciydae ecnu mojo3peBaeMasi HeXeJareiabHas peakius, uHpopManus o KOTOPOi
npejcTaBieHa B GopMe MHAWBHUIYAIbHOTO COOOIIEHNUS, MOKET OKa3aTh CYIIECTBEHHOE BIUSHUE
Ha COOTHOIIEHHE «IOJb3a— PHUCK» JIEKAPCTBEHHOrO IIpernapara, JaHHas WHGOpMAIHs
OLICHMBAETCS KaK OSKCTpeHHas mpobiieMa 1o 0e30macHOCTH W TMOMJIEKHUT MPEJCTABICHUIO B
YIOJHOMOYEHHBIH OpraH Kak HMHIMBHIyaJbHOE COOOILIEHME M KaK SKCTpeHHas mpoliemMa Io
0€30IacCHOCTH B COOTBETCTBUM C TyHKTaMu 756 m 757 wmacrosmmx IlpaBwn. B stom ciydae
OCHOBAHHUS JJIi OTHECEHUs MH(POPMALUHU JIAHHOTO COOOMICHUS K IKCTPEHHOH mpolieme 1o
0€30MacHOCTH U IpeajaraéMble Mepbl BKIIOYAIOTCS B pasnen «KoMMeHTapuu OTHpaBUTENSD
COTJIaCHO (pOpMaTy IEKTPOHHBIX JaHHBIX E2B MHAUBUAYyaIbHOTO COOOIICHHUS O HEXKeJIaTeIbHON
peaxiuu.

[Tpumepbl SKCTPEHHOM MPOOIEMBI 110 0€30MaCHOCTH BKIIIOYAIOT B Ce0s1 B TOM YHCIIE:

cepbe3Hble MPOOJEMBbl, CBSI3aHHbIE C OE30MACHOCTHIO, BBIABIECHHBIE B  XO7€
MIPOIOJDKAIOIINXCS UM 3aBEPIICHHBIX HCCIEI0BAHUN (HAIIpUMeEp, HEMPEBUICHHOE MOBBIIICHUE
YPOBHS JIETABHBIX WIN YTPOKAIOIINX KU3HU HEKEIaTeIbHBIX SIBJICHU);

cepbe3Hble NPOOJEeMbl, CBS3aHHBIE C OE€30MACHOCTBHIO, BBIIBICHHBIE HAa OCHOBAaHHUH
CIIOHTaHHBIX COOOIIEHUH MM TAHHBIX, OMyOJMKOBAaHHBIX B HAYYHON MEIUIIMHCKOI JIUTEpaType,
KOTOpBIE MOTYT SIBIISITbCS OCHOBAaHHEM JJISl PACHIMPEHMs MPOTHUBONOKA3aHUM, OrpaHHMYCHHM
MPUMEHEHHUSI JIEKAPCTBEHHOT'O IIperapara Uil HE0OXO0AUMOCTH €T0 OT3bIBa C PHIHKA;

pEryIsTOPHBIE MEPhl B OTHOIIEHUH CEPbE3HBIX MPOOJIEM, CBA3aHHbIE ¢ 0€30MacHOCThIO, B
TPEThbUX CTpaHaxX (HapuUMep, OrpaHUYEHHE HCIOJIb30BaHUS JIEKAPCTBEHHOrO MpernapaTa WM
BPEMEHHOE IIPUOCTAHOBIICHHE JACHCTBUS PErHCTPALMOHHOTO YI0CTOBEPEHHUS).

Nudpopmanus o mogo3peBaeMbIX, B3aUMOACHCTBYIOIIMX H COMYTCTBYOIIMX
JIEKApPCTBEHHBIX Mpenaparax

508. B cooOmeHnn O HEXeIaTeIbHOW peakluy CIeAyeT YKa3blBaTh HAaWMEHOBAHUS
M0JI03PEBAEMBIX, B3aMMOICHCTBYIONINX U (MJIM) COMYTCTBYIOLIMX JIEKAPCTBEHHBIX MPENapaTos,
WX PEXUMBI JO3UPOBAHUS M JAThl Hadaja U OKOHYaHUsA Tepamuu. OTHECEHHE JICKApCTBEHHBIX
HpenapaTOB K HOI[OSpeBaeMBIM, BSaHMOHeﬁCTByIOLLII/IM NN COHyTCTByIOH_II/IM OCHOBBIBACTCA HaA
OIICHKE TIEPBUYHOTO pemopTepa HEXKeIaTeIbHOM peaknuu. B ciaydae Hecoriacus
yHOJIHOMO‘-IGHHOI‘O opraHa NN ;[epxcaTemI peFI/ICTpaLII/IOHHOFO y,Z[OCTOBepeHI/IH C
XapaKTEPUCTUKON POJIU JICKAPCTBEHHBIX MPENapaToB, CACTaHHON EPBOMCTOUYHUKOM COOOIIICHUS
0 HEXENaTeIbHOM peakIuu, AAHHOE pacXOoXIeHuEe oTpaxkaercs B pazjaene «KomMmeHTapuu
OTMPABUTEIISH» COTIAacHO (popMaTy SJIEKTPOHHBIX JaHHBIX E2B mHIMBHAYyaasHOTO COOOIICHUS O
HEeXenaTelIbHOW peaklMK ¢ COXpPaHEHUEM MEPBUYHOMN OLIEHKU penoprepa.

509. JInss kOMOWHHMpPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOPBIE cojepkaT Ooiee
OJTHOTO JIEHCTBYIOIIETO BEIIECTBA, HEOOXOAMMO OTIEIBHO YKa3bIBaTh KaxkI0e IEHCTBYIOIIEE
BemecTtBo. [lpn Hammumu wHOpManMM O TOPrOBOM HAWMEHOBAaHHMH T10JI03PEBAEMOI0 HIIH
B3aMMOJICHCTBYIOLIErO JIEKAPCTBEHHOTO Mpernapara yKa3bIBaeTCs TOPrOBOE€ HAMMEHOBAHUE U
HaMCHOBAaHHE JICUCTBYIOIIETO BeIIeCTBA (JACHCTBYIONIMX BeEmIeCTB). B ciywyae Hammuus
COOTBETCTBYIOIIEH MH(OPMALIUK O TIOJJ03PEBAEMOM WIIH B3aUMOJICHCTBYIOIIEM JIEKAPCTBEHHOM
mpenapare TakKe YKa3bIBaeTCs TOCYJapCTBO, B KOTOPOM TMAIMEHT TONYYWJI JaHHBIA
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JICKapCTBEHHBIH TpenapaT, HOMEp PEruCTPaMOHHOTO YAOCTOBEPEHUS, TOCYJapPCTBO, B KOTOPOM
JIeKapCTBEHHBIH Mpernapar ObUT 3apeTUCTPUPOBAH, U (WJIM) HOMEP CEpHUH.

Houospeﬂne Ha B3AUMOCBSA3b ¢ TEPANNEBTUYICCKHUM KJIACCOM JICKAPCTBCHHOI'0 Mpemaparta

510. B cnyyae ecnu y moo3peBaeMoro JEKapCTBEHHOTO Ipernapara He YKa3aHO TOProBOE
WIH MEXKIyHapOJHOE HaWMMEHOBaHWE (HampuMep, MEPBOMCTOYHHKOM COOOIICHUS O
HEXXEJIAaTeNbHON peakIy yKazaH TOJBKO TEPareBTHUECKUH Kiacc) JUO0 ecau HEBO3MOKHO
CTPYKTYPHPOBATh Ha3HAYAEMYIO T€PAITHIO, OTCYTCTBHE TAHHBIX CBEJICHUI YKA3bIBACTCS B pa3/elie
OIMCAaHMs Cy4as U HE BKIIIOYACTCS B CTPYKTYPHUPOBAHHBIC 3JIEMEHTHI JAHHBIX HAaUMEHOBaHMN
JICKaQpCTBEHHBIX MPEMapaToB HITH JCHCTBYIOIIUX BEIIECTB. AHAJIOTHYHBIN IPHHIINAT TPHMEHSIETCSI
B Cly4yae OIMCAaHMA PEaKUuil B3aWMOJEHCTBHS JIEKapCTBEHHBIX MPENapaToB C MHPOAYKTaMH
NUTaHus (HampuMmep, ¢ TpeUndpyToBbiM cokoM). Eciam B cOOOIEHUMM OMUCHIBAEMBIN Clydaid
HEXXEJIaTeNbHOM peakiMy yKa3aH KaK CBSI3aHHBIM C TepaneBTUYECKHM KIJIACCOM JIEKapCTBEHHBIX
MpernapaTroB, TaKOE€ COOOIIEHHE CYHMTAeTCS HEMOJHBIM M HE OTBEYAaeT KPHUTEPHSIM
HE3aMEUTUTEIBHOTO TPEJCTaBICHUsI B YIOJHOMOYEHHBIE OpraHsl. B 3TOM ciyyae o,
OTBETCTBEHHOE 32 MPECTABICHNE COOOIICHHS B YIIOJIHOMOYEHHBIE OPTaHbl TOCYAapCTB-YICHOB,
JOJDKHO TPUHSTH HE0OXOAMMBIE MEpHI TI0 cOOpY HEAOCTaroel HHPOPMALIUHU O TT003PEBAEMOM
JICKApCTBEHHOM IIperapare.

IMomo3peHne Ha peaKIUI0 B3aUMOAECTBUS

511. [Ipu onucaHuu peakuuii B3aMMOJACHCTBHS, KOTOPhIE MOTYT BKJIIOUATh JIEKAPCTBEHHbIE
B3aMIMOJICHCTBUS JIEKAPCTBEHHBIX IpemapaToB (BKIoYash OWOJIIOTHMYECKUE JIEKAPCTBEHHBIC
mpenapaThl), a Takke B3aUMOJACHCTBHE JIEKAPCTBEHHBIX MPENapaToB C MPOJYyKTaMU MUTAHMUS,
W3ICNUAMH  MEAMIMHCKOTO Ha3HA4YeHHs U  QJIKOTOJeM KOJAUPOBAHHME IOJI03PEBAEMOI0
B3aUMOJICHICTBUSA M BHECEHHME HWH(OpPMANMM O CBA3aHHOM C peakiueld B3auMOICHCTBUS
HE)KEJIATEJIbHON pEaKLMEN BBIIOJHAKTCS B COOTBETCTBUU C PEKOMEHIYEMOW TEPMUHOJIOTHEN
MedDRA wu cnenyronumu pa3aenamu ¢popmarta dJIeKTPOHHBIX JaHHBIX E2B:

a) I ONHMCaHUsT  B3aUMOJCUMCTBUSL  JICKAPCTBEHHBIX  IpErapaToB B pazielne
«XapaKTepUCTUKA POJIM JIEKAPCTBEHHOI'O MperapaTa s BCEX B3aMMOJECHCTBYIOIINX BELIECTB
BBIOMPAETCS XapaKTEPUCTHKA «B3aUMOJICHCTBYIOIINI JIEKAPCTBEHHBIN IIpenapaTy;

0) AJi onKcaHus B3aUMOJIEHCTBUS JIEKAPCTBEHHOTO MIpenapara ¢ MpoLyKTaMH MUTaHUS WU
WHBIMH HEJICKapCTBEHHBIMH areHTaMd HHQPOpMAIUs O B3aUMOJCHUCTBYIONIEM JIEKaPCTBEHHOM
npemnapate BKIo4Yaercs B paszaen « MHpopmaius o iekapcTBEHHOM IpenapaTey, HHpopMaus 1o
B3aUMO/ICHCTBYIOLIEMY HEJIEKAPCTBEHHOMY areHTY BKJIIOYAETCSl B ONTMCAHUE CITyYasl.

IToxo3peHne Ha B3aHMOCBSI3b CO BCIIOMOTaTeJIbHBIM BelleCTBOM JIEKAPCTBEHHOI'0
npenapara

512. B ciy4ae eciu MepBOMCTOYHHK COOOIICHHS O HEXKEIATEIbHOW PEaKIuy MO03pEBacT
BO3MOXHYIO pOJIb OJHOI'0 U3 BCIIOMOT'ATCIIbHBIX BCIHICCTB B PA3SBUTUHU HeKenaTelIbHOU pCaknuuun
(Hanpumep, KpacuTess, KOHCEpBaHTa, CTa0WUIM3aTopa, apoMaTu3aropa U T.1.), HHGOpMaIHsI O
nmoao3pCeBacMOM BCIIOMOTAaTCIIbHOM BCIICCTBC NIPUBOAUTCA OTACIIBHO B pa3/icjic ((I/IHq)OpMaL[I/I}I (0]
JIEKapCTBEHHOM TIperapare», OTpa)kaeTcsi B OMHCAHMM ciydvas, U (Mpu HATU4YMM) B pasjeie
((PeByJII:TaTBI TCCTUPOBAHUA U I/ICCJIGI[OBaHI/Iﬁ NManyucHTa» MPUBOIAATCA HAHHBIC PCE3YJILTATOB
UCCIIEIOBaHUM (TIOJOXKUTENbHBIE WM OTpULATENbHbIE), KOTOphIE MpEANojaralT Hajaudue
B3alMOCBS3H HeXKeJlaTeIILHOU PCaKMU U OAHOTO U3 BCIOMOTI'aTCJIbHBIX BCHICCTB JICKAPCTBCHHOT'O
npernapara.

BaxxHasi fonoTHUTeIbHAsI HHPOPMAILUS 0 JIeKAPCTBEHHOM INpenapare

513. JlononautenbHass wHGOpMANKMS O JIGKAPCTBEHHOM TIpemapare, KOTopas MOXKET
SIBIISITHCSA Ba)KHOU JJI BBIITOJIHCHU S aHAJIN3a JAHHBIX U OLICHKU CJIy4ast HeXXeIaTeJILHOU pcaknuuu,
JOJDKHA OBITH BKJIIOYEHA B cooOmieHue B pasfen «JlomomHuTenbHas uWHGOpPMAIUsS O
JIEKapCTBEHHOM IIpermapaTe» C COOTBETCTBYIOIIMM BBIOOPOM TOApa3ielia M KOAMPOBAHUEM
JOTIOJTHUTEILHOM XapaKTePUCTUKH COTJIACHO TepMHUHOJIOTHYeckoMy oTHeceHHI0 MedDRA:
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(bhanscuuIpoOBaHHBIN JIEKAPCTBEHHBIN TIpemnapar;

IIEpEI03UPOBKa;

JIEKApCTBEHHBIN MTpenapar NPUHUMAJICA OTLOM MallueHTa;

JIEKapCTBEHHBIN Ipenapar NPpUHUMAJICS 10 UCTEYEHUH CPOKa XPAHEHUS;

pe3yabpTaThl TECTUPOBAHUSI CEPHUM JIEKAPCTBEHHOTO Ipenapara NoATBEPANIN COOTBETCTBUE
TpeOOBaHUAM CHEIIU(PUKAIIUN;

pe3yabpTaThl TECTUPOBAHMS CEPUM JIEKAPCTBEHHOI'O Ipernapara MNpOoAEeMOHCTPUPOBAIU
OTKJIOHEHHE OT TpeOOBaHUH crielU(pUKAIINH;

omnOKa MEIUIUHCKOTO TPUMEHEHUS;

HENPAaBWIbHOE IPUMEHEHUE;

HaJM4ue 3aBUCUMOCTH;

BO3/ICHCTBUE B pe3yJIbTaTe BHIOIHAEMO NMpodecCHoHaIbHON A TeNbHOCTH;

MIPUMEHEHHE HE B COOTBETCTBHM C OOLIEH XapaKTepUCTUKON JIEKapCTBEHHOI'O Ipernapara
WM UHCTPYKLIMEN 10 MEIULIMHCKOMY TPUMEHEHHUIO.

[IpumMepsl IpuMEHEHUsT HE B COOTBETCTBHH C OOIEH XapaKTEPUCTHKOHN JIEKApCTBEHHOTO
npernapara Wid MHCTPYKUHUEH M0 MEeTUIIMHCKOMY IPUMEHEHHIO BKIIIOYAIOT B ce0s HAMEPEHHOE
MIPUMEHEHHE TI0 APYroMy MOKa3aHUIO K MPUMEHEHUIO, IPYroi TPYyNIoi nanueHToB (HanpuMmep,
ApYyroil BO3pacTHOW TPYIIOW), IPYIUM CIIOCOOOM WIJIM METOAOM NPUMEHEHUS, WIH B IPYroi
no3upoBkKe. st onpeneneHnst COOTBETCTBUSI IPUMEHEHHUS JIEKAPCTBEHHOT'O CPEJICTBA KPUTEPUSIM
NPUMEHEHHUSI «BHE HMHCTPYKLHMH» HCIONb3yeTcs OO0IIas XapaKTepUCTUKA JIEKApCTBEHHOTO
npernapaTa WM UHCTPYKLHUS 110 MEAUIIMHCKOMY TPUMEHEHHUI0, O00pEeHHas B CTpaHe, B KOTOPOH
HMMEET MECTO JIaHHOE HUCII0JIb30BaHME JIEKAPCTBEHHOI'O IIperapara.

514. B paznmen «/luarHo3 oTmpaBUTENSD» MOXKET OBITh BKJIIOYCHO OMHMCAHHE MPU3HAKOB H
CUMIITOMOB, MOATBEPKAAIOIINX OIPEAEICHHBIA AMAarHo3, a TaKXe OXapaKTepu3oBaHa poJib
nogo3peBaeMoro npenapara B pasgene «Kommentapum ortnpasurens». B ciydae ecin
MEPBOMCTOYHUKOM COOOILICHHUS O HEXKEeJaTelIbHON peakiuu He celaHbl OcoOble YKa3aHUs
OTHOCHUTEJIBHO JOMOJHUTEIBHON XapaKTEPUCTHKU JIEKAPCTBEHHOIO Ipenapara, OJHAaKO 3TO
SBIISICTCSA OYEBUIHBIM U3 KIIMHUYECKOTO KOHTEKCTa COOOIIECHHS, OTIIPABUTEIh MOXKET 110 CBOEMY
YCMOTPEHHUIO BHECTH JOTOJIHUTEIbHYI0 HMH()OPMALMIO O XapaKTEPUCTUKE JIEKapCTBEHHOIO
IpernapaTta B yKa3aHHBIM pas3znen. B 3Tom ciydae cienyer NPUHATH MMOCIEIYIOIIME MEpbl A
MOJIy4€HHUs TONOJHUTENbHOM nHpopManuu. Yacte paznena «JlononnurenbHas nHbopManus o
JICKapCTBEHHOM TIperapare», IpeJHasHaueHHas Ui CBOOOJHOIO TEKCTa, MOXET OBbITh
UCIIOJIb30BaHA [UIsl yKa3aHUs JIOO0OW JOMOJMHUTENbHOW HMH(OpMAIMM B JaHHOM pasfelie
(HampuMep, JaHHBIX 00 HCTEUEHHHM CpPOKa TOAHOCTH JJIS YKa3aHHOM CEpUU JIEKapCTBEHHOTO
npenapara).

H0u03peBaeMaﬂ HEKeJTaTeJIbHasaA peaKkuus

515. B cooOmieHnu 0 1moi03peBaeMoil HexKeNaTeIbHON Peakluy JI0JKHA ObITh yKa3aHa BCA
uMeromasics o He i nHpopmanus. HeoOxoaumble JaHHbIE BKIIIOYAIOT B CE0:

JaThl Ha4yaja 1 OKOHYAHUS HE)KeJIaTeIbHOW peakluu (M MIPOAOIIKUTEIBHOCTD);

CEpbE3HOCTh HEXKETIATENBHOM peaklnu;

HCXOJ1 HEXKENNATEJIbHOM peakliMy Ha JaTy MOCIEAHEro HaOI01eHuS;

BPEMEHHON HHTEpBaJl MEXJIy HAyajJoM INPUMEHEHHsS IOJ03PEBAEMOI0O JIEKAPCTBEHHOIO
IpenapaTa U Ha4aJloM HE)KeNaTeIbHOW PeaKluy;

OIMCaHKNE HEXKENATEIbHON PeakiMy NePBOMCTOUHUKOM COOOIICHHUS;

rocyJJapcTBO, B KOTOPOM HeXKeJaTelbHas peakliys Obula BbIABIICHA.

516. KogupoBanue nuartosa, NpeaBapuTEIbHOrO AMarHo3a Win CUMIITOMOB U IPU3HAKOB
HEXXCJIATEJIbBHOM ~ PEaKkIMM  BBIIOJIHACTCA  C  WCIONb30BAaHUEM  TEKyHIEH  BEpCUU
TepMUHOJIOTHYECKOro kiaccupukaropa MedDRA u corimacHo TepMuHaM HUXKHETO YpOBHA. B
Cllydyae €ClIM B COOOILEHMM YKa3blBA€TCsl JUArHO3 NalMeHTa, XapaKTepU3YIOLUil pa3BUTHE
HEXENATEIbHOM pEeaklMM, W XapaKTEpPHbIE CHMIITOMBI IIPOSBJIEHUS JaHHOTO COCTOSIHMS,
IIPEAIIOYTUTENBHBIM ABIIACTCS KOIUPOBAHUE HEMOCPEICTBEHHOTO JAMArHO3a COIVIACHO TEPMHHY
HkHero ypoBHs MedDRA. [Ipu oTcyTCTBUM yKa3aHUS JUarHo3a BCe BKIIOYCHHBIE B COOOIIEHHE
CHUMIITOMBI U OTKJIOHEHMsI JOJKHBI OBITh OTPa’KEHBbI IIyTEM HCIIOJIb30BAaHUS COOTBETCTBYIOIIETO
tepmuHa MedDRA. B cinyyae eciau gaHHbIE CUMIOTOMBI SBISIOTCS THIIWYHBIM KIMHUYECKHM
IIPOSIBIICHUEM OINPEAEICHHOr0 AMAarHo3a, OH MOXKET ObITh JOMOJHHUTEIBHO BHECEH B pa3Jiesl O
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HEXEIATeIbHOW pEeakIM B COOTBETCTBUHM C TEPMUHOJOTHYECKMM oTHeceHneM MedDRA
YIIOJIHOMOYEHHBIM OPTraHOM WJIM JIEPXKATEJNIEeM PErucCTPallMOHHOIO YAOCTOBEPEHUs KAaK 4YacTb
JIMarHo3a Wik KOMMEHTapus OTIPaBUTESL.

517. Ilpu yxazaHuu MEPBOMCTOYHIUKOM COOOIICHHUS O HEXKENATeTbHOU PEAKIINH B OMTMCAHUT
HEKENaTEJIbHON peakllMd €€ CUMITOMOB, KOTOpPbIE HE SBIISIIOTCS TUIMYHBIM KIMHHUYECKUM
MPOSIBJICHUEM JIMAarHO3a MEPBOUCTOYHUKA, M TMOJO3PEHHH, YTO JIAHHBIE CUMITOMBI SIBISIOTCS
HEXKeNIaTeIbHBIMU PEaKIHsIMH, JTaHHbIE CUMITOMBI JOJDKHBI ObITh OTPa’K€Hbl B COOOIICHUH C
OTHECEHHEM HMX K COOTBETCTBYIOLINM COCTOSIHUAM coriiacHo MedDRA tepmunonorum.

518. B ciyvae Hecorjlacusi yoJHOMOYEHHOIO OpraHa WM JepkKaTessl perucTpaldOHHOIO
YIOCTOBEPEHUS C JUArHO30M, COOOLIaeMbIM MEPBOMCTOYHMKOM COOOIICHHUS O HEXKEIaTeIbHOM
peakiuu, albTepHATUBHBIA TUArHO3 MOXET ObITh BKIIIOUEH B pa3/ied AMAarHo3a OTIPABUTEINS C
MPUBEJICHUEM OCHOBAaHUM PACXOXKJIECHHUSI BO MHEHMSI C MEPBUYHBIM PENOPTEPOM B YACTU
KOMMEHTapUEeB OTIPABUTEISL.

519. B ciydae cMepTH MaiyeHTa B COOOIIEHHE J0JDKHA ObITh BKIIOUEHA MH(OpMAIUS O
JaTe U MpUYMHE CMEPTH, BKIIIoYas (MpY HAJTMYKMK) aHHble ayToncuu. Eciu u3 31oil nndopmanuu
CIIEyeT, YTO CMEPTh MAIMEHTA HEe CBs3aHA C HEXEJIaTeIbHOU peakiuel u 00yCIIOBIeHa WHBIMU
MpuYMHAMHU (HampuMep, MPOrpecCUpOBaHUEM 3a00JEBaHUs), JICTAIBHBIA HMCXOJ HE JIOJDKEH
WCIIO0JIb30BaThCS B KAYECTBE KPUTEPUS CEPHE3HOCTU HEXKEIATENbHON PEaKIUU.

Onucanue HeKelaTeJIbHON PeaKIUM U OI[EHKA MPUYMHHO-CJIEICTBEHHON CBA3M

520. JInst KaXJI0ro OTAEIBHOTO COOOILICHMS TPEICTaBIISCTCS ONUCAaHHE pa3BUBLICHCS
HEXKEJIATeNbHOM peakluy B ClTyyae HaJIM4YUs HEOOXOAUMBIX JaHHBIX B COOOLIEHNH, MOITYYEHHOM
OT MIEPBOUCTOYHHMKA COOOIIECHHSI O HeXeTaTenbHOl peakiuu. OnucaHue sBisieTcs 00s3aTeNbHbIM
IUI CEPbE3HBIX HEXENaTeNbHbIX peakuuid. MHpopmanus o pa3BUTUN HEXENATEIbHON peakuu
JOJDKHA OBITH M3JI0KEHA B JIOTMYECKOW W BPEMEHHOW IOCIIE0BATEILHOCTH, B COOTBETCTBHH C
XPOHOJIOTHEN  HM3MEHEHMsI  COCTOSHHSA  NAIMEHTa, BKIKOYas  KIMHUYECKOE  TEYCHHE,
TepareBTUYECKUE MEPBI, UCXOJ] U TTOTYUYCHHYIO MOCIIEAYIONIYI0 HH(POPMALIUIO.

521. Onucanue MOMHKHO OBITh BCECTOPOHHMM U BBICTYNAaTh KaK CaMOCTOSITEIbHBIN
MEAULIMHCKUI OTYET, COAECpKAILUN BCE U3BECTHBIC BAXKHbIE KIIMHUUECKNE JAaHHBIE U CBS3aHHBIE C
HUMH CBeJleHUs (J1aOOpaTOpHbIE, AMArHOCTUUECKUE 1 MHBIE CBE/ICHU ), BKIIIOUAs XapaKTePUCTUKY
NaIMeHTa, JCeTaIU3alMI0 JICYCHUS, MCTOPUIO OOJE3HU, KIMHMYECKOE TEUYCHHUE MPOSIBICHUM,
JIMAarHO3, HE)KeNlaTelIbHble PeaklUd U UX HMCXOJ, BaXKHbIC JAOOpAaTOpHbIC NaHHBIE U JIIOOYIO
Apyryio  uHGpOpMalMio, KOTOpas TIOATBEP)KIACT MM  ONpPOBEpPraeT  I0J03pEBaeMbIe
HEe)XeJaTeNbHble peakiuu. B ciydae cMepTH nanueHTa AOJKHBI ObITh 0OOOIIEHBI OCHOBHBIE
pe3ysbTaThl BCKPBITUS WM DPE3YyJbTaTbl IOCMEPTHOIO HCCIENOBAHMS (€CIM NPUMEHHUMO).
Wudopmanus no onvcaHuio caydas BKIro4aeTcs B pasaen «Kparkoe onucanue cirydas» popmara
AJIEKTPOHHBIX JaHHbIX E2B MHAMBUIYaNbHOTO COOOLICHHS O HeXeNaTeIbHON peaKIuy.

522. KoMmMeHTapuu TEePBOMCTOYHHKA COOOIICHUS O HEXKEIAaTeIbHONW pEeakIWu B YacTH
IUarHo3a WM OLIEHKM IPUYMHHO-CIIEICTBEHHOW B3aWMOCBSI3M TIPUBOASATCS B pasfelie
«KommeHTapuu pernoprepa» 3J1eKTpOHHOTro (opMarTa JaHHBIX.

523. YIOJIHOMOYEHHBIE OpTraHbl U JEPKATENIN PETUCTPALMOHHBIX yIOCTOBEPEHUI BIIpaBe
BHECTH KOMMEHTapHUHU JHO0 MPEUI0KUTh AIbTEPHATUBHBIN BapUaHT B OTHOILIEHUH UArHo3a Uiu
OLICHKH NPUYMHHO-CIIEICTBEHHON CBA3M MEXIY I10J03PEBAEMBIM JIEKAPCTBEHHBIM ITPENAPATOM U
HEXXEJIATeNbHOM peakluye B Cilydae pacXoXkAE€HUS BO MHEHUH C NIEPBOMCTOYHUKOM COOOIEHMS
(penoprepoMm). KommeHTapuum B 3TOM ciywae MNpeAcTaBisitorca B paznene «KommenTtapun
OTIIPaBUTEILSD.

524. OueHka creneHu AOCTOBEPHOCTH IPEANOIAraéMo NMPUYMHHO-CIECICTBEHHON CBA3U
KaXJ0r0 U3 JICKAPCTBEHHBIX MpenapaToB ¢ KKIOW penopTUPYEMON HEKEIAaTeIbHOW peakiuei
MPENICTaBIseTCS B COOOIIEHHH B CTPYKTypupoBaHHOU (opme. CooOiieHne MOKET BKIIOYATh
OLIEHKY, CJEIaHHYI0 pa3HbIMH HCTOYHMKAMU (IIEPBUYHBIM pENOPTEPOM, JAeprKaTeseM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, YIIOJTHOMOYEHHBIM OPraHOM) C UCIIOJIb30BaHUEM PA3INUYHbIX
METOJIOB OLEHKH NPUYHMHHO-CIIEACTBEHHONW B3aUMOCBs3H. B Qopmare 371eKTPOHHBIX JaHHBIX
E2B(R3) undopmanus 00 OIeHKE MPHUYMHHO-CICICTBEHHOW CBSI3M OTpaXKaeTcs B pasfelie
«JlexapcTBEHHBIH Mpenapar — HeXKeNnaTeNIbHas peaklus (IBICHHE).

Pe3y.J'II>TaTI>I AHAJIN30B 1 HHCTPYMEHTAJIBbHBIX HccaeI0BAHUM
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525. B onucaHuyu HeXeNaTeIbHON Peakluu clieyeT PUKCUPOBATh PE3YIbTaThl aHAJTU30B U
npoucayp, BbIIOJIHCHHBIX € LC/IbIO AUATHOCTUKHA WA ITIOATBCPIKACHU A pCAKIIUN (HG)KCJI&TCJIBHOFO
SBJICHUs) (BKJIIOYAsl aHANU3bl, MPOBEACHHbIC NJISl MCCIEIOBAHUS TNPUYMHBI, HE CBSI3aHHOW C
JIEKapCTBEHHBIM IIPETapaToM (HalpuMep, CEpoJIOrHIecKre aHaIn3bl Ha MH()EKIIMOHHBIN renaTuT
MIpH MOJIO3PEHHUH Ha TeMaTUT, BHI3BAHHBIN JIEKaPCTBEHHBIM IpenapaToM)). CieayeT coobmarh o
MOJIOKUTCIIBHBIX U OTPULATCIILHBIX PE3YJIbTaTaX aHAJIN30B U UHCTPYMCHTAJIbHBIX HCCHGHOBaHHﬁ.

526. Uadopmarnus o pe3yinbTaTaXx aHAIM30B U HHCTPYMEHTAIBHBIX HCCIICOBAHUN JTOJKHA
OBITH MpeJICTaBlICHA B COOOIIEHUH B CTPYKTYPUPOBAHHOM BHJI€ B COOTBETCTBUU C JICHCTBYIOIIECH
Bepcuelt TepmuHosiorun MedDRA B pazaene «Pe3ynpTaThl TECTOB M MIPOIIEAYP, TTOJTYYSCHHBIX TIPH
MCCIIEIOBAaHUH MAIIMEeHTa» (opMaTa 3JIeKTPOHHBIX NaHHBIX E2B nHAnBHyanbHOTO COOOIIECHHS O
HEeXKeNaTeJIbHON pPEeaKkIMM C YyKa3aHHEeM BHJIOB HCCIIEOBAHUM, MOJYYEHHBIX pEe3yJbTaToB,
MHTEpBaJIa HOPMAJIBHBIX 3HAUYEHUH 1O TECTUPYEMBIM IOKa3aTelsiM (€CIM 3TO MPUMEHHMO) H
KOMMEHTapHus pernoprepa OTHOCUTENBHO MONyYEHHBIX PEe3yJIbTaToOB. B cilyyae HEBO3MOXKHOCTHU
NpeJCTaBIeHU HH(POPMALIUY B CTPYKTYPUPOBAHHOM BUJIE JAHHBIE MOTYT OBITh MPE/ICTABICHBI B
TEKCTOBOM BHJI€ B 4yacTH pasfena «Pe3ynbTaThl TECTOB M IMPOLELYp», MpeIHa3HAYCHHOU JUIs
BHECEHUsI CBOOOHOTO TEKCTA.

JlonmosHUTEIbHBIE JOKYMEHTHI U MH(pOpMaIIUs

527. KimroueBass uH(pOpManus M3 JIOMOJHUTEIBHBIX JIOKYMEHTOB, IpPEICTABISEMBIX B
MOATBEPK/ICHUE JAHHBIX B COOOIEHUN O HEXENaTeIbHOW peakiuu, TOJKHA ObITh BKJIIOYEHA B
COOTBETCTBYIOIIME pa3Aeiibl HHIWBHUIYATLHOTO COOOIICHUS O HEXeNaTelbHOW peakiuu. B
pasznene «JlomomHUTEIBHBIE TOCTYIIHBIE JTOKYMEHTBD» (opmaTa 3JeKTpOHHBIX AaHHBIX E2B
WHIVUBUAYATHHOTO COOOIICHHS O HEXENaTeNIbHON pPeakIuu JaeTcsl yKazaHue O MPWIOKECHHH K
COOOIIEHUIO JOTIOHUTEIBHBIX TOKYMEHTOB UM HHPOPMAIMH C BKIIOYEHUEM HEMOCPEACTBEHHO
AOKYMCHTOB B HAIIPaBJIICMOC C006H_I€HI/I€ B IoApasaciic «HpnnaraeMHe AOKYMCHTBD.

B cnywae ecnu oTmpaBUTeNneM HANpaBiSIOTCS JOMOJIHUTENbHBIE JOKYMEHTBI WU
uHpopmanus, B monpaszzuene «J{oKyMEHTBI, HaXOAAILIHEeCS B PACIOPSDKEHUH OTIPAaBUTEIS
MPUBOJUTCS ONHCAaHWE BUJA JAHHBIX JOKYMEHTOB (Hampumep, JOaHHBIX MEAMIIMHCKON
JTOKYMEHTAIlUM, 3aKIIOYEHUE 110 pe3yjbTaraM BCKpbITUs). OOpaboTka mpencTaBIeHHBIX
JIOTIOTHUTEIBHBIX JOKYMEHTOB U MH(GOPMAIIMU JI0JKHA BBIMIOJIHATHCS C YUETOM JEHCTBYIOIIETO
Ha TEPPUTOPUH TOCYJapCTBa-4ieHa 3aKOHOAATENbCTBA B OOJACTU 3allUTHl MEPCOHATBHBIX
JAHHbBIX.

20. ITocnenyromasi uHpopmanus

528. C y4eToM IpeCTaBJICHHS WHIMBHIYATLHOTO COOOICHUS O HEXKEIATEIbHON PeaKiiuu
Ha Pa3HBIX OJTalax pa3JIMYHbIM TOJyYaTeNssM CTaTyC TaKOro COOOIIEHUS OTHOCHUTEIBHO
MIEPBUYHOTO MJIM MOCIEAYIOLETO MPEACTABICHUS ONPENCIAeTCs Ha YPoBHE noiy4arensd. C aTon
LENBI0  WCIONB3YIOTCA  JaHHble O  Jare  MOJY4YeHHS  COOOIIEHHs,  YHHKAJIbHOM
UACHTU(DUKALMIOHHOM HOMEpE WHAMBUIYAIbHOTO COOOIIEHUS M HOMEpe, IPUCBOCHHOM
noiyyarenaeM. Hanmuume TOYHBIX AAT TMONYYEHHUS COOOIIEHHS SIBISETCS O0s3aTEIbHBIM IS
OIIpEeJIeJIEHUs CTaTyca COOOIIEHUS.

C nenpio oOecrieyeHHs HAAJIESKAIIETO KOHTPOJIS OOHOBJIEHUS HMH(OpPMAIMM U CTaTyca
COOOIIECHNS] YHUKAJIbHBIM MJIECHTU()UKALMOHHBIA HOMEpP MWHAMBHUIYaJIbHOIO COOOIIEHUS O
HEXXEJIaTeIbHOM peakIny 1 AaTa MepBOro MOIy4YeHHUs TaHHOTO COOOIIEHUS JOKHBI COXPAHATHCS
HEU3MEHHBIMM Ha YPOBHE YIOJIHOMOYEHHBIX OPraHOB M JepiKaTelledl perucTparuoOHHBIX
YIAOCTOBEpEHUH €  OTpakeHMeM B pasgenax  «MexayHaponHbId  YHMKAaJIbHBIM
UACHTU(DUKALMOHHBINA HOMEp» U «JlaTa mepBoro Noay4eHus coooIeHus» Gpopmara 3IeKTPOHHBIX
nanubix E2B coorBercTBeHHO. M neHTH()HUKAIIMOHHBIN HOMEp, MPUCBAUBAEMBIN OTIIPABUTEIIEM,
BKJIIOYAETCS B pa3jiesl «YHUKAIbHBINA MIEHTU()UKALMOHHBIM HOMEp OTHpPABUTENS COOOLICHUS O
HeXenarenbHol peakuuw». [lpu momyueHun mnocneayiomed wuHGOpMAMK JiepKaTeaeM
PETUCTPALIMOHHOTO yIOCTOBEPEHUS MU YIOJHOMOYEHHBIM OPraHOM KaXKIbIH pa3 BBIIIOIHICTCA
OOHOBJICHHE TOYHOH J1aThl OJTYYECHHUS NOCIeHEH nH(OPMAIK O COOOIEHUH O HEeXKeNaTeTbHON
pEaKIMM BHE 3aBUCUMOCTH OT 3HAUMMOCTH JaHHOW MH(popMauuu B pasnene «/lara momyueHus
nocienHel MHPOpPMAMK O COOOIIEHHH O HEXeJIaTelIbHOH peakuuu» (popmarta 3JIEKTPOHHBIX
nanHbiX E2B mHIuBHIyanpbHOTO COOOIIEHHs O HEXenaTredbHON peakuuu. HoBas mocnemyromas
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nHpOpMAIHS B YaCTH KPATKOTO OMMCAHMS CIIydasi TOJDKHA BKIFOYATHCS B COOOIICHHE B pa3Jel
«Kparkoe ommcaHue ciydasi, KIMHUYECKOE OINMHUCAHHE, TEPAeBTHUYECKUE MEpPbhI, HCXOA U
JOTOJTHUTEIbHAS MHPOPMAIUS O caydae» (hopMaTa 2JIeKTPOHHBIX JaHHBIX E2B ¢ BO3MOXXHOCTBIO
I/I,Z[GHTI/I(bI/IKaL[I/II/I O6HOBHCHHOﬁ YaCTHu JaHHBIX W, KOrJga 3TO NpUMCHUMO, 6I>ITB MnpeaAcTaBjICHA B
CTPYKTYpPHUPOBAHHOU (opMme.

Baxxnas mocJienyromas uHgopmanus

529. OTnpaBuTeNnh COOOIICHUS O HEXENATeIbHOW peakmuu JOJDKEH HaIlpaBUTh
MOCIEAYIONIYI0 HH(POPMAIIMIO TI0 HEXENATeNIbHON Peakuu He3aMeIUTEIbHO, €CIU MOJIyYeHa
HOBas BakHasi MenuuuHckas nnopmanus. [lox Takoi nndopmanyelt MOHUMAIOTCSI B TOM YHCIIE
HOBBIE [10/1I03PEBAEMbI€ HEXKEIATEIbHbIE PEaKLIUU, U3MEHEHHUSI B OLIEHKE IPUUNHHO-CJICICTBEHHOM
CBs3M ® Jr00as HoBasg wuHGpopmarus (maHHbIE) 00 HW3MEHEHMH TEepPBOHAYAIBbHON
(mpenmiecTByomieil) WHPOpPMAIIMM O CIy4yae, €CIM OHHU BIHUSIOT Ha MEIUIUHCKYIO
WHTEPIPETALMIO HEXeNareJbHOW peakund. OTHECEHHWE HOBBIX JaHHBIX O HEXKEIaTeIbHOU
peaKIMy K BaKHOW HOBOM MH(POPMALIMU OCHOBBIBAETCS HA MEAMIIMHCKOM OLIEHKE COOTBETCTBHS
BBIIICYKA3aHHBIM KPUTEPUSIM.

530. CnenyeT y4uThIBaTh KaK 3HAUUTEIbHBIE H3MEHEHHS HHPOPMAIIMH O HEXEJIaTeTbHBIX
peakuusx Jr0ble CUTyalllH, MPU KOTOPHIX MO OTAEIbHBIM CIIy4asiM HEXeJaTeIbHbIX PeaKIHii
MPOUCXOAUT TOHUKEHUE KPUTEPUEB CEPbE3HOCTH COIJIACHO OMPEACNICHUIO CEepPhe3HOU
HEXeNaTeJIbHON peakuuu U (WJIM) OLIEHKHM MPUYMHHO-CIEICTBEHHON CBs3M (Hampumep,
nocneayoomas uHbopMaus TPUBOAUT K H3MEHECHUIO OIICHKH KPHUTEPUEB CEPHE3HOCTH C
CEPbE3HOM HEXENATEeIbHOW PEaklMM Ha HECEPbE3HYIO0 HEKEIATEIbHYI0 PEaKIUI0 WM OLEHKA
MPUYUHHO-CJICICTBEHHON CBSI3U HM3MEHSETCS ¢ MMEIONIeH KaKo-Tr00 ypOBEHb BEPOSITHOCTHU
HaJIM4us B3aMMOCBS3M HA COMHUTEIBHYIO B3aUMOCBS3b), M COOOLIATh O TAKUX CIy4yasX COTJIacHO
TpeOOBaHUSAM K CPOYHOMY MPEACTABICHUIO HH(OPMAITUN O HEKEIIATEIbHBIX PEAKIUIX.

531. IlpencraBnenre HOBOM BEPCHM HWHAMBUAYAJTBHOTO COOOIIEHHUS O HEXKEIaTeIbHOU
pEeaKuu MOKET MOTPeOOBATHCS MPU TMOJYYCHUN AAMHUHHCTPATHBHOW WH(GOpMAIMU O CIydae,
KOTOpasi MOXKET MOBIUATh HAa MPOLIEAYpPY yIpaBieHus ciiydaem. Hampumep, nomydeHue JaHHBIX
0 TmapaMmerpax WACHTU(UKAIMK COOOIMICHUN TIPU BBIMOTHEHUH MPOLEAYPHl KOHTPOJIS
OyOIUpYyIOMIMX COOOIICHUH TOIEKUT OTpakeHUto B pazzeine «VHble uaeHTudukaTops! ciydas
MpU NOpPEIUIECTBYIOUIEH Mepenade NaHHbIX». B ciyuyae eciii oTmpaBUTENIEM MPEACTABISIOTCA
JOTOJHUTEIbHBIE JOKYMEHTBI JUIl TOATBEPXKICHHUS HW3MEHEHUS paHee BBITOJIHEHHOU
MEIULIUHCKON OIIEHKH, HOBBIE JOKYMEHTHI BKJIIOUYAIOTCA B pa3en «JonomHuTeNbHbIe JOCTYITHBIC
JOKYMEHThDY (opmara »3JEKTpOHHBIX JaHHbIX E2B wuHOuBHAyaabHOrOo COOOUIEHHS O
HE¥KEJIATEeIIbHOM PEAKLIUH.

Mocaenyromas nHpopmanus, He OTBEYAOIIAS KPUTEPUAM BaKHOM MOCIeayomIel
uHpopmannu

532. B cinyvae ecnu mocneayromias nHGOpManus BHOCUT HE3HAUYUTEIbHBIC WU3MEHEHUS B
NCpBOHAYAJIBHBIC OAHHBIC W  OLCHKY HeKenaTelIbHOU pcaknuunu, OHAa HE€ IIOHJICKUT
He3aMeUIUTEILHOMY Ipe/icTaBiIeHHI0. I3MeHeHus OTAeIbHBIX XpOHOJOTHYECKHX JIaT B Ipoliecce
OIMCAHMS U OLCHKH HEeXeJaTelbHOH peakiuu 0e3 BIUSHHUS Ha OIEHKY JIMOO mepenady ciydas,
WCIPABIIEHUSI OMEYaTOK B MPEAbLAYIIEH BEpCHUU Cilydas WIM HCIPaBICHUE TUIOTpapUUecKUX
OomMOOK B TMPEACTABICHHOM paHEe COOOIIEHUU pPaCCMATPUBAIOTCS KaK HE3HAYUTEIbHBIC
n3MeneHus. Crelyer TeM He MeHee MOTYYUTh MEIULIUHCKOE IKCIIEPTHOE MHEHHE OTHOCUTEIBHO
3HaYMMOCTH MOCIIeAyIoNIel nH(OpMAIMY, TaK Kak (popMalibHasi OLIEHKA ABJSIETCS HEAOCTAaTOUHOM
(Hampumep, U3MEHEHHE B COOOIIEHHWU O HEXENaTelbHOW peakIuH JaThl POXKICHHS MalleHTa
MpencTaBiIsieT coOO CyIIeCTBEHHOE HM3MEHEHHe WH(GOpMalud O BO3pacTe NaIlMeHTa, €Cld
MPUBOJUT K EpEeHOCY MH(GOPMALIMU O HEeXeJlaTeIbHOM JAeMCTBUH JIEKAPCTBEHHOT'O IIpenapara Ha
MHYI0 BO3PACTHYIO I'pyMIly NAaMEHTOB). BHECEHNEe N3MEHEHM B 4aCTH MCIOIb3yEMOIO TEPMHUHA
MedDRA B cBsi3u ¢ OOHOBJIICHHEM BEPCUU TEPMHUHOJIIOTHYECKOTO KJIacCH(PHKATOpa TaAKKE MOKET
OLICHUBATHCA KaK HE OTHOCAIICCCA K Ba’KHBIM U3MCHCHUAM, €CJIN JAaHHOC U3MCHCHHUEC HC BIUACT
Ha MEIULIMHCKYIO OIICHKY CTy4asl He)KelaTeJIbHOU peaKkiuu.
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21. Ilopsinok BHeCeHUs] K3MEHEHHU B HHIANBHAYAJIbHbIE COOOIIEHNS 0 HexKeJIaTeJabHOl
peakuuu

533. O0muii MOpsAA0K BHECEHUS M3MEHEHHUI B TIPEJICTABIICHHOE B YIIOJITHOMOYCHHBIA OpTaH
WHIMBUIYyalbHOE COOOLICHHE O HEeXeNaTeJbHOW peakiuu orpenensercss MTyHKToM 450
HacToAmux [IpaBui. BHeceHne nM3MEHEHUH BBINIOJIHAETCS B CIIy4ae BHECEHUS KOPPEKTUPOBKH B
paHee npecTaBIeHHOE COOOIIEHNUE 10 Pe3yIbTaTaM BHIIIOJIHEHHOW BHYTPEHHEH I SKCIIEPTHOM
OLIEHKHU, KOTOPas He OCHOBaHA Ha MOJIy4€HUH HOBOW MH(OpMaiuu, TpeOyroleil npeacTaBieHus
MOCTIETYIOIIEro COOOIICHUs O HEeXeNaTeNbHOW peakiuu. B ciydae eciin BHOCUMOE M3MEHEHUE
BIMSIET HAa MEAMLUHCKYIO OLEHKY Cly4as, WHIUBHIyalbHOE COOOLICHHE O HEKEeJIaTeJbHOU
peaKIu JOJDKHO OBITh MPEACTABICHO MOBTOPHO C BKJIIOUYEHHEM HH(OpPMAIMH O BHOCHMOM
U3MEHEHHH B 4YacTH ONMCAaHMA ciydas. Hampumep, M3MeHeHHME TEPMHHOJIOTMYECKOTO KOAA
MedDRA B CBsI3U C IepecMOTPOM paHee BBIMOJHEHHONH METUIIMHCKON MHTEPIIPETAlluH CIydast
HE)KEJIATeNbHOM peakIMi MOKET pacCMaTpHUBATHCS KaK CYLIECTBEHHOE M3MEHEHHE U TpeOyer
MOBTOPHOTO TPEACTABICHUS HMHIUBUIYaJbHOTO COOOIIEHUS O HEXKEIAaTeNbHOM peakuuu B
dbopmaTte BHeCEHUS H3MEHEHHH (TpuMepbl WHGOpPMAIMK, OTBEYAIONICH W HE OTBEYalolen
KpUTEPUSIM Ba)KHOM, IPUBOJATCS B MyHKTax 529-532 Hacrosmux Ilpasun).

[Ipn BHeceHMM HM3MEHEHUW B WHIWBHUIYyAIbHOE COOOIICHHE O HEXENAaTeIbHOW peaKIuu
uHpopmanus B pazaenax «MexIyHapoAHbIH YHUKaTbHBIN HACHTU(DUKAMOHHBIA HOMEPY, «/laTa
[IEPBOTO IMOJYyYEHHs] COOOIIEHUs OT MEPBOMCTOYHUKA», «YHUKAIbHBIM HIAEHTH()HUKALIMOHHBIN
HOMEp OTIPABUTEINSI COOOIIECHHSI O HEXeNIaTeIbHON peakuuu», «Jlata momydeHus mocienHei
uHbOpMallUd O COOOLICHMM O HEeXeNnaTeabHOH peakuum», «OpraHusanus OTIPaBUTEI»
coxpaHsercs 0e3 H3MEHEHUH, B pasfene «AHHYIHUPOBaHHE COOOLICHHWS WJIM BHECCHHE
U3MEHEHUI» BBIOMpAaeTCs BapuaHT BHECEHHMs M3MEHEHUHl B paHee IPEeICTaBICHHOE
MH/IMBUYalTbHOE COOOIIECHHE O HEXeNaTeJIbHONW pEeakUuu C yKa3aHHEM COOTBETCTBYIOIIUX
OCHOBaHUH B pasnene «OCHOBaHMs U1l aHHYJIMPOBAHMSI WJIM BHECCHUS U3MEHCHUI.

534. JlonoHUTENbHBIE JTOKYMEHTBI, NPEACTABIAEMbIE 110 3alpocy YIOJIHOMOYEHHOTO
OopraHa, TakMe KakK IEpeBOJ WHIUBUAYAJbHOIO COOOLIEHHS O HEXeNaTelbHOW peakiuHu Ha
PYCCKUH S3BIK, MOATBEP)KAAIONIUE JTOKYMEHTHl IO TaKOMY COOOIICHHIO WM MyOJIHKalud, Ha
KOTOpBIE JIENIaeTCs CChUIKA B COOOLIEHMH, MPEICTABIAIOTCS B (hOpME M3MEHEHUS NEPBUYHOTO
COOOIICHUsI C BKJIOYEHHEM JOKYMEHTOB B pazzene «llpumaraemble TOKyMEHTHD» (opmara
AJICKTPOHHBIX JaHHBIX E2B mHAMBUIYaTEHOTO COOOIICHUS O HEXKENATEIbHOW pPEeaKIliy.

22. llopsaA0K aHHYJIMPOBAHMUS UHIMBHIYAJIbHOI0 COOOIEHUS 0 He:KelaTeJbHON peakuuu

535. Ilponienypa aHHYJIMPOBAaHUS WHAWBHUAYaJHLHOTO COOOIICHUS O HEXeIaTeIIbHOU
peakiMu  JIOJDKHA  HCIIONIB30BAaThCs ANl O0O3HAUEHUS  HENCHCTBUTEIBHOCTH  paHee
MIPEJICTABICHHOI0 COOOIIEHNS, HAaIpUMEp B Clydae MPU3HAHUS BCETO ClIydas OIIMOOYHBIM WU B
Clly4yae BBISBJICHUS AyOIUPYIOMUX COOOIICHUH.

536. AHHyIMpOBaHWE paHee TPEACTABICHHBIX HWHAWBUAYAIBHBIX  COOOIICHUH O
HEXKEJIATEeNbHbBIX PEAKIUIX BBIMOIHACTCS ¢ COONIIOICHUEM CIICAYIONINX PUHIIAIIOB:

a) OCHOBAHUS JIJIs1 aHHYJIMPOBAHUS JOJKHBI TOUHO M OJHO3HAYHO COJEpPKaTh MPUUUHY, 110
KOTOpOH paHee MpeACTaBICHHOE MHIMBUAYAIbHOE COOOIIEHUE O HEXEJIaTeIbHON peakiuu He
cuMTaeTcs nedcTBUTENbHBIM. Hampumep, ocHOBaHUS J1s1 aHHYJIUPOBaHUs, CHOPMYIUPOBAHHbBIE
KaK «coo0IeHue Oosiee HE OTBEYACT KPUTEPUSM PETIOPTUPOBAHMS» WM «COOOIIEHHE OBLIO
MPEJICTABICHO IO OIMOKE», HE SBISAIOTCA JOCTATOYHBIMU OOOCHOBAHMSIMM JJIS BBIOJIHEHUS
MPOLIEAYPHl AaHHYJTUPOBAHUS;

0) MHIUBHUIYyaTbHOE COOOIICHUE O HEXEIATeIbHON PEaKIMi MOXKET ObITh aHHYJIHUPOBAHO
TOJIbKO OpraHu3alyel, epBOHaYaIbHO MPEICTaBUBILEH TaHHOE COOOIICHNE;

B) B Ccllydyae aHHYJUPOBAaHUS UHAMBHIyaIbHOE COOOIICHHE O HEXENaTeIbHOW peakiuu He
MOJUIEXKUT MOCIIeTYIOIEMY BOCCTAHOBJICHHIO KaK JICHCTBUTEIBHOE;

) OTHEIbHBIE TOCHEAYIOUME COOOLIEHUS K  IEPBOHAYAIBHO  MPEACTaBICHHOMY
WH/IMBUYaTbHOMY COOOIICHHIO O HEXeNaTeNbHOW pPeaklUuu He IMOAJeKaT aHHYJIUPOBAHMIO.
Tonpko monHOE MHAMBHUIYalbHOE COOOIIEHHE O HEXeNaTeNIbHON peakluu, K KOTOpOMYy ObuIn
c(OpMHPOBAHBI MOCIEIYIOIINE COOOIIEHUS, MOKET OBITh aHHYJIUPOBAHO;

1) aHHYJIMPOBAHHbIE HWHAMBUAYaJIbHbIE COOOIICHHUS O HEXKeJIaTeNbHOM peakiuu B
MOCTIeIYIOIIEM HE BKJIIOYAIOTCS B BBINOJHIEMYIO HAyYHYIO OIICHKY JaHHBIX O 0€30MacHOCTH,
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MOCKOJIbKY HE CUUTAIOTCS AeMCTBUTENbHBIMU. OJHAKO TakWe COOOMICHUS MPU STOM CIIEAYeT
COXpaHUTh B 0a3e MJaHHBIX (hapMakoHAA30pa OTMIpABUTENS W TMONyyaTedas M Lenen
MOCJIEIYIOILErO ayauTa.

537.1lpu BBINOTHEHUU NPOLEAYPHl AHHYJIWPOBAHUS HMHIMBHIYaJTIbHOTO COOOIIEHUS O
HEXENaTeIbHOW peakiuu uHpopManus B pazaenax «MexayHapoaHbIH  YHUKATbHBIA
UACHTU(UKAIIMOHHBIA HOMEp», «JlaTa mepBOro mojsydyeHusl COOOLIECHUS OT MEPBOMCTOUHUKAY,
«YHUKaJIbHBIN HMICHTU(PUKAIMOHHBI HOMEp OTIPABUTENS COOOIICHUS O HEXeIaTeIbHON
peakiun», «Jlata momyuyeHHMs mocienHedl WH(POpPMALMKM O COOOLICHMHM O HEXeNaTelbHOU
peakuumn», «OpraHuzainus OTHpPAaBUTEIsD» COXpaHseTcs ©Oe3 H3MEHEHMi, B pasJene
«AHHYITUpPOBaHKE COOOIICHNUS WIIM BHECEHUE U3MEHEHHIT» BHIOMpAECTCs BapUaHT aHHYJIMPOBAHUS
paHee MpeACcTaBICHHOT0 HHANBUAYATBHOTO COOOIIEHHUS O HeXKeNaTeIbHON peakliiy ¢ yKazaHueM
COOTBETCTBYIOIIUX OCHOBaHUU B paszgene «OcHOBaHMs U1 aHHYJIMPOBAaHUS WM BHECEHUS
U3MEHEeHU». B ciyyae  HeE0OXOIMMOCTH  TOCIEOYIOIIET0  MPEACTaBICHUS  paHee
AHHYJIMPOBAHHOTO HHAMBHUIYaJbHOTO COOOIICHHUS O HEXKENATeNIbHOM peakiuu COOOLICHUIO
MPUCBANBAIOTCS HOBBIE HJCHTHU(PUKAMOHHBIE HOMepa B pazgenax «MexayHapoaHbIi
YHHUKQJIBHBIA HMACHTH(QUKALMOHHBI HOMEpP» M «YHHKaIbHBIA HICHTH()UKALMOHHBIA HOMEp
OTIIPABUTEJIS COOOIICHUS O HEXKENATEIbHOU PEAKII.

23. 3aK0HOAATEJBCTBO B 00J1aCTH 321U THI MEPCOHAIBHBIX JAHHBIX

538. Ilpu BeIMOJIHEHNH 00sI3aHHOCTEH MO (hapMaKOHAI30py B YacTH PabOThI C JTaHHBIMH
COOOIICHNH O HEXENATEeNbHBIX PEeakIHsIX, BKIIOYaromeld o0paboTKy MepCOHAIbHBIX JaHHBIX
MAlMEHTOB WJIM TEPBOMCTOYHUKOB COOOIIEHUI O HEXKeNaTeNbHBIX PEeakUusiX, IOJKHO OBITh
00ecTeYeHO BhIMOIHEHUE TPEOOBAaHU 3aKOHOIATEIHCTBA TOCYAAPCTB-YWICHOB B 00JIACTH 3AIIUTHI
JUYHBIX JaHHBIX. B cllydae ecnu 3aKOHOJATENIbCTBOM TOCYyAapCTBa-ujeHa HE JOMYyCKaeTcs
nepenavya MepcoOHANBHBIX JAHHBIX B 0a3y MaHHBIX O HEXENATENbHBIX PEAKIHAX AepKaTelsIMu
PETUCTPALIMOHHBIX yIOCTOBEPEHHUI WM YIIOJIHOMOYEHHBIMU OpraHaMH TOCYIapCTB-YICHOB, IIPU
00paboTKe MEepPCOHATBHBIX JAaHHBIX JOJDKHO OBITh OOECIEeYeHO MNPUMEHEHHE KOJIUPOBAHHUS
(06e31MurBaHUs) C U3MEHEHUEM JIMYHBIX JAHHBIX Ha MCEBIOHUMBI WM KOJAbl B COOTBETCTBUU C
YKa3aHUsIMH B OO0JACTH PETyJHUPOBaHHs OOpameHus: MUPPOBBIX IMEPCOHATHHBIX JIaHHBIX B
3/IpaBOOXpaHEHUHU. B KadyecTBe ambTEpHATUBBI C LIETBIO 3alUThI MEPCOHANBHBIX NAaHHBIX MpPU
oOMeHe COOOIICHUSIME O HEXENATeNbHBIX PEaKIUsIX B (opMmaTe IIEKTPOHHBIX MaHHBIX E2B
MOXET OBITh HMCIIOJIb30BaHa CIEluaabHasg cucTeMa MackupoBanus mgaHHbBIX (null Flavours), ¢
MIOMOIIIBI0 KOTOPOH B IEeNsX obecreueHus: 0€30MacHOCTU MEPCOHAJbHBIC JAaHHBIE CTAHOBSITCS
HEJOCTYNHBIMU JUIsl TOJTydaTess, HO TpU D3TOM He (QUKCUPYIOTCSI Kak OTCYTCTBYIOIIAs
uHpopMaLHsL.

539. IlpumeHEeHNE METOIOB 3alTUThHI TEPCOHABHBIX JAHHBIX JOJDKHO OBITh OPraHU30BaHO
JepKaTeNsIMA PETHCTPAIIMOHHBIX YAOCTOBEPEHUH WM YIOJIHOMOUYEHHBIMH OpTraHaMU TaKUM
o0pa3zoM, 4TOOBI HE CO3/1aBAJIMCh MPETSTCTBUS s 3(HPEKTUBHOTO M CBOEBPEMEHHOTO 0OMEHA 1
OLIEHKH JTaHHBIX 0 Oe3omacHocTH. C y4eToM BBICOKOTO YPOBHS 3HAUMMOCTH TaKUX MEPCOHATBHBIX
JAHHBIX, KaK BO3pACT WJIM BO3pacTHas rpyIna NalleHToB U Mo, TpeOyeTcsi COXpaHeHUe JaHHOU
YaCcTH JTMYHBIX JAHHBIX B BUIIMMOM H HE TIOJUISKAIIEM PEIaKTHPOBAHUIO (hopMaTe.

24. Bp10op s3bIKa NPH NMPeICTABJIECHNN HHAHUBUIYAJbHBIX COO0IIEHUI 0 HesKeIaTeJIbHbIX
peakumusx

540. IlpencraBnenrue HHANBUAYATBHBIX COOOIICHH O HEXKENATEIbHBIX PEAKIUIX B CHCTEME
(dapmakoHaa30pa OCHOBAHO Ha mepenaye NHPOPMAIUU B CTPYKTYPHUPOBAHHOM M KOJUPOBAHHOM
AJIEKTPOHHOM (hOpMaTE, YTO MTO3BOJISIET BBHITIOIHATH 00pabOTKy, 0000IIIEHNE TaHHBIX U BBISBIICHUE
cur"anoB. Breimonnenue HaquOﬁ OLICHKHU CJIy4acB HCKCIATCIbHBIX peaKHHﬁ U OLICHKH CHUTHAaJIa
TpeOyeT Hamu4usi B COOOLIEHUSAX KPAaTKOro MEAMIIMHCKOTO OMHCAHMS CIy4yaeB HeKeIaTelbHbIX
peaKkuuid.

541.B cnywae npencTaBieHUA AEpKaTEIsIMU  PETHCTPAIMOHHBIX  YIAOCTOBEPEHUM
HWHAUWBUAYAJIbHBIX COOGH.IGHI/Iﬁ 0 HCKCIATCIBbHBIX pPCAKIUAX TICPBOHAYAJIBHOC OIMMCAHUC
HEeXKeJIaTeJIbHON PeaKIMK MePBOMCTOYHMUKOM COOOLIECHHUS M KPaTKoe OMHCAHHME HEeXeJlaTelbHOU
peaKIK NPeICTABISIOTCS:



129

a) Ha PYCCKOM $3bIKe (JTMOO ¢ BKJIIOUEHHEM IEePEBOIAa Ha PYCCKUU SA3BIK) MPU BBISIBICHUH
HEXEJIaTEJIbHON peakliMi Ha TEPPUTOPUH FOCYAAPCTB-UJICHOB;

0) Ha aHTJIMIICKOM SI3bIKE TPHU BBISIBICHUN HEKEIATeIbHOM peakiMi Ha TEPPUTOPUU APYTUX
rocy1apCTB.

542. TIlpu hopMuUpPOBaHUM WHIWBHUAYAJTHLHOTO COOOINCHHSI O HEXKENATEIhbHOM pEakInH B
pasznene «Peakius (sBIeHHE) B COOTBETCTBHM C ONKCAHHEM IMEPBOMCTOUYHMKA COOOLICHHS Ha
roCy/IapCTBEHHOM SI3bIKE» COXPAHSETCS MEepBOHAYAJIbHBIA TEKCT C OMUCAHHEM I0J103peBaeMOi
HEXEJIaTEJIbHON peaklliy NEPBOMCTOUYHUKOM, B paszene «Peakuus (sBieHHE) B COOTBETCTBUM C
OMHMCAaHHWEM TIEPBOMCTOYHUKA COOOIIEHUS C TMEpPEeBOJIOM» NPEIACTABIsIETCS  MEPEBOJ
[IEPBOHAYAJILBHOTO TEKCTa C  ONMCAHHMEM IIOJ03PEBAEMOM  HEKENATEIbHOW  peakuuu
MEPBOMCTOYHUKOM Ha PYCCKHUU SI3BIK B CIIy4asix, MPEIyCMOTPEHHBIX MYHKTOM 541 HacTOsSIux
[TpaBun. B wactu pasznena gopmara snektponHsix naHHbIX E2B «Kparkoe omnmcanue, BKitodas
KJIIMHUYECKOE OMMCaHUE CIIydasi, TepareBTUUYECKIE MEPhI, UCXO U JOTOTHUTEIbHAs HH(pOpMaLus
0 Cily4ae» MPEeACTaBIAETCS KpPaTKOE OMNMCAHHWE IOJ03PEBAEMOM HEKENATEIbHOM pEaKIUu Ha
PYCCKOM WJIM aHTJIMICKOM SI3bIKaxX B COOTBETCTBUU ¢ MyHKTamMu 540 u 541 nacrosiuux [IpaBui.

543.Ilpu npenocTaBiIEHMM OTIPABUTEIEM  OAHOBPEMEHHO €  HHAMBHUAYAJIbHBIM
COOOIIIEHHEM O HEeXeJaTelIbHOW peaklUUd JIOTOJHUTENbHBIX JIOKYMEHTOB Ha JII0OOM
rOCy/IapCTBEHHOM $I3bIKE TI'OCYAApCTBAa-ujieHa IIEPEBOJ Ha PYCCKHM S3BIK IPEACTaBIIAETCA
JepKaTesieM  PEeTUCTPAllMOHHOTO  YAOCTOBEpEHUsT B  Cilyyae 3ampoca CcO  CTOPOHBI
YIOJHOMOYEHHOI'O OpraHa rocy1apcTBa-uieHa.

25. Oco0ble cuTyauuu

IIpumeHeHne TeKapCTBEHHBIX NPENapaToB B IePHOAbI 0epeMEHHOCTH M KOPMJICHUS
TPyAbIO

544.Tlpu opranm3anuu pabOTBl C COOOIICHHUSMH O TIPUMEHEHUU JIEKAPCTBEHHBIX
MpernapaToB B MEepHO] OEPEMEHHOCTH M KOPMIICHUS TpyAbl0 TpeOyeTcsi co0II0AaTh MOI0KEHUS
yHKTOB 431-437 nactoswmux [IpaBui.

545.Tlpy TOATOTOBKE WHIMBUIYAIBHBIX COOOIICHUN O HEXKEIAaTeIbHbIX pEeaKIusX,
Pa3BUBIIUXCS B PE3YJIbTATE MPUMEHEHUS JIKAPCTBEHHBIX MPENApaTOB B MEPUOJIBI OEPEMEHHOCTH
WU KOPMJICHHUSI TPYIbIO, CIEAyeT OOCCIEYHTh BBHITIOJIHEHHE IOJIOKEHUN IMyHKTOB 546—549
Hacrosux [Ipasuir.

Pa3Burtue nogo3peBaeMoii HexkeslaTeJIbHON peakuum y pedeHka (1ioaa), 3a HCKJIKYEHHeM
cJIy4aeB caMONPOU3BOJILHOI0 a00pTa HA PAHHUX CPOKaxX 0epeMEeHHOCTH WJIHM IM0eI IJI0a

546. B ciiy4ae pa3BUTHS y IUIOAa WK peOeHKA, TIOIBEPTIIMXCS BO3ICHCTBUIO OJTHOTO HIIH
HECKOJIbKUX JIEKAPCTBEHHBIX MPENAapaToB B pe3yabTaTe UX MPUMEHEHHs POAUTENIEM, OJTHOU I
HECKOJIbKUX  TIOJ03PEBAEMBIX  HEXKEJIATENbHBIX  pEaKiHif, 3a WCKIIOYCHHEM CIIyvacB
CaMOMPOM3BOJIBLHOIO abopTa Ha paHHUX CPOKax OEpeMEHHOCTH WJIM BHYTPHYTPOOHOH rubemnu
IUI0/1a, B OJHOM WHAMBHIYaJTbHOM COOOIICHWM IOJDKHA OBITH MpEACTaBlIeHa WH(OpMAIus o
pomutene U o pebenke (ruioze). B maHHOM ciayyae cOOOIIEHHE SIBISETCS COOOIIEHHEM O
poautene — pebenke (mroae). B pazmene maHHBIX O MalMeHTE «XapakTEPUCTUKA TAIMEHTa»
npeacTaBisiercs nHpopmanus o pedeHke (Ioae).

JlaHHBIC O MaTEPH WK OTIIE, KOTOPBIC SIBIIINCH NCTOYHUKOM BO3JICHCTBHS TIO03PEBACMOTO
JEKapCTBEHHOTO TMpemapara Ha peOeHka (TUI0J), JOJDKHBI OBITH  MPEICTaBICHBI B
CTpYKTypupoBaHHOU (opme B pazaene «MHpopMmanus o poauTene s ciiydaeB COOOIEHUN O
poaurene u pedenke (rwioae)» Gpopmara nekTpoHHbIN qaHHbIX E2B. B ciryuae ecnu 00a poaurens
SBUJIICh WCTOYHHMKOM BO3JCHCTBHS Ha peOeHka (TUI0A), B CTPYKTYPUPOBAHHOM BHJIC
npeacTasisiercs nHpopMmanus 1o marepu; nHpopmanus o0 OTLE MPEICTABISAETCS B KPATKOM
OIMCaHWH COBMECTHO C MHOUM WH(pOpMaIKEH 10 KPaTKOMY MEIMIIMHCKOMY OTHCaHUIO CIydas B
paznene «KpaTkoe onucanue, BKIIOYask KIMHUYECKOE ONMCAHHUE CITydasi, TEPAIeBTHUECKUE MEPBI,
HCXOJ1 U JOTIOJHUTENbHAs HH(pOopMaIus o cirydae» opmaTa dJIeKTpOHHBIN naHHBIX E2B.

Pa3BuTHne nmogo3peBaeMoii HexkeJlaTeIbHON peaKIMU y POAUTENISA U pedeHKa (11012)
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547. Tlpu pa3BUTHH TTOI03PEBAEMBIX HEXKEIATCIBHBIX PEaKINil (32 UCKIIIOUCHUEM CITy4JacB
CaMOMPOM3BOJIBLHOIO abopTa Ha paHHUX CPOKax OEpeMEHHOCTH WJIM BHYTPHUYTPOOHOH rubenu
IJ10/1a) Y poauTeNs u pedeHKa (Tuioa), MOABEPTIIEroCs BO3ICUCTBUIO OJTHOTO MJIM HECKOJIBKUX
JICKApCTBEHHBIX IIPENapaToB B pe3yjbTaTe UX MPUMEHEHUS poauTeseM, (OpMHUPYIOTCS IBa
OTJICTTLHBIX COOOIICHHS O Pa3BUTHH HEXEJIaTeIbHON peakinu y poauTens u pedbenka (mona). C
LEJIbI0 YCTAHOBJICHUS B3aWMOCBS3M MEXIy COOOLICHMAMHU JJIsl IMOCIEAYIOIIEeH COBMECTHOM
OLICHKM WHIUBUAYaJIbHBIM COOOILIEHUSM JIOJDKHBI OBITH MPHUCBOEHBI B3aHMOCBS3aHHbBIC
UACHTU(UKAIIMOHHBIE HOMEpa C HCIIOJIb30BAaHHEM pasjena JaHHbIX «VMneHTudukannoHHbIH
HOMEp MHAMBUAYAIbHOTO COOOILEHUS, B3aMMOCBS3aHHOTO C JaHHBIM cooOueHuem» Gopmara
3JIEKTPOHHBIX JaHHbIX E2B MHAMBUIYaNnbHOTO COOOLICHHS O HEXeNaTeIbHON peaKIum.

OTcyTcTBHE HEXKeJATEJIbHON peakunu y pedeHka (mioaa)

548. B ciyuae OTCYTCTBHsSI HEXeNaTeIbHON peakluu y pedeHka (I1oaa), MoABEepriuierocs
BO3JCHCTBUIO OJHOTO MJIM HECKOJbKUX JIEKAPCTBEHHBIX IIPENapaToB B pe3yjbTaTe UX
PUMEHEHHSI POAMTENIEM, COOOIEHHE O poauTese — peOeHKe (IJI0e) He ABISACTCS IPUMEHUMBIM.
BHe 3aBucuMocTH OT pe3ynbTaTa IpueMa OJHOTO MM HECKOJBbKUX JIEKAPCTBEHHBIX IPENapaToB
poaureneM (GOpPMHpYETCS HWHAMBHIYaJbHOE COOOLICHHE II0 POJUTENI0 KaK MAIMEeHTy C
OINHMCaHUEM BHYTPHYTPOOHOIO BO3IEHCTBUS JIEKAPCTBEHHOIO Ipenapara Ha pedeHka. B pasgen
«XapaKTepuCTUKa MAaIMEeHTay BKJIIOYAIOTCS JAaHHBIE O MaTepu WM OTue pedeHka (Tiona).
WupuBuayanbHOE COOOLICHHE HE MOJUIEKHUT IPEACTABICHUIO B clydae, €ClId y POIMUTENS B
pe3ysbTaTe NPUMEHEHUsI OJHOTO WJIM HECKOJIBKMX JIEKAPCTBEHHBIX IpPENapaToB HE pa3BUIIACH
He)XeJaTenbHas peakLus.

Coo0uienne 0 caMONpoON3BOJIbHOM a00pTe HA PAHHUX CPOKAX GepeMEeHHOCTH HIIH
BBIKH/bIIIE

549.1lpu mony4yeHMH COOOLIECHHS O CaMOIIPOM3BOJILHOM alopTe Ha paHHHUX CpPOKax
OCpEeMEHHOCTH WJIM BBIKHUJBIINIE (HOPMHUPYETCS WHAMBUIYyAIbLHOE COOOIIEHHE O POJIUTENE Kak
MalKUeHTe C BKIIOUYEHHUEM JIJaHHBIX O MaTepu B pasnen «XapaKTepHCTHKa MauueHta». B ciydae
MpueMa TMOJI03pEBAEMOro JIEKapCTBEHHOrO Mpernapara OTIIOM COOTBETCTBYIOIIMM 3JIEMEHT
CTPYKTYpUPOBAHHBIX IaHHBIX BBIOMpPAETCS IS BKJIIOYECHHS B (OpMHUpPYEMOe COOOIICHHE B
pasnene «JlomonHUTENBHAS HHPOPMALIHS O JICKAPCTBEHHOM IperapaTe» GhopmaTa dIeKTPOHHBIX
naHHbIX E2B nHANBUIYaIbHOTO COOOIIEHNUS O HEXKENATEIbHON PEaKIIHH.

Coo001eHus 0 HesKeIaTeJIbHbIX peaKuusiX, ONy0JIMKOBAHHbIE B HAYYHOUH MeIMINHCKOI
JuTeparype

550. Ilpu QopMupoBaHWN WHIUBUIYAITHHOTO COOOIICHHUS O HEXEIATeIIbHOW PEaKINH,
OITyOJINKOBAHHOTO B HAYYHON MEIUITUHCKOM JTUTEpaType, K MPEACTABICHUIO B DJICKTPOHHOM BHJIC
CIIeyeT yUYUTHIBATh Psijl TPEOOBAaHUI:

a) pazznen ¢opmara >MeKTPOHHBIX AaHHBIX E2B «McTOYHHMK JTUTEpaTypbD» JOMKEH OBbITh
3aroJIHEH C BKJIIOYEHHEM YKa3zaHus MU(PPOBOTrO (IUCKPETHOTO) UACHTHU(UKATOpAa O0BEKTA IS
myOMUKauy B HAYYHOU MEAUIIMHCKON JIUTEepaType, KOTopas SIBUIACh HCTOYHUKOM WH(OpMAaIIUN
0 HEeXKeJNaTeIbHON PeaKinu;

0) mopoOHOE OMHUCaHWE Cciaydyas HEeXKeNIaTelbHON peakluH TOJKHO OBITh BKIIIOUEHO B
paznen «KpaTtkoe onucanue, BKIIIOYas KIMHUYECKOE OMKCAHUE CiIydasi, TepaleBTHUECKHE MepHI,
WCXOJ] ¥ IOTIOTHUTEIbHAs HHPOPMAIIHS O CIIydaey;

B) IO 3aMpoCy YIMOJHOMOYEHHOTO OpraHa B Clydae HeOOXOIMMOCTH BBITIOJHEHUS 0030pa
uHpopManuu 0 6€30MaCHOCTH JIep)KaTeJIeM PEruCTPAlMOHHOTO YAOCTOBEPEHHUS MPEICTABIACTCS
KOIHUS COOTBETCTBYIOIIEH MyOnMKaluu (C y4eToM 3aKOHOJaTelnbCcTBa B OOJACTH OXpaHbl
aBTOopckux TmpaB). Komus mnyOnukanmuu W TepeBOA MyONHKAIMH, €CITU 3TO NPUMEHUMO,
BKJIIOYAIOTCA B HWHIUBUAYalbHOE COOOLIEHHE O HEXeNaTeJbHOM peakuuu B pasfele
«IIpunaraembie TOKyMEHTBI». B ciiydae eciiv Komus myOJIMKAIMKA TPEICTABISIETCS OTJACIBHO OT
paHee HaNpPaBJIEHHOTO WHIUBUIYaJbHOTO COOOIIEHUS, IEePBOHAYAIBHO MPEICTABICHHOE
WHIUBUAYATbHOE COOOIICHHE C BKIIOUYEHHBIM JIOTIOJHUTEIBLHBIM JOKYMEHTOM TPEICTABIISCTCS



131
MOBTOPHO B paMKax MpOLEAYpbl BHECEHUS H3MEHEHMH B HHAMBHUIyaJbHOE COOOIIEHHE O
HE¥KEJIATEeJIbHOM PEAKLIUH.
551. B cinydae ecnu myOnuKaIys B HAy9YHOU MEIUIIMHCKOM JTUTEpaType BKIIOYAET ONUCAHHE
pa3BUTHUA CIy4YacB HEXKENATeIbHBIX pEaKIWid y HECKOJIbKUX MalHUeHTOB, (QopMupyercs
COOTBETCTBYIOIIIEE KOJIMYECTBO MHANBUAYATbHBIX COOOIICHUM O HE)KEIaTeIbHBIX PeaKIHsIX.

Coo011eHHs 0 HexKeIaTeJbHBIX peaKIuAX, 00yCJI0BJICHHbIE Nlepel03MPOBKOM, pa3BUTHEM
3aBHCUMOCTH, IPUMEHEHHEM He B COOTBETCTBHUM ¢ 001Iell XapaKTepHCTUKOM
JICKApPCTBEHHOI'0 Npenapara, HelpaBWJIbHBIM IPMMEHeHHeM, OIIMOKO0 NpUMEeHEeHUs! HiIN
BO3/1€iiCTBHEM JIEKAPCTBEHHOI'0 Mpenapara B pe3yJbTare NpodeccuoHaJIbHOM
AeATEeJbHOCTH

552.Tlpu  dopMHupOBaHMHM COOOIICHUN O Pa3BUTUU HEKETATCIBHBIX  PEAKIIH,
00YCJIOBJICHHBIX IEPEI03UPOBKOM, Pa3BUTHEM 3aBHCUMOCTH, IPUMEHEHHEM HE B COOTBETCTBHH C
oO1ieil XxapakTepUCTUKOM JIeKapCTBEHHOT'O IpernapaTa, HelpaBUiIbHbIM IPUMEHEHHEM, OIIHOKON
NPUMEHEHHSI WJIM BO3ACUCTBHEM B pe3yibTare MPOPECCHOHATBHON NESTEIbHOCTH, OJKHBI
HCIIOIB30BaThCSl COOTBETCTBYIOIIME TEepMUHBI Kiaccudukaropa MedDRA mis mpaBmiibHOTO
OTpaX€HUs XapaKTepa BO3JEHCTBUS JIEKAPCTBEHHOIO Mpernapara.

553. O0muye TPUHIUIBI OTPAXKEHUS OCOOEHHOCTEH MPUMEHEHHs JIEKapCTBEHHOTO
npemnapara B popMate 31eKTpOHHBIX JaHHBIX E2B BKIltoUyaroT cienyronme 0oCOOEHHOCTH:

a) uHpopmanMss O TOJO3PEBAEMOM JIEKAPCTBEHHOM IIpenapare B YacTH TOProOBOTO
HAaUMEHOBaHMS W (WJIHM) JCWCTBYIONIETO BEIIECTBA BKJIIOYAETCS HAa OCHOBAHWU HH(OPMAIIHUH,
MIPE/ICTaBJICHHON MMEPBOMCTOYHUKOM COOOIICHMSI O HEXeNaTeIbHOW peakluH, ¢ BKIIOUEHUEM B
pasznensl  «ToproBoe HaWMMEHOBAaHUE JIEKapCTBEHHOro Tpemapatay u «HammeHoBanme
JEWCTBYIOIETO BEUIECTBAY;

0) B paznene «JlonoaHuTtenbHas nHGOpMAIHS O JEKapCTBEHHOM IpenapaTe» BhIOUparoTcs
CTPYKTYpHUPOBAHHbBIE 3JEMEHTHl JaHHBIX, XapaKTEPU3YIOUIMX COOTBETCTBYIOIIWE MPUYMHBI
BO3CHUCTBUS JICKAPCTBEHHOI'O Ipenapara (Hampumep, Mepeo3upoBKa, OMIMOKa MPUMEHEHUs,
HENpaBWJIbHOE  TMPUMEHEHUE, pa3BUTHE  3aBUCHUMOCTH, BO3JECTBHE B  pe3yibTare
npoeCCUOHATILHON JIeSITeIbHOCTH, IPUMEHEHHE HE B COOTBETCTBHHU C OOIIEH XapaKTepHCTUKOM
JIEKapCTBEHHOTO IMpenapaTa). YKazaHhue OTHOCUTEIBHO XapaKTepa BO3eHCTBHS JIEKAPCTBEHHOTO
IpernapaTa B JAaHHOM Da3Jelie JeNaceTcs B Cllydae, €ClId TaKOBOE CJIEJIaHO INEPBOUCTOYHHUKOM
COOOIIIeHUsI O HEeXeIaTeNbHOM peakiuu. B ciydae eciy mepBOMCTOYHUKOM HE OBUIO ClIIEIaHO
OpSMOTO yKa3aHUS OTHOCHUTENBHO MEPEO3UPOBKH, OLIMOKM NPUMEHEHUS, HEMPaBUILHOTO
MPUMEHEHUSI, pPa3BUTUS 3aBHUCUMOCTH, BO3JEHUCTBUS B pe3ylbTare MNpodeccHoHaIbHON
NesITeIbHOCTH, MPUMEHEHHS HE B COOTBETCTBUU C OOIIEH XapaKTEpUCTHKOW JEKapCTBEHHOTO
mpemnapaTa, KOTOpPO€ MOXET ObITh TpaHC(HOPMHUPOBAHO B COOTBETCTBYIOLIUN TEPMHUH
knaccupukaropa MedDRA, onmHako 3TO ciiegyeT M3 KOHTEKCTa KIMHUYECKOTO OIHCAHUS
HEXKeNaTeJIbHON peakiuu, OTIPAaBUTENIb MOXKET BBIOpaTh HauOojiee COOTBETCTBYIOIIUM, 1O €ro
MHEHHUIO, CTPYKTYPUPOBAHHBI 3JEMEHT JAHHBIX, XapaKTEPU3YIOLIUI COOTBETCTBYIOIEE
BO3/ICHCTBHUE JIEKAPCTBEHHOT'O Mpernapara ¢ ooecredeHreM nocieayrouero coopa nHGpopMaum u
YTOUHEHHSI OLIEHKH Y MEPBOMCTOUYHHUKA HEXKEIATETbHON PEaKInu;

B) B pasznene «HexemarenbHas peakius (SBJICHHE) B COOTBETCTBHU C TEPMHUHOJIOTHEH
MedDRAY» nomkHBI OBITh HCIIONH30BAaHBl COOTBETCTBYIOIIME TEPMHUHBI HUKHETO YPOBHS IJIs
OTpaXEHUs XapaKTepa BO3JACUCTBUS JIEKaPCTBEHHOI'O Iperapara W HEeXeIaTelbHON peakuuu
(COBOKYITHOCTH HEKENIATENbHBIX PEAKIUi), pa3BUBLIEICS B pe3yIbTaTe JaHHOTO BO3JeHCTBUA. B
clly4ae €clid 3TO IPUMEHHMO, 110 Pe3yJIbTaTaM OLEHKU COOOIIECHHUS OTIPABUTEIEM 3aIlOJIHIETCS
pasnen «JluarHo3 (CHMHAPOM) MO MHEHMIO OTIPABHUTENS, HW3MEHEHHE Kiaccu(UKAMOHHOTO
OTHECCHHMS] pPeakuuu (sBJICHHS)» (OPMBI COOOIICHHS C BKIIOYEHHEM COOTBETCTBYIOIIMX
obocHoBaHuUl B pazaene «KoMMeHTapuu OTIpaBUTENS;

) Il cOoOOmmeHuss 00 omuOKe MPUMEHEHHMsI, CBSI3aHHOW C OMIMOOYHBIM TOJyYCHHEM
MarueHToM (OTIIyCKOM, MPHUMEHEHHEM) WHOTO, HEXeIH MPONMUCAaHHBIA (HA3HAYCHHBIN),
JIEKapCTBEHHOI'0 TIperapara B pasjeie «XapaKTepUCTHKa pOJIM JIEKAPCTBEHHOTO IpernapaTay
BEIOMpACTCSl DJIEMEHT JaHHBIX «JIeKapCTBEHHBIM TpermapaT HE Ha3HAa4YeH», a B pasfele
«Mudopmanyisi 0 JEKapCTBEHHBIX Mpernaparax» MNpHUBOJATCS JaHHbIE O MPOMHCAHHOM
(Ha3HAYEHHOM) JICKAPCTBEHHOM TIperapaTre C yKa3aHueM TOoro (akra, 4To Mpemapar He ObLI
npomnucaH (Ha3HayeH), U JaHHbIE 00 OMMO0YHO MPUMEHEHHOM JICKAPCTBEHHOM IIpenapare.
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Coo01eHust 0 HeAOCTATOYHOM TepaneBTUYECKON 3P PeKTUBHOCTH JIEKAPCTBEHHbIX
npenapaTron

554. Tlpu hopmupoBaHUH COOOIICHHUI O HEIOCTATOYHOM TepaneBTUYECKON YD PEKTUBHOCTH
B pasnene «HexenatenbHas peakius (SBICHHE) B COOTBETCTBHH ¢ TepMuHoiorueir MedDRAY
CJIeIyeT WCIIOIh30BaTh HIKHUN ypoBeHb TepMUHOB MedDRA, Hanbosee TOYHO oTpaxkaromui
OIMCaHME MOA03PEBACMOM HEIOCTaTOYHON TEPareBTUIECKON A(PPEKTUBHOCTH, MPEACTABIECHHOE
MIEPBOMCTOYHUKOM COOOIIEHUSI O HEXKeJaTenbHOW peaknuu. [lomo3peBaeMblii JIeKapCTBEHHBIN
npenapar BKJIO4aercss B pasznen «HexemarenbHas peakiuus (SBJICHHE)» B Cily4yae, €CIM OH
Ha3HayaJcd 1O MOKAa3aHWI0, B OTHOILIEHUU KOTOPOro HaOJIofaeTcs yXyALIEHHUE COCTOSHUS
naruenTta. TpeGoBaHHsS K CPOYHOMY PEMOPTHPOBAHUIO (B TeueHHE 15 KaneHAapHBIX THEH) 0O
Clly4asiX OTCYTCTBUS TepareBTU4YecKOW 3((HEKTUBHOCTH pPACHpOCTPaHAIOTCS B TOM 4HCIE Ha
Clly4ad, B KOTOPBIX HE COOOIIAETCS O MOA03pEBaEMON HEKeIaTeNbHON peakiuu (Harpumep, AJis
JIEKAPCTBEHHBIX IpPENapaToB, NPUMEHSEMBIX IS JIEUCHUS KU3HEYIPOXKAIOIIUX COCTOSHUM,
BaKIIMH, CPEJCTB KOHTpPALIENLIUN) U PENOPTEPOM HE YKa3aHO COOTBETCTBUE pPa3BUBILErOCs Yy
MalUEeHTa COCTOSIHUS KPUTEPHUSIM CEPhE3HON HEXKENATeIbHOW PEaKIIMH.

Coo011eHns 0 HeKeJIATEIbHBIX PeaKIUsX, CBI3aHHBIX ¢ JeeKTOM KayecTBa
JIEKApPCTBEHHOI0 MpenapaTa ujiu npuMeHenneM ¢GaabcuPuuMpoBaHHBIX JeKAPCTBEHHBIX
npenaparos

Coo01eHust 0 HesKeIaTeJIbHbIX PeaKUnsX, CBA3aAHHbIX ¢ Je(eKToM KavyecTBa
JIEKAPCTBEHHOT0 Mpenapara

555.Tlpu ¢popMupoBaHUU COOOIIEHUN O HEXKEIATSIbHBIX PEAKIUAX, CBS3aHHBIX C
M0JI03pEBaEMbIM J1e(DeKTOM KauecTBa JIEKAPCTBEHHOTO INpenaparta, B paszaene «HexenarenbHas
peakmnus (sBIEHHWE) B COOTBeTCTBMHM C TepmuHoimorueit MedDRAY» cregyer ucmonb3oBaTh
HIOKHUH ypoBeHb TepMuHOB MedDRA, Hambonee TOYHO OTpaskalolMii OMUCaHUE JedeKTa
KauyecTBa, MPEeJACTaBICHHOE TEPBOUCTOUHUKOM COOOIIEHHUS O HEXKENAaTeIbHONU PEaKIUH.

556. O0mMe NpUHIMIIBI OTPAXKEHUs B opMaTe 3JIeKTPOHHBIX AaHHBIX E2B nndopmarmum o
HEeXKeJlaTeIbHON peaklMy BKIIIOYAIOT CIIEIYIOIINEe OCOOCHHOCTH:

a)B JONOJHEHHE K o0s3aTenpHOMY JUIsL 3amoiiHeHus pasgeny «HaummeHnoBaHue
JIEKapCTBEHHOI'0 TIperapara COMNIaCHO HMH(OpMAaIMHM MEePBOUCTOYHHKA» 3alOJHSAETCS pasfeln
«Uupopmanst 0 JEKapCTBEHHBIX IpemapaTax» B COOTBETCTBHM ¢  HMH(OpMaIuei,
MPE/ICTaBJICHHON MEPBOUCTOUYHHUKOM, M COIJIACHO YKa3aHUSM MO (OPMHUPOBAHUIO JTAaHHBIX B
OTHOLICHUM TOJO03PEBAaCMbIX, B3aUMOJCHCTBYIOIMIMX M  OJHOBPEMEHHO Ha3HAYaeMbIX
JIEKapCTBEHHBIX MPENapaToB;

0) B paznene «JlonoiaHuTtenbHas MHPOpPMALUS O JIEKAPCTBEHHOM IpenapaTe» BhIOMpaeTcs
AJIEMEHT CTPYKTYPHPOBAHHBIX JAHHBIX B ClIy4ae HaJU4Us COOTBETCTBYIOILIETO OJIHO3HAYHOIO
yKa3aHHs B COOOIIEHUH MEPBOMCTOYHMKA: «JIEKAPCTBEHHBIN Mperapar Mocie UCTEUCHHUs CPOKa
TOJTHOCTU», «KOHTPOJb KadecTBa CEPUU U MApPTUM JIEKAPCTBEHHOTO Mpemapara MOATBEPAMI
COOTBETCTBHE TPEeOOBAHUSAM CHEUU(UKAUN», «KOHTPOJIb KauecTBa CEpUHM U TapTUH
JIEKapCTBEHHOI'O MpernapaTa MoATBEP I HECOOTBETCTBUE TPEOOBAHUAM CHIEIU(UKALIUNY;

B) B pasznene «HexenarenbHass peakius (SBJICHHE) B COOTBETCTBUU C TEPMHUHOJIOTHEHN
MedDRA» nomkHbl OBITH HCIOJIB30BAHBI COOTBETCTBYIOIIME TEPMHUHBI HUKHETO YPOBHS IS
OTPAKEHMSI XapaKTEPUCTUKH JIGKAPCTBEHHOTO0 TpenapaTa M HEXKeJIaTeIbHOM peakiuu
(COBOKYMHOCTH HEXENaTelNbHBIX pEaKIHil) B pe3yJbTaTe NPUMEHEHUs JIEKapCTBEHHOIO
mpernapara ¢ IOAO03peBaeMbIM Je(eKToM KauecTBa. B ciaydae ecnmu 3TO HPUMEHHMO 10
pe3ysbTaTaM OLEHKH COOOIIEHHUs OTIpaBUTENIEM, 3aMoHsAETCs pasnen «/luarHo3 (CHHAPOM) MO
MHEHHMIO OTIIPABHUTENsI, M3MEHEHHE KIACCU(PUKALIMOHHOTO OTHECCHMs pEaKUUHU (SBICHUA)»
(bopMBbI COOOIIIEHNS C BKIIOYEHHEM COOTBETCTBYIOIIKUX 000CHOBaHMM B pazzaene «KommeHTapuun
OTIIPABUTEIISIY;

I') JOTOJIHUTEIbHbIE KOMMEHTApUN B OTHOILIEHUH JIEKAPCTBEHHOT'O CPEACTBA B TEKCTOBOM
¢dopme BKIIIOYAIOTCS B pasjen «JlononHuTenpHas nH(GpOpMaIus o IeKapcTBEHHOM IpenapaTe».

Coo011eHHs 0 HeKeJIATEJIbHBIX PEAKIHAX, CBA3AHHBIX ¢ IPUMEHEHUEM
(hanbcupUUMPOBAHHOIO JIEKAPCTBEHHOI'0 NIpenapara
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557.Tlpu ¢popMupoBaHUK COOOIIEHUN O HEXKEIATSIbHBIX PEAKIUAX, CBS3aHHBIX C
NPUMEHEHHEM JIEKapCTBEHHOIO Ipernapara, JUisi KOTOPOTO IMOJ03PEBACTCS WM MOATBEPKICH
daxT panpcuduranum NeHCTBYIONIMX, BCIOMOTATEIbHBIX BEIIECTB UK B IIEJIOM JICKAPCTBEHHOTO
npemnapara, B paszaene «HexenarenbHas peakuus (sBJI€HHE) B COOTBETCTBUU C TEPMUHOJIOTHEH
MedDRA» cneagyer ucmoiap30BaTh HIKHHA ypoBeHb TepmMuHOB MedDRA, nHambGosiee TOYHO
oTpaxaromuid  uHpopMmanuio 0  (anbcuUIUPOBAaHHOM  JIGKAPCTBEHHOM  IIperapare,
MPECTaBICHHYIO TIEPBOUCTOYHHKOM COOOIICHUSI.

558. O0mMe NpUHIMIIBI OTPAXKEHUs B opMaTe 3JIeKTPOHHBIX JaHHBIX E2B nndopmaryum o
HEXKEJIAaTeIbHOHN PeaKIiy BKIIOYAIOT CIEAYIONINEe 0COOCHHOCTH:

a)B JONOJHEHHE K o0s3aTenpHOMY JUIsL 3amoiiHeHus pasgeny «HaummeHnoBaHue
JICKQpCTBEHHOTO TMperapara COTIacHO WH(pOpPMAIMU TEPBOMCTOYHHKA» 3aIlOJHSICTCS pPa3ien
«Uupopmanst 0 JEKapCTBEHHBIX IpemapaTax» B COOTBETCTBHM ¢  HMH(OpMaIuei,
MPEJCTaBIICHHON IMEPBOMCTOYHUKOM COOOIIEHHS W COTJIACHO yKa3aHHUSAM 1O (OPMHUPOBAHHIO
JTAHHBIX B OTHOIICHUH TO03PEBAEMbIX, B3aUMOJEHCTBYIOUINX U OJHOBPEMEHHO Ha3HAuYaeMbIX
JICKApCTBEHHBIX TPENapaToB.;

0) B paznene «JlonoiaHuTenbHas MHPOPMALUS O JIEKAPCTBEHHOM IpenapaTe» BhIOMpaeTcs
AJIEMEHT CTPYKTYPHPOBaHHBIX HaHHBIX «®Danbcudukar» B cllydae MOJO3PEHUS WM
MOJTBEPXKACHUS (PakTa MpUMeHeHHs (Hanbcu(PUIIMPOBAHHOTO JICKAPCTBEHHOT'O Mpenapara;

B) B pasznene «HexemarenbHas peakius (SBJICHHE) B COOTBETCTBHH C TEPMHHOJIOTHEH
MedDRA» 10mKHBI OBITh WCHOJB30BAHBI COOTBETCTBYIOLINE TEPMUHBI HUKHETO YPOBHS IS
OTPKCHHSI XapaKTEPUCTHKH JIGKAPCTBEHHOTO TIpenapaTa W HEXKEJIaTelIbHOH peakiuu
(COBOKYITHOCTH HEKEJATENIbHBIX pPEaKUui) B pe3ysbTaTe MPUMEHEHHUS JIEKapCTBEHHOTO
npenapara, JJisi KOTOpOTO MOJ03PEBASTCsl WX MOATBEpkAeH (dakT danbcudukanuu. B cioydae
€CIT 3TO MPUMEHUMO, 110 Pe3yJIbTaTaM OIEHKH COOOIICHHUS OTIPAaBUTENIEM 3aIlONHACTCS pa3ael
«/lnarHo3 (CHHIPOM) 1O MHEHHIO OTIIPABHTENs, H3MEHEHHE KIIACCH(PUKAIIMOHHOTO OTHECCHHUS
peakiuu (sBreHUs)» (OPMBI COOOIIEHUSI ¢ BKIIOUEHHEM COOTBETCTBYIOIIMX OOOCHOBAaHUU B
paznene «KoMMeHTapuu OTIIPaBUTEIS;

T') JONOJHHUTEIbHbIE KOMMEHTAPUH B OTHOIIECHUM JICKAPCTBEHHOTO CPEACTBA B TEKCTOBOM
¢dbopme BKITIOUAIOTCS B pasjen «JlomonHuTenpHas HHpOpMaIus o JIeKapcTBEHHOM TpenapaTey.

Coo0uieHus 0 mogo3peBaeMoi nepegaye HHPEKIHOHHOT0 areHTa MOCPeACTBOM
NMpUMEeHEeHHs JIEKAPCTBEHHOI 0 Mpenapara

559.1lpu  popMuUpoOBaHUU COOOIIEHUI O HEXKEIATEIbHBIX PEAKIUAX, CBI3aHHBIX C
M0/103peBaeMoi repenadeil HHPEKIUOHHOTO areHTa MoCPeACTBOM IPUMEHEHHUS JIEKaPCTBEHHOTO
npemnapara, B paszaene «HexenarenbHas peakuus (sIBJICHHE) B COOTBETCTBUU C TEPMUHOJIOTHEH
MedDRA» cneayer ucmoiap30BaTh HIKHHA ypoBeHb TepmMuHOB MedDRA, nHambGosiee TOYHO
OTpaXKaromui WHGPOPMALIMIO TEPBOMCTOYHHUKA COOOLICHUS OTHOCHUTEIBHO HWHQEKIIMOHHOTO
areHTa.

Coo01eHus 0 MOA03peBaeMbIX HexKeJIATeIbHbIX PeaKIUAX, OJy4YeHHbIE 10 pe3yabTaTamM
padoThI CHCTEM OPraHNU30BAHHOIO COOPA TAHHBIX

560. O0mme NOJOXKEHHUs MO YNPaBICHUIO JaHHBIMH HHIUBUAYaJbHBIX COOOLICHHHA O
HEXKENaTeNbHBIX pPEaKIMIX, TMOJIy4aeMbIX B XOJA€ NPOBEACHHS MMOCTPErHMCTPAIIMOHHBIX
uccheOoBaHUM (MHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIEAOBAaHUN W HEWHTEPBEHLMOHHBIX
uccaenoBaHuil) omnpeaeneHsl B nmyHKTax 468—473 wnacrosmux [lpaBun. Ilpu dopmupoBanun
WHIVUBUAYATbHBIX COOOIICHUI O HEXKEeNAaTeIbHBIX PEAKIUSAX, BBISIBICHHBIX NPH MPOBEIACHUU
JTAHHBIX HCCIeI0BaHMi, B (popmaTte 3meKkTpoHHBIX AaHHBIX E2B B pasmen «Unentudukanus
UCCIICTIOBAHM» HEOOXOIUMO BKJIIOYHTh MH(DOPMALHUIO O TUIE HCCIEAOBaHUs, HAMMEHOBAHUU
UCCIIEIOBaHMsI, HOMEpE MCCIIE0BaHus, IPUCBOCHHOM CIIOHCOPOM, U PErHCTPAllMOHHOM HOMeEpe
HCCIe0BaHUsI.

561. IlonoxxeHust IO YIPaBICHUIO MHIAUBUAYAJTbHBIMH COOOIICHUSMU O HEXKENaTeIbHbIX
peaKLUsX, HOJYYSHHBIX TPU TPOBEACHUH TPOTPaMM MOAACPKKH NAIUEHTOB UM MAPKETUHT OBBIX
HCCIIEIOBATENILCKUX MPOrpamMM, onpeaesieHbl B myHKTe 475 Hactosmux [Ipasu.
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562. Ilpu ¢dopMHUpOBaHUNM HWHAMBUAYAITBHBIX COOOIICHHH O HEXENaTeIbHBIX PEaKIUsIX,
MOJTyYE€HHBIX TIPH BBHITIOJHEHUH MPOTPAMM OPTaHU30BAaHHOTO cOOpa IaHHBIX, CIEAYET YUYUTHIBATh
pAIl pEKOMEH AN

a) B ciydae (HOpMHpOBAHHS COOOIICHHA O HEXKENATeNbHBIX pPEaKIHSIX, B OTHOIICHUU
KOTOPBIX TPOTOKOJIOM HEMHTEPBEHLIMOHHOTO TOCTPErUCTPAIIMIOHHOTO UCCIIEJOBAHUSI OTIPEIETICHO
BBHITIOJTHEHUE CHCTEMAaTU3MPOBAHHOTO cOOpa MaHHBIX, JTUOO B clydyae €Cld MpPOrpamMMOi
MPUMEHEHUs JIEKAPCTBEHHOrO Ipernapara, Ha3HAYeHHOTO B CBA3M C HMCKIIOYUTEIbHBIMU
OOCTOSITETLCTBAMU U3 COOOpPaXCHHH COCTpPaJaHus, WIW WHIUBUIYATHHOTO TPUMEHEHUS
MPEAYCMOTPEH aKTUBHBIA COOP JTaHHBIX O 0€30I1MaCHOCTH, JIMOO B CTydae MOJTyUYEHUs COOOIECHUMA
B pe3ylbTaTe BBIMOJHEHUS MPOTPaMM TMOAJNCPKKH MAalMEHTOB WJIH MapKETHHTOBBIX
UCCIIEIOBaHMM, COOOIIEHUSI O HEXeJIaTeNbHBIX PEAKIUAX CUUTAIOTCS MOJTYUYEHHBIMU T10 3apoCcy
u B pasnene «Tum cooOuieHus» BRIOMpAETCs dNIeMEHT AaHHbIX «CooOIIeHue, MOIyIeHHOE TpU
MIPOBEJICHUH MCCIIEOBAHU, €CIHM M0I03PEBACTCS] HAIMYUE B3aUMOCBS3U MEX/y UCCIETyEeMbIM
JIEKapCTBEHHBIM MpenapaToM U HEXENaTeNbHOM peakuuein. B pasnene «Tunm uccnenoBanus, B
KOTOpPOM BBISIBIIEHA HEXeJlaTelbHasi peaklush BHIOMPAETCS COOTBETCTBYIOMIMM 3JIEMEHT JaHHBIX
«upie uccnenoBaHus» win «VHIUBUyaTbHOE MPUMEHEHUE MAlMEeHTOM». B ciiydae ecnu
MperoiaraeTcs Hallnyie B3auMOCBS3H HeKeNaTeIbHOM peakIuy ¢ IEKapCTBEHHBIM MTpenapaToM,
KOTOpOE He SIBISIETCS OOBEKTOM HCCIECIOBAHUS M HE MPEANOJaraeTcss B KaueCTBE MPUUYMHBI
HEXKeNaTeJIbHON pPEeakIMy poJib PeaklUuu B3aHUMOACHCTBHS C HM3y4YaeMbIM JIEKapCTBEHHBIM
npemapaToM, B pasnene «Tum cooOmieHus» BBIOMpaeTcss 3MeMEHT MaHHBIX «CIOHTaHHOE
cooOI1IeHne);

0) B cmydae (QOpMUPOBaHUS COOOIIEHUN O HEXKENIATEIbHBIX PEAKIUSIX, B OTHOIICHUU
KOTOpPBIX MPOTOKOJIOM HEHWHTEPBEHIIMOHHOTO TOCTPErMCTPAMOHHOIO HCCIEAOBAHUS HE
OTIPE/ICTICHO BBHIMOJTHEHHE CHCTEMATU3HPOBAHHOTO cOOpa JaHHBIX, MO0 B CIydae MPOTPaMMBbI
MPUMEHEHUs JIEKAPCTBEHHOrO TMpernapara, Ha3HAY€HHOTO B CBA3M C HMCKIIOYUTEIbHBIMU
0OCTOSITETLCTBAMU M3 COOOpPAKCHHMI COCTPAJaHMs], WM MPOTPAMMEI TEPCOHATU3UPOBAHHOTO
MIPUMEHEHHUSI, B KOTOPOI HE MPeyCMOTPEH aKTUBHBIN cOOp JaHHBIX O O€30MaCHOCTH, COOOIIEHNUS
O HEXKENATENbHBIX PEAKIUAX CUYUTAIOTCS CIIOHTAHHBIMU COOOIIEHUSMU H B pazaene «Tum
cooO1IeHus» BhIOMpaeTcs 3JeMEeHT NaHHBIX «CIOHTaHHOE COOOIIEHUE», €CH IMOA03pEeBaeTCs
HaJIM4YMEe B3aMMOCBS3M MEXIY HCCIEIyEeMbIM JIEKAPCTBEHHBIM MPEImapaTOM U HEXeaTelbHOU
peakuuei;

B) B cinydae (GOpMHUpPOBaHUsS COOOIIEHUS O HEXKENATeIbHOW pPeaKIMH, TMOTYYCHHOW Mpu
MPOBEJICHUN MHTEPBEHIIMOHHOTO KIMHUYECKOTO MCCIEI0BaHUs, JIsl KOTOPOM Mpeanoaraercs
HaJTM4YMe B3aUMOCBSI3H C HHBIM, HEXKEIIH UCCIIeTyEeMbIi, IEKaPCTBEHHBIM MPENapaToM, a TaKxKe He
MpeJoiaraeTcs B KayecTBe MPUYMHBI HEeXEJIaTeIbHON peakui pojib peakIMKi B3auMOIEHCTBUS
C UCCIIeTyeMbIM JIEKAPCTBEHHBIM IIPETIapaToM, COOOIICHHE O HeXKeIaTeIbHOW PeaKIINi CYUTACTCS
CIIOHTAHHBIM cooOOIeHneM U B pasnene «Tum cooOiieHus» BbIOUpAETCS AIEMEHT JaHHBIX
«CrioHTaHHOE COOOIICHHEY.

26. ITosryyeHrne MUHMMAJIBbHOM OTCYTCTBYHOIIEH MH(OpMaIUU

563. Ilpu nmomyyeHMH MUHUMAJIBHOW OTCYTCTBYIOIIEH MH(OpMAIK B OTHOILIECHUH paHee
HEBAINUJAHOIO MHIMBHIYaJbHOIO COOOINEHUS O HEXeIaTeabHOM peakiuu HeoO0X0IuMo
cOOIIOIaTh Psi/l yKa3aHUN 10 BHECEHUIO JaHHBIX:

a) Aata B pasjene JaHHbIX «/laTa modydeHus NnepBUYHOrO COOOIIEHUS OT pPErnoprepar
JOJDKHA OTpaXkaTb JaTy MOJY4YEHHs I€pPBOHAYaIbHOTO HEBAIUAHOIO HHIMBUAYAIBHOIO
COOOIIECHNUS O HEXKENATENbHOM peaKIH;

0) mata B pasnene JaHHbIX «JlaTa mosydeHus mocnenHed MHGOPMAIMKU O COOOIICHUN
JIOJKHA OTpaKaTh ATy MOIy4EHUs HEJAOCTAIOMEH MUHUMAIbHOM HH(pOpMaIuu A1 00ecrieueHUs!
COOTBETCTBHUSl KPUTEPUSM BAIUIHOCTH WHIAMBHUIYaJbHBIX COOOLICHHNA O HEXeIaTeIbHbIX
peakuusx;

B)B pasgen «KpaTkoe onucanue, BKIIOuYas KIMHUYECKOE OIIMCAaHUE  ciydyad,
TEpareBTUYECKUE MEPbI, UCXOJ U JONOJHUTEIbHAS HH(MOPMALUA O CIydae» CIEAyeT BKIIOUUTh
yKa3aHUE Ha TO, KAKHE U3 YEThIpeX IJIEMEHTOB MUHUMAJIbHONH MH(POPMALIMU O HEXEIATeIbHOM
pEaKIMK OTCYTCTBOBAJIM B IEPBOHAYATIBHOM COOOIIEHUY;

r) HA K&XIYI0 JaTy TMOJYy4YeHHUs JONOJHUTENIbHOM HMH(GOpMAIMM JOJDKHA BBITOIHATHCS
OLIEHKA COOTBETCTBHS TPEOOBAHUSM.
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27. KayecTBO JaHHBIX B HHAUBHUAYAJHLHOM COOOIIEHUHU O HeKeJIATeJIbHON peakuum,
MpeacTaB/AsieMOM B 3JIEKTPOHHOM BHU/e, U YIIPaBJieHHe 1yOTUPYIOUIUMHU COOOIIEeHUSIMU O
HeKeJlaTeJIbHbIX PeaKkmusix

564. ba3bl TaHHBIX O HEXEJIATENBHBIX PEAKUHUAX rOCyNapCTB-UJICHOB JOJDKHBI CONEPKATh
BCE Cllydad IIOJ03PEBAEMbIX HEXKEJaTeNbHBIX PEaKIui, TMOJIeKAallue PENOPTUPOBAHUIO B
COOTBETCTBUM C TpeOoBaHusMHU HacTosumx [IpaBun. Ilpu mpeacraBieHUU WHAMBUIYATHHBIX
COOOIIIeHUH 0 HeXKeTIaTeNbHBIX PeaKUsAX B TaKKe 0a3bl JaHHBIX TOCYAAPCTB-UJIEHOB JOJKHO OBITh
o0ecrieyeHo BHINIOJIHEHUE TpeOoBaHui HacTosmux IIpaBui Kk anmekTpoHHOMY (hopMaTy NaHHBIX,
CTPYKTYpPHUPOBAHHUIO M KOAMPOBAHHUIO HMH(OpMaLUU. YTOJIHOMOYEHHBIE OpraHbl IOCyAapCTB-
YJICHOB U JIeP>KaTeNN PErUCTPAMOHHBIX YAOCTOBEPEHUI HECYT OTBETCTBEHHOCTD:

a) 3a BBIMIOJIHEHHWE KOMIUIEKCa MPOIeayp M0 00eCHeUYeHHI0 BBICOKOTO YPOBHS KadecTBa U
[IEJIOCTHOCTH MH(OPMALUN O HEXENaTEeIbHBIX PEAKLIUAX, MPEACTABISAEMBIX B 0a3bl JNaHHBIX O
HEKeJIaTeJIbHBIX PeaKIUsIX roCcyAapCTB-UJICHOB;

0)3a oOecneueHHe HAUIEKAIIETO MOHUTOPHUHIA  COOTBETCTBUSL  HCIOJIB3YyEeMOM
TEPMHUHOJIOTHN TPeOOBaHUSIM K NMPUMEHEHHIO TEPMUHOJIOTUU MyTEM CHUCTEMATUYECKOM OLIEHKH
TAHHBIX O HEXEJATENbHBIX PeakUMAX B 0a3e JaHHBIX WIHM PEryJIpHON OLIEHKHU NMPOU3BOJIBHOM
BBIOOPKH;

B) 32 coOutofieHre TpeOOBaHMI MO KayecTBY, JOCTOBEPHOCTH WH(GOpPMAIMU M BPEMEHH
MPEJICTAaBICHUS] COOOIICHUIM O HEXeNaTeNbHbIX PEaKIUsIX B YINOJIHOMOYEHHBIE OpraHbl
rOCyJapCTB-UICHOB;

r)3a coOmofeHne TpeOOBaHWN MO KadecTBY, IEJIOCTHOCTH, TOJHOTE COOOIIEHUA O
HE)XEJIaTEeNbHbBIX PEAaKLUIX COIJIACHO TPeOOBAHUAM K UX CTPYKTYype, (hopMaTy U coepkaHHIo;

1) 32 BBIMOJHEHHWE TMPOIEAYpP TO YIPaBICHUIO IyOIUPYIOIIMMH COOOIICHHUSMH O
HEXXEJIaTeNbHbIX PEaKIUIX.

565. B nensx moaTBepKACHUS COOTBETCTBUS CHCTEMBI KQueCTBa CUCTEMBI (hapMaKoHaa30pa
TpeOOBaHUSAM K OpraHu3alMu padboThl ¢ TyONUPYIOUIMMUA COOOIIEHUSMH, BKJIIOYas BBISBICHHE
OyOMUpYIOMIMX COOOIICHUI U yTpaBieHHEe UMH, BBINIOJIHEHHE TPeOOBaHMI K HE3aMeITTUTEIIbHOMY
PETOPTUPOBAHUIO, JIEPKATEIH PETUCTPAMOHHBIX YJJOCTOBEPEHUN U YIOJIHOMOYEHHBIE OpPIaHbI
roCy/1apCTB-UICHOB JIOJKHBI OOECIEUUTh BHIIIOJHEHUE PETYJSPHBIX U OCHOBAHHBIX Ha OIEHKE
pHCKa ayaUTOB CHUCTeMbl KauyecTBa. [IpW BBIABICHHMM HECOOTBETCTBHS CHCTEMBl KauecTBa
YCTaHOBJICHHBIM TPEOOBAHUSAM JIOJIKHBI BBITTOIHATHCSA KOPPEKTUPYIOLINE MEPOIPUSITHS, BKIIOYAsI
IPOBEICHUE TMOCIENYIOMUX ayAuToB. JlaThl M pe3ynbTaThl BCeX AayAMTOB MOJUIEkAaT
JOKYMEHTHUPOBAHUIO B COOTBETCTBUU C MOJOXKEHUSAMU paznena V Hactoamux [Ipasu.

566. B cooTBeTCTBHH ¢ TPEOOBAaHUSIMHU MO MOACPIKAHUIO  COBEPIICHCTBOBAHUIO CHCTEMBI
KayecTBa CHUCTEMbl (papMakoHaA30pa Jep)KaTeasiMH PErucTPAllMOHHBIX YJIOCTOBEPEHHH U
YIOJIHOMOYEHHBIMH OpraHaMM JIOJKHO OBITh 00ECHeueHO HaJM4Yue JOCTAaTOYHOTO KOJIMYECTBA
KBAIM(UIUPOBAHHOTO M OOYYEHHOrO TepcoHajla JJsi BBINOJHEHUS JAEATEeIbHOCTH TIO
¢dapmakonagzopy. CrHenuamucTbl, NpPUBJIEKAaeMble K BBIIOJHEHHIO JESITEIBHOCTH IO
(bapmakoHaa30py, AOHKHBI TPOXOJUTH HA4YaJdbHOE U MEPUOINYECKOE MOCIeayolIee 00ydeHe B
COOTBETCTBHH C BBIMOJIHAEMBIMH (QYHKIMAMU M 00s3aHHOCTAMHU. C IENBI0 TOKYMEHTHPOBAHHUS,
MOAJep>KaHus U Pa3BUTHs KOMIIETEHUUH niepcoHaia Tpedyercs (popMupoBaHUE MJIaHA U OTYETOB
1o 0Oy4YeHUIO, JOCTYMHBIX Ui OLEHKHU IpPH MPOBEIACHUU AyJUTOB WJIM WHCIEKIMHA CHUCTEMBI
(dhapmakoHaa3opa.

567. YIIOTHOMOYEHHBIE OPraHbl TOCYJApPCTB-UJIEHOB PETYJSPHO BBINOIHIIOT OLEHKY
KayecTBa W TIOJHOTHI TMPEACTABISEMBIX JI€PXKATEISIMU PETUCTPALIMOHHBIX YIOCTOBEPEHUN
WH/IMBUYaTbHBIX COOOIICHUH O HEXeNaTeIbHBIX PEaKIMAX, a TAK)KE BBHITIOJHEHUS TPeOOBaHUIA
[0 CpOKaMm IMpeACTaBICHUS COOOLIEHUI O HexenarenbHbIX peakuusax. [lo pesynbratam
BBITTOJIHEHHON OIEHKH JepXKATelsIM PETHCTPALlMOHHBIX YJOCTOBEPEHMH MOTYT HAaIpPaBISATHCS
OTYETHl, BKJIOYAIOIIME, B Cllydae BBISIBICHHUS HECOOTBETCTBUI, pEKOMEHIAlMU IO
KOPPEKTHPYIOIIUM MEPONPUATUSIM M CpoKaM HX BblIOJHEHHA. Croco0 BBITOJHEHHS
KOPPEKTUPYIOIIUX MEpPONpPUATHNH U PEKOMEHJYEeMble CpPOKM BBIMOJHEHHUS 3aBUCAT OT
BBISIBIICHHOT'O HECOOTBETCTBHSI CUCTEMbI KauecTBa (Hampumep, KOppeKTUPOBKA UCIIOIB3yEMOTO B
WHIMBHIYATBbHOM COO0OIIeHnH TepMuHoIorndeckoro koga MedDRA mosxeT ObITh BBITIOJIHEHA
MyTEM MPEICTaBICHUS H3MEHEHUH B paHee MPEeACTaBICHHOE COOOILICHHUE).

568. JlepkaTensiMd PEruCTPallMOHHBIX YJIOCTOBEPEHUN U YMOJIHOMOYEHHBIMH OpraHaMu
JIOJKHA BBITTOJIHATHCSI COBMECTHO padoTa 110 yNpaBJIeHUIO 1y OIUpYOIIMMU COOOIEHUSIMUA TAKUM
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oOpa3oM, 4YTOOBI TapaHTUPOBATh BBISABICHHUE, OICHKY, TOATBEPXKACHUE U 00pabOTKy
MOTEHIIUATBHBIX TYOIUPYIONUX COOOMICHUN O HeXKENIATEIbHBIX PEaKIIUsIX.

28. O0OMeH JTaHHBIMM 0 HeKeJIaTeJbHbIX PeaKIHUAX B 3JIEKTPOHHOM BH/IE MEKIY
HECKOJIbKHUMHU OTIIPABUTE/ISIMH U MOJIy4aTeIsIMHU

569. Heo6xomuMocTh 0OMEHa JTaHHBIMH O HEXKEIATECIIbHBIX PEAKIIUAX B AJICKTPOHHOM BHJIC
MEXTy HECKOJIbKUMHU OTIPABUTEIISIMU WIIU TIOTY4YaTeNIIMA MOXKET OBITh CBSI3aHA C KOHTPAKTHBIMU
00s13aTeILCTBAMU JIePKATENICH PErUCTPAIIMOHHBIX YIOCTOBEPEHHH JTMOO HHBIMH OCOOEHHOCTSIMU
OpraHM3aIliy MPOIIECCOB cOOpa JAaHHBIX O HEXKEIATEIbHBIX PEAKITHSIX.

570. Ilpottenypsl oOMeHa MJaHHBIMH O HEXKEJIATEIbHBIX PEAKIUAX JTOJDKHBI OBITH
OpPraHHU30BAaHBl M BBHIMOJIHITHCS TAaKUM OOpa3oM, 4TOOBI B Tporiecce oOMeHa HHQopMaIus o
HEeXeIaTeIbHOU PeakIuy He ObliIa TOTepsIHA WIIH U3MEHEHA, 32 UCKIIFOUCHHEM TeX CITydaeB, Koraa
YYacTBYIOIICH B Mepeaaue HHANBUIYATLHOTO COOOIICHHS CTOPOHE CTAHOBSTCS JIOCTYITHBI HOBBIC
JTAHHBIE O COOTBETCTBYIOLIEH HEXKEJIATEIIbHON peaKIlvy.

571.B uensx ymydileHWs KadecTBa NPEJCTABISIEMBIX COOOIICHHA O HEXelaTelbHBIX
peakmusaX B CIy4ae BBISABJICHHS OTIPABUTENIEM OIMMOOK WM HECOOTBETCTBHH B COOOIICHUH
OTIIPABUTEINIO CIEAYET CBSA3ATHCS C TIEPBOMCTOYHUKOM COOOIIEHUS JJisi 00eCTieUeHrs] BHECEHUS
COOTBETCTBYIOIINX KOPPEKTUPOBOK B MepBUUHOE cooOmeHne. [Ipn HeBO3MOKHOCTH BBITOTHEHUS
KOPPEKTHPOBKM TEPBUYHOTO COOOIIEHUS B CPOK, YCTAHOBICHHBIH TpeOOBaHUAMH K
MPEACTABICHUIO COOOIIEHWH O HEXENATebHBIX PEAKIUAX, OTIPABUTEIIb MOXKET BHECTH
M3MEHEHUS CAMOCTOSITEJIbHO B YACTU UCIPABICHUSI HEKOPPEKTHOTO CTPYKTYPUPOBAHUS TAHHBIX.

572. Ha Bcex sTanax oOMeHa JaHHBIMU O HEXKENATEIbHBIX PEAKIUAX B JIEKTPOHHOM BH/JIC
JOJDKHBI  BBITIOJIHATBCS TpeOoBanusi K (opmary SIEKTPOHHBIX JAaHHbIX E2B B wactu
MIPEACTABICHUS TOCenyomed HWHPOPMAIMK O HEXKEJIaTeIbHbIX peakiusix. HeBbimoiHeHne
JTAHHBIX TPEOOBAHMI CO3/1ae€T PUCK HAPYIICHUS CHCTEMBI YIIPABICHHS JIEKTPOHHBIMU JaHHBIMU
0 HEXeJaTeIIbHBIX PEAKIUAX U CITOCOOCTBYET (hOPMHUPOBAHUIO TyOJIMPYIONTUX COOOIIEeHNH B 6a3e
JAHHBIX 0 HEXKEJIaTEIbHBIX PEaKLUIX MOTyYaTesl.

29. CorpyanuyectBo co BcemupHoii opranu3anueii 31paBooXpaHeHust

573. YroiHOMOYEHHBIE ~ OpraHbl ~ OOECHEeUMBAIOT  PEryJSIpHOE  MPEICTABICHHE
UHAMBUJYalIbHbIX COOOIIEHHH O BBIABICHHBIX Ha HUX TEPPUTOPHUAX U IOJ03PEBAEMBIX
HEXENAaTENIbHBIX PEAaKIUsAX Ha JEeKapcTBeHHble mpenapaTel B CoTpynHHUYAOIIMA LEHTP
BceemupHoii opranu3zanum 31paBoOXpaHEHMsI C LIENbI0 BKIIOYEHUs MH(OpMauu 00 3TUX Cilydasx
B 0a3y JJaHHBIX O HEXKENATeNIbHBIX peakusx BceMupHON opranu3anuy 34paBOOXpaHEHHUS.

VIII. Ilepuoanyeckuii 00HOBJIAeMbIH OTUYET 10 0€30MACHOCTH

574. Ileppognueckuii OOHOBJSIEMBbI OTYET MO OE30MaCHOCTH TMPEACTaBIAET COOOMU
JOKYMEHT 10 (papMakoHaA30py, KOTOpBIM MO3BOJSET JAEPXKATENI0 PErHCTPALUOHHOTO
YAOCTOBEPEHUS IIPEACTABUTD OLIEHKY COOTHOILLIEHUS «I10J1b3a — PUCK» JIEKAPCTBEHHOT'0 IIpenapara
Ha ONPEENCHHbIX ATallaX MOCTPErUCTPALIMOHHOTO NEPHOAA.

575. YIOTHOMOYEHHBIMU OpPraHaMHM TI'OCYJApCTB-UJIEHOB JIOJKHA BBIIOJHATHCS OLEHKA
NEPUOINYECKOro OOHOBIISIEMOT0 OTYETa IO 0€30MACHOCTH C YCTAaHOBJICHUEM BO3MOXHBIX HOBBIX
BBISIBJIEHHBIX PUCKOB M MX BJIMSHHUS HAa OLIEHKY COOTHOILEHUS «II0JIb3a — PUCK) JIEKAPCTBEHHOIO
npenapara. Ilo pesynbraTaM  OLEHKHM MEPUOAMYECKOrO OT4eTa IO  OE30IacHOCTH
YIOJIHOMOYEHHBI OpraH TrocyAapcTBa-djeHa OIpenessieT HEeOOXOAMMOCTb BBIMOJIHEHHS
TANbHEHIIINX HMCCIIEIOBaHUM 0e30macHOCTH WM 3(()EKTUBHOCTH JIEKApCTBEHHOTO Ipernapara,
IIPUMEHEHHUSI TEX UJIU UHBIX JIEHCTBUI B OTHOIIEHUHU PETUCTPALIMOHHOTO CTaTyca JEKaPCTBEHHOIO
Ipernapara Uil BHECEHHsI U3MEHEHUH B ero OOIIyI0 XapaKTepPUCTUKY JICKapCTBEHHOI'O Mpenapara
B IIeJIsIX 0OecreueH s ero MpUMEHEHUS IPY MPEBBIICHUN TI0JIb3bI HaJl PUCKOM.

1. lesin neproan4ecKoro 0OHOBJISIEMOIr0 0TYeTa M0 0€30MaACHOCTH

576. OCHOBHOU TENBIO MEPUOTUIECKOTO OOHOBISIEMOT0 OTUETA 110 0€30MACHOCTH SBISETCS
MPEJCTaBIICHHE HMCUYEPIBIBAIONIETO U KPUTHYECKOTO aHalM3a COOTHOUICHHUS «IOJb3a — PHUCK»
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JIEKapCTBEHHOI'O IpernapaTa ¢ Y4eTOM BCEX HOBBIX JIAHHBIX O O€30MaCHOCTH U KYyMYJISITUBHOTO
BIMSIHUA OSTHUX JaHHBIX Ha Mpo¢mib Oe30macHOCTH Wi 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
npenapata. [lepuoaudeckuii 0OHOBIIIEMBI OTYET MO OE30MAaCHOCTU SABISETCS MHCTPYMEHTOM
MOCTPETUCTPAIIIOHHON OIEHKH COOTHOIICHHUS «IOJh3a — PUCK» JIEKApPCTBEHHOTO MperapaTra Ha
OTIpe/IeNICHHBIX 3Talax ero XU3HEHHOTO IHUKIIA.

577. llepuoandecknii OOHOBJISEMBIA OTYET MO OE30MACHOCTH HE TMpeIHA3HAYeH IS
HEe3aMeJIUTEILHOTO MPECTaBICHUS BAXKHONU HHPOpMAaIHK 0 6€30macHOCTH W 3P EKTUBHOCTH,
a TaKkXke He SBISETCS WHCTPYMEHTOM BBISBICHHS HOBOM HWHGOpMAalMu MO O€30MacHOCTH.
BoimonHenue KyMyJSATHBHOM OIIEHKM JIaHHBIX O Oe30macHOCTH U 3(PQPEKTUBHOCTH B
MEPHOINIECKOM OOHOBIISIEMOM OTYETE MO OE30MACHOCTH MOXET MPUBOAUTH K MICHTU(UKAINN
HOBBIX aCIeKTOB Mpoduiisa 6e30macHOCTH WK 3PGEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara.

578. lepkatelib PEruCTPALlMOHHOTO YJOCTOBEPEHMS] JIOJDKEH ITOCTOSHHO BBIMOJHATD
OLICHKY W aHalMu3 BJMSIHHUS HOBBIX JAHHBIX HA COOTHOIICHHME «IIOJb3a — PUCK», MPOBOJUTH
MEPEoIeHKY MaHHOTO TOKa3aTellsd, a TaKXKe OIpeaensaTh HeOOXOIUMOCTh ONTUMHU3AINN
COOTHOIIEHUS «I10JIb3a — PUCK» MTyTeM BBeACHUS d3()(PEKTUBHBIX MEP IO YIPABICHUIO PUCKAMU U
WX MHUHHMH3AIUM TIPU BBISIBICHUM HOBOHW WHpOpManuu O O€30MacHOCTH JIEKapCTBEHHOTO
npernapaTa B IpoIecce ero NOCTPEruCTPAlMOHHOTO TPUMEHEHHUS.

2. [IpyHIHUNBI OLIEHKH COOTHOIIECHHS «I0J1b3a — PUCK» B EPHUOANYECKOM 00HOBJISIEMOM
oTyYyeTe 1Mo 0e30macHoOCTH

579. OueHKa COOTHOIICHUS «II0JIb3a — PUCK» JIOJDKHA MUMETh HETPEepPBIBHBIM XapakTep Ha
MPOTSHKEHUH BCETO KU3HEHHOTO LHUKJA JIEKAPCTBEHHOIO MperapaTa B LENsIX oOecredeHus
3alIUTHI 370POBbSl HACEICHUS W TOBBIMICHHUS YPOBHS 0€30MacCHOCTH MAIMEHTOB IMOCPEICTBOM
peanu3anuu  d(PEKTUBHBIX MEp MHUHHMH3aNHH pucka. HMHbopmamus o 0e30macHOCTH |
3G HEKTUBHOCTH JIEKApPCTBEHHOTO Iperapara, codupaeMasi Ha IPOTSDKEHHH COOTBETCTBYIOIIUX
MIPOMEXYTKOB BPEMEHH, KOTOPBIE COCTABIISAIOT OTYETHBIE IEPUO/IBI, SIBJSIETCSI OCHOBOM JIJIs1 TAKOU
OLIEHKHU M aHAJIN3A.

580. OrieHka pricka OCHOBBIBaeTCS Ha HHGOpMAIMM 000 BCEX acIleKTaX MPUMEHEHUS
JICKApCTBEHHOT'O Iperapara, BKIOYas IIUTENbHOE NMPUMEHEHHUE JIEKapCTBEHHOTO Iperapara,
0COOCHHOCTH MIPUMEHEHHUSI B peaTbHONW MEIULIMHCKOMN MPAaKTHUKE, IPUMEHEHUE HE B COOTBETCTBUU
c o0miel XapaKTepUCTUKOM JIEKAPCTBEHHOTO TpenapaTa WM UHCTPYKIHUEH MO0 MEIUIMHCKOMY
MPUMEHEHHIO, MPUMEHEHHE Yy OCOObIX MomyJsiuil. VMcTouHuku HHQOpMAMK OTHOCHUTEIHHO
pe3yJabTaTOB NMPUMEHEHHS HE B COOTBETCTBHHM C OOIIEH XapaKTepUCTUKON JIEKapCTBEHHOTO
npernapaTa WM UHCTPYKIMEH MO0 MEIULIMHCKOMY MPUMEHEHUIO BKJIIOYAIOT AaHHbIE 00 OIEHKE
MIPUMEHEHHSI JIEKAPCTBEHHOT'O MTperapara B yCIOBHIX PeaIbHON MEIUIIMHCKON TPAKTUKH, TaHHbIE
CIIOHTAHHOTO PEMOPTUPOBAHUS U MyOJMKAlMM B HAyYHOM METUIIMHCKOM nutepatype. OneHka
MIOJIb3bI OCHOBBIBAETCSl HA pe3yJIbTaTaxX, MOJYYCHHBIX B XOJ€ KIMHUYECKHX HCCIEIOBaHWUU, U
pe3ynbTarax NPUMEHEHHs B peaibHON MEIUIIMHCKOMN MpaKTHUKe MO0 OA0OPEHHBIM MOKa3aHUIM K
NpUMEHEHHIO. IHTerprupoBaHHas OLIEHKAa COOTHOLICHHUS «II0JIb3a — PUCK» JOJDKHA BBITOJIHATHCS
M0 KaXXJAOMYy M3 OJOOpPEHHBIX MOKa3aHWW K MPUMEHEHUIO M YUYUTHIBATh PUCKH, CBSI3aHHBIE C
NPUMEHEHHEM JIEKapCTBEHHOI'O Ipernapara He B COOTBETCTBUM C OOIIEH XapaKTepUCTUKOM
JIEKapCTBEHHOI'O MperapaTa Ui HHCTPYKIUEH 110 MEeIULIUHCKOMY TPUMEHEHHUIO.

581. Ouenka BKITIOYaeT B ce0sl CIeIyIOIue 3TaIbl:

a) KpUTHYECKUH aHamu3 Bcell mHpopMaInuu 0 0€30MacHOCTH, MOJYYCHHON 3a OTYETHBINA
NIEPUOJI, C OMPEAETICHUEM BO3MOKHBIX BBISIBIEHHBIX HOBBIX CHUI'HAJIOB, CBHUICTEIHCTBYIOIIUX O
HOBBIX MOTEHUUAIbHBIX WM UACHTU(DUIMPOBAHHBIX PHUCKAX, JUOO C JOIMOJHEHUEM YKe
UMEIOIINXCS 3HaHUH 110 paHee UASHTHU(PHUIUPOBAHHBIM PUCKaAM;

0) kpuTHYeckoe O000OIICHNE BCEHW IMOTYyYEeHHON 3a OTYETHBIM Tepuoa WHOOpMAIuu o
6e3onmacHoCTH U 3()(PEKTUBHOCTH JIEKApCTBEHHOTO TMpemnapaTa (Kak B paMKaxX KIMHHYECKUX
MCCIIEIOBaHMM, TaK ¥ MPHU MPUMEHEHUHU JIEKapCTBEHHOTO MpernapaTa B MEAUIIMHCKON MPaKTHKE) U
OLIEHKA BIUSHHUS 3TOH WHGPOpPMAMM Ha COOTHOILICHHE «IOJb3a— PHUCK» JIEKAPCTBEHHOTO
npernapara;

B) BBIIIOJIHEHUE MHTETPATBHOTO aHAaJHM3a COOTHOILICHMS «IO0Jb3a — PUCK» HA OCHOBAHHUH
BCEX KYMYJIATUBHBIX JAHHBIX C IaThl IEPBOW PETUCTPALIMU JIEKAPCTBEHHOTO MperapaTa Uik JaThl
MIEPBOTO Pa3peIICHUs Ha TPOBEACHNE HHTEPBEHIIMOHHOTO KIIMHIYECKOTO UCCIIEIOBAHNUS B KAKOM-
aubo U3 rocymapcTtB. B ciydyae ecnim  gara mepBOro  paspelieHHs] Ha IPOBEICHHE
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WHTCPBEHIIMOHHOTO  KIIMHUYECKOTO  WCCICNOBaHHWS  HENOCTyIHA WU JepXKareib
PETUCTPAIIMOHHOTO yJIOCTOBEPEHHUS HE MMEET JOCTYIMa K JaHHBIM O KIMHUYECKOW pa3paboTke
JICKApCTBEHHOTO TIpenapaTa, HauOoyiee paHHWA OCTYNHBIA TEPHOJa Hadana MPUMEHEHHUS
JICKApCTBCHHOT'O IMpfcIiapara MOKCT 6I>ITB HUCIIOJIB30BaAH B Ka4YE€CTBC€ HA4YAJIbHOI'O J3Talia MOJIid
MOCJICTYFOIIETO BKJIFOUEHHS U OLICHKU KyMYJIATUBHBIX TAaHHBIX;

r) 00001IeHne HHPOPMALIUU O MepaX MUHUMH3AIMH PUCKA, KOTOPbIE MOTJIH BBITOIHATHCS
WIA BBINOJHSUIIUCh HA TMPOTSHKCHWH OTYETHOTO TEpPHOAa, W 3alUIaHUPOBAaHHBIE MEPHI
MHWHUMU3AIIUA PUCKA,

1) OTIpe/icJICHHE TIlaHa OIEHKW CUTHAJIOB, PHCKOB © (WIM) TPEHJIOKEHHH 10
JOTIOJTHUTEIBHBIM MepaM 10 (hapMaKoOHaI30py.

3. IIpyHUMII MOATOTOBKHU MEPUOTUYECKOT0 OOHOBJISIEMOI0 0TYETA M0 0€30MACHOCTH

582. llepxatenb PErUCTPAIMOHHOTO  YAOCTOBEPEHUS JODKEH TOTOBUTH  €IMHBIN
MEPHOIUICCKHI OOHOBIIIEMBIH OTYET 0 0€30MAaCHOCTH JIISl BCEX MPOU3BOIMMBIX JICKApCTBEHHBIX
MpermapaToB, COAECPIKAIIUX OJTHO U TO JKe JEHCTBYIOIIEE BEIECTBO WK OJIHY U TY K€ KOMOHWHAITUIO
JCHCTBYIOIINX BEIIECTB, IO BCEM OJOOPEHHBIM ITOKA3aHHSAM JIJIS JIAHHBIX JICKApPCTBEHHBIX
MpernapaToB, crocodam uX BBEACHHUS, (popMaM BBITyCKAa U PEeKUMaM J03MPOBaHUSI. B 4acTHBIX
CIIy4asiX MOKET MOTPeOOBATHCSA MPEICTABICHUE NaHHBIX 00 OTICIBHBIX MOKa3aHUAX, (popmax
BBIMIyCKa, CMOco0ax BBEACHHMS WJIH pEXKHMax JO3UPOBAaHUS KaK OTIEIBHOTO pas3felna
MEPHOUIECKOTO OOHOBIIIEMOTO OTYETa 1O OE30MaCHOCTH C COOTBETCTBYIONIUM OINMUCAHUEM U
aHAJIM30M AaCIEKTOB MPOQIIsT 0E30MacHOCTH M 0€3 MOATOTOBKHU OTAEIHHOTO MEPHOIUIECKOTO
OOHOBJISIEMOTO  OTYeTa IO 0Oe30macHOCTH. I[loJArOoTOBKAa  OTACIBHOTO  MEPHOIUIESCKOTO
OOHOBJISIEMOTO OTYETa IO 0€30MACHOCTH MOXKET OBITh 00OOCHOBAHA B MCKIIIOUUTEIBHBIX CITyJasix
(HampuMmep, NPU HaJIWMYUKU (POPMBI BBITyCKa C IIOJHOCTBIO OTJIMYHBIMH ITOKa3aHHUSIMH K
MEAUIIMHCKOMY TMPUMEHEHHIO JTaHHOTO JIEKQpCTBEHHOTO IMpernapara OT Jpyrux ero ¢opm
BBIIYCKA) IO COTJIACOBAHMIO C YIIOJHOMOYCHHBIM OPTaHOM.

4. CnipaBo4yHasi HH(popMaLHs

583. B kadecTBe crnpaBouHON WH(MOpMAIMK O JICKAPCTBEHHOM IIpemapare aepikareiieM
PETUCTPAIIMOHHOTO  yJOCTOBEPEHHMs] MOTYT  HCIOJb30BaThCS  CIEAYIONIME  HMCTOYHHMKH
pedepenTHOI HHGOPMAITIH:

NepeYeHb OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM CPEACTBE JepKaTeisl perucTpalliOHHOTO
YIOCTOBEPEHUSI, KOTOPBIN BKIIFOYaeT HHPOPMAIIHIO 0 0€30MaCHOCTH, TTOKa3aHHs K IIPUMEHEHHUIO,
PEKUM J03UPOBaHUS, (apMaKOJOTHUECKUE CBOWCTBA M APYTyI0 MH()OPMAIMIO B OTHOIICHUH
JIEKapCTBEHHOTO mpenapara. VHpopmanus o 0e30MacHOCTH, KOTOpask BKIIOYEHA B IEPCUCHb
OCHOBHBIX JAaHHBIX O JIEGKAPCTBEHHOM CPEJICTBE, OMpEAessieTcs KaKk OCHOBHAs MH(OpManus o
0€30MaCHOCTH JIepKaTeIsl PErHCTPAIMOHHOTO YAOCTOBEpeHus. [Ipy moAroToBKE MepHOANIECKOro
OOHOBIISIEMOT0 OTUETa M0 0€30IaCHOCTH B Ka4eCTBE CIIPAaBOYHOI nH(popMauu o0 0€30MacHOCTH U
OCHOBHBIM OZI0OPEHHBIM ITOKa3aHUSM K IPUMEHECHHUIO TIPU BBITOJIHEHHH OIICHKH PHCKA U TIOJIb3BI
JICKApCTBEHHOTO TpenapaTa MOXET MCIOJIb30BAThCS JACUCTBYIONIAs BEPCUSl NMEPEUHS OCHOBHBIX
JaHHBIX O JICKQPCTBEHHOM CPEJICTBE, HanOojee MpHOIMKEHHAs K KOHI[y OTYETHOTO TepHoia
JIOKyMeHTa. B ciydae ecnu mepeyeHb OCHOBHBIX JaHHBIX O JIGKAPCTBEHHOM CpEACTBE HE
BKJIIOYaeT HWHpopManuio 00 OJOOpPEHHBIX IMOKa3aHUSAX K TMPUMEHEHHIO, JepiKaTelieM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS MOKET OBITh ONPENIEICH U YKa3aH UHOW JOKYMEHT, KOTOPBIH
WCTIOJIB30BAJICS IO JAHHOMY pa3Jelly CIIPaBOYHOI HH(OpMAIIHH;

B CJIy4ae OTCYTCTBHS y JI€prKaTellsl PErUCTPAlMOHHOTO YAOCTOBEPEHHUS IEPEUHsI OCHOBHBIX
JTaHHBIX O JICKQpPCTBEHHOM CpEJICTBE WJIM OCHOBHOM HWH(OpPMAIMU O OC30MaCHOCTH IS
JICKApCTBEHHOTO IIpernapara (HampuMep, €Cld JIEKapCTBEHHBIM mpenapaT 3aperucTpUpOBaH
TOJILKO Ha TEPPUTOPUH OJJTHOTO TOCYIAPCTBA WIIH PETUOHA, THOO0 BOCITPOU3BEACHHBIN HITH XOPOIIIO
M3yYEHHBIN JIeKapCTBEHHBIN Mpernapar NPUMEHSETCs Ha MPOTSXKEHUN OOJIBIIOT0 KOJUYECTBa JIET),
WHOU TOKYMEHT, KOTOPBIN HCITOIB30BAJICS B KAUECTBE CIIPABOYHON HH(OPMAIIMH TP MOJITOTOBKE
MEPUOINYECKOTO OOHOBIIIEMOTO OTYETa IO OE30MaCHOCTH, AEpXKATElIeM PErucTPaluOHHOTO
YIOCTOBEPEHUSI MOXET OBITh ONpEACTCH M yKa3aH. B maHHOM cilyuae B KayecTBE CIPAaBOYHOM
uHpOpMAaIUK MOXET OBITh MCIOJIb30BaHA O0INAsi XapaKTepUCTHUKA JIEKApCTBEHHOTO IpenapaTta,
0J100peHHas YIIOJIHOMOUYSHHBIM OpPraHOM TOCYAapCcTBa-dieHa. B Tex cirydasx, Korja cripaBovHast
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nH(popMalKs B YaCTU OAOOPEHHBIX NMOKa3aHUNA K MPUMEHEHUIO TPECTABIAET COO0N OTAEIbHBIN
OT CHpaBouHOW HHGpoOpManuu O O€30MaCHOCTH JOKYMEHT, JACHCTBYIOLIAas BEPCHs JTAHHOTO
JOKYMEHTa, HanboJiee MpuOIMKEHHAsI K KOHILy OTUYETHOTO MepHoja, JOHKHA ObITh BKIIOUYEHA B
NEPUOINYECKUN OOHOBIISIEMBI OTUYET 10 OE30MaCHOCTH B KAUECTBE MPUIIOKECHHUS.

584. llepkaTeneM pPEerucTpallMOHHOTO YJAOCTOBEPEHUS JOJKHA MOCTOSHHO BBIMOJHSITHCA
OIIEHKa HEOOXOUMOCTH TIEPECMOTpa CIIPABOYHON WH(GOPMAIIUU O JIGKAPCTBEHHOM TIperapare u
(wm) cripaBouHOM MH(OpMaIMK 1o 0€30MaCHOCTH B CBSA3M C MOJYYCHHEM HOBOW MH(OpMaInuu
1o 6e30MacHOCTH ¢ IeJIbI0 00ECTIEYeHNsI CBOEBPEMEHHOT0 BHECEHHSI CYIIIECTBEHHBIX H3MEHEHUH,
MPOM30LIEIINX 32 OTYETHBIM MEPHUOJ U OMHMCAHHBIX B pasneine 4 «l3MeHeHMs, BHECEHHBIE B
CIpaBOYHYIO HH(OpMAILIHIO 0 6E30MACHOCTH JICKAPCTBEHHOTO TIperapara» 1, eCu MPUMEHUMO, B
pasmene 16 «CurHaabl W OIEHKAa PHCKa» MEPUOJUYECKOTO OOHOBISIEMOTO OTYETa TIO0
6e3omacHOCTH. J[aHHBIE CYIIECTBEHHbIE H3MEHEHHS MOTYT BKIIIOYATh B ce0sl ClieayIoIIee:

a) u3MeHeHuss B pasnensl  «IIporuBomokazanus», «OcoOble yKa3aHUS U MeEpHI
MPEAOCTOPOKHOCTU IIPU MPUMEHEHUIY;

0) nomonHeHusi B pasnensl «HexenarenbHble peakuun», «BzaumopaeicTBue ¢ Ipyrumu
JIEKApCTBEHHBIMHU TpenapaTaMu U APyTrre BUAbI B3aUMOJICUCTBUSY;

B) JIOTIOJTHEHNE BaKHON HOBOM MH(popManueit pazaena «llepenozupoBkay;

') UCKIIIOYCHUE TMOKa3aHWW JIMOO WHBIE OrPAaHUYCHHUS TPUMEHEHHs JIEKapCTBEHHOTO
npenapaTta, BBEJACHHbIE HAa OCHOBAaHMU JaHHBIX O €ro 0Oe30MacHOCTU WM HEAOCTaTOYHOU
TepaneBTHIECKO 3 (HEeKTUBHOCTH.

585. lepxaTenb PErucTPalMOHHOIO YJIOCTOBEPEHHSI TOJLDKEH MPEACTABUTh KOIHMHM BCEX
BEepcUil CHpaBOYHOW HHGPOpPMAIMM JICKAPCTBEHHOTO INpenaparta, ICHCTBYIOIIMX Ha KOHEIl
OTYETHOTO TMepuoja (Hampumep, Ui pa3IudHbIX (OpPM BBITYCKa JIEKAPCTBEHHOTO IMpernapara,
BKJIFOUEHHBIX B OJMH TEPUOJAMYECKUN OOHOBISIEMBIH OTYET MO OE30MaCHOCTH), B KadecTBE
MIPUJIOKEHUHN K TIEPUOINIECKOMY OOHOBIISIEMOMY OTYETY 1o Oe3omacHocTH. Bepcun cripaBoYHOM
uH(pOpMalUK JIEKAPCTBEHHOTO Tperapara JIOJDKHBI UMETh JaTy BCTYIUIGHHS B JEHCTBUE U
MOJJIXKATh KOHTPOJIIO CO CTOPOHBI JIEPKaTeNsl PpErMCTPALIMIOHHOTO Y0CTOBEPEHUSI.

586. B cimyuae mosryueHus: BakHOW MHGpOpMaUU 0 0e30MacHOCTH, TPeOYIOe BHECCHHS
M3MEHEHUH B JEHCTBYIOIIYIO CIIPAaBOYHYI0 HMH(OpPMALMIO JIEKapCTBEHHOI'O Ipemnapara, Mmoclie
JaThl OKOHYaHHS cOOpa JaHHBIX J0 MPEJCTABICHUS NEPUOAUUECKOTO OOHOBISIEMOT0 OTYETa 110
0€30MMacHOCTH B YIIOJTHOMOYEHHBII OpraH rocy1apcTBa-4jieHa JaHHas nH(OopMalus 10JKHA ObITh
BKIIOUeHa B pazfen 14 «BaxHas wmHpoOpMaIms, MOTydeHHAs! TMOCe 3aBEPIICHUS] MOITOTOBKU
MEePUOJNYECKOr0 OOHOBISIEMOrO OT4YeTa MO O€30MacHOCTH», €CJId 3TO TMPEACTaBIAETCS
BO3MO>KHBIM.

5. Conepxxanue nepuogu4ecKoro 00HOBJSIEMOI0 0TYETA MO 0€30MACHOCTH

587. [lepuoandecknii OOHOBISIEMBI OTYET 1O OE30MACHOCTH JIOJDKEH BKIIOYATh
KyMYJIATUBHBIE JaHHbIE C JaThl MEPBOM PErUCTpalliy JIEKAPCTBEHHOIO Mpenapara U BBIIACNAThH
HOBYIO HH(OpMAIMIO, TONYyYeHHYIO 3a OTYeTHbIM mnepuon. KymynsruBaas wuHbopManus
paccMatpuBaeTcs IpHU MPOBEACHUH O0IIel OlleHKH 0€30MacHOCTH JIEKAPCTBEHHOTO Mpernapara u
WHTETPUPOBAHHON OIIEHKU €r0 COOTHOIICHHSI «TI0Jb3a — PUCKY.

588. [lockonbKy  KIMHHWYECKass pa3paboTKa JIEKAPCTBEHHOTO  Tpermapara  MOJXKET
MPOJIOJKATHCS HA MOCTPETHUCTPAIMOHHOM JTare, B NMEPUOANYECKUN OOHOBISIEMBIH OTYET IO
0€30MacCHOCTH JOJKHBI BKJIIOYAThCSl JIaHHBIE MMOCTPErMCTPAIlMOHHBIX WA KIMHUYECKHX
WCCIICIOBAaHUI TIO0 HEOJOOpPEHHBIM IMMOKA3aHHUSAM WM HEOJOOPEHHBIM MOMyJsiusM. J[aHHBIE O
0€30MacHOCTH JIEKaPCTBEHHOI'O Iperapara, MOJy4YeHHbIe MO pe3yJibTaTaM MPUMEHEHHS HE B
COOTBETCTBUH C OOIIEH XapaKTEPUCTHKOW JIEKapCTBEHHOI'O Ipernapara Wi MHCTPYKLUUEH 1o
MEAUIIMHCKOMY MPUMEHEHUIO, TaKXKe JOJDKHBI ObITh BKJIIOYEHBI B OLIEHKY COOTBETCTBYIOIIMX
PHCKOB B MEPUOJNYECKOM OOHOBISIEMOM OTUYeTe MO O€30MaCHOCTH, €CIU 3TO NMPUMEHUMO H
000CHOBaHHO.

589. Ilepuoanuecknii OOHOBISIEMBI OTYET 1O OE30MACHOCTH JIOJDKEH BKIIOYATh
obobmaronyro wHpoOpManuio 000 BCeX HMCTOYHUKAX TOJNYYCHHS 3HAYMMBIX JaHHBIX 00
6e3omacHoCcTH U 3G (HEKTUBHOCTH JICKAPCTBEHHOTO IpernapaTa, KOTOPbIe JOJDKHBI YIUTHIBATHCS
P BBIIIOJIHEHUU OYEPETHOM OLEHKU COOTHOILIEHUS «I10Jb3a — PUCK», TOCTYIHBIX AEpKATEIIO
PETUCTPAIIMOHHOTO yAOCTOBepeHUsl. VICTOUHMKH HaHHBIX O 0€30macHOCTH U IPHEKTUBHOCTH
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JIEKapCTBEHHOI'0 IIperapara, KOTOpble MOTYT OBIThb HCHOJB30BaHbl MpPH IOATOTOBKE
MEePHOINIECKOr0 OOHOBIISIEMOr0 OTUYETA 10 0€30MaCHOCTH, BKITFOUAIOT B CEOS:

a) TOKJIMHUYECKHE UCCIIEJOBaHUSI (TOKCUKOJIOTMYECKUE U UCCIIEA0BaHUS in Vitro);

0) CHOHTaHHOE PENOPTUPOBAHUE;

B) aKTUBHbIE METOJbl MOHMTOPUHTA (HalpUMep, aHaJIW3 BHYTPEHHHUX WJIM BHEIIHUX 0a3
JTAaHHBIX);

T') UCCIIEIOBaHMS KaueCcTBAa JIEKapCTBEHHOI'O IIperapara;

1) KCCIIETIOBAHUS 110 OIICHKE MCIIOIb30BAHMSI JIEKAPCTBEHHOTO MIPerapara;

€) KIIMHWYEeCKUE UCCIIEOBAHUS, BKIIIOYasl NCCIIEIOBAaHUS IO HEOJ0OPEHHBIM MMOKa3aHUIM K
MIPUMEHEHHUIO;

) 00cepBaIlMOHHBIC UCCIICIOBAHMS, BKITIOYAs! PETUCTPHI,

3) IPOrPaMMBbI MTOJICPKKH MMAlEHTOB;

1) TaHHBIC CHCTEMAaTHYECKUX 0030POB M METAaHAJIU30B;

K) CaliThI AepKaTelsi perUCTPallMOHHOTO yIOCTOBEPEeHHsI B ceT MHTepHeT;

1) onyOJIMKOBaHHBIE JaHHbIE HAy4YHON MEIMIIMHCKOW JIMTEPAaTypbl WM PE3IOME CTaTei,
BKJIIOYasi HH(GOPMAIIUIO, IPECTABISIEMYIO HAa HAYYHBIX KOH(PEPEHIUAX U BCTpeUax;

M) HEOMyOJIMKOBaHHBIC PYKOIIHCH;

H) IaHHbIE TIAPTHEPOB IO JIMIEH3UPOBAHWIO, JPYTMX CIIOHCOPOB WJIH HAay4YHO-
UCCIIEIOBATENbCKUX YUPEKICHHUI;

0) JaHHBIE YIIOJIHOMOUYEHHBIX OPTaHOB (BCE TOCYAapCTBA MHPA).

590. IlepeueHb  UCTOYHWUKOB  HWH(MOpPMAIMK  HE  SBIACTCA  MCYEPIIBIBAIOIINM,
JOTIOTHUTEIbHBIE ~ UCTOYHUKK  JAHHBIX ~ MOTYT  OBITh  WCIOJB30BaHBI  JeprKaTelieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS C LIEIbI0 MpPEACTaBieHUus MH(OpMalud 0 OE30MacHOCTH U
3¢ (HEeKTHBHOCTH B IEPUOINICCKOM OOHOBIIIEMOM OTUETE IO 0€30MaCHOCTH, HaJIeXkKAIIeH OIIEHKU
COOTHOIIEHUS «IOJIb3a — PHUCK» U MPaBUJIBHOTO OTPAKEHUS M3BECTHBIX W BBIABICHHBIX 3a
OTYETHBIN MEPHOJ] BAXKHBIX aCMIEKTOB MPOodus 6€30MacHOCTH U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapaTta. [lepedyeHb HCTOYHUKOB HCIIOJIB30BAHHON TMpU TMOATOTOBKE MEPHOJUUYECKOIO
OOHOBIIIEMOT0 OTYeTa MO 06e30MacHOCTH MH(OPMAITUH JOKEH OBITH MPEICTABICH JepiKaTeeM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS B IPUIIOKEHUH K JOKYMEHTY.

591. Ileproauueckuii 0OHOBIIIEMBIN OTYET 1O 0€30MaCHOCTHU JIOJDKEH OBITh pa3padoTaH B
(dhopme TOKYMEHTa, COCTOSIIETO U3 Pa3/iesioB, onpeaesieMbix MyHKToM 590 HacTosmux [IpaBmi.
TpeboBanust K pasmenaMm SBISIOTCS OOIMMMHU JJIsE BCEX JIepiKaTelnel pPerucTparrmoHHBIX
yaoctoBepeHuii. OO0beM MpeAcTaBlIeHUS JAaHHBIX MOXKET BapbUPOBAThCA 10 paszfeliaM B
3aBHCHMOCTH OT Pa3IMYHOTO YPOBHS JOCTYIIA JIEpPKATENe PEruCTPAIlMOHHBIX YIOCTOBEPEHUN K
UCTOYHUKAaM HWH(POPMAIMK, BKIIOYaEMOW B TEPUOJMYECKHN OOHOBISEMBIH OTYET TIO
Oe3omacHocTH. Hampumep, nepkarenb pEerHCTPAMOHHOTO YIOCTOBEPEHUS, SIBIISBIIUNACS
CIIOHCOPOM KJIMHHUYECKOI'O UCCIIEIOBaHMsI, UMEET JOCTYM K MOJTHOMY 00BbEMY JaHHBIX Ha YPOBHE
MAIMEHTOB, B TO BpeMsl KakK JUIsl JAPYTUX JEpiKaTeleld PEerucTPAllOHHBIX YIOCTOBEPCHH, HE
SIBJIBILINXCSI CHIOHCOPAaMHU IaHHOTO KJIIMHIUYECKOI0 UCCIeI0BaHUSs, JOCTYI MOXKET ObITh BOZMOXKEH
TOJIBKO K OITyOJIMKOBAaHHBIM JTaHHBIM.

592. Crenenp aetanu3anuyd WHGOPMAIMH, MPEACTABISIEMON B ONMpPEAEICHHBIX pa3jenax
MEPHONIECKOT0 OOHOBISIEMOTO OTYETa MO OE30MACHOCTH, JOJDKHA OMPEACNSATHCS COOO0pa3HO
M3BECTHBIM U BBISIBJICHHBIM 32 OTYETHBIN MEPUOJT BAXKHBIM acleKkTaM Mpoduiis 6e30MacHOCTH U
3¢ (HEeKTHBHOCTH, COCTABISIONIUM KITFOUEBBIE KOMITOHEHTHI OIEHKH COOTHOIICHUS MTOJTh3bI H PUCKA
JIEKapCTBEHHOI'O Ipernapara.

593. [lepuoandeckuii OOHOBIISIEMBIN OTYET MO OE30MACHOCTH JOJKEH UMETH CICAYIONIYIO
CTPYKTYpY:

Yacte [. TUTynbHBIA JIMCT, BKJIIOYASl MOIIUCH JIMLA, OTBETCTBEHHOI'O 3a IMOArOTOBKY
MEePUOINYECKOro OOHOBIISIEMOr0 OTYETa 10 0€30MacHOCTH

Yacrs II. KpaTkoe uznoxenue (pe3rome)

Yacts I1I. Coneprxanue mepuoaudeckoro 0OHOBISIEMOTO OTYETa IO 0€30MMaCHOCTH

Pasnen 1. Beengenue

Paznen 2. PeructpauioHHBIN CTATyC JEKApCTBEHHOTO MIpenapara B MUpe

Paznen 3. Mepsl, IpUHATHIC 32 OTYETHBINA MEPHUO, B CBS3H C MOCTYNHUBIIMMH JAaHHBIMU O
0€301MacCHOCTH JIEKAPCTBEHHOI'O IIperapara
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Paznen 4. W3meHeHus, BHECEHHbIE B CHPaBOYHYI HHGPOPMAHMIO O OE30MacHOCTH
JIEKapCTBEHHOTO MpernapaTa

Paznen 5. OueHka 4mWciia MaMEHTOB, MOABEPTIIUXCS BO3ACHCTBHUIO JIEKAPCTBEHHOIO
npernapara, 1 0coOOEHHOCTEH MPUMEHEHHsI B MEAULIMHCKON MTPAKTHUKE

[Toapazaen 5.1. O6mee YuCIO MAMEHTOB, MOABEPTIITNXCS BO3ACHCTBUIO JIEKAPCTBEHHOTO
mpernapaTa B KIIMHUYECKUX HCCIICTOBAHUIX

[Toapazaen 5.2. O61mee YUCIO MAMEHTOB, MOABEPTIITNXCS BO3ACHCTBUIO JIEKAPCTBEHHOTO
mpermapara, 1o JaHHbIM €ro IPUMEHEHHS Ha PHIHKE

Pasznen 6. O0001IIeHHBIE TaOIMYHEIE JaHHBIE

[Tonpasnen 6.1. CnpaBouHast nH(pOpMaIH

[Toapazaen 6.2. O600meHHas WHPOPMAIHS IO CEPhE3HBIM HEXKENATEIbHBIM SBIICHUSIM,
BBISIBJICHHBIM B XO/I€ KIIMHUYECKUX UCCIIeTIOBAHUMN

[Mogpaznen 6.3. OO6oOmeHHas wHPOPMANKMSA TIO JaHHBIM ITOCTPETUCTPAIMOHHOTO
MIPUMEHEHHUSI JIEKapCTBEHHOTO Mpernapara

Paznen 7. Pe3tome 3HaUUMBIX JaHHBIX, TOJYYEHHBIX B X0/1€ KIMHUYECKUX UCCIICIOBAHUH 3a
OTYETHBIN NIEPUOL

[Toxgpaznen 7.1. 3aBepiiieHHbIE KIMHUYECKUE UCCIIEI0BaHUS

[Moapazaen 7.2. [Iponomkaromuecs: KIMHUYECKHUE UCCIET0BAHMS

[Toxgpaznen 7.3. InuTenbHbIA MOCIETYIOMINI MOHUTOPUHT COCTOSIHUS MAI[UEHTOB

ITonpaznen 7.4. IHoe TepaneBTUYECKOE NPUMEHEHNE JIEKAPCTBEHHOT'O Mpenapara

[Togpaznen 7.5. HoBblie nmanHbie 0 0€30MACHOCTH MPU HCIOJB30BAHUHU JIEKAPCTBEHHOTO
npernapara B UKCUPOBaHHBIX KOMOMHALIUAX 7103

Paznen 8. JlaHHbIE HEMHTEPBEHIIMOHHBIX UCCIEIOBAHMI

Pazgen 9. /lanHble Ipyrux KIMHUYECKUX HCCIIEJOBAHUN U TaHHBIE, TOJyYEHHbBIE U3 JPYTUX
HUCTOYHUKOB

ITonpaznen 9.1. JlanHble ApYyTUX KIMHUUYECKUX MCCIEA0BaHUN

[Toapazaen 9.2. OmmbKu MpUMEHEHHUs JIEKApCTBEHHOTO MperapaTa

Paznen 10. [lanHble JOKITUHUYECKUX (HEKITMHUYECKUX ) UCCIICTOBAHUI

Paznen 11. /lanHble HAYYHON MEIMIIMHCKOM JIUTEPATYPHI

Paznen 12. [Ipyrue nepuoandeckre 0OHOBISIEMbIE OTYETHI IO 0€30MaCHOCTH

Pazgen 13. Henocrarounas TepaneBTudeckas 3 PeKTUBHOCTD JIEKAPCTBEHHOTO ITpemnapara,
YCTaHOBJICHHAs! B KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIEAOBAHUSIX

Pazgen 14. Baxnas wuHboOpMamus, TMONMydYeHHAsh TOCIE 3aBEPIICHUS IOJATOTOBKH
MEPHONIECKOr0 OOHOBIISIEMOT0 OTYETa 10 0€30MacCHOCTH

Pazgen 15. O630p curaanoB (HOBBIX, pPACCMAaTPUBAEMBIX U 3aKPBITHIX )

Pa3znen 16. Curnanisl U OLleHKA pUCKa

[Toapazaen 16.1. O6o6maronas naGopmaIus o mpodiiemMax mo 6€30MacHOCTH

[Mogpaznen 16.2. OrieHka CUrHaIOB

[Toapazaen 16.3. Onenka puckoB ¥ HOBOW WH(MOpMAIUn

ITonpaznen 16.4. XapakTepucTuka puckoB

[Moapazaen 16.5. DhdexTuBHOCTH MEp MUHUMH3AIIUNA PUCKA (€CITH OHHU MPUMEHSIIHCH )

Pazgen 17. Ouenka nosb3sl

[Mogpazaen 17.1. Baxnas Oa3ucHas uHdopMmanus o0 3PPEeKTHBHOCTH JIEKAPCTBEHHOTO
npermapara

[Toapazaen 17.2. HoBas BeisiBneHHas nHpopMaius 00 3¢heKTUBHOCTH

ITonpaznen 17.3. XapakTepucTuka MmoJib3sl

Pazgen 18. MHaTerpupoBaHHbBIN aHAJIM3 COOTHOIICHHS «I0JIh3a — PUCK» IO OJ0OPEHHBIM
MOKa3aHUSAM

[Tompaznen 18.1. MHTErpupoBaHHBIN aHAIN3 B KOHTEKCTE COOTHOILIECHHS «I10JIb3a — PUCK»
(BKITIOYAsI METUITUHCKYIO TOTPEOHOCTH M BaXKHBIC aJIbTEPHATUBHI)

[Toxmpaznen 18.2. Ouenka npoleayphl aHajau3a COOTHOIICHUS «I10JIb3a — PUCK)

Pazmen 19. 3aknrodeHue MEepUOIUYECKOTO OOHOBISIEMOTO OTYETa MO OE30MacHOCTH U
npesaraeMble Mocieayomue AeHCTBUS

Paznen 20. [IpuioxeHust K epuOIUNIECKOMY OOHOBIIIEMOMY OTUETY MO 0€30MaCHOCTH.

Yacrts . TuTyabHbIi JucT
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594. Ha TuTYIRHOM JIUCTE JTOJDKHA OBITHh YKa3aHa clieayrommas HHPOpMaIus:

HAaUMEHOBAHHE JICKAPCTBEHHOTO TIperapara u JeHCTBYIOMIETO BEIIeCTBA:

MeXIyHapoAHasl JaTa perucTpaiiy JeKapcTBEHHOIO Mpernapara;

OTYETHBIN NIEPUOL;

JlaTa COCTaBJICHUS OTUETA,

JaHHBIE JIePHKATEeNs] PerUCTPAIMOHHOTO YIOCTOBEPCHHS,

yKa3aHWe Ha KOH(PHUIECHUUATbHOCTh HWH(GOpMALMM, BKIIOUYEHHOM B MEPUOAMYECKUN
OOHOBJISIEMBIH OTYET MO 0€30MaCHOCTH.

TUTyABHBINA TUCT IEPUOANYECKOTO OOHOBISIEMOI0 OTYETa 1O 0€30MaCHOCTU JOJIKEH ObITh
3aBEpPEH TMOJAINUCHIO YIOJHOMOYEHHOIO JHIa Mo (apMakoHAA30py WIM JHIA, KOTOPOMY
nenerupoBaHa GyHKIHSA 0JJ0OpEHUS TEPUOANIECKOTO OOHOBIISIEMOTO OTUETa IO O€30MacHOCTH.

Ecnmu  nepxarenb perdMcTpallMOHHOTO —yJOCTOBEpEHHs HE HMeeT HH(POpPMaluu o
(haKTUYECKON MEXKIyHApPOJIHON JaTe pEerucTpanud, HEO0OXOAMMO OOpaTUTHCS K CIHCKaM
OIMyOJIMKOBAHHBIX MEXAYHApOJIHBIX JaT perucrpauuu. Eciam nexapcTBEHHBIN mpemapar He
BKJIIOUEH B KaKOM-TMOO CIHMCOK, JAEpKATEIl0 PErucTPalMOHHOTO YIOCTOBEPEHHUs CIIEAyeT
coriraCoBatb C YIOOJIHOMOYCHHBIM OpraHOM BO3MOKHOCTH HCIIOJIb30BAHHA B Ka4dCCTBC
MEXIYHApOAHON JaThl PETUCTPALMU MEPBOW M3BECTHOM AAThl MOJYUYEHHUS PETUCTPALMOHHOIO
YAOCTOBEPEHUS Ha JICHCTBYIOIIEE BEUIECTRO.

Yacrs 1. KpaTkoe usio:xxkenue (pe3rome)

595. llenpio yKa3aHHOTO CTPYKTYPHOTO 3JIEMEHTa MEPHOINIECKOr0 OOHOBIISIEMOTO OTYETa
Mo Oe30MacHOCTH SBJSIETCS KpaTKOE MpECTaBlIeHHEe B OOOOIIEHHOM BHUJIE COACPKAHUSA H
Haunbosee BXXHOM MHPOPMALINH, COCTABIISAIONICH YKa3aHHbIH oTdeT. KpaTkoe u3inoxeHne JoIKHO
BKJIIOYATH CJIEAYIONIYI0 HH(POPMAIUIO:

a) BBEJICHHE, YKa3aHHE OTYETHOTO NEPUO/Ia;

0) HAaUMEHOBaHWE JICKAPCTBEHHOTO Tpemapara, (apMaKoTepaneBTHUUECKH  Kjacc,
MEXaHU3M JICUCTBUS, IOKa3aHUs K INPUMEHEHHUIo, ¢opma (¢PpopMbl) BBIIYCKa, JT03UPOBKA
(mo3upoBKM), c110c00 (CITOCOOBI) BBEACHUS;

B) OLIEHKA KYMYJISTUBHOTO BO3/JICHCTBHS B X0/1€ KIIMHUYECKUX UCCIICIOBAHMIA;

I') OIIEHKA UHTEpBaJIa MOCTPETUCTPALIMOHHOTO IPUMEHEHUS U KyMYJIITUBHOTO BO3JICHCTBUS
32 3TOT MOCTPETUCTPAIIMOHHBIN TTEPHOJ;

1) YUCIIO TOCYJapCTB, Ha TEPPUTOPHUAX KOTOPBIX pa3pelIeH0 IPUMEHEHNE JIeKapCTBEHHOTO
npernapara;

) 00o0meHnHas nHpopMalus 00 OIIEHKE COOTHOIICHHS «II0JIb3a — PUCKY;

) IPUHATBIC U TIPe]IaracMbie IEHCTBUS, CBSI3aHHBIC C aCTIEKTaMU MPOQ It 6€30MaCHOCTH,
BKJIIOYasi CYIIECTBEHHbIE HW3MEHEHUs, BHECEHHbIE B OpOILIIOpY UCCIENOBaTeNIsl Ha JTare
KIIMHUYECKUX HCCIECNOBAaHUN W B OONIYI0 XapaKTePUCTHKY JIEKapCTBEHHOIO IMpermapaTa Ha
MOCTPErUCTPALIIOHHOM 3TaIe, UM UHbIE Mepbl MUHUMHU3AIIUH PUCKA;

3) 3aKJIFOUYEHUE.

6. TpeGoBaHUA K COAEPKAHUIO KAKIOI0 Pa3jesia Nepuoanieckoro 00HOBJIAEMOro oTyeTa
o 0e30MACHOCTH

Yacrs II1. Conepxxanue nepuogudecKoro 00HOBJISIEMOr0 0TYETA M0 0€30MACHOCTH

596. Kpatkoe uznoxkeHue (pe3roMe) JOIDKHO COMPOBOXKAATHCS TaONUIEH coaepKaHus
MEePUOINYECKOr0 OOHOBIISIEMOr0 OTYETA 10 0€30M1aCHOCTH.

Pa3gen 1. Beeaenue

597. BBeneHnue M0DKHO COJIEPKaTh CICTYIONTYI0 HH(DOpMAITHIO:

a) MeXIYHAPOIHYIO ATy PETUCTPALMH U OTYETHBIN TIEPUOT;

0) HAaUMEHOBaHWE JICKAPCTBEHHOTO Tpemapara, (apMaKoTepaneBTHUUECKHl  Kjacc,
MEXaHU3M JICHCTBHs, ONOOpPEHHBIE MOKa3aHWA K MpUMeHeHHIo, (opma ((HopMbl) BBITyCKa,
J03UPOBKA (JO3UPOBKH), CTIOCO0 (CITOCOObBI) BBEICHNUS,
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B) KpaTKO€ OIKCaHUE TMOMYJSAHi, KOTOpble TMOJydyaloT JIeYeHHEe C Ha3HauYeHHUEeM
JIEKapCTBEHHOT'O TIperapaTa u ObLIN BKIIOYCHBI B KIMHUYECKHUE UCCIICIOBAHUSI.

Paznen 2. PeructpaniMoHHbINA CTATYC JIEKAPCTBEHHOI'0 Npenapara B Mupe

598. B nanHOM pasnmene JOHKHA OBITH TMpEACTaBlieHa CIEeAyIomas Kparkas 0030pHas
nHpopMaInus:

a) AaThl IEPBOM PErUCTPalluy B TIOOOM rOCyAapcTBE MHUPA;

0) onoOpeHHBIC MMOKa3aHUS K TPUMEHEHUIO;

B) 3apEruCTPUPOBAaHHBIC (OPMBI BHIITYCKA U I03UPOBKH;

T') yKa3aHHe TOCYJapCTB, B KOTOPBIX JICKAPCTBEHHBIH Mperapar 3aperucTpHpPOBaH.

Pa3nes 3. Mepbl, NPpUHATHIE 32 OTYETHBIN MEPUOJ, B CBA3H C IaHHBIMH 0 0€30IaCHOCTH
JICKapCTBEHHOI'0 Npenapara

599. B pganHOM pa3jiene NpeAcTaBIISIeTCSl ONHMCAHME CYUIECTBEHHBIX MeEp, MPUHSATHIX
YIOJHOMOYEHHBIMU OpraHaMH, JEep>KaTeieM PEerucTPalMOHHOTO YIOCTOBEPEHHS, CIIOHCOPOM
KJIIMHUYECKUX HUCCJIEI0BAHUM, KOMUTETOM 10 MOHMTOPUHTY M OIIEHKE JAHHBIX, KOMUTETOM IIO
TUKE Ha OCHOBAaHMM J[@HHBIX O OE30MaCHOCTH 3a OTYETHBIM Mepuo] Kak B OTHOIICHUU
MPOJIOJKAIOIINXCS KIIMHUYECKUX MCCIIEIOBAaHUM, TaK U MOCTPErUCTPALIMOHHOTO nmpuMeHeHus. K
JAaHHBIM MEpaM OTHOCSIT MEphI, KOTOPHIE:

OKa3aJld CYIIECTBEHHOE BIUSIHIE HA COOTHOLIEHUE «I10JIb3a — PUCK» 3apPETUCTPUPOBAHHOTO
JIEKapCTBEHHOI'O IIperapara;

OKa3aJld BJIMSHKUE HA MPOBEACHUE KOHKPETHOIO KIIMHUYECKOTO UCCIIEIOBAaHUS UITU B LIEJIOM
Ha TIporpaMMy KIIMHUYECKOM pa3paboTKu JIEKapCTBEHHOTO Mpenapara.

B pasgene nomkHBI OBITH YKa3aHbl OCHOBAaHUS JUISl TPUHATHS JaHHBIX Mep U
JOTIONIHUTENbHAsT UHpOpManusl (MIpy HaTu4uK). B gaHHON YacTu NMPUBOAMTCS TaKKe KpaTKas
uHpopmanus 00 OOHOBJICHUH CTaTyca paHee MPUHATHIX Mep.

600. CyliecTBEHHbIE MEpPBI, MPUHSATHIE B OTHOIICHUU HCCIEAYEMOTO JIEKapCTBEHHOTO
mpermapara, MOTYT BKJIIOYaTh B ceO0si:

a) OTKa3 B BblJaue pa3pelIeHs Ha MPOBeIeHNEe KIMHIUYECKOTr0 UCCIIEIOBAHMS 110 acleKTaM
0€30MaCHOCTH WJIM ATUYECKHM BOIIPOCaAM;

0) yacTUyHasi WM MOJIHAs MPUOCTAHOBKA KIMHUYECKOTO HCCIIEOBaHMs JHOO IOIHOE
MpeKpanieHue KIMHUYECKOrO0 MCCIENIOBAaHUS paHee IUIAHUPYEMOTrO CpokKa M0 MPUYHMHE
BBISIBJICHHBIX JJAHHBIX O O€30MMaCHOCTH UM HEIOCTATOUYHOM TepaneBTUUYeCKol 3((HEKTUBHOCTH;

B) OT3bIB UCCJIEAYEMOT0 JEKapCTBEHHOIO Mpenapara Wi rnpenapara CpaBHEHUS;

r) OTKa3 B BblJaye pa3pelieHHs] Ha MPUMEHEHHE MO IMOKAa3aHUI0, UCCIETYEMOMY B XOJe
KIIMHUYECKOTO HCCIICIOBAaHUs, a TaKXke JIOOpOBOJBHBIM OTKa3 OT TOJAaud 3asiBICHUS Ha
pErUcTpalHnio;

1) MEpbl MUHUMHU3AIUU PUCKA, B TOM YHUCIIE:

W3MEHEHHUS, BHOCHUMBIE B IIPOTOKOJI HCCJIENOBaHUS U OOYCJIOBJICHHBbIE TaHHBIMU O
6e3omacHoCcTH UK 3P PEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara (Hanpumep, U3MEHEHHE PeKuMa
NO3UPOBaHUS, W3MEHEHMUS] KpPUTEPUEB BKIIOUEHUS WM HEBKIIOYEHHS B KIMHUYECKUE
WCCJICTIOBAHMS, BBEJCHHE JOMOIHUTEIBHBIX MEp 10 MOHHTOPHHTY CYOBEKTOB HCCIIEAOBAHUS,
OTrpaHUYEHUE MPOJIOKUTEIBHOCTH HCCIIEI0BaHUA);

OTpaHUYECHUS UCCIIeAYEMOMN NOMYJIISLUN WU TOKA3aHUHM K TPUMEHEHUIO:

W3MEHEHUS HWH(OPMHUPOBAHHOTO COIJIACHSA, CBA3aHHBIE C acleKTaMu Mpoduis
0€30I1acHOCTH;

M3MEHEHHUS COCTaBa JIEKapCTBEHHOI'O IIperapara;

JOTIOJTHUTEIbHOE TPeOOBaHNE YIIOJIHOMOYEHHBIX OPraHOB TOCYAapCTB-WICHOB 110 0COOOMY
MOPAIKY IpeacTaBlIeHus HH(OpMaluu 0 6€30MacHOCTH JIEKAPCTBEHHOTO Mpernapara;

crenranbHOe HH(POPMHUPOBaHHUE Bpadei-uCciIeIoBaTeNIel WM METUITMHCKUX PaOOTHUKOB;

IUIAaHUPOBAaHUE TPOBEACHUSI HOBBIX MCCIEJIOBAaHUN IO OLEHKE acleKToB Mpoduis
0€30MacCHOCTH.

601. CymiecTBeHHbIE ~ MEpbl, TPHUHATBIE B  OTHOIIEHUU  3apPETHCTPUPOBAHHOIO
JIEKapCTBEHHOT'O TIperapaTa, BKIIIOYaoT B ceOsl:

a) OTKa3 B MPOJICHUU JEHCTBUS PErHCTPAIIMIOHHOTO YIOCTOBEPEHUS;
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0) MPUOCTAHOBKY MJIM OT3bIB PETHCTPAIIMIOHHOTO YJOCTOBEPEHHS;

B) MEpBI, NPUHATBIE B CBSI3U C BBIIBICHHEM JedeKkTa KadecTBa JMOO HMHBIX NPHYUH,
CBSI3aHHBIX C KQUE€CTBOM JICKAPCTBEHHOTO IIpenapara;

I') BBEICHHUE IJIaHa [0 MUHUMM3AIUY PUCKa, CO/IEPIKAIIETO:

CYIIECTBEHHBIE OTPAHNYEHHS B PACIPOCTPAHEHNH HIIM BBEJCHNE HHBIX MEP MUHUMU3AIHN
pHCKa;

CYIIECTBEHHBIC M3MEHEHHUS O0IIei XapaKTepHUCTUKH JIEKAPCTBEHHOTO Mpenapara, BKJIIodast
OrpaHUYEHUS TOKAa3aHMH K Ha3HAYCHHWIO WJIM TPYMNI MAlUEHTOB, KOTOPHIM Ha3HAYaeTCs
JIEKapCTBEHHBIN IIpenapar;

crienuanbHoe HH(POPMUPOBAHUE METUITUTHCKIX PaOOTHHUKOB;

TpeOOBaHME YIOJHOMOYEHHBIX OPraHOB IO MPOBEJCHUIO IOCTPETHUCTPAMOHHOTO
UCCIICIOBAHMS.

Paznen 4. U3MeHeHM s, BHeCEHHbIE B CIPABOYHYI0 HH(POPMALMIO 0 0€30IIaCHOCTH
JIEKAPCTBEHHOT'0 Mpenapara

602. B nanHOM paszene yKa3bIBalOTCSl CBEIEHHUS 000 BCEX CYIIECTBEHHBIX M3MCHCHHSX,
BHECEHHBIX B CIPaBOYHYI HH(DOpMamuio o 0e30macHOCTH JIEKapCTBEHHOTO IMpemapaTta 3a
OTYEeTHBIN NIepruoA. JlaHHbIE CyIIECTBEHHbIE U3MEHEHHS BKIIIOYAIOT B CE0s:

M3MEHEHHMS B pa3/ienax MPOTUBONOKA3aHUM, TPEJOCTePEKEHUI, 0COOBIX YKa3aHHIA;

nHpoOpMaLUg O CEpbEe3HBIX HEXKETATeNbHbIX pEeaKIUsAX, HEXeNaTeIbHbIX pPEaKIHsIX,
MIPEJICTABIISIONINX 0COOBI MHTEPEC, U PEAKIUIX B3aUMOICHCTBUS;

BA)KHBIE TAHHBIE MTPOIOJKAIOIINXCS U 3aBEPIICHHBIX KIIMHUYECKUX UCCIIEI0BAHMIM;

BA)KHBIE JIaHHBIC JOKJIMHUYECKUX (HEKJIMHUYECKHUX) UCCIEIOBAHUM (HampumMmep, U3ydeHue
KaHIIEPOTEHHOCTH ).

Nudopmanus o qaHHBIX MU3MEHEHHSIX JOJDKHA OBITh MPEACTaBIEHAa B COOTBETCTBYIOIIMX
pazzenax TepUOJUYEecKOoro OOHOBISIEMOro oOTdeTa Mo Oe3omacHOCTH. B mpuioxkeHun K
MEePHONYECKOMY OOHOBJISIEMOMY OTYETy IO O€30MacHOCTH JOJDKHA COACPKAThCS BEpPCHUS
crpaBoYHON MH(OpManKKU 0 O6€30MaCHOCTH JIEKAPCTBEHHOTO Mperapara ¢ COOTBETCTBYIOIIUMU
M3MEHEHUSMH.

Pa3zgen 5. Onenka 4yncjia NauMeHToOB, MOJABEPIrIIMXCS BO3/1€iiCTBHIO JIEKAPCTBEHHOT 0
npenapara, u 0c00eHHOCTell NPUMEHEeHHs B MeIUIMHCKOMN MPaKTHKe

603. Ilepuoguyecknii OOHOBIIIEMBIN OTUYET MO OE30MACHOCTH JIOJDKEH COACPKATh TOUHYIO
OLICHKY YHCJa MalMeHTOB, KOTOpbIE MOABEPIIUCH BO3JEHCTBUIO JIEKAPCTBEHHOIO Ipernapara,
BKJIIOYAs BCE JJaHHBIE 00 00beMe ero mpoJiax U KOJIMYeCTBE Ha3HaYeHH . [laHHas OlleHKa T0JDKHA
COHpOBO)I(,Z[aTBC}I KAQ4CCTBCHHBIM U KOJIMYCCTBCHHBIM aHAJIN30M HpI/IMeHeHI/ISI J'ICKapCTBeHHOFO
mpenapara B peajbHON MEIMIIMHCKON MPAKTHUKE C yKa3aHUEM TOro, KAKUM 00pa3oM 3TO MOXKET
OTJIM4YaTbCsd OT O,Z[O6peHHOFO HpI/IMeHeHI/IH, OCHOBBIBasAChb Ha BCEX HOaHHbIX, ,Z[OCTYHHBIX
JIEPIKATEITI0 PETUCTPAIMOHHOTO YAOCTOBEPEHUS, M PE3yJIbTaTax HaOI01aTeIbHBIX UCCIICIOBAHUMA
I10 OLICHKE UCIOJIb30BAaHUS JIEKAPCTBEHHOTO Mperapara.

604. B nanHOM pasznesne J0JKHA OBITh MPEICTABJICHA OIIEHKAa 00beMa M XapaKTEPUCTHUKH
MONYJISLIMKM, TOJBEpPriuieiicss BO3JCUCTBUIO JIEKAPCTBEHHOTO Ipernapara (BKJIIOYas KpaTKoe
OMHMCAHUE WCIIOJB3YEMOTO JUIsI OIICHKM METOJa W YyKa3aHUs OTrPAaHMYEHUU HCIOIb3YEeMOT0
METO/1a).

605. Cornacyronmecst METOIbI TIO OIIEHKE BO3ICHCTBHS Ha CYOBhEKTa MITH IMAIIMCHTA JOKHBI
MCIOJIb30BaThCS BO BCEX pa3jeliaX MeprHoIuIeCcKOro OOHOBISIEMOTO OTYETa IO O€30MaCHOCTH ISt
OJIHOTO JICKaPCTBEHHOTO MpemnapaTta. Eciam 3ameHa HMCMOab3yeMOro METOoJla OLICHKH SIBIISETCS
yMGCTHOI\/'I, TO HCHOHBByCMBIﬁ METOA U HOBBII>'I METOO, a TaK¥KC pacquH I1I0 HUM OOJIDKHBI GBITB
MPEACTABICHBI B TEPUOJAMYECKOM OOHOBIISIEMOM OTYETE MO OE€30MaCHOCTH C OOBSICHEHHEM
3aMCHBI.

Hoapa3zaen 5.1. O61ee YUCI0 MANUEHTOB, MOABEPTHINXCH BO3AEHCTBUIO JIEKAPCTBEHHOI0
npenapara B KJIMHUYECKUX MCCIe0BAHUAX
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606. JlaHHBIH TOpA3Ie] MEPUOTUICCKOTO OOHOBIISIEMOTO OTYETA IO 0€30MMaCHOCTH JIOJKEH
COZIEpKaTh CIEAYIIIyI0 HWHPOPMAIMI0 O TAlWeHTaX, BKIIYEHHBIX B KIMHHYECKUE
UCCIIEIOBaHMS JICKapCTBEHHOI'O IMpernapara, CIOHCOPOM KOTOPBIX —SBIISJICS — JeprKaTelb
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS (CIIeIyeT UCTIONb30BaTh TAONUYHBIN (popmaT):

a) KyMYJIATUBHOE YHUCIIO CyOBEKTOB MCCJIEIOBaHUs, BKIIOYEHHBIX B MPOJOJIKAIOIIMECS U
3aBEepIICHHBIC KIMHUYECKUE WCCIEAOBAHUS M TMOABEPTIIMXCS BO3JCUCTBUIO HCCIIETyEeMOTO
JIEKApCTBEHHOT'O Tpemapara, Iianedo W (WiauM) aKTUBHOTO TIpermapara CpaBHEHHUS C
MEXIYHApOJAHONH JIaThl OJOOpEHHS pa3padaThiBa€MOro JEKapCTBEHHOTO mpemapata. Jlis
JIEKapCTBEHHBIX IMpernapaToB, JIUTENbHOE BpeMs HaXOASIIUXCS B oOpallleHuH, yKa3aHHas
neTanbHas HHPOpPMaLUs MOXKET OBITh HEOCTYITHA,

0) Oosiee  neTanbHas KyMyJsITUBHas uWHQopMmanus o0 CyObeKTax HMCCIEIOBaHMS,
MOJIBEPITIIMXCSI  BO3JACUCTBHIO JIGKAPCTBEHHOTO mpemnapara (mpu Hamuuuu) (Hampumep,
KyMYJIATHBHAas WH(pOpMaIus, CTPYIIIUPOBaHHAs IO BO3pAcTy, MOy, paCOBOM MPUHAIIEKHOCTH
0 BCEi MporpaMMe pa3padoTKH);

B) BaXKHbIE Pa3INuusi MEXIy HCCIEJIOBAaHUSMU B OTHOIICHMM Ha3HAYaeMBbIX 103, MyTel
BBEJICHUS JICKAPCTBEHHOTO Mpenapara, moArpyIii MaueHTOB;

') JaHHBIE O BO3JICHCTBUU B Cllydae, €CIM KJIMHUYECKHE HCCIeAOBAHUS MPOBOAMIINCH Ha
0COOBIX Tpymnmax MaUeHToB (HampuMep, OEpEeMEHHBIX JKEHITUHAX, MAIUEHTaX ¢ HapyIICHUSIMU
(GyHKIIUU TIOYEK, IEYEHHU, CEPCYHO-COCYIUCTON CUCTEMBI, MallMEHTaX ¢ KIMHUYECKU 3HAYMMbIM
TeHETUYECKUM TTOTUMOPHU3MOM);

1) OLIEHKAa BO3JICHCTBUS, BBIpAKEHHAsI B BHJE IOKa3aTelied CyOBheKT — BpeMsl (TarueHTo-
JTHH, -MECSIBl WM -TO/bI) (MPU HAJWMYMU CYIIECTBEHHBIX PA3UYMil IO BPEMEHU BO3IECHCTBUS
JIEKapCTBEHHOI'0 TIpernapara MexJIy CyObeKTamMH, pPaHJOMHU3UPOBAHHBIMM Ha IOJTy4YEHHE
UCCIIEyeMOro JIEKApCTBEHHOTO Tperapara WIM Tpernapara CpaBHEHHUS, WIW HaJIU4Ad
HECOOTBETCTBUH MO  MPOJOJDKUTENBHOCTH  BO3ACMCTBHUS ~ MEXIY  KIMHUYECKUMU
HCCIICIOBAHUSIMM );

€) JaHHbIE O BO3ACHCTBUU UCCIIEyEMOT0 Mpernapara Ha 310pOBbIX 100pOBOJIBIEB, KOTOPHIE
MOTYT UMETh MEHBIIYI0 3HAYMMOCThH JUISI OLEHKH MpoQuis 0e30MacHOCTH JIEKapCTBEHHOTO
mpernapaTa B 1LI€JIOM B 3aBUCUMOCTH OT TUIA HAOJIIOJaeMbIX HEXENaTeIbHBIX pEeaklHid, B
OCOOCHHOCTH €CITU TAIIMEeHTHI TOBEPraloTCs BO3ACHCTBUIO OJHOKPATHON JO3BI (IOJKHBI OBITH
MpeICTaBJICHbI OTJCIBHO U MPU HEOOXOAMMOCTH C MOSICHEHUSIMHU ),

) yKa3aHHe 10 OIEHKE BO3JICHCTBUS JIGKAPCTBEHHOTO Tperapara Ha MalyenTa (B cliydae,
eciii B 0000mIeHHONM HH(OpPMAMM O HEXKENaTeNbHBIX pPEaKIHUsIX, BBIABIEHHBIX B XOJE
KIIMHUYECKUX MUCCIICIOBAHNM, YKAa3aHbI CEPhE3HbIC HeXKEIATEIbHBIC PEAKIIHH );

3) nemorpaduueckas XapakTEPUCTHUKA TMAIlUEHTOB ISl OMPEEICHHBIX 0C000 BaKHBIX
KIIMHUYECKUX WCCIIEJIOBaHUM (TIPEJCTABIACTCS OTICIBHO OT HH()OpMAlHMH, YyKa3aHHOW B
MOJAMYHKTAX «a» — «X» HACTOSALIETO IMyHKTA).

IToapasnen 5.2. O0uiee YMCI10 NALMEHTOB, MOABEPIrIINXCS BO3ACHCTBUIO JIEKAPCTBEHHOI 0
npenapara, o JaHHbIM ero NpUMeHeHHs Ha PbIHKe

607. B manHOM mompa3zziene Mo BO3MOXKHOCTH JOJKHA OBITH MPEICTaBICHA OTIEIbHAs
OIICHKa KyMYJISITUBHOTO BO3JCHUCTBHS (HAYMHAS C MEXIAYHAPOJTHOW JIAThl PETHCTPAIMH) W
BO3JICHCTBUS JICKAPCTBEHHOTO Mpemnapara 3a onpeAe/IeHHbIN HHTEpBAJ (C JaThl OKOHYAHUS cOopa
JAHHBIX O TPEAMICCTBYIOIIEM MEPHOJIMYECKOM OOHOBIIIEMOM OTYeTe MO Oe3omacHOCTH). B
paszferne T0JDKHBI OBITh TPUBEICHBI OIICHKA KOJMYECTBA MAIUEHTOB, TIOIBEPTIINXCS BO3ICHCTBUIO
JICKapCTBCHHOT'O TIperapara, ¥ METOJ, C IMOMOIILI0 KOTOPOTO BHINOJHSIMCH ONpEACIICHUE H
OIICHKA.

JIOOKHO OBITH TIPEJCTABICHO OOOCHOBAaHWE, €CIIM HEBO3MOXKHO MPOBECTH pacyueT YHcia
MAIMEHTOB, TOABEPIIINXCS BO3JACHCTBHIO. ECIM HEBO3MOXXHO BBITIOJHUTH OILICHKY 4YHCIIA
MAIUEHTOB, JOJ/DKHBI OBITh IPEICTABICHBI AIbTCPHATHBHBIC BapHAHTHI OICHKH C YKa3aHHEM
METO/la WX BBIMOJTHEHHUS. AJNBTEPHATUBHBIMH  TIOKA3aTENIMU  OIEHKUA  BO3JCHCTBUS
JICKapCTBCHHOTO TMpernapara sBISIOTCS T0Ka3aTellb IMAIlMCHTO-THEH W YHCIIO Ha3HAYCHHIMA
(BeimuchIBaHMi). TOMBKO B T€X Cllydasx, KOTJa JaHHBIC TTOKA3aTENH HEAOCTYITHBI, MOXKET OBITh
MCIIOJIb30BaHa OIICHKA 00bEeMa IMPOJIaXK, BRIpPAKEHHAS B BECOBBIX CIMHHUIIAX HJIU J103aX. MOXKeT
OBITh MPUMEHEHA KOHLIETIUS yCTaHOBIEHHOH cyTouHOo# 0361 (Defined Daily Dose, DDD) nns
MOJTyYCHHUS JJAHHBIX O BO3JACHCTBHH JICKAPCTBEHHOTO Tperiapara Ha MalieHTOB.
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608. JlanHBIE O BO3ACHCTBUHU JIEKAPCTBEHHOI'O Mpemnapara JIOJDKHBI OBITh MPUBENCHBI 110
CIIEYIOIIUM KaTerOPHUsIM €0 MCIIOIh30BaAHUS:

a) MMOCTPETUCTPAIIMOHHOE TPUMEHEHHUE (32 HCKITIOYEHUEM KIIMHUYECKUX HCClieIoBaHuil). B
3TOM Ciy4yae JOJDKHA OBITh TpHBENeHA OOINas OIEeHKAa C JaHHBIMHU, MPEACTABICHHBIMH C
pa30UBKOM MO MOJy, BO3pACTy, MOKa3aHUSIM, JO3UPOBKaM, (popMaM BBIITyCKa U PErHOHaM, €CIU
3TO MPUMEHUMO. B 3aBUCMOCTH OT JIEKApCTBEHHOT'O MpernapaTa NHbIe IEPEeMEHHBIE MOTYT OBITh
MPUBEICHBI KaK 3HaYMMble (HalpuMep, YUCIO BBHIMOJHEHHBIX BaKIMHAIMM, CIIOCOO0 BBEACHUS U
MPOJOJKUTENLHOCT JIeueHUs). B ciaywdae ecnu Oblla BBISIBICHA CepHsi COOOIMIEHUH O
HEKeJaTeIbHBIX PEeaKIHIX, MPeArnoaraoias HaTuuue CUrHaia, 10JKHbI ObITh 10 BO3MOXKHOCTH
MPEJICTABICHBl JAaHHBIE O BO3JCHCTBUU JICKQPCTBEHHOTO TIperapara Ha COOTBETCTBYIOIIYIO
MOATPYIIY MalUEHTOB;

0) MOCTPETUCTPAIIMOHHOE TPUMEHEHHE Y 0COOBIX MOMYJISIMOHHBIX TPy, B cnydae ecinu
Ha TOCTPETUCTPALMOHHOM JTale JIEKapCTBEHHBIN Mpenapar MCHOJIb3yeTCsl y 0COOBIX
MOMYJISIIMOHHBIX TPYII, JOJKHA OBITh MPEACTaBIEHA TOCTYITHAS HHPOPMAIUS O KyMYJISITHBHOM
quclie TalleHTOB, OIBEPTUINXCS BO3/IEHCTBUIO JIEKApPCTBEHHOTO Mperapara, U UCIOIb3yeMblit
MeToJI pacyeTa. VICTOUHUKH STUX JAaHHBIX MOTYT BKJIIOYaTh HEMHTEPBEHIIMOHHBIC UCCIICIOBAHMSI,
pa3zpaboTaHHbIE HEMOCPEACTBEHHO [UIsl IOJy4YeHHUs JaHHBIX 00 OcCOOBbIX MOMYJISIHUOHHBIX
MOATPYyIIaX, BKIOUYAsk perUCTPHI MAMEHTOB. [Ipyrue nctouHuku nHGOpMaIid MOTYT BKJIFOYATh
cOOp [NaHHBIX O HEXEeJaTeIbHBIX PEaKIUAX 3a paMKaMU KIMHUYECKUX MCCIEI0BaHUN C
WCIIOJIb30BAHUEM CHUCTEMBI CIIOHTAHHOTO PENOPTHUPOBAHUS (HampuMep, B pasjene MOXKET ObITh
npencTaBieHa HHGoOpMalus O BO3JACUCTBUU B MEPHUOJ OEPEMEHHOCTH, HE COIMPOBOXKIABIIEMCS
pa3BUTHEM HeXelIaTenbHOU peakimn). [lomynsiuu, BKIIIoYaeMble B OIEHKY 110 JaHHOMY pa3fely,
BKJIIOYAIOT CJIEYIOIINE BUJIbI, HO HE OTPAaHUYMBAIOTCS UMU:

neauaTpudecKas Moy JIsins;

MOMYJISIUS TOXKUIJIOTO BO3PACTa;

KCHIIUHBI B IEPUO]T OEPEMEHHOCTU ¥ KOPMIICHUS TPYAbIO;

MalUEeHTHI C HApYIICHUSIMU (DYHKITUHU TICYCHH U (WJIH) TTOYEK;

MALMEHTHI C UHOM BaXKHOM COIYTCTBYIOLIEH MATOJIOTUEN;

MAlUEHThl, CTENEHb THKECTH 3a00JIeBaHUSI KOTOPHIX OTIMYHA OT MCCIEAyeMOW B XoJie
KIIMHUYECKUX UCCIICIOBAHMIA,

CyOIOmyJISIIIMU C HOCUTEIHLCTBOM T€HETHYECKOTO oJUuMOopdu3Ma (moaumMopu3MoB);

MalUEeHThl ¢ MHOW (HE M3YyYEHHOW B XOJ€ KIMHUYECKUX HCCIIECIOBAHUI) PacOBOW WU
STHUYECKON MPUHAJIEKHOCTHIO;

B) 0COOCHHOCTH MPUMEHEHHUS JIEKAPCTBEHHOTO IperapaTa.

609. B cinydae ecnu neprKareito perucTpalluOHHOTO YAOCTOBEPEHUSI CTAHOBUTCS U3BECTHA
uHpopmanus 00 ONpeneNeHHBIX OCOOCHHOCTSX NPUMEHEHHs JICKapCTBEHHOIO IIpernapaTta,
JOJKHO OBITH IPUBEIEHO OMKCAaHUE TAaHHBIX OCOOEHHOCTEH U clieJaHa COOTBETCTBYIOIIAs OLIEHKA
W UHTEpIpeTanus TaHHBIX O Oe3omacHocTH. K 9HCIy TakMX OCOOCHHOCTEH OTHOCSTCS, B
YaCTHOCTH, MEPEeI03UPOBKA, Pa3BUTHE 3aBUCUMOCTH, HEMPAaBUILHOE NMPUMEHEHHE, TPUMEHEHNE
JIEKapCTBEHHOTO TIperapara B MEIUIIMHCKON MPAKTHUKE T10 MOKa3aHUSIM, HE BKIIFOUEHHBIM B YHCIIO
0J1I00peHHBIX (HampuMep, NPUMEHEHHE MPOTHUBOIMUICIITUYECKOTO JEKaPCTBEHHOIO CPEACTBa C
[eThI0 KYITUPOBAHUS HEHpONaTHUECKOH 00U UTN MTPO(DUIAKTUKH TOJIOBHOM OOJIM TTPU MUTPEHHU ).

610. B cimywyae ecnum wuHpoOopManuss 00 OCOOCHHOCTSX TPUMEHEHHsI JIEKapCTBEHHOTO
mpemapaTa, HE CONPOBOXKIABIIUXCS PA3BUTUEM  HEXKENATENbHBIX  PEAKIUi, SBISETCS
HEO0OXOIUMOM Ui OLIEHKH COOTHOIIEHHS «I0Jb3a — PHUCK» JIEKApCTBEHHOrO IpernapaTta, OHa
MOJKET OBITh MPUBEJEHA B IAaHHOW YacTH paszjena B 0000meHHoM Buje. McTouHuKaMu JTaHHOU
MH(OPMALIUK MOTYT SIBJIAITbCS CIIOHTaHHBIE COOOIIEHHMSI, 3alIPOCHl O MOJYYECHUH MEAMIIMHCKUX
JAHHBIX, ’KaJ00bl MOTpeduTeNeH, olleHKa HU(POBBIX CPEACTB UHPOPMALIUU U UHBIE HCTOYHUKH,
JOCTYMHBIE IEPKATEII0 PETUCTPALMOHHOTO YIOCTOBEPEHHS.

611. B naHHOM pa3nene NpUBOASTCS JaHHBIE, MMO3BOJISIIOIINE CHENIATh KOJIMYECTBEHHYIO
OLIEHKY 0COOEHHOCTEH MPUMEHEHHUS JIEKapCTBEHHOT'O MpernapaTa B MEAUIIMHCKON MpakTUuke (Ipu
ux Hanumuuu). Ecim MMEIoTCs COOTBETCTBYIOIIME JJaHHBIC, JepKaTellb PETUCTPAMOHHOTO
YAOCTOBEpEHUSI MOXXET BHECTH KOMMEHTapui O TOM, HACKOJbKO JaHHOE TpUMEHEHHE
MOAJEPKUBACTCS  KIMHUYECKUMHU  TMPOTOKOJIAMHU,  JIOKA3aTelNbHOW 0a30if  KIMHUYECKUX
UCCIe0BaHu 100 00yCIaBINBaETCs OTCYTCTBUEM B LIEJIOM 3aPETUCTPUPOBAHHBIX AJIbTEPHATHUB.
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612. [Ipu onpeneieHMU acEKTOB MPUMEHEHMS JICKAPCTBEHHOTO Ipernapara, KOTOphIe HE
COOTBETCTBYIOT CIPAaBOYHOW HH(OpMAIUK, AepiKaTesieM PEerucTPAllMOHHOTO YJOCTOBEPEHHUS
JOJKHA MCIIONBb30BAaThC PEAAKIUS COOTBETCTBYIOIIErO paszfesia CIpaBOYHOW HHGOpMaLUu
JEHCTBYIOIAsl MO COCTOSHHUIO Ha KOHEI[ OTYETHOTO IMEpPHOJia YKAa3aHHOTO OTdyeTa (Hampumep,
0JI0OpEHHBIC TTOKa3aHUs, CIIOCO0 BBEICHHUS, TPOTHBOIIOKA3AHMS).

Pa3zgena 6. O0001eHHBIE TA0JIUYHBIE JAHHbIE

613. [lenpto gaHHOTO pasnena SBISIETCS MPEACTABICHUE MAaHHBIX O CEPbE3HBIX
HEXKENATEbHBIX PEaKIUsAX U SBICHHSIX, BBISIBICHHBIX B XOJI€ KIMHUYECKUX HCCIICIOBaHUH, a
TaKKe Ha dTale MOCTPETUCTPAIMOHHOTO TPHUMEHEHHS, B (GopMe OOOOIIEHHBIX TaOIMIHBIX
JNaHHBIX. JlaHHBIE MOCTPErMCTPALMOHHOTO MPUMEHEHUS MOTYT BKJIIOYaTh CIHOHTaHHBIC
COOOIIEHUSI O HEXKeNaTeJIbHBIX peakUMsX (BKIOYas COOOLIEHUS OT CHEHUAINCTOB CHUCTEMBbI
3JIpaBOOXpaHEHUs], TOTpeOUTENEH ), MyOIMKAIMKA B HAYYHON MEAWIIMHCKON JIUTEpaType, JaHHBIC
YIOJHOMOYEHHBIX OpraHoB MO (apMaKoOHaA30py TOCYAapCTB MHpa, a TakXkKe JaHHBIE,
MOJIyYEHHbIE TpPHU NPOBEJCHUHM HEHMHTEPBEHIIMOHHBIX HCCIENOBAHMN M JAPYrHMX MpOrpaMMm
OpraHM30BaHHOTO cOopa naHHBIX. Jlep)kaTenb pPErUCTPallMOHHOTO YJOCTOBEPEHUSI MOKET
MPUBECTH OMPEJCICHHBIC AaCMeKThl JAaHHBIX B TpaguueckoM BHUIE C IENbl0 OO0JIerdyeHus
BOCHPUATHS U TOHUMAHUS.

614. JlaHHbIE O HEXENATENbHBIX PEAKIMAX MPEACTABIAIOTCA B 000OIIEHHON TaOIUYHOM
dhopme ¢ ucrnonp3oBanueM TepmuHooru MedDRA Ha ypoBHE npeanodTUTeTbHBIX TEPMUHOB U
CHUCTEMHO-OPTraHHBIX KIJIACCOB.

615. OTHeCEeHHE HEXKENATENbHBIX PEAKIINI K YUCITY CEPhE3HBIX HEXKENATEIbHbBIX PEaKIIUil B
000OIIEHHBIX TaONWYHBIX JaHHBIX JOHDKHO COOTBETCTBOBATh KPHUTEPHUSIM CEPhE3HOCTH,
YCTaHOBJIECHHBIM TepMuHoNorueid Hacrosmmx [IpaBun. B cimydae ecniu HMHIMBHUIYalbHOE
COOOIIIEHNE O HEXKENATSIbHON PEaKIMU BKIIIOYAET CePhe3HbIC M HECEPbE3HBbIC HEXKeNaTeIbHbIC
peakuuu, B 0000IICHHBIX TAOIMYHBIX JaHHBIX YKa3aHUE CEPbE3HOCTHU JIENAeTCsl MHIUBUIYAIbHO
1o Kaxxaoi peakiuu. O1eHKa CEphe3HOCTU HE JOJIKHA U3MEHSTHCS MIPU MOJITOTOBKE JAHHBIX JJIS
BKJIIOUEHUS B IEPUOANUECKUN OOHOBIISIEMBI OTYET 10 0€30M1aCHOCTH.

IToapasnen 6.1. CnipaBounast nHpopManus

616. B nanHOM mojpa3z/iene yKa3bIBaeTCs BepCUsi TEPMUHOJIOTHYECKOTO Ki1accudpukaropa,
HCIOJIb3YCMOI'0 AJIsI IMTPCACTABIICHUA HCIKCIATCIbHBIX SIBJICHUU U peaKuHﬁ.

Hoapasznen 6.2. O6001meHHass HHPoOPMALMS 0 CePbe3HBIX HesKelaTelbHbIX ABJIECHUSX,
BbISIBJICHHBIM B X0/1€ KJIMHUYECKHX HCCIeT0BAHUI

617. B nanHOoM mozpasienie J0HKHO ObITh TPUBEACHO 0O0OCHOBAHHUE JJIS MPECTABISIEMOTO
B MEPUOJUYECKOM OOHOBISIEMOM OTYETE MPHIIOKEHHS, KOTOPOE BKIIOYACT KyMYJISITHBHBIC
000011eHHbIE TAOIMYHBIE JAHHBIE O CEPbE3HBIX HEXKEIATEIbHBIX SBJICHUSAX, BHIIBICHHBIX B X0JI€
KJIIMHUYECKUX UCCIIeI0BAHMM, OpraHU30BAHHBIX JEPKATEIEM PErUCTPALIMOHHOIO YIOCTOBEPEHHUS],
C MEXIYHapOJIHOW naThl oJ00peHHs] pa3pabaThbIBaeMOro JEKapCTBEHHOI'O MperapaTta J0 JaThl
OKOHYaHUS cOOpa JAaHHBIX O TEKYIIEM MEePHOJUICCKOM OOHOBIISIEMOM OTYETE MO 0€30MaCHOCTH.
Jlepxatenb pErucCTPAllMOHHOIO YJIOCTOBEPEHMS] [OJKEH JaTh OOBSICHEHHS IO BCEM
HCKJIIOYaeMbIM JIaHHBIM (HallpuMep, JaHHbIE PE3yIbTAaTOB KIMHUYECKOT'O MCCIEIOBAHUS MOTYT
OBITH HEJOCTYITHBI HA MPOTSKEHUN HECKOJIBKUX JIeT). JlaHHbBIe B TAOTMYHON (hopMe TOTHKHBI OBITH
CTPYNIUPOBAHBI B COOTBETCTBUU C KIIACCU(UKANMOHHBIM OTHECEHUEM HEXENATEIbHBIX PEeaKIIni
COTJIacCHO TepMHUHOJIOTHYeckoMy Kiaccudukaropy MedDRA mo cuctemMHO-OpraHHBIM Kjlaccam
JUTSL UCCJIETyEMOTO JIEKAPCTBEHHOTO Mperapara, a TakxKe JJisl IpenapaToB CpaBHEHUs (AKTUBHBIX
u miane6o). Korga sto nemnecoodpasHo, TaHHBIE MOTYT OBITh IPEACTABICHBI B TPYIITHPOBAHHOM
BU/IE TI0 KIIMHUYECKUM HCCIICIOBAHUSM, TIOKA3aHUSIM, ITyTSM BBEIACHHS U WHBIM ITEPEMECHHBIM.

618. Ilpu pabGoTe C OTAENTHPHBIMH BHJAMU JIAHHBIX, MPEACTABICHHBIX B YKa3aHHOM
nojpaszerne, He0OOXOAMMO YUYUTHIBATh CIEIYIOIIee:

a) rmpejacTaBieHre HHGOPMaIMU O IPUYUMHHO-CIIEACTBEHHOMN CBSI3U SIBJISETCS BAXKHBIM MPHU
OLICHKE PEAKUX HEeXKeNaTelbHbIX peakuuil. [laHHblE O NPUYMHHO-CIEACTBEHHOM CBSI3M IS
WHIUBUAYATbHBIX CIIy4aeB HEXKeNaTEeNbHBIX PEaKINil SABISIOTCS MEHEe 3HaYMMbIMU TPU OLIEHKE
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arperupoOBaHHBIX JaHHBIX, KOTOPBIC TIO3BOJISIFOT BBITIOJIHHUTH COMOCTABJICHUE YACTOTHI PA3BHTHUS
MEXIy Tpynmnamu cpaBHeHusa. Mcxons u3 3toro, B 0000IIEHHOW HWH(POPMALUU CIEAyeT
MIPEJCTABIATh JaHHBIE 000 BCEX CEPhE3HBIX M MHBIX HEXKENATCIbHBIX SBICHUSAX M PEAKIUAX IS
HCCIIEyeMOT0 JIEKApCTBEHHOTO TIperapara 1 /Ui IpenapaToB CpaBHEHUS (AKTUBHBIX U TUIAIE00)
C TeM, 4TOOBI ObUIa BO3MOXKHOCTh C/IEJIaTh IPYNIIOBOE CPABHEHUE, B TOM YHCJIE B OTHOIICHHU
yacToThl. LlenecooOpa3Ho mpeacTaBiIeHUE NAaHHBIX, OTpakarollee B3aUMOCBS3b Ha3HAYaeMOU
JI03bI M 9YaCTOTHI HEXKEeJaTeIbHBIX PEaKIINH;

0) B 0000meHHbIe TaOIWYHbIE JaHHBIE O CEPbE3HBIX HEXKETATeIbHBIX SBJICHUSX,
BBISIBIICHHBIX TPH TIPOBEICHUH KIMHHYECKOTO HWCCIICIOBAHUS, BKIFOYAIOTCS TEPMHHBI, IS
KOTOPBIX OBUIO OIpPEENIEHO COOTBETCTBUE KPUTEPHUSAM CEPHE3HOI'O HEKEITATENBbHOTO SBIICHHS.
WNudopmanus o HexenaTeIbHBIX SBICHUIX, HE OTBEYAIONINX KPUTEPUSIM CEPhE3HBIX, BKIIFOUACTCS
B OTYET MO KJIMHUYECKOMY HCCIIEI0BAHHIO;

B) 00001ICHHBIC TAOMWYHBIC JaHHBIC JODKHBI BKJIIOYATh KaK OCIHCIJICHHBIE, TaK |
pas3ocCielyieHHblE JaHHbIE O CEPbhE3HBIX HEXKENATEIbHBIX SBJICHUAX B  KIMHUYECKUX
UCCIIeIOBAaHMsIX. Pa3ocieryieHHble JaHHbIE MOTYT OBITh MPEICTAaBICHBI IO pe3yJbTaTam
3aBEPIICHHBIX KIMHUYECKUX HCCIEIOBAHUN U OTACIbHBIM UHIMBHIYaJbHBIM CITydasiM, KOTOpPbIE
OBLTH PA30CIICIUICHBI 110 OIPEIeICHHBIM IPUYHHAM (HallpuMep, MO acreKkTaM 0e30MacHOCTH WIIH
JUIs1 BBITTOJIHEHHSI TPEOOBaHUI HE3aMeATUTENLHOTO penopTHpoBanus). CIIOHCOPBI KIIMHUYECKOTO
WCCIICIOBAHMSI U JICPKATEIH PETHCTPAIMOHHBIX YAOCTOBEPEHUH HE BBHIMOIHSIOT Pa30CiCIUICHUE
HETOCPEJCTBEHHO B CBA3M C MOJTOTOBKOM IEPHOAMYECKOr0 OOHOBISEMOrO OTYeTa IIO0
0e30macHOCTH;

T') OIlpeJielIeHHbIE HEeXeJaTeJIbHbIE PEaKIUd MOTYT OBITh HCKIIOUEHBI U3 000O0IIaromei
uHpOpMAIMY, HO BCE MOMOOHBIC WCKIIOUEHHS OJDKHBI OOOCHOBBIBATHCS B TEPHUOJUYECKOM
o0HOBIIsIEMOM oTdeTe no Oe3omacHocTH. Hampumep, HexenaTeabHbIE peaklud, KOTOpble ObUIN
OIpeNleJIeHbl B IPOTOKOJE KaK WCKII0YaeMble W3 MPOLEAYpPHl CIEUAIbHOTO cOopa u
HE3aMeTUTEIHHOTO PETOPTUPOBAHHUS U TOJIBKO BKIIIOYaeMbIe B 001ITyI0 0a3y JAHHBIX IO IPHYKHE
TOTO, YTO OHU SIBJISIFOTCS TMPHCYIIUMH IIEJICBON MOIMYJISAIUN WM COBHANAIOT C KOHCYHBIMH
TOYKaMH, MOTYT OBITh HCKIIFOUEHBI U3 00001aromei nHpOopMaIuu.

Hoapa3zaen 6.3. O600menHass ”HPOPMAIMS 10 JAHHBIM MOCTPErHCTPAIMOHHOTO
NMPUMEHEHHs JIeKapCTBEHHOI0 nmpenapara

619. B nanHOM pa3jerne mpeacTaBiIsIFOTCs 000CHOBAHUE TI0 IPHIIOKEHHUIO, BKIIFOUAIOIIEMY B
TabMU4HOM (opme 000OIIaroNe JaHHBIE O HEXENaTeNbHBIX PEaKIUAX KyMYJSTHBHO 3a BECh
NepuoA M 3a OTYETHBIH NEPHOA, C MEXKAYHAPOAHOW MaThl PETHUCTPALMH JIEKAPCTBEHHOTO
mpernapara A0 JaThl OKOHYaHUs cOOpa NAHHBIX, U CBEICHUSA O HEXKENATENbHBIX PEaKIMAX,
MOJYYEHHBIX B XOJI€¢ HEHHTEPBCHLIMOHHBIX HCCICAOBAHWN M CIIOHTAaHHOTO PEMOPTHPOBAHMA,
BKJIIOYAss JIaHHBIE OT MEAMLUMHCKUX U (papManeBTHUECKUX pabOTHHUKOB, MOTpeOuTenei,
MAlMEHTOB, YIOJIHOMOYCHHBIX OPraHOB T'OCYAApCTB-WICHOB W JaHHBIC, OIyOJMKOBAHHBIC B
HAyYHOM MeAMUIMHCKOW nuTepaType. Cephe3Hble M HECEPbE3HbIE HE)KENaTeNbHbIC pPEeaKiuH,
NOJy4YEHHBIE 10 pe3ylbTaTaM CIIOHTAaHHOTO pENOPTHPOBAaHMS, a TaKXKe Cepbe3HbIC
HEXXEJaTeNbHbIEe pEaKIUM IO JaHHbBIM HEWHTEPBEHIMOHHBIX HCCIEJOBAaHUN U ApPYTUX
HEMHTEPBCHIMOHHBIX ITPOTpaMM cOOpa JaHHBIX JOJKHBI OBITH IIPEICTABICHBI B OJTHON TaOJIHIIE.
B rtabmuue  gaHHBlE  JOJDKHBI  OBITH  pacmpeeNieHbl  COTJacHO  KilacCH(UKAIHUU
TepMuHOIorudeckoro kmaccudukaropa MedDRA mo cucremHo-opranHbiM kiaccaM. [1o oco6o
BO)XHBIM acrlieKTaM MHpoQuiisi 0e30MacCHOCTH MOTYT OBITh MPEICTABICHBI OTACIbHBIC TaOIHIIbI
HE)KeNaTeIbHBIX PEaKInii C TPYIIHPOBAHIEM JaHHBIX O TIOKA3aHHUAX, CIOCO0E BBEICHUS U MHBIX
napameTpax.

Paznen 7. Pe3sroMe 3HAUMMBIX JaHHBIX, IOJYYEHHBIX B X0/1€¢ KIMHUYECKUX UCCIeT0BAHU I
3a OTUYETHBIN NepHog

620. B nanHOM pasfene ciieryeT MpeacTaBuTh 0000IICHHYIO OIIEHKY KIIMHMYECKH BayKHBIX
TaHHBIX 00 3(@eKTUBHOCTH M OE30MaCHOCTH JIEKapPCTBEHHOI'O Iperapara, BBISIBICHHBIX 32
OTUETHBI  TEPHOJ MPU  TPOBEACHUH  KIMHUYECKUX  HCCICIOBAHUU  JepiKareieM
PETUCTPAIIMOHHOTO yI0CTOBEepeHMs. [10 BO3SMOXXHOCTH TaHHBIE CIIEAYET Pa30UTh Ha KATETOPHH IO
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MOJIOBOMY W BO3pPAacTHOMY IMpHU3HAKY (B OCOOCHHOCTH B3POCIYIO MU JETCKYIO TOIYJISINH),
MMOKA3aHUsAM, PEKUMaM JIO3UPOBAHUS U PETHOHAM.

621. Cur"anel, BBIABICHHBIE B XOA¢ KIMHUYECKHX MCCIEIOBAHUM, NOJDKHBI OBITh
NpeJCTaBIeHbl B TaOnu4yHOM (popme B pasnene 15 mepmoauueckoro oOHOBISIEMOTrO OTYETa MO
6e3omacHoct «O030p CHUTHAJIOB: HOBbIE, paccMaTpuUBaeMble WM 3aKkpbIThie». OmnucaHue
IPOIETypPHl ¥ PE3yIbTATOB 3aBEPIICHHON B OTUETHOM NEPHO OLIEHKH CUTHAJIOB C 000CHOBAaHUEM
UX TIOCHEAYIOLIEr0 OTHECEHHsS K OTKJIOHEHHBIM CHUTHajaM JHO00 TMOTEHIHAIbHBIM WIN
UACHTU(UIIMPOBAHHBIM PUCKaM BKJIIOUaeTcs B pazzien 16.2 «OueHka CUTHAIOBY MEPHOIHMYECKOTO
oOHOBIIsIEeMOTo oTueta 1o Oe3omacHocTd. HoBas wuHopManus o0 paHee M3BECTHBIX
MOTEHIUATBHBIX WM UACHTU(UIIMPOBAHHBIX PUCKAX, HE OIICHUBacMasi KaK HOBBIN BBISIBICHHBIN
CUTHaJI, oTpaxaeTcsi B pasnmenax 16.3 «OneHka puUCKOB W HOBOW wuHpopmamuu» u 16.4
«XapaKTepHCTUKA PUCKOBY MEPUOINIECKOTO OOHOBIIEMOTO OTYETA IO OE30MaCHOCTH.

622. Jlanaple o0 Oe3omacHOCTH H A(PPEKTUBHOCTH, TOJYYEHHBIE TMPU TPOBEICHUU
KIMHUYECKUX HCCIIEAOBAaHUM, B KOTOPBIX JEpXKaTeilb PEruCTPALMOHHOTO YAOCTOBEPEHUS He
SIBIISJICSL CIIOHCOPOM, TPEICTABISAIOTCS B APYTUX COOTBETCTBYIOLIMX pa3fefiaX MeprHoJuYecKOro
OOHOBIISIEMOTr0 OT4eTa Mo Oe3omacHOCTH. B naHHOM pasnene mpeacTaBisercs 000O0IIeHHas,
MOJIy4E€HHasl TPU MPOBENCHUHM KIMHUYECKHX HCCIENOBaHUM HMHGPOpMAIUs O HEIOCTaTOYHOMN
TepaneBTHUECKOM 3(pPEeKTUBHOCTH JIEKapCTBEHHOT'O Mperapara npu Ha3HaueHUH 110 0A00pEHHBIM
MOKa3aHUAM Ui JieueHusl 3a0o0JieBaHUM, HE MPEICTABISIOMIUX YIpo3y s >KU3HH. JlaHHbBIE O
HEIOCTaTOYHOW H(P(PEKTUBHOCTH TPU JICYEHUH WM NPOPHIAKTUKE CEPhE3HBIX WM
KHU3ZHEYTPOXKAIOUINX 3a00JIeBaHUM, BBISBICHHBIE 0 Pe3yJibTaTaM KJIMHUYECKUX UCCIIEOBAHUIM,
noJyIeXxar npeacrasieHuio B paszaene 13 «Henocratounas tepaneBTrueckas 3pQpeKTUBHOCTD B
KOHTPOJIUPYEMBIX KIMHHUYECKUX HCCIECIOBAHUAX» MEPHOJUYECKOr0 OOHOBISEMOro OTYETa IO
0€30MacCHOCTH.

623. B npuyioKeHUH K JAaHHOMY pas3lieNly JepkKaTellb PErMCTPAlMOHHOIO yA0CTOBEPEHUS
JOJDKEH TIePEYUCIIUTh OPraHM30BaHHBIE UM HMHTEPBEHIIMOHHBIC KIMHUYECKHE HCCIIEIO0BaHMS,
KOTOpbI€ OBLIM 3aBEpILEHbl WU MPOJOJDKAIOT BBIMOIHATHCS B OTYETHBIM MEPHOJ, C LEJbIO
BO3MOYXHOCTH UJCHTH(PHUKAIIUH, XapAaKTEPUCTHKHU U KOIMYECTBEHHOMN OIICHKH YPOBHS PUCKOB WIIN
MOATBEPKIeHUs poduiIsi 6€30MacHOCTH JIEKaPCTBEHHOIO Iperapara ¢ yKazaHHEeM CJeIyIOIIX
JAHHBIX O KaXJIOM U3 UCCIICTOBAHHIA:

a) MICHTU(UKAIIMOHHBIE HOMEp KIMHUYECKOTO UCCIIeNOBaHus (Hampumep, HOMep
MPOTOKOJIA UCCIICIOBAHUN WM WHOHM HIIEHTU(DHUKATOD);

0) HaMMEHOBAaHME MCCIICIOBAHUS (COKpAIICHHOE HANMEHOBAHHUE, €CIIA TPUMEHNMO );

B) BUJI HCCIENOBaHMUA (HAIpUMEp, PaHIOMHU3MPOBAHHOE KIMHUYECKOE HCCIIEJOBAaHUE,
KOTOPTHOE UCCIIEZIOBAaHNE, UCCIIEIOBAHNE «CITydall — KOHTPOJIbY);

T') UCCIeyeMast TIOMYJISAINS, BKIII0Yasi TOCYAapCTBO U IPYTUE XaPaKTEPUCTUKH TOIYJISIIAN
(Hanpumep, neAraTpUUEcKast MOMYJISALUS WIKA MAUEHTHI C HapylIeHueM (YHKIIH M0YeK);

) CTaTyC WCCIIEJOBAHM: BBINOJHIEMOE (MCCIeOBAaHUE HAyaTO M IMPOAOIDKACTCS) WIIH
3aBEPIICHHOE (3aBEPIIIEH OTYET O KITMHUYECKOM HCCIICIOBAHUH ).

Moapa3nen 7.1. 3aBepiieHHbIe KIUHUYECKHE UCCJIEI0BAHNS

624. B nanHOM mozpasziesie CienyeT MPeACTaBUTh KPAaTKY0 HHGOPMAIHIO O KIWHUYECKU
Ba)XHBIX JAHHBIX MO 3((HEKTUBHOCTH U 0€30MaCHOCTH, MOJyUYEHHBIX B PE3yJIbTaTe 3aBEPIICHHBIX
3a OTYETHBIM MepuoJ KIMHUYECKHX uccienoBaHuil. JlanHas wuHpopmaius A0IKHA OBITH
IpeJCTaBiIeHa B CXaToM BHAe wWiu B (opme cunomcuca. [lozmpasmen MOXET BKIIOYATh
nH(pOpMaIIHIo, KOTOpask MOATBEPKIAET WM ONPOBEPraeT paHee UACHTU(PHUIIMPOBAHHBIE CUTHAJIBI
110 6€3OHaCHOCTI/I, a TaKiKC COACPKaThb [JO0Ka3aTCJIbCTBAa HOBBIX BBIABJICHHBLIX CUTHAJIOB I10
0€301MacHOCTH.

Hoapasnen 7.2. llpogosxaronuecs KIMHUYECKHE UCCTET0BAHUS

625. B caydae ecnu neprKaTesio perucTpalluOHHOTO YAOCTOBEPEHUSI CTAHOBUTCS U3BECTHA
Kakasg-mu0o KIMHUYECKHM BaxHas uH(popMmanus, KoTopas Oblla TOJIy4eHa B XOfe
MPOJOJDKAIOIIMXCS ~ KIMHUYECKUX  HUCCIIEeNOBaHWM  (HampuMep, BBISIBICHHAas B XOJe
MIPOMEKYTOYHOTO aHajn3a OE30MacHOCTH WM B pe3yJbTaTe pa3OCHEIUICHHUs] BBIABICHHBIX
CepbE3HBIX HEXeNlaTeNbHbIX SBJICHUI), OHA JOKHA ObITh KPAaTKO M3JI0KEHA B IaHHOM pas[elie.
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OTOT moapa3fen TakKe MOXKET BKIIOYATh HWHMOpPMAIMI0, KOTOpas MOATBEPXKIACT WU
OTpPOBEpraeT paHee BAIUJUPOBAHHBIC CHUTHABI MO OE30MACHOCTH, a TakKkKe COIEPKaTh
JIOKa3aTeIbCTBA HOBBIX BBIABJICHHBIX CUTHAIOB 10 OE€30MMaCHOCTH.

IMoapasznen 7.3. JnutenbHbIN MOCASAYONIHIT MOHUTOPHHT COCTOSIHUS NAIIUEHTOB

626. Ecmu uMeroTcsl aHHBIE O JUIMTEIBHOM TOCIEIYIONIeM HaOMIOJCHUHN IaleHTOB,
BK/IIFOUCHHBIX B KIMHHYCCKHUEC HMCCICAOBAaHHA, B noz[pawene HpI/IBOI[I/ITCH I/IHq)OpMaI_II/ISI (0]
MOJTYYEHHBIX B PE3YyJIbTaTe TAKOTO HAOIIOJCHUS JAHHBIX, 3HAYMMBIX C TOYKH 3PEHHS PO
0€30IaCHOCTH.

Honpa3znen 7.4. UHoe TepaneBTHYECKOE MPUMEHEHHE JIEKAPCTBEHHOI0 MMpenapara

627. laHHBIN TOApA3aeN JOJDKEH BKIIOYATh KIMHUYECKH BaXHYI HHPOPMAIUIO O
0€30MacHOCTH, TMOJYYEHHYI0O B pe3yibTare JpYruxX Mporpamm, HpPOBEACHHBIX eprKaTesieM
PEruCTPALIMOHHOTO YIOCTOBEPEHHUSA, IO CIEUHUATbHBIM MPOTOKOJAM, IIPeayCcMaTpUBAIOIINM
CHUCTEMAaTHU3UPOBAHHBIA COOp MAHHBIX O OE30MAaCHOCTH (HAIpUMEp, MPOTPAMMBI PACIIMPEHHOTO
JOCTyIa, MPOrpaMMbl TMPUMEHEHHS JIEKapCTBEHHOrO IIpernapara, HAa3HAYEeHHOTO B CBS3U C
UCKITIOYUTENIbHBIMH ~ OOCTOSITENbCTBAMU U3 COOOpakeHHMH  COCTpajlaHus, IporpaMma
WHJMBHUYAIBHOTO JOCTYyNA U JIp.).

IMonpa3znen 7.5. HoBble JaHHbIE 0 0€30MACHOCTH NP UCIOJb30BAHUM JIEKAPCTBEHHOI'0
npenapara B pUKCHPOBAHHBIX KOMOUHAIMAX 103

628. B ciyuyae eciy MHOE HE OINPENESICHO YIOJIHOMOYEHHBIMUA OpraHaMH TOCYJapCTB-
YJICHOB, B OTHOILICHUH KOMOMHHMPOBAHHOW TEPANUU JOJDKHBI OBITh MPEICTABICHBI CIETYIOIINE
JaHHbIE:

a) B ClIy4ae eCJIHM JICKapCTBEHHBIN IMpemapaT OJOOpEeH M Ha3HAYCHHUS B KadecTBE
KOMITOHEHTa ()MKCUPOBAHHOW JIEKAPCTBEHHOM TEpanuyd WJIM MHOTOKOMIIOHEHTHOTO pPEXHMa
JICKApCTBEHHON Tepamuu, B IMOJpa3jeie JODKHBI OBITh 00OOIIEHBI Ba)KHBIE JaHHBIE O
0€301acHOCTH MPUMEHEHHSI KOMOMHUPOBAHHOM Teparuu;

0) B ciydae eciu JIEKapCTBEHHBIN TIperapaT siBISeTCS KOMOMHHUPOBAHHBIM JICKAPCTBEHHBIM
mpenapaToM, TaHHBIN MOapa3eN J0HKeH 0000maTh BaKHY0 HH(POpMAIUIo 0 6€30MacHOCTH 110
KKJOMY M3 UHJIUBHIyaIbHBIX KOMITIOHEHTOB.

Pa3znen 8. /lanHbIe HEeMHTEPBEHUMOHHBIX UCCJIEI0BAHUI

629. B nanHoM pazaerne 0000maroTest nHpopMaius o 6e30MacHOCTH WK JaHHBIE, KOTOpPhIE
MOJIy4EHbl MO pe3yJibTaTaM HEMHTEPBEHIMOHHBIX KIMHUYECKUX HCCIeI0OBaHUM (Hampumep,
00CepBaIlMOHHBIX HCCIICAOBAHUM, AHUIEMHOIOTHYECKUX UCCIIEIOBAaHUM, PErUCTPOB MAllUEHTOB,
MpOrpaMM aKTHMBHOTO MOHUTOPWHTA), OPraHU30BaHHBIX JEp)KATEIEM PETUCTPALUOHHOIO
YIOCTOBEPEHUS, CTAIN JOCTYITHBI B OTYETHBINA MEPUO U MOTYT BJIUATH HA OLIEHKY COOTHOILICHHS
«T10J1b3a — PUCK» JIEKApCTBEHHOTO mpemnapara. Pasgen noimkeH BKIIIOYATh JaHHBIE, UMEIOIINE
OTHOIICHHE K acleKTaM Mpoduist 6e30MacHOCTH M MOJTYUYEeHHBIC 110 pe3yiIbTaTaM HCCIeIOBaHUN
0 OIIEHKE UCIOIb30BaHUs JIEKAPCTBEHHOTO Mpenapara.

630. [lepxaTenb perucTpaliMOHHOIO yJIOCTOBEPEHMSI TOJKEH BKIIIOYATh B NMPUIIOKEHHUE K
MEePUOINYECKOMY OOHOBIISIEMOMY OTYETY IO O€30MaCHOCTH MEePEUYeHb BCEX HEMHTEPBEHIIMOHHBIX
UCCIICIOBAaHHUM, OPraHM30BAHHBIX JIep)KaTeJeM pPETHUCTPAllMOHHOTO  YAOCTOBEPEHHUS |
BBITIOJTHEHHBIX C LEJIbI0 BBISIBICHUS, XapAKTEPUCTUKU U KOJIMYECTBEHHON OIICHKH BBI3bIBAIOIINX
ormaceHuss acmekToB Tmpoduis Oe30macHOCTH, MOATBEpXkKACHHUsS mpoduis Oe30macHOCTH
JIEKapCTBEHHOI'O Tpernapara Wiu OLeHKH 3()(EeKTUBHOCTH MEp MHUHMMM3AIMHN PHCKA, KOTOpbIE
OBUTH BBITIOJIHCHBI WJIM BBITIONHSIOTCS B OTYETHBIN Mepuoj (HampuMmep, MOCTPETUCTPAMOHHBIC
HccaeoBaHUsl O€30MacHOCTH), ¢ yKa3aHHEM HH(POpMalMM O KaXKIOM M3 HCCIEIOBAaHUN B
COOTBETCTBHUHM € MyHKTOM 623 Hactosmux [Tpasui.

631. UToroBeie OTYETHI, KOTOpHIC OBLIM IOATOTOBJICHBI HA MPOTSIKEHUHU OTYETHOTO
Nepro/ia, JODKHBI BKIIOUATHCS B MPHIJIOKEHHE K MEPHOAMYECKOMY OOHOBISIEMOMY OTYETY IO
0€301MacHOCTH.
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632. B pazmen moxeT ObITh BKIIOUeHa 000OmieHHass mHpopmaius o0 OLEHKE aHHBIX,
HOHy‘IeHHBIX 10 pGSYJIBTaTaM BBITIOJTHCHU A HpOFpaMM HOI[,Z[ep)KKI/I INanucHTOB, B cnyqae C€CJI1 OHa
HE BKJIFOYCHA B HWHBIC Pa3eibl MEPUOJIHYECKOTO OOHOBJISEMOrO0 OTYETa MO OE30MMaCHOCTH.
OHI/ICEIHI/IG N OIICHKAa CHUTHAJIOB WIIN pI/ICKOB, BBISIBJICHHBIX ﬂepxcaTeneM peI‘I/ICTpaHI/IOHHOFO
YJOCTOBEPEHUS TIPH BHITIOJTHCHHUH JJAHHBIX MPOTPaMM, BKITFOUAETCS B pasjiei 16 mepuoauaeckoro
OOHOBJISIEMOr0 OTUETa IO 0E€30IACHOCTH.

Pazgen 9. lanHble APYyrux KIMHUYECKUX UCCIE0BAHUN U JaHHbIE, OJYYeHHbIE U3 IPYruX
HCTOYHHKOB

IMoapaznen 9.1. laHHbIe APYIUX KIHMHHUYECKHX HCCJIET0OBAHU I

633. B noapazaene nomkHa ObITH 00001eHa HHPOPMALIKs, KOTOPasi OTHOCUTCS K OIICHKE
COOTHOIICHUSI «I10JIb3a — PUCK» JIGKAPCTBEHHOTO TIperapaTa M MoJdydeHa MO pe3ybTaTaM MHBIX
KIMHUYECKUX MCCIEOBAHUM, K KOTOPBIM Y JIepKaTessl peruCTPallMOHHOTO YA0CTOBEPEHUS ObLI
JOCTYN 3a OTYETHBI MepHoxa (HampuMep, pe3ylbTaThl METAaaHAIN30B PaHIOMH3MPOBAHHBIX
KIMHUYECKUX MCCIEOBaHUHM, JaHHbIE O 0€30MacHOCTH MapTHEpPOB MO  pa3paboTke
JIEKapCTBEHHOTO ITpernapara u ap.).

IMoapa3znen 9.2. OmuOKM NpUMeHEeHHUs! JIEKapCTBEHHOI0 Npenapara

634. B nonpasznene qoipkHa ObITE 00001eHa HHGOpMAIIHs, KOTOpast OTpakaeT MOJTydeHHBIC
32 OTUETHBIM MEPHOJ JaHHBIE O CIy4asx OUIMOOK MPUMEHEHHUS WM MOTEHIMAIbHBIX OMIMOKaX
NPUMEHEHHS, B TOM 4YHCIE HE COMPOBOXKIABIIMXCS PA3BUTHEM HEKEIATCIBHBIX PEaKIHiA.
Omubka mTpUMEHEHHs MOXET BO3HMKHYTh Ha JI0OOM JTame mpolecca IpUMEHEHHUs
JICKQpCTBEHHOTO TIperapata ¥ MOXeT OBITh CBs3aHAa C MAIUEHTOM, IOTPEOHTENeM WK
CIIELMAIMCTOM CUCTEMBI 3/ipaBooxpaHeHus. [loTeHnnanbHas ommoKa MpUMEHEHU MOXKET ObITh
160 He OBITH CBSI3aHa C MAIIMEHTOM U IIPEICTABIISIET COOOM CiTydal, mpyu KOTOPOM (OPMHUPYIOTCS
00CTOSITENILCTBA, CMOCOOHBIE MPUBECTH K OIIMOKe NMpuMeHeHHs. B pasnmene mpeacraBisercs
nHpOpMAIIHS, KOTOPasi, COTIIACHO OIIEHKE JEePIKATEIIsl PErHCTPAIMOHHOTO yI0CTOBEPEHHSI, MOYKET
YUUTBIBATHCS MIPU MHTEPIIPETALMH JAHHBIX O 0€30MaCHOCTH MM OLEHKE COOTHOIICHUS «I10JIb3a —
PHCK» JIGKAPCTBEHHOTO Tperapara.

Paznen 10. lanHbIe JOKJIMHNYECKUX (HEKIMHUYECKUX) UCCIeT0BAHUN

635. B pasnmene mpeacraBisieTcss 0000meHHass WHPOpMaNKsl O 3HAYUMBIX B OTHOIICHHUH
npodusiss 6€30MaCHOCTH NAaHHBIX, MOTYYCHHBIX B Pe3yIbTaTe JOKIMHUYECKUX (HEKIMHUYECKUX )
WCCIEAOBAHUM in Vivo W in vitro (Hampumep, UCCISA0BaHUS KaHIIEPOT€HHOCTH, PEIPOTyKTUBHOM
TOKCUYHOCTH UM UIMMYHOTOKCUYHOCTH ), BBITMTOTHSIEMBIX WJIA 3aBEPIICHHBIX B OTYCTHBIA IEPHUO/.
PesynbraThl ucciaenoBaHnl, KOTOpPhIE OBUIM BBITOJHEHBI C ILENBI0 HM3YYCHUS OIpPEIeICHHBIX
npobyiieM O€30MacHOCTH, JOJDKHBI OBITh TMPEACTAaBICHBI B pas3/ieliec BHE 3aBHCHUMOCTH OT
MOJTyYeHHBIX JaHHBIX. OICHKa BIMSHHUSA TOJYYCHHBIX JAHHBIX Ha MPOQWIb OE30MaCHOCTH
JNOJKHA OBITh mpeacTaBieHa B pazgene «CUTHANBI M OINEHKAa pHCKa» U pasfele
«VIHTETpUpPOBAHHBIN aHAIM3 COOTHOIICHHUS «I0JIb3a — PHUCK» IO OJOOPCHHBIM ITOKa3aHUSM»
MEPHONIECKOT0 OOHOBIISIEMOTO OTUYETA 10 O€30MaCHOCTH.

Paznen 11. [lanHbIe HAYYHOI MeIUIIMHCKOM JIUTEPATYPbI

636. B pazgene mpencrasisercs o0000meHHass MHGOpMAMS O IOJXYYEHHBIX HOBBIX H
3HAYUMBIX JaHHBIX MO 0€30MacHOCTH, OMYyOJMKOBAHHBIX B MPOIIEAINIEH SKCIEPTHYIO OLEHKY B
HAYYHOM METUIIMHCKON JuTepaType Ju0O0 MOJyYeHHBIX M3 HEOoNmyOJIMKOBaHHBIX MOHOTpaduii,
KOTOpbIE OTHOCATCS K JIEKapCTBEHHOMY IIpemapaTy U CTald JOCTYHHBI JAepiKaTesio
PETUCTPALIMOHHOTO YAOCTOBEPEHUS B OTUETHBINA IEPUO/.

637. Ilouck wuHpOpManuM B HAYYHOM MEAUIIMHCKOW JIUTEpaType Uil TOATOTOBKH
NEPUOINIECKOTO OOHOBIISIEMOr0 OTYETa MO OE30MaCHOCTH JIOJKEH OBITh LIMpE, YeM IMOWCK B
MEIUIMHCKON JUTepaType HHAWBHUIYaAIbHBIX COOOIIEHUN O HEXKeNaTelbHbIX peaKIusx,
MOCKOJIbKY JOJDKEH BKIIIOYATh TaKXKe MCCIIEOBAHUS, B XOA€ KOTOPBIX ObUTM OLIEHEHBI MCXOJIBI
HEXKeJIaTeJIbHBIX PEaKIuil C TOUKHU 3peHUs 0€30MaCHOCTH B IPYIINax CyObEeKTOB UCCIIEIOBAHUS.
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638. OcoObie acmekThl mpoduis O0e30MacHOCTH, KOTOpPHIE JOHKHBI MPUHUMATHCS BO
BHUMaHHE MPH MOUCKE UHPOPMALIUHU, HO IIPH 3TOM MOTYT OBbITh HE BBISBJICHBI IIPU BBINOJIHEHUH
JUTEPATypHOTO TOMCKAa C MEJIbI0 TIOJNYYCHHS MJaHHBIX 00 WHAWBUAYAIBHBIX —CITydasx
HEeXXeJaTeNbHbIX PEaKLUi, BKIIIOYAIOT B CEOs:

UCXOIbl  OepeMEeHHOCTH (BKJIIOYash TpephIBaHME OCEPEMEHHOCTH), KOTOphlE HE
COMMPOBOKAAIUCH HCIKCIIATCIIbHBIMHA MTOCIICACTBUAMU

PUMEHEHHE JICKAPCTBEHHOTO Mperapara B e UaTpUIecKOr MOy IISINY;

peanu3ans IporpaMM MPUMEHEHHsI JICKAPCTBEHHOTO Tperapara, Ha3HAa4€HHOTO B CBSI3U C
UCKJTFOUNTEIIHBIMU 00CTOSTEILCTBAMH u3 COO0OpaKeHHI COCTpaJaHus, "
[IEpCOHAIIM3UPOBAHHBIM IIpOrpaMMaM Ha3HAYCHUS,

oTcyTcTBHE (PPEKTHBHOCTH JIEKAPCTBEHHOTO MpeTapara;

ACUMIITOMATHYECKYIO MEePEI03UPOBKY;

HECOOTBETCTBYIOIIEE OOIIEH XapaKTePUCTUKE JIEKAPCTBEHHOTO Mperapara i HeMpaBUIbHOE
MPUMEHEHHE JICKaPCTBEHHOTO TIperapara;

OIMOKH TPUMEHEHHUSI, HE COMTPOBOXK/IABIINECS PA3BUTHEM HEXKEJIaTEIbHBIX SBICHUH;

BaKHBIC PC3YJIbTAThI JOKIIMHUYCCKUX HCCHGHOBaHHﬁ.

B ciyuae eciii 9TO MpEMEHUMO, B IAaHHOM pasielie TaKKe T0JHKHA ObITh MPOaHATM3UPOBaHA
uHbopMalMg O JPYIMX AaKTHBHBIX BellecTBaX (apMaKOJOTHUECKOM TpyMmbl, K KOTOPOi
OTHOCHUTCS JICKapCTBEHHBIH Mperapar.

Pa3nes 12. [Ipyrue nepuoanyeckne 00HOBJIsIeMbIe OTYETHI 110 0€30MACHOCTH

639. JlanHblii pa3fen co3JaeTcs TOJBKO B TEX CIydasiX, KOrja IO JIOTOBOPEHHOCTH C
YIOJJHOMOYEHHBIMU OpraHamu JepxKaTesneM PETUCTPALIMOHHOTO YAOCTOBEPEHUS
MOJIrOTaBIMBaeTCs 00Jie€ OJJHOrO NEPUOINYECKOr0 OOHOBIISEMOI0 OTYETA 110 OE30MaCHOCTH IS
JICKapCTBEHHOTO Tpenapata (B cilydae JIEKApCTBEHHOro Iipernapara ¢ (UKCHPOBAHHOM
KOMOMHanMel [03, JICKapCTBEHHOIO IIpenapaTta C MHOXXECTBEHHBIMM IIOKa3aHUSAMM UL
npUMeHeHuss W (WiIM) pa3nuyHbIME  (QopMaMu  Bellycka). Kak mpaBuio, Jepikarenb
PETrUCTPAIMOHHOTIO YJJOCTOBEPEHUS JOJKEH MOATOTOBUTh OAMH NEPUOINYECKUN OOHOBIISIEMBIi
oT4eT 1O OE30MaCHOCTH Ha OJHO JACUCTBYIOLIEEC BEHIECTBO (€CIIM MHOE HE OIpeNeseTcs
YIOJIHOMOYEHHBIM OpraHoM). B 4YacTHBIX cilydasX IO PELICHHIO YIOJHOMOYEHHBIX OPIaHOB
Jiep KaTesieM MOArOTaBINBACTCS CepUsl MEPHUOIMUECKUX OOHOBIISIEMBIX OTYETOB IO OE30MIACHOCTH
IUIsL OIHOTO JIEKapCTBEHHOTO npemnapara. [Ipu 3ToM B 1aHHOM paszesne KaxJIoro MmocieAayoLero
MEPUOINIECKOT0 OOHOBIIIEMOT0 OTUETA 0 0€30IIACHOCTH TAaKOM CEPHH JTOJKHBI OBITH 0000IICHBI
3HaYMMble JlaHHbIE O O€30MACHOCTU W3 JPYTUX MNEPUOJMYECKUX OOHOBIIIEMBIX OTYETOB IIO
0€30MaCHOCTH, €CIIM TOJBKO Takoe 0OOOIIeHHE HE MPEACTaBICHO B MHBIX pa3/ieNax JIaHHOTO
oTyera.

640. [Ipy HayMuMM AOCTyNa JPYrUX JepKaTeled perucTpalMoHHBIX YAOCTOBEPEHUH,
CIIOHCOPOB KJIMHUYECKHUX HCCIEJI0BAaHUM MJIM HHBIX MapTHEPOB K JAaHHBIM MEPHOAMYECKUX
OOHOBJISIEMBIX OTYETOB 10 O€30MaCHOCTH Ha aHAJOTHYHBIC JICKApCTBEHHBIC IpenapaThl
JiepKaTeslb PErMCTPAllMOHHOIO YAOCTOBEPEHUs NOJKEH NpPEeICTaBUTh B OOOOIIEHHOM BHJE
3HAaYMMble JIaHHBIE O 0E30MaCHOCTH, MOJYYCHHBIE W3 MPEACTABISEMbIX MU MEPHOIHUECKUX
OOHOBJISIEMBIX OTYETOB 110 0€30IIaCHOCTH 32 OTYETHBINA NEPUOI.

Pa3nea 13. Hegocratounas tepaneBTu4yeckasi 3p(eKTHBHOCTD JIEKAPCTBEHHOI 0
npenapara, yCTAaHOBJICHHAs B KOHTPOJIUPYEMBbIX KIMHHYECKHUX HCCIECJOBAHUAX

641. Eciin npu BBINOJHEHUM KIMHUYECKMX MCCIEI0BAaHUM JIEKAPCTBEHHBIX IMPENaparos,
KOTOPBIE HCHOJB3YIOTCA S JICUeHHS W TPO(PHUIAKTHKH CEPbE3HBIX M IKH3HEYTPOIKAFOIINX
3a00JIeBaHUH, TTOJTyYEHbI JaHHBIE, CBUJICTEILCTBYIOLIHE 00 MX HEIOCTATOYHOM TepareBTHIECKOM
s exTuBHOCTH MO0 HEAOCTATOYHOW TEPANEBTUYCCKON S(PPEKTHBHOCTH B OTHOIICHUU
NpOBOAMMOrO JICHCHUSA, TO TAKHUC HAHHBIC YKA3bIBAIOT HA HAJIMYUC 3HAYUTCIBHOI'O pHUCKa IJId
IEJIEBO TOIMYJISIUN U JOJDKHBI OBITh MPOaHATM3UPOBAHBl M OOOOIIEHBI B JaHHOM pa3Jiene
MEPHONIECKOT0 OOHOBIISIEMOT0 OTUYETA IO O€30MaCHOCTH.

Pasznen 14. Baxxnasi unpopmaums, mossydeHHasi nocjie 3apepuieHus noaAroToBKu
NMepPUOANIECKOro 0OHOBJISIEMOI0 0TYETA MO0 0€30MACHOCTH
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642. B nanHoM pazzeie 0000IaloTCs MOTEHIIUMATLHO BaXKHBIC TaHHBIC O 0€30MacHOCTH U
3G HEKTUBHOCTH JICKAPCTBEHHOTO Mpenapara, KOTopble ObUIN MOJTYYEHBI [Tocie OKOHYaHUs cOopa
JAHHBIX, HO 1O IOJrOTOBKM OKOHYATEJIbHOW peJaKIUK NEepUOJINYECKOro OOHOBIIEMOro OTYETa
no 6e3onmacHoctd. K TakuM JaHHBIM OTHOCSTCS 3HAaUYMMble KIMHHUYECKHE IAHHBIE M3 HOBBIX
nyOnMKanui, 3Ha4MMble JTaHHbBIE, TOTY4YEHHBIE B PE3yJIbTaTe MOCIEAYIOUIETO 3a 3aBEpIICHHEM
JeyeHus] HaOJIOAEHUS 3a MAalMEHTaMHU, KIMHHUYECKH BaKHBIE TOKCHUKOJIOTWYECKHE JaHHBIC, a
Takxke MH(popMaIus o IeHCTBUAX AepKaTelsl PEerucTPallMOHHOIO yI0CTOBEPEHM S, HE3aBUCUMBIX
KOMHUTETOB MO OLIEHKE JAaHHBIX, YMOJIHOMOYEHHBIX OpPraHoOB, MPEANPUHATHIX B OTHOIICHUH
npoOJyieM, CBS3aHHBIX ¢ mpoduieM Oe30MacHOCTH JIEKapCTBEHHOTro TmpemnapaTta. HoBwie
WH/IMBUyabHbIE COOOLICHNS O HEXXENATENbHbIX PEeaKUsIX He JODKHBI BKIIOYATHCS B pa3zed, 3a
UCKJIFOYEHUEM CIIyyaeB, KOTJa OHU MOTYT MPEACTaBJIATh NPUHLUMIHUAIBHO Ba)KHBIM Cllyvail
HEXEJIaTeJIbHON peakluu (HanpuMep, IEpBbIN 3aperuCTPUPOBAHHBIN Cilydail pa3BUTHsI BaXKHOIO
HE)KEJIATENbHOTO SBJICHHS y YeJIOBEKa), COAEP)KaTh BaKHBINA CUTHAJI, KacaloLuiics 6€3011acHOCTH
JICKApCTBEHHOTO Tpernapara, WIM JAONOJHUTEIbHYI0 MH(POPMALMIO A OLEHKU MPOOIEMBI IO
0€301acHOCTH, TIPEICTABIICHHON B MEPUOJIUYECKOM OOHOBJISIEMOM OTYeTe Mo Oe3omacHOCTH. B
paszen Takke BKJIIOYACTCS BBIIBICHHAS Ha MPOTSHKEHWH MAHHOTO Iepuojaa uMHdopMmauus o
0€30I1aCHOCTH, KOTOpas MNPEANoaraeT BHECEHUE CYILECTBEHHBIX HU3MEHEHHUH B CIIPaBOYHYIO
uHpOpMALIMIO O JICKApCTBEHHOM IpemnapaTe (Hampumep, O HOBOM HeXeNnaTeIbHON peakiud,
IPEJOCTEPEKEHUN WM IPOTHBONOKa3aHMM). JlaHHBIE pa3fena OOJDKHBI OBITh YUYTEHBI IpPH
cocTaBieHnu noapasnena 16.3 «Ouenka puckoB 1 HOBOM nHpopmanum» pasznena 16 «Curnansl u
OLIEHKA PUCKa» MEPUOANYECKOTO OOHOBIIIEMOTO OTUETA MO OE30MaCHOCTH.

Pasnea 15. O030p curaanos (HOBbIe, pacCMaTpHBaeMble U 3aBeplIICHHbIE)

643. llenpro maHHOTO pasjeiia SBISETCSA MpeACTaBiIeHUE 0030pa BBHISBICHHBIX CHUTHAJIOB,
CUTHAJIOB, TOJYYCHHBIX B TIEPHUOJ TMPOBEACHUS OIEHKHA HEXKENATEIbHBIX pPEaKIMid, a TaKkke
CUTHAJIOB, MOJYYEHHBIX 32 OTYETHBIM NEpHUOJ, OLEHKAa KOTOPBIX YK€ 3aBepuieHa. B maHHBIN
pa3en MOJDKHBI BKIIOYAThCS CUTHAJIBI, B OTHOIIEHUH KOTOPHIX BBITMOJHEH MEPBBI ATAl OLICHKH
U COIJIaCHO pe3yJbTaTaM BaJMJallMU ONpeesieHa 000CHOBAaHHOCTD BBIMOJHEHHUS MOCIETYIOINX
3TanoB oneHKkH. CUTHAIBI MOTYT OBITH BBISIBIICHBI MO Pe3yJbTaTaM MPUMEHEHHSI KaYE€CTBEHHOTO
MeToJa (HampuMep, Ha OCHOBAHHMM IOJYyYEHHUS OJHOIO WM CEPUH CIy4aeB COOOIIEHUN O
HEXKENaTEIbHON PeaKIINK) WIH KOJTUIECTBEHHOTO MeToa (HapuMep, Ha OCHOBAHHUH IMOKa3aTels
OUCIPONOPIIMOHATBHOCTH,  PE3yJNbTaTOB  KIMHUYECKUX WM SMNHUJEMHOJOTHYECKHX
HCCIICTOBAHMI ), & TAKXKE MOTYT OBITh PE3yJIHTATOM 3aMpoca O MPEAOCTABICHUH HHPOPMAIUH 110
0€30IacCHOCTH CO CTOPOHBI YITOJTHOMOYEHHOTO opraHa (J11000# U3 cTpaH MUPA).

644. PemieHre OTHOCHTEIBHO TMOCJHENYyIOMEH KiIacCU(pUKAMM CHUTHAJOB, a TaKXke
3aKJIIOUEHUS 110 PE3yJIbTaTaM BBIIIOJTHEHHON OLEHKH, BKJII0Uas MEIULUHCKYIO OLIEHKY U Hay4YHYIO
WHTEPIPETAIIMIO MMEIOIIUXCS JAaHHBIX, JepXKaTellb PETUCTPAIMOHHOTO  YAOCTOBEPEHUS
npencTaBiseT B pasaene 16 «Curnain Ui olieHKa pucKay Mepuoanyeckoro 0OHOBISIEMOrO OTYETa
1o 0e30MacHOCTH.

645. K HOBBIM CHTHaJIaM OTHOCSITCSI CUTHAJIbl, BBISIBICHHBIE 32 OTUETHBIM nepuoia. Hosas
KIIMHUYECKN BakHAsh WH(oOpMmanms, TOTydeHHas Ha TMPOTSHKEHWH OTYETHOTO TMepHoja B
OTHOIIICHUHU paHee 3aKPBITOT0 CHUTHAJA, TAK)Ke JO0JDKHA pacCMaTpUBAThCs KaK HOBBIM CHUTHAJ Ha
OCHOBAHUWU BBISBIICHUSI HOBBIX aCIEKTOB [0 paHEe OTKJIOHEHHOMY CUTHAIY, JIN0O ompeeieHus
He0OXO0IMMOCTHU JaNbHENIIe BepuuKauy UMEroIuXcsl JaHHbIX. HOBbIe cUTHANIBI MOTYT OBITH
KJIACCU(UIIUPOBAHBI KaK 3aKPBIThIE WM PACCMAaTPUBAEMbIE B 3aBHCHMOCTH OT CTAaTyca JaHHBIX
CUTHAJIOB IO COCTOSIHMIO Ha KOHEIl OTYETHOI'O MepHoa MepHOJUIECKOro OOHOBIIIEMOT0 OTUETa
o 6e3omacHocTH. HanmpuMmep, K HOBBIM CUTHAJIaM OTHOCHUTCS TIOJTy4YeHHE HOBOW HH(OPMAITUH, TIO
pe3ysbTaTaM OIIeHKH KOTOPOM BBIITOJIHEHBI MIIK MOTYT OTPEOOBATHCA CIEAYIOLIUE MEPOITPUSITHSL:

BO300HOBIIEHAa paboTa MO paHee 3aKpbITOMY JHMOO OTKJIOHEHHOMY CHUTHAJIYy B pe3ysbTaTe
MOJIy4YeHHUs HOBOW MH(pOpMaInu;

OTIpeeIICHO BO3MOXKHOE KIIMHUYECKU BaKHOE OTIIUYHE XapaKTePUCTHK
UICHTUQUIMPOBAHHOTO PUCKA MO CTETMIEHH TSKECTU HIIM YaCTOThI TPOSABIICHUS (HallpuMep, HOBast
uH(popMalUg TPEANnoyiaraeT BO3MOXKHOCTh OOJiee CEepPhE3HOTO HKCXO0Ja B BHUAC pPa3BUTHUS
MEYCHOYHON HEJAOCTATOYHOCTU IO paHee ONKWCAHHOMY MPOSBIECHUIO B BHJIE TPAH3UTOPHOIO
MOBBIIICHUSI AKTUBHOCTU TIEYCHOYHBIX (DEpPMEHTOB NTHOO Il paHee OMMCAHHON HEUTPOIEeHUU
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MOJTY4EHO COOOIIEHNE O Pa3BUTHUU arpaHyJIONMTO3a C HUCKIIOYCHUEM HHBIX aJbTePHATHBHBIX
MPUYHUH TAHHOTO COCTOSIHUS);

OTpENIETICHO BO3MOXKHOE OTIMYHE XaPaKTEPUCTUK HWICHTU(OUIIMPOBAHHOTO pHCKA TIO
CTENEHU TSAKECTU WM YACTOTE MPOSBICHUS JIJISl ONPEEICHHON MOArPYIIbI MAlIHEHTOB;

npeArnoaracTcss HEOOXOAMMOCTh BHECEHHMs JOIONHEHHH (B ciydae IOATBEPIKICHHS
MOTEHIIMATBFHOTO PHCKA) B TPEJOCTEPEKEHHUS MM OCOObIE YKa3aHWs, MPOTHBOIOKA3AHMSI,
BHECCHHMS M3MCHCHHMM B TOKAa3aHWs WJIM II€JIEBbIE TOMYJSAINUU, JHOO TPHHATHE HHBIX MeEp
MUHUMU3AIHUA PUCKA.

646. Jlep)xkaternieM pPETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JOHKHA OBITh MPEACTaBIICHA B
TabMU4HOM Qopme crenyromas HHGOpMAIMS IO pacCMaTPUBACMBIM WM 3aKPBITHIM 10
COCTOSIHMIO Ha KOHEIl OTYETHOrO TMepuoja CUTHaJaM (B JaHHOM paszjerne ordera Jubo B
IIPWIOKEHNUHU K HEMY ):

KpaTKO€ OMMCAaHUE CUTHAJIA;

JlaTa BBISIBJICHUSI CUTHAJA JIep KaTesIeM PErUCTPallMOHHOIO YA0CTOBEPEHUS;

CTaTyC CHUTHAJIa TI0 COCTOSIHMIO Ha KOHEI[ OTYETHOTO IMepuojaa (paccMaTpUBaeMbli HIIH
3aKpBITHIN);

JaTa 3aKphITUS CUTHANA, €CITH IPUMEHUMO;

KpaTKO€ pe3toMe KIIFOUEBbIX TAHHBIX;

IUTAHBI 110 JAJIbHEUIIIeH OIleHKe CUTHAa,

MIPUHSATHIE WIIN TUTAHUPYEMBIC EHCTBUSI.

647. IlompoOHOE onmcaHue OIEHKH 3aKPBIThIX CUTHAJIOB HE BKJIIIOUACTCS B JAHHBIN pa3zeln
U JIOJDKHO OBITH TpeicTaBieHo B moxpaszzaene 16.2 «OueHka CHUTHAIOB» MEPUOIUYECKOTO
oOHOBIIIEMOT0 oT4YeTa Mo Oe3zonmacHoCcTH. OreHKa HOBOW MH(OpPMAIIUU 10 paHee BBISBICHHBIM
UICHTH(QUIIMPOBAHHBIM WIH MOTECHIMAIBHBIM PHUCKaM, KOTOpas He ObLia OlleHEeHa KaK HOBBIN
CUTHaJI, TpenacraBisercs B moxapaszaene 16.3 «OreHka pHCKOB W HOBOM HH(pOpMAIIHI
MEPHONIECKOT0 OOHOBIISIEMOTO OTUYETA 10 0€30MaCHOCTH.

648. B cnywae ecau Jaep)KaTeleM PETrUCTPALMOHHOTO YAOCTOBEPEHUS IO 3aIlpocy
YIOJHOMOYEHHOTO OpraHa Obllla BBIMOJTHEHA OICHKA OMpEACNICHHOW MPOOIeMbl, CBI3aHHOH C
MIPUMEHEHHUEM JICKapCTBEHHOTO Tperapara M He OLICHMBAEMOW KaK CHTHAJ, U O Pe3ysbTaram
BBHITIOJTHEHHOTO aHAlIM3a HEe TOJTBEPKIECHO OTHECEHUE JaHHOW MPOoOJIeMbl K CUTHAIY, B pa3felie
MpUBOAUTCS 00001IeHHasT HHGOPMAIUS C OTTMCAaHUEM TOJIYYEHHBIX PE3yIbTaTOB OLICHKU. Ecim
M0 pe3yJibTaTaM BBITIOJTHEHHOW OIICHKH MpoOJieMa TOMJICKUT OTHECEHHWI0 K CHUTHajam,
nH(popManus OoJDKHA OBITh BKIIIOUEHA B mojapasnen 16.2 «OneHka curHaiaoB» (B TaOJIUYHBIC
JaHHBIE O CUTHAJIAX) IEPUOANYECKOTO OOHOBIISIEMOTO OTYETA 10 0€30MaCHOCTH.

Paznen 16. Curaajibl M olleHKAa pUCKa

649. llenbio JaHHOTO pa3jena sBIAETCS MPEICTaBICHUE:

KpaTKOTO  pe3lOMe  M3BECTHBIX M HEU3BECTHBIX  XaPaKTEPUCTHK  BAKHBIX
UICHTH(QUIIMPOBAHHBIX, BAXKHBIX MOTCHIIMATBHBIX PUCKOB U OTCYTCTBYIOIIEH WH(OpMALIUU TIO
COCTOSTHUIO Ha HA4aJl0 OTYETHOTO IMEPHOJa B COOTBETCTBUHU C MEPHOIUYCCKUM OOHOBIISICMBIM
OTYETOM 10 0€30I1aCHOCTH;

OIICHKH BCEX 3aKPBITHIX 32 OTUYCTHBIA IMEPHO]] CHTHAJIOB;

OILICHKH HOBOW MH(OpMAlUK O paHee YCTAaHOBIECHHBIX BAXKHBIX UACHTHU(DHIIMPOBAHHBIX U
BRKHBIX TIOTCHITHAIBHBIX PUCKaX;

KpaTkoi HHpopManuu 06 3((HEeKTUBHOCTH MEPONPUATHI 110 MUHUMH3AIMN PUCKOB.

Nudopmanus B TaHHOM pasjeiie He JODKHA AyOIMpOBaTh JaHHBIC, MPEJICTABICHHBIC B
JPYTHUX pa3Jienax MepruoIndeckoro 0OHOBISIEMOro OTUETa 10 0€30MaCHOCTH, U JOJKHA OTPaKaTh
WHTEPIPETAIIMI0 W KPUTHYECKYIO OIEHKY HWMCIONIMXCA JaHHBIX C  (OPMHUPOBAHHEM
XapaKTePUCTHKHU PUCKOB, OIICHUBAEMBIX KaK BaYKHBIE JUIsI JICKAPCTBEHHOTO MIpemapaTa. B paznene,
MpeAHa3HAauYeHHOM JIJIsi TIPENICTaBJICHUS OOOOIICHHOW aHaJIMTHYECKOW HWH(OpManuu, Kak
MPaBWIIO, HE TPeOyeTcs MPEACTaBIATh ONMUCAHUE WHAWBHUYATbHBIX CIIy4aeB, OJIHAKO OIHMCAHUE
KIIMHUYECKOW OICHKH OTHEIBHBIX CIIy4aeB MOXET OBITh OOOCHOBAaHHBIM, €CJIM JaHHBIC CITydan
SIBIITFOTCSI 0Q30BBIMH TSI XapPAKTEPUCTUKU U KIMHHYECKON OLIEHKH MPOSIBIICHUS PHUCKA.

MMoapaznen 16.1. O6o0maromas uagopmanus no npodaemMam 0e30MaACHOCTH
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650. llenpro maHHOTO TOApa3fena SBISETCS MPEICTABICHUE OCHOBHOW 0000IIaroIIeii
nH(OPMALIUY O BKHBIX MPOoOIeMax Mo Oe30MacCHOCTH JICKAPCTBEHHOTO Tperapara ¢ yKa3aHueM
B OTHOLICHUH KaXKJIOTO aclekTa 0e30MacHOCTH CBEICHHM O TOM, Kakas HOBasl OLEHKa JaHHOTO
aCTIEKTa MOXET OBITh BBITIOJIHEHA.

651. [Ipu ompeneneHnu Ba)KHOCTH KaXJOTO M3 ACMEKTOB PUCKA CIEAyEeT NMPUHUMATh BO
BHUMaHUE CJIeAyIoImue (aKkTophI:

a) Cepbe3HOCTh PUCKA, CBSI3aHHOTO C JIEKAPCTBEHHBIM MPENapaToM, C MEAUIIMHCKONW TOUKH
3peHusl, BKIIIOYasl BIUSHUE HA COCTOSIHUE MAI[UEHTOB;

0) yacToTa, MPeACKa3yeMOCThb, TPEAOTBPATUMOCTb U 0OPATUMOCTh PHCKA;

B) IOTEHIIMATBHOE BIUSHUE Ha OOIIECTBEHHOE 37I0POBhE (3AOPOBhE HACENEeHHs) (4acToTa
pHUCKa B MOIYJISILIUK, pa3Mep MOMYJISIUH, TOABEPriIencs BO3CHCTBHIO);

) OIICHKa OOIIECTBEHHON MPUEMIIEMOCTH pHUCKA B CIy4asX BO3MOXXHOTO BIUSHUS
JIEKapCTBEHHOTO TIpernapara Ha OOIIECTBEHHOE 3/I0POBhE (3/I0pOBhE HACEICHUS ) (HAapUMep, OTKa3
OT MIPOTPAMMBI BaKI[UHAIUH ).

652. O6o6maromass  wHGOpMAIUs JOJDKHA TPEACTABIATh HMMEIONIUECS CBEICHHS O
0€30MacHOCTH JIEKaPCTBEHHOTO Tperapara Mo COCTOSHUI0 HAa HAYaIO OTYETHOTO Tepuojaa B
COOTBETCTBHUH C MEPHUOJUUECKHM OOHOBIISIEMBIM OTUYETOM I10 O€30MaCHOCTH U OTPAXKATh:

a) BOKHBIC UICHTU(PUIIMPOBAHHBIC PUCKH;

0) BaKHbBIC TTOTCHITHAIBHBIC PUCKH,

B) OTCYTCTBYIOIIYIO HH(GOPMAITHIO.

653. B OTHOIICHUH JIEKAPCTBEHHBIX IMpENapaToB, HWMEKIHUX CHEHU(UKAIIIO TI0
Oe3omacHocTH, WHGOpMAIUs, BKJIIOYaeMas B JaHHBIM MOJApa3JeN, JO0JDKHA COBMAIATh C
oboOmraromet wHGOpMaNKMei, MPeACTaBICHHON B TEKyIIeH BepcHH CrenuUKau 10
0€30MacHOCTH Ha JaTy Hadajga OTYETHOTO IEpPHOJa B COOTBETCTBHHM C TIEPUOJUYECKUM
OOHOBJISIEMBIM OTYETOM IO 0€30IaCHOCTH.

654. B OTHOIIEHWH JIEKAPCTBEHHBIX IMPEMapaToB, HE HWMEIOMUX CHEIU(PUKAIUN T10
0€30MacHOCTH,  JaHHBIM  TOApa3feNn  JOJDKeH  COoJepKaTh  JaHHble O  BaXKHBIX
UICHTH(QUIIMPOBAHHBIX U MOTCHIIMATBHBIX PUCKAX, a TaKkKe 00 OTCYTCTBYIOIICH HH(OpPMAIIUH,
CBA3aHHOM C MPUMEHEHHEM JIEKapCTBEHHOrO Ipenapara, Ha OCHOBAaHUU  JIaHHBIX
MPEIPETUCTPAIIMOHHOTO M TMOCTPETUCTPAIMOHHOTO TEPHOJa, B TOM YHCIE CICTYIOIIYIO
nHpopMaIuio:

0 BaYKHBIX HEXKEJIATENbHBIX PEaAKIIHSIX;

0 B3aMMO/JICHCTBUU C IPYTMMH JIEKAPCTBEHHBIMU TperiapaTaMu;

O BBISIBJICHHBIX OMIMOKAaX MPUMEHEHUS;

0 B3aUMOJICHCTBUU C MPOIYKTaMH MUTAHUS WIA UHBIMU BELIECTBAMU;

0 pe3ylbTaTax BO3ACHCTBHS Ha OPTraHW3M I[IPU BBINIOJHEHUU MpodeccrnoHaIbHON
NesITeNIbHOCTH;

0 KJIaCCOBBIX (papMaKoIOrHYECKUX dPPeKTax.

Ob6oOmmaronmye CBeAEeHUS MO OTCYTCTBYIONIEH MHGOPMAIMU JTOHKHBI COIEPkKaTh OLICHKY
KPUTUYHOCTH HEJAOCTATKOB B HMMEIOIIMXCS 3HAHWSIX IO OMPEIEICHHBIM acleKTaM Mpoduis
0€30MacCHOCTH ISl LIETIEBBIX MOMYJISLINMN.

Hoapa3nen 16.2. Ouenka curaajna

655. Uadopmarus, npeacTapisieMast B JaHHOM MOApasiesie, J0JDKHA 00001aTh pe3yIbTaThl
OILICHKHM CHTHAJIOB IO OE30MaCHOCTH, KOTOpas Obljia 3aBEepIICHA B OTYETHBIN mepuoi. CUTHabI
MOTYT OBITh 3aKPBITHI 10 PE3yJIbTaTaM BBIIIOJHEHHOW OLIEHKH IO MPUYMHE OTKJIOHEHUS CUTHaIa
00 TOATBEPKACHHSI CUTHAla C OTHECEHHEM €ro K YHWCIY BaXKHBIX TMOTCHUIUATBHBIX WIIH
UICHTUQUIMPOBAHHBIX PHUCKOB. B moapasznen BkiIodaeTcs OLEHKA IO JIBYM KaTerOpusM
CUTHAJIOB:

CUTHaJbl, KOTOpbIE IO pe3yibTaTaM OLEHKU MOTYT OBITb OTHECEHBbl K KaTeropuu
MOTCHIIUATBHBIX WM WACHTU(DUIMPYEMBIX PHCKOB, BKIIIOYas OTCYTCTBUE TEpaleBTHYCCKON
s exTuBHOCTH;

CUTHAJIBI, KOTOPBIE TIO Pe3yJbTaTaM OIIEHKH OBLIM OTKJIOHEHBI KaK JIOXKHBIE CHUTHAIBI Ha
OCHOBAaHMM HAy4YHOW OIICHKH, HMEIOIIelcs Ha JaTy TMpOBEACHHsI MPOLEIypbl OLEHKU
uHpopmanuu. [ Kaxmoil U3 Kareropuil CUrHajJoOB JOJDKHO OBITH NMPEICTaBIEHO MOAPOOHOE
ONMCaHUE C JEeTalbHBIM OOOCHOBAHMEM CJEJIAaHHBIX BBIBOAOB JAepiKaTelil PEruCTPaluOHHOIO
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YAOCTOBEPEHUS MO OTKJIOHEHHIO CHUTHaja JU00 OTHECEHHIO €ro K YHCIy MOTEHLHAIbHBIX WIH
UICHTH(QUIMPOBAHHBIX PUCKOB. OOBEM W CTENEHb JETAM3AIMU MPEACTABISEMOT0 OMUCAHUS
BBITIOJTHEHHON OI[EHKHU CUTHAJIA 3aBUCST OT MEIUIIMHCKOM 3HAUMMOCTH JAHHOTO aclieKTa mpodus
Oe3omacHoCTH  (HAampuUMep,  CEepPhe3HOCTH,  OOPAaTUMOCTH,  HCXOJOB,  IOBBIIIAOIINX
3a0071€Ba€MOCTh, M CMEPTHOCTH), MOTCHIIMAIBHOTO BIUSHUS Ha OOIIECTBEHHOE 370pPOBbE
(3mopoBbe HaceseHwus) (HampuMep, pacpOCTPaHEHHOCTH MTPUMEHEHHSI, YACTOThl U 3HAYUMOCTHU
MPUMEHEHUSI HE B COOTBETCTBUM C OOMIEH XapaKTepUCTUKOW JIEKApCTBEHHOTO Mperapara), a
TaK)Xe CTENEeHU JOCTATOYHOCTH JOKa3aTeNbHOW 0asbl mo curHaiy. [Ipu BKIIFOUEHUU B pazen
JaHHBIX 00 OIICHKE HECKOJbKUX CHUTHAJIOB IO JABYM KATErOpHUSM CIEAyeT NpPEeICTaBIATh
MH(OPMAIIHIO B CICAYIOUICH MOCIeI0BATEILHOCTH:

3aKpBITHIE U JIO)KHBIE CUTHAJIBI;

3aKpBIThIC CUTHAJIBI, OTHECEHHBIC K KATETOPUU BAKHBIX MOTCHIIMATLHBIX PUCKOB;

3aKpbIThIE CUTHAJIbI, OTHECEHHBIE K KATETOPUH BaXKHBIX UICHTU(PHUIIMPOBAHHBIX PUCKOB;

3aKPBIThIC CHTHANBI, OMpeeNsieMble KaK IMOTCHIMAIbHBIE PUCKM W HE OTHECEHHBIC K
KaTEeropuu BaKHBIX;

3aKpPBIThIC CUTHAIIBI, OTIPEIEIIIEMbIe KaK HICHTU(UIIMPOBAHHBIC PUCKH W HE OTHECEHHBIE K
KaTeropuu BaXKHbIX.

O1ieHKa 3aKpBITHIX CUTHAJIOB JI0JDKHA OBITH MIPEACTaBICHA JIM00 C yUeTOM MOKa3aHuH, 1100
C YYETOM MOMYJISIIHMA B CIy4asiX, KOTJa 3TO IPUMEHUMO.

OrneHka curHana MOKET BKITIOYATh B CE0sI OIICHKY JOKIIMHUYECKUX U KIMHHYECKUX TAHHBIX
U JOJKHA OBITh HCYEPIBIBAIOIIEH MO OTHOUIEHHIO K BO3MOKHBIM HCTOYHHMKAM IOJIyYEHUs
uHpOopMaInu.

B pamkax mporiecca ynpaBieHUs CUTHaJIaMH OLIEHKAa CUTHAjIa YIOJHOMOYEHHBIM OpraHOM
MOCIIe MPOBEICHUS CXOHOTO aHATN3a ¥ IPUOPUTH3AIMH CUTHAJIA MIPEICTaBIsIET cOO0¥ mporecc
OLICHKH BCEX MMEIOIIMXCS JaHHBIX O CUTHAJE C LENbI0 ONpeesieHUs HE0OX0IMMOCTH MPUHATHUS
PETYISITOPHBIX MEp.

656. Onucanue OILIGHKHM CHUTHAJOB JIOJDKHO OBITh BKIIOUYEHO B J@HHBIM IOJpa3fen
MEPUOJNYECKOTO OOHOBIIIEMOTO OTYeTa TO OE30MaCHOCTH WM TMPEJICTAaBICHO B BHJE
MPUJIOKEHHUS K OTYETY U COJIepKaTh HH(GOPMALIUIO O CIEAYIOLUIUX aCIeKTax:

a) UCTOYHUK WM MPUIHHA (HOPMHUPOBAHUS CUTHAJIA;

0) 000CHOBaHKE, UMEIOIIICE OTHOIICHHE K OIICHKE;

B) METOJIbI OIICHKH, BKIIFOUAsi UCTOYHUKU JTAHHBIX, KPUTEPUU TIOUCKA (€CIH MPUMEHUMO),
WCIIOIb30BaHHbIE 11 0030pa TepMuHbl MedDRA (Hampumep, TEpMHHBI MPEAIOYTHTEIHHOTO
YPOBHS, TEPMHUHBI  BBICIIETO  YPOBHS, CHCTEMHO-OPT@HHBIM KJacC © T.O.) WIH
CTaHAapTU3UPOBaHHBIX 3apocoB MedDRA) mnbo aHaTuTHYECKHE TTOAXOIBI;

r) pe3ynbTathl (00001meHHass UH(OpMAIHsI) IO UTOTaM KPUTHUYECKOTO aHallW3a JaHHBIX,
paccMaTpuBaeMbIX INpU OIEHKE curHana. B ciywasx, korja 3TO MNPEICTaBIAETCS BaXKHBIM,
pe3yNbTaThl MOTYT BKJIIOYATh ONMUCAHKME CEPUH CIY4YaeB WM WHAWNBUAYAIBHBIN MOKAa3aTeNbHBIMI
Cly4dail HeKeJnaTeIbHON peaKIuu;

1) 00CcyXIIeHue;

€) 3aKJII0UYeHHe, BKIIoYas MpejyiaraeMble A1eCTBUS.

IMoxpa3znen 16.3. Onenka pucKoB U HOBOI HH()OPMALINH

657. JlepxaTenb perucTpallMOHHOTO YIOCTOBEPEHUS JAOJKEH MPEACTABUTh KPUTHUUECKYIO
OLIEHKY HOBOHM WMH(OpMAalMU 32 OTYETHBIM MEpPHOJ] B OTHOLICHUU paHEE BBISBICHHBIX PHCKOB,
KOTOpasi He BKJIIOYEeHA B mojapasaen 16.2 «OreHka CUTHAJIOBY MEPUOANIECKOTO OOHOBIISIEMOTO
oryera no Oe3zomacHocTu. HoBas mHpopmanus o 6€30macHOCTH, KOTOpas MPEICTaBIIsIeT cOOOH
CUTHaJI, B OTHOLIECHUH paHee YCTAaHOBJIECHHOI'O PHCKA WM PaHee OTKIOHEHHBIM CHUTHAJ JIOJDKHA
ObITH IpencTaBiieHa B TabauuHoM (opmaTte W B mozpasaene 16.2 «OreHka CUTHAJIOBY», €Cld
CUTHAJ 3aKpPBIT 32 OTYETHBII NepHUo NEPUOANYECKOTO OOHOBISIEMOT0 OTYeTa MO 0€30MacHOCTH.
B nmanHOM mopapasnene mpencraBiseTcs OOHOBIIEHHas MH(OpPMALUs O paHee yCTaHOBICHHBIX
pHUCKax, KOTOpas He oOlleHHWBaeTcsi Kak curHai. [lpumepamu Takoi uHGpOpMalUU SBISIOTCS
JaHHbIE, KOTOpblE  TMOATBEP)KIAIOT  IOTEHLUMAJIbHBIA  PUCK C  M3MEHEHUEM  €ro
KJIaCCU(UKALIMOHHOTO OTHECEHHMs] Ha HJECHTU(QUIUPOBAHHBIA pPHUCK JHOO  JOMOJHSIOT
XapaKTEPUCTUKY paHee yCTAaHOBIEHHOI'O PHUCKA.

658. HoBas mua(popmarius 1oKHA OBITH IPEACTABIICHA 110 CISAYIOIMINM aCTICKTaM PUCKOB:
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a) BOKHBIX TTOTEHIIUAIbHBIX PUCKOB;

0) BaXHBIX UJICHTHU(PULIUPOBAHHBIX PUCKOB;

B) IPYTUM NOTEHUHUATbHBIM PUCKaM, HE OTHECEHHBIM K KaTeTOpUHU BaXKHBIX;

T) IPYTUM UASHTUPUIIMPOBAHHBIM PHCKaM, HE OTHECEHHBIM K KaTETOPUH BaXKHBIX;

1) OOHOBJICHHE CBEACHUIN 00 OTCYTCTBYIOIICH MHPOPMAIIUH.

659. Ilpu oleHKE OCHOBHOE€ BHUMAHME JOJDKHO OBITH YyNEJIeHO HOBOW HH(OpMaIu,
MOJIyYEHHOH 3a OTYETHBIA Hepuoja, U OOOCHOBAaHHOW HMHTEPIPETALUU BIMSHHS IOJIYYEHHBIX
JAaHHBIX HA TOHUMAaHUE U XapaKTePUCTUKY PHUCKOB. Ha OCHOBaHWH BBHITIOJTHEHHOW OIEHKU
BIIUSTHUSL MOXKET OBITH C/I€TIaHO OOHOBJIEHUE XapaKTEPUCTHKHU BaKHBIX MOTEHIIMATIBHBIX U BaXKHBIX
UICHTH(QUIIMPOBAHHBIX PUCKOB B mozpaszzene 16.4 «XapakTepucTuka pUCKOBY MEPUOTUIECKOTO
OOHOBJISIEMOTO OTYeTa MO OE30MacHOCTH. YPOBEHb JETalIM3alMH MPEACTABIIEMOr0 OMHUCAHUS
BBIITOJIHEHHON OIIEHKH JOJDKEH COOTBETCTBOBATH HMMEIOILIEHCS OKA3aTeJIbHOM 0a3ze 10 ITUM
pHCKaM M 3HAYUMOCTH MX BIUSHHSI Ha OOIIECTBEHHOE 3/I0POBbE (3I0POBhE HACEIICHUS ).

660. Onucanue OIEHKM HOBOW HWHQpOpMAIMK WM OOHOBIEHHE CBEICHUH 00
OTCYTCTBYIOIIEH MHQOPMALMK JOKHO ObITh BKIIIOUEHO B JaHHBIN MOApa3ien NepHOINIecKOro
OOHOBJISIEMOTO OTYeTa MO 0e30MacHOCTH WJIM MPEJCTABICHO B BUJAE MPHIIOKECHUS K OTUETY U
MpelycMaTpuBaTh CIEAYIOIINE aCTIeKTHI:

MCTOYHUK WM IPUIUHY POPMUPOBAHUS CUTHATIA;

000CHOBaHUE, UMEIOIIee OTHOLICHHE K OLEHKE;

METOJIbI OIICHKH, BKIIOYas MCTOYHUKH JAaHHBIX, KPUTEPHUH TOWCKA WM aHAJTUTHYECKUE
MOJIXO/JIBI;

pesynabTatel  (00OOmIeHHass ~ uWH(poOpManMg)  KPUTUYECKOTO  aHaluM3a  JaHHBIX,
paccMaTpuBaeMbIX IIPU OIICHKE CUTHANa;

o0CyXIeHHE;

3aKJII0UYEHHE, BKIII0Yasi BbIBOJ OTHOCUTENBHO MOATBEPKIACHUS U OTKJIOHEHUS OCHOBaHUMN
JUTst OOHOBJICHHSI XapaKTEPUCTUKU BAXKHBIX MOTCHIIMATBHBIX WA UICHTU(OUIIMPOBAHHBIX PHCKOB,
COTJIaCHO OIIEHKE HOBOW MH(OPMAIIMH 32 OTUYETHBIN MIEPUOI.

B monpaznene momxkHa OBITH OTpa)K€HA W KPUTUYECKU OIEHEHA BCS HOBas MHGOpMAIus
OTHOCHUTEINILHO MOMYJIALNNA, KOTOPBIE MOABEPIVINCH BO3JIEHCTBUIO JIEKAPCTBEHHOI'O IpernapaTa B
OTYETHBIN TIEPUOJI, @ TAKIKE IOJDKHBI OBITh IPUBEICHBI JaHHBIE 00 OTCYTCTBYIONICH HH(MOpMALIUN
U yKa3zaHbl HEpelIeHHble Mpobiembl. Bce acmekTbl HeOoNmpeneleHHOCTH AAaHHBIX MOJAJexXat
00BEKTUBHOMY YKa3aHHIO.

IMoapaznen 16.4. XapakTepucTuKa pUCKOB

661. B moapasnene naercs XapaKTepUCTHKA BAXXKHBIX HICHTH()ULIMPOBAHHBIX PUCKOB H
BOXHBIX IOTEHIMAJIbHBIX PHUCKOB HAa OCHOBAaHMM OOOOLICHHBIX [aHHBIX (B TOM YHUCIIE HE
OTPaHUYMBAEMBIX OTUETHBIM IIEPUOIOM) U OMUCHIBACTCS OTCYTCTBYIOIIAs HH(POPMALUS.

662. C yuyeToM HCTOYHHKA JAaHHBIX HWH(OpMaNusg O pUCKaxX JOJDKHA BKIIOYATh B ceOs
CIICAYIOIINE CBEIEHUS (€CIM IPUMEHHMO):

4acToTa;

YHCIIO BBIABJICHHBIX CIy4aeB (YUCIUTENh) M TOYHOCTh OIGHKH C YYETOM HCTOYHHKA
JAHHBIX;

00beM Ha3HA4YCHUH (3HAMEHATENb), BBIPAKCHHBIM KaKk YHCJIO MAIEHTOB, IAIUEHTO-
MecsIIeB (MaMeHTO-JIET) U JIP., U TOYHOCTh OIEHKH,

OLIEHKA OTHOCUTEIIFHOTO PUCKA U €€ TOYHOCTb;

OLIEHKa a0COJIIOTHOT'O PUCKA U €€ TOYHOCTb;

BJIMSIHUE HA MAaIMeHTa (CHMITOMBI, KAYeCTBO U KOJIMYECTBO JIET )KU3HHU);

BIIMSIHHE HAa OOIIECTBEHHOE 37/0POBBE (3/I0pPOBhE HACETIECHNUS);

¢baxTopsl pHrcKa (HampuMep, WHAMBHUIYaJIbHBIE (PAKTOPBI PHCKa: BO3PACT, OEPEMEHHOCTD,
NEepuoJl JIaKTalluM, HapylleHWe (QYHKIMM [E€YEHW MM IOYeK, 3HauuMas COIyTCTBYHOILAs
MATOJIOTHA, CTENEHb TSHKECTH 3a00JIeBaHUM, T€HETHUECKUH moimMopdu3M, pacoBas U (M)
THUYECKAs! IPUHAJICKHOCTBD);

J103a, CII0CO0 BBCACHUS,

IIPOAOIKUTEIBHOCTD JICUSHMSI, IEPUO]] PUCKA;

NPEJOTBPATUMOCTh (OLICHMBAETCSl TPEACKAa3yeMOCTh, BO3MOXKHOCTb MOHHMTOPUPOBATH
COCTOSIHUE 110 MHUKAaTOPHBIM CUMIITOMaM WM J1a00paTOpHbIM apaMeTpam);
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00paTUMOCTh;

MOTEHIIUATHHBIA MEXaHU3M,;

YPOBEHb JIOKA3aTEIFHOCTH M HEONPEACICHHOCTH, BKIIOYAs aHAIHM3 IMPOTUBOPEYAIINX
(akToB (IpU HATTUYUN).

B ciryuae eciiu oTcyTeTBYIOIIas HH(GOpMAITHS OIIEHUBACTCS KaK BayKHAsI, COOTBETCTBYIOIIHE
CBEIEHUS BKIIOYAIOTCS B IepeueHb npobiem mo Oe3omacHocTH. MHpopmamus mnomiexur
MPEJCTAaBICHUIO C yKa3aHWEM OTPaHWYCHWH WMeromieiicss 0a3bl JaHHBIX (C y4ETOM 4YHCIIa
MAI[MEHTOB, BKJIIOYCHHBIX B HCCIECNOBAaHUS, KyMYJISTUBHOTO BO3ICHCTBHS WM JUIUTEIHHOTO
MPUMEHEHHSI U IPYTHX OTPaHUYCHUH ).

663. [Ipy MOATOTOBKE MEPUOIUIECKOTO OOHOBISEMOrO OTYETa MO OE30MaCHOCTH IS
JICKApCTBEHHBIX MPEMapaToB ¢ HECKOJIBKHUMHU IMOKa3aHUSMH, (POPMAaMHU BBITYCKa HITH CIIOCOOAMHU
BBEJICHUS B CIIy4ae HaJIW4YUs CYMIECTBEHHBIX pa3lUYuid MO0 HIACHTUPUIIUPOBAHHBIM U
MOTEHIMAFHBIM PHCKaM MOXXET OBITh OOOCHOBAaHHBIM MPEJCTABICHHE IAHHBIX IO PHCKAM
OTIENBHO IO MOKa3aHUsAM, (popMaMm BBINTyCKa MM crioco0am BBeaeHUs. B ordyere Moxer OBITh
MPECTaBIICHA Cleytoasi HHQOpMAIHs:

a) PUCKH, XapaKTEepHBIE [Tl EHCTBYIOIIETO BEIIECTBA;

0) pUCKH, XapaKTEpHBIC MJIsi OMPESICHHBIX (OPM BBIMYCKAa HIIA CIHOCOOOB BBEICHUS
(BKITIOUAs BO3/IEHCTBHE NIPU BBIMOJIHEHUH POPECCUOHATBHOMN 1S TEbHOCTH);

B) PUCKH, XapaKTEPHBIC IJIsl ONPEICIICHHBIX MOIYJISINHT;

I') PUCKH, CBSI3aHHBIE C TPUMEHEHHEM 0e3 Ha3HaueHUs Bpaya (1715 IeHCTBYIONINX BEIECTB,
KOTOPBIC MIPEACTABICHBI B (DOpMax, OTITYCKAaeMBIX 1O PEIENTy U 0e3 perenTa).

Hoapa3nen 16.5. IppekTHBHOCTH MEp MUHUMU3AIUN PUCKA (€CJIU TPUMEHUMO)

664. Mepbl MHHUMH3AIMM pPUCKA BKJIIOYAIOT B CeOsl JEHCTBHs, HampaBiIeHHBIC Ha
MPEIOTBPALICHUE HEXKENATeIbHBIX PEaKIHid, CBA3aHHBIX C BO3JCHCTBHEM JIEKAPCTBEHHOTO
npemnaparta, 1100 CHUKEHHE CTEMeHH UX TSKeCTH. Llenbro qesTenbHOCTH 0 MUHUMU3ALUN pUCKa
SBIIICTCS. CHIDKEHUE BEPOATHOCTH PA3BUTUS WM CTEICHH TSDKECTH  HEXKENaTelIbHBIX
JIEKapCTBEHHBIX peakuuii. Mepbl MUHMMH3AMM PUCKA BKJIIOYAIOT B Ce0S PYTUHHBIE MEpPHI
(Hampumep, W3MEHEHHs] B OOMIEH XapaKTepUCTHKE JICKAPCTBEHHOTO IIpermapara) WId
JIOTIOJTHUTENbHBIE MEPHI (HalpuMep, HEMOCPEACTBEHHOE o0pallleHHe K CIEeUaINCTaM CHUCTEMbI
3IpaBOOXpaHEHUs, MOATOTOBKA M PaCIpOCTpaHEHUE 00pa30BaTEIbHBIX MATEPHAIIOB).

665. B monpasnene 10KHBI OBITh MPEICTABIECHBI PE3YIIbTaThl OIIEHKH A (PEKTUBHOCTH MEP
MUHUMU3ALNN prcKa. B 0000IIeHHOM BUJIE MPEACTABISETCS COOTBETCTBYIOAsI HH(pOpMaLus 00
3¢ pexTUBHOCTH U (WMJTM) OTPAHUUYEHHUAX KOHKPETHBIX MEP MHUHHMM3AIMU PUCKA B OTHOIICHHUH
BRXHBIX HJICHTU(QUIIMPOBAHHBIX PHUCKOB, KOTOpas Oblia IMOJTy4YeHA 3a OTUETHBIM MEPUO.
Pe3ynbTaTsl BhIMOIHEHHS OLEHKH 3()(PEKTUBHOCTH MEp MUHHUMH3AIUU PUCKA, MOTYYEHHbIE B
OJTHOM TOCY/IapCTBE-UICHE, KOTOPbIE MOTYT OBITH TOJIE3HBI U MCIIOJIB30BAHBI MIPU PEATU3AINH B
IPYTUX TOCYyIapCcTBax-uJieHaX, SBISIOTCA BaKHBIMH M TIOJUIEKAT MPEJICTABICHUIO B OTYETE.
PesynbTarel omeHkH 3PQPEKTUBHOCTH MEpP MUHUMH3AIUU PHUCKA, KOTOPHIE OBUIH MOJTYYCHBI B
OTJIEIbHOM PETHOHE 3a OTYETHBIH MEPUOM, MPEICTABISIIOTCS B PErHOHATBHOM MPUIIOKEHUU K
OTYETY.

Pa3zgen 17. Onenka nmojnb3nl

666. B nmanHoM pasgene B moapasznenax 17.1 «Baxnas OasucHas uHpopmanus o0
¢ dexTuBHOCTH JIeKapCTBEHHOTO mpemapara» u 17.2 «HoBas BbeisiBIeHHas wHbopMamus 00
3G PEKTUBHOCTH JICKAPCTBEHHOTO Iperaparay MpeCcTaBisieTCss OCHOBHASA M HOBasi HH(pOpMAaIH
00 »(ddexkTuBHOCTH JIeKApCTBEHHOTO Tpemnapara, (GopMUpYOIIas XapaKTEPUCTUKY TOJb3bI
JICKapCTBEHHOTO Iperapara, ONMCaHne KOTOPOW MOJUICKHUT MPEACTaBICHUIO B moapaszaene 17.3
«XapaKTepuCTUKa TMOJB3bl» C TOCIEAYIONIMM BKJIIOUYEHHEM B HHTETPHPOBAHHYIO OICHKY
COOTHOILICHUS «I0JIb3a — PUCK» JIGKAPCTBEHHOTO Mpernapara B pasznene 18 «MHTerpupoBaHHBIN
aHaJIN3 COOTHOIIEHHSI «IT0JIb3a — PUCK» MO 0I0OPEHHBIM TTOKAa3aHUSIM).

IMoapasznen 17.1. Baxxnas 60asucHasi uHQopmanust 00 3PpGeKTHBHOCTH JTEKAPCTBEHHOI 0
npenapara
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667. B nmaHHOM TIOApa3zelie MPEACTABISAETCS OCHOBHAas WHGOpMAIUs, Kacaromascs
3G (HEeKTHBHOCTH JIGKAPCTBEHHOTO IMpermapaTa B XOJ€ KIMHUYECKHX WCCIEAOBAHUNW W TIpU
MPUMEHEHUH B MEIUIIMHCKOM MpaKTHKe (Ha Ha4yajio oTyeTHOro nepuona). lannas unpopmanus
JOJDKHA HMMETh OTHOIICHHE K OJOOpPCHHBIM TMOKa3aHUSM K MPUMEHEHHIO, BKIIOYCHHBIM B
CIPaBOYHYIO HH(OPMALIKIO 10 JIEKAPCTBEHHOMY Tpernapary.

668. [lnie  1eKapCTBEHHBIX IIpernaparoB C HECKOJbKMMM IOKa3aHUSMH, LIE€JIEBBIMU
nonyJsnusaMu U (WIHM) croco0aMu BBEIEHHUS II0JIb3a JIOJDKHA OBITh OXapakTepU30BaHA B
OTJIETBPHOCTH 10 KAXKAOMY (haKTopy.

669. Jns nexapCTBEHHBIX MpENapaToB, Y KOTOPHIX 3a OTUYETHBIN MEPHUO]] OBLITN BBISBICHBI
CYIIECTBEHHBIE M3MEHEHUS Npoduist 6e30macHOCTH Wi 3(G(EKTUBHOCTH, JaHHBIA MOJpa3el
JOJDKEH BKJIIOYaTh B ceOs JOCTaTOYHYH HWH(OpManuioo st 0O0OCHOBAaHUS OOHOBJICHHOM
XapaKTePUCTHKU TIOJIb3bl JIEKAPCTBEHHOTO TIperapara, OTpaXXeHHOW B moapasmene 17.3
«XapakTepucTUKa TOJB3bD» IMEPUOJUYECKOTO OOHOBIIEMOTO OTYeTa M0 Oe30MacHOCTH.
CopepxaHue W CTENECHb JeTalu3aluu WH(OOPMAILUU, TPEJCTABICHHON B JaHHOM MOJApa3Jele,
JOJDKHA OBITH JTIOCTATOYHOHN JJIT OOOCHOBAHMS XapaKTEPUCTHUKHU TOJIB3BI B mojapaszaene 17.3
«XapakTepucTUKa TMOJIB3bD» W OIEHKA COOTHOIICHHS «IOJbh3a— PHUCK» B mojapasaene 18
«MHTEerpupOBaHHBIN aHATN3 COOTHOUICHHS «II0Jb3a — PUCK» MO OJ0OpEHHBIM MOKa3aHUSM» U
MOJKET BKIFOUaTh (MIPU HEOOXOAMMOCTH) CIEIYIONINE aCTIEKTHI:

a) SMHUIEMHUOJIOTHS U POUCXOXKICHHE 3a00JICBaHMS;

0) XapakTepuCTUKa  TOJIb3bl  (HAmpUMep, JOWArHOCTUYecKas, MNpoduiIaKTU4YecKas,
CUMITTOMAaTHYECKast, 00JIe3Hb-MOAUPHUITUPYIOIIIAs);

B) BOKHBIE KOHEUYHBIC TOYKH, MOATBEPKIAIONINE TONb3Y (HAmpUMep, BIUSHUE Ha
CMEpPTHOCTb, CHMITOMATHKY, UCXO/IbI);

r) Joka3aTenbeTBa AP(HEKTUBHOCTH B KIMHUYECKUX HCCICNOBAHUSAX W MEIUIIMHCKOU
MPaKTUKE [0 CPAaBHEHMIO C MpernapaToM CpaBHEHHUs (HallpUMep, CPaBHUTEIbHbIE KIMHUYECKUE
WCCJICTIOBAHMS C aKTUBHBIM KOHTPOJIEM, METaaHaN3bl, 00CEPBAIMOHHBIE HCCIIETOBAHN);

1) TEHACHIIMU U (WJIM) I0KA3aTeNbCTBA MOJIb3bI IO BaKHBIM MOMYJISIIIMOHHBIM MOATPYIIIIaM
(HampuMmep, BO3PACTHBIM, TOJNIOBBIM, O3THHUYECKHUM), IO CTENEHH TSKECTH 3a00JIeBaHUS,
TeHETUYECKOMY MOJIUMOpPGU3MY B CiIydae, €Clid 3TO UMEET OTHOLIEHUE K OLIEHKE COOTHOILIECHUS
«TI0JTh3a — PUCKY.

Hoapa3znen 17.2. HoBas BbisiBJIeHHass uH(popmanusa 00 d3pdexTuBHOCTH

670. JIs1 HEKOTOPBIX JIEKAPCTBEHHBIX IPENapaToB 3a OTYETHBIA MEPUOJ MOXKET OBITh
nonydeHa HoBas wuHpopmarus 00 3h(PEKTHUBHOCTH B KIWHUYECKHX HCCICAOBAHUAX U
MEIULIUHCKOW TpPaKTUKe, KOTOpas JOJDKHA OBITh IpeAcTaBlieHa B JAaHHOM Mmoppaszene. B
OTHOIICHUU OJOOpPEHHBIX IOKa3aHUN K MPUMEHEHHIO MOKET ObITh MpPEJCTaBI€Ha HOBAas
uHpopmanus 00 >PPEeKTHUBHOCTH NPH NPUMEHEHHU B YCIOBHSIX pEaTbHOW MEIUIIMHCKOM
npakTuku (npu Hamuuuun). Madopmarusa o gokaszarenbHON 0a3e B OTHOLIEHWH HEOIOOPEHHBIX
MOKa3aHUH 10 MPUMEHEHUIO HE BKIIIOYACTCS B pasfell B Clyyae, €ClId 3TO UMEET OTHOIIEHHUE K
OLIEHKE COOTHOIICHHUS «I10JIb3a — PUCK.

671. Uadopmarus 06 3h(HeKTHBHOCTH JICKAPCTBEHHOTO Mperapara Mpyu NPUMEHEHUH IO
HOBBIM TIOKa3aHUSIM, KOTOpbIE ObUIM OJI0OpEHBI Ha MPOTSIKEHUH OTYETHOIO MEepUOoa, TaKKe
MOJUIEKHUT OTPAKEHHIO B JaHHOM moppaszaene. ConepkaHue M CTENEHb JIeTaTU3aliH
nH(popMaluy, TPeICTaBICHHON B MOapasjene, JoJKHAa ObITh TOCTAaTOYHOM i 000CHOBaHUS
XapaKTepUCTUKH MOJIB3bI B ojpaszaene 17.3 «XapakTepucTHKa Moyib3bh» U OLIEHKH COOTHOILICHHS
«110Jb3a — pUCK» B moapaszfaene 18 «HrerpupoBaHHasi OleHKa COOTHOILIEHUS «I10JIb3a — PUCK)»
JICKapCTBEHHOTO Mpernaparay nepruoanyeckoro 0OHOBISIEMOT0 OT4eTa 1Mo 0€30MacHOCTH.

672. Ocoboe BHUMaHHE B MOAPA3LIe YASISICTCS BaKIIMHAM, IPOTUBOMUKPOOHBIM M HHBIM
mpenaparaM, Ui KOTOPBIX HW3MEHEHMS TEepaneBTHMUYECKOW CpeAbl MOTYyT TMOBIMATH Ha
COOTHOIIEHHUE «I0JIb3a — PUCK» C TEUEHHEM BPEMEHHU.

IToapasnen 17.3. XapakTepucTuka nojab3bl

673. B moapaszaene npeacTaBiseTcsi 00beIMHEHHAs: WH(pOpMaIns, Kacaromascsi OCHOBHBIX
1 HOBBIX JAHHBIX O TepaHeBTquCKOﬁ I10JIB3C, KOTOpBIG CTaJIu U3BCCTHHI 3a OT‘-IGTHBIﬁ Hepno;[ (HO
0JIOOPEHHBIM TTOKA3aHUSM).
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674. B cimyuyae OTCYTCTBHSI HOBBIX JAaHHBIX MO MPOoQuiro 3HEKTUBHOCTH U OTCYTCTBUS
3HAYUTENbHBIX M3MEHEHMH Mpopumis Oe30MacHOCTH JAaHHBIA MOJpa3/eN JOJDKEH COIepXkKaTb
cchuUTKy Ha moapasnaen 17.1 «Baxxnas 6azucnHas nundopmarnus 00 3pheKTHBHOCTH JIEKaPCTBEHHOTO
npernapara, MoJy4yeHHas B XOJle KIMHUYECKUX HCCIICAOBAaHUN M MPUMEHEHHUS B MEIMIIMHCKOM
MPAKTUKE» MEPUOINYECKOT0 OOHOBIISIEMOr0 OTUEeTa M0 OE30MaCHOCTH.

675.B cnyyae ecnu 3a OTYETHBIM Mepuoja ObUla MoslydeHa HOBas WHpopManus o
TEparneBTUUECKOH Moyb3e U He ObLIO 3HAUMMbIX M3MEHEHUN Mpoduiisi 6€30MacHOCTH, B pa3Jiene
KpaTKoO MPUBOAUTCS 00beAnHEHHAast HH(popMaIys 00 OCHOBHBIX U HOBBIX JJAaHHBIX.

676. B cinyyae Hamuuus CYyIIECTBEHHBIX HW3MEHEHHH mpoduis 0e30macHOCTH 00
MOJIy4eHUsST  HOBBIX  JAHHBIX, NPEANOJATalolUX  3HAYUTEIBHO  MEHBIIUN  ypOBEHb
TEparneBTUYECKON MOJb3bl MO CPABHEHHMIO C M3HAYAJIbHO IMPOJIEMOHCTPUPOBAHHBIM, B JTaHHOM
MoJIpa3ziene J0JDKHA OBITh NMpHUBEIEHA KpaTKas KPUTHYECKas OIEHKAa JoKa3aTeIbHOW 0asbl 1o
6e3omacHOCTH U 3PHEKTUBHOCTH B X0J1€ KITMHUUYECKUX UCCIET0BAaHUN U METUIIMHCKOM MTPaKTUKU
C yKazaHueM cienyromeii nHhopMaIim:

a) KpaTKoe OIKMCAaHHWE [0KAa3aTelIbHOIO0 YPOBHSA JAHHBIX O TEpPANeBTUUYECKONW I0JIb3e
(MpOBOAMUTCS OILIEHKAa CPABHUTENBHOTO acrekra 3(PQGEKTUBHOCTH, CTENEHU BBIPAKEHHOCTU
a¢dexra, NPaBUIBHOCTH CTAaTUCTUYECKOW 0OpabOTKHM, CiaObIX ¥ CHJIBHBIX AaCIEKTOB
METOOJIOTHH, COOTBETCTBHSI JAHHBIX B PA3HBIX HCCIIECIOBAHUSAX );

0) HOBBIE CBEJEHUS, MOCTABUBILKE IO COMHEHHE CYppOraTHbIE KOHEYHBIE TOYKU (MIPHU
HaJIUYUH ),

B) KIIMHWYECKasi 3HAYNMMOCTh BBIPAKEHHOCTH TEpaneBTUYECKOTO Y PekTa;

') BO3MOXHOCTh 0000IIeHNsT MHPOpPMAIMK O TepaneBTHYECKOM 3¢ ¢deKTe y IeIeBbIX
noArpynn (Hampumep, uHGopMaIys 0 HETOCTATOYHOCTH TEPANEBTUYECKOTO (D deKTa B KaKOu-
100 MOMyJISILIMOHHOM MOJATrpyIIe);

1) aJIeKBaTHOCTh XapaKTEPUCTUKHU «J103a — TEPATNIEBTUYECKUN OTBETY;

€) IPOJIOIDKUTEIHHOCTH 3 (heKTa;

) cpaBHHUTENbHAS 3P HEKTUBHOCTB;

3) OIpeNiesieHue CTENEeHH, B KOTOpPOH HaHHbIE 00 3((EeKTUBHOCTH, IOJIYYCHHBIC B
pe3ynbTare KIMHUYECKUX HCCIIEJOBAHMUM, MOTYT ObITh OOOOIIEHBI C Y4YETOM MOMYJSLUH, MO
OTHOILIEHUIO K KOTOPOH IPUMEHSETCS JICKAPCTBEHHBIN IIpenapar B MEAULIMHCKOMN MPAKTHKE.

Paznen 18. UHTEerpupoBaHHbIN AHAJIU3 COOTHOILIEHUS I0JIb3a — PUCK M0 000PEeHHBIM
NMOKA3aHUAM

677. B manHOM paznene Jep)KaTeieM PEerucTPallMOHHOTO YIOCTOBEPEHHUS JOKHA OBITH
npencTaBicHa 000OIEeHHAas OIEHKA TMOJb3bl M PUCKA JIGKAPCTBEHHOTO IMpermapara MpH €ro
MPUMEHEHUU B KJIMHUYECKOH npakTuke. [IpeacTaBisioTcst KpuTHUEeCKHi aHanu3 U 00beAMHEHHAs
uH(popManUsg HA OCHOBE MAHHBIX NPEIBIIYNIMX pa3/lIelioB B YacTH TONB3BI U pHUCKa 0e3
nyonupoBaHusi nH(pOpMaIuu, coaepxarieics B moapazaenax 16.3 «OmeHka pucKoB M HOBOU
uHpopmanun» u 16.4 «XapakTepucTUKa IMOJIB3bD MEPHUOJUUECKOr0 OOHOBISIEMOTO OTYEeTa IO
0€301MacHOCTH.

Moapa3nen 18.1. UHTerpupoBaHHbIN AHAJIN3 B KOHTEKCTE COOTHONIEHHS «MO0JIb3a — PHCK»
(BKJII0YASI MEAUUIMHCKYIO OTPEOHOCTH U Ba’KHbIE AJIbTEPHATUBBI)

678.B nmaHHOM ToOapa3iene TPEACTABISICTCS KPaTKoe ONHCAHWE MEIUIIUHCKON
MOTPEOHOCTH B JICKAPCTBEHHOM TIperapare mo oJ00peHHBIM MOKa3aHUsIM, 0000IIEHHOE C YYETOM
AJIBTCPHATUB WJIK AJIbTCPHATUBHOI'O JICUCHUS (MGI[I/IKaMeHTOBHBIX, XUPYPTHYCCKUX HJIN HUHBIX
METOIOB, BKJIFOUYAsi OTCYTCTBHE JICUCHHUS).

IToapasnen 18.2. Onenka npoueaypsl AaHAJIN3a COOTHOLICHHUS «I0JIb3a — PUCK»

679. COOTHOIIIEHHE «I0JIb3a — PUCK» HMEET Pa3IMYHOE€ 3HAYECHHE B 3aBUCHUMOCTH OT
IOKa3aHui Hu IIEJIEBBIX HOHyJDII.IHfI. CHGI[OB&TG.HBHO, UL JICKAPCTBCHHBIX IIPCIaparTos,
3aperuCTPUPOBAHHBIX 10 HECKOJbKUM IOKa3aHUSIM, COOTHOILIEHUE «IO0Jb3a — PUCK» TOJIKHO
OBITH OIICHEHO OT/AEJBHO IO KaXJI0MYy MOKa3aHUI0. B ciydyae HaIM4Ms CyIeCTBEHHBIX Pa3Inyui
COOTHOIIEHUS «I0JIb3a — PUCK» MEXKIY MOArPyNIaMH B paMKax OJHOT0 OKa3aHUs OLIEHKA ATOr0
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COOTHOILEHUS «I0Jb3a — PUCK» JJOJDKHA OBITh IMPEICTABIEHA OTJEIBHO U /IS MOMYJISIMOHHbBIX
MOArpYI (€CIH MPEACTABIAETCS BO3MOKHBIM).

680. B moapa3nene nomkHa OBITH MPEICTaBIICHa OCHOBHAs MH(OpMaIus B OTHOIICHUH
OLIEHKH T10JIb3bl U PUCKOB:

a) KJIo4eBas MHQPOpMalUs O IOJIb3€ M PHUCKE, MPEACTaBICHHAs B IPEILIECTBYIOIIUX
paszznenax, 0ObeAMHEHHAs C IIeJIbI0 OLIEHKU UX COOTHOILICHHUS,

0) olleHKa  KOHTEKCTa TMPUMEHEHHUS  JICKapCTBEHHOTO  Mpermapara  (W3JICUYCHHE,
npoUIaKTUKa, TUArHOCTHKA), CTENEHH TSDKECTH W CEPbEe3HOCTH 3a00JIeBaHUs, IEJIEBOM
nonyJsAuuyd  (OTHOCUTENBHO  3[0POBBIE, C XPOHMUYECKUMH  3a00JI€BaHUSMH, PEIKUMU
COCTOSIHUSIMHU );

B)B OTHOIIEHUH TIIOJIb3bl — OLEHKAa €€ XapakTepa, KIMHUYECKOW 3HAa4MMOCTH,
MPOJOIDKUTETBHOCTH M BRIPAXKEHHOCTH 3((eKTa, BOSMOXKHOCTH PACIPOCTPAHEHUS TTOTyIEHHBIX
JAHHBIX Ha BCIO MOIYJIALUIO, 10Ka3aTeIbCTBO 3(PPEKTUBHOCTH y MAILIMEHTOB, HE OTBEUYAIOIINX Ha
JIbTEPHATUBHOE JIEUEHUE, NHIMBUAYaIbHbIE ACIIEKTHI I10JIb3bI;

I) B OTHOIIEHUH PHUCKA— OLEHKAa KIMHUYECKOW 3HAUYUMOCTH (HAIpUMeEp, XapakTep
TOKCHYHOCTH, CEPbE3HOCTb, YaCTOTa, MPEJCKa3yeMOCTb, MPEAOTBPATUMOCTb, OOPAaTUMOCTH,
BIMSIHME Ha TMAIMEeHTa), B TOM 4YHCJIE acleKTOB pPHCKA, CBA3AHHBIX C IPUMEHEHHEM
JICKApCTBEHHOTO Iperapara He B COOTBETCTBHHU C MOKa3aHUSIMU, BKIIOUEHHBIMH B 0JIOOPEHHYIO
O0IIyI0 XapaKTEpUCTHUKY JIEKAPCTBEHHOI'O Ipernapara, NPUMEHEHHEM 110 HeoJ0OpEeHHBIM
MOKa3aHUsIM WIM y HEOJOOPEHHBIX MOMYyJSANUN B paMKaxX KIMHHYECKUX HCCIEIOBaHUN H
HENPaBUIbHBIM IPUMEHEHHEM;

) npu  (OPMYJIMPOBKE OICHKH COOTHOIIEHHS «II0JIb3a — PUCK» — CJIa0ble W CUJIbHBIC
CTOPOHBI, & TaKXe HEONpPEJEeNCHHOCTh J0Ka3aTeJbHOM 0a3bl B 4YacTH IMOJb3bl U PUCKOB C
OINMCaHWEM MX BJIMSHHUS Ha OICHKY (C yKa3aHHEM XapaKTEPUCTUKU OTPAHUYCHUN BBITIOJTHEHHOU
OIICHKH).

681. [lni1 OLEHKH COOTHOLIEHHS «IIOJIb3a— PUCK» TMPEACTABIAIOTCA ONUCAaHUE U
apryMeHTalus UCII0JIb3yeMON METOJI0JIOTHH, a TAK)Ke CeayroIas HHPopMaLus:

MPEIIOI0KEHUS, KOTOPhIe TOATBEPKIAIOT CIECIAHHBIA BBIBOJ 00 OLIEHKE COOTHOIICHHS
«I10J1b3a — PUCK»;

KOMMEHTapUHU OTHOCHUTEIBLHO BO3MO>KHOCTH BBIPAKEHUS IOJb3bl U pUCKA B TOM BHJE,
KOTOPBIN MCIOJIB30BaH ISl IPEACTABICHUS U BO3MOKHOCTH MX COIIOCTaBJICHUS;

B CJIyd4ae rpecTaBieHus (hOpMabHOM KOJTMUECTBEHHOM HITN MOTYKOIMYECTBEHHON OIICHKH
COOTHOILIEHUS — BKJIIOYaeTcs 0000IIEHHOE ONUCAaHNE METO0B OLIEHKH.

DKOHOMHYECKasi OLeHKa (Hampumep, «CTOMMOCTb— 3((EKTUBHOCTH») HE JOJDKHA
paccMaTpUBaThCS TP OLIEHKE COOTHOIIEHUS «I0JIb3a — PUCKY.

B cnyuae nmonydenust BaxHONH HOBOW MH(pOpPMAIMK UM TIPU MOATOTOBKE MEPUOTUIECKOTO
OOHOBJISIEMOI0 OTYeTa MO OE30MaCHOCTH IO 3aIpocy YNOJIHOMOYEHHOIO OpraHa JAep)KaresieM
PETUCTPALIMOHHOIO yIOCTOBEPEHMS JOJDKHA BBIMOIHATHCS JETANbHAs OLEHKA COOTHOIICHMS
«I10JIb3a — PUCK» HAa OCHOBAHUU KyMYJISITUBHBIX JaHHBIX O IIOJIb3€ M pUCKax. B ciydae ecnu 3a
OTYETHBIN Mepuo/ ObUIa MOTydYeHa He3HAYUTEIbHAs HOBask MH(OpMAIlHs, OLIEHKAa COOTHOLICHHUS
«T10J1b3a — PUCK»» JI0J’KHA OBITh HAIIPABJICHA HA OLIEHKY OOHOBJIEHHBIX IaHHBIX 110 O€30M1aCHOCTH,
IIOJIyYE€HHBIX 32 OTUETHBIN NEPUOJ.

Pazgen 19. 3akioueHue nepuoan4ecKoro 00HOBJIAEMOro 0TYETA M0 0e30MACHOCTH U
npeasiaraeMble nocjaeaywuue 1eicTBus

682. 3aKIIOYUTENbHBINA pa3zie] MePUOIUIECKOr0 OOHOBIISIEMOTO OTYeTa MO0 O€30MacHOCTH
JOJIDKCH coz[epmaTb 3aKJIFOYCHUEC O BJIMAHUU HOBOﬁ HH(bOpMaHHH, BBIHBH@HHOﬁ B OT‘ICTHBIﬁ
nmepuoja, Ha OONIYI0 OIEHKY COOTHOIICHHUS «I0Jh3a — PHUCK» MO0 KaXIOMYy OJ00pEHHOMY
IIOKa3aHHIO, a TAKXKC 110 HOI[prrIHaM ITaIfTMCHTOB (ecnn HpI/IMeHI/IMO).

683. OCHOBBIBasICh Ha OIIEHKE KYMYJISITUBHBIX JIaHHBIX 1O O€30MacHOCTH W aHAIHU3y
COOTHOIIEHUS «I10JIb3a — PUCK», AepPKaTEIb PErUCTPALIMOHHOTO YIOCTOBEPEHUS JOJIKEH OLIEHUTh
HEOOXOAUMOCTh M3MEHEHHUS CIpPaBOYHOW WH(GOPMAIIMU O JICKAPCTBEHHOM IIpernapare u
Hpe,Z[.HO)KI/ITI: COOTBGTCTByIOH_II/Ie NU3MCHCHU.

684. Ilpy HEOOXOAUMOCTH 3aKJIFOYCHHE JIOJDKHO BKIIOYATh B Ce€0s TMpeaBapUTEIbHBIC
Hpe,Z[.HO)KeHI/IH 110 OIITUMHU3aAIIUU UIIN I[&JIBHGﬁI.HCfI OIICHKE COOTHOUICHUS «I10JIb3a — pI/ICK», B TOM
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qyciae Mepbl MHMHMMHU3ALUU PUCKA, C LEIbI0 HUX MOCIEAYIOIIEro OOCYXKIEHUS C
YIOJHOMOYEHHBIMU OPraHaMU I'OCY1apCTB-UWIECHOB.

685. B oTHOIIEHNH JIEKApCTBEHHBIX IMPENapaToB, UMEIOMUX IUIaH 10 GapMaKOHAI30py H
MUHHMM3ALHAN PUCKOB, MPEJIOKEHHS TI0 U3MEHEHHSIM, B Cllyyae OnpeesieHUs] He00X0IMMOCTH,
JOJKHBI OBITh BKJIFOUEHBI B IJIaH.

686. Ha ocCHOBaHMM OIICHKM KyMYJISITUBHBIX JaHHBIX I10 O€30MaCHOCTH U OICHKH
COOTHOILIEHUS «I10JIb3a — PUCK» AEprKaTellb PErUCTPALlMOHHOIO YIOCTOBEPEHUS JOJDKEH CAEIaTh
B IEPUOAMYECKOM OOHOBIIIEMOM OTYeTe IO OE30MaCHOCTH 3aKIIOYEHHE OTHOCUTEIBHO
HE00XOMMOCTH BHECEHUSI H3MEHEHHH B CIIPaBOYHYIO HH(OPMALIHIO O JIEKapCTBEHHOM Ipernapare
U (WIM) BBIOJHEHHSI JOMOJHUTEIBHBIX MEPONPUATHHA M0 (hapMaKOHAA30py MM MUHUMHU3AIUH
puckoB. [IpennaraemMble N3MEHEHMs 1151 BHECEHUS B CIIPAaBOYHYIO MH(POPMALIUIO O IPUMEHEHUU
JIEKapCTBEHHOTO Ipenapata (0011as XapakTepuCcTHKa JEKapCTBEHHOTO TpernapaTa U HHCTPYKIIHS
110 MEAULIUHCKOMY NPUMEHEHHI0) JOJKHBI OBbITh OMMCAaHbl B JAHHOM Pa3Jele.

Pa3nea 20. IIpniioxkennst K nepuogu4ecKoOMy 0OHOBJISIEMOMY O0TYeTy 110 0€30IacHOCTH

687. JlaHHBIN pa3zen JOJKEH BKIIOYATh B CEOSI MPHIIOKEHUS, COACPIKAIIHUE CIIECIYIONIYIO
uHpOPMAIIHIO:

a) crpaBoyHas HH(opMaIus;

0) oboOmartonme TaONMYHBIE JAHHBIE O CEPhE3HBIX HEXKEJATENbHBIX SBICHUSX,
BBISIBJICHHBIX B XOJI€ KJIMHHUYECKUX HCCIEIOBAaHUM, a TaKKe HHTEpBalbHble 0000IIaome
TaONMYHBIE JAaHHBIE PA3JIENIbHO O CEPbhE3HBIX M HECEPbE3HBIX HEKENATENbHBIX pPEaklusX Ha
OCHOBE JIaHHBIX MTOCTPETUCTPAILIIOHHOTO PUMEHEHHUS;

B) Ta0JIMYHbIE JaHHBIE O CHUTHaJaxX (ecaM OHU HE BKJIIOYEHBl B OCHOBHYIO YacTh
MEPUONYECKOT0 OOHOBIISIEMOTO OTUETa IO 0€30MMaCHOCTH);

) IepeueHb BCEX IOCTPETUCTPAMOHHBIX HMHTEPBEHIIMOHHBIX W HEMHTEPBEHIIMOHHBIX
UCCIEOBaHUM MO  0€30IacHOCTH,  CIOHCHPYEMBIX  JepKaTelieM  PETrUCTPalMOHHOIO
YIOCTOBEPEHUS, LIEIbI0 KOTOPBIX SBIISAETCS BBIABICHHE, XapaKTEPUCTHKA W KOJIWYECTBEHHAS
OIlCHKa TmpobsieM 1o 0e30macHOCTH, JM0o moaTBepxkAcHHE npoduis O6e30MmacHOCTH
JICKapCTBEHHOTO Mpenapara, JIn0o oueHka 3pPeKTUBHOCTH MEp MUHUMHU3ALIUU PUCKA;

1) CIUCOK HCTOYHUKOB HH(OpPMAaIMH, KOTOpble OBbUIM HMCIOJIb30BaHBI ISl MOATOTOBKU
MEPUOINIECKOTO OOHOBIIIEMOTO OTYETA IO OE3011aCHOCTH;

€) mpejyiaraeMple  MPOEKTHl WH(OpMAIMKU 110 JICKapCTBEHHOMY Tipemapary (oOmas
XapaKTepUCTHKA JIEKApCTBEHHOTO Mperapara i MHCTPYKIUS 110 MEUIIMHCKOMY IIPUMEHEHUIO);

) HH(OPMALIMIO O MpeATIaraeMbIX JOMOJHUTEIBHBIX MEPONPUATHIX MO hapMaKOHAI30py
U Mepax MUHMMHU3ALUU PUCKA (B IPUIIOKEHHE JOIDKHO OBITh BKIIIOUEHO YKa3aHHE OTHOCUTEIBHO
3aIJIaHUPOBAHHOTO JIEpKaTelIeM PEruCTPAllMOHHOTO YJIOCTOBEPEHUs MpPEJCTaBICHUS IJIaHa
YIpaBlIeHUs] pUCKaMu THOO OOHOBJICHUS TUTAHA YIPABICHUS PUCKAMH);

3) 00001eHHas nHpOpMaIs 1o mpodIeMam 1Mo 6€30MacHOCTH JIEKaPCTBEHHOTO TIpenapara
B cOO0TBeTCTBUH ¢ peaakuueii monyna CVII paznena Il nmnana ynpasiieHus: puckaMu 1o COCTOSTHUIO
Ha Hayajo OTYETHOTO MEePHO/Ia;

W) JaHHbIE  HMTOTOBBIX  OTYETOB  IMOCTPETUCTPAIIMOHHBIX  HMHTEPBEHIMOHHBIX |
HEMHTEPBEHLIMOHHBIX ~ HCCIIENOBaHUN 1O  O€30IacHOCTH, CIOHCHPYEMBIX JepKaTesieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS, LENIbI0 KOTOPBIX SIBJISICTCS BBISBICHUE, XapaKTEPUCTHUKA U
KOJIMYECTBEHHAs OIICHKA MPOOJIeM, CBI3aHHBIX ¢ 0€30MMaCHOCTHIO, JTMOO0 MOATBEPKACHUE TPODHIIS
0€30MaCHOCTH JICKapCTBEHHOTO Ipernapara, JIM0Oo oueHKa Y(PPEeKTUBHOCTH MEp MUHUMH3AIUU
pucKa;

K) IaHHBIE OTYETOB O PE3yJbTaTaxX HCCIEAOBAHUM HIM MHBIX MEPOIPHUATUH MO OICHKE
3¢ PEeKTUBHOCTH MEp MUHUMHM3AIINN PHUCKA.

7. Cuctema Ka4yecTBa NEPHOANYECKOr0 0OHOBJIAEMOr0 0T4YeTa 10 0e30I1aCHOCTH HA YPOBHE
AeprKaTeJisi periCTPALMOHHBIX Y10CTOBEpPeHHi

688. B pamkax cucTeMbl KauecTBa JepKaTelisd pETUCTPALlMOHHOTO YAOCTOBEPEHUS JOKHbI
ObITh pa3pabOTaHbl CTPYKTYpPhl U IPOLECCHl JUIsl MOATOTOBKH, KOHTPOJS KauecTBa, 0030pa U
MPEJCTAaBICHUS MEPHOANYECKOr0 OOHOBIISIEMOIO OTYETa MO OE30MaCHOCTH, BKIJIIOYasi KOHTPOJIb
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WCIIOJIHEHUSI TIPOLEAYPHI B MpoOLIecCce U MOCe UX OLEHKHU, ONMHMCAaHHbIE B Ka4eCTBE MPOLEAYp U
o OpMIICHHBIE B BHJI€ TUCHMEHHBIX IOKYMEHTOB.

689. Ilpormeccel dapmakoHaa30pa BKIIOYAOT B ce0s Psj HANPABJICHHH, KOTOPHIE MOTYT
OKa3aTh HEMOCPEJICTBEHHOE BIUSHUE HAa KAa4eCTBO MEPUOJUYECKOTO OOHOBISIEMOTO OTYETA IO
0e3omacHOCTH (HarpuMep, 00paboTKa COOOIICHHI 0 HEXKEIATENbHBIX PEAKIUAX, MOTYyUYECHHBIX B
pamMKax CHOHTAHHOTO PEMOPTUPOBAHMS WM KIMHUYECKUX HCCIEAOBaHUN, 0030p HAy4YHOM
MEAUIIMHCKON JIUTEPaTyphl, BBISIBJICHHE, BAIUAIUS U OLICHKA CUTHAJIA, JOMOJHUTEIbHBIE MEPhI
o (apMaKoHAI30py U MOCTPETUCTPALMOHHON HCCIEIOBATEIILCKON NEATEIHbHOCTH, TIPOIEAYPHI
00paboTKN M OOBEIUMHEHUS JAHHBIX MPH OICHKE MOJIb3bI U pucka u Jp.). Cucrema KadecTBa
JIOJKHA OTIHCHIBATH B3aUMOCBSI3b MKy MTPOIIeCCaMy, KaHaIbl THPOPMUPOBAHUS U 00SI3aHHOCTH
o mpoueaypam cobopa nHGopmanuu sl BKIIOYEHUS B IEPUOJIUUYECKIIT OOHOBIIIEMBII OTYET MO
6e3omacHocTH. J[omkHBI OBITH pa3paboTaHbl U BHEIPEHBI JOKYMEHTUPOBAHHBIC MPOIETYPHI IO
KOHTPOJIO KayecTBa IIPOLIECCOB C LENbI0 OOECTeyeHus] MOJHOTHl U TOYHOCTH JaHHBIX,
MPENCTaBISIEMBIX B TEPHOAMYECKOM OOHOBIIIEMOM oOTdeTe mo Oe3omacHoctu. Mcexons wu3
BaXHOCTU MHTETPUPOBAHHON OLIEHKU COOTHOLICHHUSI «I10JIh3a — PUCK» CIIEAYET 00eCTIeuyuTh BKIal
pPa3NUYHBIX TOJpa3felieHud B TMOATOTOBKY NEPUOAMYECKOTO OOHOBISIEMOTO OT4YETa IO
0€301MacHOCTH.

690. Ileproauueckuii OOHOBIISIEMBI OTUYET 1O 0E30MaCHOCTU JOJIKEH COAEPKaTh OLCHKY
CHeIHabHBIX 3aIIPOCOB, CBA3AHHBIX C 0€30MaCHOCTHIO, CO CTOPOHBI YIIOJTHOMOUYEHHBIX OPraHOB
rOCyIapCTB-WICHOB. Y JepKaTelsl PETUCTPALMOHHOTO yIOCTOBEPEHHUSI TOJIKEH OBITh pa3paboTan
Y BHEJPEH MEXaHU3M, 00eCTIeYUBAIOLINI HaIJIEXKAIyI0 00pab0OTKy TaKUX 3alIPOCOB M OTBETHI Ha
HUX.

691. O6061eHHBIC TAOJUYHBIC JaHHBIC JOJKHBI TIOIBEpraThCsl BepUUKAIIMU B 4acTH 0a3
JAHHBIX JIepKaTelsl PErUCTPALMOHHOTO YIOCTOBEPEHHUsS C LEIbI0 00ECIeYeHHs] TOYHOCTU U
MOJIHOTHI TPEACTABISEMBIX JAHHBIX O HEXENaTeIbHBIX pEaKkIUsaX M sBieHusx. [Iporeccs
pa3MenieHusl 3apoCcoB B 0a3e JaHHBIX, UCIIOJIb3yeMbIe MapaMeTphl JJIs W3BJICUCHUS JAHHBIX H
KOHTPOJIb KaueCTBa JOKHBI ObITh HAJUIEKAIIUM 00pa3oM JOKYMEHTHPOBAHBI.

692. CucremMa KadecTBa JepiKaTelil PETUCTPALMOHHOIO  yIOCTOBEPEHMS  JIOJIKHA
UCKJTIOYUTH PUCK HEBBINOJIHEHUS JIEp’KaTeIeM PErucTPalliOHHOTO YJIOCTOBEPEHUs TpeOOBaHUMN
3aKOHOJATEIHCTBA, & TAKXKE CIEAYIOIINE PUCKH:

HENpEeJICTaBICHUE OT4YeTa, BKJIOYas IIOJHOE HENpPEICTaBICHHE MEPUOAMYECKOTO
OOHOBJISIEMOTO OTYeTa MO OE30MaCHOCTH, HapyIlIeHHe rpadKa WM CPOKOB MOJaYU YKa3aHHOTO
oTtyeTa (0€3 MpPEIBAPUTEIHLHOTO COTJIACOBAHMSI C YIMOJIHOMOYEHHBIMH OpraHaMH TrOCyIapCTB-
YJICHOB);

HEOOOCHOBAHHOE HEIIPEACTABJICHHE 3alIPOIICHHON HH(OpMAInK;

HU3KOE KaueCTBO OTYETOB (TNIOXOE JOKYMEHTHPOBAHUE JINOO HEeJ0CTaTOUHAsI HH(OpMAIIUs
WJIM OLIEHKA, IPE/ICTaBICHHbIE JJIs BHIIIOJHEHUS aHAlIM3a HOBOM HH(pOpMAIMH M0 O€30MacHOCTH,
CUTHAJIOB MO 0€30IaCHOCTH, OIIEHKH PHUCKA, OLECHKH IOJbh3bl U WHTETPUPOBAHHOTO aHAIM3a
COOTHOIIEHUS] «IOJb3a — PHUCK», OTCYTCTBHE YyKa3aHHWA O HENPaBUIBHOM MPUMEHEHUU,
OTCYTCTBHE  CTaHJAPTHOW  TEPMHUHOJIOTHH, HEOOOCHOBAHHOE  HCKIIOUEHHUE  CIydyacs,
HeTpecTaBiIeHrue HHGOpMaIu 1o pakTopaMm prckKa);

MPEJICTABICHUE TIEPUOANUECKOTO OOHOBIISIEMOTO OTUETa MO OE30MacHOCTH 03 OTpaskeHUs
paHee MOJIy4YEHHBIX 3alPOCOB OT YIOJHOMOYEHHBIX OpPraHOB rOCYAapCTB-UJICHOB.

693. Bce 3HauuMMble OTKJIOHEHHMs] OT MpPOLEAYphl NOJATOTOBKM M IPEACTaBICHUS
MEePUOINYECKOr0 OOHOBIIIEMOTO OTUETA 10 0€30aCHOCTH JIOJIKHBI ObITh JOKYMEHTUPOBAHBI, AJIs
WX WCHPABICHUS JODKHBI OBITh TPOBEACHBI COOTBETCTBYIOIIME KOPPEKTHPOBOYHBIC U
npenynpeauTeNbable MeponpusaTus. JlaHHas AOKyMeHTalus JOJKHA OBITh JIOCTYIHA B JH000O€
BpeMsL.

694. B cnydae generupoBaHHs OOS3aHHOCTEH TIO TIOJATOTOBKE MEPHOIUYECKOTO
OOHOBJISIEMOTO OTYeTa IO OE30MacCHOCTH TPEThHM JIMIAM JIepiKaTelbh PETUCTPALUOHHOTO
YAOCTOBEPEHUS JOKEH 00eCIeUUTh HATMUKe Y TPEThEro JIHIla HaJyuIexkKalleld CUCTEeMbl KayecTBa,
COOTBETCTBYIOIIEH TpeOoBaHUSM akTOB opraHoB Cor03a W 3aKOHOAATEIHCTBY TOCYIApCTB-
YJICHOB.

8. O0yyenne nmepcoHaa npoueaypam no NepuoAUIeCKOMY OOHOBJISIEMOMY OTYETY MO
0e30MacHOCTH
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695. OTBETCTBEHHOCTHIO  YIIOJTHOMOYEHHOTO JiMIa 1O (apMaKoHAI30py  SIBISETCS
obecrnieueHre HaANIeKAMUX KBaTU(UKAIIUH, ONBITa U 00YYEeHHUS MepcoHaia mno GapMakoHaa30py,
a Tak)Ke JIUI, 3a/IeHCTBOBAaHHBIX B OLIEHKE MEAMIIMHCKOW MH(pOpMAIMU U KOHTPOJIE KauecTBa,
mpoleaypax MOATOTOBKH, 0030pa, KOHTPONS KadecTBa, OICHKU U  TPEJCTABIICHUS
MIEPUOINYECKOr0 OOHOBJIEMOTO OTYeTa Mo Oe3zomacHOCTH. CleayeT OCYyIIeCTBIATh OOydeHHE
pa3IUYHBIM 3HAHUSM M HaBBIKAM, CBSI3aHHBIM C (apmakoHan3opoM. HampaprneHusi oOydeHHs
JOJDKHBI TIpeycMaTpuBaTh O3HaKomiieHWe ¢ Hopmamu mpaBa (Coro3a M 3aKOHOJATENIbCTBA
rOCy/IapCTB-4JICHOB, PYKOBOJCTBAMH, HAYYHOW OILIEHKOW JAaHHBIX, MPOIEAypaMU TOJITOTOBKU
MIEPUOINYECKOr0 OOHOBIIIEMOI0 OT4YeTa Mo Oe3omacHOCTU. [IpoxokaeHue oOydeHUs MOTKHO
OBITh JOKYMEHTAJIBHO TOATBEPXKIACHO [0 Havajla BBIMOJTHEHHUS (DYHKIMNA, CBS3aHHBIX C
MOITOTOBKOM MEPHUOANYECKOTr0 OOHOBIISIEMOTO OTYETa M0 0€30IaCHOCTH.

9. Ilopsigok npeacTaBjieHUs MEPHOAUYIECKOT0 0OHOBISIEMOr0 0TYeTa 10 0e30MacHOCTH

CraHaapTHBIA NOPSIAOK NMPeICTABJIEHUS EPHOIUYECKOTr0 OOHOBJISIEMOI0 0TYeTAa 10
0e30macHOCTH

696. [leproAUIHOCTD U CPOKU TPEICTABICHUS TTEPHUOIUIECKOT0 OOHOBIIIEMOT'O OTYETa 110
0€30MMacHOCTH JIEKAPCTBEHHBIX MPEMapaToOB OMPEICIISIOTCS COTJIACHO MEPEYHIO, YTBEPIKIAEMOMY
YIOJHOMOYEHHBIMU OPraHaMU T'OCYy/1apCTB-YJICHOB.

697. Jlns nekapCTBEHHBIX MpENnapaToB, MEXAYHAPOAHOE HENATEHTOBAHHOE HAUMEHOBAHUE
WIM TPYNIUPOBOYHOE HAMMEHOBAaHUE KOTOPBIX HE BKIIIOUEHBI B YKa3aHHBIH IE€pEYeHb,
MEePUOJUYHOCTh TPEJCTABICHUS TEPUOJAMYECKOTO OOHOBISIEMOrO OTYeTa MO 0e30MacHOCTH
COCTaBJISIeT:

KaXKJible 6 MecsI1IeB OT MEKTyHapOIHOM AaThl PETUCTPAIMU B TEUCHUE TIEPBBIX 2 JIET;

€XKEroJIHO B TE€YCHHE MOCIEIYIONIHX 2 JIET;

nanee — Kaxasle 3 roja.

Cpok mojauu Mepuoguv4eckoro OOHOBJISIEMOr0 OTYeTa MO 0e30IMacHOCTH COCTaBJISET He
6omee 90 kaneHAAPHBIX JHEH C AaThl OKOHYaHHs cOOpa TaHHBIX.

IHopsinok npeacraBjeHusi NEPUOTUIECKOT0 OOHOBJISIEMOT0 0TYETA M0 0€30MACHOCTH HA
BOCIIPOM3Be/IeHHbIE JIEKAPCTBEHHbIE MPENapaThl, JIeKAPCTBEHHbIE NPenapaThl ¢ XOPOIIOo
H3YYeHHbIM MEIUIIMHCKUM NMPUMeHEeHUEM, JIeKapCTBEHHbIE PacTUTEIbHbIE Mpenaparhbl,
roMeonaTuvecKue JeKapcTBeHHbIE MPenapaThl, 3aperncTPUPOBAHHbIE B TOCY1apCTBAX-

YyJjieHaX WJIM NMpHBeJdeHHbIE B COOTBETCTBHE ¢ TpedoBanusiMu Coro3a

698. Ilepuoanueckuii OOHOBIAEMBIH OTYET MO OE30MaCHOCTH Ha BOCIPOU3BEICHHBIC
JIEKapCTBEHHbIE IMpernapaThl, JIEKapCTBEHHBIE MpenapaThl ¢ XOPOLIO M3yYEHHBIM MEAMIIMHCKUM
MPUMEHEHHEM, JICKaPCTBCHHBIE PACTUTENbHBIC IMpemapaThl, TOMEONATHUYECKHUE JIEKAPCTBECHHBIC
npernapaThl, 3aperUCTPUPOBAHHbIE B TOCYJapCTBAX-UIeHAX WM MPUBEICHHBIE B COOTBETCTBUE C
TpeboBanusMu Coro3a, He MOAJIeKaT MPEICTABICHHIO, 3a UCKIIOUEHHEM CIIEIYIONNX CIIy4acB:

0053aT€TLCTBO 1O MPEJCTABJICHUIO TEPUOJUYECKOrO0 OOHOBISIEMOrO0 OTYeTa IO
0€30MaCHOCTH yCTAHOBJICHO TPHU PErHCTPALMH JICKAPCTBEHHOIO IMpernapaTa yIOJIHOMOYECHHBIM
OopraHoMm (dKCIepTHas opraHu3aius) pehepeHTHOTO TOCyIapCTBa;

0053aTENbCTBO 1O  NPEACTABICHUIO MEPUOJUYECKOT0 OOHOBIIIEMOrO0 OTYeTa IO
0€30MacCHOCTH YCTAaHOBJICHO HA OCHOBAaHUH BBISBIICHHBIX JAHHBIX CUCTEMBI (hapMaKOHA130Da;

OTCYTCTBHE Ha TEPPUTOPUU TOCYNAPCTBA-WICHA 3aPETUCTPUPOBAHHOTO OPUTMHAIBLHOTO
JIEKapCTBEHHOI'O IIperapaTa Jijisl BOCIIPOU3BEACHHBIX JIEKapCTBEHHBIX MTPErnapaToB.

699. Y110JIHOMOYEHHBII OpraH rocy1apCcTB-YICHOB UMEET MPABO 3aIPOCUTH MPEICTaBICHHUE
MEePUOJNYECKOr0 OOHOBISIEMOT0 OTYeTa MO OE30MaCHOCTH Yy JepKaTeisl PEerucTpalioOHHOIO
yJIOCTOBEpEHHsI BOCTIPOU3BEICHHOTO JIEKAPCTBEHHOT'O Mpenapara, JIEKapCTBEHHOIO Mpernapara ¢
XOPOIIO U3YYEHHBIM MEAMIIMHCKUM MPUMEHEHUEM, JEeKapCTBEHHOTO PACTUTEILHOrO Iperapara,
rOMEOIAaTHYECKOT0 JIEKapCTBEHHOTO Mpenapara.

700. IepxaTensiMd PErUCTPAllUOHHBIX YIOCTOBEPEHUHN JICKAPCTBEHHBIX MPENapaToB, I
KOTOPBIX HE YCTAHOBJCHBI TPEOOBAHUS IO PETYJISIPHOMY MPEACTABICHUIO TEPUOTUUIECKOTO
OOHOBJISIEMOr0 OTUETa M0 0€30MacHOCTH, 00ECIEUNBAETCS BBIIIOJIHEHUE BCEX MPEAYCMOTPEHHBIX
HacrosmuMu  [IpaBunamu mpouenyp W MEpONpUATHH 1O 00ECleYeHUI0 HEMPEepPHIBHOTO
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MOHUTOPHUHIra 0€30MaCHOCTH Ha MPOTSHKEHUH KU3HEHHOTO IMKJIA JIEKAPCTBEHHOI'O Mpernapara u
HEe3aMeUTUTEIbHOMY NPEACTABICHUIO B YIIOJHOMOYEHHON OpraH Bced MH(OpPMALUHU, KOTOpas
MOXKET OKa3aTh BJIMSAHKUE HA OLEHKY COOTHOLIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOI'O IIpenapara.

BHeouepenHasi mogaya nepuoaNYecKoOro 0OHOBIAEMOr0 0TYETA 10 06€30MaACHOCTH

701. Ilepuoguyeckuii OOHOBJISIEMBI OTYET TO OE30MAaCHOCTH TOJICKHUT IOaue
He3aMeUIUTeIbHO. [loAroToBKa MEPUOAUYECKOTO OOHOBISIEMOTO0 OTYeTa MO Oe30MacHOCTU
JOJDKHA OCYIIECTBISITECA B CPOK He Oosee ueM 60 KaJIeHIApHBIX IHEH C JaThl MOJTyYEHUS
MHUCbMEHHOT0 3aMIpOca YIOJIHOMOYEHHOTO OpraHa rocy1apcTBa-4JieHa.

10. ®opma nogayuM NePUOANYECKOro 0OHOBJIAEMOI0 0TYETA 10 0€30MACHOCTH

702. [leprogndecknii OOHOBISEMBIA OTYET MO OE30MACHOCTH TMOMJISKHUT I[OJa4Ye B
AJICKTPOHHOM BHJIE C BO3MOXKHOCTBIO TEKCTOBOTO TIOMCKA HA PYCCKOM WIIH aHTJIMHCKOM SI3BIKE C
00s13aTeNbHBIM TIEPEBOIOM HA PYCCKHHA S3BIK CIEIYIONIMX pa3JeNoB: KPaTKOe H3JI0KECHUE
OCHOBHOTO COJICp)KaHUs, WHTCTPHUPOBAHHBIA aHAJIM3 COOTHOIICHUS «IIOJb3a — PHUCK» TIO
0JI0OpEHHBIM MMOKa3aHUAM U 3aKiarodeHue. [1o 3ampocy ymolIHOMOYEHHOTO OpraHa rocyaapcTBa-
qJIeHa JIep)KaTellb PETUCTPAIIMOHHOTO yIOCTOBEPeHHS 00s13aH B TeueHre 30 KaJleHIapHbIX JTHEH
CO JIHS TOJYYEHHS TaKOTO 3ampoca MPEACTaBUTh MEPEeBOJ Ha PYCCKUMN SI3BIK APYTHX Pa3felioB
MEPUOINYECKOT0 OOHOBIISIEMOTO OTUYETa IO 0€30MMaCHOCTH.

11. IIpouecc OlleHKH MEPHOAUIECKOT0 OOHOBJIAEMOI0 0TYETA M0 0e30MACHOCTH HA
TePPUTOPHSAX IOCYyAAPCTB-4JI€HOB

703. YIOJTHOMOYEHHBIMU OpraHaMH I'OCy1apCTB-UJIEHOB JI0JKHA OCYILIECTBIISITHCS OLICHKA
MEePUOINYECKOr0 OOHOBIIIEMOTO OTYETa MO OE30MaCHOCTHU C LEIbIO OMpPEIEIeHHs] COOTBETCTBUS
oryera TpeOoBaHusAM Mpasa Coro3a U 3aKOHOIATENIECTBA TOCYAAPCTB-WICHOB, a TAK)KE BBISIBICHUS
BO3MOXXHBIX U3MEHEHUN NMpo@uiis 6€30MacHOCTH JIEKAPCTBEHHOTO IMpernapaTa U BIUSHUS ITHX
M3MEHEHUI Ha OLIEHKY COOTHOLIEHMSI «I10J1b3a — PUCK» JIEKAPCTBEHHOTO IIperapara.

IX. YnpaBJienne CUrHAJIOM
1. UcTOYHUKY NOJIy4eHHSI CHTHAJI0B M UX 00padoTKa

704. ICTOYHUKH TIOJIyYEHUSI CHUTHAJIOB BKJIIOYAIOT B ce0s BCE JaHHBIC, MOJIy4aeMble TMPH
MNPUMCHCHUU JICKAPCTBCHHLIX ITPCIIApaTOB, B TOM YHCJIC JOKIIMHUYCCKUC U KIIMHUYCCKUC JJaAHHBIC,
JaHHBIE O METO/1ax (papMaKOHAI30pa U CUCTEME KOHTPOJIS KauecTBa. JlaHHbIE MOTYT BKJIIOUATh B
CGGH CBCACHUA, MMOJTy4aCMBbIC CHUCTEMOH CIIOHTAHHOI'O PCIIOPTUPOBAHUSA, CUCTCMAMU AKTUBHOI'O
MOHHUTOPHHIa B pe3yjbTaTe MPOBEICHUS HEHMHTEPBEHI[MOHHBIX HCCIIEJOBAHHUM, KIMHUYECKHX
HCCHGHOBaHHﬁ, a TaKKC U3 APYIUuX UCTOYHUKOB.

705. Hanbonee yacThIMH MCTOYHHMKAMHU CHUTHAJIOB CIIyXaT CIIOHTAHHBIE COOOIICHHS O
HEXXEJIATeNbHbIX PEaKIUsIX, aKTUBHbIC (OPMBI MOHHTOPUHIA O€30MacCHOCTU JIEKApPCTBEHHBIX
[penapaToB, KIMHUYECKHE UCCIIeI0BaHuUS, CTaTbl B HAYYHOW METUIIMHCKON TUTepaType.

706. Bo MHorux CJIy4dasX BbBIABJICHUC CUTHAJIOB SBJICTCA PE3YJIbTATOM BBIIIOJIHACMOI'O
MEePUOJNYECKOr0 MOHUTOPHUHTA 0a3 JaHHBIX HEXKeNaTelbHbIX pEeaklnii, B TOM uncie 0a3 TaHHbIX
HEXKEJAaTENIbHBIX PEeaKlUil Jep:KaTelled PEeruCTPalMOHHBIX YIOCTOBEPEHMM, YIOJIHOMOYEHHBIX
opraHoB, 0a3bl AaHHbIX BcemupHON opranuzanuu 31paBooxpaHeHHs. CUTHanbl MOTYT OBITh
BBISABJICHBL IIPpU IMPOBCACHHUUN PAa3JIMYHLBIX BU0B HCCH@I[OBaHHﬁ, BKJIO4Yasd OJOKIMHHUYCCKHUC,
WHTEPBEHIIMOHHbIE M HEHMHTEPBEHILMOHHBIE HCCIEIOBAHMS, CHCTEMAaTHYECKUE O0O030pHl,
MeTaaHaAIM3bl. Pa3imuaHbie BUJbl AKTHUBHOTO MOHHUTOPHUHIA MOTYT IIOMOI'aTb B BbIABJICHHUU
CUTHAJIOB, a TAKXe CTUMYJIMPOBATH MPOIIECC PENOPTUPOBAHUS CIIELUATUCTAMU 00 ONPEIeIIEHHBIX
THUIIAaX HEXKECIATCIbHBIX peaxunﬁ.

707. K npyrum HWCTOYHMKaM HWHGOPMAIIUHM OTHOCSTCS HMCTOYHUKH B ceTu VHTEepHer
(oOmienoCcTymHbIE CaWThl, COLMATbHBIE CETH, OJOTH) WM JPyrHe HCTOYHHUKH, MOCPEICTBOM
KOTOPBIX MAIMEHTHl M MOTPEOUTENH MOTYT COOOUIMTH OO OMNBITE Pa3BUTHUS HEXKeTaTeNbHbIX
peakiuil Ha JIeKapCTBEHHBIE MpEnapaThl.
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2. MeTon0J10rus BLISIBJICHUS CUTHAJIOB

708. BeiiBIEHHE  CUTHAJOB  JIOJDKHO  OCYHIECTBISTHCA B~ COOTBETCTBUH  CO
CTPYKTYPHPOBAaHHOM W TIPU3HAHHONH METOAOJIOTHEH, KOTOpas YYHUTHIBACT XapaKTCPHCTHKH
TAHHBIX (HampuMep, BpeMsl HaX0XI€HUS JIeKapCTBEHHOTO IpernapaTta Ha PhIHKE, 0COOEHHOCTH €T0
BO3/ICHICTBUS HA MAlMEHTOB, IIEJIEBYIO MOMYJISIINIO) M MOXKET BapbUPOBATHCS B 3aBHCUMOCTH OT
BUJIa JIEKApCTBEHHOTO Mperapara, B OTHOIIEHUH KOTOPOTO BBIMONIHACTCS nporeaypa. Hampumep,
B OTHOIICHWM BAaKIWH W JPYTUX OWOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB MOTYT
IPUMEHSTBHCS CIELUAIbHBIE METOJIOJOTHH. B mporiecce BBISBIEHUS CUTHAIOB JOJDKHBI
YUUTHIBATHCS JAHHBIE, TOJYYEHHBIC U3 BCEX MOHUTOPHPYEMBIX HICTOYHHKOB HH(OPMAITUH.

709. C nenbro OLEHKHU J10Ka3aTeIbHON OCHOBBI, OATBEPKAAIOLIEH TOCTYNMBILINI CUTHAT,
HEOOXOAMMO MPUMEHATh CTPYKTYPHUPOBAHHYIO M NMPHU3HAHHYIO METOJOJIOTHIO, KOTOpas TOJDKHA
YUUTBIBaTh KIMHUYECKYIO 3HAYHUMOCTb, CTEMEHb JOCTOBEPHOCTH B3AaUMOCBSI3U  MEXIY
JIEKapCTBEHHBIM IIPETIapaTOM U HEXENaTeJIbHOHN peakiuei, CoraacoBaHHOCTh IaHHBIX MO0 HOBOH
B3aMMOCBSI3M (MJIM acCIeKTe B3aMMOCBS3HM), B3aMMOCBS3b CTEMEHHM BO3JCHCTBHA M pPEaKLUH,
NPUYNHHO-CIECCTBEHHYIO CBS3b MEXIY JIEKaPCTBEHHBIM IIPEIapaToM M HEXKeIaTeabHOH
peakiuen, OMOJOTHYECKYI0 IPaBIONO0I00HOCTh, SKCIEPUMEHTATIbHBIE PE3YIbTAThI, CXOIHBIC O
XapaKTepy HEKENATEeILHOTO SBJICHUS JTaHHBIC.

3. IIpouecc 00paboOTKHN CUTHAJIOB
O01mue mMoJI0KeHu s

710. IIporecc 0OpabOTKM CUTHAIIOB BKIIIOYAET B Ce0Sl CTaJUU OT BBISBJICHHS CHTHANIA IO
BbIpaOOTKHM pexomeHaauuil. [IpaBuna BeimoaHeHUs] 00paObOTKK CUTHATIOB UMEIOT OTHOILIEHHE KO
BCEM  3aMHTEPECOBAHHBIM  CTOPOHAM, yYacTBYIOIIMM B  KOHTpoie  Oe30macHoCTH
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

711. IIpomecc 0OpabOTKU CUTHAIOB BKIIIOUAET B Ce0s1 CIECIYIOIINE CTaIUH:

a) BBISIBJICHUE CUTHAJIA;

0) BaJIMIalysl CUTHAJIA;

B) IPUOPUTH3AIUS CUTHAIIA;

T') OlICHKA CUTHAJIA;

1) pEeKOMEHIalluu TI0 JEHCTBUIM;

¢) oOMeH HH(pOpMaITHEH.

712. PaboTa ¢ OTAENBHBIMH JOCTYIMHBIMH HWCTOYHMKAMU HH(GOPMAIMH, HCIOJIb3YEMbIMU
U1 OOHApY>KEHHs CUTHAIOB, MOXKET ITOTPeOOBaTh TMOKOCTH B 00pabOTKe CUTHAJIOB, HAIIPHUMED:

ecnu OOHapy>KEHHE CHTHAJOB Oa3upyercss Ha 0030pe WHIAWBUIYAIbHBIX COOOIICHHH O
HEXKENATENbHBIX PEAKIMAX, MPOIeaypa BBISBICHUS CHTHAla MOXET BKJIIOYATh B ceOs
BepUUKALIMIO U TPEIBAPUTENbHYIO IPUOPUTU3ALINIO OOHAPYKEHHOTO CUTHAJIA;

€CJIM CUTHAJI BBISIBJIICH HA OCHOBE 00BEMHEHHBIX PE3YIbTAaTOB HCCIEAOBaHNUS, KaK MPaBUIIO,
HEBO3MOXKHO OIIEHUTbH KaXKJI0€ MHAWBHIyalIbHOE COOOIIEHUE, U B PE3YyJIbTaTe BAIHUIAIIUU MOXKET
MoTpedOBaThCs COOP NOTOTHUTEIBHBIX JaHHBIX.

[Topsimok neiicTBHiA (C MOCIEIYIONIAM TPUHITHEM PEIICHUS B COOTBETCTBHUU C aKTaMH
opranoB Coro3a ¥ 3aKOHOJATEIHCTBOM TOCYJApCTB-WICHOB) U 0OMEH MH(pOpMAIUEH SBISIOTCS
KOMITOHEHTaMHU, KOTOpbIe HEOOXOAMMO YUUTHIBATh Ha KXKIOW CTaJUU Ipolecca.

BrisiBJIeHue curaaJja

713. Ko BceM MeTO/1aM BBISIBJICHHS] CUTHAJIA TPUMEHSIOTCS CIIEIyIONne TpeOOBaHMS:

a) UCIIOJIb3YeMbIi METOJ JOJKEH COOTBETCTBOBAaTh OO0BEMY JaHHBIX (HAmpuMep,
HCIIOIL30BaHNE CJIO)KHBIX CTAaTUCTUYCCKUX METOJOB MOJKET HE ITOAXOAUTH IS HEOOILIIOro
o0beMa JaHHBIX );

0) HEOOXOMMO YUUTHIBAThH JaHHBIC U3 BCEX COOTBETCTBYIOIMINX NCTOYHHUKOB,;

B) IOJDKHBI OBITh BHEIPEHBI CHCTEMBI, TapaHTUPYIOIIME KadeCTBO BBIMOIHIEMON
JESATETLHOCTH TI0 OOHAPYKEHUIO TaHHBIX;

T) pe3yJIbTaThl 0030pa KyMYJISTUBHBIX JaHHBIX JOJKHBI CBOCBPEMEHHO M HAJIC)KAIUM
00pa3oM OIEHUBATHCS KBATU(DUIIMPOBAHHBIM JTUIIOM;
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1) Tpyu OOHAPYKEHUU YTPO3bl OOIIECTBEHHOMY 37I0POBBIO (3/I0POBBIO HACETICHUS) TOJIKHBI
MPEeNPUHUMATHCS He3aMeUTUTEeNbHbIC U A((EKTUBHBIE NEHCTBUS;

€) MPOIIECC BBISBIICHUS CUTHAJIOB JOJKCH OBITh HAJIJISKAITUM 00pa3oM JTOKYMEHTHPOBAH,
BKJIOYass 0OOCHOBAaHUE METO/la M TIEPUOJMYHOCTU BBIIIOJHECHUS NEHUCTBUN MO OOHAPYKEHUIO
CHUTHAJIOB.

714. O6HapyXeHHE CHUTHAJIOB MO O€30MacHOCTH MOXKHO OCYIIECTBIIATh HA OCHOBAaHUH
o030opa ©0a3 [aHHBIX HWHIWBHUIYAIbHBIX COOOIICHMA O HEXKEIATCIbHBIX  PEaKIHsiX,
CTAaTHUCTUYECKOTO aHaln3a OoNbIIUX 0a3 JaHHBIX WJIM Ha OCHOBAaHMM KOMOMHHMPOBAHHOTO
10JIX0/1a, OCHOBAHHOI'O Ha COYETAHMH dTHX METOOB.

0030p HHAMBUAYAJTBHBIX 0TYETOB M0 0€30MACHOCTH

715. UaauBuyabHBIE COOOIICHHS O HEXKENIaTeIbHBIX PEAKIHIX MOTYT OBITh TTOJTYYSHBI U3
CIIOHTAHHOM CHCTEMBl pEMOPTUPOBAaHUS, B pe3yJdbTare AaKTUBHBIX (OPM MOHHUTOPHHTA,
KJIMHUYECKUX MCCIEOBAHUNH WM MOTYT OBITh OIyOJMKOBaHbI B HAay4YHOH MEIMIIMHCKOM
nuteparype. Hannuust oqHOro cooOIIeHus 0 Cepbe3HOM WM TSHKENIOW HeXeNaTeNbHOU peaKIuu
(manpumep, 00 aHaQUIAKTUYECKOM IIIOKE) MOXKET OBITh JOCTATOYHO IS TOTO, YTOOBI
NpEeaNpUHATH JanbHeimue neiicteust. MHpopmanus, moanexarias OleHKe, J0JDKHA CONepKaTh
CBEJICHUS O KOJUYECTBE COOOIIEHUN (TIOCIIe WMCKIIOYEHHUS TOBTOPSIONIUXCS COOOIICHUN |
cooOmieHni, 0QpOPMIICHHBIX HEHAAJISKAIIUM 00pa3oM), AeMorpaduyeckue JaHHBIC MallUeHTa
(HammpuMep, BO3PACT U MOJ), CBEICHHS O MOA03PEBAEMOM JIEKapCTBEHHOM Ipenapare (Halpumep,
BBEJICHHAs J103a) M HEXENAaTelIbHOW peakuuu (HampuMmep, MpPU3HAKaX M CHUMIITOMAax
HE)KEJIAaTeNbHON peakluu), BPEMEHHOW B3aMMOCBS3U MEXJy NPUMEHEHUEM JIEKapCTBEHHOTO
IpernapaTa M pPa3sBUTUEM HEXKENATENbHOW pPEAKIMM, KIMHUYECKOM HCXOAE B CBS3M C
OPOAODKEHUEM WM  IPEKpalleHHeM [pueMa JIEKApCTBEHHOro IIpernapara, HaJIuYhH
MOTEHLMAJIbHBIX aJIbTEPHATUBHBIX IPUYMH PpA3BUTHUSl HEXKEIATEIBHOIO SIBJICHUS, OLIEHKY
OTIIPABUTENIEM COOOILEHUS MPUUYUHHO-CIEICTBEHHON CBA3M U MH(OPMALMIO O JOCTOBEPHOCTHU
O6uosIorn4YecKoil 1 (hapMaKkoIOrHIeCKOi CBS3H.

CraTucTH4yecKHii aHAJIN3 00JLIINX 023 JAHHBIX

716. CymiecTByIOT pa3iu4Hble CTATUCTHUUYECKHUE METOJbl aBTOMATUYECKOTO BBISIBICHUS
CUTHAJIOB MCXOJsI M3 HEMPONOPLUOHAIBHOCTH KOJWYECTBA OTYETOB, TO €CTh 0OJee BBICOKUMN
YPOBEHb PEMOPTUPOBAHUS O MPEANOJAracMOd IMOAO3PEBAEMON HEXKEIATENbHOM pPEAKUHUH Ha
COOTBETCTBYIOIIIEE JCHCTBYIOIIEE BEIIECTBO WM JIEKAPCTBEHHBIM IIpernapaTr MO0 CPaBHEHHIO C
JIPYTUMH JCUCTBYIONIMMH BEIIECTBAMH WM JICKAPCTBEHHBIMH MpermapaTaMu B 0a3e JaHHBIX.
Hcnonbs30BaHKe CTATUCTUYECKUX METOIOB MOAXOIUT HE JUIs BeeX cutyauuid. [Ipu nenons3oBanun
CTaTHUCTUYECKUX METOJIOB U BHIOOPE KPUTEPUEB UACHTH(DHUKAIINN CUTHAIIOB CIEAYET YUHTHIBAThH
00BEM JTaHHBIX, OJHOTY JOCTYIHOM MH(OPMALIUU U CEPbE3HOCTh HEXKENATEIbHON peaKkiuu.

717. [leprOAUYHOCTh  BBITIONHEHUS CTATUCTHUYECKOTO aHanu3a 0a3bl JaHHBIX U
TE€HEPUPOBAHUS CTATUCTUYECKOTO OTUETA 3aBUCUT OT XAPAKTEPUCTHUKU JCHCTBYIOLIETO BEIIECTBA
WU JIEKapCTBEHHOI'O TMperapaTa, IOKa3aHUH K MPUMEHEHUI0O M TMOTEHUHUAJIbHBIX WIH
UICHTUQUIHPOBAHHBIX PUCKOB.

KoMOuHanus cTaTHCTHYECKMX METO0B U 0030pa HHAMBUIYAJIbHBIX 0TYETOB 10
0e30macHOCTH

718. CraTucTudeckue OTYETbl MOTYT OBbITh  NpEAHAa3HAYECHbl JJIsl  BBIABICHUSA
MOJI03PEBAEMBIX HEXENATEeIbHBIX PEaKInii, COOTBETCTBYIOIINX MPEABAPUTEIHHO ONPEICICHHBIM
KPUTEpUSAM YaCTOThl HEXKEIATEIbHOM DPEAKLUU, CTEHNEHHU TSHKECTH HEXKENIATEIbHON PEaKLMH,
KIIMHAYECKOW 3HAYMMOCTH HEKENATEIIbHOW PEaKIMW, HOBU3HBI WM  CTaTHCTHYECKOM
B3aUMOCBA3HU MCKIAY Pa3BUTHUCM HeXXellaTeIIbHOU pCakiuu U NPpUMCHCHHUCM JICKAPCTBCHHOI'O
npenapara. Takwe QUIBTpYIOIMME METOABl MOTYT YIPOCTHUTH OTOOp Hamboyiee Ba)KHBIX
WH/IMBUYaIbHBIX COOOIIEHUH O HEeXKeJaTelIbHBIX PpEeaKlUsiX, pacCMaTPUBAEMBIX Ha IEPBOU
craguu npoueaypsl. [IpenenbHoe 3HaYeHWE TIOKA3aTes, UCTIOIb3yeMOe B ATOM (HIIBTPYIOIIEM
mporecce (Hampumep, He MeHee 3 COOOIIeHHUi), MOXKET BapbUPOBATHCS B 3aBHCHMOCTH OT
KIIMHAYECKOW 3HAYMMOCTH TOJI03PEBACMON HEKENIATENIbHOW PEaKIMd W CHTHAJla, BIUSHUS Ha
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00IIeCTBEHHOE 3/10POBbE (310pOBbE HACETICHHS ) 1 CTENIEHH PACIIPOCTPAHEHHOCTH UCIIOJIb30BaHUS
JIEKapCTBEHHBIX MIPENapaToB.

719.Ilpu wWCHOJNL30BaHUM AaBTOMATHYECKOTO CKPHHUHTAa B TIpoliecce OOHApYKEHUS
CHUTHAJIOB COOTBCTCTBYIOINUEC HHANBUYAJIbHBIC COOGH.IGHI/IH 0 HCKCJIATCJIbHBIX PCAKIUAX CIICAYCT
B JJaJIbHENIIIEM U3y4aTh 110 OTJAEIbHOCTH.

HesaBucuMo OT HMCHONIB3yeMOro CTaTHCTHYECKOTO METO/Aa MpoleAypa OOHapyKeHUs
CUTHAJIOB BCEr/a JOJDKHA BKIIOYaTh B ce0sl KIIMHUYECKYIO OlEeHKY. CTaTHCTUYEeCKHil MeTon
ABJIACTCA JOIIOJIHUTEIIBHBIM METOJ0M BBIABJIICHUA U BaJIMJAllNU CUTHAJIA.

Baaupanusa curuaja

720. IIpu BBIABIEHWU CHUTHAJA BBIMOJHAETCS OIICHKA JAHHBIX C IENbI0 BepUPHUKAIUU U
MOATBEPKIEHUS TOro (Qakra, 4YTO JOCTyMHas HHPOpMAIUS COAEPKUT JOCTATOYHBIE
JI0Ka3aTesIbCTBa BBISIBJICHUS! HOBOW IMOTEHUUAIBbHON MNPUUYMHHO-CIEICTBEHHOW CBSI3U MEXIY
MPUMEHEHHEM JIEKapCTBEHHOI'O IpernapaTa U pa3BUTHEM HEKeJIaTeNbHOM peaklud UM HOBOTO
acIeKTa paHee yCTAaHOBJICHHOW JaHHOW B3aUMOCBS3U. Pe3ysbTaTbl BaJIMJAaLUU ONPEAEISIOT
HEeOOXOANMOCTh JaJIbHEHIIIEH OIeHKN CUTHAJIA.

721. Ilpu BBINOTHEHUH MPOLEAYPHl BaIUAAMU CUTHAJA HE3aBUCUMO OT MCTOYHHMKA €ro
MOJIy4eHHUsI HeOOXOJUMO YUUTHIBATh:

a) MPEALIECTBYIONIYI0 HH(OPMAIIHIO O CUTHAIE:

CTENeHb OTpakeHUs HH(OpPMALMM O HEXeNaTeNIbHON peakuuu B HHGOpMAaLUUd O
JIEKapCTBEHHOM Mpenapare (00IIeil XxapakTepucTHKE JIEKApCTBEHHOTO MpernapaTa U MHCTPYKIHH
0 METUIIUHCKOMY TPUMEHEHUIO);

OTpaXKCHUE CHUTHAJIAa, CBA3aHHOTO C HEXENATeNbHOW peakiuei, B HOpMAIUU O APYTUX
JIEKApCTBEHHBIX TperapaTax ¢ aHAJIOTHYHBIM JEHCTBYIOIIMM BeEUIECTBOM (C apyroi (opmoit
BBIMTyCKa JTMOO WHBIMH OTIWYHSIMH) C IENbI0 OIEHKH BO3MOXXHOW OOYCIOBICHHOCTH CHTHAJIa
OCOOEHHOCTSIMU OTPEJICTICHHOTO JIEKQPCTBEHHOTO Mperapata W (Wiu) OnpeaesieHHONH (OopMbl
JIEKapCTBEHHOTO Mperapara;

CUTHaJ YK€ OIICHEH B MEPHOJMYECKOM OOHOBIISIEMOM OTYETE 10 OE30MACHOCTH WM IJIaHe
YVIOpaBIEHUSI PUCKAMH B paMKax MHOW PEryJsTOPHOW MpoleAyphl OO0 0OCYXIEeH Ha YPOBHE
HAy4YHOT'O 3KCIEPTHOTO KOMUTETA.

Kax npaBuiio, Banuanum noajiexaT CUTHaJbl, HE OTHOCSIIHMECS K YKa3aHHBIM B HACTOSIIIIEM
noanyHkTe. OJTHAKO B OTHOUIEHUH YK€ U3BECTHBIX CUTHAJIOB MOXKET OTPeO0OBATHCS MPOBEACHUE
BAJIMJAIIMHU B CIIy4ae MOTEHIMATIBHOTO BBISIBIICHUS OTJIMYMNA MO YACTOTE Pa3BUTHS, IJTUTEIHLHOCTH
MEePCUCTUPOBAHMUSI, CTENICHH TSKECTH WIIM UCXOfa (HalpuMep, JIETAIbHBIN UCXO0/) IO CPAaBHEHUIO
C TaHHBIMH WJIU XapaKTEPUCTUKOHN, BKIIOYCHHBIMHU B OOIIYIO XapaKTePUCTHKY JIEKAPCTBEHHOTO
npernapaTa Uil paHee pacCMaTpUBAEMbIMHU YIIOJIHOMOUYEHHBIM OPraHOM T'OCYy/1apCTBa-YJICHA;

0) ypoBeHb (OPMUPOBAHUS JOKA3ATEIBHOMN 0a3bl IO MOATBEPIKICHUIO B3aMMOCBS3H:

o0Iee KOJUYECTBO COOOIICHWH (TIOCie HWCKIIOYEHHS AyOJUpYIOMMX ClIydaeB) C
BBIJICTICHUEM KOJHMYECTBA COOOIICHHM, MOATBEPKIAIONINX HAMYHE B3aUMOCBS3H (HAIpuMeED,
clly4au ¢ 000CHOBaHHOM BpEMEHHOW B3aMMOCBS3BI0, C MOJIOKUTEIbHBIMH PE3yJIbTaTaMH OTMEHBI
U TOBTOPHOI'O HA3HAYEHMs JIEKAPCTBEHHOrO IMpernapara, ¢ HCKIIOYEHHEM allbTePHATUBHOIO
OOBSICHEHUS! WJIM MUHBIX MPUYUHHBIX ()aKTOPOB), BKIIOYAIOIIEE OLIEHKY CHEIHATUCTOM CHUCTEMbI
3IpaBOOXPAHEHUS  B3aUMOCBSI3M  (KaKk MHUHUMYM, Kak BO3MOKHas B3aUMOCBS3b) C
MOATBEPKIAIOIIUMU  HaONIo/laéMble  OTKJIOHEHHUS  pe3yjibTaTaMh  COOTBETCTBYIOIIMX
HCCIICIOBAHMIA;

YHCIIO COOOIIEHUI MPUMEHUTENBHO K 00beMy BO3/I€HCTBUS Ha NAIIEHTOB;

JIOTIOTHUTEIBHBIE CITy4au COOOIICHUN O CBSI3aHHBIX C IPUEMOM JICKApPCTBEHHOTO Mpernapara
coctosiHusIX (Hampumep, apyrue Tepmuasl MedDRA, 0603Havaronye KIMHUIECKUE OCIOKHEHUS
WJIU Pa3JIMYHbIE CTEIEHU TSKECTH MPOSBIICHUS HEXKENATEIbHON peakiun);

COTJIACOBAaHHOCTb MEX/1Y CIIydasMU JJ0Ka3aTebHOM 0a3bl (HampuMep, CoraacoBaHHOCTD 110
BPEMEHH JI0 Pa3BUTH HEXKEIATETbHOW pEaKIMu, MOBTOPSIONIMECS HAOIIOICHUS CHMIITOMOB
HEXeIaTeIbHOU PEaKIIvm);

KauecTBO U JOKYMEHTUPOBAHHE JIaHHBIX;

COOTBETCTBHE COIJIACOBAHHOMY MEXKAYHAapOJHBIMU OpraHU3alUSIMHU  OIpPENEICHHUIO
CIIy4yaeB, €ClId MPUMEHUMO (HalpuMep, COOTBETCTBUE OIPEICICHHBIM KPUTEPHUSIM TSKEION
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kokHOM peakiuu  (mo mmkaime RegiSCAR), cooTBeTcTBHE TPHHATOMY ONPEICICHUIO
HEXKENIaTEIbHBIX MPOSBICHUH TOCTIE UMMYHHU3AIINN );

HaJIM4YMe B3aUMOCBSI3H MEX/Y 10301 U MPOSIBICHUEM HEXKeIaTebHOM peakuuu;

HAJIMYME BO3MOXHOTO MEXaHW3Ma Ppa3BUTHUS HUCXOIs W3 OHOJNOTHYECKOW WU
(hapMaKoJIOrnYecKoi BEpOSITHOCTH €0 peann3aliiy;

onpeeraeHue AUCIPONOPLHUOHATILHOCTH PEMOPTUPOBAHUS (€CIIU TPUMEHUMO );

KJIIMHUYECKYIO0 3HAUUMOCTh U KOHTEKCT:

CEPbE3HOCTh U CTENEHb TAKECTH HEXKEJIaTeTbHON peakIuu;

UCXOJ U 00paTUMOCTh HEXKENaTeNIbHOM peaklnu;

HOBBIC ACTIEKTHI XapaKTEPUCTUKH U3BECTHOM HEXKeNaTeIbHON peakiuy, (HampuMep, B 4aCTH
CTETEeHU TSKECTH, TPOJOHKUTEILHOCTH IEPCUCTUPOBAHNS, MCXO0/1a, YACTOTHI WIIM YIPABICHUS);

Pa3BUTHE HEXKEJIATEIbHON PEaKIMU KaK Pe3yJibTaTa JEKApPCTBEHHOI'O B3aUMOJICHCTBNUS;

pa3BUTHE HEXKEIATEIbHOM PeaKkIuK y YSA3BUMOW TPYIIIHI MAlMEHTOB (HApUMeEp, Y KEHIIUH
B IIeproj] OEpEeMEHHOCTH, JIETEH, MOKUITBIX TAIIMEHTOB, MAIMEHTOB ¢ (paKTOpamMu pUCKa);

pa3BUTHE HEXETATEbHOM peakuy Npy OTIANYAOLIEMCs crioco0e MpUMeHeHus (Hanpumep,
NpU  TEpPEJO3UPOBKE, 3aBUCUMOCTH, HEMPABWIBHOM NPUMEHEHUH, MPUMEHEHUH HE B
COOTBETCTBUHU C OOIIEH XapaKTePUCTUKOW JICKAPCTBEHHOTO Tperapara WJIM WHCTPYKIMEH IO
MEAUIIMHCKOMY TPUMEHEHUIO, OIIMOKEe NPUMEHEHHs, MPUMEHEHUU (hanbcu(PUIIMPOBAHHOTO
JIEKapCTBEHHOTI'O Iperapara).

722. JIoTOIHUTENbHBIE UCTOYHUKH WH(OPMALUKA O CUTHAJIAX MOTYT COAEpXaTh JaHHBIC,
KOTOpBIE€ MO3BOJIAT JOMOJHUTH J0Ka3aTeNbHyI0 0a3y B 4aCTH MOATBEPKIACHUS UM OTKJIOHEHUS
MPEAIOIOKEHU O HAJIMYMM HOBOM B3aMMOCBA3M MEXKIY HEXKEIATEIbHOM peakuued |
JIEKapCTBEHHBIM ITpenapaToM JIM00 HOBOTO aclieKTa TAKOW U3BECTHOM B3aMOCBSI3H, B CBSI3U C UEM
MOTYT OBITh MCIOJB30BaHbI MPU BBIMIOJHEHUU TPOIEAYPHI MOCIEAYIOIMEH OIEHKA CHUTHAlla B
3aBHCHUMOCTH OT 3HAUYUMOCTH U JOCTYMHOCTH AaHHOM uHpopMmanuu. K TakuM ucTtoyHuKam
nH(OPMAIIUY O CUTHAJIE OTHOCSITCS:

JaHHbIE KJIMHUYECKUX HCCIIEI0BaHU’;

nH(pOpMAaLIHS O Pa3BUTHH MOJOOHBIX CIIy4aeB, OMyOIUKOBAHHAS B HAYYHOW MEAMIIMHCKOU
JuTepaType, BKIouas HH(OpMaNMIO O JAPYTruX JAEUCTBYIOUIMX BEIIECTBAX AaHAJIOTUYHOIO
(dhapmakoTepaneBTHUECKOro Kilacca JEKapCTBEHHBIX MPENapaToB;

nHpopmanus 00 HSNHIAEMHUOJIOTUM HEXKENATeNbHbIX pPEaKIUil WM COMYTCTBYIOIINX
3a00JICBaHUI;

AKCIIEPUMEHTAJIbHBIE U (UJIN) HEKJIIMHUYECKUE TaHHBIE,

KpymHbIE 0a3bl JaHHBIX HEXKENATeNbHBIX peakluii B cIy4yae BHISBICHHS CUTHAJA M0 Oa3zam
JAHHBIX YIIOJHOMOYEHHOI'O OpraHa WM JIepKaTesl pErucTPalliOHHOTO YO0CTOBEPEHUS;

0a3bl JAHHBIX CUCTEM 3JIPABOOXPAHEHUS, O KOTOPBIX MOXKET OBITh MOydyeHa HHPOpMAIIHS O
XapaKTePUCTHKE MAIlMEHTOB HJIK 0COOCHHOCTSIM MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara;

nH(OPMAIIUS PETYIATOPHBIX OPraHOB JPYTHX CTPaH MUPA.

723. CurHan mpuoOpeTaeT CTaTyC BAJIMIUPOBAHHOTO, €CIIM MPOIECC BepUHUKAIIUU BCel
HMMEIONIECH OTHOIIEHUE K CUTHATY IOKYMEHTAllUU CBUIETENLCTBYET O MPEANOI0KUTEILHO HOBOM
MPUYMHHO-CJIEICTBEHHON CBS3M WJIM HOBOM AacCleKTe W3BECTHOM B3aUMOCBSI3U MEXKIY
HEXeNaTelIbHOW peakIMeil W JIEKapCTBEHHBIM IMpenapaToM M, CIEI0BaTEIbHO, SBISETCS
000CHOBaHHUEM TaJIbHENIIIE OIEHKH.

724. CurHan, Ui KOTOpPOro B TIpollecce BaluAalud He Oblla TMOATBEP)KICHA
MPENIOJIOKUTETbHO HOBass NPUYMHHO-CIIE/ICTBEHHAs! CBSI3b WM HOBBIM acCHEeKT W3BECTHOU
B3aMIMOCBSI3M, MOXKET TOTPeOOBaTh BHIMIOJHEHUS JalbHEHIIero ananu3a (HampuMep, B CIIydasx
HEJO0CTaTOYHOCTH KOJIMYECTBA JOKYMEHTAIMH 10 COOTBETCTBYIOIIEMY CIydal0 HeXeslaTelbHOU
peakiun). B mogo0HBIX ClTydasx HOBBIE COOOIICHHSI O HEXKEIATeIbHBIX PEAKIUIX HIIA PE3YIbTATHI
MOCHEAYIONEro HaOMI0JeHUSI MO0 paHee MOJYYEHHBIM CIIy4asM, OTHOCSAIIEMYCS K HEpPUOAY
MOCTPETUCTPAIIMIOHHOTO ~ HAOMIOACHUS, JOJDKHBI — MOBTOPHO  pacCMaTpUBaThCA  4Yepe3
COOTBETCTBYIOIIME IEPHOJbl BPEMEHU C IIeJIbl0 OOECHeueHHs y4eTa M PacCMOTPEHUsl BCEX
COOTBETCTBYIOIIUX COOOIICHHIA.

725. Ilpu 006paboTKe cMTHAIA Ha YPOBHE OPraHU3AIMH MOXKET MOTPeOOBATHCA HECKOJIBKO
ATANoOB 3KCIEPTHOM OLEHKU U 00CYKICHUS C MPUBJICUCHUEM PYKOBOJAUTEIICH pa3INYHOTO YPOBHS,
npUHUMaIIUX pemeHue. [lo pe3ynbrataM Bajduaaldd MOTYT OBITh HPHUHSTHI PAa3IUYHBIC
pEIIeHNs, BKITFOYAast TIOTBEPIKACHHIE HIIM OTKJIOHCHUE BaTUAAIMK CUTHAIA (HEBAJIUIHBIN CUTHAT),
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MPUHATHAE PEUIEHUS O HEOOXOJUMOCTH BBIMOJHEHUS JOMOJHHUTEIBHONW OIEHKH HMEIOIINXCS
JTAHHBIX, OTHECEHHWE BAJIMJAUPOBAHHOIO CHTHAJIA K HOBOMY PHUCKY WJIM HEM3BECTHOMY ACIIEKTY
M3BECTHOTO PUCKA C MPEIOKEHUEM TTOCICYIONTUX ACHCTBUN (TaKUX KaK BHECEHUE M3MECHECHHMA
B CIPaBOYHYIO0 MH(pOpMAIUIO U (WIIM) BBEIEHHE MEpP MUHUMHU3AIMUA PUCKA) TMOO OTKIOHEHHE
MPEIOI0KEHUS OTHOCUTEIBHO OTHECEHUs BAJTMIMPOBAHHOTO CUTHAJa K HOBOMY PHCKY WM
HEU3BECTHOMY aCIMEKTy H3BECTHOTO PUCKA (OTKIIOHEHHBIN CUTHAT).

726. CurHan, uisi KOTOPOTO IO PE3yJbTaTaM BBINOJHEHUS BalUJallMd W OLEHKHU
MOATBEPKIAIOIIMX JAHHBIX YCTAHOBJIEHO, YTO UMEIOLUECS JAHHbIE SIBJISFOTCS HEAOCTATOUHBIMU
JUISl TIPEIIOI0KEHU O HAIMYUM HOBOM TMOTEHIMAJIBHON MPUYMHHO-CICACTBEHHON CBSI3U WU
HOBOT'O acIleKTa M3BECTHOM B3aMMOCBS3U M, CIICIOBATEIHLHO, NATLHEHUININI aHalIM3 CHUTHAajla He
SIBJISIETCSI 0OOCHOBAHHBIM, MIPU3HAETCS HA JAHHOM dTalle HeBAJIMIUPOBAHHBIM CUTHAJIOM.

727. lepxaTenu pErucTpalMOHHBIX YJOCTOBEPEHHH M  YINOJIHOMOYEHHBIE OpIaHbI
rOCY/IapCTB-WICHOB JOJDKHBI MMETh CHUCTEMbl OTCIEKHUBAHUS C LEJIbI0 y4eTa pe3yJbTaToB
BAJIMJIALMU CUTHAJIOB, BKJIKOYAs U3YYECHHE U OTCIEKMBAHUE MPUYMH, 10 KOTOPBIM CUTHAJIBI HE
OBLITM TIPUHSITHI KaK CBUCTEIbCTBYIOIIHE O MPEITOIOKUTETHFHO HOBOM MPUYNHHO-CIICICTBEHHON
CBSI3M WJIA HOBOM AacCIIEKTE€ W3BECTHOW B3aMMOCBS3M MEXIY HEXKEIATEIbHOM peakUuen |
JIEKapCTBEHHBIM TIPEIapaToM, a Takke HH(opMaIuu, KOTopasi IIoMorJia Obl B TIOMCKE MOI00HBIX
CJIy4aeB U OLCHKE CUTHAJIOB.

IIpuopuTH3anMsi CHUTHAJIOB

728. KimtoueBbIM ~ 3JIEMEHTOM  IIpolecca  YIpaBJIEHHS  CUTHAJAMU  SIBJSIETCS
He3aMeUIUTEIbHOE ONpeieJICHHE UX BIUSHUS Ha 00IIECTBEHHOE 3J0POBBE (310POBHE HACETICHHUS)
WJIM COOTHOILIEHUE «I10JIb3a — PUCK» JIEKAPCTBEHHOTO Mpenapara y NalueHToB, I0ABEPratonXcs
Bo3aeicTBUIO. [IpH o1leHKe JaHHOTO BIMSHUS IPUHUMAIOTCS BO BHUMAaHUE clieAyIolue (hakTophl:

a) CTETIEHb TSKECTH, CEPbE3HOCTh, HCXOJ, OOpaTHUMOCTb HEXENAaTeNbHOW pEeakIuu |
BO3MOXXHOCTbH €€ MPEeI0TBPALLEHbBS;

0) oIleHKa BO3/ICHWCTBUS HA MAIIIEHTOB M YaCTOTHI HEKENATeIIbHOU PEaKIUy;

B) IpUMEHEHHUE JIEKApCTBEHHOIO Tperapara B yA3BUMbBIX MOMYJISIUOHHBIX TPYIIAax pUCKa
U (UIu) B TOMYJSIMOHHBIX TPYMIAX, IMOABEPralOIIUXCS HHOMY CIIOCOOY HCIOJIB30BaHUS
JIEKapCTBEHHOI'O Tperapara (HanpuMep, HEMPaBHUJIBHOMY MCIOJIb30BAaHUIO WIIH HCIIOJIb30BAHUIO
HE 10 3as1BJICHHBIM MTOKa3aHUSIM);

) IOCJEACTBUS TpPEKpAIlleHUsl JIEYEHUS] NPUMEHUTENbHO K TEYeHHIO 3a00JieBaHUS U
JOCTYITHOCTh TE€PANEBTUYECKUX ANbTEPHATUB;

1) IpearnoaraemMasl CTeNeHb BIUSHHUS IUIAHUPYEMBIX PETYJSITOPHBIX Mep (Hampumep,
JOTIOJIHEHUE DPa3[elOB HEXKENIATEIbHbIX pEaklUi, NPEeJOCTEPEKEHUN, MPOTUBOIIOKA3aHUM,
BBEJICHUE JTOTIOJIHUTEIBHBIX MEP MUHUMHU3AIMU PUCKA, OCTAHOBKA MEIUIIMHCKOTO IPUMEHEHMUS,
OT3BIB C PBIHKA);

€) BO3BMOXKHO€ pacmpoCTpaHEHHE CHTHajla Ha Jpyrue JACeWCTBYIOLIME BEIIECTBA
aHAJIOTHYHOTO (hapMaKOTepaneBTUYECKOro Kiacca.

729.Tlpu ompeneNeHHbIX OOCTOSTENBCTBAX 0CO00€ BHUMAHWE OJDKHO YJIIEISATHCA
CHTHAJIaM, KOTOpble 00CYXIAIOTCSl B CPEJICTBAX MacCOBON MH(pOpPMALUU WIM UMEIOT BBICOKHN
YPOBEHb 3HAYUMOCTH [UJIsi OOIIECTBEHHOTO 3/I0pPOBbS (3I0POBBsI HaceleHHs) (Hampumep,
HEXKEJIaTEJIbHBIE PEAKLMU B PE3YJIbTaTe MMMYHHU3ALUN HACEJIEHU ), C LIEJbI0 HE3aMEAJIUTENBHOIO
JIOHECEHUS 10 OOIIECTBEHHOCTH U MEAUIIMHCKUX PAOOTHUKOB PE3yIbTaTOB TAKOW OIICHKHU.

730. PesynpTar mporenypsl MPUOPUTH3AIMM CUTHala JOJDKEH BKJIIOYAaTh B cels
PEKOMEHIAlMI0 MO0 BPEMEHHBIM paMKaM BBIMOJIHEHHS MOCIEAYIOIIUX ATAloOB YIPaBICHUS
curHasioM. Ha kaxmoil u3 cragmii paboThl C CHUTHAJIOM B Cilydae HaJuuusi HHGOpMAIHH,
oTpeenstoneil HLOOXOAUMOCTh MIPUHATHS MEp 0 MPEJOTBPAIICHUIO UITH MUHUMH3AI[UN PUCKA,
COOTBETCTBYIOIIME MEPHI JOLKHBI IPUHUMATHCSI CBOEBPEMEHHO, B TOM UHCIIE A0 3aBEPLLICHUS
MoJTHOTO 00beMa paboT 1o OIleHKe curHasa. Bee aTambl paboThl ¢ CUTHAIOM JOKHBI BKIIFOYATh
KIIMHUYECKYIO OLICHKY M 3JIEMEHTBI YIIPABIICHUS, TO3BOJISFOIINE OBICTPO MPUHUMATEH BO BHUIMAHUE
MoJly4aeMyto HMH(OpPMAaLHUIO C OMNpeesIeHHEeM COOTBETCTBYIONIMX HM3MEHEHHMH MOCeIyIONINX
JEUCTBUU.

731. PesynbTaT mpoueaypbl TPHOPUTU3ANNKM CUTHANA JOJDKEH OBITh 3aHECEH B CHCTEMY
OTCJIKHBAHUSA C 0OOCHOBAHUEM MTPHUCBOCHHOT'O YPOBHS MPUOPUTHU3ALMHU CUTHATIA.
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OneHkKa CUTHAJIOB

732. Llenbto OLIEHKHU CUTHAJIOB SIBIISIETCS JAJIbHENIIEE U3YyUEHUE 10KA3aTEIbCTB IPUYMHHO-
CIICACTBEHHONW CBA3M HOBOTO pHCKA C JCHCTBYIOIIMM BELIECTBOM WM JICKAPCTBCHHBIM
IpernapaToM JIMOO M3y4YeHUE W3MEHEHHs XapaKTePUCTUKUA M3BECTHOTO PUCKA C MOCIEAYIOUIHM
OIpeJIeIEHUEM HEOOXOIMMOCTH cOOpa JOMOIHUTEIbHBIX JaHHBIX WIN NMPUHATUS PETYIATOPHBIX
Mep. OneHka COCTOMT M3  THIATENBHOTO  (apMaKOJIOTUYECKOTO, MEAUIUHCKOTO |
SMMIEMHOJIOTMYECKOr0 U3YYeHHs MH(OpMAIMM O COOTBETCTBYIOLIEM curHane. O030p A0JKeH
COZIep>KaTh JOCTYIHBIE (PapMaKOJIOTHUECKUE, TOKIUHIUECKUE U KIMHUYECKHE JaHHbIE U TOJIKECH
OBITh MAaKCUMAJIBHO MTOJHBIM IIPUMEHHUTENBHO K UCTOUYHUKAM IOJTy4eHHs] HH(OpMAIUY, BKIIHOYas
JAHHBIE JOChE JICKAPCTBEHHOI'O IIpenapara IpU I0Jade 3asBICHUSA HAa PETUCTPALUIO H
MOCIEAYIOINE W3MEHEHUs, CTaTbM B HAyYHOM MEIHMIMHCKOM JIMTEpaType, CIIOHTaHHbIE
COOOIICHHsT ¥ HEONMyOJMKOBaHHYIO HMH(OpMAIMIO OT Jep)KaTreledl perucTparroHHBIX
YIOCTOBEPEHUII M YIOJHOMOUYEHHBIX OPIaHOB TIOCYJIapCTB-4JI€HOB. Takke HEoO0XO0AUMO
YUUTBIBATh PEKOMEHJAIMH BHEUIHUX 3KCepToB. Ecnu mHpOpManus noiaydeHa U3 HECKOJIbKUX
HCTOYHHUKOB, HEOOXOAMMO YUYHUTHIBaTh YPOBEHb HUX JOKA3aTEIbHOCTH M OIPAaHHUYEHHS C LENbIO
OLIEHKU MX BKJaJa B OI[EHKY Bompoca no 6e3onacHocTH. CoBOKymHast WH(GOpMAIHS U3 Pa3HBIX
HCTOYHHUKOB TaKXe TpeOyeT BbIOOpa MEKAyHapOJHOM NMPHU3HAHHOW TEpMHUHOJOIMU. B cimyuae
OTCYTCTBUSl TEPMHHOJIOTMYECKOTO OINpPEAEICHUs HEOOXOAMMO HCIIOJB30BaTh OINEPAMOHHOE
OIIpesieIICHHE.

733. B HEKOTOPBIX CITy4asiX CUTHAIBI HEOOXOIMMO OILICHUBATH COTJIACHO TEPAIIEBTUYECKOMY
YPOBHIO UJIM CUCTEMHO-OPTaHHbIE KJIACCHI MO0 Ha YPOBHE CTaHIapTU3HPOBAHHOIO 3ampoca (Mpu
UCTOJb30BAHUU CJIOBapsi MeAMUMHCKOM TepmuHoiorun MedDRA). B mpomecce moncka
MH(pOpMALUU MOKET MOTPeOOBaThCs BKJIIOUEHHE B MOMCK JAPYIMX JIEKAPCTBEHHBIX IpEnapaToB
OJIHOTO KJjlacca M JPYIMX HEXENATEIbHbIX PEaKLUHH, HAIpuMep, OTHOCALIUXCS K IPYTrUM
TE€PMUHAM, UMEIOIUX OTHOLIEHHUE K CIOXKHOMY 3a00JIEBaHUIO (HapUMep, HEBPUT 3PUTEIBHOTO
HEepBa KaK BO3MOYKHBIM NEPBBIN MPU3HAK MHOXKECTBEHHOI'O CKJIEPO3a), paHHEW CTAaJlUU peaKkLnuu
(HanmpuMep, yanuHeHue uHTepBana QT) winm KIMHMYECKHM OCJIOKHEHHSIM COOTBETCTBYIOIIEH
HEXXEeJaTeNbHOH peakiu (HarpuMep, 00e3B0KUBaHUE UITH OCTpasi IOYE€YHAsE HETOCTaTOYHOCTh ).

734. Coop wuHbOpMaIMM H3 pa3HBIX HCTOYHHKOB MOXET 3aHATh Bpems. B 1emix
ONTUMH3AIMU TPOIlecca MOXKET OBITh MCIIOJNB30BaH IOIIATOBBIA METOJ OICHKH CuUrHaia. B
OTHOILIEHUH HOBOT'O CUTHAJIA O TSXKEJIOW HeOIaronpusTHON peakliui MO>KHO IIPUHATh BPEMEHHBIE
MEpBI, €CIIM B pe3yJIbTaTe MEePBON CTAANN OIICHKH Ha OCHOBAHUU JTOCTYITHOM HH(POPMALIUH CAETaH
BBIBOJ] O MOTEHIIUAIBHOM PHCKE, KOTOPbIIl HEOOXOAUMO NMPENOTBPATUTb.

4. leficTBHS YIIOJJHOMOYEHHBIX OPTaHOB roCyJapCTB-YWICHOB 110 pe3yJbTaTaM OLeHKH
CHTHAJIOB

735. JlelicTBHsI YIIOJIHOMOYEHHBIX OPraHOB I'OCYJIapCTB-WICHOB IO PE3YJIbTaTaM OLIEHKU
CUTHaja MOTYT BapbUpOBAaThCSI B COOTBETCTBUU C TPeOOBAaHUSMH, YCTAHOBJIEHHBIMHU aKTaMU
opranoB Coro3a WIM 3aKOHOJATENbCTBOM T'OCYJapCTB-WJIEHOB, U BBIBOJAMH IO pe3yJbTaTaM
OLICHKH CHUTHAaJA.

736. HecmoTpss Ha TO, YTO PEKOMEHJALMU COCTABIIAIOTCS IIOCJIE OLEHKHM CHTHaja Ha
OCHOBAaHUHU COBOKYMHOW MH(MOpMalNK, HEOOXOAUMOCTh JAECUCTBUN OIICHUBAETCA B XOJE€ BCETO
mporecca YIpaBJIeHHS CHUTHAIOM, OINpeneisiss 000OCHOBAaHHOCTh M IIeNIecOO0pa3sHOCTh Oolee
PaHHUX JIEUCTBUI MO MUHUMH3ALIMK PUCKA.

737. [AeiicTBus 11O pe3yabTaTaM OIICHKH CHTHAIA MOTYT BKJIIOYATh B C€0s JTOMOIHUTEIBHOE
M3Yy4YEHHE PUCKOB WJIM MEPbl MUHUMHU3ALMU PUCKOB, ECIIM MEXAHU3MBI Pa3BUTHS 110103PEBAEMON
HEOJIaronpusATHON peakUHWy YKa3bIBAlOT Ha BO3MOXKHOCTH MPEIYNPEKICHUS HIU CHIDKEHUE
CTENEHU TSKECTH HEXKeNaTelabHON peakiuu. Eciau BbIBOJA OCHOBAaH Ha OrPAHUYEHHOU
uHpOpMalMK, MOXKET NOTPeOOBATHCS NPOBEIEHHE IOCTPETUCTPALIMOHHOTO HCCIEIOBaHUS
0€30MaCHOCTH C IIEJIbI0 M3YYECHHS TTOTCHIIMAIBHOTO BOIIPOCa W MPOOJIEMBI 110 O€30MaCHOCTH.

738. Eciin  yIOJTHOMOYEHHBII OpraH TIOCyJapCTBa-wi€HAa HaIpaBiIeT JEpKaTellto
PErUCTPALIMOHHOIO YIOCTOBEPEHHUS 3aMPOC O MPOBEACHUM JOMOIHUTENBHBIX JEHCTBUM, B TAKOM
3arpoce HeoOXOIUMO YKa3aTh CPOK BBIMOJHEHMS JEHCTBMMA, BKIIIOYAsl OTYETHI O JTOCTUTHYTHIX
LENAX W TPOMEKYTOUHBIX pe3yJIbTaTax IMPONOPLUUOHAIBHO CTENEHU TSHKECTH W BIMSHUIO
npobaemMbl MO0 6e30MacHOCTH Ha OOIIECTBEHHOE 3/I0pOBbE (370pOBbE HaceneHus). Jleprkarenb
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PErUCTPALIMOHHOIO YAOCTOBEPEHUS U YIOJIHOMOYEHHBIE OPIraHbl FOCYJAapPCTB-UJICHOB JOJIKHBI
YUYUTHIBATh BO3MOXHOCTb IPOBEAECHUS MCCIEAOBAHHUS B YCTAaHOBJIEHHBIE CPOKHM C YYETOM
MapaMeTpoB HCCIEIyeMOro Bompoca Oe30MacHOCTH, HalpuUMep, YacTOThl pa3BUTHUS U
noTpeOHOCTH B MPOCIIEKTUBHOM Ju3aiiHe uccienoBanus. Cienyer yunThiBaTh BPEMEHHBIC MEphI
mo obecreueHno 6e3omacHoro M 3h(HEKTUBHOTO MPUMEHEHHS JICKAPCTBEHHOTO Tpernapara WiH
YCTPAHEHUIO PHUCKA, BKJIKOYas BO3MOXHOCTb BPEMEHHOIO IIPUOCTAHOBIEHUS JAECUCTBUS
PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara.

739. B cimyuyae OTCyTCTBHMS pUCKa JJIsl NALMEHTOB YIOJHOMOYEHHBIN OpraH rocyaapcTsa-
YJieHa MOXET TMPUHATH penieHre 00 OTCYTCTBHUM HEOOXOJMMOCTH JalbHEWIIeH OLEHKU WU
IaJbHEUINX IeUCTBUH.

5. O0men undopmanmei

740. Cnenyer o0ecreynThb BO3MO>XHOCTh oOmMeHa  uHpopmanuen MEXIY
YIOOJHOMOYEHHBIMH  OpraHaMH  TOCYJapCTB-UJICHOB, JepXaTelsiIMA  PErucTPallMOHHOTO
YAOCTOBEPEHUS U APYTUMHU YIaCTHUKAMHU C IENBI0 paclpocTpaHeHus] HHPOPMAIIUU O CUTHAJIAX,
cOopa IOMONHUTENIbHBIX NaHHBIX, JajbHEHIIel OLIEHKH BOIpoca Oe30MacHOCTH W MPUHATHUS
pELIEHNs O 3aIUTE 310POBbs MAllUEHTOB.

741. [lepkaTenu PErHCTPAllMOHHBIX  YJAOCTOBEPEHUM TMEpPENal0T COOTBETCTBYIOLIYIO
nH(OPMAILIMIO O CUTHAJaX B YHOJHOMOYEHHBIE OpPTaHbl rOCYIapCTB-WICHOB (YTO COCTaBIISET
yacTh 00s3aTeNbCTB MO (hapMaKOHAI30py M MOHUTOPHHIY COOTHOIIEHHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOT 0 IIpenapara). BanuaupoBaHHble CUTHANBI, KOTOPbIE MOTYT OKa3bIBATh BIUSHUE HA
OOIIIECTBEHHOE 370pOBbE  (30POBbE HACEJICHHWS) W COOTHOIICHHE «IOJb3a — PHUCK»
JIEKapCTBEHHOT'O Mpernapara, JOJKHBI ObITh TepeaHbl B YIIOTHOMOYEHHBIE OPTaHbl TOCY1apCTB-
YJIEHOB B COOTBETCTBHMM € MyHKTaMu 756—757 Hactosimux [IpaBumn. Takxke B COOTBETCTBYIOIINX
CIIy4asiX JIOJDKHBI OBITh MPEACTABICHBI IPEIOKEHUS O BOZMOXKHBIX JICHCTBHSIX.

742. YIOTHOMOYEHHBIE OpraHbl TOCYJApCTB-YICHOB TMEPENAIOT pe3yJIbTaThl OLEHKU
CUTHAJIOB JIEPKATEISIM PErUCTPALIMOHHOTO Y0CTOBEPEHUSI.

6. JlonosiHUuTEIbHBIE TPEOOBAHUSA K MPOLECCY YIPABJIEHUS CUTHAJIOM 0 OMOJIOTrHYEeCKHUX
JIEKApPCTBEHHBIX Mpenaparax

743. JlepaTelnsiMi PETUCTPAIMOHHBIX YIOCTOBEPEHUN OWOJIOTHYECKUX JICKAPCTBEHHBIX
IpenaparoB, Kak U JPYIUX JIEKAPCTBEHHBIX IIPENapaToB, HA IPOTKEHUU BCEr0 XU3HEHHOI'O
LUKJIA JOJIKHO ObITh 00ECIIeueHO BhINOJIHEHHE HEMPEPHIBHOIO MOHUTOPHHTA C 1IEJBIO BBISIBICHUS
U OLNCHKH MNOTCHHHWAJIBHBIX HOBBIX PHCKOB, CBA3daHHBIX C HpO(bI/IJ'IeM 6630HaCHOCTI/I niim
addextuBHocTH. OcoOble TpeOOBaHMSI  CBSI3aHBI CO  CBOMCTBEHHOW  OHMOJOTHYECKUM
JEKapCTBEHHBIM  MpermapaTaM  BapuaOelbHOCTHIO  MPOM3BOJICTBEHHOTO  MpOIEcca,  YTO
MOTEHITMATBLHO MOKET OKa3aTh BIUSHUE HA MPOPHiIs 6€30macHOCTH U 3((HEKTUBHOCTH, BKIIIOYAS
XapaKTEPUCTUKY U KIMHUYECKHUE IOCIEICTBUS PUCKa MMMYHOI€HHOCTH. Mcxons u3 3Toro Bce
ATarnbl yIpaBIeHUs] CUTHAIOM JOJKHBI BBIITOIHSITHCS B OTHOILIEHUU OMOJIOIMUYECKOro Ipernapara,
MPUHAMIECKAIIETO0  AEPKATEINI0  PETUCTPALlMOHHOIO  YAOCTOBEPEHHS, U B  OTHOLICHHUU
JeCTByIOIIEro BemiecTBa. B ciyyae BBISBICHHS CUTHANa JIOJDKHBI OBITH BBINIOJHEHBI BCE
HEOO0XOAUMBIE ISHCTBUSA 711 OTIpEIeICHUs IPHUYNHBI, BKII0Yask HICHTH()UKALINIO TOA03peBaEMOM
cepud. BreimonHsemMble MpoUEAYphl JOJKHBI XapaKTEepU30BaThCsl TPEOyeMbIM ypOBHEM
YYBCTBUTCIIbHOCTHU K BBIABJICHUIO BAXKHBIX U CCPHE3HBIX PUCKOB, KOTOPHIC MOT'YT GBITB CBsI3aHEBI C
M3MEHEHHEM MPOU3BOJCTBEHHOIO Ipolecca WM KadecTBa OMOJIOTHYECKOTO JIEKapCTBEHHOIO
npernapara, a TakKe BaXHBIMH MEKCEpUHHBIMU Pa3NUUMsiIMU. B OTHOIIEHMH OMOAaHaTOrMYHBIX
(6romo00HBIX ) JIEKAPCTBEHHBIX MTPENApaToB HAa MPOTSHKEHUH BCETO JKU3HEHHOTO ITUKJIIA JTOJHKHBI
BBIIIOJHATBCA TMPOUCAYPBI BbIABJICHHA BO3MOXHBIX BaXHBIX OTINYHUU OT peq)epeHTHoro
OMOJIOrMYECKOro  JIEKapCTBEHHOro  mpemnapara. KinWHUYecKH 3HAYUMbIe  TOCIEICTBUS
IIOTCHIIUAJIbHOT' O pHUCKa HUMMYHOI'CHHOCTH (KaK TCOPCTUYICCKHU OIpeacirsicMoro JJISL
OMOJIOrMYECKOro JIEKAapCTBEHHOI'O IIpernapaTa) JOJDKHBI YYHUTHIBATBCS W TaKkKe IOJIeKaT
MOHHUTOPHHTY Ha NPOTAKCHHUU BCCTO JKU3HCHHOI'O IUKJIA JICKAPCTBCHHOI'O ITpLCriapara.

744. JlepaTelsiMi PETUCTPAIMOHHBIX YIOCTOBEPEHUN OWOJIOTHYECKUX JICKAPCTBEHHBIX
npemnaparoB JOJIZKHO 6BITI> O6€CH€‘I€HO BBIITIOJIHCHHUC BCCX BO3MOXHBIX MCpP, BKIIHOYasa
UCIIOJIb30BAaHMUE DPA3IMYHBIX METOJAOB M HCTOYHHUKOB HHGMOpPMALWU, I MOJyYeHUs
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aKTyaJIM3UPOBAaHHBIX W HAJEKHBIX JAaHHBIX OTHOCHUTEIHHO (PAKTUYECKOTO MCIOIb30BaHUS
OTpeeNieHHOr0 OWONOTHYecKoro rmnpemnaparta. llpormecc aHamm3a AaHHBIX O (PaKTHYECKOM
WCIIOJIb30BAHUU U BBISBISIEMBIX IOJI03PEBAEMBIX HEXKETATENbHBIX PEaKIusiX JOKEH OBITh
OpraHnu30BaH TaKHUM 06pa30M, ‘ITOGBI O6CCHC‘II/IBaJIaCI: HCIIPCPBIBHOCTL BBIABJICHUSA CUTHAJIA,
BKJIIOYasl BBISIBIIEHHE JIFOOOTO BO3MOYKHOTO M3MEHEHHUS OKHJAEeMOW YacTOThl PENOPTHUPOBAHUS
HEXEIIAaTCIbHbBIX peaKHHﬁ, JII/I60 N3MCHCHUEC TCHACHIIUN, KOTOpAad MOXKCT O3HA4YaThb HOBBII CUTHANI
(B 4acTHOCTHU, KaK CIIEZICTBHE BHECEHUS M3MEHEHMI B MPOIIECC MPOU3BOJCTBA OHOIOrHYECKOTO
JIEKapCTBEHHOI'O Ipemnapara). B OTHoOIIEHHH OIpeNeneHHbIX ACHCTBYIOLIUX BEIIECTB MOTYT
BBITIOJHATECS TpeOoOBaHMA MO Oojiee YacTOMY MOHUTOPUHTY, BHECEHHE W3MEHEHHH B
HpOI/I3BOI[CTB€HHBII>'I mnmponecc sBJIACTCA OCHOBAHHUCM JJI1  BbIIIOJIHCHUA OCOGBIX MCp 10
00ecreueHn0 CBOEBPEMEHHOTO BBISIBJICHHS CUTHAIA.

745. CurHanbl, BbISIBISIEMBbIE TNIPM  MOHHMTOPUHIE JaHHBIX MO  OHMOJOTHYECKHM
JIEKapCTBEHHBIM Mpernaparam, JOKHbBI OLEHUBATHCS C yUETOM JaHHBIX 110 OCEPUIMHOMY 00beMy
BO3/ICHCTBUS, BKIIIOYAsi HOMEpA OTIPY>KEHHBIX WM PEATM30BaHHBIX CepUii, 00BEM JaHHBIX CEPHii
U PErHOHBI (CTPaHbl), B KOTOPhIE COOTBETCTBYIOIINE CEpUU ObUIH MOCTaBlIEeHbl. PekoMenayercs
WHTEHCU(UKAIMS MPOLECCOB PyTHHHOrO (apmakoHam3opa C IeNbl0  o0ecreueHus
CBOEBPEMEHHOTO BBISBJICHUSI HOBBIX PUCKOB M U3MEHEHM Mpoduiist 6€30MacHOCTH WIM KauyecTBa
OHMOJIOTMYECKOro JIEKAPCTBEHHOTO Mpernapara Ha JIF000M dTarie )KU3HEHHOT0 IUKIIA. B oTHOIeHnN
HOBBIX CHUTHAJIOB JIOJKHA BBIMOJHATHCS OLEHKa HEOOXOIMMOCTH PacHpOCTPaHEHUS TaHHOTO
CHTHAJIa Ha 110/103pEBAaEMBbIii OMOIOTHUECKUH JIEKapCTBEHHBIH IpenapaT Wil Ha BCe aHAJIOTHYHBIE
neiicTByromue BemecTBa. [Ipy HeqOCTaTOUHOCTH JaHHBIX O MOATBEPXKICHUHU CHEUU(PUUHOCTU
CHUrHajia, BBIABJICHHOI'O B OTHOLICHUU OIPCACICHHOIO 6HOHOI‘I/I‘IGCKOI‘O JICKApCTBCHHOT'O
mpernapara, B Leisx odecredeHust TpedyemMoii Mpe1oCTOPOKHOCTH B OTHOIIEHUH OMOJIOTHYECKIX
JICKApCTBEHHBIX TPErnapaToB OOOCHOBAaHHBIM MOXKET SBIATHCS MPUMEHEHHE PeryJsTOPHBIX
JEHUCTBUM B OTHOIICHUM BCEX AHAJOTMYHBIX JIEHCTBYIOIIMX BEIECTB, BKIOYAs peepeHTHBIN
npemapar. B oTHOmEeHUN JIIO6OFO HOBOI'0 BBIABJICHHOI'O KIMHHUYCCKOI'O PpHCKA, HUMCHOIICTO
MMMYHOT€HHYIO 3THOJIOTHIO, JOJHKHO OBITh BHIIMOJIHEHO MOJHOE UCCIIEIOBAaHHE 110 ONpPEAeTICHUIO
B3aMMOCBA3U JAHHOT'O pHUCKa C OITPCACIICHHBIM 6HOJIOI‘I/I‘ICCKI/IM JICKAPCTBCHHBIM NIPCIIapaToM I
oTpesieNIeHHOM cepreil OMOIOTHYecKOoro JEKapCTBEHHOTO Ipernapara, a Takke NPUHATHI MEPHI 110
YCTAHOBJICHHUIO TIPUYHUHBLI BbIABJICHHOI'O KIIMHHUYCCKOI'0 pUCKa C 1CJIbIO HOCHC,Z[YIOH_Ieﬁ
peaiv3allii MEpONPUATUN MO0 MHUHHMH3AIMHU WM YCTPAaHEHUIO JAHHOTO pHUCKa (Hampumep,
ONTUMU3ALMNHA METOJIOB KOHTPOJIS, ITANOB MPOU3BOJICTBEHHOTO MPOIIECCA).

7. TpeGoBaHuA K Ka4eCTBY NPH YNPABJICHUN CUTHAJIOM B YACTH o0ecredeHus
NMPOCJIeKUBAEMOCTH

746. YrpaBiieHUE€ CUTHAJIOM OTHOCHTCS K KPUTHYECKMM TIporeccaM. Banupanus,
IIPUOPUTH3ALIMS, OLICHKA, BPEMEHHBIE CPOKH, PELICHMs, ACHCTBUSI, IUIaHbl, pEIOPTUPOBAHUE, A
TaKXKE€ WHbIE KIIIOUEBBIE MPOLEAYPHl TOJKHBI HAIJIEXKallUM 00pa3oM JTOKYMEHTHPOBATHCA U
NEPUOMYECKH  OTcaekuBaTbcd.  CHCTEMbl  OTCIEKHMBAHUS — TaKKe  JIOJDKHBI  OBITH
JOKYMEHTHPOBaHbl M BKJIIOYATh B Ce0sl CUTHAJIBI, B PE3yJIbTAaTe IPOBEPKHU KOTOPBIX OBbLI CAETIaH
BbIBOJ] 00 OTCYTCTBUHM HOBOW TOTCHLUMAIBHOW NPUYUHHO-CIECACTBEHHOW CBS3M pHUCKA C
OIpEJIeIEHHBIM OMOJIOIMYECKUM JIEKAPCTBEHHBIM IIPENapaToM MM HOBOTO acleKTa M3BECTHOU
B3aMMOCBSI3M TAaKOr0 pPHCKa, TaK KaKk OHM MOTYT MpHBIEYb 0OCO0OE€ BHUMAaHHME B cCiydae
MOCJIEAYIOIIEro aHainu3a. Bce 3amucu IOJDKHBI MOAJIEKAaTh APXMBUPOBAHUIO U XPAaHEHUIO B
COOTBETCTBHUH C JEHCTBYIOIMMHU ITPOLEAYPAMH.

8. Cucrembl KayecTBa U JOKYMEHTALMS

747. BaxxHoil 0COOEHHOCTBIO CHUCTEMbl OOpaOOTKM CHTHAJIOB SIBISIETCS  UYETKOE
JIOKYMEHTHPOBAHUE C LIETBI0 00ecrieueHus Haaiexamnero u 3QPekTuBHOro (yHKIIMOHUPOBAHUS
CHCTEMBI, CTAaHJAPTU3AIUHN 0053aHHOCTEH U TpeOyeMbIX JIeCTBUH, BBITOJHEHHS 3TUX JIEHCTBUNA
JUIIAMUA C COOTBETCTBYIOUIEH KBaIM(UKALMEH M WX TMOHUMAHUSA BCEMHU BOBJICYCHHBIMU
CTOPOHAMHM,  OCYIIECTBICHHS  HaJUIeXalero KOHTpoiast ©  (Ipu  HEOOXOIUMOCTH)
YCOBEpPILICHCTBOBaHMsI cUCTeMBbl. Mcxons U3 AaHHBIX TpeOOBaHMH AOJKHA OBITh pa3paboTaHa U
MPUMEHSTHCSI KO BCEM IpolieccaM YIpPaBICHHs CHTHAJIAaMH CHCTeMa OOECIeUeHHsI M KOHTPOJIS
KayecTBa. Takke IOKHBI OBITh pa3paboTaHbl, AOKYMEHTAIbHO O(OPMIIEHBI M BHEIPEHBI
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MpoLEaYphl CUCTEMbl KauecTBa. JlaHHOe TpeOoBaHHME paclpoCTpaHSIETCs] Ha HCIOIb3yEeMYIO
METOJIOJIOTHUIO U IEPHOJNYHOCTH BBITTOIHEHUSI pa0OT MO BBISBICHUIO CUTHAJIOB.

HeoOxonumo pacnpenenuts GyHKIUN U 003aHHOCTH OTHOCUTENFHO JACUCTBUN U BeJleHUs
JOKyMEHTAIMU, KOHTPOJIS U U3YyUYEHHUS BOITPOCOB KAYECTBA, @ TAKKE MPUHSITHS KOPPEKTUPYIOLIUX
U TperynpeauTeNbHbIX MEp, B TOM YHUCIE O0s3aHHOCTU IO ayJuTy oOecredyeHHs KauecTBa B
CUCTeME YTpaBICHUS CHTHAJTAMH, BKIIOUYas ayquT CYOHOJPSTYMKOB KOHTPAKTHBIX CTOPOH,
BBITIOJTHSIONIMX KaKUe-Tu00 paboThl 1O JaHHOMY HampasiieHuio. JlomkHa ObITh rapaHTHPOBaHA
KOH(UISHIIMATLHOCTh JTAHHBIX M JIOKYMEHTAllUW, O€30MacCHOCTh M JOCTOBEPHOCTH JaHHBIX
(BKJTIOYAS [IETTOCTHOCTH MPH TIepeaaye).

748. CucteMa OTCIEKHUBAHUS JTOJKHA 00ECIeUnBaTh COXPAHEHUE BCEMH BOBJICYCHHBIMH
CTOPOHAMH JaHHBIX Ha BCEX JTamax yOpPaBJIEHUS CUTHAJIOM C Lelblo  (QopMUpOBaHUS
ayJIMTOPCKOTO CJIE/A, MO3BOJISIOUIET0 OCYLIECTBIIATH MPOCIEKUBAHUE U KOHTPOJIb IETAIBbHOIO
BBITIOJTHEHUSI HA BCEX JTalax yMHpaBJIE€HUS CUTHAJIOM, BKJIIOYas OLICHKY, aHaliu3, MPUHSITHE
penieHnuit 1 000CHOBaHUE.

749. Poiu 1 OTBETCTBEHHOCTh 32 BBINOJIHEHUE KAXKIOTO dTama AEATEIbHOCTH, BKIIIOYAS
BEJICHUE TOKYMEHTAI[M!, KOHTPOJb Ka4eCTBa M 0030D, a TAK)KE BHIMOTHECHHH KOPPEKTUPYIOIINX U
MpeIyNpeIUTeNIbHBIX ~ MEPONPUITHH, JOJKHBI OBITh  ONpeAeNeHbl U JOKYMEHTalIbHO
3a(hUKCUPOBAHBI.

750. Onucanue  mpolecca  ynpaBi€HUs]  CHUTHAJIAMU  BKIIOYAETCA  JIepKaTeaeM
PETUCTPAIIMOHHOTO YI0OCTOBEPEHUs B MacTep-(aiin cuctemsl papmakoHanzopa. DPPeKTUBHOCTD
(GyHKIIMOHUPOBAHUS CUCTEMBI B 4YaCTH JAHHOTO MpoLiecca MOIeKUT HEMPEPHIBHOMY KOHTPOJTIO,
MHAUKATOPHl 3(()EKTUBHOCTH Tpoliecca MPEACTABIAIOTCS B IMPHIOKEHHH K MacTep-gailmy
cucTeMbl (apMakoHaa3opa. JlepikareneM perucTpalMoOHHOTO YAOCTOBEPEHHS JIOJDKHO OBITh
obecrieueHO (YHKIMOHHPOBAHUE CHUCTEMBI YIPABICHUS JOKYMEHTAllMEeHd W 3alucsIMH B
OTHOIIEHUH BCEX IIPOIECCOB CHUCTEMBI (papMakoHaA30pa, 4YTO 00ECrne4YuBaeT BO3MOXKHOCTH
MOVCKA IOKYMEHTOB, ITPOCIICKUBAHUS BCEX MEP, MPUHUMAEMBIX C IIENBI0 U3yUeHUs TPOOIEMBI TIO
0€301MacHOCTH, a TaK)Ke COOJIOJICHHS CPOKOB BBITIOJIHEHUS PACCIeIOBAaHUIN U MIPUHATHS peIIeHUN
B OTHOIIIEHUU TaKOH MpoOeMbl (BKItOUYasi JaThl U POIECC IPUHATHS pelieHui). B oTHOImeHnN
mpolecca yrnpaBJIeHHUs CUTHAJIaMd, KaK U B OTHOUIEHHHM BCEX MHBIX KPUTHUYECKUX MPOIIECCOB
cucTeMbl (hapMaKoHaI30pa, Jep>KaTelieM PErUCTPALMOHHOTO YJOCTOBEPEHHs JOJDKHO OBITh
00ecredeHo BBIMIOJHEHUE PETYISIPHBIX ayJUTOB, B TOM YHCJE B ClIy4ae MPUBJICYCHUS K JaHHOU
NEeSATEIbHOCTH MOCTABIIUKOB YCIYT U KOHTPAKTHBIX OPTaHU3aLUN.

751. JlokyMeHTanusl, MOATBEPIK/IAI0IIAst BHITIOJIHEHUE JTAHHBIX TPEOOBAaHMM, TOKHA OBITH
JIOCTyIIHA B J000€ BpeMs, B YAaCTHOCTH IPU HEOOXOJMMOCTH BBIIOJHEHHUS OICHKH
JI0Ka3aTeNbHOIN 0a3bl MO BBHIOJIHEHHBIM JACUCTBUSM M IPUHATHIM PELIEHUSIM U 000CHOBaHHOCTHU
TaKOM OLICHKH.

752. MoxeT mnoTpeOoBaThCs HM3y4YCHHE TOKYMEHTAIlUU JCpKaTessl PEeruCTPAlMOHHOTO
YIOCTOBEPEHUS O COOIIOACHNH JAHHBIX TIOJI0KEHUH 710 U TTOCIIE MPOLEAYPbI PErHCTPALIUH B LEIAX
OLICHKH BBITIOJIHAEMOI 1eATEIbHOCTH WIIM UHCTIEKTUPOBAHUSI.

9. Ob0yuenue

753. TlepcoHan MODKEH OBITH CIIEHAIIBHO 00YYEeH BBIMOJHEHUIO JEHCTBUN 1O 00paboTke
CHTHAQJIOB COIJIACHO paclpeseleHHbIM (QYyHKIUSAM U o0sa3aHHOCTAM. JlaHHOe TpeOoBaHUE
OTHOCHTCS K TIEPCOHAITY OTJIiej1a 1o (hapMaKoHaI30py, a TAKIKE MEPCOHATY, KOTOPOMY MOXKET CTaTh
M3BECTHO O MOTECHIIUATBHBIX CUTHAJIAX WJIM KOTOPBI y4acTBYET B Ipoiiecce 00padOTKH CUTHAJIOB,
HaImpuMep, MepcoHaTy aJIMAHHACTPATUBHOTO (IIPAaBOBOTO) OT/EIA, IEPCOHATY, YIaCTBYIOIIEMY B
JNOKIIMHUYECKUX,  MEIUIUHCKUX,  (PapMaKOIMUIACMHOIOTHYECKHX W MapKETHHTOBBIX
uccinenoBanusax. OOyYeHHE MOJDKHO IPEayCcMaTpuBaTh 3HAKOMCTBO C TEPMHHOJIOTHEH U
JOCTYMHBIMU 0a3aMM JAaHHBIX C UCTOYHUKAMU CUTHAIOB. [Ipomenypbl cUCTEeMBl OOY4YeHHS U
pa3MeleHne JaHHBIX 00 O0yYeHHMH JOJDKHBI OBITh HAJUICKAINIUM O00pa3oM JTIOKYMEHTHPOBAHBI,
pe3toMe CIEIUATNCTOB M OMUCAHUE BBITOIHAEMBIX (YHKITUH MOJIekKAT ApXHUBUPOBAHUIO.

10. Poyix 1 00s13aHHOCTH

PoJin ynioJIHOMO4YeHHBIX OPraHOB roCyJapCTB-4JICHOB
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754. YIOTHOMOYEHHBIN OpPTraH rocyJapcTBa-ujeHa:

a) KOHTPOJIUPYET JaHHbIE O CHUTHAJlax Ha CBOEH TEppPUTOPUM, BKIIIOYas JaHHBIE,
MOJYYEHHBIE U3 UHBIX UCTOYHUKOB, YKa3aHHBIX B IMyHKTax 704—707 nacrosmux [IpaBun;

0) BBITIOTHSET BaTUAANMIO U MHBIC 3TAIlbl MPOLEAYPhl 00PaObOTKH CHTHAIOB, MOTYYSHHBIX
U3 TOCTYIHBIX HCTOYHHUKOB;

B) MI€pPEAAET CUTHAJIBI, TPOLLIEIIINE MPOLEAYPhl BAIMIALUU U OIIEHKU, B COOTBETCTBYIOIINE
SKCIIEPTHBIE KOMMTETHl TOCYJapCTB-UJICHOB C II€JIbI0 OMNpPENeNICHUsl Ie1eco00pa3HOCTH
MOCJIEYIONIUX ACUCTBUH MO JadbHENUIIIEMY U3yUYEHHUIO CUTHAJIA MJIM MUHUMU3AIUU PUCKA;

T') BBINIOJHSAET MHPOPMUPOBAHUE APYTUX YIIOJIHOMOUYEHHBIX OPraHOB FOCYAapCTB-UICHOB O
BBISIBJICHHBIX CUTHAJIAX, MPOIIEANINX BaTUAAINIO, U Pa3pabOTaHHBIX MEpaXx.

DOyHKUIMHN U 00SI3aHHOCTH Jiep:KaTeisi PerucTPallMOHHOIO YA0CTOBEpPEeHH s

755. [lepkaTenb pErucTpaiMOHHOIO YIOCTOBEPEHHS:

a) OCYLIECTBIIET HEPEPHIBHBIN MOHUTOPUHT 0€30aCHOCTH JIEKAPCTBEHHBIX MIPETIapaToB U
UH()OPMHPYET YIOJTHOMOUYEHHBIC OPTaHbl TOCYAApCTB-UWICHOB O HOBOW WMH(pOpPMAIIUU, KOTOpas
MOXKET OKa3aTh BJIMSHME HA YCJIOBHUS PErHCTpalliy, BKJIIOYas SKCTPEHHbIE MPOOJIEMBbI IO
0€30I1acHOCTH;

0) KOHTPOJIMPYET BCE UMEIOIINECS TaHHbIE M MH(OPMAITHIO O CUTHAJIAX;

B) OCYIIECTBIISIET HEMPEPHIBHBI MOHUTOPUHT JAaHHBIX COAEpXKAIMUXCS B 0a3ax MaHHBIX
HEXKeNaTEeNbHBIX PEaKIUil W JIpYyrux HCTOYHMKaX uHpopManuu o curHanax. OOHapykeHue
CUTHAJIOB JIOJDKHO BKJIFOYATh B CEOSI MX BAIHMIAIMIO C YYETOM KOMIIOHEHTOB IPEICTaBISEMON
nH(pOpMauu B COOTBETCTBUHU ¢ TyHKTamu 720—722 HacTosimux [IpaBu;

T') BRITIONHSET BAIMJAIMI0 BCEX OOHAPYKEHHBIX CHUTHAJIOB M COOOIaeT O HHX B
YIOJHOMOYEHHbIE OPTaHbl TOCYAAPCTB-UJICHOB;

1) YBEAOMJISIET YIIOJTHOMOUYEHHBIE OpraHbl TOCYIapCTB-WICHOB B CIIy4ae BBISIBICHUS
SKCTPEHHON MpoOJeMbl MO OE30MacHOCTH B pe3ysbTaTe OCYIIECTBICHUS JEATEIbHOCTH IO
00Hapy>KEHHUIO CUTHAJIOB B COOTBETCTBUH C TyHKTaMH 756—757 Hactosmumx [Ipasu;

€) COTpYIHUYAeT C YIOJHOMOYEHHBIMH OpraHaMH TOCYJapCTB-UJIEHOB B paMKax
BBITIOJTHEHUS TPOIICTyPhI OLIEHKH CUTHAJIOB ITyTEM MPEICTABICHUS 10 3aIPOCY JOMOTHUTEIHHON
nH(popManuu;

k) 0oOecreynBaeT HATHYKE ayAUTOPCKOTO CJIea 10 BCEM MPOIEAypaM BEISBICHHS CUTHATIA;

3) oOecrnieunBaeT COOTBETCTBUE MH(OPMAIIUU O JIEKAPCTBEHHOM TIperapaTe COBPEMEHHOMY
YPOBHIO HAay4YHBIX 3HAHWH, BKIIOYAsk Pe3yJbTaThl OIICHKU HOBOUM MH(OpMALUKU 0 OE30MacHOCTH,
BBITIOJTHEHHON YIIOJTHOMOYEHHBIMH OpraHaMH roCcyJapCTB-4JICHOB.

11. DkcTpeHHbIe MPOGaeMbl 0 0€30MaCHOCTH

756. B cnywyae mosydeHuss wuWHGOpPMAIMKM O JICKAPCTBEHHOM TIpemapare, KoTopas
COOTBETCTBYET  KPUTEPUSIM  OKCTPEHHOW mpoOsieMbl 1O  O€30MacHOCTH, JAep)KaTellb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS 00ecIieunBaeT HH(OOPMUPOBAHHE YITOTHOMOYECHHBIX OPTaHOB
rOCy/IapCTB-4JICHOB, HAa TEPPUTOPHUSAX KOTOPBIX 3apPETUCTPUPOBAH IaHHBIA JIEKAPCTBEHHBIN
mpernapar, B NMHCbMEHHOM BHUJC WM IO JJIEKTPOHHOH moute. MHMOpMaIms OTHOCHTEIBHO
HKCTPEHHOHN MPOoOIEMBI 10 0€30IaCHOCTHU MPEJCTABIAETCS B MUHUMAIbHO BO3MOXHBIN CPOK, HO
HE TO3JHee 4YeM B TeueHHe 3 paboumx IHEH Iocie TOro, Kak OBbLIO yCTaHOBIEHO, YTO
BAIMIUPOBAHHBIN CHTHal WM IpoOiieMa 1O Oe30MacHOCTH COOTBETCTBYIOT ONPEACTICHUIO
OKCTPEHHON mpoOsembl Oe3omacHocTH. TpeGoBaHMe O TIPEACTABICHUM HUH(POPMAIUH
OTHOCUTEIIPHO  BBIBICHHOH  OKCTpPEHHOW  mpoOyieMbl 1O  0OE€30MacHOCTH  SIBISETCA
JOTIOJTHUTEIBHBIM K TPEOOBAaHUIO O HE3aMEIUTEIHLHOM PEIOPTUPOBAHUH HHIMBHUIYTEHBIX
COOOIIEHUN O HEXKEeNAaTeIbHBIX PEaKIUAX JUIsl CIydaeB, Korja Takas mpoOjema cCBs3aHa C
€IMHUYHBIM CITy4aeM IO003PEBACMOM HeXKeIaTeIbHON peaKIu.

757.1lpu  yBenoMieHUM OO0 OKCTpEHHOW mpoOiieMe OE30MaCHOCTH  JIEPKATEIIO
PETUCTPAIIMOHHOTO yJIOCTOBEPEHHS CJIEAyeT BKIIOYHTH B MPEICTABISEMYIO HWH(OPMAIIHIO
ONKCaHHWE TMpPOOJIeMBbl, CBelCHUS 00 MCTOYHHMKE HH(POPMALUH, JIOOBIX IUIAHUPYEMBIX WIN
MPHUHATBIX Mepax ¢ yKa3aHHEM CPOKOB BBITIOJIHEHHSI, 2 TAKXKE JIFOO0YIO TOCTYITHYIO JOKYMEHTAIHIO,
Kacalomylocss JaHHOM mpobiembl 1o OezomacHocTd. Jlep)kaTelb  pErucTPallMOHHOTO
yI0CTOBepeHUs obecreunBaeT MpeACTaBICHUE JI000H JOMOJHUTEIbHON HWH(GOPMAIMKU 10
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npobsieme 1o 6e30MacHOCTH B YIMOJIHOMOYEHHbIE OpPraHbl rOCYJapCTB-WIEHOB, KaK TOJIBKO OHa
CTaHOBUTCS JOCTYITHOM.

758. Tlo dakTy monydeHHs yBEIOMJICHUS 00 SKCTPEHHOU MpobiieMe Mo 0e30macHOCTH
YIOJHOMOYEHHBIM OPTaHOM TOCYJapCTBa-4ieHA BBIMONHICTCS HE3aMEIUTENbHAs OILCHKA
CTETeHHU CPOYHOCTH U MOTEHIIMAILHOTO BO3JEHCTBUS TaKOM MPOOIeMbl, a TAK)KE OMPENEISIOTCS
MOCNEAYIONe JEHCTBUS U BO3MOXHBIC PETYISTOPHBIE MEpbl B OTHOIICHWW BBISBICHHOU
npobnemMbl. B ciiydae ompeneneHus COOTBETCTBUS SKCTPEHHOW MPOOJIEMBI MO 0€30MacHOCTH
KPUTEPUSIM HHIUACHTA YIOTHOMOYEHHBIM OPTraHOM TOCYJapCTBa-4JI€Ha MOTYT BBITIONHSATHCS
JIOTIOJIHUTENIbHBIE  KOHCYJIbTAlUM C  [PUBJICUEHHUEM COOTBETCTBYIOUIMX KOMIIETEHTHBIX
OpraHM3aIyi C IENbI0 OIICHKU U MPUHATHS HaAJIEXKAIUX MEP 10 MPEAOTBPAIICHUIO CEPhE3HOTO
BIIMSIHHS HA OOIIECTBEHHOE 3/I0POBbE (310POBHE HACEIICHUS ).

WHimaenT 1o  JIeKapCTBEHHOMY Tpenapary MOXeT OBITh CBS3aH C  KadeCcTBOM,
3¢ PeKTUBHOCTHIO WK TTpobeMaMu 1o 06e30MacHOCTH, HO, Hanbosee BEpOsITHO, ¢ MpobdiieMaMu
Oe3omacHocTH U (WIM) KadecTBa (M, BO3MOXHO, C TOCIEAYIOMIMM Je(PUIIMTOM IOCTABOK).
HeoOxonumo npuHUMaTh BO BHUMaHUE, YTO CUTYyallMH, KOTOpPhIE M3HAYAIBHO HE OLEHUBAIOTCS
KaK Cepbe3HbIe IS 3JI0POBbS HACEJICHHSI, HO CTAHOBATCS OOIEOCTYITHBIMHU MOCIIE OCBEIICHUS B
CpeacTBax MaccoBOM MHGOpPMAIUU WM UHBIX HHPOPMAIIMOHHBIX pecypcax U MOTYT IMIPUBECTH K
Cepbe3HON O00ECIIOKOCHHOCTH HACENIEHUS B OTHOIIECHUUW JIEKApPCTBEHHOTO Nperapara, Takke,
BO3MOXXHO, JIOJDKHBI PACLEHUBATHCSA KaK Ype3BblYAMHbBIE CUTyallMH. AHAJIOTMYHBIM 00pa3om,
JIpyTHe CHUTyallid, KOTOpPbIE MOTYT OKa3aTh OTpPHUIATENIbHOE BIUSHUE HaA HaJIekKaliee
MPUMEHEHHE JIEKApPCTBEHHBIX CPEICTB (HAampHUMep, CUTYyalllH, MPHUBOISANIME K IMPEKpalleHUI0
mpreMa JICKapCTBEHHOTO CpEJCTBA), MOTYT OTHOCUTHCS K ONPEICIICHUI0 Ype3BhIYATHON
CUTYallUH.

WHiuaeHT mo JIeKapCTBEHHOMY TIperapary OTHOCUTCS K 3aperHCTPHPOBAHHOMY B
EBpasuiickoM 3KOHOMHYECKOM COI03€ JIEKapCTBEHHOMY Ipenapary, He3aBHCHUMO OT crocoba
perucTparmm.

759. Jlepkatenb pPEerHCTPAIlMOHHOTO YIOCTOBEPEHHUS JOJDKEH oOecnednTh d()PeKTUBHOE
B3aMIMOJICHICTBUE W COTPYAHHYECTBO C YMOJHOMOYCHHBIMH OpPraHaMU TOCYJapCTB-W4JICHOB Ha
ATamnax OLEHKH YKCTPEHHOM MpoOJIeMbl TT0 0€30MMacHOCTH.

760. B memsx mpenoTBpamieHHsT HEOOOCHOBAHHOW TeEperpy3ku M 0OecCreyeHHS
s dexTuBHOCTH PAOOTHI JAEp)KATEISIM PETUCTPAIMOHHOTO YIAOCTOBEPEHUsS CIIEIYyEeT COOOIIaTh
TOJIBKO O TaKWX JKCTPEHHBIX Mpobiemax Oe30MacHOCTH, TO €CTh CPOYHOCTh M CEPhE3HOCTH
KOTOPBIX HE JIOMYCKAIOT 33/IePKEK B OLIEHKE U IPUHSITUU MEP.

761. B ciydae ecnu 1Mo pe3ysibTaTaM OICHKH SKCTPEHHOW MpoOieMbl MO OE30MacHOCTH
JepKaTesieM pPEerucTPallMOHHOTO YIOCTOBEPEHUS IPUHUMAETCS PELICHUE O MPUHATUU OJHOU U3
CIIEIYIOIUX MEp: BpPEMEHHAas WM TOCTOSHHAs OCTaHOBKA peaju3alid W TPUMEHEHUs
JIEKapCTBEHHOI'0 IMperapaTa, OT3bIB JIEKAPCTBEHHOTO IMpernapara ¢ pbIHKA, 3allpoc Ha OT3bIB
PETUCTPAIIMOHHOTO yAOCTOBEPEHHS WM OTKa3 OT MOJaud 3asBICHUS Ha TMOJTBEPKICHHE
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, B YIIOJIHOMOUYEHHBIE OpraHbl TOCYJIapCTB-UICHOB CIEIyeT
HAIMPaBUTh YBEJIOMIICHHUE O MPUHATUU TAKUX PEIICHUN U Mep.

762. HoBas madopmariust 0 0€301MacHOCTH, CBSI3aHHAs ¢ HECOOTBETCTBHUEM JIEKAPCTBEHHOTO
npermapaTa TpeOOBaHUSIM K KQUeCTBY WA MPUMEHEHHEM (aibCU(PUIIMPOBAHHOTO IEKAPCTBEHHOTO
npernapara, KoTopasi MOXKET MOBJIUATH Ha OLIEHKY COOTHOIICHHUS «I10JIb3a — PUCK) JIEKAPCTBEHHOTO
mperapaTa U IPUBECTH K CEPhE3HOMY OTPAHUUYEHUIO B TOCTaBKE JICKAPCTBEHHOIO Iperapara,
TaK)K€ HE TOJUICKUT IMPEICTABICHUIO B YIOJIHOMOUYEHHBIE OpTaHbl TOCYJapCTB-UJICHOB Kak
AKCTpPEHHAs Mpo0iieMa Mo OE30MacHOCTH W TMPEJCTABISIETCS B COOTBETCTBUU C TPeOOBaHUSIMU
3aKOHOAATENhCTBA TOCYIAapCTB-WICHOB O TNPEACTaBICHUHM HH(OpManuu, Kacaromencs
OTKJIOHEHHI KauecTBa JIEKAPCTBEHHOT'O Tperapara OT TpeOOBaHMA, YCTAHOBICHHBIX K Ka4eCTBY
ATOTO JIEKapCTBEHHOT'O Ipernapara.

12. MOHMTOPHHT eIMHOI HH(POPMALMOHHOM 0a3bl JAHHBIX 110 BbISABJICHHBIM
HeKeJIATeJIbHBIM PeaKkiusaM (IeiiCTBUAM) HA JIEKAPCTBEHHbIE CPeACTBA, BKIKYAKOIIASA
co001eHus1 0 Hed(PPEeKTHUBHOCTH JIEKAPCTBEHHBIX CPEACTB

IMopsinok poctyna K 6a3e JTaHHBIX HesKelaTeJdbHbIX Peakiuid
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763. YIIOTHOMOYEHHBIE OpraHbl TOCYJAapPCTB-YJIECHOB UMEIOT JOCTYN KO BCEM BJIEMEHTaM
JAHHBIX MHIUBUIYaITbHBIX COOOMICHUI O HEXENaTeNbHBIX PEAKINSAX, KOTOpbIE BKIIOUEHBI B
€IMHYI0 HMH(QOPMAIMOHHYIO 0a3y [JaHHBIX 110 BBISBICHHBIM HEXENATENbHBIM PEeaKIUsIM
(meficTBUAM) Ha JIEKAapCTBEHHBIE CPEACTBA, BKIIOUAIONIas cooOmieHus o HedddekTuBHOCTH
JIEKApCTBEHHBIX CPEJICTB (nanee — 0a3a JaHHBIX HEXKEIATSIIbHBIX PEaKIUil).

764. [lepxaTtenu perucTpallMOHHBIX yIOCTOBEPEHUN MMEIOT AOCTyN 0e3 OrpaHu4YeHHs KO
BCEM 3JIEMEHTaM JaHHBIX MHIAUBUAYAIbHBIX COOOIIEHUN O HEXKENAaTeIbHBIX PEaKIUsiX, KOTOpbIE
ObUTH TpEACTABIEHBI JUIsI BKIIOYCHHs B 0a3y JaHHBIX HEXKENATEIbHBIX PEaKIHid CcaMuM
JEpIKATEIEM PETUCTPALMOHHOIO YAOCTOBEpEHHUs. B OTHOWIEHWUM [pYyTUX WHAMBUAYAJIBHBIX
COOOIIEHUH 0 HEXKETATeNbHBIX PEAKIUAX, BKIFOUCHHBIX B 023y TaHHBIX HEXKEIATEIbHBIX PEaKIIH,
JepKaTeNsIMU PETUCTPALIMOHHBIX YI0CTOBEPEHUI MOXKET ObITh HAIIPABIIEH 3aMIPOC JIJIs OTyUEHUs
J0CTyTa K PaclIipeHHOMY 00bEeMY AJIEMEHTOB JaHHBIX WHIWBHIyaIbHBIX COOOIICHUHN, BKIIIOYAs
OIMCaHUE CIy4yaeB HEeKENaTeIbHBIX PEaKlni, ¢ MPeACTaBICHUEM MTOATBEPKACHUS O COOIOIEHUN
KOH(UISHITMATLHOCTH U HCTIOIH30BAHUH JAHHBIX O TAKHX COOOIIEHUSIX TOIBKO JIJISl BBITOJHEHUS
paboT B paMKax YIpaBJIeHHs CUTHAJIAMHU.

HepI/IOIlI/I‘lHOCTB MOHUTOPHHTIA

765. JlepkaTensiMd PErUCTPAllMOHHBIX YJIOCTOBEPEHUN MU YMOJIHOMOYEHHBIMH OpraHaMu
rOCy/IapCTB-4ICHOB JOJKEH OBITh OOECIeueH HEMPEPHIBHBIA MOHHTOPHHT 0a3bl JaHHBIX O
HEXeNaTeNbHbIX  peakuusx. YacroTa MOHMTOPHHra ONpENENsIeTcs MPONOPILHOHATIBHO
UICHTH(QUIIMPOBAHHBIM pPHUCKAM, MOTCHIMATBHBIM pPHCKAM H HEOOXOJUMOCTH TMONyYeHUs
JIOTIOTHUTENBHON HH(GOPMAIIUU O JIEKApPCTBEHHOM Ipernapare Win JeiCTBYIONIEM BEIIECTBE.

766. YacToTa MOHUTOPUHTA JAaHHBIX 0a3bl JAHHBIX O HEXKEIATEIBHBIX PEAKIUIX MOKET
U3MEHSTBCS IO MEpe HAKOIUIEHUS JaHHBIX MO MNpoduiio 0e30MacHOCTH JIEKapCTBEHHOIO
npernapara Uiy JIeHCTBYIOIIETO BEIIECTBA C yUETOM CIEAYIOMHUX (PaKTOPOB:

a) MepHroJ] BPEMEHH C J1aThl IEPBOM perucTpaimy;

0) creneHb BO3/ICHCTBUS Ha MAIIUCHTOB;

B) BaKHbIE TMOTEHI[MAIbHbIE PUCKHM M OTCYTCTBYIOIIas WHGpopMalus (COrjacHO IUIaHy
YIPaBJIEHUS PUCKAMH);

T') 4aCTOTa MPEJCTABICHHUS MEPUOANIESCKOT0 OOHOBIISIEMOTO OTUETa IO 0€30MMaCHOCTH;

1) YUCII0 WHANBUAYATBHBIX COOOIICHUI O HEXKeNIaTeNbHBIX PEaKIUsAX, MOTy4yeHHOE 3a
JAHHBINA EPUO/T;

€) HaJn4ue OCOOBIX CHUTYyallMii, CBS3aHHBIX C MpoOiieMaMu 1Mo 0e30macHOCTU (Hampumep,
MepHOJ] MPOBEACHUS KAMITAHUN IO BaKI[MHALIMH).

767. depxarenu PErucTpPaLMOHHBIX YAOCTOBEPEHUN JIOJIKHBI OIIPEIEIIUTh
COOTBETCTBYIOIYI0 YacTOTy MOHUTOPHMHIA KaXIOro W3 JEUCTBYIONIMX BEUIECTB WU
JIEKapCTBCHHBIX IMIPENapaToB, B OTHOIICHUH KOTOPBIX BBHIMOJTHSIOTCS 00s3aTENbCTBA TI0
0o0ecreveHrni0 MOHUTOpPUHTAa. MUHHMMaNbHas peKOMEeHAyeMasi NEepUOAMYHOCTh MOHUTOPHHTA
0a3bpl NaHHBIX HEXKENATEIBHBIX PEeaKkIuil cocTaBiseT 6 MecsieB. bojee 4acTblii MOHHUTOPHHT
MPOBOAMTCS. B OTHOIIEHUHU JEUCTBYIONIMX BEIIECTB, BKIIOYEHHBIX B CIHCOK JIEKApPCTBEHHBIX
MpermapaToB, MOISKAIUX TOTOTHUTEILHOMY MOHUTOPHUHTY, 32 UCKIIFOUEHUEM CITydaeB, KOrja
€IMHCTBEHHBIM OCHOBAHMEM JJI BKIJIIOUEHUS B ME€pPEUEHb SIBISUIOCH TPeOOBAaHUE O BBINOJIHEHUU
MOCTPETHUCTPALIMOHHOTO HCCIIE0OBaHUs 0E30MacHOCTH JIeKapcTBEHHOro mpemnapara. Yacrora
BBITIOJTHEHUSI MOHUTOPHUHTA, BKJIIOYasi BHOCUMbIE H3MEHEHUS, a TaKXKe ee 000CHOBaHUE MOAJIeKAaT
JOKYMEHTHPOBAHUIO B COOTBETCTBUU C BHYTPEHHUMH MPOIIETyPaMU OpTaHHU3AIIHH.

AHanan3 0a3bl JaHHBIX 0 HEKeJIATEJIbHBIX PeaKIUuAX

768. BpiOOp KOMOHMHALMHM JICKApPCTBEHHOTO IpernapaTra M HEXeNaTeNbHOW pPeakUuu JUIs
BBITTOJTHEHUS TIOCIIETYIONIET0 0030pa JaHHBIX TOJDKEH OBITh OCHOBAaH Ha HAyYHO 0OOCHOBAaHHBIX
¢dakTopax (Hampumep, KOJUYECTBE CIy4aeB, COOTBETCTBYIOLIMX 3HAYCHMAX CTATUCTHUECKUX
NOKa3aTesnei, TaHHBIX 1Mo NpoduiIo 6e30MacHOCTH JIEKapCTBEHHOTO Iperapara, KIMHUYECKON
3HaYMMOCTH, COIYTCTBYIOIIEMY HEXEIaTeIbHON PeaKklUy COCTOSHHIO MAIleHTa, 0COOEHHOCTSX
NOMYyJSIIMM W JaHHBIX TIpelIIecTBylomeil omeHku). He Bce ciiygyam  BBIABICHUS
TUCTIPONIOPIIMOHAIBHOCTH ~ PENOPTUPOBAHUS  TOJISKAT  TOCIEAYIOUeMYy  M3YUYSHHIO.
OmpenenieHHBIE  BBISBICHHBIC KOMOWHAIIMM JICKAPCTBEHHOTO IIpenapara M HEXeIaTeIbHOH
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peaxkuuu, Uisi KOTOPBIX HE YCTAaHOBJIEHA HCIPONOPLUUOHAIBHOCTh PEMIOPTUPOBAHUS, TPEOYIOT
MOCIIEAYIOMIEr0 U3YUCHHUS C OLIEHKOW 0a3bl JaHHBIX HEXKEIATEIbHBIX PEaKIIUi.

769. B pesynbpTaTax 0030pa 0a3bl NMAaHHBIX O HEXKEJIATCIBHBIX PEAKIUAX COACPIKATCS
CBEJICHHUS O ICHCTBYIOIIEM BEIIECTBE MM KOMOMHAIIMH ICHCTBYIONIMX BemlecTB. HayuHas omnenka
JaHHBIX TOJIKHA [TPelyCcMaTpuBaTh ONpeiesieHUE BEPOSITHOCTH TOTO, YTO HAXOAsIIUNCs B paboTe
CUTHAJI MOKET OBITh XapaKTepeH JIM0O /TSl BCEX, TMOO TOIBKO IS OTIPEACTICHHBIX JICKAPCTBEHHBIX
MpernapaToB, COJEpKalIuX JaHHOE JEWCTBYIOIIEe BEUIECTBO MJIM KOMOWHAIMIO JEWCTBYIOLIMX
BeILECTB. JlepKaTessiMi PEruCTPAllMOHHBIX YOCTOBEPEHUN MPU aHAINU3€E JOJKHBI YUYUTHIBATHCA
BCE MHJMBHJIyallbHbIE COOOIIEHUS O HEXETaTeNbHBIX PEaKlUsX, CBSI3aHHbIE C OE30MacCHOCTHIO
JIEKapCTBEHHOTO Tpernapara.

770. Ilpu Baymmanuu curHajga aHaiu3 WHOOpMAIUHU, colepkaimieiics B 0a3e JaHHBIX
HEXeJaTelIbHbIX PEaKlMi, JAOKEH BBIMOJHATHCA C YUYETOM MPEAIIECTBYIOUIUX CBEIECHUU O
CUTHAJIe, CTENEHW [JOKAa3aTeJIbHOCTH B3aMMOCBSI3M MEXAY CUTHAJIOM M JIEKapCTBEHHBIM
npenapaToM M KIMHUYECKOW 3HAaYMMOCTH. YTPaBIICHHE 3alUCAMH B YacTH MOHMTOPUHTA U
aHaiM3a Oas3bl JAHHBIX BBINOJHSAETCS B COOTBETCTBUU C BHYTPEHHUMH MpOIEIypaMu
OopraHu3alyu.

IMopsinok yBegomJ/ieHHs Jep:KATeJIIMH PErHcTPALIMOHHOIO Y10CTOBepPeHHs
YIOJJTHOMOYEHHBIX OPTraHOB rOCyAapPCTB-4J€HOB 0 CUTHAJIAX, BHISIBJEHHBIX HA OCHOBAHHUH
MOHHMTOPHHTA 0a3bl JaHHBIX 0 HeXKeJIaTeIbHbIX PeaKIUusaX

771. B ciiy4ae BBISBIICHUS IPU BHITIOTHEHUN MOHUTOPHUHTA 0a3bl JAHHBIX O HEKENATEeIThHBIX
peakmusIX HOBOTO CHTHANA JeprKaTeleM PETHCTPAMOHHOTO YJIOCTOBEPEHHUs JOJKHA OBIThH
BBHITIOJTHEHA BaJIHMIAlMs TaHHOTO CUTHAJA U MOCIeayIolIee HHPOPMUPOBAHUE YITOTHOMOYCHHBIX
OpPraHoB roCyJapCTB-YJIEHOB.

772. Banupanusi CUTHANA JTOJDKHA BKJIIOYATh B ceOsl TINATENBHBIA aHAIU3 JAepiKaTelIeM
PErUCTPAlIMOHHOTO  yJIOCTOBEpEeHHMS HMH(POPMAIMK, COAEpIKamieiics B 0a3e JaHHBIX O
HEeXeNaTelbHbIX peakuuax. JlJis BaluAMpPOBAHHBIX CHUTHAJIOB aHAIU3 CIEAYeT JIOMOJIHUTH
OIICHKOW APYTHX JOCTYIHBIX J@HHBIX (HalpuMep, COACpIKalIuxcs B 0a3e JaHHBIX JepKaTems
PErUCTPALIMOHHOTO YJIOCTOBEPEHMs, CTaTbUl B HAYYHOM MEIMIIMHCKON JUTEpaType, aHHbBIX
KIMHAYECKUX  HWccaenaoBaHuii). Jlep)karereM  peruCTpallMOHHOTO  YAOCTOBEPEHHUs,  II0
BO3MOXKHOCTH, JIOJDKHA OBITh BBINIOJHEHA OIGHKA paclpocTpaHeHus uHpopMmauuu 00
YCTaHOBJICHHOM HOBOM PHUCKE Ha JIPyTHE JIEKAPCTBEHHBIE MPEnapaThl, COAECPKAIINE aHATOTUYHOE
JCHCTBYIOIIEE BEIIECTBO (3a WCKIIOUYEHHWEM CIydaeB BBISBICHUS PUCKA, OTHOCSINEroCs K
OTpeNIeICHHOMY  JICKApCTBEHHOMY TperapaTry). B gaHHOM ciydae HH(POpMAIHIO O
JIEKApCTBEHHOM TIperapare CIeAyeT MPUBECTH B COOTBETCTBUE C HOBBIM BBISBICHHBIM PUCKOM
MOCPEJCTBOM BHECEHHUSI U3MEHEHUH B YCJIOBHUS PETMCTPAIlMOHHOIO yAOCTOBEpeHus. Jlepkareinto
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHSI TAKXKe CIIEAyeT YYHTHIBaTh WH(OPMAIMIO O CHUTHAJIAX,
MyOJIMKYEMYIO WJIM HaxOJSIIYIOCS Ha PAaCCMOTPEHHH YITOJTHOMOYEHHBIX OPTaHOB TOCYAapCTB-
YJICHOB.

773. Ha ocHOBaHHMH BBIMOJHEHHON COOCTBEHHOW OIIEHKH JEpKaTellb PEruCTPAIlMOHHOTO
YJOCTOBEPEHUS BIPABE CENATh CIEAYIONINE 3aKII0UEHUS B OTHOIIEHUH CUTHAJA!

a) CUTHAJI MOKET OBITh OTHECEH K YHUCITy OTKJIOHEHHBIX;

0) CUTHAT SBISIETCS HOBBIM PHCKOM;

B) CUTHAJI MPEJCTaBIsAET COO0H N3MEHEHHE paHee U3BECTHOTO PUCKA;

T') U OIICHKW CHUTHAJIa HEOOXOAUM MOCIEAYIONUN aHaIn3, KOTOPBIN TOMKHBI TIPOBOIUTH
YIIOJTHOMOYEHHBIE OPTaHBbl.

774. 3aKIr04eHHE O TOM, YTO CUTHAII SIBIISIETCS HOBBIM WJIM U3MEHEHHBIM PUCKOM U (KJIH) O
HEOOXOAUMOCTH JaJIbHEHINET0 aHalii3a, KOTOPBIA JODKHBI TPOBOJIUTH YIOJTHOMOYCHHBIC
OpraHbl, SBJISETCS TOYKOHM orcyera («aHeM 0») CPOKOB YBEIOMIICHHUS O CHUTHAJE, YKa3aHHBIX B
HACTOSIIEM JOKYMEHTE.

775. YcTaHOBIICHHE HOBOTO WM HM3MEHEHHOTO pHCKa, KOTOpBIA TpeOyeT H3MEHEHHs
YCIIOBUM PETUCTPALMOHHOTO YJIOCTOBEPEHUSI, SIBJIAETCS OCHOBAHWEM JIJISl MTOJIaYM 3asiBIICHUSI HA
W3MEHEHUE YCIIOBUM PErMCTPALlMOHHOIO YJAOCTOBEPEHUS, €CIIU JIepKaTellb PEerucTPallMOHHOTIO
YJIOCTOBEPEHHUS] HE CUUTAET, YTO MOCJIECAYIOIIUN aHaJIU3 CUTHAJIA YIIOJTHOMOYEHHBIMU OpraHamMu
SBIIIETCS ompaBaaHHbIM. [locnemyronuii aHanu3 yHMOJTHOMOYECHHBIMH OpraHAMH MOKET OBITh
3alpoIleH B Clly4yae, €Clid BaJIUJUPOBAHHBIE CUTHAJIBI HA OCHOBAHHWH BBIITOJTHEHHOW JIepKaTesieM
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PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI OLIEHKHU HE MOT'YT OBITh HU OITPOBEPTHYTHI, HU MTOATBEP K ICHBI
KaK HOBBIE WJIM U3MEHEHHBIC PUCKHU.

776. UadbopMupoBaHHEe O CHUTHAJaX, TPEOYIOIIMX BBITIOJHCHHS MalbHEUINEro aHaau3a
YIOJHOMOYCHHBIMU OpraHaMH, MOXET OCYIIECTBIATHCS TOJIBKO B paMKaX IMEPUOIUIECKOTO
OOHOBJISIEMOTO OTYeTa MO ©OE30MacHOCTH B Cllydyae, €ClId BBINOJHAIOTCA  YCIIOBUS,
npeaycMOTpeHHble NyHKTamu 782—784 wnactosimmx [lpaBun. Ecnu ykazaHHbIe yCIOBHUS HE
coOIIOAaI0TCs, IepiKaTeieM PEerucTPAallMOHHOIO YAOCTOBEPEHUS JOJHKHO OBITh HAIIPaBJICHO B
YIIOJIHOMOYEHHBIE OpraHbl TOCYJapCTB-UJIECHOB OTIEIbHOE YBEJOMIIEHHE O CHUTHaje B
COOTBETCTBHUU ¢ MyHKTaMu 785—788 Hacrosmux [IpaBu.

777. YBenqOMJICHHE YIIOJTHOMOUYEHHBIX OpPraHOB TIOCYAapCTB-4JICHOB 00 OTKJIOHEHHBIX
CUTHajJaX OCYIIECTBISIETCSI TOJBKO IOCPEJACTBOM BKJIIOYEHHUS JaHHOW uHOpMalu B
MEePHOINYECKHUI OOHOBIISEMBIN OTYET 1O 6€30MaCHOCTH.

778. UadbopmupoBanue YIIOJTHOMOYEHHBIX OpraHoB roCyIapCTB-4JICHOB 0
BaJIMIMPOBAHHBIX CUTHAJNIAX, TPEOYIOMUX HEMEIJIEHHOTO BHUMAaHUS, OCYIIECTBISIETCS B paMKax
MPOIIEAYPHI YBEIOMIICHHST 00 SKCTPEHHOM MpoOsieMe 1Mo 0€3011aCHOCTH COTJIACHO MyHKTaM 756 u
757 nacrosuux Ipasui.

13. U3meHeHuUe yCI0BUI PErHCTPALMOHHOIO Y10CTOBEPEHUs

779. depxateneM perucTpalliOHHOTO yIOCTOBEPEHHS HA OCHOBAaHUN COOCTBEHHOU OIICHKU
BBISIBJICHHOTO CHTHajla TPU OCYIIECTBICHHM MOHUTOPUHIa 0a3bl JAHHBIX HEXKeJaTelbHbIX
peakiuii MOXeT OBITh CHENaHO 3aKJII0YEHHE OTHOCHUTENBHO HEOOXOIMMOCTH BHECCHHS
M3MEHEHUH B MH(OPMALIMIO O JEKapCTBEHHOM IpenapaTe U (W) IUIaH YIPaBJICHUsS PUCKaMH B
CBSI3M C IIOJIyYEHHBIMH HOBBIMHM JAHHBIMHU. B Takux ciyuasx JIepiKaTelro pEerucTpalioOHHOIO
YAOCTOBEpEHUs ClIeyeT MOJaTh B COOTBETCTBYIOLIUE YIMOJHOMOYEHHBIE OPraHbl 3asiBICHUE O
BHECEHUH W3MEHEHHMH B YCJIOBHUS PErMCTPALMOHHOTO YAOCTOBEPEHHUS B Hanbojee KOPOTKHE
CPOKH, HO HE MO3JHEE YeM I10 UCTEUYEHUHU 3 MECSIEB IOC/Ie 3aBEpIICHUs] OLIEHKU CUTHAja, IO
pe3ysbTaTaM KOTOPOW CUTHAJl OLIEHEH KaK COOTBETCTBYIOLIUI OIPENEICHUIO0 Ba)KHOI'O PHCKa,
aub0 B TedeHHe O MecsleB B Cllydyae HEeXKeNlaTelbHBIX peaklUi WM PHUCKOB, KOTOpPbHIE HE
CUMTAIOTCSl BaKHBIMHU.

780. B yka3zanHbIX B myHKTe 779 Hacrosmux [IpaBui ciydasx oTAeNIbHOE YBEIOMIICHUE O
CUTHAJIE B COOTBETCTBHM C MyHKTamu 785—788 nacrosmux IlpaBun He TpeOyercs, MOCKOIbKY
npejajaraéMble W3MEHEHHMsS U COOTBETCTBYIOIAs JoOKa3aTellbHas 0a3a OyAyT OLIEHHUBAThCA
YIOJHOMOYEHHBIMM OpraHaMH B paMKax MpoLEaypbl BHECEHMsS HM3MEHEHHl B YCJIOBHS
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

781. JlepKaTensiM pErucTpallMOHHOTO YAOCTOBEPEHHs CleayeT coOMonaTh TpeOOBaHMS
akToB opraHoB Coro3a B YacTM BHECEHUS HM3MEHEHHIl B YCJIOBHUS PETUCTPALMOHHOIO
YAOCTOBEPEHUS, a TAKKE B COOTBETCTBYIOLIUX CIIy4asiX KOOPAMHHUPOBATH C YIIOJIHOMOUYEHHBIMU
OpraHaMy BOIPOCHI, CBSI3aHHBIE C MOATOTOBKOMN 3asBJIEHUSI O BHECEHUU U3MEHEHUH.

14. BkiroueHune CMrHa/1a B IePHOAUYECKUI 00HOB/IsIeMbIii 0TYeT M0 0e30MACHOCTH

782. B ciyuyae eciau TEPHOIWYHOCTH MPEICTABICHUS TEPUOIUICCKOTO OOHOBIISIEMOTO
oTyeTa 1o 0€30MacCHOCTH B OTHOIICHHWH ACHCTBYIOIIETO BEUIECTBA JIEKAPCTBEHHOTO IMpernapara
COCTaBIsIEeT 6 MeECsIEeB IIOCJIE€ 3aBEPIICHHS OLECHKH JIepXKaTeieM PErHCTPallMOHHOTO
y,Z[OCTOBepeHI/IH BBIAABJICHHOI'O IIO pe?)yJII:TaTaM HGHpepBIBHOI‘O MOHI/ITOpI/IHI‘a 6213]:1 JaHHBIX
HEXeJIaTeNIbHBIX PeaKIMil CHTHaJa, MPEJOCTABICHUE B YIIOJIHOMOYEHHBIM OpraH TOCyaapCTBa-
YJIeHa OTJEIBHOTO YBEAOMIICHUSI O CUTHAJE B COOTBETCTBUM C MyHKTaMu 785—788 HacTOSIIMX
[IpaBun e Tpedyercs. Ecnu mepxaTtens perucTpalldOHHOTO YIOCTOBEPEHHS 3aBEPIINI OLICHKY
CUIrHaJia II0CJIC HaCTYH.HeHI/ISI aThbl 3aKpBITI/I$I 6213 JaHHBbIX, HH(bOpMaL[I/IH O OJAHHOM CHUI'HAJIC
MOJJIC)KUT BKJIIOYEHHUIO B Pa3fesl MEPUOAMYECKOTO OOHOBISIEMOrO0 OTYETa MO O0€30MacHOCTH
«Baxknast wuHpOpManus, MOIXy4YeHHAs TIOCIE 3aBEpIICHUS MOJATOTOBKU IEPUOAUYECKOTO
OOHOBJIIEMOTO OTYETa IO OE€30MAaCHOCTH» OJHOBPEMEHHO C MPEUIOKEHHUEM O IajbHEUIeM
YIIPaBICHUU CUTHAIOM.

783. Ha ocHOBaHUH OIIEHKH COBOKYITHBIX JAHHBIX O 0€30MTaCHOCTH U aHATN3€ COOTHOIIICHUS
«II0JIb3a — pI/ICK», Hp@I[OCTaBJIeHHBIX JJIA BKIIFOUCHUS B HepI/IOI[I/I‘IeCKI/Iﬁ O6HOB.H$I€MI>II>1 OTYECT 110
0€30IacHOCTH, JepXkKaTelb PETUCTPAIMOHHOTO YIOCTOBEPECHMs JOHKEH CJeNaTh BBIBOJBI O
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HEOOXOJMMOCTH BHECEHHsSI U3MEHEHHH B YCIIOBHS PETHCTPAIMOHHOTO YJOCTOBEPCHUsS W (WJIH)
NPUHATUS MEp, BKJIOYas JII0Oble M3MEHEHHUs OJO0OpeHHON HH(GOpMAIMHU O JIEKAPCTBEHHOM
mpernapare B OTHOIICHWH JIGKAPCTBEHHOTO TIperapara, JUii KOTOpOro ObLI TpEeICTaBIICH
NEPUOINYECKUN OOHOBJISIEMBI OTYET MO O0€30MacHOCTH. DTO TaKXKe OTHOCHUTCS K BBIBOJAM,
OCHOBAHHBIM Ha OIICHKE CUTHAJIOB O O€30MacHOCTH.

784. BHe 3aBUCHMOCTM OT MCTOYHHMKA TIOJIy4YE€HUS HWHPOPMALUKM O CHUTHAjJIEC B
MePUONYECKUI OOHOBJISIEMBIM OTYET MO O€30MacHOCTH BKIOYAeTCs HHGoOpMarus o000 BCeX
BAJIMIUPOBAHHBIX CUTHAJAX M IKCTPEHHBIX MpoOieMax 0e30macHOCTH, B OTHOLIEHUH KOTOPBIX
ObLIa BBITMIOJTHEHA OIIEHKA Ha MTPOTSHKEHUH OTYETHOTO TIEPHO/Ia JINOO MOCTIe 3aKPBITHS 0a3 TaHHBIX.

15. CnenuajbHoe yBeIOMJIEHHE O CUTHAJIE

785. B cnmy4yae ecnm JepxareineM pPErucTpalliOHHOTO YJIOCTOBEPEHHMS Ha OCHOBAHUU
BBITTOJIHEHHON OILIGHKM CHUTHANa, BBIABICHHOIO MOCPEICTBOM MOHUTOpPHHra 0a3bl JAHHBIX O
HEKeJIaTEJIbHBIX PeaKIusiX, JeJIaeTCsl BBIBOJ O HECOOTBETCTBUH JaHHOTO CUTHAJIAa MOJIOKEHUAM
NyHKTOB 779-784 nacrosmux [IpaBui u He0OXOAMMOCTH MPOBEIEHHS MOCIEIYIOMIEr0 aHAIN3a
CUTHaja YHOJHOMOYEHHBIMH OpraHaMH TOCYAapCTB-UJICHOB, AEPKATEII0 PETUCTPALUOHHOIO
YIOCTOBEPEHUS CIIEAYET 3alO0JIHUTh (POPMY CHEIMATBHOTO YBEIOMIICHHUS O CUTHAJE, JOCTYITHYIO
Ha caiiTe YIOJHOMOYEHHOTO0 OpraHa TOCyJapCcTBa-4ieHa, M HalpaBUThb €€ B aJpec
YIOJHOMOYEHHBIX OPTaHOB FOCYAAPCTB-UJIEHOB, B KOTOPBIX 3apErMCTPUPOBAH COOTBETCTBYIOIIMM
JIEKapCTBEHHBIN Ipenapar.

786. CnennanbHOE YBEIOMIICHHE O CHTHAJIE JIOMDKHO OBITh HAIPaBICHO B BO3MOXKHO
KOPOTKHE CPOKH, HO HE MO3JIHEEe 4eM Mo uctedeHur 30 KaJeHJapHbIX IHEH MOCcie TOro, Kak
JepXKaTellb PEruCcTPallMOHHOTO YAOCTOBEPEHUS 3aBEPLUMJI OLEHKY M clenall 3aKI4YeHHE O
HE0OXOIUMOCTH MPOBECHHS aHAIN3a YIIOJTHOMOUYEHHBIMH OpraHaMH roCyJapCTB-4JICHOB.

787. CnenuanbHble YBEJOMIIGHHS O CHTHalle He TpPEOyIOTCS B Cllydae, €CIM CHTHAJIbI
BKJIIOUEHBI JIep)KaTeJeM PETUCTPALMOHHOTO YIOCTOBEPEHUS B MEPUOAUYECKUN OOHOBISEMBIN
OTYeT 10 0E30MaCHOCTH WUJIH SIBJISIOTCS OCHOBAaHUEM JUISI HHULIMUPOBAHMS POLIEAYPbI BHECCHUS
W3MEHEHUH B YCJIOBUS PETUCTPALMOHHOIO YJOCTOBEPEHMSI B COOTBETCTBUU C IOJOKEHUSIMU
IyHKTOB 779—784 HacTtosamux [IpaBu.

788. Uadopmanuio 0 CUTHAJIaX, KOTOpbIE HA OCHOBAHWHU BBHITIOJIHEHHOW OIICHKH ObLIH
OTKJIOHEHBI JEPXKATENIMU PETUCTPALMOHHOTO YAOCTOBEPEHUS, HE CIEAYET HAlpaBisATh B
YIOJHOMOYEHHbIE OPraHbl TOCYIapCTB-WICHOB B (JOpME CIEMATBHBIX YBEIOMIICHUN O CUTHAJE,
HO CBEJICHUS O JAHHBIX CUTHaJIaX MOJUIekKAT BKIIOUEHHUIO B IEPUOIUUECKUI OOHOBIISIEMBI OTYET
1o 0e30MacHOCTH.

16. IIponeccol moc/ieAy0ONIEro peryJiupoBaHus

789. B cnydyae NpUHATHSA YHOJHOMOYEHHBIM OPTaHOM TOCYJApCTB-WICHOB PELICHHS O
HEOOXOUMOCTH JOTIOJHUTEIBHBIX JEHCTBUI JaHHBIA YIOJHOMOYCHHBIH OpraH OIICHMBAET
CUTHAJI M COTJIaCOBBIBAET ITPOBEACHUE NOCIEYOIUX AECTBUI B OTHOLIEHUHN PETUCTPALIMOHHOTO
YAOCTOBEpEHUsI B MpeaenaX CPOKOB, COPAa3MEPHBIX CTEMEHH U CEePhe3HOCTH MPOOJIEMBI O
0€301MacHOCTH, MOCIIEC YETO0 MOTYT OBbITh MPUHSTHI CIETYIOIINE PEILICHUS:

JepKaTelieM  PErHuCTPAIlMOHHOTO  YJOCTOBEPEHUS JOJDKHBI  OBITh  MPEICTaBICHBI
JOTIOJTHUTEIbHBIE TAHHBIE U1 OLEHKH B PAMKAaX BBINOJIHAEMON IPOLIETYPHI;

JepKaTeab PETUCTPAMOHHOIO YJIOCTOBEPEHUS JOJDKEH IIPOBECTU JOIOJIHUTEIBHYIO
OLICHKY JAHHBIX U MPEJICTABUTh PE3YJIbTaThl TAKOW OLIEHKH B YCTAHOBJIEHHBIE CPOKH;

JepKaTellb ~ PETUCTPAIlMOHHOTO  YJIOCTOBEPEHHSI  JOJKEH  BBIIOJHUTH  0030p
JIOTIONIHUTENBHBIX JAHHBIX O CHUTHAJE C BKIIOYEHHEM €ro pe3ysibTaToB B OYepeaHON JOOo
BHEIIJIAHOBBIN MEPUOINYECKUN OOHOBIISIEMBII OTYET 10 0€30MaCHOCTH;

JepaTellb PErucTPallMOHHOTO yIOCTOBEPEHHS! JOKEH MPUBECTH HHPOpPMAIUIO O
JIEKapCTBEHHOM TIperapare B COOTBETCTBHE C HOBOW HMHQOpMAIMEH MOCPEICTBOM BHECEHUS
M3MEHEHUH B YCIIOBHSI PETUCTPALIUY;

JepKaTellb PETUCTPAMOHHOTO yIOCTOBEPEHHS JIOJDKEH 00ecTeuuTh (UHAHCHUPOBAHHE U
MPOBEACHUE IOCTPETUCTPAMOHHOIO HCCIEAOBAHUS B COOTBETCTBUM C COIVIACOBAHHBIM
MPOTOKOJIOM Y NIPEAOCTABUTH 3AKIIOUUTEIIBHBIE PE3YJIHTAThl TAKOTO UCCIEA0BAHUS;
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JepIKaTeNlb PETUCTPAIIIOHHOTO YAOCTOBEPEHUS JOJDKEH TPEACTAaBUTh TUIAH YIPABICHHUS
puckamH (C yueToM HOBOI MH(OpMAIHH);

Jep KaTeNlb PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI TOJDKEH NPUHSATH JOTOJHUTEILHBIC MEPHI
0 MHHHMMHU3ALMU pHCKa, Tpedyemble i obecriedeHuss OezomacHoro u 3(ddekTuBHOrO
NPUMEHEHHSI JIEKAPCTBEHHOTO Tperapara (HarmpuMep, B paMKax CIelHaTbHOH 00pa3oBaTeNbHOM
OporpaMMbl WJIM IIyTEM HEMOCPEICTBEHHOTO WH(GOPMHUPOBAHUS CICIHATUCTOB CHUCTEMBI
3IpaBOOXpaHEHUS);

PETUCTPAIIMOHHBIA  CTaTyC MOMJICKUT HW3MEHEHHIO, JEHCTBHE PErHCTPAllMOHHOTO
YIOCTOBEPEHUSI JIOJDKHO OBITh TNPUOCTAHOBJICHO WM HE MPOJJICHO, PErHCTPAMOHHOE
YIOCTOBEPEHHUE JOJDKHO OBITH OTO3BAHO;

JIOJDKHBI OBITH BBEJICHBI CPOYHBIC OTPAaHUUCHHS, CBS3aHHBIC C 0€301TaCHOCTHIO;

YIOJHOMOYEHHBIM OpraHaM TOoCyJapCTB-WIEHOB HEOOXOIUMO COOpaTh AOMOIHHUTEIBHYIO
nHpopManuo (HarmpuMep, MOCPEACTBOM CHCTEMbl OOMEHa JTaHHBIMU O (papMaKoHAA30pe) WIH
BBITOJIHUTH JIOTIOJIHUTENIBHBIA aHAJIN3 JTOCTYIHBIX JaHHBIX;

YIOJHOMOYEHHBIM OpraHaM TOCYAapCTB-WICHOB HEOOXOMMO TIOTYYHTh JOTOTHUTEITBHYIO
HAYYHYIO KOHCYJIBTAIHIO SKCIIEPTHBIX KOMUTETOB;

HEOOXO/JMMO BBINTOJIHUTh BHEIUIAHOBOE WHCIIEKTHPOBAHUE CUCTEMBI (hapMaKoHAI30pa C
LEJIBIO TTOATBEPXKACHUSI TOTO, YTO JIEep>KaTelb PErMCTPALMOHHOTO YAOCTOBEPEHUS COOIII0/AeT
TpeOOBaHUSI K CcHUCTeMe (apMaKOHaJ30pa, YCTAaHOBICHHbIE akTamu opraHoB Coroza
3aKOHOJIATEIILCTBOM I'OCYAapPCTB-UJICHOB;

HEOOXOJMMO BKJIFOUUTH TI0JI03PEBACMBI  JIEKAPCTBEHHBI Ipermapar B IEpPEUCHb
MPOAYKLUH, KOTOPAst MOJJIEKHUT JOMOTHUTEILHOMY MOHUTOPHHTY;

HEOOXOMMO BBITIOJIHUTH HHBIE JIOTTOTHUTEIbHBIC ICHCTBUS;

JOTIOJTHUTENbHBIC OLEHKA WJIN JCHCTBUS, TIOMHUMO BBINOJHAEMBIX B PaMKax PYTHHHOTO
(dhapmakoHa30pa, He TPeOYIOTCH.

PexomeHganmy ymnoJHOMOUYEHHBIX OPTaHOB T'OCYJApCTB-WICHOB IO PE3yJIbTaTaM OICHKH
CHUTHAJIOB TOUIeKAT NyONMKanmuu Ha OQUIIMATBFHOM CalTe YIIOJTHOMOYEHHBIX OpPraHOB
roCyJJapCTB-WICHOB B ceTH MIHTepHeT.

17. YnpasJieHue 3aniMcsIMM B CHCTEMAX OTCJIEKMBAHUSA NMP00JIeM M0 0€301MaCHOCTH
YIOJITHOMO4YE€HHBIX OPraHOB roCy1apCcTB-4J1€HOB

790. YIOTHOMOYEHHBIMH ~OpPraHaMH TOCYJIapCTB-WICHOB O0ECIeYnMBaeTCsS BHECEHHUE
nH(pOpPMAIUU B CUCTEMY OTCIICKMBAaHUS MPOOJIEM, CBSI3aHHBIX C O€30MaCHOCTHIO, B OTHOIICHUH
CJIEYIOIINUX CUTHAJIOB:

a) CHTHAJIb, B  OTHOIICHWHM KOTOPBIX  BBIMOJHSAJACH  MPOLEAypa  BaIHUIAIIUU
YIOJHOMOYEHHBIM OPTaHOM IroCyapCTBa-4JIeHa;

0) BaJIMAMPOBAHHBIE CUTHAJIBI, MH(OPMAIMS O KOTOPHIX Obljla MOJy4YeHa OT JiepKaTese
PETUCTPALIMOHHBIX YIOCTOBEPEHHIA;

B) 9KCTpPEHHBIE TPOOIEMBI 110 0€30MaCHOCTH.

791. Uadopmarusi 0 CUTHajJaX B CHUCTEME OTCICKHBAaHUS MpoOjeM 1Mo O0e30macHOCTH
YIOJIHOMOYEHHBIX OPTaHOB TOCYJapCTB-WICHOB BKIIIOUAET B CeOS CIIEIYIONINE HIEMEHTHI:

a) ONMCaHKHEe BAJUAMPOBAHHOTO CUTHATIA;

0) OCHOBaHUE /ISl OTKJIOHEHUS (ISl OTKJIOHEHHBIX CHUTHAJIOB);

B) OTYET 00 OLIEHKE CHUTHAJOB, CPOKH BBINIOJIHEHUS 3TAloB MPOLEAYpP, PEKOMEHIALUU
AKCMEPTHOrO0 KOMUTETA (TOATBEP>KIECHHBIX CUTHAJIOB).

18. OTKpBITOCTH peleHuii YIOJHOMOYEHHBIX OPraHOB

792. I'ocynapcTBa-wieHb! JOJDKHBI OCYLIECTBIIATH KOHTPOJIb CBOEBPEMEHHOCTH JOBEIEHUS
710 HAceJleHUsl BaKHOW MH(pOpMaLuu o npobdiieMax 1o 0e30MacHOCTH, BBISIBIEHHBIX CUCTEMOU
(bapmakoHaa30pa, MyTeM MyOJIMKAIMU Ha CaliTaX YIIOJHOMOYEHHBIX OPraHOB IroCy1apCTBa-uwiIeHa
B ceTu MIHTEepHET U npyu MOMOIIM APYTUX AOCTYIHBIX CPEACTB HH(POPMALIHH.

X. HocTperncTpanMoHHbIEe HCCIEAOBAHUSA 0€30I1ACHOCTH

1. O01mue MoJI0KeHus1



182

793. TlocTperucTpaliOHHOE MCCIIEIOBAaHUE OE€301aCHOCTH JICKAPCTBEHHOTO IIpemapara
MOXXET  HWHHIIMAPOBATHCA,  KOHTPOIUPOBATHCA  WIM  (PUHAHCHPOBATHCS  JeprKaTesieM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS] MO COOCTBEHHON WHHUIMATUBE WU B COOTBETCTBUHU C
00s13aTeTLCTBOM, HaJaraéMblM Ha HETO YIIOJHOMOYEHHBIM OpPraHOM TOCYAAapCTB-YJICHOB Kak
YCIIOBUE BBIJAYM PETUCTPALMOHHOTO YIOCTOBEPEHMS WJIU IOCIE BBIAYM PETHCTPALIMOHHOTO
YAOCTOBEPEHUS, €CIM CYLIECTBYET IPEAINOJIOKEHUE O HaJU4YUM PUCKOB, CBSI3aHHBIX C
3aperucTPUPOBAHHBIM JIEKAPCTBEHHBIM MpernapaToM, TPeOYIOIUX JOMOJIHUTEIBHOIO H3yUeHUs
IIyTEM [IPOBEICHUS UCCIIEOBAHMSL.

794. TlocTperucTpalliOHHOE HCCIIeIOBaHNE O0€30MacHOCTH MOXKET MPEACTaBIATh COOOM
KJIMHUYECKOE MCCIEAOBAHUE WM HEUHTEPBEHIIMOHHOE UCCIEOBAHME, B TOM 4HCIE C
MCIOJIb30BaHNUEM JAHHBIX PEAbHOM KIIMHUYECKOU MPaKTUKU.

795. TpeOoBaHus  JaHHOTO  pa3fena  NPUMEHUMBl K HEHMHTEPBEHLIMOHHBIM
MOCTPErUCTPAIIMIOHHBIM UCCIIEI0BAaHUSAM O€30MIaCHOCTH Ha TEPPUTOPHSIX FOCYNapCTB-UICHOB.

796. [TocTpeructpalioHHOE UCCIIeIOBaHHE 0€30MIaCHOCTH BKITIOYAET B ce0s HCCIIeIOBAHUS,
B TIpollecce KOTOPBIX COOMpAIOTCs JaHHbIE OT MAIUEHTOB M CHEIHAINCTOB CHUCTEMbI
3IpaBOOXPAHEHUSI, a TAK)KE UCCIEJOBAHUS, B X0JI€ KOTOPBIX MOBTOPHO MCIOJIb3YIOTCS JAHHBIE,
MOJIy4YE€HHbIE paHee IJs IPYrod IeNd U XpaHsAIMecs B MEIUIMHCKUX KapTax HalMeHTOB MU
JIPYTHUX JOKYMEHTax (B TOM YHCIIE B 3JIEKTPOHHOU (opme).

797. Ecnmu MOCTPETHCTPAallUOHHOE HCCIEAOBaHUE OE€30MacCHOCTH TMPEACTABIsSET COOOMU
KJIIMHUYECKOE MCCIEOBaHUE, NIPU €r0 MPOBEACHUM JOJKHBI BBITOIHATHCS MPEAYCMOTPEHHBIE
aktamu oprasoB Coro3a 1 3aKOHOAATEIHCTBOM I'OCY/IapCTB-UWICHOB TPEOOBAHMSI K OpraHU3aIuu U
IIPOBEEHUIO KIIMHUYECKUX MCCIIEI0OBAHNM.

798. 'maBHOM 1€JIbI0O HEHMHTEPBEHUIMOHHOTO MOCTPETUCTPALIMOHHOTO HCCIIEIOBAHUS
0€30MMacCHOCTH JJOJKHO OBITh MMOJIYYCHHE HAYYHBIX JAHHBIX, KOTOPhIE MOTYT UMETh KIMHHYECKYIO
3HAYUMOCTD WJIM SIBJIATHCS BaXXHBIMU IS 3/10pPOBbsl HACEJICHUSI.

799. 3amaun HOCTPETUCTPALIMOHHOTO HCCIIE0OBaHUS 0€30ITaCHOCTH MOTYT BKJIIOYATh B CEOsI:

a) KOJJMYECTBEHHYIO OILIGHKY TMOTEHIMAIbHBIX WIM HACHTU(UIUPOBAHHBIX PHCKOB
(Hanmpumep, OLEHKY YaCTOThl BOBHUKHOBEHUS, OTHOCUTENIbHBIX PUCKOB 110 CPABHEHUIO C TAKUMU
pUCKaMU B MOIYJIALNY, HE IPUMEHSBIICH JaHHBIN JIEKAPCTBEHHBINA Mperapar, Wi MOy,
IIPUMEHSBILIEH IPYTOM JIEKapCTBEHHBIN IIpenapar, B TOM YHUCIIE OTHOCSIIMICS K IPYroMy Kiaccy
JIEKapCTBEHHBIX IPENaparoB, a Takke H3yueHue (akTopoB pHcka U (AKTOPOB, MEHSIOLIUX
JEeHCTBUE JIEKAPCTBEHHOIO MIpenapara);

0) OIIEHKY PHCKOB JIGKQPCTBEHHOTO TMpemapara, MNPUMEHSEMOTro  OJ00pPEHHBIMH
MOKa3aHUSMHU y TPYIII NAI[IEHTOB, KOTOPBIC HE U3yYaINCh MM ObUIM HEJOCTATOUYHO M3yYeHBI Ha
JOPETUCTPALIMOHHOM JTare (HampuMmep, y OepeMEeHHBIX >KEHIIHH, 0COObIX BO3PACTHBIX TIpYyMII,
MAIMEHTOB C IOYEYHON WJIM IEYEHOYHON HEIOCTATOYHOCTBIO);

B) OLIEHKY PHCKa, CBSI3aHHOTO C JJIUTEIbHBIM MPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara;

) IOATBEPKICHUE OTCYTCTBUSI PUCKOB, CBSI3aHHBIX C TIPUEMOM JIEKAPCTBEHHBIX
MpenapaTos;

1) OIICHKY CTaHIapTHOW MEIUITMHCKOW MPaKTUKKA HA3HAYCHHUS JIEKAPCTBEHHBIX MPENapaToB
C TOJY4YEHHEM JOTOJHHUTENbHBIX CBEACHHH O O€30MacHOCTH METUIIMHCKOM MPOIYyKIUU WU
3G PEKTUBHOCTH MEp MUHUMH3AIMK PHUCKA (HampuMep, TaKux Mep, Kak cOop HmH(popMaluu o
MPUMEHEHUH MO IMOKa3aHWAM K NPUMEHEHHI0, MPUMEHEHWH HE B COOTBETCTBUU C OOIIei
XapaKTEPUCTUKON JIEKapCTBEHHOI'O IIperapara, NPUMEHEHHHM C COIYyTCTBYIOLIEH TepaIrueu,
omnOKaM MPUMEHEHUs! B PyTUHHON MEIUIIMHCKON MpaKTUKe, KOTOPbIe MOTYT OKa3aTh BIIHUSHUE
Ha Tpoduiib 6e30MaCHOCTH, U TaKUX Mep, KaK HUCCIICAOBAHUS C IENBIO MOJYyYSHHs TaHHBIX 00
OIICHKE BIMSHHUS MPOOJeMbl 1O OE€30MacHOCTH Ha OOIIECTBEHHOE 370pOBbE (310POBBE
HaceJeHus));

€) OlleHKY (P (PEeKTUBHOCTH MEp MUHUMH3ALUNA PUCKA.

800. Iu3aitH =~ MOCTPErucCTPaALMOHHOTO HccIe0BaHus 0€30MacHOCTH  JOJIKCH
COOTBETCTBOBATh  IEIM  HCCIENOBaHMWS, MpPU OSTOM  OTHECEHHWE  HCCIEeOBaHUS K
MMOCTPETUCTPAIIMOHHBIM HCCIICIOBAHUSM HE OTPAHUYUBACTCS THIIOM BHIOpAaHHOTO au3aliHa B
cllydae, €cii OHO yJIOBJIETBOPSIET BBILIEyKa3aHHBIM KpuTepusM. Hampumep, cucremarnyeckuit
0030p Hay4YHOHW MEIMIMHCKOW  JIUTEpaTyphl WJIM  METaaHAIU3 MOTYT  CUHMTAThCS
MOCTPETUCTPAIIIOHHBIM ~ HCCIIEZIOBaHHEM  0Oe30macHOCTH (B 3aBUCUMOCTH  OT  Lenei
HCCIICIOBAHUA).
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801. IIpu pa3paboTKe TMPOTOKOJIOB WCCIICIOBAHHUM, TPOBEACHUU WCCICIOBAHUNA U
COCTABJICHMH OTYETOB 00 HCCIEAOBAHMIX JEPXKATEeISIMH PETUCTPAIIMOHHBIX YIOCTOBEPEHHUN
JOJKHBI YUUTBHIBATHCSI COOTBETCTBYIOIIME HayuyHble pyKoBojcTBa. IIpu olleHKe NpOTOKOJIOB
I/ICCJIG,Z[OBaHI/Iﬁ 1 OTYHCTOB 06 HCCJIICAOBAHUAX YIOJIHOMOYCHHBIM OpraHaM roCyaapCTB-4JICHOB
TaKXXe clelyeT MPUHUMaTh BO BHUMaHHE TaKHUE PYKOBOJCTBA W METOJWYECKHE CTaHIAPTHI B
cdepe hapMaKkoITHIEMUOIOTUH.

802. /I  MOCTpPETHCTPAIMOHHBIX  HMCCICIOBAaHUNA  O€30MacHOCTH, CIIOHCHPYEMBIX
Jep KaTelieM PErHCTPallMOHHOTO YJOCTOBEPEHMs B Ciydae UX pa3pabOTKH, MPOBEIEHUS U
MOJIHOTO WJIM YacTUYHOTO aHalu3a C TMPUBJICUEHUEM HCClIeoBaTeNield, HE SBISIOLINXCS
HAaeMHBIMH PaOOTHUKAMH JAHHOTO JEpKaTellsi PEeruCTPAllMOHHOIO YAOCTOBEPEHUSs, JepiKaTelb
PETUCTPALIMOHHOTO YJOCTOBEPEHHUs IOJKEH TapaHTUPOBAaTh HEOOXOAMMYIO KBalu(UKAIHIO,
MOATOTOBKY M OIBIT HCCHGHOBaTeHeﬁ.

803. JloroBop, 3aKkiItouaeMblii MEXIY AEpPKATEIEM PETHMCTPAIMOHHOIO YJIOCTOBEPECHHS U
ucciacaoBarCiisiMu, JOJIKECH O6CCHC‘II/ITB BBIIIOJIHCHHUE TIIPU HPOBCACHUU HCCICIOBAHUSA
PETYISTOPHBIX 0053aTENbCTB, @ TAKKE HAYYHOW HKCIEPTHU3BI MOJIyYaeMbIX JaHHBIX, COAEPKATh
yciioBus, OMpCACIIAIOIINC BBITIOJIHCHUEC METOAOJIOTUYECCKUX CTaHOapTOB IMPOBCACHU A
(bapMaKodMUIEMUOIOTHYECKUX HCCIEIOBAaHUI UM NIPEIyCMOTPETh CJENYIOUIHe AacIeKThl,
HMCIOIUC 3HAYCHUC [JI OpraHu3alu U IMPOBCACHUA UCCIICAIOBAaHUA:

a) 000CHOBaHME, OCHOBHbBIE LE€IM U KpaTKOe ONHCAHHWE IUIAHUPYEMBIX METOOB
HCCIE0BAHUS;

0) mpaBa 1 00sI3aHHOCTH UCCIIEIOBATENS U JACPKATENs PETUCTPAIIMOHHOTO YIOCTOBEPEHHS;

B) 3ala4i U OTBETCTBCHHOCTb CTOPOH,

I) IpoLeaypa MOTyUYeHHs COTJIaCOBaHMSI MPOTOKOJIA UCCIIEIOBAHMS;

) IpoLlelyphl, 00ECHEeUnBaIONIe  BBIOJHEHHUE  JIepXKaTelIeM  PerucTpallioOHHOTO
YAOCTOBEpEHUs 00513aTeNbCTB M0 hapMaKOHAI30pPY, BKIIIOUAsk HE3aMeIJTUTENIbHOE MTPE/ICTaBICHHE
HcciaeaoBareiisiMn COO6HI€HHﬁ 0 HCXKCJIATCIIbHBIX PCAKIUAX U APYTUX JAHHBIX O 6630HaCHOCTI/I
(ecri MpUMEHUMO);

€) IpaBa MHTEUIEKTYaJbHOH COOCTBEHHOCTH, BO3HHMKAIOIIME B Pe3yJbTaTe MPOBEICHUS
UCCIIEIOBaHMs, U JJOCTYM K pe3ybTaTaM HUCCIETOBAHMS;

) XpaHEHHE U JOCTYN K HAaOOpy AAaHHBIX JJIS aHAJTU3a U CTATUCTHUYECKUM IPOrpaMMmam,
UCIOJIb3YEMBIM J1JIsl 00paOOTKH JaHHBIX, JUIS Leel MpOBEACHUS ayIuTa WIH UHCIEKTUPOBAHUS
HCCTIE0BAHUS;

3) cTparerust UHGOPMUPOBAHUS OO STamax BBINOJHEHUS HCCIEAOBAaHUS M TOJITOTOBKU
HUTOTOBOI'O OTYETA;

W) cTpaTeruss  MyONUKAaMKW  MPOMEXKYTOUYHBIX W OKOHYATENbHBIX  PE3yJIbTAaTOB
HcCIe0BaHUsl.

804. HenHTEepBEHIMOHHBIE  MOCTPETUCTPALIMOHHBIE  MCCIEAOBAaHUS  HE  JOJDKHBI
MIPOBOAMTHCS, €CIIA UX MPOBEJIEHUE CIIOCOOCTBYET MPOIBHKCHHIO JIEKAPCTBEHHOTO MIpermapaTa Ha
peiHke. /laHHOe TpeGoBaHME paclpOCTpaHSIETCs Ha BCE MCCIEIOBAHUS U Ha BCIO JESATENbHOCTD,
BBIIIOJIHACMYIO B paMKaxX HCCICAOBAaHHA, BKIIIOHasA KaK HWCCICAOBAHUSA, BbIIIOJIHACMBIC
pabOTHUKAMU  JIep)KaTesisl PEerucTPAllMOHHOTO  yJIOCTOBEPEHMs, TaK M  HCCIEJOBaHMS,
BBIITOJHACMBIC C YUACTUCM TPETbUX CTOPOH.

805. Omnnarta yyacTusi B UCCIECOBAHUM CIICIIUATUCTOB CUCTEMBI 3[]PaBOOXPAHEHUS JOJIKHA
GBITB OorpaHn4cHa KOMHGHC&HHGﬁ BpEMCHU W 3aTpar, H€O6XO,Z[I/IMI>IX JJIs1  BBIIIOJIHCHUA
UCCIIEIOBaHUSI.

2. Perucrpanus uccjie10BaHUS

806. HenHTepBEHIIMOHHBIE  TIOCTPETMCTPAIIMOHHBIE  MCCIEIOBaHUs  OE30MacHOCTH,
HpOBGI[eHI/Ie KOTOpBIX ABJIACTCA 4YaCTbRO O6H3&TGHBCTB ;[epxcaTen;I peFI/ICTpaLII/IOHHOI‘O
YIOCTOBEPEHHUS, YCTAHOBJICHHBIX YIIOJITHOMOYCHHBIM OpPraHOM TOCYyJapCTBa-ujieHa, MOJIJIeKaT
PEruCTpaLyy B JIEKTPOHHOM PEECTPE MOCTPETUCTPALMOHHBIX UCCIIEIOBAHUN TOCY1APCTB-YWICHOB
(mamee — peecTp), pa3MENICHHOM Ha CalWTe COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpraHa
rocyzapcrBa-uiaeHa B cetd MaTepuer. Jlata peructpanuy ocTperucTpaluoOHHOT0 UCCIIEI0BAaHUS
B peecTpe MPUHUMAETCS 32 KOHTPOJIBHYIO JIaTy B OTHOIICHHUH TMPEJCTABICHUS OKOHYATEIHHOTO
oT4yecTa 1o pe3yJ11>TaTaM HNCCIICOBAHUNs.
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807.B memsax obecrmeueHuss TMPO3PAYHOCTH B OTHOIICHWH BCEX  BBITTOJHIEMBIX
HEMHTEPBEHIIMOHHBIX HCCIICIOBAaHUM, a Takke oOMeHa NaHHBIMH O (hapMaKOHAI30pe MEXIy
YHOOJHOMOYEHHBIMH OpraHaMu TOCYJIapCTB-WIEHOB U JIEpKATEIsIMH  PErHUCTPAllMOHHBIX
YAOCTOBEPEHUH JepiKATENISIM PErUCTPAIIMOHHBIX YIOCTOBEPEHUN CclieayeT 00eCceunTh BHECCHHE
B pEecTp CBEACHMI 000 BCEX HEMHTEPBEHIMOHHBIX MOCTPETUCTPALMOHHBIX HCCIIEJOBAHUSIX
0€30MaCHOCTH, BBHIMOJTHIEMBIX Ha TEPPUTOPUSX TOCYAAPCTB-UICHOB W TMPEIYyCMOTPEHHBIX
COTJIACOBAaHHBIMHM C YIOJHOMOYEHHBIM OpraHaMH TOCYJapCTB-WICHOB IUIaHAMHU YIpPaBIICHUS
pucKaMu JT0O0 MTPOBOIUMBIE 110 COOCTBEHHON MHUILIUATHBE.

808. HenHTepBEHIIMOHHBIE TTOCTPErUCTPALIMOHHBIE UCCIEAOBAHMS MOJIEKAT PETUCTPALIUU
B peecTpe 10 Havasa MpoBeICHHUs UCCIIeA0BaHUs IN00 B OoJiee paHHHM CPOK (HaIIpuMep, B ClTydae
ecyii cOOp TaHHBIX B paMKax MCCIIEOBaHMs, COTJIIACOBAHHOTO B IJIaHE YIIPABIIEHUS pUCKAMU, ObLIT
Hayar). [IpoToko ucciaenoBaHus MOAJICKHUT BKIFOUSHHUIO B PEECTp 10 Hayala cOopa JaHHBIX 00
uccaeaoBaHUM MO0 B Oosnee paHHUM cpok. MH]opmaius o CyIIeCTBEHHBIX H3MEHCHHSX
MPOTOKOJIa MCCIIEJOBAHUSA, OTYEThl O XOJI€ BBIMOJHEHUS HCCICJAOBAHUS U UTOTOBBIM OTYET
MCCIIEIOBaHMS MOAJIeKAT BKIIFOUEHHUIO B PEECTpP B CPOK HE Mo3/Hee 14 kaleHJapHbIX AHEN ¢ JaThl
3aBepIICHHSI TOATOTOBKU IAHHBIX TOKYMEHTOB. H(OopMaIus mo uccae10BaHuI0 MPECTaBISICTCS
Ha PYCCKOM sI3bIKE (IIPENNOYTUTENbHO). B ciyyae ecinu mpoTOKO HCCIel0BaHUSI COCTaBJIEH Ha
AHTJIMMCKOM $I3BIKE, JEpPKATEIeM PErHuCTPALlMOHHOTO YIOCTOBEPEHHUS BBIMOJHSAETCA MEPEBOT
Ha3BaHMs MCCIEAOBAaHUS, pE3lOME MPOTOKOJA HCCIEAOBAaHUS W PE3OME HTOTrOBOTO OTYETa
HCCIIE0BAHUS HA PYCCKHI SI3bIK.

809. B cinyuae eciu mpeiBapuTeNIbHOE OITyOJIMKOBAaHUE MPOTOKOJIA MOYKET HEOJIAarompUusiTHO
OTPa3UThCS Ha JIOCTOBEPHOCTU HCCIEAOBaHUsI (HAapuUMeEp, B OTHOILIEHWU HCCIEIOBAaHUU C
MEPBUYHBIM COOpPOM JIaHHBIX, JJI KOTOPBIX MpeABapUTEIbHOE Haluuue HWH(OpMaLUU
OTHOCUTENILHO IIele WCCIEJOBAaHHUS MOXKET TMPUBECTH K OMMOKaM) WM  3alluTe
MHTEJUJIEKTYyalIbHbIX TpaB, JAOMYCKAeTCs MpeACTaBiIeHHE TAaKOro MPOTOKOJa WM €ro pelakiuu
JepKaTelleM PErHuCTPAIlMOHHOTO YAOCTOBEPEHUS] HEMOCPEACTBEHHO B peecTp A0 Haudana cOopa
NaHHbIX. JlaHHas pefakiys TpOTOKoJa JOHKHA ObITh 00OCHOBAHHOM M COJepKaTh MUHHUMAJIbHO
HE0OXOUMBIH 00beM HHPOPMAIIHH, B TOM YUCIE B CIIyYasX PeIaKTHPOBaHUS. THTYIbHBIN JIHCT
MIPOTOKOJIa AOKEH BKIIIOUATh OTMETKY C YKa3aHHEM pelaKIiK MpoToKoia. B qanHoM ciydae 10
Hayayma cOopa JaHHBIX TOJHBIA TPOTOKON HCCIIEIOBAHUS MPEICTABISETCS JAepKaTelieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS TI0 3alpOCy YIMOJIHOMOYEHHOTO OpraHa rocyaapcTBa-ujieHa.
[TonHbINA MPOTOKOJN UCCIENOBAHMS MOJJICKHUT Pa3MEIICHUIO B PEECTpe B CPOK He mo3nHee 14
KaJIeHJAApHBIX JHEU C 1aThl OKOHYAHUS cOOpa TaHHBIX.

3. IIpoToko. uccienoBanust

810. HenHTepBeHIIMOHHBIE  TIOCTPETHCTPAIIMOHHBIE  MCCIEIOBaHUS  OE30MacHOCTH,
BBITIOJIHSIEMBIE JIEP/KATEISIMU PETUCTPALMOHHBIX YJIOCTOBEPEHHI BO BCeX ciydasx (Kak B
COOTBETCTBUHM C 00s53aTeNbCTBAMH, HAJIOXKEHHBIMU YIOJIHOMOYEHHBIMH OpraHaMu, TaKk M IO
COGCTBGHHOﬁ I/IHI/ILII/IaTI/IBe), JOJIKHBI MMPOBOAUTHCA B COOTBCTCTBUU C HAYYHO OGOCHOB&HHBIM
MIPOTOKOJIOM HCCJIEIOBaHUs, pa3pabOTaHHBIM JIMLIAMU C COOTBETCTBYIOIIEH KBanudukauei u
OITIBITOM.

811.IIpu mpoBeAeHUH TOCTPETUCTPAIIMOHHBIX HMCCIIEIOBaHUM  O€30MacHOCTH  TI0
COOCTBEHHOW MHHUIIMATHBE JAEPXKATEII0 PETHCTPALIMOHHOTO yIOCTOBEPEHHsI CIEAYET 10 Hayaia
cOoopa JaHHBIX IepenaTh MPOTOKOJ HCCIEAOBAaHUSA B YIMOJIHOMOYEHHBIM OpraH rocyaapcTBa-
YjI€Ha, Ha TEPPUTOPUHU KOTOPOI'0 INITAHUPYETC IIPOBEACHUE UCCIEIOBAHNUS.

812.Ilpy  mpoBemeHMH  TOCTPETUCTPAIMOHHBIX  KCCICIOBAHWNA  OE30MacHOCTH,
HHUIUUPOBAHHLIX  JACPKATCICM  PCTUCTPALIMOHHOIO YAOCTOBECPCHUA B COOTBCTCTBHU C
0053aTeTLCTBOM, HAJOXEHHBIM YIOJTHOMOUYEHHBIM OpPraHOM TIOCyAapCTBa-uieHa, JepiKaTellb
PETUCTPAIIMOHHOTO  YIOCTOBEpEHHUsT JOJDKeH [0 Haydaia cOopa JaHHBIX 00eCredHTh
npejacraBieHre nHGopmanuu 06 MCCIeT0BaHUM, BKIIIOYas MPOEKT MPOTOKOJIA MUCCIEA0BAaHUS, B
yHOJIHOMO‘-IGHHBIfI oprad rocyaapCrBa-ujicHa, KOTOPbIM 6I>I.HI/I HaJIOKCHBI OGHS&T@HBCTB& 10
MIPOBEJICHUIO TMOCTPETUCTPALMOHHBIX HCCIIEIOBaHUM Oe3omacHocTH. B cioyuyae mpoBeneHus
MOCTPETHUCTPALIMOHHBIX HCCIEIOBAaHUN O€30IacCHOCTH Ha TEPPUTOPHUSAX APYTHUX TOCYIAapCTB-
YJIEHOB clieyeT o0ecnedynTh WH(GOPMUPOBAHUE YIOTHOMOUYEHHBIX OPraHOB ATHX T'OCYJIapCTB-
YWICHOB O NPOBCACHUU TaKUX C NPCACTABJICHUCM MMPOTOKOJIa UCCIICAOBAHUS.
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813. B nensx BBIIOJIHEHHS JIEpKaTeIeM PErUCTPAIIMOHHOTO YIOCTOBEPEHUs 00s13aTEILCTB
10 OCYIIECTBJICHHUIO JIEATEILHOCTH, CBSI3aHHOM C (hapMaKOHaI30pOM, YIIOJTHOMOYEHHOE JIUIIO 10
dbapmakoHagzopy JuOO WO, KOTOPOMY JEJIETMPOBAaHBl COOTBETCTBYIOIIME TOJTHOMOYHS,
JOJDKHO OBITH 33/IeHCTBOBAHO B PACCMOTPEHMM M YTBEPXKACHUU IMPOTOKOJIOB HCCIIEAOBAHHM,
BBITIOJTHSIEMBIX ~ JIepXKaTelIeM  PEruCTPallMOHHOTO  yJOCTOBEPEHHS, B  COOTBETCTBUU C
OGHS&TGJ’IBCTB&MH, HAJIO)KCHHBIMU YITIOJITHOMOYCHHBIMU OpraHaMu, IO COINIaCOBAHHOMY IIJIaHY
yIpaBlIeHUs! pUCKaMU JINOO 10 cOOCTBEHHOM MHULIMATHBE. KOHTaKTHOE JIUIIO MO OCYIIECTBICHUIO
(dapmakoHag30pa Ha ypOBHE TOCYJIapCTBa-4iieHa JOHKHO OBITh TaKXKe MPOMH(POPMHUPOBAHO O
J000M MMOCTPETHCTPAIIMOHHOM HCCIIEIOBAaHUN 0€30IMaCHOCTH, IPOBOAMMOM JIHOO CIIOHCHPYEMOM
JepXKaTelieM  PErHCTPAllMOHHOTO  YAOCTOBEPEHUS HAa  TEPPUTOPHH  COOTBETCTBYIOIIETO
rocy/1apcTBa-4wieHa, U UMETh JOCTYI K IPOTOKOJY UCCIIEIOBaHUS.

®opMaT H coep;KaHue MPOTOK0JIA UCCIAeA0BAHU I

814. IIpoTOKOJI TMOCTPETUCTPAITMOHHOTO HCCIIEAOBAHHUS OE30MaCHOCTH, BBIMOIHIEMOTO
JepKaTelieM PETUCTPAMOHHOTO  YAOCTOBEPEHUST B COOTBETCTBUU C  00S3aTEIBCTBOM,
YCTaHOBJICHHBIM YIOJIHOMOUYEHHBIM OPTraHOM I10 COTJIACOBAaHHOMY IUIaHYy YIPaBIEHUS PUCKAMU
1160 110 COOCTBEHHOM MHUIIMATUBE, IOJDKEH COJePkKaTh CIEAYIONIUE pa3Ieibl:

a) HANMEHOBAaHUE TTOCTPETUCTPAIMOHHOTO UCCIEeNOBaHUs 0Oe30macHOCTH  (IMOJHOE W
cokpamieHHoe (a00OpeBmaTypa) HaWMMEHOBaHWE, BKJIIOYAlOIIee  OOMICYOTPEOUTEILHYIO
TEPMHUHOJIOTHIO, OIpenesstoniee TU3ailH HUCCIENOBaHMUS M HCCIIEIyeMblH JIeKapCTBEHHBIH
mpemapar, JSHCTBYIOIIEE BEIIECTBO WM TPYIITY HCCIEAYEeMOro JEKapCTBEHHOrO Ipermaparta,
coJieprKalllie MOJ3arojIOBOK C YKa3aHHEM peJakIuu W JaThl mocienHed pemaxkuuu. [locne
perucTpanuy NpoTOKOJIa UCCIEAOBAHUS B PeeCTpe MOCIEAYIONNE BEPCUH JODKHBI CONEPKATh
HOMEp MOCTPETUCTPALIMOHHOTO UCCIIeI0BaHuUs O€30MIaCHOCTH B COOTBETCTBUU C PEECTPOM);

0) AepxkaTenb PEerucTPAIMOHHOTO yIOCTOBEPEHHS (HAUMEHOBAHHME U MECTO HAXOXKICHUS
(ampec) meprxaTenst perucTpaliOHHOTO YI0OCTOBEPEHHUS );

B) OTBETCTBEHHBIE CTOPOHBI (MIMEHA, TOJDKHOCTH, KBaTM(UKAIH, MecTa paboThl (aapeca) 1
CBeIeHHs 000 BCEX OTBETCTBEHHBIX CTOPOHAX, BKJIIOYasi OCHOBHOT'O aBTOPA MPOTOKOJIA, TJIABHBIX
UCCIIeIoBaTeNel, HCCIeI0BaTeNeH-KOOPAMHATOPOB JUIS  KaXKIOTO TOCyAapcTBa-uwieHa U
HCCIIEIOBATENbCKUX LIEHTPOB, B KOTOPHIX JOJKHO MPOBOIUTHCS MCCIEIOBAHME, a TaKXKe WHas
nH(popMaIKs, UMEIOIas OTHOIICHWE K IUIOMIAJKaM, Ha KOTOPBIX MPOBOJIUTCS UCCIICOBAHHUE.
[lepeueHp Bcex BOBJICYEHHBIX B MCCIEAOBAHUE YUPEXKACHUNU M HCCIenoBaTeNel TOJKEH OBbITh
JOCTYTICH IO 3aIPOCYy YIOTHOMOYEHHBIX OPraHOB rOCYAapCTB-UJICHOB);

T') KpaTKoe ONHuCaHue (OTACIBHOE pEe3loMe NPOTOKOIA WCCICIOBAHHUA), BKIIFOYAIOIICE
CIICAYIOIINE TIOPA3IEIIb:

HAaUMEHOBAaHHME UCCIIEJIOBaHMs (C TMOJ3arojioBKaMu) € YKa3aHHEM peNaKkIUu U JaThl
MPOTOKOJIA, a TakkKe (paMHUITUU, UMEHHU U OTYeCTBa (TP HAJIMYKHK) aBTOPA MPOTOKOJA, CBEICHUN
00 OCHOBHOM MeCTe pabOThI aBTOpa MPOTOKOJIA;

000CHOBaHUE U MPEANOCHUTKH IIPOBEICHUS UCCIICIOBAHMS,

1eNib U 3aJ1a4M UCCIIeI0BaHUs;

JIN3aliH UCCIIEOBaHUS;

ucciexyemast monyJisuus;

MOHHUTOPHPYEMbIE TIOKa3aTeIH;

VCTOYHUKU JaHHBIX;

pasmep uccienoBanus (00beM BHIOOPKN);

aHaJIu3 TaHHBIX;

OCHOBHBIE ATaIbl UCCIICIOBAHMS;

1) U3MEHEeHHUsI U OOHOBIIeHUsI (MH(OpPMAIUS O CYIIECTBEHHOM HW3MEHEHUH MPOTOKOJIA
MCCIIeTIOBAHMS MOCIIe Hadaia cOopa JaHHBIX, BKIIIOUas 000OCHOBAaHHUE | JaTy KaXKI0TO U3MEHEHHSI,
a TaKKe CChUIKY Ha pa3fielt MPOTOKOoJIa, B KOTOPBI BHECEHO U3MEHEHNE);

€) OCHOBHBIE 3Tallbl (JaHHBIC B TAOJMYHOU (POpME) C TUTAHUPYEMBIMU 1aTaMU BBHITIOTHEHUS
OCHOBHBIX 3TAIOB UCCIIEJOBAHUS U MTPEIOCTABICHUS OTUYETOB:

Havano cOopa IaHHBIX;

OKOHYaHHE cOOpa TaHHBIX;

OTYETHI O XOJI€ BBIIIOJIHCHUS UCCIICIOBAHMS;
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MIPOMEXKYTOUHBIE OTUETHI O Pe3yJIbTaTaxX UCCIEA0BaHUs (€CIH IPUMEHNMO) B COOTBETCTBUU
C dTaraMu aHallu3a JaHHBIX;

UTOTOBBIN OTUET O pe3yJbTaTaxX UCCIIECIOBAHMUS.

Takxke MOKHBI OBITH TPEICTABICHBI JaHHBIC IO JIOOBIM JIPYTHMM BaXKHBIM JTaram
MIPOBEJICHUS UCCIIEIOBAHMS,

) 000CHOBaHHME W WPEINOCHUIKH TMPOBEACHUs (omucaHue mpodiemMbl (TpobiemM) 1o
0e3omacHOCTH, Mpoduias 0E30MaCHOCTH WM MEp MO YIPaBJICHHUIO PHCKaMH, KOTOPBIE CTald
OCHOBaHUEM JIJISl TMPOBENCHUS MCCIIEOBAHUS, a TAKKe KPUTHUECKHI aHAIIM3 BCEX JTOCTYITHBIX
OINyOJINKOBAHHBIX W HEOIMyOJUKOBAaHHBIX JAaHHBIX, COJEpP)KAIIUX OLEHKY COOTBETCTBYIOIIEH
nH(popManuy 0 OE30MACHOCTH UM YKa3aHHE HEJIOCTAIONINX 3HAHUH B 001acTH 0€30MacHOCTH, Ha
MOJIy4€HHE KOTOPBIX HAaIpaBieHO uccienoBaHue. O030p MOXKET BKIIOYATh B ceOsl pe3yJIbTaThl
COOTBETCTBYIOIIUX YKCIIEPUMEHTOB Ha )KUBOTHBIX, KIIMHUYECKUX UCCIICIOBAHUI, CTATUCTHYCCKUE
MOMYJISIIMOHHBIE JaHHbIE U JIaHHbIE MPEIBIIYIINX dTUAEMUOIOIMYECKUX ruccienoBanuii. O63op
JOJDKEH COJIEP’KaTh CCBUIKM Ha PE3YJbTaThl CXOXKHX WCCICAOBaHUNH M WHPOPMAIUIO O
3HAYUMOCTHU JAHHOTO UCCIIEZIOBAHUS B 3HAHUS 110 0€30M1aCHOCTH JIEKapCTBEHHOTO Mpernapara);

3) eNb W 3a7aud HccliefAoBaHus (IeNb MCCIEAOBaHUS, OOBSICHSIONIAs, KaKUM 00pa3oM
uccienoBaHre OyJeT CHocoOCTBOBAaTh PEIICHHIO BOMpPOCa, KOTOPbIM MpHUBEN K €ro
WHUIMUPOBAHUIO, a TAKXKE 3a/1a4U MCCIIEOBAHUS, BKIIOYas JTFOOBIE TIPEIBAPUTEILHBIC TUTIOTE3bI
U OCHOBHBIE TE3HCHI, OINHUCHIBAIOIIME CBEACHUS WIM HH(OPMALINIO, KOTOpPbIE NOJIKHBI OBITH
MOJIyYEHBI B PE3YJIbTaTe IPOBEICHUS HCCIEIOBAHN);

1) OMMCaHUE METO/0B UCCIIEIOBAHMUSI, BKIIIOYAs;

IM3aiiH McclieioBaHus (OMHUCaHue u3aifHa UCCIeI0BaHusl 1 00OCHOBAHUE €T0 BEIOOPA);

YCIIOBUSL TPOBEACHHS HUCCIENOBaHUS (MOMYJISAIMS HCCIENOBaHUS, oOmIpenenseMas B
KaTeropusiX JIMII, MECTa, MIEPUOJIa BpEMEHU U KPUTEPUEB BHIOOPKH, BKIIIOYasi 0OOCHOBAHHE BCEX
MIPUMEHSIEMbIX KPUTEpUEB BKJIIOYEHMs] U HeBKItoueHUs. Ecnu npoBoautcs nrobast BeIOOpKa U3
[[EJIeBON TMMOMYJISAIUU, HEOOXOAUMBI HATUYHME OMUCAHHS IEJEBON MOMYJSIMU U MOJPOOHOCTH
OTHOCHUTEIILHO METOJIOB BBIOOpKH. Ecnm u3aiiH wWcclieoBaHUS TMPEACTaBIsSeT CcoOoi
CHCTEMaTH4YeCKHii 0030p WM MeTaaHalu3, HE0OXOIUMO OOBACHEHHE KpUTEpUEB BbIOOpa U
MIPUTOJHOCTH UCCIIEI0BAHUSA).

K) IepeMeHHbIe (MCXO/bI, BO3ICHCTBUS U IPYTHE MEPEMEHHBIE, B TOM YHCIIE H3MEPSIEMbIE
(bakTopbl pHCKa C XapaKTEPUCTUKOW KaXXJIOr0 B OTAEIbHOCTH, MOTEHLUHAJIbHBIE (DAKTOPHI,
UCKaKaIole pe3yibTaThl, U (QaxkTopbl, Moaudunupyromue >PQeKr, onepanruoHHbIe
oTpe/IeCHUS);

J1) ICTOYHUKH JTAHHBIX (CTpaTerusi U UCTOYHHUKH JAaHHBIX JJI OTpeeNieHUs BO3ACHCTBHH,
UCXOJ0B M BCEX JPYrHX IEPEMEHHBIX, 3HAYUMBIX Ui IleJied HCCIeOBaHus, TaKUX Kak
MOTEHIMAJIbHBIE (DAKTOPBI, HCKAXKAIOIINE PE3YIbTATHI, U (GAKTOPBI, MOTUPHUIHUPYIOLTHE YPPEKT.
[Ipy wucnonb30BaHUM BaJlUAUPOBAHHBIX HCTOYHUKOB JAHHBIX, MHCTPYMEHTOB M H3MEpPEHUi
HEoOXOIUMO OMHCAaHWE METOAa Banmuaanuud. Eciaum MeTonbl TONyYeHUs JaHHBIX WU
MHCTPYMEHTOB TMPOXOAST HCIBITAaHUS B XOJE€ MHJIOTHOIO HCCIENOBaHUS, HEOOXOIUMO
MPE/ICTABJICHUE IIJIAHOB TPOBENCHUS MUJIOTHOTO HccienoBanus. HeoOXoaumo mpencTaBuTh
OINMCaHHE BCEX 3aJ€MCTBOBAHHBIX KOMUTETOB 3KCHEPTOB U MPOLEAYP OLIEHKH, KOTOpble OyAyT
WCIOJIb30BaHbI JJI BAIUJAIIMN JUArHO30B. B cilydae HMCIONB30BaHMS B MCCIEIOBAHUU TAaKOTO
HMCTOYHUKA JAHHBIX, KaK JJIEKTPOHHbIE MEIULMHCKHUE KapThl, HEOOXOAMMO YyKa3aHHe ITH000M
uHpOpMalMY, Kacaloulelcss BaJUAHOCTH 3alMceid M KOIUPOBaHMs JaHHBIX. B  cioywae
CUCTEeMAaTHYEeCKOro 0030pa WM MeTaaHajlu3a HeOOXOIMMO HallMyhe OMUCAHUS CTpaTeruud u
MIPOLIECCOB IMOUCKA, a TAKXKE JTFOOBIX METOIOB JJIsl TOATBEPKICHUS JAHHBIX UCCIIeI0BaTeNe ),

M) 00BeM BBIOOPKH (IJIAHUPYEMBI 00BEM BBIOOPKH, TUIAHUPYEMasi TOUHOCTh PE3YIbTaTOB
UCCIICIOBAaHUS W pacdyeT o0beMa BBIOOPKH, KOTOPbIE MOTYT MHHUMAIIBHO ONPEICIUTh
MpeIBApUTENIHO 3aJaHHbII PUCK C IPEIBAPUTEIHHO 3a/1aHHON MOIIHOCTHIO);

H) yIIpaBJIecHHE JaHHBIMU (yNpaBICHHE MAaHHBIMH M CTaTHCTUYECKOE IPOTPAMMHOE
obecrieueHre, KOTOpoe OyIeT UCTIOIB30BAHO B XOE MCCIICIOBAHUS, BKIIIOYAs MIPOIIEAYyphl cOopa,
BOCCTAHOBJICHHSI M TTIOJATOTOBKH JTAHHBIX );

0) aHaJM3 JaHHBIX (BCE Ba)KHBIC ATANbl MCCIEAOBaHHS (OT HEOOpPaOOTAHHBIX JAHHBIX O
MOJIyYeHUSI HMTOTOBOTO  pe3ylibTaTa), METOAbI, HCHOJIb3yeMbIe ISl  KOPPEKTHPOBKU
HECOOTBETCTBUU WJIM OIMMOOK, HEIOCTOBEPHBIX 3HAUYCHUM, MOAM(PHUKAIMN HEoOpaOOTaHHBIX
JAHHBIX, KaTETOpU3allUY, aHAJIM3a W MPEACTABICHUS PE3yJIbTaTOB, MPOLEAYPHI ISl KOHTPOIIS
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MCTOYHUKOB MOTPEIIHOCTEN M X BIUSHUS Ha PE3yJIbTAThl, TIOObIE CTATUCTUYECKHUE MPOLIETYPHI,
MPUMEHUMbBIE K JAHHBIM JUIsI TOJTYYEHHS TOYEUHON OLIEHKH WU JIOBEPUTEIHHBIX HHTEPBAIOB
M3MEpEHUI 4acTOThl BOSHUKHOBEHUS WJIM B3aUMOCBSI3U U JIIOOOTO aHallM3a YyBCTBUTEIbHOCTH.
[lepBuuHbIl aHaMM3 JOMKEH OBITH OJHO3HAYHO OTICNIEH OT MOATPYIIOBOTO aHalu3a u
BTOPUYHOTO aHAJIN3A);

I1) KOHTPOJIb KadecTBa (OMHUCaHWe MEXaHW3MOB U MPOIELyp A OOecrieueHusl KadecTBa 1
LEJTOCTHOCTH JAaHHBIX, BKIJIIOYas TOYHOCTb U YUTAEMOCTb MOJYYEHHBIX JAHHBIX M MEPBUYHON
JOKYMEHTAIlMU, CBEJICHUS O XpPaHEHUH 3alKceil U apXWBUPOBAHUM CTATUCTHYECKUX MPOrPAMM,
OMMCaHWE JOCTYMHBIX JAHHBIX O BaJHWJallMU MPOLEAYp BepU(pHUKALMU 3alucedl W BaTuAalud
KOHEYHBIX TOYEK, BKJIIOUAIOTCA MaHHBIE O cepTHUKAuu u (Win) KBanu(UKAIUH 00U
BCIIOMOTaTENIbHOW JJTa0OPaTOPUU UITH UCCIIEIOBATEIBLCKUX TPYII (€CIM MPUMEHHIMO);

p) OTpPAaHUYCHHUS, KaCAlOIIMeCs METOAOB HWCCIEAOBaHUS (OTPAaHUYCHHUS, Kacarolluecs
In3aifHa UCCIIEIOBAHUS, HCTOYHUKOB JaHHBIX M aHAJTUTHYECKUX METOJOB, BKJIOYAsi MPOOIEMbI
HUCKKEHUSI PE3yJIbTaTOB, OIIUOKH, TCHEPATHM3AINIO U CIy4alHyH MOTPEmIHOCTh, MPOTHO3
3¢ PeKTUBHOCTH yciexa Mep, HalTpaBICHHBIX HA YMEHBIIICHUE KOJIMYECTBA OIIMOOK);

C) 3amuTa CyOBEKTOB HCCIeNOBaHUS (Mephl OE30MACHOCTH, MPHUHHMAeMbIEe C IENbI0
o0OecrieueHrs COOTBETCTBHsSI TpeOOBaHMSIM 3aKOHOJATENbCTBA TOCYJIapCcTBa-wieHa B YacTH
COONIOZICHHSI TIPaB YYaCTHUKOB HEWHTEPBEHIIMOHHBIX IMOCTPETHCTPAIIMOHHBIX HCCIEIOBaHUN
0€30MacHOCTH);

T) YIIpaBJICHUE aHHBIMH M TPEJICTaBICHHE MHPOPMAIMH O HEXKENIaTeNbHBIX SIBICHUAX U
HEXeaTeNbHBIX peakiusax (Mporeaypsl cOopa, YNpaBlIeHUS W MPEACTaBICHUs] COOOMEHU 00
OTJIENBHBIX CITydasx HEXelaTeNbHBIX Peakuii U JF000H HOBOW MH(pOpMAINHU, KOTOpas MOKET
OKa3aTh BJIMSHHUE Ha OIEHKY COOTHOIIEHUS «IO0Jb3a — PUCK» JIEKApCTBEHHOI'O Mpemnapara npu
MIPOBEACHUU UCCIIEIOBAHNUS);

y) JIaHbl O PACHpPOCTPAHEHUIO TOJMYYEHHBIX JAHHBIX M COOOILEHUIO pe3yIbTaToB
WCCJICTOBAHMSI, BKITFOYAS [JIAHBI TIOJIAYH TEKYIIMX OTYETOB, UTOTOBBIX OTYETOB U IMyOJIMKAIIUH.

815. lns wmccnenoBaHWii, MpeayCMaTpPUBAIOIIMX IEPBUYHBIA COOp JaHHBIX, B Clydae
UCKITIOUEHUS] OMPEICIICHHBIX HEXENATeNbHBIX SBICHUN M3 00beMa COOMpaeMbIX MAaHHBIX B
MIPOTOKOJIE HCCIIEIOBaHUs JAepiKaTeJIeM PpPErUCTPalMOHHOTO YAOCTOBEPEHHUS IOJHKHO OBITh
NPUBEICHO OOOCHOBAHME HCIIOJIB3YEMOI0 B JAHHOM IIOCTPETUCTPAIMOHHOM HCCIIEIOBAaHUH
0€30MMacHOCTH MOAX0/1a K cOOpY TaHHBIX MO O€30MacCHOCTH. Y Ka3aHHe HEKeNaTeIbHbIX SBICHUIA,
KOTOpBIE MCKITIOYAIOTCS U3 COOMPAEMBIX JAHHBIX, JOKHO OBITh MPHUBEACHO C MCIOJIB30BAHUEM
COOTBETCTBYIOIIECTO YPOBHS TepMUHOIOTHYecKoro Kiaccudukaropa MedDRA. Tlpu uckmoueHnn
4acTH MHPOpPMALIUU 110 0e30MacHOCTH U3 HHPOPMALIMU, COOMpaeMOil B paMKax MCCIIeI0BaHUs, B
JAHHOM pasfielie MPOTOKOoJa Ji CIEHUATMCTOB CHUCTEMbl 3[paBOOXpPAHEHHUS U MAIEHTOB
JOJKHBI OBITh YKa3aHBI KOHTAKTHBIC JaHHBIE IepP KaTeNsl PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HITH
YIOJHOMOYEHHOTO OpraHa M NpPeIyCMOTPEHbI crienuaibHble (OpMBbI, MpeIHa3HAuUEHHBIE IS
npencTaBicHus MHGOPMAIIMU O HEXKEIATeNbHBIX peakiusax. B ciydae, korma mojo3peBaeMast
He)XKeNaTeslbHasg peakius, KOTopas TMpHuBena K JIeTaJbHOMY MCXOAY, HE MOAJEKUT
HE3aMEe/UINTEILbHOMY  PEIOPTUPOBAHHIO B (QopMe HHAMBHUIYATLHOTO  COOOIICHHS O
HEeXKeNaTeJbHON peakuuu, uHGopMalus O TaKOH peaklMy JOHKHA OBITh BKIIIOUEHA B CIIMCOK
TaKUX HEXEJaTeJbHBIX pEaKIUi C YyKa3aHUEM YPOBHS CHCTEMHO-OPraHHOrO Kjacca B
COOTBETCTBUH C TEpPMHUHOJOTHYeCKUM Kiaccupukatopom MedDRA wu ocHoBanuii s
WCKJIIOYEHUS JAHHOTO CTydas U3 IPOLEIypbl HE3aMEeITUTEILHOTO PEMOPTUPOBAHUSI.

816. [lns uccnenoBanmii, OCHOBaHHBIX Ha COOpPE BTOPUYHBIX JAHHBIX, B COOTBETCTBYIOIIECH
9aCcTH MPOTOKOJIA JOJKHO OBITh TPUBEICHO OMMCAHNE AaHATTU3UPYEMBIX HEXKEIATeIbHBIX SIBICHUN
WIM  HEeXeJlaTelbHBbIX  peakuuid C  HCIOJB30BAHHEM  COOTBETCTBYIOIIETO  YPOBHS
TepMUHOJOTHYecKoro kmaccupukatopa MedDRA. Ilpu mnpoBeneHMHM HCCIIEAOBAaHUS C
UCIIOJIb30BAHUEM  BTOPUYHBIX JIaHHBIX BBIMOJIHEHHE MPOLEAYpPhl  PENOPTHPOBAHUS O
MOIO3PEBAEMBIX HEXKENATeNbHBIX pEaKIusIX B (opMe HHIWBUIYATbHBIX COOOMIEHUH O
HEeXKeJlaTeJIbHBIX Peakusix He TpeOyercs.

817. IIpy BBIOJHEHUH HCCIIECAOBAHUS C KOMOMHHPOBAHHBIM JU3alfHOM TpeOOBaHUS K
UCCIIEIOBAaHMsIM, OCHOBAHHBIM Ha cOOpe NEepBHYHBIX JaHHBIX, JOJDKHBI HPUMEHATHCS B
OTHOIICHUU HEXEeNaTeNbHbIX PeaKiuii, H(OpMAIUs 0 KOTOPHIX MOTydYeHa MOCPEICTBOM cOopa
MEPBUYHBIX JIaHHBIX, a TPeOOBaHUS K HCCIIEIOBAHMSIM, OCHOBaHHBIM Ha cOOpe BTOPHUYHBIX
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JaHHBIX, OOJDKHBI IIPUMCHATHECSA B OTHOIICHHUH HEXKEIATCIbHBIX peaKuHﬁ, I/IH(bOpMaI_[I/IH 0
KOTOPLIX MOJIydCHa MOCPCACTBOM c6opa BTOPUYHBIX JAHHBIX.

CchlIKH

818. JlaHHBII pa3zen MOXKET BKIOYATh B ce0s JII0OYIO JOMOIHUTENBHYIO HHPOPMAITUIO O
cnenuuIeckux acreKTax, KOTOpble paHee HE pacCMaTpPUBAIUCH (HampuMmep, aHKEThl, (OPMBI
pENOPTUPOBAHUS).

819. Uadopmanmst 06 WCCIETOBAHUSX C IO OIEHKH BBITOJHUMOCTH HCCIICOBAHUA,
MPOBEJICHHBIX JiI OOOCHOBaHHUS pPa3pabOTKU MPOTOKoNAa (HAmpuUMep, TECTUPOBAHUE AHKET
(OTIPOCHUKOB) TNOO TPOCTHIE MOACUETH METUIIMHCKUX SIBICHUN WJIM Ha3HAYEHUH 1Mo 0a3e JaHHBIX
C LETBI0 OMPEACNEHUS CTAaTUCTHYECKOW TOYHOCTH HCCJICNOBAaHUS) IOJKHA pa3MeInaTtbcs B
COOTBETCTBYIOIIEM pa3Jieie MPOTOKOJA HUCCIEAOBAHUS C KPATKUM OMHCAHUEM WX METOJOB U
pe3ynbraroB. [lomHbIE OTYETHI MOJDKHBI TPEACTABIATHCS JAEPIKATEIEM PETUCTPALHMOHHOTO
YI0CTOBEPEHUS 110 3aMPOCY YIIOJTHOMOUYEHHOTO OpTraHa rocy1apcTBa-uieHa. Takue uccienoBanms
JOJKHBI OBITh TOJTHOCTBIO OMHCAaHBI B MPOTOKOJIE (HampuMep, MCCIEeNOBAHUE MO MUJIOTHOU
OIICHKE MCITOJIH3YEMOTO OMPOCHUKA JIJISl TTAIUEHTOR).

4. KOHTpOJIb 34 BHECCHHEM CYHICCTBCHHBIX H3MEeHEeHUl B MPOTOKOJI HCCTCTOBAHUA

820. BHeceHHe CYIIECTBEHHBIX HW3MEHEHUHW B MPOTOKOJ HCCIEAOBAaHUS  JOJIKHO
OCYIIECTBIISITBCS IO MEpe HEOOXOIMMOCTH B XOle HcclefoBaHus. JItoOble CyIIEeCTBEHHBIC
W3MEHEHUs TPOTOKOJA MCCIENOBaHMs TIOCJIE€ Hadalla MCCIECNOBAaHHUS JIOJDKHBI  OBITH
3aUKCUPOBaHBI B MPOTOKOJIE C YyKa3aHWEM JaThl BHECCHHMsS] HM3MEHEHWH, JODKHA OBITh
obOecrieueHa TMPOCICKUBAEMOCTh BHOCHMBIX HW3MeHeHUH. Eciam BHECEHHE CyIeCTBEHHBIX
W3MEHEHUH B TIPOTOKOJ MPUBEJIO K TOMY, YTO UCCIIEOBaHKE OBLIIO MPU3HAHO WHTEPBEHIIMOHHBIM
KJIMHAYECKUM HCCIIEAOBAaHUEM, B NaTbHEUIIIEM HCCIEIOBAaHUE MPOBOJUTCS B COOTBETCTBUHU C
aktamu oprasoB Coro3za.

821. Ins  moOpOBONILHO  WHUIMMPOBAHHBIX  TMOCTPETUCTPAIIMOHHBIX  HMCCIICIOBAHUI
0€30MMacCHOCTH JAepKATEIh PETUCTPAIIMOHHOTO yIOCTOBEPEHHS TIEPEIaeT MPOTOKOII HCCIIETOBAHUS
C HW3MCHEHUSMH WIA OOHOBJICHHSMU B YIOJHOMOYEHHBI OpraH TrocyJapcTBa-ujieHa, Ha
TEPPUTOPUU KOTOPOTO MPOBOJUTCS MOCTPETHUCTPALMOHHOE HEMHTEPBEHLIMOHHOE UCCIIEI0BAHNE
0€30MacHOCTH JICKQpCTBEHHOTO TIperapara.

822. JInsi TOCTPETUCTPAIIMOHHBIX HUCCIIEOBAaHUA 0€30MacHOCTH, WHHUIIMHPOBAHHBIX
Jep)KaTesieM PEruCTPAIlOHHOTO  YJIOCTOBEPEHHUs] B COOTBETCTBUU C  0O0s3aTEIILCTBOM,
HaJIO’)KEHHBIM YIIOJIHOMOYEHHBIM OPraHOM TOCyAapCTBa-ujieHa, JepkKaTellb PEruCTPallMOHHOTO
YIOCTOBEPEHHUS JIOJDKEH O00eCleunTh mMpecTaBieHne HHPOPMAIMM O BHECEHHUH JIFOOBIX
CYILIECTBEHHBIX U3MEHEHUU B TPOTOKOJ UCCIEIOBAHMS B YIIOJTHOMOYEHHBIM OpraH rocyaapcrba-
YJIeHa, KOTOPHIM OBLIM HAJOXKEHBI 00s3aTEIhCTBA IO MPOBEACHUIO TOCTPETHUCTPAIIMOHHBIX
HCCIIeIOBaHUI 0€30IMacHOCTH, 10 MOMEHTA UX BBEICHUS.

5. IlpeacraBieHue JaHHBIX O (PAPMAKOHAA30PY B YIIOJIHOMO4YEHHbIE OPraHbl TOCY1apCTB-
YIEHOB

JlaHHBIe, 3HAYNMBIE /ISl OLIEHKH COOTHOIIEHHS «I10J1b3a — PUCK» JIEKAPCTBEHHOI'0
npenapara

823. Jlepkarenb PErucTPallUOHHOTO YIAOCTOBEPEHHUSI BBIMOJIHAECT KOHTPOJIb JIaHHBIX,
MOJIYUCHHBIX IIPpU HNPOBCACHUU HCCICIOBAaHHA, WU OLCHUBACT HUX BJIUAHHUC HAa COOTHOILICHHC
«T10J1b3a — PUCK» COOTBETCTBYIOLIETO JIEKAPCTBEHHOro mpenapara. JIrobas HoBas uHpopmanus,
KOTOpasi MOXKET MOBJIHATH Ha OLIEHKY COOTHOIIICHUS «TI0JTh3a — PUCK» JICKaPCTBEHHOTO IIpermapara,
HEe3aMeUINTEIbHO COOOIIAeTCsl YIOJTHOMOYEHHBIM OpraHaM rocyAapCTB-4JIEHOB, HA TEPPUTOPUN
KOTOPBIX MPOBOAMTCS MOCTPETHCTPAIIMOHHOE HCCIIE0BaHNE OE30MaCHOCTH U 3aperuCTPUPOBaH
HCCIeAyeMbIN JICKapCTBEHHBIN Tpenapar, B ¢opMe cooOIeHnus 00 3KCTPEHHOW mpodiieMe 1o
6€3OHaCHOCTI/I. I[aHHI:Ie, KOTOPLIC MOT'YT OKa3aTh BJIMSAHUC HAa OLNCHKY COOTHOMICHUS «I10JIb3a —
PHUCK» JIEKapCTBEHHOTO IperapaTa, MOT'YT BKJIIOYATh B ce0sl JaHHbIE, TIOJyYaeMble B pe3yJIbTaTe
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aHanu3a MHGQOpMAlMM O IIOJO3PEBAEMbIX HEXKEJIATENIBHBIX PEAKIUAX, WIM PEe3yIbTaThl
MIPOMEKYTOYHOTO aHAJIN3a 00OOIIEHHBIX TAHHBIX MO OE30MACHOCTH.

824. llpencraBinenne wHOpMaAIMU O  pe3yjibTaTaX HCCIEJOBAaHUKW B  paMKax
NEPUOINIECKOTO OOHOBIIIEMOTO OTYETa MO0 0€30MaCHOCTH M B OOHOBJICHUSX IJIaHA YIIPABICHHUS
pUCcKaMH (€cM NMPUMEHHMMO) OCYILIECTBIIETCS HE3aBUCUMO OT IpoLeayp HHPOPMHPOBAHUS,
yKa3aHHbIX B yHKTe 823 IIpaBui.

He:xenareabHble PC€AKIHH U HEKETATC/IbHBIC AIBJICHUA, ITOJIC/KAIITUEC CPOIHOMY
NpEeaACTABJICHUIO

825. Uudopmanmsi 0 Cepbe3HBIX HEMPEABUICHHBIX HEXKENaTEIbHBIX PEAKIUAX TOJDKHA
MPEICTABIATECS B CPOYHOM TIOPSAKE B YIOJIHOMOUYEHHBIE OpPraHbl TOCYNapCTB-WICHOB B
COOTBETCTBHUH C TpeOoBaHusmu pazaena VII nacrosmux [1paun.

826. MudopMalis 0 HeXKENaTeIbHBIX PEAKIHIX U HEXKENATeIbHBIX SIBICHUSX, TOTyYCHHAS
IIPH BBITTOJIHEHUH MCCIICAOBAHUI C IIEPBUYHBIM COOPOM JAHHBIX, TTOJJICKHT JOKYMEHTHPOBAHHUIO
1 00OOIICHHUIO B MMPOMEKYTOYHOM OTYETE MO aHAIHM3y JAaHHBIX 10 0€30MaCHOCTH M B UTOTOBOM
OTYETE UCCIIEIOBAHHUS.

827. NudopMalis 0 HeXKENaTeIbHBIX PEAKIHIX U HEXKENaTeIbHBIX SIBICHUSX, TOTyYCHHAS
IIPH BBITTOJIHEHUH MCCIICAOBAHUN ¢ BTOPUYHBIM COOPOM JTaHHBIX, TOJIJICKUT JOKYMEHTHPOBAHUIO
1 00OOIICHHUIO B MMPOMEKYTOYHOM OTYETE MO aHAIHM3Yy JaHHBIX 10 0€30MacCHOCTH M B UTOTOBOM
OTYETC WCCIICIOBaHMUS, 3a HWCKIIOUECHUEM CJIydaeB, KOTJa IPOTOKOJIIOM HCCIICIOBAHUS
IPEyCMOTPEH U 000CHOBAH MHOM MOPSAIOK MpeICTaBIeHHs HH(OpMAIMK IO OE30MaCHOCTH.

828. IIponienypsl cbopa mHOpPMAIIMKM O HEXKENATEIbHBIX PEAKIUAX W HEKEIATEITbHBIX
SIBIICHUSIX, BKJIIOYAs YIMPaBJICHHUE NAaHHBIMUA (B TOM YHCIE 0030p M OIEHKY, BBIMOJIHIEMYIO
JepXKaTeNieM PETUCTPANMOHHOTO YAOCTOBEPEHUS, €CIIM 3TO IMPUMEHHMO) M TPEICTABICHUC
cooOmIeHnit 00 yKa3aHHBIX HEKENATeIbHBIX PEAKIUSAX W SBICHHSX, JOJDKHBI BBITIOJTHSATHCS B
IIEHTPAX MPOBEJACHUS KIIMHUYCCKUX MCCIICAOBAHNN U B KPATKOW (hOpMe JIOJDKHBI OBITh U3JI0KEHBI
B IIPOTOKOJIE UCCIICJIOBAHMUS.

6. OTueT 0 X0/1€ BBINOJTHEHHUS HCCJIEIOBAHNUS U MPOMEKYTOUHBII OTUYET O pe3yabTaTax
HCCJIeI0BAHNS

829. Otuer 0 x0/1€¢ BBITIOJIHCHHS HMCCIICOBAHUS COACPKHUT MH(GOPMAIUIO, OTPAKAIOIILYIO
3Tal BBIIIOJHEHUS MCCIEN0BaHNUs, HAIPUMED, YUCIIO NAIMEHTOB, BKIIOUEHHBIX B HCCIIEI0BAaHUE U
MOJIBEPIIINXCSl BO3/IEHCTBUIO JIEKAPCTBEHHOTO IMpernapara, WM YHUCIO MalUeHTOB, Y KOTOPBIX
3a(hUKCUpOBaH LIETEBON MCXO[, a TAK)KE€ BOZHHUKINIKE MPOOIEMbl U OTKJIOHEHHS OT 0XKUIAeMOTO
IJIaHa MpoBeieHus uccienoBanus. OT4ET 0 X0/1e MPOBEICHUS UCCIIEOBAHMS MOXKET BKIIIOYATh B
ce0st MPOMEXYTOUYHBIE TaHHBIE O PE3yJIbTaTaX MCCIeIOBAHMUS.

830. [TpomMeKyTOUHBIA OTYET O pe3yJibTaTaX HCCICIOBAHUS COJIEPKUT PE3YJIbTAThI
IUIAHUPYEMOT'O MPOMEXKYTOUHOTO aHaJIM3a JaHHBIX HCCIECJOBAHMS 1O WIH IOCIE OKOHYaHUs
cOopa JaHHBIX.

831. YIOTHOMOYEHHBII OpraH TIoCyJapcTBa-ul€Ha MOXKET 3allpOCUTh IPEACTABICHUE
OTYeTa O XOJ€ BBINOJIHEHUS MOCTPErMCTPALMOHHOTO HCCIIEOBaHUS 0€30MacHOCTH, KOTOPOe
ABIISICTCA 0053aTEIbHBIM IS IEPKATENs pErUCTPALMOHHOTO YIOCTOBEPEHHS MIIM TIPOBOJUTCS HA
I0OPOBOJILHON OCHOBE Ha TEPPUTOPHH TOCYIapCcTBa-wieHa. 3apoc Ha MPE/ICTaBICHHE OTYETa O
XOZIC BBITIOJIHEHUS UCCIICAOBAHUS MOXKET OBITh ClIeNaH 10 Hayaja HCCIICOBAaHUS WM B XOJ€
npoBefaeHus: uccienoanus. [IpuunHoil 3ampoca MoxeT ObITh HHpOpPMAIUS B OTHOIICHUU
npoduns 3pdextuBHOCTH U (MIHM) OE30MACHOCTH, TOMYyYEHHAs B XOJI€ HMCCIEIOBaHUs, MO0
HE0OXOUMOCTh TOJIy4eHUs HWH(OpPMAalMU O XOJ€ BBHINOJHEHHUS HCCIEAOBaHHUSA, CBA3aHHAS C
IIpeyCMOTpEHHBIMU IIpaBoM Coro3a M 3aKOHOJATENbCTBOM I'OCYJapCTB-WICHOB IIPOLEAYPAMH, a
Tak)ke BaxkHast “HQopMalus 1mo 6e30MacHOCTH JeKapCTBEHHOTO Mpernapara.

832. Bpemsi mpencTaBieHHUS MPOMEXKYTOUYHOTO OTYETAa MOJDKHO OBITh COIJIACOBAHO C
YIOJHOMOYEHHBIMU OpraHAMU TOCYJAapCTB-WIEHOB U yKa3aHO B IMPOTOKOJIE HCCIENOBaHUS, B
cllyyae €ciH COTJacOBaHHE MOpsAKa IMPEICTABICHUS OTYETOB OBLJIO BBHINOJHEHO 10 Haydaia
MPOBEJCHUSI HCCIENOBAaHUS. XOJ BBINOJHEHUS TMOCTPETUCTPALMOHHOTO  HCCIIEI0BaHUS
0€30MaCHOCTH  JOJDKEH COOTBETCTBYIOIIMM — O0Opa3oM  OTPakaThCsi B MEPHOAMYECKOM
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OOHOBJIIEMOM OTYETE TIO0 OE30MAaCHOCTH M B OOHOBJICHUSX IUTAaHA YIPABJICHHUS pUCKaMU (eciu
IIPUMEHHMO).
833. [locne paccMOTpeHHUs OTYETA O XOJI€ BBIMOJHEHUS UCCIIECIOBAHUS YIIOJTHOMOYEHHBIM
OpraHoM rocyaapCrBa-1jiCHa MOXCT 6I>ITB 3arpoicHa JOIMOJHUTCIIbHAA HHq)OpMaL[H}I.

7. UTOroBLIN 0TYET 0 BLINMOJHEHNHN HCCJIEI0OBAHUSA

834. IToroBplii OTYET O BBHIMOTHCHHH HEHMHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOTO
uccienoBaHuss ~ 0€30MacHOCTH,  MHHUIMMPOBAHHOTO  Jiep)KaTelieM  PETrUCTPalluOHHOIO
YAOCTOBEPEHUS B COOTBETCTBHH C 0053aT€ILCTBOM, HAJIATAeMBIM CO CTOPOHBI YITOJIHOMOUYEHHOTO
OpraHa rocyAapcTBa-ujeHa, JOJDKEH ObITh MOJAaH B YIOJIHOMOYEHHBIE OpraHbl roCyIapCTB-
YJICHOB B KpaT4alIIfne CPOKHU MOCIIE ero 3aBEpIICHUs He To3Hee 12 MecsIeB ¢ JaThl OKOHYAHUS
cOopa JaHHBIX.

835. Insi TOCTPETruCTPAIIMOHHOTO HCCIENOBAaHUSL 0€30MacCHOCTH, WHUIIMUPOBAHHOTO
JepKaTesieM PErUCTPallMOHHOIO yI0CTOBEPEHU S, TAK)KE CIEAYET MPEIOCTaBUTh UTOTOBBII OTYET
00 WCCIeIOBaHUN YIOJTHOMOYEHHBIM OpraHaM TOCYJapCTB-WICHOB, HA TEPPUTOPHUSIX KOTOPBIX
3aperucTpUpOBaH JIEKapCTBEHHBIN Mpenapar.

836. B cnydae mpekpallleHHs] BBIMOJTHEHUS! MCCIIEOBAHUS IOJAETCS UTOTOBBIM OTYET C
yKa3aHHEM MPUYMHBI.

837. UToroBelii  OTYET O  BBINOJIHEHUHM  HUCCIEIOBaHUS  IOCTPETUCTPALIMOHHOTO
Hccaea0BaHus 0€30MaCHOCTH JIOJDKEH BKITIOYATh B Ce0s CIIENYIONTYI0 HH(POpMAIHIO:

a) HAMMEHOBAaHME: HaWMEHOBaHHWE, BKIIOUaomee B ce0s  OOIMIEeymOTPEeOUTENHHYIO
TEPMHUHOJIOTHIO U yKa3bIBalollee AU3aiiH UcCieI0BaHus, JaTy UTOMOBOTO OTYETa, (PaMUIINIO, UMS,
oTuecTBO (IIpU HAJTMYKK) aBTOpa oT4eTa. B cimydae ecnu uccienoBanue ObLUTO 3apETUCTPUPOBAHO
B pErucrpe MOCTPEruCTPAllMOHHBIX HCCIEA0BaHUN 0€30MacHOCTH  TOCYAapCTB-UJICHOB,
YKa3bIBACTCSl PETUCTPAIMOHHBI HOMEpP M CChUIKA Ha pa3MENICHHBIE 3alliCHU Ha BeO-mopraie
YIOJHOMOYEHHBIX OPTaHOB rOCYAAPCTB-UJICHOB;

0) KpaTKoe cozepkaHue B BUE PE3IOME, COJePKAILETO:

MH(OPMALIHIO O 3aT0JIOBKE U MO/13ar0JIOBKE MCCIEA0BAaHUS C YKa3aHUEM HOMEpa BEpCUU U
JaThl YTBEPKIIEHUS TIPOTOKOJIA, a TaKKe (haMUIINK, UMEHHU U OTYECTBA (TP HAJTMYKN) OCHOBHOTO
aBTOpa C yKa3aHHEM MeCTa ero paboThl;

000CHOBaHNE BBIMIOJTHEHUS UCCIICIOBAHUS;

MCCIIEIOBATENbCKUI BOIIPOC U LIETH UCCIIEA0BaHUS;

JIN3aliH UCCIICIOBaHUS;

u3ydyaemas MomyJIsus;

UCCIIeTyeMbIe TIepEMEHHBIC;

WCTOYHUKHU MOJTyYEHUs JaHHBIX;

00beM BBIOOPKH;

aHaJlu3 JTaHHBIX;

KOHTPOJIbHBIC TOUKH;

B) JiepKaTeib PErUCTPAIlMOHHOTO YAOCTOBEPEHHS: IOJHOE HaWMEHOBaHHE JepiaTens
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS U €T0 MECTO HaXOXKICHHUS (aapec);

') UccheaoBaTeNnu: GaMuiIus, UMs, OTYECTBO (MPU HAJUYMH), TUTYJIBI, YUYEHBIC CTEIICHH,
MecTa paboThl (agpeca) M cBeleHUs 000 BCEX HCCIIENOBATENAX, a TaKKe NEPeYeHb BCEX
BOBJICUEHHBIX B HCCIIEJJOBaHHE OpraHU3allMidi M MECT BBINOJHEHHUS wHcciaeaoBaHus. JlanHas
uH(pOpMaLUS TPEACTABISACTCS KaXIbIM TOCYJapCTBO-WICHOM, B KOTOPOM IPOBOJUIOCH
UCCIIeIOBaHMe, U JOJHKHA OBITh JOCTYIHA I10 3alpoCy YIOJIHOMOYEHHBIX OPraHOB T'OCYIapCTB-
YJICHOB;

1) KOHTPOJIbHBIE TOYKH (1aThl KOHTPOJIBHBIX TOYEK BBIMOJIHEHUS UCCIIETOBAHMS):

Hayaio cOopa JaHHBIX (3aIIaHUPOBAHHOE U (PAKTHUECKOER);

OKOHYaHHME cOOopa JaHHBIX (3aIIaHUPOBAHHOE M (DAKTUUECKOE) WIIM JaTa MPEKpalieHus
BBITIOJTHEHUS HCCIIEIOBaHUS (€CIIM IPUMEHHUMO) C YKa3aHUEM IPUYHH;

OTYET O XOJI€ BBIMIOJHEHUS UCCIIEIOBAHMUS,

MIPOMEXKYTOYHBIN OTYET O PE3yJIbTaTax UCCIeIOBAHUS (€CITH MPUMEHUMO);

UTOTOBBIN OTUET O pe3yJIbTaTax MUCCIEIOBAHNUS;
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MHbIE KOHTPOJIbHBIE TOUKH, IPUMEHUMbIE K HUCCIIEIOBAHUIO, BKIIOYAs JaTy YTBEP)KIEHUS
MPOTOKOJIa KOMHUTETOM IO 3THKE (€CIM MPUMEHHMO) M JaTy PETUCTPallid HMCCIEAOBAaHUS B
ANIEKTPOHHOM PETUCTPE UCCIIETOBAHMI;

€) 000CHOBaHHME M TPEINOCHUIKM BBITOJIHEHUS HCCIEIOBAHUS: OMUCAHUE MPOOJIEMBI IO
0€301MacHOCTH, KOTOPas MOCITYKHJIa TOBOJIOM K POBEACHUIO UCCIIEA0BAHNUS, a TAK)KE aHAIN3 BCEX
JOCTYIHBIX ~ OMYyOJMKOBAaHHBIX W HEONMyOJIMKOBAaHHBIX JAHHBIX, COJAEPXKAIIUX OLEHKY
COOTBETCTBYIOIIEH HH(OpManuu Mo 0e30MacHOCTH WU yKa3aHWE HENOCTAIOIIUX JAHHBIX IO
0€30MMacHOCTH, IS MOJTy4eHHUsI KOTOPBIX OBUIO MPOBEACHO HCCIEI0BAHNUE;

) LeIb U 3aJ1a4M UCCIIeIOBaHUSs, BKIIIOYAsl IPeIBApUTENbHbBIE TUIIOTE3bI, B COOTBETCTBUHU C
MIPOTOKOJIOM UCCIIEIOBAHUM;

3) U3MEHEHUS U OOHOBJICHUS: TIEPEUYCHB JTIOOBIX CYIIECTBEHHBIX U3MEHEHUN U OOHOBJICHUI
MEPBOHAYAIILHOTO MPOTOKOJIA UCCICOBAHMI TOCIe Hayaia cOopa JaHHBIX, BKIIOYas
000CHOBaHHE Ka)XI0T0 U3MEHEHUS WX OOHOBJICHMUS;

1) METOMbI UCCIIEOBAHNUS, B TOM YHCIIE:

IU3aiiH HCCIIEeIOBaHUS: KIIIOUEBbIE 3JEMEHTHI Iu3aiiHa HCCIeoBaHUsS U 0OOCHOBAaHUE
BBEIOpAHHOTO JTU3AaiiHA;

YCIIOBUSL: YCIIOBUS, MECTA U COOTBETCTBYIOIINE JaThl IPOBEJCHUS HCCIEA0BaHNUs, BKIIIOYas
nepuosbl Habopa NalMeHTOB, TMOCIEAYIoUIero HaOmoAeHus M cOopa JaHHBIX (B ciydae
MIPOBEJICHUSI CHUCTEMAaTHYECKOro 0030pa WJIM MeTaaHallu3a — XapaKTepUCTUKU HCCIETOBaHMUIM,
UCIOJIb3YEMbIC B KAUECTBE KPUTEPUEB IPHUEMIIEMOCTH, C ©X OOOCHOBaHUEM ),

MAIMEHThI: 1eNeBasi MOMyJALUs U KPUTEpUU BKIIOYEHHUS MAlMEHTOB B HCCIIEOBAHHUE.
JIomKHBI OBITH YKa3aHbI UICTOYHUKU U METOJbI HA0Opa YYaCTHHKOB, BKItoUas (T/I€ MPUMEHUMO)
UX JIeTallbHOE OINMCAaHWE, a TaKKe KOJIMYECTBO BBHIOBIBIIMX M3 MCCIEIOBAaHUS YYaCTHUKOB U
MIPUYMHBI BEIOBITUS U3 UCCIICJIOBAHHS,

aHaJIM3UpyeMble TepeMEHHbIE: Pe3yJIbTaThl, BO3JIEHCTBUE JIEKAPCTBEHHOI'O Mperapara Ha
NAIMEeHTOB, MPOTHOCTHYECKUE (DAaKTOPHI, MOTEHLIUAIbHBIE HCKaXKatomue (GakTopsl U (GakTopsl,
Moaupuumpyomue 3¢¢dekt, BKIOYas ONEpAlMOHHbIE OMpPENeNIeHUs U JUarHOCTHYECKHe
KPUTEPUH, €CIIU TPUMEHUMO;

WUCTOYHUKHA JAHHBIX M H3MEpEHHue: s KaXAOro paccMaTpUBaeMOro IoKas3aTess
YKa3bIBAIOTCS NCTOYHHUKYU JAHHBIX U MOAPOOHOE OMHCAHUE METOJIOB OIICHKU U M3MEpPEHUs (eciu
MIPUMEHHMO), a TAK)KE COTIOCTAaBUMOCTh METOIOB OIIEHKH (Mpu Haymmuuu O6ojee 1 metona). Eciu B
MCCJICTOBAaHUH MCTIOIB30BAJICS CYIIECTBYIONIUI UCTOYHHUK JAHHBIX (IJEKTPOHHBIC METUIIUHCKUE
KapThl), TO HEOOXOAMMO YKa3bIBaTh B OTUETE JIIOOYI0 MH(OPMAIIMIO O BAJIMIHOCTH 3alHUCEd U
KOJMPOBAaHUMU JAaHHBIX. B ciydae mpoBeneHHs CHUCTEMATHYECKOTO 0030pa MM MeTaaHamu3a
JOJKHBI OBITh OMHMCAHbl BCE UCTOUYHUKH MH(OpPMAIUHU, CTpATEeTUsl MIOMCKA, METObI AJis BbIOOpa
WCCIICTOBAHMM, METOIbI H3BIICUCHUS TAHHBIX U TIPOIECCHI MOYYCHHS U TOATBEPKIACHUS TaHHBIX;

OLIMOKU: OMMCAaHUE MPEANPUHATHIX TEHCTBUI UM MEp 10 0OPAIICHUIO C TOTEHIIUAIbHBIMU
HCTOYHHKAMM OIIHOOK;

00BbeM BBIOOPKH: 00BEM BEIOOPKH U 00OOCHOBAHHE JIFOOOTO BBIUMCIIECHHUS pa3Mepa BHIOOPKHU
¥ METOJIa TIOCTIKEHUS TIPEIIoIaraeMoro pasmepa BEIOOPKH;

npeoOpa3oBaHUEe JAHHBIX: NPeoOpa3OBaHUs, BBIYMCIEHUS WM OINEpallMd C JaHHBIMU,
BKJIIOYAsi METOBI 00pa0OTKHU KOJMYECTBEHHBIX IAHHBIX IPU BBHITTOJIHEHUH aHaIH3a, 000CHOBaHHE
BBIOpAHHBIX METOJOB IPYNIUPOBAHUS JAHHbIX;

CTaTHUCTUYECKUE METOIBI (OMMCAHUE TI0 CIECTYIOIIUM aCIIEKTaM):

OCHOBHBIE METOIbI 000OIIIECHHS;

BCE CTATHCTUYECKUE METOJIbI, KOTOPbIC PUMEHSITUCH B MCCIEAOBAHNUU, BKIFOYAsT METOIbI
JUIS  KOHTPOJII MCKaKEHUW (B OTHOLIEHWH METAaHaJIU30B — METOJbl KOMOWHUPOBAHUS
pE3yJIbTaTOB MCCIEA0BAHUN);

JM00bIe METO/IbI, HCIOIb3yeMble I U3yUeHUs MOATPYII MalUeHTOB U B3aUMOJECHUCTBUN
aHAITM3UPYEMBIX IEPEMEHHBIX;

MOJIXOJI K PELIEHUIO TPOOJIEMBI 10 OTCYTCTBYIOLIUM JIaHHBIM;

OIICHKA YyBCTBUTEILHOCTH UCCIICIOBAHMS;

BCE U3MEHEHUS TUIaHa aHAJIN3a JIaHHBIX, PEIYCMOTPEHHOTO MPOTOKOJIOM HCCIIEJOBAHMUS, C
000CHOBaHHMEM U3MCHCHUI;

KOHTPOJIb KayecTBa: MEXaHU3Mbl U MPOLEAYphl OOECHeueHns KauecTBa M IEIOCTHOCTU
JTAaHHBIX;
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K) pe3yJbTaThl: TPEICTaBlIeHUE TaOIUIl, TPaQUKOB W WLIIOCTPAIUN JUIsl OTOOpaKeHHS
MOJIyYCHHBIX JAaHHBIX M TMPOBENEHHOTro aHanmm3a. JIOmKHBI OBITh MPENCTaBICHBI Kak
aJIalITUPOBAHHbIE, TaK W HeaJalNTUPOBaHHbIE pe3ysbTaThl. OIeHKAa TOYHOCTH JaHHBIX JO0JKHA
OBITh BBIMIOJIHEHA KOJMYECTBEHHO C YKa3aHUEM OBEPUTENbHBIX WHTEPBAJIOB. DTOT pas3ziel
JOJKEH BKIIIOYATh B ce0s CeIyIonie Moapasienbl:

YYaCTHUKH: KOJMYECTBO TMAIIMEHTOB HA Ka)JIOM dTale WCCIeIOBaHUs (HampuMep, Yucio
MOTEHIIMAJIbHO COOTBETCTBYIOIIMX, MPOIIEAINIUX TMPOLENypy CKPUHHMHIA, OIICHEHHBIX Kak
COOTBETCTBYIOIIME KPHUTEPHUSAM BKIIOYCHHUS, BKIIOYCHHBIX B HCCICIOBAHUE, 3aBEPIIAFOIINX
nocieayomnee HaONOIeHHe W TMPOAHATM3UPOBAHHBIX, a Tak)Ke MPUYUHBI BBIOBITHS U3
UCCIIeIOBaHMS Ha IOOOM Jrame). B cimydae cucremarmueckoro o03opa WM MeTaaHamu3a
YKa3bIBa€TCSl KOJMYECTBO IALMEHTOB, MPOLIEAIINX MPOLENypy CKPUHHUHIA, OLEHEHHBIX Ha
COOTBETCTBHUE M BKIIOYCHHBIX B CUCTEMATUUYECKUI 0030p WM METaaHalU3, C yKa3aHUeM MPUYHH
BBIOBITHS U3 HCCIIEAOBAHUS HA KaXI0M JTaIle;

OlHcaTeNbHbIC JAHHBIC: XAPAKTEPUCTUKU YYAaCTHHKOB HCCIEAOBaHUsA, WHMOpMALUS O
BO3JICHCTBUU JIEKAPCTBEHHOI'O TMperapara Ha MalUMeHTOB U MOTEHIMAIbHBIX (aKTopax,
MCKKAIONINX JTaHHBIC, a TaKKe KOJIUYECTBO YYACTHUKOB C OTCYTCTBYIOIIMMH JaHHBIMH JJIs
KaXJ0M  paccMaTpUBaeMoOW  aHAIM3UpyeMOW  TiepeMeHHoil. B ciywae  mpoBeneHus
CHCTEMaTH4YeCKOro 0030pa MM MeTaaHalM3a YyKa3blBalOTCA JaHHbIE (00BeM BBIOOPKH,
IUTAaHUPYEMOE UCCIIEIOBAHKE), HCTIOIb30BaHHbBIE JJISl UCCIIEIOBAHMS,

JaHHBIC O Pe3yJbTaTaX: KOJIMYECTBO YUYACTHUKOB IO KATETOPHUSAM HCXOJIS U3 MOTyYEHHBIX
OCHOBHBIX PE3yJIbTaTOB;

OCHOBHBIC DPE3YyJbTaThl: PE3yJIbTaThl HEATANTHPOBAHHOW OLEHKH (€Clu MPUMEHUMO),
aJIalITHPOBAHHOMN OIIEHKU C Y4E€TOM HCKaXaromuXx (pakTopoB M UX TOYHOCTH (Hampumep, 95 %
JIOBEpUTENbHBIN HHTEpBaN). Ecnu mpUMEeHHMO, OIleHKa OTHOCUTEILHOTO PHCKA JOJDKHA OBITh
nepeBesieHa B aOCOMIOTHBIN PUCK JIJIs1 3HAUMMOTI'0 TIEpHUO/ia BPEMEHH;

JpyTHe BHUIBI aHAK3a: IPYTHe MPOBEACHHBIC aHAU3bI, HAIIPUMED, aHATHU3bI MOATPYII U
B3aMMOJICICTBHS, a TAK)KE aHAJIU3bl UyBCTBUTEIILHOCTH;

HEXKENATebHBIE SIBIICHUS M HEXKeNaTelbHbIE pEaKIWH: yIpaBlIeHUEe MTaHHBIMU U
npeJcTaBieHre MH(OPMALUM O HEXENATENbHBIX SBICHUSX U HEXKEIATEeNbHbIX DPEaKIHUsIX B
YIOJHOMOYECHHBIE OpPTaHbl TOCYAAPCTB-UJICHOB B COOTBETCTBUU C TpeOoBaHusMu paziena VII
Hactosiux IIpaBun. B OTHOUIEHMM OMNpENENEeHHBIX IU3ailHOB HCCIEIOBAHUM, TaKUX Kak
«cIy4yail — KOHTPOJIbY» WU PETPOCIEKTUBHBIE KOTOPTHBIE MCCIEAOBAHMUS, BKIIIOYAIONMUX B ceOs
aHaJIM3 JAHHBIX DJEKTPOHHBIX MEIULMHCKUX KapT, CHCTEMaTUYEeCKHUEe TIEepecMOTPhl U
METaaHalM3bl, HEOOXOAMMO yKa3aTb HEBO3MOXXHOCTh TMPOBEICHUS OIEHKH CTENEHU
JOCTOBEPHOCTH MPUUMHHO-CIIEACTBEHHON CBS3H HAa YPOBHE KaXKJI0OT0 MH/IMBUYaIbHOTO CITyyas;

1) o0cyxKeHue:

KJIFOUEBbIE PE3YyJbTaThl: PE3yJbTaThl, UMEIOIIME OTHOIIEHHE K 3a/JayaM HCCIIeI0BaHus,
pe3yNbTaThl paHee MPOBEICHHOTO HCCIEIOBaHUs, KOTOPBIC COTJIACYIOTCS WM IMPOTHBOpEYAT
pe3ynbTaraM, MOJIYYeHHBIM B JaHHOM HCCIEAOBAHMM, a TAK)KE€ WX BIHUSIHHE HAa COOTHOLICHHE
«TI0JTh3a — PUCK» JICKAPCTBEHHOTO Iperapara (€ciiv 3TO TPUMEHHUMO);

OTpaHUYEHUS: OTPAHUYEHUS HCCIENOBAaHUS C YyYETOM OOCTOATENbCTB, KOTOPHIE MOTJIHU
MOBJIMSITH HA KAYECTBO U IIEIOCTHOCTH JAHHBIX, OTPAaHUYCHHUSI TIOJIX0/1a U METOJI0B, KOTOPBIC ObLITH
WCIIOJIb30BAaHbl /Il MUHUMHU3ALMU WX BIWAHUA (HampUMep, 4YacToTa IIOJy4eHUsS OTBeETa,
OTCYTCTBYIOIIME WJIM HETIOJIHBIC JaHHBIC, MPUMEHCHHBIC OIICHOYHBIC 3HAYCHMSI), MUCTOYHUKU
MOTEHIIMAJIbHBIX OMIMOOK W HETOYHOCTEH M BalugHOCTU siBleHUil. Heobxonnmo obcyxkaenue ¢
YIOJHOMOYEHHBIM OpPraHOM (IKCIEPTHOW OpraHu3alueil) Kak HampaBlICHUs, TaK U Macmitada
MOTEHLIUATIbHBIX OUIHOO0K;

UHTEpIpPETAIMs: WHTEPIPETallus pPe3yJIbTaTOB HCCIEAOBaHUNW C Y4eToM 3ajad,
OrpaHUYEHUI, MHOKECTBEHHOCTH aHaJIN3a, pe3yIbTaToOB MOJO0OHBIX UCCIEAOBAHUN U JIP.;

00001126MOCTh PE3yIBTATOB UCCIICIOBAHUS (BHEIIHSIS BaJTUIHOCTH);

M) CCBUIKH;

H) npyras uHpopMaIus o crienu(PUIHBIX aCTIEKTaX UCCIICIOBAHMS, HE PACCMATPHUBABIIIUXCS
paHee.

838. Pe3tome MTOrOBOTO OTUETa MCCIEAOBAHMS JOJDKHO BKIIIOYATh B ce0si 0OOOIIECHHYIO
nHpopmanio 00 UCHOIB30BAaHHBIX B MCCIEJIOBAaHUU METOJAX, a TaKkKe O MOJyYEeHHBIX
pe3ynbTarax, MpeiICcTaBICHHYIO B cieaytonieM gopmare:
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a) HAaMMEHOBaHHUE HCCIEeNOBaHMs (B BHUJAE 3arjlaBUs C IOA3aroJIOBKamM), BKJIIOYasi Aary
COCTaBJICHUS pe3toMe, (DaMUITUIO, UMsI, OTYECTBO (MIPHU HAJTMYUN) U CBEJICHUS O TIEPBOM aBTOPE M3
aBTOPCKOT'O KOJIJIEKTUBA;

0) kimroueBbie  ciioBa (He Ooyiee 5 KIIOYEBBIX CJIOB, OTOOpaKalOIIUX OCHOBHBIE
XapaKTePUCTUKHU HCCIIEI0BaHNU);

B) 000CHOBaHUE U NPEANOCHUIKH;

T) Uelb U 3a/1a4l UCCIIEI0BAaHUS;

1) TU3aiH UCCIEOBAHMUS;

€) yCIIOBUS IPOBEICHUS HUCCIIEI0BaHUS;

) MAIMEHTHI 1 00BEM BBIOOPKH;

3) aHAJIU3UpYyEMble IEPEMEHHbIE U UCTOYHUKHU JaHHbIX;

1) pe3ynbTarhl;

K) 00cykaeHue (BKJItouas (€Cy MPUMEHUMO) OLICHKY BIIMSIHUS PE3yJIbTaTOB UCCIICIOBAHMS
Ha COOTHOIICHHE II0JIb3a — PUCK» JIEKAPCTBEHHOTO TIpernapara);

J1) BBIBOI;

M) JIepKaTeinb PErHCTPAIlMOHHOTO YI0OCTOBEPECHHUS,

H) haMUIINI0, UMsI, OTYECTBO (IIPH HAJTMYUH) U CBEJICHUS O TJIABHOM HCCJIe0BaTele.

7. Ony0nKkoBaHue pe3yJbTATOB HCCJIECAOBAHUS aBTOPaAMH

839. Jlepkatenb perucTpalMOHHOIO YJIOCTOBEPEHUS 3apaHee COIIACOBBIBAET CTPATETHIO
OHyGHHKOBaHI/IH HCCJIICAOBAHUS C INTaBHBIM UCCIICAOBATCIICM, €CJIU UCCIICAOBAHUC ITPOBOJUTCA U
aHAJIM3UPYETCs OJTHOCTHIO WIIM YaCTUYHO HCCIIEIOBATENIIMU, HE SIBISIIOIIMMHUCS COTPYIHUKAMU
JepKaTels peruCTPallMOHHOrO yI0CTOBepeHusl. JlepKaTenb perucTpalioHHOTO YAOCTOBEPEHUs
JOJKEeH OBITh YIIOJTHOMOYEH MMPOCMAaTPHUBATh BKIIIOUEHHBIE B MaTepUaibl peAHa3HAYEeHHbIE s
OHyGHHKOBaHI/IH pe3yiibTaThbl, IOJYYCHHBIC B XOJC IIPOBCACHUA HCCHGHOBaHHﬁ, n HXx
MHTEPIIPETAINIO, a TAKXKE MPEACTABIATH CBOM KOMMEHTAPHH JI0 TepeIaydl MaTepUualioB B II€4aTh,
n3berasi HEOOOCHOBAHHBIX 3aJiep)KEK. 3alpochl Ha BHECCHHE HW3MEHEHHH B MaTepHallbl,
MOJIe)KAIIUE OIMYOTMKOBAHHUIO, IOJDKHBI OBITh HAYYHO 00OCHOBAHEI.

IIpeacraBiieHue oMy0JMKOBAHHBIX Pe3yJIbTATOB UCCAEJ0BAHUA B YIIOJTHOMOYEHHbBIE
OpraHbl rocyapcTB-4J1eHOB

840. B menax mnpenocTaBieHMs BO3MOXHOCTH YIOJHOMOYEHHOMY OpraHy 3apaHee
O3HAKOMHUTCSI C JAaHHBIMH MCCIEIOBAaHUA, MOMJISKAIMMU OIYyOJIMKOBAHUIO, JEpKaTeIto
PETUCTPALIMOHHOIO  yIOCTOBEPEHUS CJIENYEeT IIepelaTh MTOTOBbII BapuMaHT CTaTbU B
YIOJIHOMOYEHHBIE OpPraHbl TOCYJapCTB-YJIEHOB, Ha TEPPUTOPUU KOTOPHIX 3aperHCTPUPOBAH
JIEKapCTBEHHBIN IIpenapaT, B TeueHue 14 KaJeHJapHbIX THEH ¢ JaTbl IPHUEMa MaTepHalloB B
U3JaTEIbCTBE.

8. 3amuTa 1aHHBIX

841. [lepxarenu perucTpalmOHHBIX YIOCTOBEPEHHUI U UCCIIEIOBATEIH JTODKHBI COOJTIOIATh
TpeOOBaHUSI 3aKOHOMATENBCTBA TOCYAAPCTB-WICHOB, HA TEPPUTOPUU KOTOPBIX IMPOBOIUTCS
UCCIIeIOBaHKe, M0 3allUTe MEepCOHANBHBIX JaHHBIX MAalUEeHTOB. JlepxaTenb perucTparioHHbIX
YI0CTOBEPEHUI JOKEH 00ecIeunTh HauIexkalee oOpalieHue 1 XpaHeHue Beeil nHpopmanuu 0o
HCCIEAOBAaHUM TaKUM O0pa3oM, 4YTOOBI OOECIEUUTh TOYHYIO Tepenady, HHTEPIPETAUI0 H
BepuduKanuto 3Toi nadopmanuu. [Ipu 3ToM KOHOUICHIIMATEHOCTD JaHHBIX METUITUHCKUAX KapT
MAIMEeHTOB He JO0KHA OBITh HapyIIeHa.

9. [IpoBeeHNne ayAuTa M HHCIIEKTUPOBAHMS

842. Jlepkatenb pEerUCTPAIMOHHOTO YIOCTOBEPEHUS JIOJDKEH OOECIICUUTh BBIMOJHEHUE
CBOUX 0053aTEeNBCTB MO (papMaKOHAA30py B OTHOLICHHM BBIIOJHEHUS HCCIICIOBAHUS, a TaKXKe
o0ecreunTh BO3MOXKHOCTH TPOBEICHHS AyJHWTA, WHCIIEKTHPOBAHUS W BepHU(PHUKALUHN JaHHBIX
o0si3aTenbeTB. JII0OBIe M3MEHEHUsS! AaHHBIX JOJDKHBI JOKYMEHTAJIbHO (PUKCHPOBATHCS, YTOOBI
o0ecreunTh  MPOCIHCKUBAEMOCTh  TaKMX  W3MEHEHHMH B JOKyMeHTax. JlepkaTenb
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PETUCTPALIMOHHOTO YIOCTOBEPEHUS TOJIKEH O0ECNedYuTh XpaHEHHE B AJIEKTPOHHOM Qopmarte
AQHAIMTUYECKUX JAHHBIX M CTATUCTHYECKUX MPOTPaMM, HCIOJB3YyEeMbIX Mt (OPMUPOBAHUS
JAHHBIX, BKJIIOYEHHBIX B UTOTOBBIN OTYET 110 UCCIEA0BAHMUIO, a TAKXKE UX JOCTYITHOCTD JUISl Ay JUTa
Y MHCTICKTUPOBAHUSI.

10. Bausinue Ha cucTeMy yIpaBJeHUs] PUCKAMM

843. Undopmarist 0 HEUHTEPBEHIIMOHHOM IOCTPETUCTPAIMOHHOM  HCCJIEIOBaHUU
0€30MacHOCTH, BBIMIOJIHAEMOM B COOTBETCTBUU C 00s3aTENbCTBAMU, YCTAHOBJICHHBIMU
YIOJHOMOYEHHBIM OPIaHOM I'OCYJapCTBA-WIEHA WIM B MHUIIMATUBHOM MOPSAKE COIJIACHO IJIaHY
YOpaBJIEHUS PUCKaMH, JODKHA OBITh BKJIOYEHA B IJIaH YIPABIEHUS DPHUCKAMH JepKaTels
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

844. B cnyuae ecnu muiaH ympaBlieHHUS PUCKaMU OTCYTCTBYET, JODKEH OBITh pa3paboTaH
HOBBIM IUTaH, BKIIOYAIOIIMH B ce0s JaHHbIE IOCTPErHMCTPALMOHHOTO HCCIEIOBaHUS
6e3omacHocTi. Bo Bce cOOTBeTCTByIOIIME pas3fielibl U MOAYJIM IUIaHA YIPAaBJICHUS PUCKAMU
BHOCSITCSI COOTBETCTBYIOIIME H3MEHEHHS C YYETOM IPOBEACHMSI MCCIEAOBaHUSA, BKIIOYas
crenugpuKanuio mo 6€30MacHOCTH, IUIaH (apMaKOHaA30pa U MJIaH MUHUMHU3AIUY PUCKOB, a TAKXKe
0030p Mep MUHUMH3AIUHN PUCKA.

11. IIpoueaypa 00s13aTeIbHBIX MOCTPETMCTPANMOHHBIX HCC/IEIOBAHUI 0€3011aCHOCTH

845.B rocymapcTBax-wieHaxX TMPOBEACHHE IOCTPETHCTPAIMOHHOTO  MCCIIEIOBAHUS
0€30MacHOCTH MOKeT Ha3HayaThCsl YMOJTHOMOUYEHHBIM OpPIraHOM TOCyAapcTBa-uwieHa Mpu
MIPOBEJICHUY OIICHKH 3asIBIICHUS Ha PETUCTPAIMIO WIIH Ha TOCTPETUCTPALIMOHHOM JTare, €ClI €CTh
OCHOBaHUSI (0OOCHOBAaHHOE 3KCIEPTHOE MHEHHE OTHOCHUTEIBHO OTCYTCTBHUSI Ba)KHBIX JAaHHBIX,
XapaKkTepu3yIouXx npoduias 0e30MacHOCTH JIEKAPCTBEHHOTO IMpemnapara, MOTyYeHHe KOTOPBIX
TpeOyeT BBIIIOJIHEHNS aKTUBHBIX METO/I0B M3Y4YeHUs 0€30MaCHOCTHU IO MPUYKMHE HEBO3MOKHOCTH
HAJJICXKAIET0 W3yYeHUs WM OIEHKA pUCKA (PUCKOB) MPH IMOMOIIM PYTUHHBIX METO/OB
(dbapmakoHaa30pa) clenarb MPEANoIOKEHHEe O TOM, YTO MPOBEACHUE MOCTPETUCTPALMOHHOIO
UCCIIEIOBaHMS 1O O€30MacHOCTH MOXKET OKa3aTh CYIIECTBEHHOE BIIMSHUE Ha COOTHOIICHUE
«T10J1b3a — PUCKY» JIEKapCTBEHHOT'O Ipernapara.

846. Jlannoe TpeboBaHME YIIOJIHOMOYEHHOTO OpraHa JOHKHO OBITh HAJIEKAIIUM 00pa3oM
000CHOBaHO JaHHBIMH OILIEHKU Tpodmiis Oe3omacHOCTH U A (PEKTUBHOCTH, 3aUKCUPOBAHO B
MMCEMEHHOM BHJIC U JIOJDKHO BKJIIOYATh B ce0s 3a7a4d U CPOKH IMPOBEICHUS HCCIEIOBaHUA.
TpeboBanue MOXeT Tak)Ke BKJIIOYATh B ce0sl PEKOMEHJALUU MO KIIOUEBBIM XapaKTepUCTHUKaAM
UCCIIeIOBaHMs (HAmpuMep, IW3aifiH WMCCIEIOBAHMS, YCJIOBHS, BO3JCUCTBHUE JIEKAPCTBEHHOTO
npernapaTa, UCXOJbl UCCIIEOBaHUsI, 1eeBasi MomyJsnus). B uucio pekomMeHayeMbIX METOA0B
MOTYT BXOJUTh METOJIbI aKTUBHOTO MOHUTOPHHTA (HAIIPUMEP, MOHHUTOPHUHT Ha ONpPEIEICHHBIX
KJIMHUYECKNX 0a3zax, pelenTypHbli MOHUTOPHHT, PETUCTPHI), CPAaBHUTEIbHBIE HA0II0AaTeIbHbIE
HEMHTEPBEHIIMOHHBIC HCCIIENIOBaHUs (HampuMep, KOTOPTHOE WCCleAoBaHWe (MOHHTOPHHT),
HCCIIEIOBaHKE TUIIA «CIIy4ail — KOHTPOJIbY, UCCIEA0BAHNUE CEPUU CITy4aeB U UHBIE), KIMHUYECKHE
WCCIICTIOBAHMS, UCCIIeIOBAHUS TOTPeOIeHNS, (PapMaKOIMHIEMUOIOTHUECKUE UCCIIEIOBAHNS.

847. B Teuenue 30 KaneHIApHBIX JHEW CO JIHS MOJYyYEHHUS MUCbMEHHOTO YBEIOMIICHHS OT
YIOJHOMOYECHHBIX OPTaHOB O HA3HAYCHHH MPOBEACHUS 00s3aTEIBHOTO TMOCTPETUCTPALIMOHHOTO
uccienoBaHusl 0€30MacHOCTH Ha MOCTPETUCTPALMOHHOM JTare JepiaTellb PErucTPalliOHHOTO
YAOCTOBEPEHUS BIPABE 3allPOCUTh BO3MOXKHOCTH MPECTABICHUS MHUCHbMEHHBIX KOMMEHTApUEB
OTHOCHUTENIbHO YCTAHOBJIEHHUSI 00s3aTENbCTBA 10 MPOBEACHUIO HCCIEeI0BaHUS MO 0e30MacHOCTH
JIEKapCTBEHHOTO CPE/ICTBA. YTIOJHOMOUYEHHBIE OPTaHbl TOCYIapPCTB-WICHOB OMPENEISIIOT CPOKH
Mpe/ICTaBICHNs] yKa3aHHBIX KOMMeHTapueB. Ha oOcHOBaHMM aHanM3a JaHHBIX NHChMEHHBIX
KOMMEHTapUeB,  TPEICTABICHHBIX  JepXKaTelleM  PEruCTPAIMOHHOTO  YIOCTOBEPCHUS,
YIOJHOMOYEHHBIN OpraH rocyJapcTBa-4ieHa JOKEeH 0TO3BaTh UJIH IOITBEPAUTH 00513aTEIbCTRO.
B ciyuae moarBepkieHus 00s3aTeNbCTBA B YCIOBUS BBIIaYU PETHCTPAIIIOHHOTO YAOCTOBEPEHUS
JOJKHBI  OBITh BHECEHBI COOTBETCTBYIOLME HW3MEHEHHMSI C YKa3aHHEM O MPOBEACHUU
MMOCTPETUCTPAIIIOHHOTO HCCIEIOBaHUST 0€30MacHOCTH B KadyecTBE OO0S3aTENBLHOTO YCIIOBUS
peructpauuu. [lpy HanuMuuMu TIaHa yOpaBlIEHUS PUCKAMU JepKaTelleM pPETUCTPaluOHHOIO
YAOCTOBEPEHUSI BHOCSITCS U3MEHEHHSI B COOTBETCTBYIOIINE Pa3/IENbI TIJIaHa.
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12. KoHTpPOJIb 32 HEMHTEPBEHIMOHHBIM M MOCTPErHCTPAIHOHHBIMH HCCJIEI0BAHUSIMU
0€e30MmMacHOCTH

Pouib 1 00513aHHOCTH JIepiKaTe/isl PerHCTPALMOHHOIO Y10CTOBEPEeHH

848. [lepkatenb  pEerucTpPallMOHHOTO  yJIOCTOBEPEHHMS HECET OTBETCTBEHHOCTh  3a
o0ecrnieueHue COOTBETCTBUS UCCIIeIOBaHUS KpUTEpUAM HEUHTEPBEHIIMOHHOTO
MOCTPETUCTPAIIIOHHOTO HCCIIEI0BaHMUs OE30IMaCHOCTH.

849. Jlepkaresib PETUCTPAIMOHHOIO YIOCTOBEPEHHSI B OTHOIIEHUH HEHMHTEPBEHIIMOHHOTO
MOCTPETUCTPAIIMIOHHOTO HCCIEA0BaHUs 0€30MaCHOCTH JOHKEH 00ECIeUUTh BBIMOJHEHUE CBOMX
o0si3aTenbCTB MO (apMakoHaA30py, a TakKe BO3MOXKHOCTb MPOBEICHHUS  ayAuTa,
WHCIIEKTUPOBAHUS U BEPUPUKAIUH.

850. IIpu ycTaHOBIEHUH IEPKATEIIO PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI 00s13aTEIBCTBA 110
MPOBEJICHUIO HEWHTEPBEHIIMOHHOTO IMOCTPETHUCTPAIMOHHOTO UCCIIEIOBaHHUs 0e30MacHOCTH
JepKaTesieM PETUCTPAIlMOHHOTO YJIOCTOBEPEHHS JOJDKHA OBITh o0ecrieueHa pa3paboTka
MPOTOKOJIa UCCIENIOBAHUS C MOCIEAYIOIIMM MPEICTABICHUEM Ha OLEHKY B YIMOJIHOMOYEHHBIH
opran  rocyjaapcTtBa-uieHa. JlepxaTenb  PETUCTPALlMOHHOTO  yIOCTOBEPEHHS  HECET
OTBETCTBEHHOCTb 3a obecrnieueHue COOTBETCTBUS Hccaea0BaHus KpUTEPUSIM
HEUHTEPBEHIIMOHHOTO UCCIIEIOBAaHMS Ha BCEX 3TaIax BBITOJIHEHUS.

851. HemHTepBEHIIMOHHOE TOCTPETUCTPAIIMOHHOE HCCIEeOBaHUE O€30MacHOCTH MOXKET
OBITH HAYATO TOJBKO MOCJIE TIOTYyUYEHUS! MUCBMEHHOTO OJJ00PEHUSI CO CTOPOHBI YIIOJTHOMOYEHHOTO
opraHa rocyJapcTBa-ujieHa, Ha TEpPUTOPUU KOTOPOTO IIIaHUPYETCS MPOBEECHNE UCCIEOBAHUS.
OpobpeHre YMOJTHOMOUYEHHOTO OpraHa JOJDKHO OCHOBBIBAThCS Ha MPUHIUIE OOecreueHus
OJIarornoTy4us 1 3allUThl IPaB yIaCTHUKOB UCCIICIOBAHMUS.

852.Ilocne  cormacoBaHWsi  MPOTOKOJIA  MOCTPETHCTPAIMOHHOTO  HCCIEIOBAHUS
0€30MacHOCTH JepkKaTelieM PETUCTPAIMOHHOTO YIOCTOBEPEHUS OJKHO OBITh 00ecredeHo
MIpPE/ICTAaBJICHUE B YIMOJIHOMOUYEHHBIM OpraH BCEX MOCIEIYIOIIMX CYLUIECTBEHHBIX W3MEHEHUU B
MIPOTOKOJI UCCJIEIOBAHUS 10 HAa4aJla UX BBEJCHUSI.

853. Ilocne 3aBepuICHUS] MCCIEIOBAHUS NIEPIKATENIb PETHCTPAIMOHHOIO YIOCTOBEPEHUS
MPEJICTABISICT UTOTOBBIA OTYET OO HCCIIEOBAaHHWM, BKIIIOYAsh PE3IOME HTOTOBOTO OTYETa s
OIy0OJIMKOBaHHUA, B YIOJHOMOYEHHBI OpraH rocynapcTBa-4ieHa B KpaTdallie CPOKH, HO He
no3aHee 365 kaneHmapHeix gHeH (12 MecseB) co AHS OKOHYAaHWSI cOopa MaHHBIX, €CIU
YIOJHOMOYEHHBIM OpraHOM TOCyJapcTBa-djieHa He ObUI0 TPEICTaBICHO MUCHhMEHHOE
paspelieHue Ha MPOAJICHUE CPOKa MPEACTABICHUS OTYETa. 3apoc O BO3MOXKHOCTH MPOJJICHUS
CpOKa TpEICTaBICHHUS HWTOTOBOTO OTYeTa JIOJDKEH OBbITh  HalpaBlIeH JepKaTesieM
PEruCTPALIMOHHOTO YAOCTOBEPEHHUS B YIIOJIHOMOUYEHHBIM OpraH rocyaapcTBa-wieHa He MOo3Hee
4yeM 3a 3 Mecsila 10 OKOHYaHUsI CpoKa 00513aTeNbHOI0 IPEICTaBICHUS OTYETA.

854. [lepkartenb  pEerucTPAlMOHHOTO  YJIOCTOBEPEHHMS HECET OTBETCTBEHHOCTh 3a
BBITIOJTHEHUE HaJJIeXkalleld OLEHKU pe3yJbTaToOB KCCIEAOBAaHUSA, HMX BIHUSHUS Ha YCIOBUS
pETUCTpalvK U MPeACTaBIeHUs (MIPH HEOOXOTUMOCTH B YIOJTHOMOYCHHBIE OPTraHbl TOCYIapPCTB-
YJICHOB) 3asIBJICHUSI Ha BHECEHUSI U3MEHEHUH B YCIOBUSI PETUCTPALIUH.

YnostHOMOYeHHBIE OPTraHbl FOCYAAPCTB-4JICHOB

855. Ilocne momydeHus: pelmieHus yNOJHOMOYEHHBIX OPraHOB O HA3HAYEHHUM MPOBEICHUS
HCUHTCPBCHIIMOHHOI'O MOCTPECTUCTPATUOHHOTO HUCCIICAOBaHUA 6630HaCHOCTI/I ACPIKATCIIb
PETUCTPALIMOHHOTO yIOCTOBEPEHH S pa3padaThIBAET MPOTOKOJ UCCIEIOBAHMS U IPEACTABISET €ro
Ha PacCMOTPEHUE B YNOJIHOMOYEHHBIM OpraH rocyjaapcra-wieHa. B teuenne 60 kaneHaapHbIX
IHEH co JHS MpeACTaBlIEHUs MPOEKTa MPOTOKOJIA YIIOJTHOMOUYEHHBIM OpraH rocyiapcTBa-uieHa
COCTaBJISIET OTBET, COACPIKAIIUN CIIECTYIONTYI0 HH)OPMAIIUIO:

YTBEP>KICHHE MPOEKTa MPOTOKOJIA UCCIIEIOBAHMS,

PEKOMCHAAINHN 1TO BHCCCHUTO U3MCHEHUH B IMPOTOKOJI UCCIICIOBAHUS

OTKa3a B COIJIaCOBaHMU MPOTOKOJA MCCIEJOBAHUS WIM YBEIOMIICHHE JeprKaTems
PEruCTpalliOHHOIO  YAOCTOBCPCHUA O TOM, UYTO HCCICAOBAHUC ABJIACTCA KIMHUYCCKHUM,
MONAJAIONINM 10 TpeboBaHus akTOB opraHoB Coro3a U 3aKOHOIaTeIbCTBO T'OCYy1apCTBa-uJIeHa
B 06HaCTI/I IMPOBCACHUA KIIMHUYCCKHUX HCCHCHOBaHHﬁ.
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OTka3 B COINIaCOBaHUM JIOJDKEH BKJIIOYATh MOAPOOHOE OOOCHOBaHHME MPUUYHH
HECOOTBETCTBHS B JTIOOOM U3 CIEIYIONUX CIIy4aes:

€ClIM  eCTb OCHOBAaHMA TIoOjaraTb, 4YTO [POBEJCHHME MCCIEJOBAHUSA CIIOCOOCTBYET
MapKETUHTOBOMY IIPOJBUKEHMIO JIEKAPCTBEHHOTO MTpenapara;

€CJIN IUIaH UCCIIEI0OBAaHUS HE ITO3BOJISET BBIITOJHUTD 3a1a41 UCCICIOBAHMS.

HccnenoBanue MOXXET OBITh HAYATO TOJBKO MOCIIE MUCHbMEHHOTO YTBEPIKJICHHSI IIPOTOKOIIA
YIOJHOMOYEHHBIM OPTaHOM I'OCYapCTBa-4JICHa.

[Tocne Hauana ucciaen0BaHUsA JIIOOBIE CYIIECTBEHHBIE H3MEHEHHUSI B IPOTOKOJI MTOAAIOTCS B
YIOJHOMOYECHHBI OpraH TrOCyJapcTBa-4ieHa 1O HX BBEICHHUSA. YIIOJHOMOYEHHBIM OpraH
rocynapcTBa-uieHa B TeueHue 60 KajaeHapHbIX IHEN CO IHS MPEACTABICHUS U3MEHEHUH B IUIaH
UCCIIEIOBAaHMsI JIOJDKEH BBINOJIHUTH OLEHKY JTHX M3MEHEHUHl M COOOLIUTH JeprKaTelto
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS 00 MX YTBEPKACHUH WIN OTKJIOHEHHH. B cirydae oTKiIoHeHHS
BHOCHMBIX CYIIECTBEHHBIX N3MEHEHHUH B IIPOTOKOJI MMCbMEHHOE 3aKIIIOYEHUE YIIOJIHOMOYEHHOIO
OpraHa rocyAapcTBa-uieHa IOJDKHO BKJIKOYATh YKa3aHWE CpPOKa IOBTOPHOIO MPEICTABIICHUS
WU3MEHEHHH B IIPOTOKOJI UCCIIEAOBAHU.

VYTOIHOMOYEHHBIMH OpTaHaMH IoCylapCTB-4ICHOB o0ecreunBaeTcs oOMeH MH(popMaIuu
II0 PE3yJIbTaTaM BBIIOJHEHUS OLEHKH IPOTOKOJOB IOCTPErMCTPALMOHHOTO HCCIECNOBAaHUS
0€30MacHOCTH B OTHOUICHHHU JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE 3apeTUCTPUPOBAHBI Ha
TEPPUTOPHUAX APYTUX FOCYNAPCTB-UICHOB.

Ilocne 3aBepuieHMs MCCIEAOBAaHUSA JEpXKaTelb PErHMCTPALMOHHOIO YAOCTOBEPEHUS
IIPEJCTABISAET B YIIOJIHOMOYEHHBIH OpraH rocyjapcTBa-4jieHa UTOrOBbIH 0TY4ET 00 UCCIIE0BaHNUH,
BKJIIOYast pe3I0Me UCCIIe0BAHUS 171 oy OrKoBaHus. Ha OCHOBaHUY pe3ynbTaTOB paCCMOTPEHUS
OTYETa U OLICHKH BO3MOKHOTO BIIUSHUS MOJYUYEHHBIX JAaHHBIX HA COOTHOILIEHUE «II0JIb3a — PUCK»
JIEKapCTBEHHOI'O Mpenapara yInoJHOMOYEHHBI OpraH rocyAapcTBa-uieHa JOJDKEH OIpPENeIUTh
HE00XOAUMOCTb MPE/ICTaBICHUS PEKOMEHAALNHN 110 BHECEHUIO U3MEHEHUH B CTaTyC PEruCTpaliu
JICKApCTBEHHOTO Ipernapara, W3MEHEHWH B YCIOBHS €ro MPUMEHEHHs, HEOOXOIMMOCTb
IPUMEHEHMsI MHBIX HaJUIeXKaluX Mep € LENbI0 00eCHeueHUs] NMPUMEHEHUs JIEKApCTBEHHOTO
mpernapara IMpH MPEBHILICHUH MOJb3bl HAJ PUCKOM. YKa3aHHbIE MEpbl MO O0OECIEeYCHUIO
IIPUMEHEHHUS JICKaPCTBEHHOI'O IIPEnapara MpH MOJIOKHUTEIbHOM COOTHOIIECHUE «II0JIb3a — PUCK»
JOJDKHBI OBITH MPHHATHI IOCJIE OIEHKH MPOMEXYTOYHOIO OTYeTa B CIIydae BBISBICHUS HOBBIX
BaXXHBIX JIaHHBIX O 0€30IIaCHOCTHU JIEKAPCTBEHHOI'O CPEJICTBA HA ATAIe MPOMEXYTOUYHON OLIEHKH
JAHHBIX.

XI. UudgopmupoBanue 0 6€3011aCHOCTH
1. 3axaun nHpopMHUpoOBaHHS 0 H€30IIACHOCTH

856. MudopmupoBanue o 6€30MacHOCTH CITOCOOCTBYET YKPEIUICHUIO TOBEPHS HACCIICHUSI K
PETYISITOPHON CUCTEME, a TAK)KE HAMIPABIICHO HA:

a) MPEeJCTaBICHNE CBOCBPEMEHHOM, HAYYHO 00O0CHOBaHHOW MH(OpMAIUK 0 OE301aCHOM H
3¢ HEKTUBHOM HCII0JIb30BAaHUH JIEKAPCTBEHHBIX IPENapaToB;

0) conciiCTBME ONTUMHU3ANMK MEAWIIMHCKOW TIPAaKTUKH (B TOM YHCJIE TPAKTHUKA
caMoJICUYeHUsI) TIPU HEOOXOTUMOCTH;

B) I3MCHEHUE TIOAXOJIOB, CIIOKMBIICHCS TPAKTHKH W XapakTepa HCIIOJIb30BaHMS
JIEKapCTBEHHBIX MMPENapaToB;

T') IOJ/ICPKKY JEATEILHOCTH, CBSI3aHHON ¢ MUHUMHU3AIIUECH PUCKOB;

1) COICUCTBUE TPUHATHIO OOOCHOBAHHBIX DEIICHUN O palMOHAIBLHOM HCIOJIb30BaHUN
JIEKapCTBEHHBIX MPENapaToB.

IIpuHuunbI HTHGOPMHUPOBAHHSA 0 0€30IIACHOCTH

857. CnenyeT NpUMEHSTH CICAYIONMINE MPUHITATIBI HHHOPMHUPOBAHUS O OE30ITaCHOCTH:

a) He0OXOIMMOCTh BKJIIOUEHHUS B MH(OpMAIUIO O OE30MaCHOCTH aKTyaJbHBIX, YETKHX,
JIOCTOBEPHBIX U KOPPEKTHBIX CBEIEHUH I UX Nepeiauu LelIeBOr ayIUTOPUU B YCTAaHOBIICHHBIE
CPOKH B IEJsIX 00eCTIeYeHHsI BO3MOKHOCTH MPUHSATHS COOTBETCTBYIOIIUX MEP;

0) HEOOXOUMOCTh ~ ananTanuk WHPOpMauu O OE30MaCHOCTH C  HCIOJIb30BAaHHEM
COOTBETCTBYIOIIUX SI3BIKOBBIX CPEICTB M C YYE€TOM pAa3INYHBIX YPOBHEW OOpa3oBaHHS U
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MOTPEOHOCTH B MONYYSHUU MHGOPMAIIUHU Y PA3TUYHbBIX LEJNEBbIX ayIUTOPUN (JIJIs1 MAllMEHTOB U
CHEIMAIMCTOB CHCTEMBI 3[IPABOOXPAHEHHS) MPU YCIOBHU COXPAHEHHS TOYHOCTH U CMBICTA
nepeaaBaeMoi HHGOpMaIuu;

B) ”HGOPMUpPOBaHHE O OE30MACHOCTU JOJDKHO SIBIISITECS YACTBIO JIEATEIBHOCTH TIO
(hapmakoHaa30py M Ipoliecca MO YIPaBICHUIO PUCKOM U SIBJSETCS YacThiO MpoIiecca OLEHKH U
MepaM MUHUMHU3AINH PUCKA;

I') HEOOXOJUMOCTh  OO€CTICUeHUs]  HaAJIeXkKallel  KOOpAWHAIUM  JIEATEITbHOCTH |
B3aMMOJICHCTBUS MEXKIY CTOPOHAMH, YYaCTBYIOIIMMHU B CO3/IaHUU M OOMEHe WH(popMaiuei o
6e3omacHOCTH (YIIOJIHOMOYEHHBIE OpraHbl, MHbIE TOCYJapCTBEHHbIE OpraHbl W JepiKaTeln
PETUCTPAIIMOHHBIX YIOCTOBEPCHHIA);

1) HEOOXOIMMOCTh TIPEJCTaBICHUs] MH(POPMAIIMM O PUCKAX C YYETOM OOIICH OIEHKH
MOJIb3BI  JIGKAPCTBEHHOTO Tperapara, BKJIIOYas MJOCTYIMHBIE W aKTyaJdbHbIE CBEICHUS O
CepbE3HOCTH HEKENATEIbHBIX PEaKLUH, CTETIEHN TSDKECTH, YaCTOTE HEKeIaTeIbHBIX PeaKlIHid,
(hakTopax prucka UX pa3BUTHUS, BPEMEHU Hadalla, 00paTUMOCTH HEXKENAaTeIbHBIX PEaKIUi U, €CIIN
BO3MO’KHO, MPEII0IaraéMoM MeproJie BOCCTaHOBJICHHUS,

e) uHpopMHpoBaHHEe O  0€30MacHOCTH  JOJDKHO  CIOCOOCTBOBATH  Pa3pelICHHUIO
HeoIpeeIeHHOCTEN B JaHHBIX MO0 0€30MacHOCTH. DTO 0COOEHHO aKTyallbHO B CITyyae MOSBICHUS
HOBOW WH(OpPMALIMKA TIPHU BHITOJHEHUH YIMOJIHOMOYCHHBIMH OpPraHaMH TOCYJapCTB-YICHOB
MpoLEyp OLIEHKM AaHHBIX Mo Oe3omacHocTH. [lonb3a mMHGOpPMUPOBAHMS HAa NaHHOM JTare
JOJKHA OBITH COOTHECEHA C PHCKOM BO3HUKHOBEHHUS OIIMOKH, KOTOpas MOXET BO3HHKHYTH B
cllydae, eciy MMEBLINECs HeolpeesieHHbIe acleKThl MPOQUIIsL HE CMOIIIM ObITh HaAJeXKalluM
00pa3oM pa3bsCHEHBI,

K) HEOOXOJIMMOCTh YYUTBHIBaTh KOHKYPUPYIOIIUE DPHUCKH (HampuMmep, PUCK OTKaza OT
nedyeHus1) (Mpy HaJIU4KH);

3) HEOOXOUMOCTh ~ HCIIOJIb30BaHUS ~ HauOosiee  OOOCHOBAHHBIX  KOJUYECTBEHHBIX
MOKasareje Mpu OMHCAHWW W CPAaBHEHHHM PUCKOB (HAmpuUMep, MOKa3aTeld OTHOCUTEIBHBIX
PUCKOB U aOCOJIOTHBIX PUCKOB). [[7s1 cpaBHEHMsI PUCKOB T'PYIIIbl MNAlEHTOB TOJIKHBI OBITH
CXOMHBI TI0O CBOMM XapaKTePUCTHKaM. Takke MOTYT OBITh MCIOJB30BaHBI U APYTHUE CIOCOOBI
npeAcTaBieHuss uHbopMmaruu (rpadUyeckoe TPEICTABICHHE OIEHKHM PUCKOB H  (WJIM)
COOTHOIIIEHUS «I0JIb3a — PUCKY);

1) HEOOXOAMMOCTh TPOBEIECHUS MPEIBAPUTEIBHBIX KOHCYJIbTALIMH C MEIUIUHCKUMU
paboTHUKAMU WM TAIIMEHTaMU TIPU TTOJTOTOBKE HHPOPMAIH 0 0€301aCHOCTH (IIPH MOATOTOBKE
WH(pOpPMAIIUH IO CIIOKHBIM MPOOJIeMaM 10 OE30MaCHOCTH ),

K) H”HQOpMHUpOBaHHE O OE30MacHOCTH JOJDKHO BKIIOYATh B ce0s  IpelcTaBliCHHUE
nocneayomeil uHGopmauuu (Hampumep, MNpeAroJaraeéMblX H3MEHEHHH B PEKOMEHIAIUsX,
paszpereHre npooeMsl o 6e30MmacHOCTH) (MIPU HEOOXOAUMOCTH);

J1) BBITMIOJTHEHUE OTIeHKH 3 (PEeKTUBHOCTH HH(DOPMUPOBAHUS O 0€30MTaCHOCTH (TIPU HATUIUH
BO3MO>KHOCTH);

M) COOTBETCTBHE MH(MOpPMAIMU O 0E30MacHOCTH TPEOOBAHMIM O 3alIUTE MEPCOHATBHBIX
JTAHHBIX.

2. IlesieBbIE ayAUTOPUH

858. OcHOBHOIl 1IeNeBOM ayauTOpueii, HAa KOTOPYIO HAIMpaBICHO HH(POPMUPOBAHUE O
0€30MacHOCTH,  OCYIIECTBIISIEMOE  YIOJHOMOYCHHBIMH  OpraHaMH W JepXKaTesiMA
PETUCTPAIIMOHHBIX YJAOCTOBEPEHUH, SBISIOTCS CIEHUATUCTBI CHCTEMBl 3APaBOOXpPAHEHMS, a
TaKXKe MAIMeHTHl W JIUIA, OCYIIECTBISIONIME YXOJ, KOTOPBIE HCIOJB3YIOT JICKApCTBEHHBIC
npenaparsl  (BBIKMCBIBAIOT, HA3HAYAIOT, OTIYCKAIOT, Y4YacTBYIOT B 000pOTE, BBOAAT WM
MIPUHUMAIOT).

859. KitoueByto posib B OCHOBHOH II€JIEBOM ayJUTOPUM WUIPAIOT CIELUATMCTBI CUCTEMBI
3napaBooxpaHeHus. OddekTuBHOE WHOOPMUPOBAHHE O OE30MAaCHOCTH  JICKAPCTBEHHBIX
IpernapaToB MO3BOJSET MM NPOBOAUTH (apMaKOTEpanuio C y4eToM Hauboyiee aKTyaJbHBIX
CBelIeHUI 0 0€30MaCHOCTH ¥ BRIPA0OTAaHHBIX PEKOMEHIAIHH, a TAK)KE MPEICTABIIATH MOHSATHBIC U
MOJIE3HBIE CBEJICHUS TAIMEHTaM, CIIOCOOCTBYSI OOECIeYeHHIO O€30MacHOCTH IalMeHTOB U
MOBBIIICHUIO MX JIOBEPUS K PETYJIATOPHOU CUCTEME U CUCTEME 3]paBOOXPAHCHUSI.
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860. [TanmenTrr, moTpeduTENMM W npodeccHoHaTbHbIE OOBEIMHEHHS CICIHAINCTOB
CUCTEMBI 3[IpaBOOXPAHEHUS] MOTYT WIpaTh BaXHYIO pPOJIb B PACHpPOCTPAHEHUU BaXKHOU
nHpopManHy 0 6E30MaCHOCTH BHYTPH COOTBETCTBYIOIICH IIETICBON ayIUTOPHH.

861. CpeactBa maccoBoil WH(pOpMAMK TaKXe SBISIOTCS LEJNEBOM ayauTopuen Juis
nHpopmanuu o Oe3zomacHocTH. CHOCOOHOCTH CPENCTB MaccoBOWM WH(OpPMAIMU OXBaThIBATH
MAIMEeHTOB, CIECLUAINCTOB CHCTEMBI 3/IpaBOOXPAHEHHUSI M IIMPOKUE CJIOW HACEJIEHUS SBISCTCS
BaXHBIM (DaKTOpPOM pacrpoCTpaHEHHss HOBOH W BaXHOW WHQPOPMAIUU O JIEKAPCTBEHHBIX
npemnaparax. PacmpoctpaHeHue ykazaHHoW HH(opMaiuu mo O0e30IacHOCTH uepe3 CpeAcTBa
MaccoBOM HWH(GOPMAIIMU OKa3bIBAaeT BIHMSHUE Ha (GOpMHUpPOBaHWE OOIIECTBEHHOTO MHEHUS,
MIO9TOMY Ba)XHO, YTOOBI CpEICTBA MaccoBOW HMH(POPMALUHU MOJydald HH(OpMAIUIO 10
0€30MaCHOCTH HETIOCPEACTBEHHO OT YIOJHOMOUYEHHBIX OPTaHOB B JIOTIOJIHEHHE K TOH, KOTOPYIO
OHM TIONyYalOT W3 JPYTHMX HUCTOYHHKOB (Hampumep, OT JAepiKaTeledl perucTparroHHbIX
YIOCTOBEPEHUI).

3. Conep:xanue uHGopManum o 6€30MACHOCTH

862. Madopmanms o 6€30MacHOCTH JTOJDKHA OBITh OOBEKTUBHOW M HE JIOJDKHA BBOAWTH B
30Ty XKICHHE.

863. [IpuHrMasi BO BHUMAaHUE MIPUHIIMIIBI, U3JI0KEHHbBIE B MyHKTE 857 HacTosimux [IpaBu,
uHpopManus o 6e30MaCHOCTH JOKHA COAEPIKATh:

a) HOBbIE BaXKHBIE CBEJICHUS O JIIOOOM 3aperuCTpUPOBAHHOM JIEKaPCTBEHHOM IIpemnapare,
KOTOPBIC OKA3bIBAIOT BIMSIHIE HA COOTHOIICHUE «TI0JTh3a — PUCK» JICKAPCTBEHHOTO MIperapaTa npu
JOOBIX YCIOBUSX IPUMEHEHUS;

0) IpUYMHBI UHUITUUPOBAHUS TPOIEAYPHl HHPOPMHUPOBAHUS O OE30MACHOCTH B TTOHSITHON
JUIS LIeIeBOU ayiutopun GhopMme;

B) HEOOXOAMMBIE PEKOMEHAALUU JUIsl CHEIMAIMCTOB CHCTEMBI 3JIPAaBOOXpPAHEHUS U
MAIMEHTOB, CBsI3aHHBIE C MPOOJIEMON O OE30MaCHOCTH, B OTHOILIEHHWU KOTOPOU BBIMOJIHSAETCS
MH(POPMHUPOBAHUE;

) yKa3aHWE Ha COIJIAlllEHUE MEXAY JIepiKaTeleM PEeruCTPALUOHHOTO YJIOCTOBEPEHHS U
YIOJHOMOYEHHBIM OPTaHOM TOCYIapCTBa-WICHA O MPEACTaBICHUH HH(OOPMALIUK O OE30MaCHOCTH
(eci MPUMEHUMO);

1) CBEJICHUS O MPEATIOKEHHBIX U3MEHEHUSAX B HH(POPMAIIMH O JICKAPCTBEHHOM TIpenapare
(Hampumep, B OOIIeH XapaKTEpUCTHKE JIEKAPCTBEHHOIO IIpernapara WIM HHCTPYKIHH IO
MEIUIIMHCKOMY IPUMEHEHUIO);

€) JOTOHUTENbHAs UH(pOpMAaLIMS 1O MPUMEHEHHUIO JIEKapCTBEHHOTO MpenapaTa Uild UHbIE
JaHHBIE, KOTOPbIE HEOOXOAMMBI JJIsl JOBECHUS COOOIIEHUS 10 IIeJIEBOM ayAUTOPHH;

) OnbamorpadUuecKrii CIUCOK WJIM CCBUIKM Ha HWCTOYHHKH, COJepkamue Ooee
moIpoOHYyI0 HHPOPMAIIHIO O KOHKPETHOM acIleKTe 0e30MacHOCTH, yKa3aHHOM B WH(OpMAaIUU O
0e30macHOCTH;

3) HAMIOMUHAHUE O HEOOXOAMMOCTH COoOo0ImaTh O TMOA03PEBAEMBIX HEXKeIaTeNbHbIX
peakuusx B YHOJHOMOYEHHBI OpraH TOCyJIapCcTBa-Wwi€Ha 4Yepe3 CHUCTEMY CIIOHTaHHOIO
PENOPTUPOBAHUS TOCYIapPCTBA-UICHA.

864. Mudopmanmsi o 6€30MacHOCTH HE JTOJDKHA BBOAWTH B 3a0ITy)KJICHHE M JIOJHKHA OBITH
npencraBicHa 00beKTUBHO. MHpoOpManms o 06e30macHOCTH HE JOJHKHA COAEPKATh DIEMEHTHI
PEKJIaMHOI0 XapaKTepa U MHbIe MaTepHasbl, HAIIPABICHHbIE HA MPOJBUKEHHUE JIEKAPCTBEHHOTO
mpermapara.

4. Crioco0b1 uHGOPMHUPOBAHHUA 0 0€30ITACHOCTH

865. Ipu BeimoTHeHNN HHDOPMHIPOBAHUS 0 O€30MACHOCTH HEOOXOAMMO HUCIIOJIH30BATh BEChH
CIIEKTp Pa3HOOOpPA3HbIX CPEACTB Mepenaud HMHGPOpMAlMM Ul €€ JOBEACHUS 10 LEJIEBBbIX
ayqUTOpUi W  YIOBJETBOPEHUS MX pacTymmx norpedHocTeil. Paszmuunble cpeactsa
KOMMYHUKAIMKM ¥ KaHaJIbl Iiepeadl HHPOPMALIUHU, KOTOPbIE CIIEAYET UCIOJIb30BaTh, yKa3aHbI B
nyHkTax 866—896 nacrosuux IIpasui.

HemnocpencrBenHoe o0paiieHne K CenuaancTaM CHCTEMbI 31PaBOOXPaHeHHs
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866. [Tox HEMOCPEICTBEHHBIM 00paIleHUEM K CIICIIHAINCTaM CUCTEMBI 3/[PaBOOXPAHEHUS B
Hacrosimux [lpaBunax TOHUMAETCs MPEIACTABICHUE JIEpKATEISIMU  PErHMCTPALIMOHHBIX
YAOCTOBEPEHUH WM YIIOJIHOMOYEHHBIMU OpraHaMH T'OCY1apCTB-WICHOB BayKHOM MHGOpMAIUH O
0€30MacCHOCTH HEMOCPEICTBEHHO CHEIHATMCTAMH CHCTEMBI 3JIDAaBOOXPAHEHUS C ILEJbI0
COOOIIeHUsI 0 HEOOXOJWMOCTH COBEPILEHUS ONPEICNIEHHBIX ACHCTBUM WM H3MEHEHHUS HX
MPAKTUKU B OTHOLIEHUW NMPUMEHEHUs JIEKAPCTBEHHOI'O Ipernapara B COOTBETCTBUU C HOBBIMU
TAHHBIMHU O OE€30IaCHOCTH.

867. HenocpencTBeHHOE OOpaleHHe K CHEIUAINCTaM CHCTEMBI 3PaBOOXPAHCHHS HE
SBJIIETCS OTBETOM Ha BOIPOCHI CIIELUATNCTOB CUCTEMBI 3[JpaBOOXPAHEHHUS.

868. Pa3paboTka WH(GOPMALMOHHOTO MaTepHajia s HEHNOCPEICTBEHHOTO OOpaIleHus
OCYIIECTBJISIETCSI HAa OCHOBE COTPYIHHYECTBA MEXKAY JIep’KaTeleM PperucTpaluoOHHOIO
YIOCTOBEPEHHUS U YIIOJIHOMOYEHHBIM OPTraHOM TOCyAapCcTBa-ujieHa.

869. [lepkarenb pPErHCTPAlMOHHOTO yJAOCTOBEPEHHUS JOJKEH TONYyYUTh Oa00peHue
COOTBETCTBYIOIIETO YMOJHOMOYEHHOIO OpraHa TOCyJapCTBa-wieHa B 4YacTH COJEpKaHUs
nH(pOpMaLIUY ISl HETIOCPEICTBEHHOTO O0palIeHHs K ClIeUaIicTaM CUCTEMBI 3[paBOOXPaHEHUs
U T1aHa UH(OPMUPOBAHHUS.

870. ITporeaypa corinacoBaHusl MEXKly YIOJHOMOUYEHHBIM OPraHOM rocyAapcTBa-4ieHa U
JepKaTelieM PEeTUCTPAMOHHOTO YIOCTOBEPEHHUs [OJKHA OBITh 3aBepilieHa J0 Hadala
pacnpocTpaHeHHUsl  JepXaTelieM  PETUCTPAlMOHHOIO  YAOCTOBEpEeHUs  HH(GOPMALMOHHBIX
MaTepHuaoB.

871. OnobpeHne yrmoTHOMOYEHHOTO OpraHa ToCy/1apcTBa-wieHa JI0JKHO OBITh TIOJYYEHO B
OTHOIICHUU cojepxkaHus WH(OpMANUKW © TUlaHa WH(QOPMHUPOBAHUS, BKIIOUYAs IEIEBYIO
ayIuTopHIo, Tpadrka pacnpocTpaHeHus: HH(OOPMAITUU U CIIOCOOOB €€ pacIpOCTPaHCHHUS.

872. YIIOMTHOMOYEHHBII OpraH rocyJapcTBa-djieHa JOJDKEH IMpPEAOCTaBUTh HE MeHee 2
pabounx AHEH JeprKaTelio PerucTPalliOHHOTO YIOCTOBEPEHNUS Ul HAallpaBJIeHUs KOMMEHTapHEeB
Ha 3aMeYaHHs YIIOJTHOMOYEHHOTO OpraHa roCy1apCTBa-wieHa B 4YacTU COJIepiKaHus WH(OpMAILIUN
WM TJ1aHa UHQOPMHUPOBAHUSL.

873. B ciyyae He0OXOIUMOCTH MO YCMOTPEHHIO YIIOJIHOMOUYEHHOTO OpraHa rocyaapcTBa-
YJieHa 7S ITaHHOM MpoLeayphl MOKET ObITh YCTAHOBJIEH MHOM CPOK, YEM YKa3aHHBIN B ITyHKTE
872 nactosawmux [IpaBui, ncxoas U3 CPOUHOCTH BO3HUKIIEH CUTYALIHH.

874. IIpu HanmM4YMK HECKOJIBKUX JIepKaTesied peruCTpallMOHHBIX YAOCTOBEPEHUI HA OJTHO U
TO K€ JIEHCTBYIOIIEE BEIIECTBO, JUIsI KOTOPOTO HEOOXOMUMO MPEAOCTaBUTh MH(DOPMALHIO IS
HEMOCPEACTBEHHOI0 O00palleHus K CHEeIUalUCTaM CHUCTEMBbl 3/paBOOXpPAaHEHUs, COOOIIEeHUE
JIOJKHO HOCUTB €MHBIN COTJIACOBAHHBIN XapakTep.

875. Ilpu moaroroBke MHGOPMAIMH JJII HETIOCPEACTBEHHOTO 00OpaIeHus K CrIeIAaTucTaM
CUCTEMBI 3/IpaBOOXPAHEHHUS CIEAYET IPEAYCMOTPETh IPUBJICYCHUE B COOTBETCTBYIOLIUX CIydasx
COTPYIHUKOB TNPOGUIbHBIX OpraHU3aluil 3paBOOXPAHEHUSI WM MPEACTaBUTENEH HayudHBIX
00I1IeCTB, YTOOBI rapaHTHPOBATh, YTO MpEACTaBiIsieMas UM HHopMmauus OyAeT MOJNe3HOH u
aanTUPOBAHHOM TSI 1IEJIEBOM ayUTOPHH.

876. PacipocTpaHeHrne HEMOCPEACTBEHHOTO OOpalieHus] K CHEIHATIUCTaM CHCTEMBI
3/IpaBOOXPAHEHUS JTOJKHO COMPOBOXKAATHCS HCIOIb30BAaHUEM JOIMOJHUTEIbHBIX HHCTPYMEHTOB
Y KaHaJIOB paclpoCTpaHEHUS HHPOPMAITUH.

877. HemmocpeacTBeHHOE OOpalleHHE K CIIEIIUATUCTaM CUCTEMBI 3IpaBOOXPaHECHHUSI IOTKHO
OBITh BKJIFOUCHO B TUIAH YIPABIICHUS PUCKAMH B KaQUeCTBE JOMOTHUTEIHHBIX MEP MUHUMHU3AIHNN
PHUCKOB.

878. NUudopmaruss AJis HEMOCPEACTBEHHOTO OOpaIlIeHUs] K CHEIHATUCTaM CHCTEMBI
3/IpaBOOXpaHEHUS JJOJKHA PACIPOCTPAHATHCS NMPU HEOOXOJUMOCTH MPUHSITHS HEOTIOXKHBIX MEP
WU W3MEHEHUs CYUIECTBYIOLIEH MPAaKTUKM B OTHOUICHUU JIEKAPCTBEHHOI'O TMpernapara B
CIIEYIOIIUX CITyyasx:

a) MPUOCTAHOBKA WJIM aHHYJUPOBAHUE yJIOCTOBEPEHUS O TOCYAAPCTBEHHOW PErHCTpalINH,
00yCIIOBIICHHBIE U3MEHEHUSIMHU TTPOG I 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara;

0) BHECEHUE U3MEHEHU B PEKOMEH X 110 MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara o
MIPUYMHE OTpaHUYEeHHs] TOKAa3aHUN K TIPUMEHEHHUI0, HOBOTO MPOTUBOMOKA3aHUSI UM U3MEHEHHUS B
PEKOMEHIYEMBIX J103aX, 00YCIOBIEHHBIE U3MEHEHUEM MPOoQuiis 6€30MaCHOCTH JIEKAPCTBEHHOTO
npernapara;
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B) OTpaHUYEHUS JOCTYMHOCTH JIEKAPCTBEHHOTO INpenapara Ha (apMaleBTUYECKOM pPhIHKE
WIM TIpEeKpalleHue MPOU3BOJACTBA JICKAPCTBEHHOIO Mpernapara, YTO MOXKET HeOIaronpusTHO
CKa3aTbCs Ha CUCTEME OKa3aHMsI METUIIUTHCKOM MTOMOIIH.

879. Curyanuu, Tpu  KOTOPBIX  JOJDKHA  paccMaTpuBaTbcs  HEOOXOAMMOCTB
HEMOCPEACTBEHHOI0 O0pallleHus K CIEIUaINCTaM CUCTEMBI 3/IpaBOOXPAaHEHUS:

a) OSABJICHHE B PEKOMEHAALMSAX IO MPUMEHEHHUIO JICKApCTBEHHOTO Iperapara HOBBIX
MPEAOCTEPEIKCHUHN MITH OCOOBIX YKa3aHU;

0) HOBbIC IaHHBIC O BHISBIICHUHN PaHEE HEM3BECTHOTO PHCKA, a TAK)KE U3MEHEHHS YaCTOTHI
WJIM CTETIEHU TSHKECTU U3BECTHOTO PUCKA;

B) MOsIBJICHHE OOOCHOBaHHBIX JTAaHHBIX O Oojiee HU3KOW 3((HEKTUBHOCTH JEKAPCTBEHHOTO
npernapara;

') HOBbIE PEKOMEHJALMU T10 MPEAOTBPAIICHUIO PA3BUTUS HEXKENIATENbHBIX PEaKIUil WU
KYIIUPOBAHHUIO HEXXENATEeNbHBIX peakluii 1100 3710ynoTpediieH s JIeKapCTBEHHBIM TIperaparom, a
TaKXe [0 CHUYKEHUIO PUCKa OUTHOOK MPUMEHEHUS JIEKapCTBEHHOIO IIpenapara;

1) uaopmanusi 0 pe3yibTaTaXx MOCTOSHHOW OLIEHKH Ba)XHBIX MOTEHIIMAIBHBIX PHUCKOB,
JOCTYIIHBIE JTAaHHBIE MO KOTOPHIM Ha OIpPENENIEHHBIH MOMEHT SIBJISIIOTCS HEAOCTATOUHBIMU JUIS
MPUHATHS PETYJIATOPHBIX Mep (B 3TOM Cily4yae HEMOCPEIACTBEHHOE OOpalleHUue TOJIKHO
COJICCTBOBATh TIIATEIBHOMY MOHUTOPHHTY MpoOJieMbl O 0€30MacHOCTH B KIMHHYECKOU
MIPaKTUKE, MPEACTABICHUIO COOOIIEHUH O HeKeIaTebHBIX PeaklMsIX, a TAaKKe HHPOPMHUPOBATH O
Mepax MUHUMH3AINK TOTEHIIMAIBLHOTO PUCKA).

Y1oIHOMOYEHHBIN OpraH rocyAapcTBa-uwieHa BIPaBe PaclpoCTPaHUTh UHPOPMAIUIO AJIs
HETMOCPEJCTBEHHOr0 O0palieHnus K CHEelHaINCTaM CHUCTEMbI 3IPaBOOXPAHEHUS WJIM 3alpPOCHUTh
JepxaTenss PerucTpallMoOHHOTO YIOCTOBEPEHHUs MOATOTOBUTH, COIJIACOBaTh U PACIpPOCTPAHUTH
MH(OPMAIIHIO I HETIOCPEICTBEHHOTO OOPAIIEHNUS K CIIEHUAIMCTaM CUCTEMBI 3/IPAaBOOXPAHEHHS
B ClIy4ae, €Clii YNOJIHOMOYEHHBIM OpraH rocyAapcTBa-djeHa CUMTAEeT 3TO HEOOXOAUMBIM MJIs
nanpHenero 6e3onacHoro u 3¢ (HEeKTUBHOTO UCTIOIH30BAHUS JICKAPCTBEHHOTO Mpernapara.

880. YoiTtHOMOYEHHBIE OpraHbl roCy1apCTB-4JICHOB BIIPaBE OMmyOJIMKOBATh
OKOHYATEJIbHBIM BapuaHT WH(OPMAIIMOHHOTO MaTepHalia JJIsi HEMOCPEICTBEHHOT0 00paIleHus K
CHEIHaMCTaM CUCTEMBbl 3PaBOOXpAHEHMs. YTIOJHOMOYEHHBIE OpraHbl TOCYJapCTB-4JIEHOB
MOTYT TaK)X€ BBIITYCKaTh JIOMOJHUTEILHOE COOOIIeHHE 0 6e30MmacHOCTH (TPH HEOOXOAUMOCTH) U
pacnpocTpaHsATh HH(OOPMALIUIO CPEIN COOTBETCTBYIOIINX OPraHU3aINi U CIIEIUATINCTOB CUCTEMBI
3paBooxpaHeHus. JlonmomHuTenpHOe coolieHrne 0 6€30MacCHOCTH UHUITUUPYETCS, KaK MPaBHIIo,
B Cllydae HEOOXOJMMOCTH MPHUHSITHUS CPOYHBIX MEp WM HU3MEHEHMsI acleKTOB MEAMIIMHCKON
NPAKTUKH U BKJIIOYACT B ceOs pEKOMEHAlUK YIIOJTHOMOYEHHOTO OpraHa ¥ Mepbl MUHUMU3AIUH
pUCKa Ui CIEUUAIMCTOB CHUCTEMBbl 3/IpaBOOXpaHEHUs. B ciayuae nNpuHATUS pelieHus o
HEOOXOMMOCTH JONOJHUTEIBHOTO HH()OPMUPOBaHHUS O OE30MAaCHOCTH YHOJIHOMOYECHHBIE
OpraHbl rOCyAapCTB-4JIECHOB YUUTHIBAIOT HHTEPECHl CUCTEMBI 3/IpaBOOXpaHeHus: 1 HaceneHus. C
LENbI0  O0ECIEeYeHHUsT MAaKCHUMAaJIbHOTO pPACIpOCTPAaHEHHUsS JONOJHHUTENBHBIX COOOIEHHIM
YIOOJHOMOYEHHBIMH ~ OpraHaMH  TOCYAApCTB-YJICHOB  JIOJDKHBI  BBIOMpaThcs — Haumboljee
3¢ eKTUBHBIE U OPHEHTUPOBAHHBIC HA LEJIEBYIO ayIUTOPHIO KaHailbl WH(pOpMHUpoBaHuA. B
cllyyae HEO0OXOAMMOCTH MporpaMMa MH(MOPMHUPOBAHUS MOXKET BKJIIOYATh B ce0sl MpUBJIEUCHUE
HAY4YHBIX U NPO(EeCCHOHAIBHBIX OOBEIMHEHUH, OpraHM3alfil MAIMeHTOB, MECTHBIX OPraHOB
YIPAaBJIEHUSI CUCTEMOH 37JpaBOOXPaHEHHUSL.

Nudopmauus 1is L, He SIBJISIOMIUXCH CHENMATUCTAMHE CUCTEMBbI 3IPABOOXPAHEHUSA

881. MapopMalMOHHBI MaTepuay, HAMHUCAaHHBIM JOCTYINHBIM S3BIKOM (HampuMmep, B
(dbopMaTe BOMPOCOB M OTBETOB), TIOMOTAET JIUIIaM, HE SIBISIONIUMCS CIICIIUATUCTAMH CHUCTEMBI
3paBOOXpaHeHus (MaMeHTaM U HaCEJICHUIO) (J1ajiee — HECTIEITUAIUCTHI), pa300paThCs B HAYYHBIX
BOIIPOCAX U PETYIATOPHBIX MEpax, KACAIOIIUXCS POoOieM o 0€30MacHOCTH.

882. Marepuaibl Ha JTOCTYITHOM SI3BIKE, IIOATrOTaBJINBAEMBIE JepKaTeaeM
PETUCTPAIIMOHHOTO yAOCTOBEPEHUS, IOJKHBI COACPKATh PEKOMEHIAIMU W WH(HOPMAIUIO
YIOJHOMOYEHHBIX OpPraHOB T'OCYNapCTB-WICHOB IO MUHUMU3ALMU PUCKOB JJIsl MAllMEHTOB U
CHEIHATMCTOB CUCTEMBI 3[PABOOXPAHEHUS B OTHOIICHUH MTPOOJIEM, CBSI3aHHBIX C 0€30MTaCHOCTBIO,
a TaK)Ke JOJKHBI COMTPOBOXKIATHCS COOTBETCTBYIOIIEH CITPaBOYHON WH(pOpMaIneH.

883. YomHOMOUEHHBIE OpraHbl TOCYJApCTB-YJICHOB pa3MelIaloT HH()OpMAIUIO s
HECHEIMAIIMCTOB Ha MEIUIMHCKUX HWHTEpHET-MopTajaX TOCyAapCTB-4JICHOB M  MOTYT
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JOMOJHUTEIBHO PACIPOCTPAHATh €€ CPelX MAIMEHTOB M OpraHM3aluil 3paBOOXpaHEHus 100
UCTOJIB3YIOT UHBIE CIOCOOBI M KaHaJIbl UH(OPMHUPOBaHHUS, OOecTIeynBaroIre TpeOyeMblil ypOBEHb
pacrpoCcTpaHeHMsI U AOCTYyIa LIEIEeBOI ayIMTOPUH K BaXXHON MH(OpMaIuK 0 6€30MacHOCTH.
884. Cnenyer mnpuBieKkaTh MALMEHTOB M CIELUAIMCTOB CUCTEMBI 3PaBOOXPAHEHMS K
Y4acTHIO B IIpoIiecce MOArOTOBKHM JOKYMEHTOB Ha JOCTYITHOM JUJIsl HACEIEHHUS A3BIKE C LENbIO
MOBBIIIEHUS TOCTYITHOCTH HH(POPMALIUH.

HNudopmauus B npecce

885. K wundopmanmm, pazMeniaeMoidl B Tpecce, OTHOCITCS TPecc-pelu3bl u Tpecc-
KOH(epeHIMH, TpeTHa3HaYeHHbIE /JIS )KYPHAJUCTOB.

886. YIIOTHOMOUEHHBIE OpraHbl TOCYAapCTB-WICHOB MOTYT HAIPaBISTh IPECC-PETU3bl
HEMOCPEACTBEHHO KYPHAJIUCTaM B JOIMOJIHEHUE K UX pPa3MEIEHHUIO Ha caiiTaX yIOJIHOMOYEHHBIX
OpPraHOB TOCYJapCTB-WICHOB, YTO MO3BOJUT XKYPHATHCTAM HANPSAMYIO MOJYyYUTh HHPOPMALIUIO,
MPOUIEAIIYIO0 OLIEHKY YIOJIHOMOYEHHOIrO opraHa. B3ammMmojelcTBue CO CpeAcTBaMH MAacCOBOM
uHpOpMalUK SBISIETCS BAXKHBIM CIIOCOOOM OxBaTa 0ojiee HIMPOKOW ayIAUTOpUH, a TaKxKe
CHOCOOCTBYET YKPEIUICHUIO TIOBEPUS K PEryISTOPHON CUCTEME.

887. Jlepxarenu perucTpallMOHHBIX YAOCTOBEPEHUH MOTYT MOATOTOBUTH M OIyOJIMKOBATH
Mpecc-penu3 ¢ NpeICTaBIeHHEM CBOEH MO3UIMU IO Mpobieme, CBI3aHHOW ¢ 0€30MacHOCThIO, C
YKa3aHUEM PETyJISTOPHBIX Mep, IPUHIUMAEMBIX YIIOJTHOMOYEHHBIM OPT'aHOM.

888. ITockoabky mpecc-penu3bl (KpoMe KYPHATUCTOB) MOTYT OBITh NMPOUYUTAHBI JPYTUMU
YUTATEeNSIMU (HallpUMep, CHEeIHMAINCTaMU CUCTEMBI 3[JpaBOOXPAHEHUS, TAIIUEHTAMH U APYTUMH
HECHEIMAIUCTaMi), B HUX HEOOXOJUMO JenaTh CChUIKY Ha HH(OpPMalMOHHBIE MaTepHalbl,
MMEIoIMe OTHOUICHHWE K JTaHHOW mpoOiemMe mo OezomacHOCTU. B ciywasx eciu miiaHupyeTcs
HEMOCPEACTBEHHOE OOpalleHre K CIeHUalucTaM CHCTEMbl 3JpPaBOOXPAHEHHUS, CIIEIYeT
obecrieynTh WH(GOPMHUPOBAHHWE CIECLUATMCTOB CHUCTEMbI 3ApaBOOXpaHeHUs JuOO 10
OMmyOJIMKOBaHUsI TIPEeCcC-peNn3a, MO0 OJHOBPEMEHHO C IMyOJIMKAIMeld WIIM PacipoCTpaHECHUEM
Ipecc-penun3a, YTOObI MPETOCTaBUTh BOZMOXKHOCTh METUIIMHCKUM CIIEUAIMCTaM TOATOTOBUTHCS
K OTBETaM Ha BOIIPOCHI MAI[UEHTOB.

889. B cinyuae ecnu npo0OieMa 1o 6€30macHOCTH MPECTABISET MOBBIIIEHHBIA HHTEPEC IS
CpPEICTB MaccoBoi HMH(poOpManuu JTUOO B ciiydae HEOOXOIWMOCTH JOBEACHHS 10 HAaceIeHUs
MHOTOIUTAHOBOW M CJIOKHOM WH(pOpMAalMK 1O BaXXHOMY JUIS 30POBbS HAaceJeHHS BOIPOCY,
YIOJHOMOYEHHBIMU OpraHaMu TOCYJapCTB-WwICHOB B KaydecTBe d()QPexkTUBHOro Meroaa
MH(GOPMHUPOBaHUS OOIIECTBEHHOCTH MOXET OBITh PAacCMOTPEH BOMPOC IMPOBEACHHUS Mpecc-
KOH(DEpEeHINH ¢ KypPHAINCTaMHU.

Beo-caiiT

890. Beb-caiiT mpencraBisieT coO00W BaXKHBIM MHCTPYMEHT WH(OOPMHUPOBAHUS HACEICHUS
(BKJIIOUAs MAIIMEHTOB U CHEIHAIUCTOB CUCTEMBI 3JPAaBOOXPAHEHUS). Y IOJTHOMOYEHHBIE OpPTraHbl
roCy/apCTB-4JI€HOB, a TaKKe JIep)KaTeld PEruCTPAllMOHHBIX YJOCTOBEPEHUN JTOJIKHBI
rapaHTHPOBaTh, YTO BaskHAs HH(OpMAIHs 110 0€30MaCHOCTH, pa3MeIeHHAs Ha KOHTPOJIUPYEMBIX
UMH BeO-caiiTax, OyJIeT JIETKOJOCTYITHON M MOHATHOW ToJib3oBaTessiM. MHpopmanus Ha caiitax
JIOJDKHA TIOCTOSIHHO OOHOBIIATHCS, a J00as ycrapeBmias HHPOpMaLUs JODKHA ObITh OTMEYECHA
COOTBETCTBYIOIIMM 00pa3oM UJIU yJaJeHa.

Jpyrue cpeacrBa MHTepHeT-KOMMYHHKAI W

891. Mudopmanms mo 0e30MacHOCTH MOXKET TaK)Ke PACIPOCTPaHITHCSA B ceTn MHTepHeT
MOCPEACTBOM APYTUX BeO-mpriioskeHuid. [Ipu ucnonb3oBanuu 60s1ee HOBBIX, BRICOKOCKOPOCTHBIX
KAaHAJIOB CBSI3U CJIEyeT MPUHATH HEOOXOAMMBbIE MEpbl, YTOObI HE JOMYCTUTh HapyIIEHUs
TOYHOCTH TepesaBaeMoil mHpopManuu. B KOMMyHHKAIIMOHHON MPAaKTHUKE CIEAYeT YYUTHIBATh
MOSIBJISIFOIIMECS HOBBIE CPEJICTBA KOMMYHHUKAIIMM, HCIOJb3YEMbIe DPA3IMYHBIMU LEIEBBIMU
ayIUTOpPHSIMU.

NudopmaunonHbie mucbMa U 010JLIeTEHU
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892. UudpopmanoHHble THChbMa U OIOJUICTEHW TpeAHA3HAYEHBl IS PETyJIIPHOTO
NPEJCTaBICHUS HOBOM MH(OPMALMU O JIEKAPCTBEHHBIX Ipernaparax M UX Oe30HmacHOCTH H
spdextrBHOCTH. C MOMOIIBIO 3TUX MEXaHU3MOB MH(GOPMHUPOBAHUS YIIOJIHOMOYEHHBIE OpTaHbl
rOCYJapCTB-WICHOB MOTYT OXBaTUTh OOJIBLIYIO ayAWTOPHIO, HCIIONB3YS BEO-TIPHIOXKEHHS H
Jpyrue JOCTYMHbIE CPEACTBA.

B3anmopneiicTBHe MexK1y YIOJJHOMOYEHHBIMU OPTraHAMHU FOCYAapCTB-4/J1¢HOB

893. IIlpy NpUHATHM OJHUM W3 YIIOJIHOMOYEHHBIX OpPraHOB TOCYAapCTB-WICHOB MeEp
PEryJIsSTOPHOTO XapakTepa B OTHOIIEHUH OINpENeIeHHON Mpo0i1eMbl o 6€30MacHOCTH Y IPYTHUX
YHOOJHOMOYEHHBIX ~ OpPraHOB TIOCYAAapCTB-WJIEHOB MOXET BO3HHKHYTh HEO0OXOJIHMMOCTb
NpEJCTaBICHUS OTBETAa Ha 3ampochl MM obmeHa wuHpopmarmeil. CrenyeT HCIOIb30BaTh
MEXPEryJIsSTOpHble HMH(QOPMAIIMOHHBIE MaTepualbl, IOJATOTOBICHHbIE YIOJIHOMOYEHHBIM
OpraHoM rocygapCrBa-4JjicHa, B IOMOIIIb CBOUM KOJIJICTaM JJIsI OTBETOB HAa BHCHIHHEC 3aIIPOCHI UJIN
oOMeHa nH(pOpMaIHEH M0 KOHKPETHOW TTpolsiemMe 110 0€30MMacHOCTH.

OTtBeTnbI HA 3aIIPOChI HACCJICHU A

894. YIOJTHOMOYEHHBIE OpraHbl TOCYJAPCTB-WICHOB W JEPXKATEIU PErUCTPAlMOHHBIX
y,Z[OCTOBepeHI/Iﬁ AOJIKHBI pacrioJiaraTb ,Z[GﬁCTByIOH.IHMPI CUCTCMaMH pCarupoBaHUs Ha 3aIIPOChI
HacelleHHWs O JIeKapCTBEHHBIX Tmpernapartax. OTBeThl MOJDKHBI CcoJepkKaTh HHGMOpMaluio,
HAXOJSIIYIOCS B OTKPBITOM JOCTYTIE, U BKJIIOYATh B C€0Sl COOTBETCTBYIONIUE PEKOMEHIAITUH ISt
MAIMEHTOB U CHEIUAINCTOB CUCTEMBI 3JPaBOOXPAHEHHUS, IPEICTABICHHbIE YITOJIHOMOYEHHBIMU
OopraHaMu rocyJapcTB-4wJICHOB. ECiau BOIIPOCH! KAacarOTCs KOHCYJbTALUK 110 MHIUBUIYaIbHOMY
JICYCHUIO0, TAIMEeHTYy CcleAyeT pEeKOMEHAO0BaTh OOpaTUThCA K CHEHHATUCTaM CHUCTEMbI
31paBOOXPAHEHUS.

Jpyrue cpeacra nepeaayu nuHpopmanuu

895. ITomumo croco6oB MH(GOPMHUPOBAHHUSA, YKAa3aHHBIX B IyHKTax 866—894 Hacrosmux
[IpaBui, cymiecTByIOT Apyrue HHCTPYMEHTHI U KaHajlbl epeadn HHPOopMaIuu 1o 0e301macHOCTH
(HampuMep, MyOJIMKALMU B HAYYHBIX KYpHAJIax U KypHajiaxX IpopecCHOHAIbHBIX OpraHnu3aIuil).

896. HekoTopeie MHCTPYMEHTBI U CHOCOOBI MH(GOPMHUPOBAHMS MOTYT HCIIOJIL30BAaTHCS B
00J1acTH ynpaBieHUs! pUcKaMu. MeponpusTHs 10 MUHUMHU3ALUN PUCKOB YaCTO BKJIIOYAIOT B ce0s
creluaibHble TporpaMMbl HHPOPMUPOBAHUS O pUCKaX. MIHCTpYMEHTHI, HUCIOIb3yEMbIE B 3TUX
nporpaMMax (Hampumep, NaMsITKH Ui TalUeHTOB, 00pa30BaTelIbHbIE MaTepUaibl WM
PYKOBOJCTBA MO 0OE€30MACHOCTH MJIsl CHEIHATUMCTOB CHCTEMBl 3/paBOOXPAaHEHUs), YKa3aHbl B
pasnene XII Hacrosmux [Ipasuir.

5. ¢ dexTuBHOCTL HHPOPMUPOBAHNS 0 0€30MIACHOCTH

897. NudopmupoBanre o OE30MACHOCTH CUUTAETCS 3PPEKTHBHBIM, €CIH IeperaBacMoe
COOOIIICHNE TPUHUMAETCSI ¥ TIOHUMAETCS IIeJIeBOI ayJUTOpHEH TaK, Kak 3TO OBUIO 33aJyMaHo, U
1eJIeBas Ay IUTOPUS pearupyer Ha HH(POPMAIIMIO IPUHIATHEM COOTBETCTBYIOIUX Mep. [1J1s1 olleHKH
3 QeKTnBHOCTH WH(POPMHUPOBAHUS ODKHBI TPHUMEHSTHCS COOTBETCTBYIOUIME MEXAaHU3MBI,
OCHOBAaHHBIE Ha YETKUX Mapamerpax (mokazartensx). [lokazarenn MOryT OBITh OCHOBaHBI Ha
MU3MEPEHUN Pa3JIMYHBIX PE3yJIbTaTOB, BKIIOYAs, HAIpUMep, MOBEACHHE, B3aMMOOTHOIICHHS,
3HaHUS, a TaKKe HHBIC MapaMeTpbl MM (AKTOPbI, XapakTepusylommue >PPeKTHBHOCTD
MeponpuaTHii o uH(popMupoBaHHi0. Ha ocHOBaHMM BBINOJIHEHHOH OIEHKH 3()()EKTHBHOCTH
JOJDKHBL OBITH CJIIENaHbl BBIBOJBI, OIPECIICHBl MPHOPUTETHl B OTHOLICHUM JalibHEHIIEH
IEATENLHOCTH 110 HH(GOPMHUPOBAHUIO, a TAK)KE BHIITOJIHEHA /1Al TNl MHCTPYMEHTOB U IPAKTUKU
MH(GOPMHUPOBAHUS B COOTBETCTBHHU C MOTPEOHOCTIMH LIEIEBOH ay JUTOPUH (TIPU HEOOXOAUMOCTH).
JIyst yCTaHOBIIGHHsSI COOTBETCTBUSI MH(pOpManuu O 0e30macHOCTH TpeOOBaHUAM TyHKTa 857
Hacrosmux [IpaBuin ciemyer MCHOIb30BaTh MOAXOJ, OCHOBAaHHBIA HAa MCCIEIOBAaHMU IIEJIEBOM
ayautopud. Ilpm TpUMEHEHMH MAaHHOTO TOAXOAAa MOTYT OBITH COIMOCTABICHBI DPA3IHMYHBIC
pe3yabTaThl OLICHKH IEJIEBOM ayTUTOPUH, B TOM YHCJIE MTOBEJICHHE, B3AUMOOTHOIICHUS U 3HAHUSL.
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898. Jlepkarenu perucTpalliOHHBIX YJIOCTOBEPEHHI HECYT OTBETCTBEHHOCTH 3a OILICHKY
3¢ HEKTUBHOCTH HETOCPEICTBEHHOTO UHPOPMHUPOBAHUS CIEIMAIUCTOB CUCTEMBI
3/IpaBOOXpaHeHus o npobiemax Oe3omnacHoCTU. JlepKaTenu perucTpalioOHHBIX YIOCTOBEPEHUN
JOJDKHBl  MHPOPMHUPOBATH  YIMOJHOMOYCHHBIE OpPraHbl TOCYJApCTB-WICHOB O KOJHYECTBE
CHEIHAIMCTOB CHCTEMbI 3JpPAaBOOXPAHEHHUSA, KOTOpbIe MONYy4YUId HHPopMmanuio B Gopme
HETOCPEJCTBEHHOr0 O0palleHus] K CHEelHATNCTaM CHCTEMBI 3/IPAaBOOXPAHEHHS, IMOJyYCHHBIX
pesyabpTaTax oOIEHKH J()QPEKTUBHOCTH HEMOCPEACTBEHHOr0 HWH(GOPMHUPOBAHUS, a TaKKe
BBISIBIICHHBIX TPYJHOCTSX (Hampumep, mpodieMax cO CIHUCKOM TOJIydaTesiell WM CpPOKaMHu H
MeXaHU3MaMHu pacnpocTpaHeHus). CooTBeTcTBYyIOIIHE KOPPEKTUPOBOYHBIE U
peIynpeIuTeNIbHbIE MEPHI IOJDKHBI OBITh MPUHATHI BO BCEX CITyYasiX BBISIBJICHUS HEAOCTATOYHOU
3¢ (HEeKTUBHOCTH HEMOCPEICTBEHHOTO O0OpalleH sl K CIIEIUATUCTaM CUCTEMBI 3[paBOOXPaHEHUSI.

6. TpeGoBanust Kk cucTeMe KauyecTBa HH(POPMHUPOBAHUS 0 0€30NIACHOCTH

899. B cooTBeTcTBMM ¢ TpeOOBaHUSIMHU K CHCTEME KadecTBa HWH(POPMUPOBAHUA O
Oe3omacHOCTH, 310XKeHHBIMU B pazjaene Il Hacrosmux [IpaBun, TpeGyercs Hamu4KUe MPOIEeayp,
o0ecrneunBaoIIUX COOTBETCTBUE MH(OPMUPOBaHUSI 0 0€30MaCHOCTHU MPUHIIUIIAM, OIIPeIeICHHBIM
nyHkToM 857 Hactosmux [pasui. JlomkHO ObITE 0O6ecnieueHo BHIIOTHEHNE U JOKYMEHTUPOBAaHHUE
KOHTPOJbHBIX TPOIENyp B OTHOLIEHUH TNepefaBaeMoid HH(opmanuu o Oe30MacHOCTH,
MPEJICTABIISIONICH cO00 0OOBEKT KOHTPOJIS KaueCTBa.

7. BzaumoneicTere B 00J1acTH MHPOPMUPOBAHUS 0 0€30MMACHOCTH HA TEPPUTOPHUAX
rocy1apcTB-4J1€HOB

B3aumMopaeiicTBHe YITOJJTHOMOYEHHBIX OPraHOB rOCYyIapCTB-4JIEHOB B 00J1aCTH
uHGpopMUpPOBaHHS 0 0€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB

900. B pamkax uWH(POPMAITMOHHOTO B3aUMOJICHCTBUS  yIOJHOMOYCHHBIX OPraHOB
rOCYJapCTB-WICHOB  YINOJHOMOYEHHBIMH OpraHaMHU  BBINIOJHSETCA  PErYJSIPHBIA  OOMEH
nH(popMaluel B OTHOIICHUH IITAHUPYEMOU K pa3MeNIeHHo nH(popMaluy o 0€301MacHOCTH.

HenocpencrBeHHoe o0paieHue K ClennajucTaM CHCTEMBI 3IPaBOOXPaHeHHsI 0 BOPOCcaM
0e30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB, 3aperucTPUPOBAHHBIX HA TEPPUTOPHUSIX
rocy1apcTB-4JIEHOB

901. B ciydae eciu JeKapCTBEHHBIN Ipenapar 3aperucTpUupoBaH Ha TEPPUTOPUU OJHOTO
NN HECKOJIBKUX FOC}/,Z[apCTB-‘-IJ'IGHOB, YHOJ'IHOMO‘ICHHBIG OpI‘aHBI I‘OC}/,Z[apCTB-‘-I.HCHOB
OOMEHMBAIOTCS CBEJEHUSAMH B YacTU OJIOOPEHHOTO COJepKaHus WHoOpManuu s
HEMOCPEACTBEHHOTO OOpalleHuss K CHEIUAINCTAM CHCTEMBI 3/IPABOOXPAHEHUS W IIJIAHOM
WH(POPMHUPOBAHUS CHEIUATUCTOB CHCTEMBl 3IPAaBOOXPAHEHUS, MPOMICAIINX MPOIEAYPY
cornacoBanusi. J[ns oOMeHa OKOHUYATENBHBIM BapUaHTOM HWH(POPMALMOHHOTO Marepuaia u
IJIAaHOM Tiepenayd WHGOpPMAIMK yIOJHOMOYCHHBIE OpraHbl TOCYJIaPCTB-YWICHOB HCIIOIB3YIOT
,Z[OCTYHHBIC CUCTCMBbI I/IH(bOpMaHI/IOHHOFO BSaHMOI[CﬁCTBHH.

TpeOoBaHus K 1epKaTeJIsIM PerucTPANMOHHBIX Y10CTOBEPEHH I

902. JlepxkaTenb ~ PETMCTPALMOHHOTO  YJOCTOBEpeHHMS  00si3aH  MH(OPMUPOBATH
YIOJIHOMOYEHHBIE OpraHbl, Ha TEPPUTOPHIX KOTOPHIX 3apEerMCTPUPOBAH JIEKAPCTBEHHBIN
mpernapar, 0 CBOEM HaMEpEeHUH cJenaTh MyOanyHoe COoOIIeHne, Wi WHPOPMHUPOBAHUE, WUIIH
pasmerenre nHGOpMaIHi, OTHOCAIIEHCS K nH(opMaIuu 1o (apMakoHa130py WIH MpodieMam,
CBSI3aHHBIM C 0€30MacHOCTBIO, a TaKke M0 MmpolieMam, CBS3aHHBIM C NIPUMEHEHHEM
COOTBETCTBYIOLIETO JIEKapCTBEHHOT'O npenapara. IIpencraBnenue uHpopMaLuu
YIIOJIHOMOYEHHBIM OpraHaM C LEJIbI0 MH()OPMUPOBAHMS U TMOJYYEHHUS COTJIACOBAHUS JOJKHO
OBITh CIICJIAHO C YCIIOBHEM 3allpeTa Ha ee OIyOIMKOBaHHUE 10 MCTEYEHUS CPOKA HE MEHEE YeM 3a
24 yaca 10 ee OMyOJIMKOBaHMA. YBEJOMJICHHE YIOJIHOMOYEHHBIX OPraHOB OJHOBPEMEHHO C
IIPEJCTaBICHUEM HH(OPMALIMK HACEIEHUIO BO3MOXHO TOJBKO B UCKIIOUUTEIBHBIX CIy4asX MpH
HaJIM4UU OCHOBAHUM.
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903. K ocHoBaHusiM, ykazaHHbIM B myHkTe 902 Hacrosmmx IlpaBun, oTHOCSTCA
060CHOBaHHa$I yrpo3sa KU3HH, 3J0PpOBbIO WIH 6J1ar0nonquo HaCCJICHU .

904. [lepxatenb  pErUCTPALIMOHHOTO  YJIOCTOBEPEHHMS HECET OTBETCTBEHHOCTh  3a
OOBEKTUBHOCTh M TOYHOCTH IMPEJICTABISIEMON HaceleHu0 HHpopMmanuu. B cioydae ecnu
JepaTellb PEerucTPalMOHHOTO YAOCTOBEpEHUsS MOJy4aeT MHQOpPMAIMIO O TOM, UYTO TPEThs
CTOPOHAa HaMEpEeBACTCsl PACIPOCTPAHUTh WHPOPMAIUIO, KOTOpas MOXKET TIOBIUSATh Ha
COOTHOIIEHHE «IOJIb3bl — PHUCKa» JIEKApCTBEHHOTO IIpernapara, 3aperuCTPUPOBAHHOTIO Ha
TCPPUTOPUAX TOCYAAPCTB-WICHOB, [ACPKATCIIb PCTUCTPALUMOHHOIO0 YIOCTOBCPCHUA HOOJIKCH
COOOIIUTH 00 ATOM B COOTBETCTBYIOIINE YIIOTHOMOUYEHHBIE OpraHbl TOCY1apCTB-UJICHOB.

B3aumoaeiicTBue ¢ TpeTbUMH CTOPOHAMU

905. TperbuMm cTOpOHAM (HAYYHBIM >KypHajaMm, HaydHBIM OOIIECTBaM, OPTaHH3ALUSIM
MAIMEHTOB | JIp.) ClenyeT MHPOPMHUPOBATH YIOJTHOMOUYEHHBIE OPraHbl rOCYAapCTB-WICHOB O
MOSIBJISIIOIICHCS  HOBOM  MHGpopManmuu 10 O€30IacHOCTH  JIEKApPCTBEHHBIX IpPEenapaTos,
3aperucTpupoBaHHbIX B pamkax Coro3a. B ciaywae ecnu 1utaHupyercs MyOMuKanus TaHHON
nHpopManuy, He0OXOAUMO O3HAKOMUTD C HEM YyIOJTHOMOYEHHBIE OpPraHbl FOCYAaPCTB-UJICHOB 10
ee MmyOJINKAIIHH.

Br10op f3bIKa U BHINOJIHEHHE MePeBO/Ia MPH MOAT0TOBKE HEMOCPEACTBEHHOI0 00paleHun st
K CIIeHMATUCTAM CUCTEMbI 3IPABOOXPAHEHUS

906. Baxnass wuHpopmaius o O€30MacHOCTH, paclpocTpaHseMas ¢ MPUMEHEHHEM
pa3IUYHBIX CHOCOOOB WH(M)OPMHUPOBAHMS, JOJDKHA OBITH JOBEIEHA MO IIeNIEBOM ayaUTOPHH
CBOEBPEMEHHO U Ha OQUIMAIBHOM SI3BIKE TOCYJapCTBa-uleHa, Ha TEPPUTOPUU KOTOPOTO
3apEruCcTPUPOBAH COOTBETCTBYIOIINI JICKAPCTBEHHBIN Mpenapar.

907. Ilpu moaroroBke U og00peHU HHPOpMAIUK 0 O€30MTaCHOCTH, TIPETHA3HAYCHHOM IS
pacmpocTpaHeHus], YIIOTHOMOYEHHBIMH OpPraHaMH TOCYJApCTB-UJIEHOB HCIOJIB3YETCS PYCCKHIA
WM IpYTOd TOCYIapCTBEHHBIN S3bIK TOCY/1apCTBa-wICHa.

908. NUudopmanuss  HEMOCPEACTBEHHOTO  OOpamieHUusi K  CHEIHAIUCTaM  CHCTEMBI
3/IpaBOOXpAaHEHUs] pa3palaThIBa€TCA JIep)KaTeleM PErucCTPAllMOHHOTO YAOCTOBEpEHHUS U
MPENICTABISIETCS HAa COTJIACOBAHHME B YIOJHOMOYECHHBIH OpPraH Ha PYCCKOM WIH JIPYyroM
roCy/IapCTBEHHOM f3bIKE TOCyJapcTBa-wieHa. JlomycKaeTcsl pacnpocTpaHeHHE HCKIIOUUTEIBHO
COTJIACOBAaHHOM YIOTHOMOYEHHBIM OpraHoM rocyaapcTBa-ujieHa uHpopManuu
HEMOCPEACTBEHHOI0 O0pallleHusl K CHEeIHaINCTaM CHCTEMBI 3[paBOOXPAHEHUSI Ha PYCCKOM HIIN
MHOM O(UIIMATHHOM SI3BIKE TOCYIapCTBA-WICHA.

XII. Mepbl MUHUMHM3AIUN PUCKA
1. O0uue nmosoxxeHUst

909. Mepbl MUHUMH3AIIMKA PHUCKA TMPEJCTABISAIOT COOOW JCHCTBHUS, HaANpaBJICHHBIC Ha
MPEAOTBPAIIEHUE DPAa3BUTHS HEXKENATEIbHbIX PEaKlMi, CHIKEHHE 4YacTOThl Pa3BUTHUS WIH
CTETNIEHU TSHKECTH HEXKENaTeIbHBIX peakuui, a Takke MHUHUMHU3ALUI0 HeOJaronmpusTHBIX
IIOCJICICTBUM BO3JEHUCTBHMS Ha IIAllMEHTA IIPU PAa3BUTUHM HEKENATEIbHOM peakUuu Ha
JIEKapCTBEHHBIN IIpenapar.

910. Mepbl MUHUMU3ALMU PUCKA, BKIIOYEHHBIE B JAHHBIM pa3fieNl, pacCMAaTPUBAIOTCS B
COOTBETCTBUH C TPEOOBAHUAMHU K CHCTEME MUHUMH3AIMU PUCKA, YCTAHOBJICHHBIMU pazaenom VI
Hacrosux [Ipasuir.

911. Mepbl MUHUMH3AIMK PUCKA MOTYT BKJIIOYATh B ¢€0sl pyTHHHBIE MEPbl MUHUMHU3AINH
pHUCKa UK JOMOTHUTENbHBIE MEPhl MUHUMHU3ALIUU PUCKA. PyTHHHBIE MEpbl MUHUMU3AIIUU PUCKA,
ykazanHble B pazzene VI nHactrosmmx IlpaBui, pacnpocTpaHSIIOTCS Ha BCE JICKAPCTBEHHBIE
npenaparsl.

912. BonbmMUHCTBO TPOOIIEM, CBA3aHHBIX ¢ 0€30MaCHOCTHIO, MOTYT HAJICXKAIIM 00pa3oM
YIPaBIATHCA C MPUMEHEHHEM PYTHUHHBIX MEP MUHHUMM3ALUUA PHUCKA, JTOMOJHUTEIbHBIE MEpbI
YIpaBICHUS PUCKAMHU MOTYT NPHUMEHSTHCS B OTHOLIEHWM HEKOTOPBIX PUCKOB, JJISI KOTOPBIX
PYTUHHBIE MEpbl MHUHHMHU3ALMU pPUCKA MOTYT OBITh HEJOCTAaTOUYHBIMU Uil OOeCTeYeHHS
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HaJJIeXKAILEro YIpaBlIeHUs pPHUCKaMU U (WJIK) YJIYYIIEHHUS COOTHOIICHUS «IOJIb3a — PUCK»
JICKapCTBEHHOTO Mpernapara.

913. lanHblii pa3fen COAEPKUT PYKOBOJCTBO IO MPUMEHEHUIO JIOMOJTHUTEIBHBIX MEP
MUHUMU3AIUN PUCKA, BEIOOPY MHCTPYMEHTOB MUHUMU3ALMU PUCKA U OleHKe d(PPeKkTHBHOCTH
yKka3aHHbIX Mep. [lpu ompeneneHHBIX OOCTOATENLCTBAX OIEHKA J(PQPEKTUBHOCTH MOXKET
MoTpeOOBaThCs B OTHOLICHUM PYTHHHBIX MEp, HAMPABICHHBIX HA MHUHHUMHU3AIMIO PUCKA,
CBA3aHHOTO ¢ TpoOsiemMamMu 1O O€30MacHOCTH (HampuMep, €Clau Oo0IIas XapaKTepHCTHKA
JIEKapCTBEHHOTO TpemapaTa COASPKUT PEKOMEHIAIMU N0 MUHUMU3AINHA PUCKA, BBITIOJHEHHE
KOTOPBIX HE MPETyCMOTPEHO PYTUHHBIMH CTaHIapTaMU MEIUIIMHCKOM NpakTuku). B ykazaHHbIX
CIIy4asiX PEKOMEHJIAIIMU TI0 BBIMIOJIHEHUIO OIEHKU 3((EKTUBHOCTH MEp MUHHUMHU3AIMUA PUCKA
OTHOCSITCS TAK)KE U K PYTUHHBIM MEPOIIPUATHSIM.

914. Mepsl MUHMMH3ALIMU PUCKA OINPENENSIOTCS HAa OCHOBAHUHU MPOOJeM, CBSI3aHHBIX C
0€301acHOCTBIO, TPEACTABICHHBIX B crnenudukanuu mno OezonmacHocTH. Kaxkmas mpobiema,
CBsi3aHHast C 0E30IMaCHOCTBIO, PACCMATPHUBAETCS B HMHIUBUAYAIBLHOM IOPSIKE, NpU BBIOOpE
HauboJjee 1eaecoodbpa3Hoil Mepbl MUHMMM3AIMN PUCKAa HEOOXOIUMO YUYHUTHIBATh CEPbE3HOCTH
MOTCHIIUATBHBIX HEXENATENbHBIX PEaKIHWid, CTENeHb WX TDHKECTH, MPEJOTBPATUMOCTh WU
KJIMHUYECKHe JEeWCTBUSA, HEOOXOIUMBbIE [JIsl CHIDKEHUS pHUCKA, MOKa3aHUs K MPUMEHEHUIO
JICKApCTBEHHOTO Tperapara, MyTh U CIOCOO BBEIEHHs JIGKAPCTBEHHOTO TperapaTa, LieleBble
MOMYJISALUHN U TUI YUPEKACHUM 31paBOOXpaHEHUs, i€ IPUMEHSIETCS IEKapCTBEHHBIN Ipernapar.

915. Jlnst ynpaBneHust IpoOIeMoii 1o 6e30MacHOCTH 0y CKaeTcsl IpUMEeHeHue 6oiee yem
1 Mepbl MUHUMH3AIIUU PHUCKa, IPU 3TOM 1 Mepa MUHUMU3ALUU PUCKA MOKET PacIpOCTPaHATHCS
Ha HECKOJIbKO Mpo0IeM 1o 6€30MacHOCTH.

916. llepxatenb  pEruCTPAllMOHHOTO  YJIOCTOBEPEHHMS HECET OTBETCTBEHHOCTh  3a
oOecrieueHre HAJJICKANIET0 KOHTPOJS BBIMOTHEHHS MEp MHUHHMH3AIMM PHCKA, KOTOPBIC
BKJIIOUEHBI B COIJIACOBAaHHBIA YMOJHOMOYEHHBIMH OpPraHaMu IUJIaH YIPaBJICHUS PUCKAMHU WIH
0003HaYCHHbIE B KAYeCTBE 005A3aTENIbHBIX YCIOBUH PETUCTPAIIHH.

917. YIOMTHOMOYEHHBIE OpraHbl HECYT OTBETCTBEHHOCTh 3a KOHTPOJb pPE3yJbTaTOB
BBEJICHUS W peaTn3allii MEep MUHUMH3AIMU PUCKA, KOTOPBIC BKIIIOUEHBI B IJIAaH YIPaBIICHUS
pUCKaMU WM 0003HaYEeHbI B Ka4eCTBE 00S13aTEIbHBIX YCIOBUIM PErUCTPAIIUH.

918. Mepsl MHMHHMMHU3AIIMM pHCKA HANpaBiICHbl Ha ONTHMM3ALMI0 OE30MacHOTO H
3¢ (HEeKTUBHOIO UCMOIB30BaHUS JIEKAPCTBEHHOIO Mpernapara Ha MPOTSKEHUH BCEro KU3HEHHOTO
1ukiaa. COOTHOIIEHHE «II0JIb3a — PUCK» JICKAPCTBEHHOTO IMpemnapara MOXET OBITh yIIydIIeHO
MyTeM CHIKEHUS PUCKA U CTEIECHU TSHKECTH IMOCIEACTBHI HEXeNIaTelbHbIX peaklui, a Takxke
MyTEM ONTHUMU3AIUH TOJIb3BI TOCPEICTBOM LIEIEBOTO MO00pa U (MIIM) UCKITIOUEHUS MAIlEHTOB
au00 TMOCPEJCTBOM TINATEIILHOIO MOHHUTOPHHIra JjeudeHus (cnenuduyeckas cxema Ipuema,
71a00paTOpPHBII MOHHUTOPHHT, MOCIENyIollee HaOMI0JeHHe 3a MalUeHTaMu U T.1.). Mepsl
MUHUMU3ALNANA PUCKA JOJIKHBI SIBIATHCS PYKOBOJICTBOM JJIi ONTHUMAJIBHOTO HCIOJB30BAaHUS
JIEKapCTBEHHOTO Tpernapara B MEIUIMHCKOW IMPAKTUKE B IENSIX TapaHTUU MPEIOCTABICHUS
ONTUMAJILHOTO JIEKAPCTBEHHOTO Mpenapara MoAXOoIAIIeMy MalllueHTy B ONTUMAaJIbHOW J103€ U C
ONTUMAJFHBIM PEKUMOM MPUMEHEHUS CIEIIHATMCTOM, HMEIOIIIMM Ha/IJISKAIYIO MIOATOTOBKY ISt
Ha3HAYeHUs JICKapCTBEHHOI'O Ipemnapara U BEACHMs MAaIMeHTa, a TaKXKe C IMPelOoCTaBICHHUEM
JOCTOBEPHOH MH(OPMAIMH U TIPU HAJIekKAIEM KOHTPOJIE.

919. BonbmMUHCTBO MPOOIIEM, CBA3AaHHBIX ¢ O€30MAaCHOCTHIO, MOTYT HAJICXKAIIM 00pa3oM
YVOPABISATHCS C MOMOIIBI0 PYTUHHBIX MEp MUHHMH3AIUN PUCKA. B OmpeneneHHpIX ciydasx A
OTJIENbHBIX BaXXKHBIX PUCKOB PYTHHHBIE MEPhl MHHHUMH3AIMN PUCKAa MOTYT OBITh OIICHEHBI Kak
HE/IOCTaTOYHbIC M Ui OOECIEeUeHHs HAJISKAIIEero YNpaBJIEHUS PUCKOM TpeOyeTcsl BBEICHHE
JIOTIOJTHUTEIBHBIX MEP MUHUMH3AIUU PUCKA.

[Tpu onpeneneHNE HEOOXOAMMOCTH BBEICHUS JOMOJHUTEIHHBIX MEp MUHUMHU3AIUN PUCKA
YUUTHIBAIOTCS TPUOPUTETHI 0€30MIaCHOCTH B OTHOIIEHUH YaCTOThI, CEPhE3HOCTH HEXKeJlaTeNbHbIX
PEaKIMii, CTENeHU UX TSDKECTH, BO3JCHCTBUS HAa CUCTEMY 3/IPAaBOOXPAHEHHS U IIPEAOTBPATUMOCTH
pucka. Jlamee BBINONHSETCA OIEHKA BO3MOXKHOCTH JOCTM)KEHHS TIIOCTABIEHHOM Ielu IO
MUHUMHU3AIUNA pPUCKA TPHU UCHOIB30BAaHWU PYTHHHBIX Mep U (B Clydae TMPENo0KEHUs
HEJ0CTaTOYHOCTH JAHHBIX MEp) ONpPEAENSIOTCS AOMOJHUTEIbHbIE MEPbl MUHUMHU3AIUA PUCKOB,
KOTOpPBIE B HAUOOJIbIIEH CTENIEHH COOTBETCTBYIOT TOCTABICHHBIM LIESIM. [l0MTOTHUTEIbHBIE MEPHI
MUHUMU3ALUA pUCKA JIOJDKHBI TMPUMEHATHCS B OTHOIIGHWHM Hambojee BaXHBIX U
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MPEAOTBPALAEMbIX PUCKOB, IIPU 3TOM Harpy3ka Ha BCE y4YaCTBYIOIIME CTOPOHBI, CBSI3AHHAS C
BBITIOJIHEHUEM YKA3aHHBIX MEP, JOJKHA OMPABIBIBATH OKUIAEMYIO MOJIb3Y JJIsl MALUEHTOB.

920. CymecTByeT psii  pa3HOOOpa3HBIX  METOJIOB, HCIOJB3YeMBIX B  KauecTBE
JOTIOTHUTEIBHBIX Mep MUHUMU3auu pucka. Chepa perynupoBanus 0OpaIieHus JeKapCTBEHHBIX
MpernapaToB HaxXOAMTCS B CTaAUM HENPEPBIBHOIO PA3BUTHS, M HMEIOUIHECS METOJbl OyayT
JOTIONTHATHCS HOBBIMH, B TOM YHCIIE OPHEHTHUPOBAHHBIMH Ha 0oJiee HIMPOKOE HCIIOJIb30BaHUE
MH(OPMALIMOHHBIX TEXHOJIOTHH.

921. YcmemHoe BBITOJHEHHUE TOTIOTHUTENBHBIX MEP MUHUMH3AIMH PUCKA TPEOYET yuacTHs
BCEX 3aMHTEPECOBAHHBIX CTOPOH, B TOM YHCIIE JAEPKATEIEH PErUCTPALMOHHBIX YIOCTOBEPEHHU,
MAIMEHTOB U CIICIUATUCTOB CUCTEMBI 3/IpaBooxpaHeHus. Heo0XonnMo oleHuBaTh peaan3aluio
JAHHBIX MEp B CHCTEME 3/IpaBOOXpPaHEHUS AJis1 00ecTieyeH sl JOCTHXKEHUS TOCTaBJICHHBIX LIeJei,
a TaKXe OINpEACNICHUs COOTHOIIEHUS COPa3MEPHOCTH IPUHHUMAEMBIX MEpP COOTHOLUEHUIO
«T10J1b3a — PUCK» JIEKAPCTBEHHOI'O MpernapaTa M MPUKIAAbIBAEMbIX YCUIIUN, HEOOXOAUMBIX CO
CTOPOHBI CIIELUAINCTOB CUCTEMBI 3IpaBOOXPAHEHUS U NALIUEHTOB JJIS1 BBIIIOJIHEHUS TAKUX MEP.
BaxxusIM yc0BUEM BBEACHUS TONOJHUTEIBHBIX MEP MUHUMHU3AIMU PUCKA, BKIIIOUYAsl OLEHKY MX
3pPEKTUBHOCTH, SBISETCS HUCKIIOUEHHE YPE3MEPHOIO0 MU HEOOOCHOBAHHOTO OOpeMEeHEHHs
CUCTEMBI 3/IpaBOOXPAHEHUs, JEPKATEIEH PErUCTPALMOHHBIX YIOCTOBEPEHNUM, YITOTHOMOYEHHBIX
OpPraHOB U NAIMEHTOB.

922. JIonoJHUTENbHBIE MEPHl MUHUMU3AIMN PUCKA JOJIKHBI UMETh YETKO OMPEACICHHYIO
[[eb, COOTBETCTBYIOIIYIO OOIIEH IeTM MUHUMHU3ALUUU CIeUU(PUUECKUX PHUCKOB U (WIIH)
ONTUMU3AIMU COOTHOLIEHMS] «IO0jb3a — puck». KoHkpeTHble 1enu u 3abiaroBpeMeHHO
OIpe/ieJIEHHBIE TapaMeTPhl OLIEHKH TOCTHXKEHHUS 3TUX 1I€JIeH ¢ KJIFOUEBBIMU 3TAIIaMHU BBITIOJIHEHUS
JOJDKHBI CTaTh PYKOBOJICTBOM IPH pa3pabOTKe MOMOIHUTEIbHBIX MEp MHUHMMHU3AIMHU PHUCKA U
OLIEHKE JIOCTHXKEHHUS 11EJIEBOT0 YPOBHs 3()(hEeKTUBHOCTH.

923. JlomkeH OBITh O0O0ECTICUYCH HAJICKAIINH MOHUTOPUHT BBITIOJIHEHHS W OIIEHKA
3G (GEKTUBHOCTH JOMOJHUTEIBHBIX MEp MHHHMMHU3ALMU PHUCKA [0 3apaHee OINpenesieMbIM
rapamMeTpam Ha 3Tare BHEJAPEHHUs 3TUX MEP, B MPOLIECCE U M0 OKOHYAHUU UX BBIITOJTHEHUS.

924.C uenpto obOecrieueHUs] JIOCTUIKECHHUS JKEIAEMBIX pE3yJbTaToB IO OXpaHe
OOIIIECTBEHHOTO 370pPOBbs (3I0POBBSI HACEICHHUS) MPH BHIOOPE MHCTPYMEHTOB HWJIM METOJIOB
MUHMMH3allUd pUCKA M CTPATeTUH BHEAPEHUS MEp MHHUMHU3AIMN PHUCKA YUHUTHIBAECTCA
XapaKTEepUCTHKA MPOOJIeMbl, CBSI3aHHON ¢ 0€30MaCHOCTHIO, C TOUKU 3PEHUSL:

COOTHOLIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOTO Mpenapara;

TE€paneBTUYECKON 3HAYMMOCTH JIEKAPCTBEHHOTO Mperapara;

L(EJIEBOY NOIMYJISLINN;

HEO0OXOIUMBIX KJIMHUYECKUX JeWCTBUN, HAPAaBICHHBIX HA MUHUMHU3ALIUIO PUCKA.

PerynspHoe BBINOJHEHHE MPOMEKYTOYHON OIEHKH 3((HEKTUBHOCTH PEaTU3yEeMbIX Mep
MUHUMU3ALUNA pPUCKA JODKHO OBITh HAmpaBlIEHO Ha CBOEBPEMEHHOE BBISIBICHHE HX
HEIOCTaTOYHOW  3((HEKTUBHOCTH U  BHEAPEHHE COOTBETCTBYIOIIMX  KOPPEKTHPYIOIIUX
MEpONPHUITHI U BHECEHHE W3MEHEHUU B IUIAH MEPONPUATHI MO ME€paM MHUHUMU3ALMHU pUCKA.
JlaHHOE HaIpaBliCHHE SIBJISETCS Pa3BHBAIOIICICS 00JIACTHI0 MEAMLIMHCKUX HAayK, HE MMEIOLICH
OOLIETPUHATHIX CTaHAAPTOB H TMOJAXOJIOB, B CBSI3W C YeM JOIYCTHUMO HCIOJIb30BaTh
COOTBETCTBYIOIIME  MOAXOABI U KOJMYECTBEHHBIE  METOJbl,  NPUMEHSEMBIE B
(bapMaKo3MUIEMHUOJIOTUH U JPYTUX pa3jienax HayKu (HampuMmep, B COIMOJIOTUU WM HayKax o0
W3Y4YEHHUHU MTOBEACHHUS), @ TAK)KE KaUECTBEHHBIE METO/IbI MCCIIEJOBAHUM.

925. BBeneHne TONMOTHUTEIBHBIX MEP MUHUMH3ALUM PUCKOB CJIEAYET PacCMAaTPpUBATh Kak
porpaMMy, B paMKax KOTOPOW pa3pabaThIBAIOTCS KOHKPETHBIE METOBI U IJIaH UX peaTn3alii,
a TakXe cTparerus oneHKH. [ImaH mo MUHMMU3ALMKM pUCKa SBISETCS COCTABIISIIOLIEH YaCThIO
[UIaHa yhpaBieHus puckamMu. [lmaH 1Mo MUHUMH3AlMK pUCKA JIOJDKEH BKJIIOYATh B ceOs
CIIeIyIOIINE Pa3eibl:

a) o0ocHOBaHME: OOOCHOBAHME TNPEAJIOKEHHBIX JOMOJHUTEIBHBIX Mep MHHUMHU3AIUH
pHUCKa B clly4ae HE0OOXOJUMOCTH UX BBEICHUS;

0) 3a1auM: yKa3aHUEe KOHKPETHBIX IIeJIed U JIeTaJIbHOE ONMCAaHMe TOro, KaK Ipejjaraemas
JIOTIOJIHATENbHAST Mepa MUHUMH3allMU pucka OyleT HampaBlieHa Ha pelIeHHe KOHKPETHOU
poOJIEMBI, CBA3aHHOM ¢ 6€30MaCHOCTBIO JUTS KaX/10H U3 MPeI0KEHHBIX JIOTIOJIHUTENBHBIX MED;
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B) ONMCAHKE: ONMCAHNUE BHIOPAHHBIX JOTIOJHUTEIBHBIX MEp MUHIUMHU3AIMH PUCKA, BKITIOYAs
OIMCaHHe UHCTPYMEHTOB HJIM METOJI0B, KOTOPBIE OyIyT UCIOIb30BaHBI, M KIFOYEBBIX AJIEMEHTOB
COZIepIKaHHUS;

T) IUIaH  BBINOJHEHUS: TOAPOOHOE  OMHMCAaHUE MPEUIOKEHHH 1O  BBIOJHEHMIO
JOTOJHUTEIBHBIX MEpP MHUHHMH3AIMHM pPHCKa (HAaIpUMep, XapaKTepHCTHKAa BMEIIATEIIbCTB,
neTanbHas UHGOPMAIIHS O LIEIeBOM ayJUTOPUH, TUIaH MPOBEACHUSI 00pa30BaTENbHBIX IPOrpaMM
U (W1IM) pacrpocTpaHeHHs oOpa30BaTEIbHBIX MHCTPYMEHTOB, MEXaHM3M KOOPIWHALMH MEp C
IPYTUMH JIEpKATEISIMA PETUCTPALIMOHHBIX YIOCTOBEPEHU, TP HEOOXOJMMOCTH);

1) TUTaH OL[EHKHU: ITOIPOOHBIH TUIAaH C YKa3aHNEM KITIOUYEBBIX 3TATIOB IO IIPOBEACHUIO OLICHKH
3G (HEKTUBHOCTH JAOMOIHUTENBHBIX MEP MHUHHUMH3AIMH PUCKA C TOUKU 3peHUs dPPEKTHBHOCTH
BBITTOJTHEHUS 3aIUIAaHWPOBAHHOTO IPOIlecca M ONpeeNieHHus OOIMMX IoKas3aTesneil BIMSHHUS Ha
UCXO/IbI (HarpuMep, CHU)KEHUE PUCKA).

2. lomoiHUTEJIbHBbIE MEPbl MUHUMM3AIMU PUCKA

926. JlonosHUTENbHBIE MEPhl MHHMMM3ALMM DPHCKAa BBOJATCS B Cllydae, €CIU OHH
OIICHUBAIOTCS KaK ycJIoBHUs Oe3omacHOro W A((EKTHBHOTO NPUMEHEHHS JIEKapCTBEHHOTO
npemapata. [Ipeanaraempie JOMOIHUTENBHBIE MEPHI MUHUMHU3AIIUU PUCKA JTOJDKHBI OBITh HAYIHO
00OCHOBAaHHBIMH, a TaKXe JOJDKHBI pa3padaThiBaTbCsl U MPEACTaBIATHCS CHEHUANINCTaMU C
COOTBETCTBYIOIIEH KBaTU(UKAIIUCH.

927. JIonOJHUTENbHBIE MEPHI MUHUMH3ALIMN PUCKA MOTYT UMETh PAa3JIUYHBIC 1€, TU3aliH,
LIEJIEBYIO ayJTUTOPUIO M CIIO)KHOCTh. DTH MEpPbl MOTYT MCIOJB30BATHCS C LENbIO 00ECTIeUeHHUs
HaJuIexaled mpouedaypsl BbIOOpa MAalMEHTOB, JUIsI KOTOPBIX TMOJdb3a IPUMEHEHUs
JICKapCTBEHHOTO IIperapara MpeBbIIaeT PUCK, U UCKIIOYSHHUS TallMEHTOB, KOTOPHIM IPUMEHEHHUE
JIEKapCTBEHHOT'0 IIpernapaTa MPOTUBOIIOKA3aHO, C IEJIbI0 00ecTieueHus Py IPOBEACHUH Teparuu
HAJJIeXKAIEr0 MOHUTOPUHTA, CBS3aHHOTO C KOHTPOJIEM Ba)KHBIX PUCKOB U (WJIM) HAAJICKAIIAM
yIpaBlIeHUEM HEKeIaTeIbHOM peakiuel B cilydae ee pa3BUTHSL.

928. JIOTIONHUTENEHO MOTYT OBITH pa3paboTaHbl CrEU(PHUECKUE MEepbl MHHUMH3AINH
pHCKa B OTHOIICHUH PUCKA OIMUOKH MPUMEHEHMs U (WJIM) B LENIX o0ecreueHus HaJJIeKaIlero
HA3HAYEHUS JICKApPCTBEHHOI'O Iperapara B CIy4asx, €CIU JOCTHKECHHE STOW IETH TOJBKO
MOCPEACTBOM MpPEJCTaBICHUs] MHPOPMAIMK O JIEKAPCTBEHHOM IIpernapaTe B HHCTPYKIUU TIO
MEAUIIMHCKOMY TPUMEHEHUI0 WU WHDOpPMAMM Ha OTHUKETKE SBISCTCS NPAKTHUECKU
HEOCYIIECTBUMBIM.

929. Ecnu caenaH 3ampoc Ha NPUMEHEHUE JIONOJHUTENIBHBIX MEP MHUHHUMHU3ALMKU PHUCKA,
000OCHOBaHHE [UIsl HEro JOJDKHO OBbITh JOKYMEHTHPOBAHO, a TaKXKe JIOJDKHO OBITh CHEJIaHo
yKa3aHUE KOHKPETHBIX IMpOO0JieM, CBA3aHHBIX C OE30MACHOCTBIO, M TPEICTABICHO JAETAIbHOE
IJIAaHUPOBAHHUE 3TANIOB BBHIITOJIHEHUS MEP MUHUMHU3ALUN PUCKOB U UX OLEHKH.

930. JlomonHUTENBbHBIE MEPHl MUHUMHU3AIIMH PUCKOB MOTYT BKJIIOYATh B Ce0sI CIEIYIOLIHE
HaIpaBJICHUS:

a) oOpa3oBaTeNbHbIEC IPOTPAMMBI;

0) mporpaMMbI KOHTPOJIUPYEMOTO TOCTYTIA;

B) Ipyrye Mepbl MUHIMH3AIUH PUCKA.

3. O6pa3oBaTeibHas IPOrpamMMma

931. IHCTpYMEHTBI UM METO/IbI, KOTOPBIE MOT'YT OBbITh NCIIOJIB30BAHBI B 00Pa30BaTEIbHOM
porpaMMe, OCHOBaHbl Ha I€J€BOM HH(DOPMHPOBAHUU C MpEICTaBICHHEM HHPOpMAIIH,
coJieprKaIieiicss B OOIIel XapakTEepHUCTUKE JIEKAPCTBEHHOTO Mpemnapara WM HHCTPYKIUH TIO0
MEAUIMHCKOMY NpuMeHeHuto. JIto6oii o0pa3oBaTenbHblil MaTepua A0KEeH ObITh OpPUEHTUPOBAH
Ha JOCTUKCHUC KOHKPCTHBIX ueneﬁ MHWHUMM3AINHU pUCKa.

932. Ilenpro  00pa3oBaTENIBHOW MPOTPaMMBl  SBJSICTCS  ONTHUMHU3AIMSA  MPUMEHCHUS
JICKApCTBCHHOTI'O IIpCriapaTta NOCPECACTBOM IMO3UTUBHOI'O BJIMSAHHA Ha ,Z[GﬁCTBPIH CIICIINaJInCTOB
CUCTEMBbI 3JpaBOOXPAHEHMs U TAIMEHTOB B IENIX MHHUMH3alUMU pucka. PazpaboTka
06pa30BaTeJII>HBIX MaTCpraJIOB NOJDKHA OCHOBBIBATHCA Ha MPCAINOJIOKCHHUU, YTO CYIICCTBYCT
BBITIOJTHUMAS C TPAKTUYECKON TOUKH 3PEHUS U IeUCTBEHHAs PEKOMEHIaIusl, KOTOpasi MOKET OBITh
OCBOCHAa HGHGBOﬁ ayHHTOpHGﬁ U MMPUMCHCHUC I[aHHOﬁ MCPBI ABJIACTCA BAXHBIM W 3HAYUMBIM
MEPOIPUATHEM 110 MUHUMHU3AINK PUCKA U (WJIM) ONTUMH3AIMH COOTHOIICHHUS «I10JIb3a — PUCK).
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933. cnonb3yemMble B KOHTEKCTE OO0Opa30oBaTEIbHOM MPOrpaMMbl 00pa3oBaTEIIbHBIC
MHCTPYMEHTBI MOTYT UMETh HECKOJBKO PA3IMUHBIX LIEJEBBIX ayJUTOPHIA, @ TAK)KE MOTYT OBITH
HarpaBJieHbI 0oJiee yeM Ha 1 mpobiieMy, CBsI3aHHYIO C O€30MaCHOCTHIO, U MOTYT TIEPEIaBaThCs C
UCIOJIb30BAHUEM COBPEMEHHBIX MH(POPMAIMOHHBIX ¥ KOMMYHUKAIIMOHHBIX TEXHOJIOTUH (CeTH
HNHTepHeT), cpeAcTB MaccoBOW HMH(POPMAIMH, IOCPEICTBOM MPUMEHEHHUS KOMOWHAIIMH
MHCTPYMEHTOB (Ha OyMa)XHOM HOCHTENE, ayJuo-, BHJCO-KOH(EPEHILCBA3M) U IyTeM
nepcoHanbHOro o0yuenus. CiaenyeT npeaycMoTpeTh MpPeCTaBlIeHUE MaTepUaioB B Pa3IMuHbIX
dopmarax 11 oOecredeHus 10CTyna K ’TUM MaTepuanaM, B TOM YUCIIE B CIy4ae HEUCIPAaBHOCTU
cpeactBa HMH(MOPMHUPOBAHUS WJIM HEBO3MOXKHOCTH JocTyna kK certu HMutepuer. Cremyer
o0ecreynTh aganTanuio MCHOIb3yeMOro 00pa3oBaTEIbLHOIO WHCTPYMEHTa M BBIOOp CpeacTBa
MaccoBOM MH(pOpMAIUKA K MOTPEOHOCTSAM IIE€JIEBON ayAUTOpUHU (HAmpuMep, BHIOOD sI3bIKA, BHAA
M300pakeHUM, auarpaMM WJIHM JPYroro rpaduveckoro COMPOBOXKICHHUS 00pa30BaTENbHOTO
uHcTpyMeHTa). C 1eNbi0 ONTUMU3AINH PE3YJIbTATOB BHIMOIHEHHUS 00pa30BaTEIbHBIX MPOrpaMM
clieyeT o00ecneunTh TMpeABAPUTEIHLHOE TECTUPOBAHHME HCIOJIb3YEMBIX 00pa30oBaTeIbHBIX
MHCTPYMEHTOB Ha IIEJIEBON ayTUTOPUH.

934. Conepxanue IOOBIX 00pa30BATENbHBIX MAaTEPUATIOB JOJKHO OBITH MOJHOCTHIO
COTJIaCOBAHO C OJOOPEHHOW YIOJIHOMOYEHHBIMH OpraHaMH WH(pOpMalMed Ha JEKapCTBEHHBIN
npenapar (oOmas XapakTepUCTHUKa JIGKAPCTBEHHOTO IIpernapara WIM HHCTPYKLUHUS IO
MEAUIIMHCKOMY IpuMeHeHuto). O0pa3oBaTenbHble MaTEpUaIbl MOTYT CIYKUTh JOMOJIHEHUEM K
0J0OOpPEHHOW YMOJIHOMOYEHHBIMU OpraHaMu HH(OpMaluM Ha JEKapCTBEHHBIM Ipemnapar.
OObpazoBaTenbHble MaTepHUaibl HE JOJDKHBI COJEpPXKaTh AJIEMEHTHl peKJIaMbl (MpsSMble WU
3aByallupOBaHHbIC (HAaNpUMEp, JIOTOTUI, XapaKTEpPHBI I[BETOBOM JW3allH MPOAYKTa,
CTUMYJIUPYIONIHE H300paXeHus)), HO JOJDKHBI BKIIOYaTh HHPOPMAIIMIO 110 PUCKaM, CBSI3aHHBIM
C TpPHUMEHEHHEM JIEKapCTBEHHOI'O TMpermapara, W YIpaBICHHE pPUCKAMH, TpPeOyIOIMMU
JIOTIOTHUTEIBHBIX MEP X MUHUMU3ALINU.

935. O0pa3oBarenpHas mporpamMma JO0JDKHA OBITh MOJHOCTBIO OTAENCHAa OT PEKIaMHOM
KaMITaHWUH TI0 JIEKapCTBEHHOMY Tpenapary. He nonmyckaercs uCHob30BaHuE B PEKIaMHbBIX LESIX
KOHTAKTHOM WH(pOpMaluu Bpauyeil M MalMEHTOB, IOJyYEHHOH B pPE3yJibTaTe MPOXOXKICHHS
00pa3oBaTeNbHBIX MPOTPAMM.

936. O0Opa3oBaTenbHble MHCTPYMEHTHI, yKa3aHHbIE B NYyHKTax 937-942 nHacrosmux
[IpaBwi, MOXHO HCIIOJNB30BaTh HWHAMBUAYalIbHO WJIM B KOMIUIEKCE IpH pa3paboTke
00pa3oBaTeNbHBIX MPOrPAMM B HEJIAX JTOTOJIHUTETFHOW MUHUMU3ALUN PUCKA.

4. O0pa3oBaTe/ibHbIe HHCTPYMEHTBI

937. O0pa3oBaTesbHbIe HHCTPYMEHTHI JIOJKHBI UMETh ONPECICHHYIO HAlpaBIEHHOCTh U
BKJTIOYATh B CE0s ONpeeIeHue PUCKA UCXOMAS 3 NMEIOIINXCSl PUCKOB U KOHKPETHBIX JACHCTBUH,
KOTOpBIE JOJKHBI OBITh MPEANPUHSTHI CIEUUATNCTAMUA CUCTEMBl 3IPABOOXPAHEHUS W (WJIH)
MAIMEHTaMH B [EJIIX MUHUMHU3AIIHA TAKUX PHCKOB.

938. CBeneHust B 00pa3oBaTeIbHBIX WHCTPYMEHTAX JOJDKHBI COEpKaTh MH(OopMaIuio 0o
OTIPENICJICHHBIX ~JICHCTBHSIX, HMMEIOIMMX OTHOIIEHHE K crenuudeckuM mpodiiemMaMm 1o
0€30MacHOCTH B OTHOILICHWHM MUHUMH3AIMKA PUCKA, U HE JOJDKHBI COZIEp)KaTh WH(OpPMAIHUIO,
KOTOpasi He UMeeT OTHOIIEHHUs K mpobieme mo Oe3onmacHocTH. CBeneHus B 00pa3oBaTeIbHbIX
MaTepHaiax J0JDKHBI COAEPIKaTh CChUIKY Ha OOIIYI0 XapaKTePUCTUKY JIEKAPCTBEHHOTO Ipernapara
WJIH UHCTPYKIIHIO TTO MEAUIIUHCKOMY IPUMEHEHHUIO.

939. O6pa3oBarenbHbIC HHCTPYMEHTEHI, IPEHA3HAUYCHHBIC JIs1 00eCTIeUeHHs 0€30IaCHOCTH
1 3(G(HEeKTUBHOCTH TPHUMEHEHHs JIEKaPCTBEHHOTO IIperapara W HaJJIeKaIlero YIpaBICHHS
B2XHBIMU PUCKAMU, MOTYT TIPEyCMaTPUBATh:

a) IOPSIOK Ha3HAUCHUS JICKAPCTBEHHOTO Tpernapara, BKIYasi BEIOOp MalueHTa, KOHTPOJIb
Y MOHHUTOPUHT, C [EThI0 MUHIMH3AIUH PUCKOB;

0) pyKOBOZCTBO TIO YINPABICHUIO PUCKAaMH, YKa3aHHBIMH B TIOJIYHKTE «a» HACTOSIIETO
MYHKTa (U1 CHeLUaINCTOB CUCTEMBI 3/[paBOOXPAaHEHUS, MAIIMEHTOB WX JIUL, OCYIIECTBIISIONINX
YXO/JI 332 HUMH);

B) PYKOBOJICTBO 110 TIPEACTABJICHUIO HWH(POPMALMU O BBIBICHHBIX HEXeIaTeIbHBIX
PEaKIHsIX, MPEICTABIISIONINX 0COOBI HHTEPEC IS XapaKTEPUCTUKH PHUCKA.
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O0pa3oBaTe/IbHbIe HHCTPYMEHTBI HJIH MeTOAbI, MPUMeHsieMble /Il CIIeHATUCTOB
CHCTEeMBI 3IPaBOOXPaHEHHS

940. llenpro mpuMeHeHHUsT 00pa30BaTEIBLHOTO WHCTPYMEHTA JJIS CHCIIHATMCTOB CHUCTEMBI
3IpaBOOXPAHEHUS SBISETCS MPEACTaBICHUE UMEIONINX OTHOIICHHE K PUCKY PEKOMEHIAIUi 10
MPUMEHCHHUIO, ¥ (WJU) TPOTUBOMOKA3aHWH, M (WIM) TNPEIOCTEPEIKECHUM, CBSI3aHHBIX C
MPUMEHEHHEM JIEKAPCTBEHHOI'O TMpemapara, a TakkKe CO CHeHu(PUUYECKUMH pPUCKAMH,
TpeOyIOUMMH PUMEHEHHS TOTIOTHUTENBHBIX MEP MUHUMU3ALIUN PUCKA, BKIIIOYAs:

a) BEIOOD MAIMEHTOB;

0) METOUKY JICYCHHUSI, PEXKUM JJO3UPOBAHUS, KOHTPOJIb U MOHUTOPUHT;

B) CHCMANIbHBIC aIMUHUCTPATUBHBIC MTPOLICAYPHI MIIH OTIYCK JIEKAPCTBEHHOT'O MIPErapara;

T) IeTanbHas nH(popMaIys, KOTOPYIO HEOOXOIMMO MPEICTaBUTh MAI[ACHTaM.

941. Beibop ¢opmara 00pa30BaTEIbHOTO MHCTPYMEHTAa WJIM METOAa 3aBHCHUT OT
npenacrapisieMoid uHpopMmanuu. Eciu HeoOX0IMMO COBEPUIMTH ONPEIeIEHHOE KOJIUYECTBO
JEHCTBHI TIepe]l BBIMUCKON pelenTa WHANBUAYATbHOMY MalMeHTY, TO MOAXOASIIAM (GOopMaTOM
MOXET OBITh KOHTPOJIBHBINA JUCT. DOopMaT B BUIE OPOIIIOPHI MOXKET OBITH OOJIee TOAXOMSIIINM
JUTSL OCO3HAHUS CIICIIUATNCTaAMU KOHKPETHBIX PUCKOB C I[EhI0 PAHHETO BBISBICHUS U YIIPABJICHUS
HEXKENaTeJIbHBIMU ~ peaklUMsIMHM, MpH OSTOM IUIaKaThl MOTYT COJAEpXkaTb NPUMEHUMbIE
TeparneBTHYECKHUE PYKOBOJICTBA UM CXEMEBI ITpHeMa JIKapCTBEHHOTo Tipenapara. Beibop dpopmara
0o0pa30BaTeNbHbIX HHCTPYMEHTOB 3aBUCUT OT HAINPABICHHOCTH, 00beMa HHPOpMAINH, 1IEIeBOI
ayJTMTOPUU U UHBIX (DaKTOPOB.

06p330BaTe.ﬂbHLIe HHCTPYMEHTHI HJIX METO/1bI, IPUMCHACMbBIC 1JIsl MAIIMCHTOB U JIMII,
OCyIIECTBJIAIOIINX YX04 32 HUMH

942. Ob6paszoBarenbHbIC HHCTPYMEHTHI WM METObI, MPUMEHIEMBbIC JJISI TTAIMEHTOB U JIHII,
JOJDKHBI OBITh HAIleNICHbl HAa YJIYYIICHWE MOHMMAHUS TMPHU3HAKOB U CHMIITOMOB, Ha CTaJUU
paHHETO BBISIBICHHUS HEXEIATeIbHBIX PEaKIui, TPeOyIOUUX MPUHITHS JOMOTHUTEIBHBIX MEp
MUHMMH3allUd pHUCKA, a TakXKe ONTUMH3alUU JajbHEWIIero BelaeHus mnamnueHTa. llpu
HEOOXOIMMOCTH 00pa30BaTEbHBIA HMHCTPYMEHT WJIM METOJ MOXKET HCIOJIB30BAThCSA IS
npencTaBicHus MHGOOPMAIIMY U HATTOMUHAHUS MMAIUEHTY O BAXKHBIX JCHCTBHIX (BECHUE 3amucen
10 JO3UPOBAHUIO JIEKAPCTBEHHBIX IMPENapaToB WM JAHMATHOCTUYECKUM MPOIEaypaM, KOTOPHIC
JOJKHBI OBITH 3aPETUCTPUPOBAHBI WU BHITIOJHEHBI MAIIMEHTOM C MOCIEAYIONUM 00CYKICHUEM
CO CHEIUAINCTAaMH CHUCTEMBI 3JI[PaBOOXPAHEHUsS B IEJSIX OOECHeYeHHUs] COOJIIOACHHS JTHOOBIX
3TaroB, HEOOXOAUMBIX 711 () (HEKTUBHOTO MPUMEHEHHS JIEKapCTBEHHOTO Mperapara 1 ap.).

ITamsaTKAa AJ19 DALMEHTAa

943. Llenblo JTaHHOTO WHCTPYMEHTA ABISETCA FapaHTHsI TOTO, YTO HH(OPMAIHUS O TEKyIIeM
JICYCHUW TIallMEHTa W CBSI3aHHBIX C JICYCHHWEM pHCKax (HampuMep, MOTCHIHAIBHBIC
B3alMO/JICICTBUS C APYTMMU JIEKAPCTBEHHBIMHU IperapaTaMiu) BCETAa UMEETCSl B PacIOpsKEHUN
MaryeHTa W JOCTYIHA CHEIHAMCTy CHUCTEMBI 31paBooxpaHeHus. WMHbopmanus I0mKHA
co;[epn(aTL HGOGXOI[HMBIﬁ MUHHUMYM JIA Hepez[aqn KJIFOUCBBIX I/IHCprKI_[I/Iﬁ 110 MUHHUMHU3aAIIUN
puUcka ® HEOOXOOWMBbIE JEUCTBHUS, OOJErdarpIife COCTOSHUE TaIlMeHTa TIPH  JIFOOBIX
0OCTOSITENILCTBAX, B TOM YHCJIE 3KCTPeHHbIX. OAHON U3 KIIIOYEBBIX XapPAKTEPHCTUK JaHHOTO
WHCTPYMEHTA JIOJDKHA OBITh MMOPTATUBHOCTH JIUISI 00CCIICUCHHS Y00CTBA €T0 IMPUMEHEHUSI.

5. IIporpaMMa KOHTPOJIHPYEMOIo 10CTyIa

944. [IporpaMmma KOHTPOJIMPYEMOTrO IOCTYIa COCTOUT U3 MIEPEUHSI MEP, HAMPABICHHBIX HA
KOHTpOJIb JIOCTyNla K JICKapCTBEHHOMY IMpenapary 3a I[peAellaMd YpOBHS KOHTPOJI,
rapaHTUPOBAHHOTO PYTUHHBIMU MepaMu MUHUMH3AIUU PUCKA, TO €CTh PETYISATOPHBIM CTaTyCOM
JeKapcTBeHHOro npenapara. KoHTponupyeMslil JocTyn cleAyeT pacCMaTpyuBaTh B KAUECTBE MEPHI
MUHUMHU3ALUA pPHUCKAa B OTHOLIEHHMH CEpPbE3HOr0 pHCKa (Hampumep, PHUCK pa3BUTHUSA
HEeXeNaTelIbHbIX PEeaKlMi, CO3JAI0NIUX Yrpo3y >KH3HU) IS JIEKApCTBEHHOI'O Mperapara ¢
JI0Ka3aHHOM MOJIb301 (HampuMmep, JIeKapCTBEHHbIE Mpenapathl AJis JIEUSHUS )KU3HEYTpoKaroIen
naToJIorum, Aajsd KOTOpOfI OTCYTCTBYIOT QJIbTCPHATUBHBLIC MCTOJbI JICHCHUA JJIdA HGH@BOﬁ



210
MOMYJISIUN WM TOJATPYNIbl [ENIeBON MOMYJSIMA BBUAY HEdPPEKTUBHOCTH aJbTEPHATUBHBIX
METOJIOB JICYCHHS), KOTOPYIO HEJb3s JOCTHTHYTh ©O€3 MPUMEHEHHs JOMOJHUTEIbHBIX Mep
MUHUMU3ALNUN PUCKOB.

945. MeponpusiTusi, KOTOpbIE JOJKHBI ObITh BHIMOJTHEHBI 10 HA3HAYCHHS U (WJIH) OTITyCKa
JIEKapCTBEHHOI'0 MpernapaTa U (WJIHM) UCIOJIb30BaHUS B NMPOrpaMMe KOHTPOJIUPYEMOIro JOCTyIa,
BBITIOJIHSIIOTCS MHIAMBUIYAJIIbHO WJIM B KOMIUIEKCE C JpyruMu Mmeporpustusmu. K Takum
MEPOIPUATHUIM OTHOCAT B TOM YHCIIE:

a) cienu(UYecKue METOABl KOHTpoNiss U (Wim) OOCHeIoBaHUS MMalueHTa IS
MOATBEPK/ICHUSI COOTBETCTBUS MallME€HTa ONpeAeICHHbIM KIMHUYECKUM KPUTEPUSIM Ha3HAuYEHUs
JIEKapCTBEHHOI'O IIpernapara;

0) JOKYMEHTaJlIbHOE MOJTBEPKJICHUE BPAayOM, BBIIMCABUIMM JIEKAPCTBEHHBIN Ipenapar,
(dapmaleBTHUECKUM PabOTHUKOM, OTITYCTUBIINM JIEKAPCTBEHHBIN TIpernapar, u (Win) NaliueHTOM
MOJIy4eHUs W TOHMMaHUs WH(OpMalLUU, coAepKalied OObSICHEHHWE pPHUCKA, COMPSIKEHHOTO C
IIPUMEHEHHUEM JIEKapCTBEHHOT'O penapara;

B) MCMOJIb30BaHUE TOYHBIX MPOLIEAYP MO CUCTEMAaTHYECKOMY MOCIIEAYIONIEMY HaOII0JCHUIO
3a MAIMEeHTOM IOCPEICTBOM PETUCTpali WH(POpPMALMK O HEM B CIELUANbHOHN cucteme coopa
JTAHHBIX (B pETUCTpE MAIMEHTOB) U JIP.;

) OTIYCK (peaJn3aliio) JIEKapCTBEHHBIX MPENaparoB TOJIBKO YEpE3 alTeKH, MMEIOIINe
CHenuajgbHOe pasperieHue (JUIEH3WI0) Ha OTMYCK (pealin3alyio) TaKuX JIEKapCTBEHHBIX
IIpenapaToB.

946. B omnpeneneHHbIX CilydasX B KadeCTBE HMHCTPYMEHTAa KOHTPOJIMPYEMOTrO JO0CTyIa
MPOBOJIATCST  CIIELMANbHBIE METOJbl OOCIEIOBAHUS WM KOHTPOJIb COCTOSIHMS ITallMeHTa
(HampuMmep, KOHTPOJb COCTOSIHUS MallMeHTa, J1a0OpaTOpHBIE MOKa3aTeld WU HWHbIE BUIbI
uccnenoBanus (OKI u np.) 1o neuenus u (wim) B mpoliecce JIeUeHus!, aHAIM3bl (PYHKIUH IEUeHH,
peryysipHble aHaIU3bl KPOBHU, TECT HAa OEPEMEHHOCTh (KOTOPBIM MOXKET SBISATHCS KOMIOHEHTOM
IIPOTpaMMBbl NIPEIOTBpAIEHUs] OepEeMEHHOCTH)). YKa3aHHbIE MEPhI BBOJATCS B ICHCTBUE B IIETAX
o0ecrnieueHrs KOHTPOJIsl B COOTBETCTBUU C O0IIEH XapaKTepUCTUKON JIEKapCTBEHHOTO Mpernapara,
€CIT 3TO SBISETCS KPUTHYECKHM (DAKTOPOM € TOUKH 3PEHHUS COOTHOLICHUS «II0JIb3a — PHCK»
JIEKapCTBEHHOI'O IIpernapara.

6. Jlpyrue Mmepbl MUHUMHU3ALUH PHCKA
KonTtpoaunpyemas cucreMa 1ucTpuObIONNH JIEKAPCTBEHHBIX NIPENapaToB

947. Kontponupyemasi cucteMa JUCTPUOBIOLMU OTHOCUTCS K BHJIaM Mep, HallpaBJICHHBIX
Ha o0ecIieueHHe OTCICKMBAHUS BCEX ITANIOB TPAHCIOPTUPOBAHNUS JIEKAPCTBEHHOTO TIperapara 10
MecTa Ha3HaueHHs U (WIM) OTIYCKa JIEKaPCTBEHHOTO Mpernapara anTeKaMu. 3aKa3bl U OTTPY3KH
JEKapCTBEHHOTO  Tpemapara  OJHUM  WJIM  HECKONIBKUMH  WACHTH(UIMPOBAHHBIMU
TUCTPUOBIOTEpaMU 00JIETYal0T OTCIEKHBAHUE JIEKAPCTBEHHOrO TpenapaTa. Hanpumep, nannble
Mepsl MOTYT OBITh PacCCMOTPEHBI B OTHOLIEHHH TEX JIEKAPCTBEHHBIX IIPENapaToB, KOTOPHIC
KOHTPOJHUPYIOTCS B KQKJOM I'OCYIapCTBE-UIEHE B COOTBETCTBUU CO CBOMM 3aKOHOAATEIbCTBOM,
B IIEJISIX TIPEIOTBPALICHHUS HENPABIIIBHOTO YIOTPEOICHUS U 370yTTOTPEOJICHHS JIeKapCTBCHHBIMU
npernaparam.

IIporpamma o npeaoTBpameHnI0 0epeMeHHOCTH

948. IIporpaMMma 1o mpeaoTBPAIIEHHUI0 OEPEMEHHOCTH MPEACTABISET COOON COBOKYITHOCTh
Mep, HaIlpaBJICHHbIX Ha MHUHUMH3ALMIO PUCKAa BO3JIEHCTBUS JIEKApPCTBEHHOTO IIpernapara ¢
W3BECTHBIM WJIM TIOTCHIMATBHBIM TEPAaTOTEHHBIM BO3JCHCTBHEM Ha IUIOJ B IEPHOJ
6epemenHocTu. J[aHHas mporpaMmMa J0bKHA 0OecreynBaTh BHEAPEHHUE Y MallMEHTOB JKEHCKOIO
MoJia TAKOTO MEXaHW3Ma KOHTPOJIISA, KOTOPHIH MO3BOJSET TapaHTUPOBATh, YTO JIEKAPCTBEHHBIN
npenapar He OyJeT Ha3Ha4YeH B TEPHOJ] OCPEMEHHOCTH M OEpEeMEHHOCTh HE HACTYIUT Ha
MPOTSHKEHUH Kypca JeueHus U (WIH) ONPeIeJICHHOTO IPOMEKYTKa BPEMEHHU TIOCTIE IPEKPAIeHUs
tepanuu. [Iporpamma mo npeaoTBpaleHUuI0 OEPEMEHHOCTH TaK)Ke MOXKET OBbITh OPUEHTHPOBaHA
Ha TAIMEHTOB MYXXCKOTO IOJIa B CiIy4ae, €Clid IMPUMEHEHHE JIEKapCTBEHHOrO Tpernapara
OHMOJOTrMYECKUM OTIIOM MOKET UMETh HETaTUBHBIEC TOCIEACTBUS JIJIsl KCX0/1a OEpEMEHHOCTH.
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949. TlporpamMma 10 MPEAOTBPAIICHUIO OEPEMEHHOCTH BKJIIOYACT B Ce0S NMPUMEHECHHE
00pa3oBaTeNbHBIX MHCTPYMEHTOB M COOTBETCTBYIOIIMX HHCTPYMEHTOB KOHTPOJS JOCTyNa K
JIeKapCTBEHHOMY mpemnapary. [lpu maHupoBaHMM TNpOrpaMMbl IO  MPEAOTBPAIICHUIO
O6epeMEeHHOCTH HEOOXOIMMO paccMaTpUBaTh CIEAYIONINE FIEMEHTHI (KaK WHAWBUIYAIbHO, TaK U
B COBOKYITHOCTH):

a) oOpa3oBaTeNbHbIE MHCTPYMEHTHI, HAlpaBlICHHbIE Ha  CICHHUAIUCTOB  CHCTEMBI
3/IpaBOOXPAaHEHUS U MAIMEHTOB, B LIEJIX UHPOPMUPOBAHUS B OTHOLIEHUH TEPAaTOTEHHOTO pUCKa
U COBEpUICHUs HEOOXOIUMBIX ACUCTBUI JUII MUHMMHU3ALUN JAHHOTO PHCKa (PYKOBOJACTBO IO
HCIIOJIb30BaHUI0 OoJiee YeM OJHOr0 MeToja KOHTpPAUeHmIUMU M PYKOBOJACTBO MO MPHUMEHEHHUIO
pPa3IMYHBIX BHUJOB KOHTPAICITHUBHBIX CPEACTB, WHGOpMAaLUs A TMAlMEHTa B OTHOIICHHUH
JUINTEIBHOCTH TEpHoa, B TEUYEHHE KOTOPOro cjeayeT wu30eratb OEpeMEeHHOCTH IOCIie
IIPEKPALLEHUS JICUEHUS U IP.);

0) KOHTPOJIMPYEMBII JTOCTYIl Ha STale Ha3HAu€HUs JICKApPCTBEHHOTO Ipernapara WU ero
OTITyCKa ¢ 00ecreueHUEeM BBIMIOJHEHHS TeCTa Ha OEpEeMEHHOCTh M KOHTPOJIEM OTPHUIATEIbHBIX
pe3yNbTaTOB MEIUWLUMHCKUM U (apMaleBTUYECKUM pPAOOTHUKOM TMepe] Ha3HAUeHHEM WU
OTITyCKOM JIEKapCTBEHHOI'O IIpernapara;

B) OTpaHWYEHUE MAKCUMAIBHOTO CpoKa JercTBus penenta (30 kKalleHIapHbIX JHEN);

I') KOHCYJIbTUPOBAHHE B Cllydyae HE3alJIaHUPOBAHHOW OEpEMEHHOCTH M OIEHKa MCXOfa
CITy4aitHOM OEpEMEHHOCTH.

950. Cnenyer Takke pacCMOTPETH LIEIecO00pa3HOCTh pa3pabOTKH U BHEIPEHUS PErucTpa
OepeMEeHHBIX JIsl pErUCTPaLUK JaHHBIX IO BCEM MallMeHTaM, KOTOpbIe 3a0epeMeHeNH B Ipoliecce
JICUEHHsI UJTM B COOTBETCTBYIOIIMN NIEPHOJT BPEMEHH C MOMEHTAa OKOHUYAHUSI JIeUueHHs! (Hampumep,
B TeueHne 3 MecsueB). Mcmonb3oBaHme MHCTpyMEHTAa CHCTEMHOTO cOopa HMH(pOpMaHuH II0
cllydasiM M HcXoJaM OEpeMEHHOCTH CIIocoOCTBYeT cOopy uHpopmauuu o0 3pQekTuBHOCTH
BBITIOJIHSIEMOW TIPOTpaMMBbl 110 TMPEJOTBPAIICHUIO OEPEMEHHOCTH M cOopy WHpopManuu 1o
XapaKTepUCTHKE PUCKa, B 0COOCHHOCTH Ha HAYaJIbHOM ITOCTPETUCTPAIIMIOHHOM JTare (TO eCTh Ha
TOM 3Tare, KOrjia UMEIOTCS CYIIECTBEHHbIE OTPAaHUYEHUS 00 OTCYTCTBHE JTaHHBIX MO UCXOAaM
OEpEeMEHHOCTH).

HemnocpencrBenHoe o0paiieHne K CenuaancTaM CHCTEMbI 31PaBOOXPaHeHHs

951. HemocpencTBeHHOe oOOparieHue K CIEHUATUCTaM CHCTEMBI 3]IPaBOOXPAHCHHMS,
yKazaHHOoe B MNOyHKTe 866 Hactogmmx [IpaBui, BBIMOJHSETCS B UEIAX MHUHUMHU3AIUU
ONPEIETICHHBIX PUCKOB U (WJIM) CHMDKEHUS TSYKECTH HEXKENATENbHBIX PEaKIUi JeKapCTBEHHOIO
npemnapara, ykazauHbix B pazaene X1 nacrosmux [Ipasu.

7. BHeagpeHHe Mep MUHUMH3ALHU PUCKOB

952. JlonoyiHUTENbHBIE MEPHl MUHUMH3AIMK PUCKA MOTYT BKJIIOYATh B ceOs1 mpruMeHeHue |
HJIN HCCKOJIBKUX MCP, KOTOPBIC JOJIKHBI BHCAPATHCSA U BBIIIOJIHATHCA B paMKax OHp@I[GJIGHHOfI
ueneBor aynuropuu. Hanmexarnee BHUMaHHUE JODKHO YIENSTHCS KaK BPEMEHHBIM paMKaM U
PEryJsipHOCTH pCajindalilui MCP MHUHHUMU3AIMU PUCKA, TAK U INpoHCAypaM, HAIIPABJICHHBIM Ha
JTIOCTHKEHHE 1IeJIEN B paMKax LeJIeBoM aynutopuu. Hampumep, 0JHOKpAaTHOE pacpoCTpaHEHHE
06pa30BaTeJII>HBIX HHCTPYMCHTOB MOKET 6BITI> HEAOCTAaTOYHBIM JJISL O6€CHG‘IGHI/I$I
MHQOPMHUPOBAHMSI BCEX MEIULUUHCKUX PpPa0OTHUKOB, TOTEHIHAIBHO  BBIMHCHIBAIOIINX
JEKapCTBeHHBIN TMpenapar, W (WiIM) NoTpeOuTeNnell, B TOM YHCIE HOBBIX MEIUITMHCKUX
paboTHUKOB U moTpeOuTeneil. MokeT BO3HHUKHYTb HEOOXOAWMOCTh B JIOTIOJHUTEIHEHOM
pacrpocTpaHeHHH 00pa30BaTEIbHBIX HHCTPYMEHTOB MIIM METOJIOB IIPOTPAMM I10 PeaTn3aiuy Mep
MUHUMU3ALMM pucKa. Hazanmexamiee BHHMaHHE JOJDKHO YIENsAThesl oOmeMmy Qopmary
06pa30BaTeJII>HBIX HHCTPYMCHTOB HUJIM IPOTpaMM JJId O6€CHG‘IGHI/I$I YETKOI'O OTJINYUA OT HOCAIIINX
peKiIamMHbI XapakTep MarepuainoB. [locKonbKy Mephl MUHUMHU3ALMK PHUCKAa HaIlpaBJIEHbl Ha
pa3iauyYHbIE LENIM, HEKOTOpPblE MEpPHl (HAaIpUMep, NaMATKH, IMPOrpamMMbl KOHTPOJIUPYEMOTO
JOCTyTa U MPOrpaMMBbl 10 NMPEAOTBPAILEHUI0 OEPEMEHHOCTH) JOKHBI B OOJIBIIMHCTBE CITy4acB
COMPOBOXKATh JalibHEIlee MPUMEHEHUE JIEKAPCTBEHHOIO MpernapaTa, B TO BpeMsl KaK JIpyrue
(Hampumep, HEMOCPEACTBEHHOE HH(POPMHUPOBAHUE CIIELUATNCTOB CUCTEMBI 3[PaBOOXPAHEHUS U
o0pa3zoBaTenbHbIE MaTepHalbl) MOTYT HE OTPEOOBATHCS HA MOCIEAYIONUX dTanax NPUMEHEHUS
JIeKapCcTBeHHOro mpemnapaTta. OO0CHOBaHHOCTh BBIOOpa Ka)kIO0M Mephl MUHHMHU3ALUU PHUCKA U
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HEOOXOUMOCTh €€ pealu3alui Ha MOCIEAYIOUUX JdTalax IPUMEHEHUs JIEKapCTBEHHOIO
npenapara noJjiexxar pacCMOTPEHHIO, OIIEHKE U OTPaKCHHIO B IUIAHE YIPABJICHHUS PUCKAMU Ha
JTarfe Mojayd Ha perucTpaiuio JieKapcTBeHHOro npenaparta. [Ipencrasnenne oOpa3zoBaTeNbHbBIX
MarepuaioB JJsi COTJIACOBAaHUS B YIOJHOMOYEHHBI OpraH TOCyAapCTBa-wieHa JO0JHKHO
OCYIIECTBIISTHCS OTHEIBHO OT PaclHpoOCTPaHEHUS pEKJIaMHOrO0 Marepuala, IpU 3TOM B
COIMPOBOUTEIILHOM MHUCHME JTOJKHO OBITh 0003HAUEHO, SBJISIOTCS JIM MaTepHAlbl PEKIAMHBIMU
win obpaszoBarenbHbIMU. OOpa3oBaTeNbHbIE MaTEPHUAIIB CIEIYET PaCHpPOCTPAHATh OTIAEIBHO OT
PEKJIaMHBIX MaTEepUAIOB C YKa3aHUEM, YTO OHU HE SBJSIOTCS PEKJIAMHBIMH. MeXaHH3MBI
o0ecrnieueHrs KadyecTBa JOJDKHBI TapaHTHPOBAaTh, YTO MMEIOIIMECS CHUCTEMbI PacCHpOCTpaHEHUs
COOTBETCTBYIOT LI€JIM MPUMEHEHHS] MEPhl MUHUMHU3AIUU PUCKA, SIBIISIOTCS KOHTPOJIUPYEMBIMU U
MO/IBEPraloTCsl ayAUTy.

8. Ouenka 3¢p(peKTHBHOCTH Mep MUHUMHU3ALUH PHCKA

953. Onenka 3(PEKTUBHOCTH MEp MUHHUMM3AIMU PHUCKA SBIACTCS HEOOXOIUMOUN IS
yCcTaHOBIEHUS 3(PGEKTUBHOCTH MPUMEHEHHS MEp MUHUMH3AIUU PUCKA, BBISBICHHS MPUYHH
Her(p(HEKTUBHOCTH, a TAKKE HEOOXOAUMOCTH BBITIOJIHEHUSI KOPPEKTUPYIOIUX AeicTBuil. OLeHka
3¢ (HEKTHBHOCTH MEp BBIMOTHICTCS B OTHOIICHUH KaXI0H MEPBI U JIJIsl TPOrPaMMbl MUHUMHU3ALIUN
PHUCKOB B IIEJIOM.

954. Bpems otieHkH 3()(PEKTUBHOCTH MEp MUHUMU3ALMN PUCKA JOJKHO OBITh TIATEILHO
CIUTAaHMPOBAHO B paMKax IJlaHa yMpaBJIeHUS PUCKAMHU /10 Hayajla BBINOJIHEHHS] MEp C YYETOM
BPEMEHH, HEOOXOAMMOrO [UIsi Hadaja BBHIMOJTHEHHWS MEp MHHHMH3AIMH pPHUCKA, O0HEMOB
MCIIOJIb30BAaHUS JIEKAPCTBEHHOTO Mpernapara CUCTEMOM 3/IpaBOOXpAaHEHUS U UHBIX (PaKTOPOB,
OKa3bIBAIOIINX BIUSHUE HA CPOKH BHITIOTHEHUS 3aIUTAHUPOBAHHBIX MEPOTIPUSITHIA.

955. Cnenyer crutaHUpOBaTh MPOBEACHUE MTEPHOANIECKOT0 0030pa 3P PEKTUBHOCTH OJTHOTO
WJIM HECKOJIBKUX WHCTPYMEHTOB WJIHM MTPOTPaMMbl MUHUMHU3AIMK PUCKOB B 1eioM. [IpuMensitoTces
CIIEyIOIINE KOHTPOJIbHBIE TOYKU OLEHKU 3(PPEeKTUBHOCTH, HMEIOIIME 0cOo00€ 3HAYCHHE MpU
OIICHKE BBITIOJIHEHUS YKa3aHHOW MTPOTPaMMBI:

a) MocJie HayaJjla BBIMOJHEHUSI TPOrpaMMbl MUHUMH3ALUU PUCKOB (HAIIpUMEP, B TEUEHUE
12-18 mecsneB) B memsix obecredeHUs: BO3MOXKHOCTH BHECEHHS HM3MEHEHHUH B Iporpammy
MUHUMU3ALNUN PUCKA, B CIIy4yae HEOOXOAUMOCTH;

0) Ha 0JTame BBIMOJTHEHUS OIEHKA TOATBEPXKACHUS PErHCTPAIli JIEKAPCTBEHHOTO
npernapara.

956. Ouenka >p¢HEKTUBHOCTH MEpP MHUHUMH3AIMKU PHUCKA HA BCEX 3Talax BBITOJHEHHS
BKJIIOYaeT B ce0s Takke YCTaHOBJIEHHE HEOOXOAMMOCTH JalbHEUIIEro NpPUMEHEHUs
JOTIOTHUTEIHHONU MEPhl MUHIUMH3AIUHN PUCKA.

957. Onenka »Gh@eKTHBHOCTH Mep MHUHHUMH3AIMU pPUCKA JIOJDKHA paccMaTpUBaTh
pa3IUYHbBIC aCMEKTHl BBIMOJHIEMON Mepbl MUHUMHU3AIMHM PHUCKA: Mpolecc (TO eCTh CTENeHb
BBITIOJTHEHUS 3alUITAHUPOBAHHON MPOrPaMMBbI), €€ BO3/CICTBHE HAa OCBEIOMJICHHOCTH LEIE€BON
ayJIMTOPUH, U3MEHEHUS B TIOBEJICHUHU ATOU IEJIEBOI ayIMTOPUH, a TAKXKE Pe3yabTaT (HACKOIbKO
ObUTM JOCTUTHYTHI LEIHM MHHMUMH3auu pucka). [Ipum pa3paboTke cTpaTerud OLEHKU
OTIPEICTISIOTCS ACMIEKTHI MPOIlecca BBITIOTHEHUS TUIaHa MUHUMU3AIUK PUCKOB (Jlajiee — mpoIiece)
U JIOCTUTHYTBIX PE3yJIbTaTOB, KOTOpPbIE MOTYT OBITH MpPaBWJIBHO H3MEpPEHbl BO H30EKaHUE
MOJTyYEHHUsI HETOUHBIX WJIM BBOJSIINX B 3a0ITyK/I€HUE JAHHBIX TUOO YpEe3MEPHOT0 0OpeMeHeHUs
CUCTEMBI 3/IpaBOOXPAHEHUS WU JPYTHMX CTOPOH, BOBJICUEHHBIX B MPOIECC BBHIMOIHEHUS] MEPbI
MUHUMHU3ALUNA PUCKA. Bpemsi OLIEHKH KaXIO0ro KOMIOHEHTa 3(()EKTHMBHOCTH BBHITOTHSIEMOU
aKTUBHOHM MEpbI, a TaKXe YCTAaHOBJIEHUS MPaBUIbHBIX TOKa3aTesield, HA OCHOBAaHUU KOTOPBIX
orieHuBaeTcss 3PPEKTUBHOCTh MHCTPYMEHTAa MHUHUMHU3AIMHU PUCKA, JOJDKHO OBITH TIIATEIHHO
PaccMOTPEHO Jep)KaTelaeM PEerucTPallMOHHOTO YAOCTOBEpEHUS M CIUIAaHMPOBAHO A0 Hauaia
BBHITIOJTHEHUST MEp MUHUMU3AIIUU PUCKA.

958. lns onenku 3(PEKTUBHOCTH MEpP MHUHUMHU3AIMU PHUCKA CIIEIYyEeT HCIOJb30BaTh 2
IpYIIIBI IIOKa3aTelen:

a) MoKasaTeju mpoliiecca;

0) mokasarenu pe3ysbTara.

959. Tlokazarenu mporecca HEOOXOIUMBI NIl YCTAHOBJICHUS TOJIOKUTEIBHOW JUHAMUKH
BBITIOJTHEHUS BCEX ATAIOB MEP MUHUMU3AIMY pUcKa. [laHHas Tpymma J0KHA 00€CTIeYUTh OIICHKY
CTETeHU BBIMOJIHEHUSI 3allJIAaHUPOBAHHOW IPOrpaMMbl M JOCTHXKEHHE TpeOyemMoro BIMSHHS Ha
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MOBE/ICHUE WIN JeHCTBUS LiejeBoi aynuTopuu. [lokasaTenu BBIMOIHEHUS MPOrPaMMBbl JOJKHBI
OBITH OIpeNeNIeHbl 3apaHee W OTCICKUBATHCS HA MPOTSDKEHUHM BBIMOJHEHHUS MPOTPaMMBI.
[ToydyeHHbIe JAHHBIE U OMBIT MOTYT OBITh MCIOJB30BaHBI JJI ONTUMHU3ALUN KOPPEKTUPYIOIINX
JeWCTBUH B cilydae X Heo0xoauMocTu. OleHKa BBITOIHEHUS MPOLEcca TAKKe MOXKET YIyUIIUTh
MMOHMMAaHHUE MPOLIECCOB U MPUYUHHBIX MEXAaHU3MOB, B CHUJIY KOTOPBIX JONOJHHUTENIbHbIE MEPHI
MUHUMM3ALUM PUCKAa TO3BOJMIM WM HE TO3BOJIMIN JOOHMTHCS JKEJIAEMOTO KOHTPOJIA
cnenu(uIecKux puckoB.

960. ITokazarenu pesyibraTta oOecreunBaioT OOLIYIO0 OIIEHKY CTEIEHH KOHTpPOJIS PHCKa,
JOCTUTHYTOTO TOCPEICTBOM BHEIPEHHs] Mep MHUHUMH3alUMu pucka. Hampumep, ecnu Lembio
NPUHATUS ONEPATUBHOM MEpHl SBISIETCS CHIDKEHHE YacTOThl W (MJIM) CTENEHU TSHKECTH
HEXeIaTeIbHOW peaKIy, KOHEYHBIA KPUTEPUN OIEHKH pe3yJsibTaTta OyaeT MpUBs3aH K JaHHOU
LIEJIH.

961. Ilpu 060CHOBAaHHOI HEBO3MOKHOCTH BBITTOJTHEHUS OLICHKH MMOKa3aTeIe Pe3yIbTaToB
(HarpuMep, HEOOOCHOBAHHO OOJIBIIOE KOJMYECTBO MAIMEHTOB, MOJIBEPKEHHBIX PHUCKY, OYECHb
peAKue HexelaTelbHbIe SIBICHU), TOMYCKaeTCs pU olleHKe 3 (HEKTUBHOCTH MEp MUHUMU3AINH
pHUCKa OCHOBBIBaThCSI HA MHTEPIPETALMM TTOKa3aTeleil nmpouecca, KOTopasi HOCUT JOCTOBEPHBIN
XapakTep.

962. Ilo pe3ynbpTaTaM NpoBEJCHUS MPOLETYPHI OLICHKH 3 (HEKTUBHOCTH MEp MUHUMHU3AIIH
pHUCKa JieJaeTcs BbIBOJI O BO3MOXKHOCTH JAIbHEUIIETO BBHIOJHEHUS MEphl MUHUMU3ALUN PUCKA
06e3 wu3MeHeHMi 100 0 HeoOxoaumoctu ee wu3MeHeHus. OrneHka >PQPEKTUBHOCTH MeEp
MUHUMU3ALANA PUCKA MOXET CBUJIETENICTBOBATH O TOM, YTO AESTEIHLHOCTh MO MHUHHMHU3ALUU
pHCKa SIBIISICTCSI HEJJOCTATOYHOM M TOJDKHA OBITH yCHIIeHa (ITOCPEICTBOM BHECCHUS MU3MEHEHH B
MPEIOCTEPEKEHUSI WM PEKOMEHIallMU B 00Iel XapaKTepUCTHKE JIEKApCTBEHHOTO IMpernapaTa u
UHCTPYKLMN 10 MEIUIMHCKOMY IPUMEHEHUIO, YJIYyYIIEHUS YETKOCTH pPEKOMEHAAlHUd II0
MUHUMU3ALNUN pUCKA U (WJIM) C TIOMOIIbIO MOAKIIIOUEHUS TOTOJHUTEIbHBIX HHCTPYMEHTOB IO
MUHUMU3ALNN PUCKA WM YJIyYIIEHUS CYLIECTBYIOIUX U Ap.). MHBIM pe3yapTaToM IpOoLEeaypsl
OLICHKM MOXET CTaTh BBISBICHHE HECOOTBETCTBUS MEp MHMHMMM3AIMKM pucKa Jub0 dakrta
OTCYTCTBHUSI B MpOILEAype OLIEHKU TpeOyeMol HampaBICHHOCTH, B CBA3M C YEM MOXKET OBITh
YMEHBIIIEH 00beM padoT MO MporpaMMe I PACCMOTPEHO €€ YMpoIleHHe (YMEHBIIEHUE YUCiIa
MHCTPYMEHTOB, UM METOJ0B MUHUMU3ALUK PUCKA, WIN PETYJIIPHOCTH BBIIIOJHEHUS OTIAEIIBHBIX
Mep MUHHUMHU3AIMK PUCKA JINOO HUCKIIIOUEHUE YACTH Pean3yeMbIX MEPOIPHUSITHH, Ui KOTOPHIX
IIPOJEMOHCTPUPOBAHO, YTO OHU HE BHOCAT 3HAUYMMBIN BKJIaJ B MUHUMU3ALUIO PUCKA).

963. B nomonHeHWE K oreHKe d(OPEKTUBHOCTH MEP MUHHMH3AIMK PUCKA B YIPABICHUH
npobiaeMaMu, CBA3aHHBIMU € 0€30MaCHOCTHIO, TAKKE BAYKHO OL[CHUTh, MOYKET JIU JOTIOJIHUTEIbHAS
Mepa MHHMMM3AIMM pUCKA HMETh HEINpelIHaMEpeHHblEe (HETaTUBHBIC) MOCIEACTBUS s
paccMaTpuBaeMoi MpoOJIeMBbl 30POBbSl HACENIEHUS Ha OMMKaWIIMKA MEepHoa M B MEPCIEKTUBE.
[Ipumepsl HEmpeTHAMEPEHHBIX MOCIEACTBUN BKIIOYAIOT B ce0s HEOOOCHOBAHHYIO NEPErPy3Ky
CHUCTEMBl  3pAaBOOXpPAHEHMS, IMPUOCTAHOBKY IIPUMEHEHUs JIEKAPCTBEHHOI'O IIpernapara
ManueHTaMu, B TOM YHUCJIE B CIy4asX IOJIOKHTEILHOTO COOTHOUICHMS «I10JIb3a — PUCK» IS
JTAHHBIX MALUEHTOB.

964. UccnenoBanus 1o oreHke 3((PEKTUBHOCTH MEp YNPABJICHHUS PUCKAMH SIBIISTFOTCS
MOCTPETUCTPALIMOHHBIMH UCCIICAOBAaHUAMH 110 Oe3onacHocTU. Takum 00pa3oM, Mpu MPOBEICHUH
UCCJIEIOBaHMS C LIETBI0 OICHKM MoKa3aTeseld MOBEACHUS WU Oe30MacCHOCTU JOJIKHO OBITh
o0ecreYeHo BBIIIOJTHEHNE TPEOOBAHHM K TOCTPETUCTPAILIMIOHHBIM HCCIIEIOBAHUSAM O€30MaCHOCTH,
ompeaesnsieMbix B paznene X Hacroamux [lpaBun. [laHHOE€ pyKOBOJACTBO HE MPUMEHSIETCS K
M3MEPEHUI0 MPOCTHIX TMOKa3aTeNnel mpouecca (Hampumep, pacipocTpaHeHne nH(OpMaIMOHHBIX
MHCTPYMEHTOB, COJAEp)KAIlMX Mephl MHUHUMHU3ALMM pHUCKAa B ILeleBod mnomyisaiuu). B
COOTBETCTBYIOLIUX CIy4asiX MOTYT OBITh MCIOJIB30BaHBI METOI0JIOTUYECKUE CTAaHAAPThHI OLIEHKU
UCCIIeIOBaHMM B (papMaKOIHIEMUOIOTHUH.

Ouenka nmokasareJieil mpouecca

965. Ilokazarenu mporiecca OCHOBBIBAIOTCS HA MapaMeTpax OIEHKH 00beMa BBIMOJTHEHUS
M3HAYaJIbHOM MporpaMMbl M (WJIM) U3MEHEHHH B Tipoliecc ee BhimonHeHus. [loka3aTenu nporecca
JOJDKHBI JIOTIOJIHATh, a HE 3aMEINaTh OLEHKY JOCTMIKCHMS HAMEUEHHBIX LEJICH IOCPEACTBOM
peaM3anuy MEp MUHUMU3ALMK pUcKa (IloKa3aTenu pesyibTaTta). B 3aBucuMocTH OT Xapakrepa
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aKTHUBHBIX MEp pasiIHyYHBbIC IMOKA3aTeNId IMPOIecCa MOTYT OBITH OMpENeNICHBI ISl OIEHKH HX
3¢ (HeKTHBHOCTH.

JocTukeHue 1mesieBOM MOMYJISI AN

966. Eciu Mepbl MMHUMHU3AIIMM PUCKA 3aKJIIOYAIOTCS B MPEIOCTABICHUU MH(OpMAIMH U
PYKOBOJICTB JUIsl CHELIMAIMCTOB CHUCTEMBI 3/IpABOOXPAaHEHMs U (WMJIM) MALMEHTOB MOCPEICTBOM
NpeJOCTaBIeHUsT  00pa30BaTENbHBIX ~ WHCTPYMEHTOB,  HCHOJB3YIOTCS  MEpBl  OIICHKH
pacrpocTpaHeHHsl UH(pOpMAaLMK Ul NOJy4YeHHUs 0a30BbIX JAHHBIX IO BBINOJIHEHUIO. [/laHHbIE
MOKa3aTeau JOJKHBI OBITh OpPUEHTHPOBAHBI HA OLEHKY MPEIOCTABICHUS HCIOIb3yEMOTr0
MHCTPYMEHTA /1711 LIeJIEBOH MOMYJISILMU U OLIEHKY (DAaKTHYECKOT0 OJIYUYEHHs MaTEepUaJIOB LIEJIEBOU
MIOIYJIALIEH.

OneHKa KIMHUYECKUX 3HAHUN

967. B mnemsx OLEHKHM OCBEJOMJICHHOCTH II€JICBOM MOMYJSIMU M YPOBHA 3HAHHM,
MIOJyYEHHBIX IIOCPEACTBOM HPHUMEHEHHMs OO0pa30oBaTElIbHBIX HWHCTPYMEHTOB M (MIHM) C
UCIOJIB30BAHUEM JIDYTHX METOJ0B NPEIOCTaBICHUS HH(YOpPMALUH, MPUMEHSIOTCS Hay4HbIE
METObl AHATUTUYECKUX OIIPOCOB.

968. AHanuTHYeCKHid OMPOC OOBIYHO BKIIIOYAET B ce0si OCHOBHBIE CTaHIApTHBIE BOMPOCHI,
OTBETHI HA KOTOPBIE JONYCKAEeTCs MPEACTABIATH IO TeleOHyY, B IMYHOM Oeceie WU OTIPaBIATh
no noute (3MeKTpoHHOH moure). [IpoBeeHne aHaNTUTUYECKUX OMPOCOB CIEAYET OCYIIECTBIATh
PETryJISIPHO.

969. Ilogxon, yka3zaHHbIH B yHKTe 968 HacTosmuii [IpaBuit, MoXkeT OBITh alanTHPOBAH JUIS
KOHTpOJII ~OTHOLIEHMs K TMpeAjaraeMbiM MepaM M CTENeHHM HMH()OPMUPOBAHHOCTH
pENpe3eHTATUBHBIX TPYII IeEBOW ayAUTOPUHN CHELHMAIMCTOB CUCTEMBI 3paBOOXPAHECHHUS H
(MIM) MALMEHTOB U OCYILECTBIIATHCS C UCIOIB30BAHUEM COOTBETCTBYIOLINX IICUXOMETPHUECKUX
MHCTPYMEHTOB. /)i BBINIOJIHEHHUSI OILICHKH BBILICYKa3aHHBIX MOKa3aTejel clenyeT OnpeaeiIuTh
alleKBaTHBI 00BEM BBIOOPKH, BKJIIOUEHHE B KOTOPYIO BBINOJHAETCS C MCIOJIb30BaHUEM
NPUHIUIIOB paHIoMH3aluuu. lcrmonb30BaHNMe MHULMATHBHBIX TPYNI WM TPYNH MOJACPKKH
MAIMEeHTOB JJs MPOBEIEHHS aHAJMTHUYECKOIO ONpOoca 3HAHUM HE clelyeT NMPUMEHATb BBUIY
HEOOBEKTUBHOTO MPHHIIUIIA CaMOOTOOPA.

970. HeoOxonmuMoO yA€IUTh BHUMAHHUE IIEJsAM aHAJIWTUYECKOTO OIpoca, IuU3aiHy
UCCIIEIOBaHMsI, OOBEMY U PENPE3eHTATUBHOCTH BBIOOPKH, OINEPALMOHHBIM ONpPEACICHUSIM
3aBUCUMBIX M HE3aBHUCHMBIX MEPEMEHHBIX, a TAKXKE CTATUCTHMUYECKOMY aHaiau3y. TIIaTenbHOe
BHUMaHHE JIOJIKHO OBITh TAK)X€e YAEICHO BEIOOPY HanboJiee COOTBETCTBYIOIUX HHCTPYMEHTOB I10
cOOpy TaHHBIX (aHKETHI, OTIPOCHUKH H JIp.).

OueHKa KIHHUYECKUX el CTBUI

971. B nensix npoBeaeHUs1 orieHKA (H(PEKTUBHOCTH 00pa30BaTEIbHBIX JTOMOJHUTEIbHBIX
Mep U (W) UHPOPMALMOHHOTO O0ECIIEUEHUs CIEAYET ONMPEACTUTh HE TOJBKO KIMHUYECKHE
3HaHWS, HO W OCHOBaHHbIE HAa HHUX KJIWMHWYECKHE JICUCTBHUS (HAmMpUMep, Ha3HAUYCHHE
JIEKApCTBEHHOTO Mperapara).

972. UccnenoBanus 1Mo MpUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara ¢ MOMOIIbI BTOPUYHOTO
HUCIIOJIB30BaHUA HOAaHHBIX, yKa3aHHBIX B BHCKTpOHHBIX MCIOUIIUHCKUX KapTax, cnez[yeT
paccMaTpuBaTh Kak IICHHBIM HMHCTPYMEHT JUIsi TIPOBEICHMS KOJIMYECTBEHHOM OIIEHKH
KIIMHUYCCKUX I[GﬁCTBHfI B cnyqae O6CCHC‘I€HI/I$I HaAJICKAIIICTO KOJINYECTBA y‘IaCTHI/IKOB, HGHGBOﬁ
ayTUTOPUU U 0a3bl TaHHBIX.

973. AHanu3 JIMCTOB Ha3HAYEHUS JIEKAPCTBEHHBIX NPENApaToB C yYETOM JAHHBIX JPYIHX
MalUeHTOB (KJIMHUYECKUE, JeMOorpapuyecKue JaHHBICE M JIp.) MOXKET OOECIeYUTh OICHKY
Ha3HA4YCHU S HeKapCTBeHHBIX npenapaTOB, BKJIFO4Yas COBMECCTHOC Ha3HA4YCHUC 2
B3aUMOJICHCTBYIONIUX JICKAPCTBEHHBIX TMPEMApaTOB, COOTBETCTBHUE PEKOMEHIAIUSIM TI0
1abopaTopHOMY MOHUTOPHHTY, a TAKXKE BBIOOP M KOHTPOIb COCTOSIHUS MAIUEHTA.

974. IlpumeHsIsT CTAaTHCTHYECKHUE METOAbl (aHAIM3 JAWHAMUYECKUX PSIOB, aHAIU3bBI
BBDKHMBAEMOCTH, JIOTHCTHYECKAsi PErPeccHs U Ap.) Ul KOTOPTHI MOTpeOuTeneil IeKapcTBEHHBIX
MpenapaToB, MOXHO CJeJaTh OIEHKY pa3JIMYHBIX aCMeKTOB Ha3HAYEHUS WM MPUMEHEHUS
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JIEKApCTBEHHBIX IMPEIMapaToOB, YTO MOXKET MO3BOJUTH BHITIOJIHUTH IMPOTHO3 MUHUMHM3AIIUN PUCKA,
BBIXO/SIIIMKA 32 paMKH HWCKIIOYUTEIIBHO OIMUCAHMS TOJYYCHHBIX Joka3aTenbeTB. Ocoboe
BHHMaHUE JIOJDKHO OBITH YACICHO MPOBEACHUIO U HHTEPIIPETAIIMU PE3yIbTaTOB HCCIICTOBAHUN 110
OLICHKE HCIIOJIb30BAHMS JIEKAPCTBEHHBIX IMpenapaToB B TocydapcTBax-wieHaX, BKJIOYas
PErUCTPAlIMOHHBIN CTATyC JIEKAPCTBEHHOTO Tpernapara M MOPSIOK €ro HazHaueHUs M OTIYCKa,
MOCKOJIbKY TOPSIOK Ha3HAUEHHUsS! JICKAPCTBEHHOI'O IMpenapara MOXET OTpa)XkaTh HE TOJIbKO
nH(pOpMaIIUIO O JICKAPCTBEHHOM IIpenapare W JIIOOYI Mepy MUHUMHU3AIMU PUCKA, HO TaKXKe
PYKOBOJACTBA TOCYAApCTB-YICHOB IO HAa3HAYEHUIO JIEKAPCTBEHHOrO IIperapara, AacleKThl,
CBSA3aHHBIE C CHCTEMOW 3IpaBOOXpaHEHUs, NMPUMEHEHHWEM JIEKApCTBEHHOrO Tperapara Ha
MPAKTUKE W OTPAHHYCHUSMHU BO3MEIEHUS 3aTpaT Ha JiedeHHe. Takoe pa3sHooOpazue CHcTeM
MPEAOCTABICHUS] MEIUIMHCKUX YCIYT B TOCyJapcTBax-wieHaX W 3a HMX MpeaesiaMd MOXKET
SIBJISITBCSL OCHOBAHUEM JIJIsl TIPOBEACHUSI UCCIEAOBAHUS C OJJUHAKOBBIMU LIEJIIMH B HECKOJIBKUX
CTpaHax.

975. UccnenoBaHusi TMOBEACHHS, OCHOBAaHHBIE Ha JAaHHBIX, COOpPaHHBIX B XOJE
QHATTMTUYECKUX OIMPOCOB, JOJKHBI YUUTHIBATHCS MPH OIEHKE KIMHUYECKUX JIEHCTBUM B Cydae
OTCYTCTBHUSI PEBIAYIIUX JAHHBIX.

Ouenka nokasareJsei pe3yJjabTara

976. ITokazareasiMH yCIIEITHOCTH BBIITOJIHEHHUS POTPAMMBI MUHUMU3AIMH PUCKA SIBIISTFOTCS
pe3yabTaThl TOBBIIMICHHUS O€30MaCHOCTH MPUMEHEHHS JIEKApCTBEHHOTO Ipemnapara (4actora u
(Wn) CTeNeHb TSHKECTH HEXKENAaTeNbHBIX PEaKIMi B CBSI3U C BO3JICHCTBHEM JIEKAPCTBEHHOTO
rpenapara Ha MmaiueHTa BHE paMOK HHTEPBEHITMOHHOTO MCCIICIOBAHNSA).

977. Ouenka, OCHOBaHHAs Ha JIAHHBIX MTOKa3aTeJeil YCIENTHOCTH BBITOJHEHUS TPOTPAMMBI
M0 MHUHUMH3AIMK PUCKOB, JOJKHA BKJIIOYATh B CeOsl CPAaBHEHHE SITUJIEMUOJIOTHYCCKUX MEp
YaCTOTHOCTH pe3yJibTara, TaKhe KaK TIOKa3aTellb YacTOThl WJIM KyMYJSTUBHOM YacTOTHI
HEXEIATeIbHOW PEaKIMU, TIONYYCHHBId B pe3yJbTaTe MCCICIOBaHUM O€30MacHOCTH Ha
nocrperucrpaiuoHHoM atamne. Clieaqyer paccMOTPETh MCHOJIb30BAHUE COOTBETCTBYIOIIMX
pe3yIbTAaTOB TOBBIMIEHUS OE30MAaCHOCTH NMPUMEHEHHMsI JIEKAPCTBEHHOTO Ipemnapara (Harmpumep,
CypporatHasi KOHEYHasi TOUYKa UCCIIECOBaHMS (HAIpUMeEp, HaJISKAINi OHoMapKep, B KaueCTBE
3aMEHBI KJIMHUYECKOW KOHEYHOW TOYKH)), €CIM TaKOW IOJXOJ[ CIIOCOOCTBYET BBIMOJHEHUIO
OLIEHKH 3()PEKTUBHOCTH PEATU3YEMBIX MEp MUHUMHU3AILIUN PHUCKA.

978. B CcOOTBETCTBHMU C JIIOOBIM TIOAXOJAOM HAy4YHbIE W TIPU3HAHHBIC MPUHIUIIBI
AMUAEMHOJIOTHYECKOTO HCCIICIOBAaHUS BCEr/a JIOJDKHBI OBITh PYKOBOJICTBOM Ui OIEHKU
HCIIOJIB3YEMOTO TIOKa3aTelsi KOHEUHOTO pe3ybTara.

979. CnenyeT y4yuThIBaTh CPABHEHHUE YACTOTHI IO U MOCIIC BHIMOTHEHHSI MEp MUHUMHU3AIIUU
pucka. B ciayuae HEBO3MOXXHOCTH MPOBEJCHUS OLICHKH M pacyeTa J0 U MOCIEe BBIMOTHEHUS MEP
(Hampumep, Mepbl MHUHHMH3AIMM pHUCKA OBUIM BBEJCHBI B JEHCTBHE B MOMEHT MONyYEHUs
PErUCTPAIIMOHHOTO YIOCTOBEPEHHMS) TTOKA3aTeNIh YaCTOTHI UCX0/1a, TIOJYYCHHBIA Ha dTare 1mocie
BBITIOTHEHUSI MEp, COOTHOCHUTCS C 3apaHee OmNpeAelieHHbIM pedEepeHTHBIM 3HAYCHHEM,
MOJTYYEHHBIM W3 HAYYHBIX HMCTOYHUKOB, PETPOCIEKTUBHBIX JAHHBIX MEIUIIMHCKUX KapT
MAIMEHTOB, 0XHMIaeMOU YacTOTHI B 00IIel momysinuu (HaOJI01aeMblii aHATU3 B CPABHEHUU C
npeArnojiaraeMbiM U Jp.), M JODKEH YYHUTHIBAaTh BO3MOXHBIA A()(PEKT CTUMYJIMPOBAHUS
PENOPTUPOBAHUS, U3MEHEHUS TOPSIKA OKa3aHUS METUIIMHCKOW TMOMOINM MaryeHTaM M (W)
MEPOTPUSITHI 110 MUHUMHU3AIMKA PUCKA. BBIOOP TpyMIbl CpaBHEHUSI JJOJDKEH OBITh HaIJICKAIIUM
o0pa3oM 000CHOBaH.

980. Metoasl omeHKd A()PEKTUBHOCTH MEp MHHUMHU3AIMU PHUCKAa OJDKHBI  OBITH
COIMOCTaBUMBI ¢ MUHUMH3UPYEMBIMH pucKamu. [IpuMeHeHNe ToKa3aTeNsi CIIOHTAHHOTO (YUCIIO
COOOIICHUH O MOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX 32 YCTAHOBJICHHBINA TIEPHUO]] BPEMEHH )
JIOTTyCKaeTCs MpHU OleHKe 3PPEKTUBHOCTH PYTUHHBIX MEpP MHHHMH3AINH prcka. CIIOHTaHHOE
pENOpTUPOBAHUE CIIEAYyeT paccMaTpuBaTh C OCTOPOXHOCTHIO TPU  OIEHKE YacTOTHI
HEXKENATEbHBIX pPEeaKluid B IEJICBOW MOMYJSAIUU, 32 HCKIIOYCHHEM OCOOBIX 0OCTOSTENHCTB
(HampuMep, 4acToTa HEXKEJATEIBHOTO SIBJICHUS TMPU NMPUMEHEHHH JICKAPCTBEHHOTO Ipemnapara
penkasi, 0a3ucHas 4acToTa B OOMICH MOMYJSIUU HE3HAUMUTENbHAS U CYHIECTBYET BBIPAKCHHAS
B3aUMOCBS3b MEXIY JICUCHHUEM U HEXKEJIaTeILHON peaKiuei).

981.Ilpu Takux OOCTOSTENBCTBAX, KOIJA MpPSIMOE OIpENeIeHUuEe CTENeHH pHUCKa B
paccMaTpuBaeMoOM TPYIINE SIBISETCS MPAKTUYECKH HEOCYIIECTBUMBIM, CIIOHTAHHBIC COOOIICHHS
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MOTJM Obl MO3BOJIUTH CHENaTh MPENINOJIOKEHHE OTHOCHTEIHHO MPUOIM3UTENIBHOTO 3HAuYeHUs
YacTOThl HEXeNaTeJIbHONH pPEaKUWd B TPYIIE MPH YCIOBHH, YTO HEKOTOpbIE OOOCHOBAHHBIC
JaHHBIE MOTYT OBITH MOJYUYEHBI JUISl OLIEHKU MOKa3aTelsisd YPOBHS PENOPTUPOBAHUS B KOHTEKCTE
PUMEHEHHS JICKapCTBEHHOTO MIperapara.

082. XapakTepHble MNOTPEUIHOCTH, KOTOPBIE BIMSIOT Ha YPOBEHb PEMOPTUPOBAHUS B
OTHOIICHUM TMpPEANoJaraeMbIX HEXeJIaTelIbHBIX PEaKIHMid, MOTYT MpPUBECTH K pEe3yJbTaTam,
BBOJSIIMM B 3a0imyxaenue. Hanpumep, BBeieHne mporpaMMbl MUHUMU3ALUK PUCKA, CBA3aHHOTO
c mpobiiemMoli 0e30macHOCTH, BBISBJICHHOM Ha 3Tane MOCTPErMCTPAlMOHHOTO MOHHMTOpPWHTA
JIEKapCTBEHHOI'0 Tpernapara, MOXET CHOCOOCTBOBATH MOBBIIMICHHUIO WH(GOPMHUPOBAHHOCTH B
OTHOIICHHUH OIPECIICHHBIX HEXKENATEIbHBIX PEaKIfii, 4TO B KOHEYHOM CUETE MOXKET IPUBECTH K
MOBBILIECHUIO YPOBHS COOOIICHUS.

983. Ilpu Takux 0OCTOATENHCTBAX AHAIN3 CIOHTAHHOT'O PENOPTUPOBAHUS MOKET IPUBECTH
K OIIMOOYHOMY 3aKJIIOYEHHIO, YTO BMEIATENbCTBO OKa3zajoch Hed(dekTuBHbIM. CHUKEHHBIE
MOKa3aTeIN OTYETHOCTH 32 OIpPEJeICHHBI BPEMEHHOW MPOMEKYTOK MOTYT TaKXe NMPHUBECTU K
OIMMUOOYHOMY 3aKJTFOYSHHIO, YTO BMEIIATEIHCTBO OKa3aJI0Ch 3 (HEKTUBHBIM.

9. Koopaunanus

984. B ciydae HaM4uMs Ha PhIHKE 00JIee OJHOTO JIEKAPCTBEHHOTO MperapaTa ¢ OJJHHAKOBBIM
HGﬁCTBymH{HM BCIICCTBOM HpI/IMeH}IeTC}I e,Z[I/IHBII\/’I IIoAX04 B OTHOIICHUU OOITOJITHUTCIBbHBIX Mep
MUHHMH3AIMA PUCKA, MPEAYCMOTPEHHBIX YIOJHOMOUYEHHBIMU OpraHaMHU TOCYAapCTB-UYJICHOB.
Korna Bo3HuKaeT He0OXOAMMOCTb B KOOPIUHUPYIOIUX ACUCTBUSX, TS TPYIIIBI JIEKApCTBEHHBIX
MpenapaToB JIOJDKEH OBITh BhIPaOOTaH COTJIACOBAHHBIM MOJIXO0JI CO CTOPOHBI YIOJIHOMOYEHHOTO
opraHa rocynapcrBa-wieHa. [Ipm Takux 0OCTOATENbCTBAX MpPEIBApUTENIFHOE IUIAHUPOBAHUE
JOJDKHO o0ecreunuTh, 4ToObl 3((HEKTUBHOCTh MEpP MHUHHUMH3AIMA PUCKA OICHHBANIACh IS
KaKJOTO OTACIBLHOTO JICKApPCTBEHHOTO MperapaTa, a TakXKe IS JICKapCTBEHHBIX MPEnaparoB B
COBOKYITHOCTH.

10. Cuctembl Ka4ecTBAa Mep MUHUMH3ALHMHU PUCKA

985. He cMoTpst Ha TO, YTO B MpOIECCE Pa3padOTKH M OCYIIECTBICHUS MEP MUHHUMHU3AIUH
pucCkKa SaﬂeﬁCTBOBaHBI MHOT'HUC 3KCIICPThI, OTBETCTBCHHOCTDb 3a KAYCCTBO, TOUYHOCTbL U HAYUYHYIO
L[EJIOCTHOCTh TaKWX MEp BO3JIaraeTcs Ha JepiKaTelsi PEerucTPalMOHHOIO YJIOCTOBEPEHUS U
YIOJIHOMOYEHHOE JIUIIO 1O (hapMaKOHAI30pPy JAeprKaTelsl peruCTPAIMOHHOTO YIOCTOBEPECHHUS.

986. lepkaTenb  pErMCTPALIMOHHOTO  YJIOCTOBEPEHHMS HECET OTBETCTBEHHOCTh  3a
OOHOBJICHME IUIaHA YIPABJICHUS pPUCKaMU B CiIy4yae TIOSBJICHHUS HOBOH HH(pOpMaIyH,
COOTBETCTBHE MH(OpPMAIMHK B MaTepHalax M0 MepaM MUHUMHU3ALWU pUCKa U WH(OpMALUU B
o0IIell XapakTEepUCTUKE JIEKAPCTBEHHOI'O Mpenapara W ero WHCTPYKIHHU M0 MEIUIIMHCKOMY
MPUMEHEHHIO, a TaKKe JOJDKEH MPUMEHATh NPUHIMIBI KauyecTBa, yKa3zaHHble B pazzene Il
Hacrosmux IlpaBun. OtciexxuBaeMble BEpCcHU IJIaHA YIPABICHHUS PUCKAMH JOJDKHBI OBITH
nepeiaHbl sl PACCMOTPEHHMSI U ITPOBEICHUS OLIEHKH YIOJTHOMOYEHHBIMU OpraHaMu TOCYy1apCTB-
YJICHOB. I[aHHble AOKYMCHTHBI, IUIaH YHNPABJICHUA PHUCKaMHU W BKJIIIOYCHHBIC B IIJIaH CUCTCMbIL
YIOpPaBJIEHUSI PUCKOM, a TaK)Ke JIOObIe JOKYMEHTBI, COJEp>Kallle Mephbl MUHUMHU3ALUN PHUCKA,
MOTYT NOABCPTraThbCAd ayAUTy UM UHCIICKTUPOBAHUIO.

987. JlepkaTtenb PETHCTPAIIMOHHOTO YIOCTOBEPECHHSI JOJDKEH OO0eCIeunuTh, YTOOBI
MCXAaHU3MbI OTYHCTHOCTHU ITO PE3yJibTaTaM IMPOBCACHUA HCCH@I[OBaHI/Iﬁ WM aHAJIU30B 110 OLICHKE
3¢ (HEeKTUBHOCTH Mep MHUHUMHU3ALMUK pHUCKA TOATBEPKAAIUCH JOKYMEHTalbHO. JlaHHBIE
AOKYMCHTBI MOTYT MOABEPTraThbCAd ayAUTY UIJIN HHCIICKTHPOBAHUIO.

11. OTBeTCTBEHHOCTH YIIOJTHOMOYEHHBIX OPraHOB IOCYAapCTB-4J1€HOB

988. YIIOIHOMOYEHHBIE  OpraHbl I'OCYJapCTB-WIEHOB HECYT OTBETCTBEHHOCTh 34
OCYIIECTBIICHHE JOTOJHUTEIBHBIX MEP MHHHMH3AIUU PUCKA, MPUMEHSEMBIX KaK YCIOBHE IO
6e3onmacHoMy U 3((HEKTUBHOMY HCIIOJIB30BAHHIO JIEKAPCTBEHHOTO Mpenapara. J{omonHuTebHbIe
Mepbl MUHUMH3AIUN PUCKA, YCTAHOBIICHHBIC IS JIGKAPCTBEHHBIX MPETIApaTOB MPU PErUCTpaiu
10 JICLIEHTPAIM30BaHHOM oLy pe WU IPOIeype B3aUMHOI0 TPU3HAHNS, BKIIOYAIOTCS B IJIAH
YIpaBICHNS PUCKAMH U SIBISIOTCSA YCIOBHEM pErucTpanvu. BBeneHne IOMOTHHUTENBHBIX Mep
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MUHUMU3ALUA PUCKA HAa YPOBHE TOCYJIapCTBa-4ieHAa MOXET OCYIIECTBISATHCS C YYETOM
3aKOHOJIATEIbCTBA TOCYAPCTB-WICHOB U OCOOECHHOCTEH CHCTEMBI 3[JpaBOOXpAHEHHUs, HAPUMEP
Mepbl B OTHOUICHHH OIPENIETICHHBIX PUCKOB JOIMYyCKAETCsl PeaIn30BBIBATH C HCIIOJIb30BAHUEM
MHBIX TO/IXOJIOB C YYETOM BO3MOXKHOCTEW CHCTEM 3paBOOXPAHEHMS HAa YPOBHE TOCYJapCTB-
YJICHOB.

989. B oTHOIIEHNHM Mep MUHUMH3AIUU PHUCKA, KOTOPbIE OBLTU BBEIEHBI MOCJE BBIIAYH
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, YMOJHOMOYEHHbBIE OpraHbl TOCYJAapCTB-WICHOB JIOJIKHBI
00ecTeYnTh UX ONEePaTHBHOE PACCMOTPEHUE U COTJIACOBAHHE C JACPIKATEIEM PErUCTPALIHOHHOTO
YAOCTOBEPEHUSI.

990. YriosiHOMOYEHHBIE OpTraHbl TOCYAaPCTB-WICHOB NMPH HEOOXOTUMOCTH MOTYT OKa3aTh
COJICHCTBUE B YHU(DHUKALMU BHEAPSEMBIX JIEP/KATEISIMU PETUCTPALIMOHHBIX YAOCTOBEPEHUN Mep
MUHUMU3ALUNA PUCKA TSI BOCTIPOM3BEIACHHBIX JICKAPCTBEHHBIX MPEMapaToB M OHOAHAIOTOB C
OJIMHAKOBBIM JIEHCTBYIOIIUM BellecTBOM. B ciiyuae He00X0JUMOCTH BBEIEHUS TONOTHUTEIBHBIX
Mep MUHUMH3AIUU PUCKA JJI1 BOCIIPOU3BEACHHBIX JIGKAPCTBEHHBIX MPEMapaToB U OMOAHAIOTOB,
00yCIIOBJIEHHBIX ITpO0JieMaMu, CBSI3aHHBIMU € 0€30MaCHOCTHIO JIEHCTBYIOIIETO BEIIECTBA, MEPHI
MUHUMU3ALUN PUCKA, TMPUMEHSEMbIE K BOCIPOU3BEACHHBIM JIEKAPCTBEHHBIM IMpemnaparam u
OuoaHanoraMm, cieayeT IpPHUBECTH B COOTBETCTBUE C MepaMU MHUHHUMHU3AIMM pUCKA IS
pedepeHTHOro JeKapCcTBEHHOr o npenapata. Ilpu onpeneneHHbIX 00CTOATENbCTBAX B OTHOILICHUH
THOPUAHBIX JIEKAPCTBEHHBIX IpPENaparoB MOTYT MOHAJAO0OUTHCS JOMOJIHUTEIbHBIE MeEpbl
MUHUMHU3AIUNA pPUCKA, KPOME Mep MHHUMH3AIMU PHUCKA, BBOAUMBIX s pedepeHTHOro
JIEKApCTBEHHOT'O TIpernapara (Hampumep, OOYCIOBJICHHBIC Pa3IMUMSIMH B COCTaBe, CIIOCO0E
Ha3HAYEHUS WM MpoOJieMaMyd HECOBMECTUMOCTH). YTIOJTHOMOYEHHBIM OPraHOM TOCYJapcTBa-
YJieHa MOXET OBITh OKa3aHO COJCICTBHE B BEIOOPE KIIFOUEBBIX HHCTPYMEHTOB MEP MUHUMU3ALIUN
pPHUCKa, KOTOpPbIE JOJKHBI OBITH BHEAPEHBI JACPKATEISIMU PETHCTPAIMOHHBIX YIAOCTOBEPEHUN H
JOJKHBI 00€CTIeYUTh JOCTYI K PEKOMEHJAIUsM IOCPEICTBOM pa3MeEIlleHUsl Ha BeO-mopTale ¢
[[eTbI0 00ECTIeYeHHS] TAPMOHU3UPOBAHHOTO MPUMEHEHHUSI MEp MHUHHMH3AIMN PHCKA HA YPOBHE
roCy/1apCTB-YJICHOB.

991. YniosiHOMOYEHHBIE OpraHbl I'OCYJApCTB-UWICHOB JOJDKHBI OOECIEYUTh MPHUMEHEHHE
J000r0 MHCTPYMEHTa WJIM METoJa MO MHMHHUMH3AIMHU PHUCKA. YTOJIHOMOYEHHBIE OpraHbl
rOCyIapCTB-4ICHOB JOJDKHBI COTJIACOBATh C 3asBUTENIEM WM JepKATelleM PEerUCTPAIMOHHOTO
yaocToBepeHusi GopMaT U Cpe/icTBa MHCTPYMEHTOB MJIM METOJI0B MUHUMM3AINK PUCKA, BKIIOYAst
MeYaTHbIC MaTepPHAIIbl, HHTEPHET-TIIATQOPMBI U UHBIC ayINO- U BUJICOCPEICTBA, a TAKXKe rpaduk
BBITIOJTHEHUS OTEPATUBHBIX MEp Tepel] BBIXOJ0M JIEKapCTBEHHOIO IMpernapaTa Ha PHIHOK WUJIM B
Ipyroe BpeMs (B cirydae HEOOXOIUMOCTH).

992. YIOTHOMOYEHHBIA OpraH TOCyJapCTBa-djieHa MPUHUMAET PEIICHHWE B OTHOIICHUHU
BBIOOPA COOTBETCTBYIOIIUX 00Pa30BATEIbHBIX MATEPUATIOB U HHBIX HHCTPYMEHTOB WJIH METO/IOB
110 MUHUMU3ALIUY PUCKA, TIPU 3TOM PEKOMEHIYETCsI COTJIaCOBaHKE YITOJIHOMOUYEHHBIMU OpraHaMu
rOCy/IapCTB-4ICHOB KIIOYEBBIX DJJIEMEHTOB IUIaHA YMPaBICHUS pHUCKaMU. BhIMoTHEHNE
MEpPOMNPUATHIA N0 OLleHKE 3(PPEKTUBHOCTH AOMOJHUTENBHBIX MEp MHUHMMHU3AIMH PUCKA MOKET
noTpe0oBaThCsl HA TEPPUTOPUH OJHOTO U3 TOCYIAPCTB-UJICHOB B CBA3H C 0COOCHHOCTSIMH YCIIOBHMA
OKa3aHUs MEIUIMHCKOW MOMOLIM B TOCYJapCTBE-WI€HE WJIM HEBO3MOXXHOCTH HpPUMEHEHUs
Pe3yJabTaTOB UCCIEOBAHUH MO OLIEHKE Y(PPEKTUBHOCTH, MPOBEACHHBIX B IPYrOM rocynapcTBe-
YJIeHE UJTU TPEThEN cTpaHe, B OTHOLICHUH IPOrpaMMBl, BKJIIOYAOIIEH B ce0si MEpbl MUHUMU3ALUN
pHUCKa, TPOBOJUMOI Ha TEPPUTOPUU TAHHOTO TOCYIapCTBAa-WieHA. YTOJTHOMOYECHHBIE OPTaHbI
roCy/IapCTB-UIEHOB OCYIIECTBISIOT KOHTPOJIb Pe3yIbTaTOB BBEIACHHS MEP MUHUMU3ALIUN PUCKA
Ha TEPPUTOPHUH STOTO TOCYAaPCTBA-UJICHA.

993. B ciyuae eciau maMsaTKa TSl TAIMEHTa BKIFOYEHA BO BTOPUUYHYIO (IMTOTPEOUTETHCKYIO)
YIaKOBKY, OHa CUYUTAETCS YacThi0 OQUIIMATBHONH WH(OPMALUK O JIEKApPCTBEHHOM IIperapare u
MOJJICKUT COTIIACOBAHUIO YIIOJHOMOYEHHBIM OPTaHOM IrOoCyAapCTBa-uJieHa.

12. OTBeTCTBEHHOCTB AeprKaTe/ie pericTPANMOHHBIX Y10CTOBEPeHU I

994. llepkaTenn  pEerucTPallMOHHBIX  yAOCTOBEPEHUM HECYT OTBETCTBEHHOCTh  3a
BBITIOJIHCHUEC yC.HOBI/II\/'I perucTtpanmu JCKapCTBCHHBIX MPCIapaToOB, B TOM YUCJIC BBIITIOJIHCHUEC BCCX
YCIOBUH WJIM OrpaHUYEHUH B OTHOUIEHMM O€30IacHOr0 WCIOJIb30BaHUs IIpernapaTa Ha
OIIPEIEIICHHOU TEPPUTOPUHU.
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995. llepxkatenb  pErHCTPALMOHHOTO  YAOCTOBEPEHUS JOJDKEH  ONpENETUTh  LENH
MIPEIJIOKEHHBIX JIONOJHUTENBHBIX MEP MHUHUMH3ALMKM pPHUCKAa M IIOKA3aTelM OLEHKU MX
s¢dexTuBHOCTH. JlepkaTenio PpPErucTPallMOHHOTO  YJIOCTOBEPEHMsI CIEAyeT BBINOJHUTH
IIPEIBAPUTENBHYIO KOOPAUHALINIO IUIAHOB MUHUMU3ALIMY PUCKOB C YTIOJTHOMOYEHHBIMH OpraHaMu
rocy/1apCTB-4ICHOB B KpaTyaillliie CpOKH B CiIydae MperoiaraeMoil He0OX0AUMOCTH afanTaluu
ME€p MUHUMH3ALUK PUCKA K Pa3IUYHBIM YCJIOBUSM CHUCTEM 3/IpaBOOXPAHEHUS, ICHCTBYIOIIUM B
rocynapcTBax-uieHax. JItoOble IOMONHUTENbHBIE OINEpaTHUBHbIE MEPbl MUHHUMH3AIUU pPUCKA
JOJKHBI OBITH pa3pa0doTaHbl B COOTBETCTBUU C OOIIMMHU MPHHIIMIIAMH, YKa3aHHBIMU B MTyHKTaX
918-951 nacrosimux [IpaBui, v OTpakeHbI B MPOrpaMMe 0 MUHUMHU3AIMHA PUCKA B COOTBETCTBUH
¢ pasaenoM VI nvacrosmux [Ipasui.

996. Mepbl, 0100pEeHHBIC YITOJIHOMOYEHHBIM OpPraHOM TOCYAapCTBa-4jeHa B IUIAHE TIO
MUHUMM3ALUM ~ PUCKA, JIOJDKHBI OBITh  BBIMOJIHEHBI  JIepXKaTeJIeM  PEerucTPaluOHHOTO
yaoctoBepeHus. JlepxkKaTenb PErHCTPAlMOHHOIO YAOCTOBEPEHUS JIOJDKEH IPEACTABISTH
MH(GOPMALIHMIO O BBHITIOIHEHUH JOTOJIHUATEIBHBIX MEP MUHUMHU3AIMHN PUCKA MO COTJIACOBAHHIO C
YIOJHOMOYEHHBIMU OpraHaMH T'OCYJIapCTB-WICHOB, a Takke HH()OPMHUPOBATH YIIOTHOMOYEHHBIE
OpraHbl TOCYJapCTB-WICHOB O JIIOOBIX M3MEHEHUAX, BO3HUKAIONIUX TPYJHOCTSIX WM BONPOCAX,
BO3HUKAIOIIMX IPU BBINOJHEHUHM JONOJHUTENBHBIX MeEp MHUHUMH3anuu pucka. JloObie
WU3MEHEHHUS B OTHOILIEHUH BBIMNOIHIEMbBIX HHCTPYMEHTOB WJIM METO/I0B MEP MUHUMHU3ALMK PUCKA
JIOJKHBI OBITH COTJIACOBAHBI C YIIOJIHOMOUYEHHBIMUA OpraHAMU IOCYAapCTB-UJICHOB.

997.1lpu BBeaEeHMM B JEHCTBUE HWHCTPYMEHTOB WJIM METOAOB C IPUMEHEHUEM
MH(OPMALIMOHHBIX TEXHOJOTUH Jep)KaTeidb PErucTPallMOHHOTO YIOCTOBEPEHUs JOJKEH
OPUMEHSATh TPeOOBaHUS, XapakTepHbIE JUISI KaXJOT0 TOCYJapCTBa-wieHa, C YYeTOM
MOTEHIMAJIBHBIX MPOOJEM, CBSI3aHHBIX C JIOCTYIHOCTbIO Mep MHUHUMHU3ALUU pHCKa,
pacrno3HaBaeéMOCTbIO, OTBETCTBEHHOCTBIO JAEpiKaTelsl PEruCTPallMOHHOIO YIOCTOBEPEHUS 3a
BHEJPEHUE JAaHHBIX Mep, KOH(PUIEHIHAIBHOCTHIO U 3aIIUTOMN TaHHBIX.

098. B OTHOIIEHHWH BOCHPOM3BENEHHBIX JIEKAPCTBEHHBIX IIPENapaToB JI€pKaTelb
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIOJDKEH pa3paboTaTh Mepbl MHUHHMHU3AIMM pHUCKA B
COOTBETCTBHH C 00BbEMOM, HAINPaBICHHOCTHIO, COACPKaHUEM U (OPMATOM MHCTPYMEHTOB WU
METOJI0B, MPUMEHSAEMBIX JUIsl pe)epeHTHOr 0 JeKapcTBeHHOTo npenapata. CocraBieHue rpapuka
U TUTAaHUPOBAHHUE OINEPATUBHBIX MEp MOJDKHBI ObITh HaJUIekKaluM 00pa3oM CKOOPAMHUPOBAHBI B
LEIAX MUHUMU3AIMU HArPy3KH Ha CUCTEMBI 3/IpaBOOXPAHEHHS.

999. Ouenka 3¢ (HeKTUBHOCTH MEp MUHUMH3AIMH PUCKA B OTHOILIEHHH BOCIIPOU3BEICHHBIX
JIEKAPCTBEHHBIX MPENAPATOB OCYLIECTBISAETCS AEPKATEIEM PETUCTPALMOHHOIO YIOCTOBEPEHHUSI B
COTPYAHUYECTBE C YNOJHOMOYCHHBIMH OpraHaMu TocyJapcTB-wieHoB. [Ipu HeoOxoaumocTu
MIPOBEACHUS MCCIENOBAaHUN B LEIAX MUHHMH3ALMU HArPy3KH Ha CHUCTEMBI 3/paBOOXPAHEHHUS
TpeOyeTcsi MPOBECTH COBMECTHBIE HccienoBaHMA. Hampumep, eciy Ha3HauY€HO BBINOJIHEHUE
MIPOCIEKTUBHOIO KOTOPTHOTO MCCIIEJOBAaHUSA, BKJIKOYEHUE B HErO JIOJDKHO OCYILIECTBIATHCA
HE3aBHCHUMO OT Ha3HA4YeHMs JIEKapCTBEHHOIO IIpernapaTa ¢ OIPEIEICHHBIM TOPIOBBIM
HaVMEHOBAHUEM WJIH OT OINPEAECIICHHOrO MPOU3BOAUTENS JIEKAPCTBEHHOrO mpernaparta. B aTux
Clly4asX perucTpainus JaHHBIX ONPENEIECHHOIO JIEKapCTBEHHOrO Npemnapara sBJISeTCs BaXXKHOU B
Hensix ObICTpOoN HIeHTU(UKALMA HOBOTO PHUCKA, MPHUCYLIETO KOHKPETHOMY JIEKApPCTBEHHOMY
Ipernapary.

1000. Jlepxkatenb  peruCTPAlMOHHOTO  YAOCTOBEPEHHUS]  JIOJDKEH  KOHTPOJUPOBATH
pe3yabTaThl MEp MUHHUMM3ALIMU PUCKA, KOTOPBIE BKIIOYEHBI B IUIaH yIpaBieHus puckamu. Oo0mue
MIPUHITUTIBI OIIEHKHU (G ()EKTUBHOCTH yKa3aHbl B MyHKTax 953-983 nacrosmux [Ipasur.

1001. Iep>karens perucTpalliOHHOIO YAOCTOBEPEHMS JAOJDKEH IPEICTaBUTh OTYET B
OTHOIICHUU OIEHKU 3(P(HEKTUBHOCTH IOMOJHUTENBHBIX MEP MUHUMHU3ALUUA PUCKA, UMEIOIINX
OTHOIICHHE K OIIEHKE COOTHOLICHUS «I0JIh3a — PUCK» B IEPUOINIECKOM OOHOBIISIEMOM OTYETE 110
0€30MMacHOCTH.

1002. depxarenn PETUCTPaLIMOHHOTO YIAOCTOBEPEHUS JIOJKEH obecrneunTh
CBOEBPEMEHHYIO CBSI3b C YIOJHOMOYEHHBIMU OPraHaMH IOCYJapCTB-UJIECHOB JUISl BBINOJIHEHUS
COOTBETCTBYIOLIEH PETYIATOPHOM OLIEHKU U JEHCTBUI B COOTBETCTBUU C PA3AEIOM V HACTOSIINX
[IpaBu.

13. CrienuajucThl CHCTEMBI 31PABOOXPAHEHUS H NALECHTHI
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1003. B3aumoaeicTBre CrenuaiIucTOB CUCTEMbI 3JIPaBOOXPAHEHUS U MAIUEHTOB SBJISIETCA
KpaiiHe Ba)KHBIM (aKTOPOM, HEOOXOIUMBIM [Isl YCHEIIHOTO BBIMOJTHEHUS OOpa30BaTEIbHBIX
nmporpamMm M (MJIM) MPOTpaMM KOHTPOJIUPYEMOTO JTOCTYIA B IEIAX ONTUMHU3AIMN COOTHOIICHUS
«1onp3a — puck». Heobxomumo yaensatb ocoboe BHUMaHUE JHOOOH JOMOJHUTEIHHOH Mepe
MUHHMH3AIIMA PUCKA, KOTOpas MOXKET OBbITh BBEICHA MJis OOeCredeHus: Oe30MacHOrO H
3¢ HEKTUBHOTO HCTIOJIB30BAHMS JICKAPCTBEHHBIX IPEnapaToB.

14. Baiusinue 3¢ deKTHBHOCTH Mep MUHUMM3AIUU PUCKA HA IJIAH YIIPABJIEHUS] PUCKAMHU U
nepuoAnYecKuii 00HOBJIsIEMbIii 0TYET M0 0€30MACHOCTH

1004. OOHOBNIEHUS TIEPUOAUYECKOTO OOHOBIISIEMOTO OTYETa MO OE30MacCHOCTH W IUIaHa
YIPaBJICHUSI PUCKAaMU JTOJDKHBI BKJIIOYATh B ce0sl CyMMapHYIO OLICHKY pe3yJibTaTa MPUMEHEHHS
JIOTIOTHUTEIBHBIX MEP MUHUMH3ALUU PUCKA, BBEIEHHBIX [IJIsl YMEHbBILIEHUS Ba)KHBIX PUCKOB,
CBSI3aHHBIX C TPHUMEHEHHEM JIEKAPCTBEHHOro IpenapaTa. B miaHe yrpaBieHHs pHCKaMu
HE0OXOMMO OTPa3uTh BIIMSHUE XOJa NIEATEIbHOCTH U €€ Pe3yJIbTaTOB Ha IUIAHHPOBAHHE MeEp
MUHUMM3ALUU pucka U (win) dapMakoHaazopa. B mepuoamueckom OOHOBISIEMOM OTYETE IO
0€301acHOCTH HEOOXOAMMO TIPOBECTH OIICHKY BO3ACHCTBHS BBEICHHBIX Mep Ha Mpoduib
0€30macHOCTH | (M) COOTHOILIEHHE «I10JIb3a — PUCKY» JIEKAPCTBEHHOT0 IpenapaTa. Heodxoammo
0c000 OTMETHUTH JlaHHBIEC, MOJIyYEHHbIE B IMPOLIECCE OTYETHOrO MEpuojia WM C MOMEHTa
OCYILIECTBIICHHSI HEAABHUX MEP MUHUMH3AIMH PUCKA.

1005. Pe3ynbTaTsl oreHkH 3((HEKTUBHOCTH MEp MHUHHUMHU3AIMK PHUCKAa BO BCEX CIIydasx
MoJUIeXKaT BKIIOYEHHIO B TUIAH YIpaBJIeHHUA pUCKaMU. B pamkax mpoBeleHHs] KPUTHYECKOU
OLICHKH Jep>KaTellb PETUCTPALMOHHOIO YJOCTOBEPEHUs IOJDKEH CcJAelaTh HaONIoJAeHUS B
OTHOLICHUH  (PAKTOPOB, CIOCOOCTBYIOUIMX JOCTM)KEHUIO LENW WM TNPUBOIANIMX K
HEJ0CTaTOYHOCTH WK Hed()(HEKTUBHOCTH MEp MUHUMU3ALIMU prcKa. Takol KpUTUYECKUI aHATTN3
MOJKET BKJIIOYATh B €05l CCHUIKY Ha OIIBIT 32 MpeielaMi rOCy1apCTB-WICHOB (TIPU HAJTMYUH).

1006. Ouerka 3¢GeKTUBHOCTH ME€pP MHHUMHU3AIMK PUCKA JOHKHA OTPaKaTh CTENEHb MX
3¢ (PEKTUBHOCTH B OTHOIIEHWHM MHHHUMH3AIUM 1LIeIeBOro pucka. OueHka 3(PeKTUBHOCTH Mep
MUHUMU3ALUNA PUCKA BBIMIOJHAETCSA 11 KOMOMHAIMM TOKa3aTesied Ipoliecca U MoKazaTesei
pe3yibTata B COOTBETCTBUM ¢ IyHKTamu 953-983 nHactosmux [lpaBun. Cnemyer cnenartb
pasrpaHdyYeHre MeXAy MepaMu MHHHMH3AIUU pUCKA, BBEICHHHIMU B MOMEHT BBIJA4U
PETUCTPAIIMOHHOTO yIOCTOBEPEHHs, U TEMH MepaMH, KOTOpble ObUIM BBEICHBI MO3/HEE Ha
MOCTPErUCTPAIIIOHHOM 3Tare.

1007. Ouenka 3¢ ¢heKTUBHOCTH MEp MUHUMH3AIMK PUCKA JOJDKHA OBITh NPEACTaBJICHA C
Y4ETOM CIEAYIOIUX PEKOMEH 1Al

a) OLIEHKa JI0OJDKHA COJIEPKaTh CICAYIOIIUE MyHKTHI:

KpaTKO€ OIMMCaHUE BBEACHHBIX MEP MUHUMM3AIMH PUCKA;

ONpPEACIICHUE UX LETEH;

olucaHue BEIOPAaHHOIO MpoLiecca U MoKa3aTeseil pe3ynbrara;

0) olLleHKa JTOJHKHA BKIIIOUATh B Ce0s aHAIM3 XapaKTepa HeXeNlaTeIbHbIX PeakLni, BKII0Yast
CTENEeHb UX CEPbE3HOCTH M MPEAOTBPATUMOCTh 3THX peakiuil. [Ipm HEoOXoAMMOCTH ciemyeT
TaKXKe€ YYUTHIBATh JIOTHCTUYECKHE (DAKTOPBI, KOTOpPHIE MOTYT IMOBIHUSATh HA KIMHUYECKOE
BBITIOJTHEHNE MEP MUHUMM3AIMH PUCKA;

B) OIICHKA JIOJDKHA BKJIIOYATh B ceOs aHaiIM3 BBINOJHEHHS Mep MHUHMMHU3ALUU PHUCKA B
PYTUHHOI KIIMHUYECKOW MPaKTHKE, BKIIIOYasi BCE OTKJIOHEHUS OT MEPBOHAYAIBHOIO TU1aHa. Takas
OLIEHKa MOXET COJAEp)KaTh pe3yJbTaThl HCCIEAOBAaHUN HCHOJIB30BAHUS JIEKAPCTBEHHOTO
npernapara;

T) IOKa3aTelnu pe3yJbTaTa JOJDKHBI SIBISATHCS KIIOYEBHIMH KOHEYHBIMH TOYKAMH IPH
OLICHKE CTENEeHM JOCTH)KEHHUS IMOCTABJICHHBIX 33/1a4 B XOJI€ BBINIOJIHEHUS MEpP MUHUMHU3ALUN
pHCKa.

1008. IIpeqnoxxeHuss 0 BHECEHHMM MU3MEHEHUM B IUIAH C LIEJbI0 COBEPIIECHCTBOBAHUS MEP
VIOpaBJICHUST pPHUCKAMU JOJDKHBI  OBITH TPEACTaBIEHBl B  COOTBETCTBYIOIIEM pasjese
MEePUOINYECKOro OOHOBIsIEMOro oT4eTa o 0ezonacHocTu. [lnan MUHUMHK3aIUKU PUCKOB CIETYET
OOHOBIIATH € Y4eTOM nocrynaromeii uudopmaryu 00 3PpPEeKTUBHOCTH MEp MUHUMU3AIIUHN PUCKA.

1009. I[TeppoguaHOCT, OOHOBIICHMSI IUIaHA YOPABJICHUS PHCKaMU JOJDKHA OBIThH
IPONOPIMOHAIBHON PHCKaM, CBSI3aHHBIM C MPUMEHEHHEM JICKapCTBEHHOTO Ipernaparta.
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OOHOBNIEHME TUIaHA YOPAaBIEHUS pPHUCKAMU JODKHO BKIIIOYAaTh OOHOBJIEHHME MPOTpamMMBbl
porpaMMy MUHUMH3AIMH pHCKa (TIpU HEOOXOTUMOCTH).

1010. IIpu BHECEHNU U3MEHEHUI B ONIPEICTICHHBIC PA3/IEiIbl IIJIaHA YIIPABJICHUS PUCKAMU HX
HE0OXOUMO yKa3aTh B CONMPOBOAMTEIHLHOM MUCHME TIPH MPEACTABICHUH JTOKyMeHTanuu. Eciu
[0 pe3ysibTaTaM BBINOJIHEHUS MEp MHUHHUMHU3ALUU pHCKa TpeOyeTcss BHECEHHE W3MEHEHUU B
OOIIYI0 XapaKTepUCTUKY JIEKQPCTBEHHOTO TIpernapaTra, HEOOXOIWMO BHECTH HM3MEHEHUS B
nH(popMalMi0 O JEKapcTBEHHOM Ipenapate. [lo pe3ynbraTaM MOATOTOBKH MEPHOIUYECKOTO
OOHOBJISIEMOTO OTYEeTa MO OE30MaCHOCTH TAaKXKE MOXKET OBITh OmpesesieHa HEOOXOIUMOCTh
0OHOBJIEHUS UH(POPMAIIMH O JICKAPCTBEHHOM IIperapare.

15. IIpo3payHocTh BBeleHUS] Mep MUHUMHU3ALMH PHCKA

1011. YomHOMOUYEHHBIE OpraHbl  00ECIEYMBAIOT MPO3PAYHOCTH W JIOCTYIHOCTH
uHbOpMallMM O BBEJCHHBIX MEpaX MUHUMH3AIMKU PHUCKA IyTEM pa3MEIICHHs Ha HMHTEPHET-
nmoprajiax: JIEHCTBYIOMIEH pemakiuu OOIeld XapaKTEePUCTHUKH JIEKApCTBEHHOTO IIpernapara,
PE3OMC IJIaHa YIIPAaBJIICHUA PUCKAMU C YKA3aHUCM BBCICHHBIX MCP MUHUMHA3AIIUN PUCKA.

1012. YIOTHOMOYEHHBIMH OpPraHaMy Ha UHTEPHET-MOPTAJIC JIEKAPCTBEHHBIX MPENapaToB
rOCYJapCTB-WICHOB JIOJDKEH OBITh MPEJOCTaBIIEH CBOOOJHBIA JOCTYH K  CIEIYIOLIEH
nH(popManuu:

a) o01as XapakTepUCTHKA JICKAPCTBEHHOTO Tpernapara U UHCTPYKIHS 110 MEAUIIMHCKOMY
MIPUMEHEHHUIO (JIMCTOK-BKJIAJIBIIN);

0) YCTaHOBJICHHBIE YCJIOBUSI ~PETUCTPALMOHHOIO YJOCTOBEPEHMS, BKJIIOYAs CPOKH
BBITIOJTHEHUS! YCIIOBUI;

B) pe3foMe IUIaHA YIPaBJICHUS pPHCKaMH, BKIOYas IUTaH 10 (apmakoHam3opy U
MEPOMPUATHS 10 MUHUMH3AIUHN PUCKA;

F) CBCIACHUA O OOMOJHUTCIBHBIX MCpPAaX MUHHUMHU3AIUU PHUCKA, H€O6XO,Z[I/IMBIX B Ka4Y€CTBEC
yCIIOBUSL ~ OAOOpEHHsS  perucTpaluy  JIGKapCTBEHHOro  mperapara  (Hampumep, eciu
MH(POPMHUPOBAHUE O PUCKAX OCYLIECTBISIETCS B (hOpME MEYaTHBIX MATEPUAJIOB, IPEAOCTABIACTCS
KOMUS WM MPEIOCTaBISETCS AJIEKTPOHHBIA JOCTYN K 00pa3oBaTeIbHOMY MaTepuaiy, maMsTke
JUIS NTAlMEHTa, KOHTPOJIbHBIM CIIMCKAM WIX JPYTUM MHCTPYMEHTaM (€CJIM BO3MOXHO)).

XIII. lonojiHUTENbHBIE MOHUTOPUHI B PAMKAX HaJJIexKalleil npakTuku ¢papmMakoHaasopa
1. O0uue nmosoxxeHUst

1013. ®apmakoHaa30p SBISIETCS HEOOXOAUMON (YHKIIMEH CHCTEMBI 37paBOOXPAHCHHS U
HanpaBjeH Ha ObICTpOE BBISIBIICHUE U PEaripoOBaHUE HA MOTEHIIMAIbHBIE YTPO3bl 0€30MacHOCTH,
CBSI3aHHBIE C UCIOJIb30BAHNEM JICKAPCTBEHHOT'O Mpenapara.

1014. Peructpanyst J€KapcTBEHHOI'O Ipenapara OCYyIIECTBISETCSI Ha OCHOBAaHUU
MOJIOKUTEIBHOIO Ha MOMEHT PETMCTpallMd COOTHOILIEHMS «I10JIb3a — PHCK» JIEKAPCTBEHHOTO
npernapara Juis Orpe/IeIeHHbIN [eJICBON IPYIIIbI MAIMEHTOB B IIpe/esax 0JOOPEHHBIX MOKa3aHHUH
U PEKOMEHJAlMi 110 IPUMEHEHHIO.

1015. Ognako He BCe PHCKHM MOTYT OBITh BBIABICHHI K MOMEHTY IEpBOHAYaIbHOM
perucTpanuy, HEKOTOPbIE PUCKU BBIABISIIOTCA HA MOCTPETUCTPALIMOHHOM JTare MpH IIHPOKOM
IIPUMEHEHUH JIEKapCTBEHHOI'O IIpenapara Ha MPOTSHKEHMM BCEro KU3HEHHOIO IIMKIIA
JIEKapCTBEHHOT'O Mpenapara.

1016. Inss  obecriedeHnss BO3MOXHOCTH ~ OCYIIECTBJICHUS KOHTPOJIS O€30MaCHOCTH
JIEKapCTBEHHBIX NPENapaToB B CTENEHU, MIPONOPLHOHAIBLHON YPOBHIO PUCKA, CBSI3aHHOIO C UX
IPUMEHEHHEM, LeIeco00pa3HbIM  sBiAeTCS  (OPMUpPOBAHHE TEpeuHsl  JICKapCTBEHHBIX
mpenapaTroB, TPEOYIOIIMX pacHIMpeHHOro cOopa MaHHBIX 10 O€30MacHOCTH TMOCie HX
perucTpalyy, 4YTO O3HA4aeT IPUMEHEHHME KOHLENLUU JOINOJHUTEIBHOIO MOHUTOPHHIA B
OTHOILICHUU HEKOTOPBIX JIEKAPCTBEHHBIX MTPENAapaTOB.

1017. YIOTHOMOYEHHBIMM OpraHaMH I'OCYJIapCTB-WIEHOB CO3JAETCs, aKTyalu3upyeTcs U
nyOnuKyeTcss Ha OQUIMAIbHBIX CTPAaHULAX B CETH VHTEpHET elMHBIN CHUCOK JIEKaPCTBEHHBIX
MPEerapaToB, MOJICKALIINX JTOTIOJIHUTEIFHOMY MOHUTOPHHTY (Jlajiee — CIIUCOK) Ha TEPPUTOPHUSIX
rOCyJapCTB-wICHOB. Takue JIeKapCTBEHHbIE Ipemaparbl B OOLIEH  XapaKTepUCTHKE
JICKQpCTBEHHOTO TIpenapaTa W WHCTPYKIMU MO MEAULUHCKOMY NPUMEHEHHUIO 0003HAYarOTCS
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HEpPEBEPHYTHIM YEpPHBIM paBHOOEApPeHHBIM TpeyronbHUKOM (W), KOTOpBIA COIMPOBOXIACTCS
crenyomeid nHpopmanueit: «/laHHbIN JTeKapcTBEHHBIN Mpenapar MoUIeKHUT JONOTHUTEIHHOMY
MOHUTOPHUHTY. DTO MO3BOJIUT OBICTPO BBIIBUTH HOBYIO MH(OpMaIUi0 1o 0e30macHOCTH. MBI
oOparaeMcsi K CIEUATUCTaM CHCTEMBI 3IpaBOOXpPAHEHUs C MPOChOOil coodmarh 0 JTHOOBIX
IIOI03PEBAEMBIX HEIKENATEIbHBIX PEAKIIUAX.».

2. OcHoBaHUS 1JI51 BKJIIOYEHUS JIEKAPCTBEHHBIX MPENapaToB B CHCOK JEeKAPCTBEHHbIX
NpenapaTos, NOAJIEKAIMX JONOJHUTETIbHOMY MOHUTOPUHTY

1018. Peructpanust Bcex JEKAapCTBEHHBIX IIPENapaToB OCYILECTBISETCS HAa OCHOBaHUH
IIPU3HAHUS COOTHOLICHUS «I10JIb3a — PUCK» MOJOKHUTEIbHBIM C YUETOM UMEIOIINUXCSI HA MOMEHT
perucTpalM CBEACHMN (JAHHBIX KIMHUYECKMX MCCIEAOBAaHUN, KOTOpPbIE MPOBOAMUIUCH IIPH
pa3paboTke JieKapcTBEHHOro mpenapata). OIHAKO HEKeJaTelbHblE peaklUH, KOTOpbIE
BO3HHUKAIOT PEAKO JMOO0 pa3BUBAIOTCS NPU JJIUTEILHOM IPUMEHEHUH, MOTYT CTaTh OUEBUIHBIMU
TOJIBKO T10CJI€ IPUMEHEHHUs JIEKapCTBEHHOTO Npenapara 0ojee NIMPOKUM KPyroM MalUeHTOB U
(unm) mocne uMTeNbHOro mnpuema. Kpome TOro, mpeumyuniecTBa M PHUCKH, CBSI3aHHbBIE C
IPUMEHEHUEM JIEKapCTBEHHOI'O  IIpenapara, BO3MOXHO, OLEHMBAJINCh B  YCIIOBUSX,
OTJIMYAIOMIUXCS OT YCJIOBUH 0OLIed KIMHUYECKOM TNPAKTUKW, HampuMep, KIMHUYECKHE
UCCIIEIOBAaHUSI MOTYT HE IIPOBOJIUTBHCS B OTHOIIEHUHM OIPECICHHBIX THUIIOB MAIHEHTOB,
MMEIOIINX MHOYKECTBEHHBIE COMTYTCTBYIOIINE 3a00JI€BaHUS WIIM PUHUMAIOLINX COMYTCTBYIOIIHE
JIeKapCTBEHHbIE Ipemnaparsl. TakuM 00pa3oM, MOCHE BbIXOJA JIEKAPCTBEHHOIO IMpernapaTra Ha
PBIHOK €r0 HCHOJBb30BAHWE PA3TUYHBIMU MOIMYJSIUOHHBIMU TpyNIamMu TpeOyeT MOCTOSHHOTO
MOHHUTOpHHra. Jlep>kaTesln pEerucTparlioHHOIO YAOCTOBEPEHUS M YHNOJHOMOYEHHBIE OpIaHBI
OCYILIECTBISIOT IOCTOSIHHBIM MOHUTOPUHI JIEKAPCTBEHHBIX IIPENapaToB MJsl IOJy4YeHUs
nosiBsitonIelcs nHpopManuu 0 0€30IaCHOCTH, a TAK)KE BBIINOJIHAIOT OLIEHKY €€ BIUSHHUS Ha
COOTHOLIEHHE «I10JIb3a — PUCK» JIEKAPCTBEHHOTO0 IIpenapara. OHaKo HEKOTOPbIE JIEKAPCTBEHHbBIE
npenaparsl TPEOYIOT BBITIOJNHEHUS 00Jiee HHTEHCUBHOTO cOOpa JAaHHBIX O O€30MacCHOCTH TOCIIEe
IIPOXOXKACHUSI TOCYJAapPCTBEHHOM PETUCTPALIMM C LEJIbI0 ONEPaTHUBHOIO BBISBIEHUS HOBBIX
3HaYMMBIX MTPO0OJIEM, CBSI3aHHBIX ¢ 0€30MaCHOCTBIO, U HEMEUIEHHOTO MPUMEHEHHS Ha UIeXKalluX
Mep. KoHuenuus  IONOJHUTENBHOTO  MOHUTOPUHIA  IPUMEHSETCS U1 IIOBBIIICHUS
3 (EKTUBHOCTH MOHHUTOPUHIA OE€30MaCHOCTH OIPEJCIICHHBIX JIEKApCTBEHHBIX IPENapaToB U
CTUMYJIMPOBAHMS TPEACTABICHUS CIOHTAHHBIX COOOIEHH O BBISBICHHBIX HEXEIAaTEIbHbIX
pEaKIMSIX.

1019. CraTtyc nONOJHUTENIBHOIO MOHUTOPHUHIA MOYXET IPUCBAaUBATBhCS JIEKAPCTBEHHOMY
Ipenapary BO BpeMsl BbIJaud yIOCTOBEPEHHs O IOCyJapCTBEHHOM pEerucTpanyy Wiu Ha Oosee
MO3JHUX 3TallaX XU3HEHHOrO IMKJIA JIEKAPCTBEHHOI'O Mpernapara IpU BBISIBICHUU B IIpoOliecce
MMOCTPETUCTPAIIMOHHOTO MOHUTOPHHTa HOBOW MPOOJIEMBI, CBSI3aHHOW C Oe30macHocThi0. B
YaCTHOCTH, CTAaTyC JOMOJHUTEIBHOTO MOHMTOPHMHIA Ba)KE€H IPU BblJau€ PErucTPallMOHHBIX
YIOCTOBEPEHUIl Ha JIEKapCTBEHHbIE MpenapaTsl, CoAepXkKallie HOBOE JEHCTBYIOIIEE BELIECTBO,
IUIL BCEX JICKAPCTBEHHBIX IPENapaToB OMOJIOTMYECKOTO MPOMCXOXKICHUS, KOTOPBIE SIBISIOTCS
IPUOPUTETAMU JUIs OCYLIECTBICHUs (hapMaKOHaA30pa. Y IOJTHOMOUYEHHbIE OPraHbl MOTYT TaKXe
noTpe0oBaTh BBEJCHHUE CTATyCa JOMOJHUTEIFHOTO MOHUTOPHHTA B OTHOILIICHUH JIEKAPCTBEHHOTO
npenapara NpH ONPEAETICHHBIX OOCTOSTENbCTBAX, HANpUMEp, MO pe3yjbTaTaM IMPOBEICHUS
MOCTPETUCTPALIMOHHOTO HMCCJIEI0OBaHUs OE30MAaCHOCTH WM OrPaHMYCHUH B OTHOIICHHUH
6e3omacHOTo U 3G(HEKTUBHOTO MCITOIH30BaHUS JIEKAPCTBEHHOTO Mperapara.

3. O0MeH JaHHBIMM M NIPO3PAYHOCTD NPH JAONOJHUTEIbHOM MOHHUTOPUHTIE

1020. Cratyc JOMOJHUTENBHOTO MOHUTOPUHTA JOJDKEH JOBOJUTHCS [0 CBEACHUSA
CIICHUAIMCTOB CUCTCMbI 3APABOOXPAHCHHUA U TMALIUCHTOB TAKHUM 06pa30M, I-ITO6I>I OGGCHG‘-II/ITB
TTOBBIIICHHUE YHCIIa COOOIICHUH O MPE/IIoIaraéMbIX HeKeNaTeIbHBIX PEaKIUIX, HE CO3/1aBasi IPH
9TOM 4YpE3MEpPHBIX OMNACEHUH. OTOr0 MOXKHO JOCTUTHYTh, HalpuMep, MOAYEPKUBAs
HEOOXOAUMOCTh JIyYIlIed XapaKTEPUCTHKUA Tpoduiiss OGe30MmacHOCTH HOBOTO JIEKAPCTBEHHOTO
npemnapara nyTeM BbISIBJIICHUSA JOITOJHHUTCIBHBIX PUCKOB, HO COOTHOCH 9TU NOTCHINAJIbHBIC PUCKU
C JOKa3aHHBIMHU TPEUMYIICCTBAMH W TEPANEBTUUECKOW IOJB30M JAHHOTO JIEKapCTBEHHOTO
npemapata.  OOIIEIOCTYNHBIA  CIIHCOK  JIGKAPCTBEHHBIX  MPENaparoB CcO  CTaTycoM
JOTIOJTHUTEILHOTO MOHUTOPUHTA JOKEH TIOCTOSIHHO OOHOBIISATHCS YITOJTHOMOYEHHBIM OPTaHOM
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rocyjnapcTBa-uieHa B cepe oOpamieHus JeKapCTBEHHBIX cpeAcTB. Kpome Toro, crenuamucTsl
CUCTEMBI 3/IpaBOOXPAHEHHUS U MALUEHTHI JOJKHBI UMETh BO3MOKHOCTb JIETKO Paclio3HaBaTh 3TU
JIEKapCTBEHHBIE CPEJICTBA MO MX MapkupoBke. [lyOnmukanus crucka JIeKapCTBEHHBIX CPENICTB C
MOSICHUTENFHOW WH(pOpMaIueii 0 HEeOOXOJUMOCTH OMOJHUTEIHPHOTO MOHUTOPUHTA JOJDKHA
noOyX/1aTh CHEIHMATUCTOB CUCTEMBl 3[paBOOXPAHEHUS M TMAalMEHTOB COOOIMIaTh O BCEX
MOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX, BOZHUKAIOIIUX B XOJI€ TPUMEHEHUS JIEKaPCTBEHHBIX
MpernapaToB, KOTOPbIE MOAJIEKAT JOMOJIHUTEILHOMY MOHUTOPHUHTY.

4. KpnTepnn BRKIIIOYCHHUSA JCKAPCTBCHHOI'O Ipenapara B CIMHCOK AOMOJTHUTEC/IbHOIO
MOHHTOpPHHI'A

Oo0s13aTesIbHbIC KPUTEPHH BKJIIOYCHHS

1021. B cnomcok  JE€KapCTBEHHBIX IMPENaparoB, MOJJICKAINIUX  JOMOJHUTEIBHOMY
MOHHUTOPHHTY, BKIIFOYAKOTCA CIACAYIOIMNUE KATCTOPUHN JICKAPCTBCHHBIX MIPCIIAPATOB:

a) JIeKapCTBEHHbIE Ipenaparhbl, PETUCTPUPYEMbIE Ha TEPPUTOPHUIX TOCYIAapPCTB-WICHOB,
COJIep>KaIllie HOBOE JCHCTBYIOIIEE BEIIECTBO, KOTOPOE /O BCTYIUICHUS B CHUIYy HACTOSIIMX
[IpaBui He ObLTO 3apETUCTPUPOBAHO HHU B OJTHOM M3 FOCYAAPCTB-UJICHOB B COCTABE KaKOTO-IM00
JIEKapCTBEHHOTO TIperapara;

0) IeKapCTBEHHBIC TIpemnapaTbhl OMOJOTHYECKOTO IMPOMCXOXKIACHHUS, PETUCTPUPYEMbIE Ha
TEPPUTOPUU FOCYIAPCTBA-WICHA MOCIIE BCTYIUIEHUS B CUITy HacTosmux [Ipasui;

B) JIGKAPCTBEHHBIE Mpernaparbl, Ha KOTOpbIE YMOJIHOMOYEHHBIM OpPraHOM TOCyAapCTBa-
HJICHa 651.]10 3an660BaHO BBITTOJTHCHHUEC MOCTPCTUCTPALUOHHOTO UCCIICIOBAHUSA 6C3OHaCHOCTI/I Ha
MOMEHT BBbIIaYU YIOCTOBEPEHHUS O TOCYAAPCTBEHHOM pETUCTpallMd WIA TOCie BbIIauu
yIOCTOBEPEHUS O TOCYIaPCTBEHHON PETUCTPAIUH.

JdomoanureabHblie (pakyJabTaTUBHbIE) KPUTEPHUH BKJIIOYEHUS

1022. ITo 3ampocy yHOJIHOMOYEHHOTO OpraHa TIOCyJapCcTBa-wi€Ha JIEKapCTBEHHbIE
mpermapaTsl MOTYT BKJIIOYAaThCS B CIHMCOK JIEKAPCTBEHHBIX MIPENapaToB, MOJJIeKAIINX
JOTIOTHUTEIbHOMY MOHHUTOPHMHTY, Ha OCHOBAaHUH CIEIYIOUIMX JIOTIOJHUTEIBHBIX KPUTEPHEB
BKJIFOUEHUSI:

PEKOMEHJALUU 0 MPUMEHEHUIO JIEKAPCTBEHHOrO TpernapaTa COAEpKaT CYIIEeCTBEHHBIE
OorpaHUYCeHUs, HEOOXOUMBIE JJI 00ECTICYCHHS ero 0e30macHOro ¥ 3P (HEKTUBHOTO TPUMEHEHNS;

YIIOJIHOMOYEHHBIM OPTaHOM T'OCYAapCTBA-UJICHA OTPEIEICHO NCIIOIb30BAHNE UHBIX MEp IO
o0ecrniedeHnto 0€30MacHOCTH JIEKAPCTBEHHOTO Mpenapara B CUCTEME yIpaBICHUS pPUCKAMU;

YIIOJIHOMOYEHHBIM OpPraHOM TOCYJapCTBa-Wwi€Ha YCTAHOBJIEHO 0053aTeNbCTBO IS
JepKaTesiss peruCTPallMOHHOIO YIOCTOBEPEHHSI TPOBECTU MOCTPETUCTPALIMOHHOE HCCIIE0BaHNE
3¢ (HEeKTUBHOCTH.

Pemenne 1o BKJIIOYEHHMIO JIEKAPCTBEHHOTO IIperapaTa B CIHCOK JIEKApPCTBEHHBIX
MPEnapaToB, MOJISKAIIUX TOTOJIHUTEIbHOMY MOHHUTOPUHTY, TOJDKHO TaK)KE YUYUTHIBATh BOIIPOC
0 11eJ1IeCO00pa3HOCTH MPHUCBOEHUSI AHHOTO CTAaTyca C YYETOM IPOBEACHHUS JIOMOJHUTEIbHBIX
MEPONPUATHIA 10 (hapMaKOHAI30DPY, YKA3aHHBIX B IUIaHE YIIPABICHUS PUCKAMHU.

5. Kpurepuu onpeesieHusi CpOKAa J0NOJTHUTEIHLHOT0 MOHUTOPUHIA NIPH BKJIIOYEeHUHU B
CMNMCOK JIEKAPCTBEHHBIX NMPENapaToB, MOAJIEKAIMNX J0NMOJHUTEJIbHOMY MOHUTOPUHTY

Oo0s13aTe/IbHbIE KPUTEPHUH KOPPEKTUPOBKH

1023. Jlns nexapCTBEHHBIX MPENapaToB, COAEPIKAIIMX HOBBIE JIEHCTBYIOIIME BEILECTBA, a
TaKXKe JUIsl BCEX JIEKAPCTBEHHBIX IPEnapaToB OMOJIOrMYECKOrO IMPOUCXOKACHUS HaydalbHbIN
MIEPUOJ] UX BKJIIOYEHMSI B CIMCOK JIEKAPCTBEHHBIX IPENAapaToB, MOAJIEKAIUX MOHUTOPHHIY,
COCTABJISET 5 JIET ¢ AAThl PETUCTPALIMM HA TEPPUTOPUU TOCYJapCTBa-WICHA.

JonoHuTEbHBIE KPUTEPHH KOPPEKTHPOBKHU

1024. Jly1s1 nekapCTBEHHBIX MPEMapaToB, BKIIOUEHHBIX CIUCOK HA OCHOBAHUHW YCTAaHOBJICHUS
OTIpEICTICHHBIX YCIOBUHN (TIPOBEACHHE MOCTPETUCTPALMOHHBIX HCCIICOBAHUI O€30MacHOCTH,
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s dexTuBHOCTH, TPeOOBAHUN K CHCTEME YIPABJICHHUS PHUCKaMH), CPOK BKIIIOYCHHUS B CIMCOK
JICKApCTBEHHBIX  IPENaparoB, IOMJISKAIIMX MOHUTOPHHTY, CBSI3aH C  BBINOJIHEHUEM
COOTBETCTBYIOIIMX YCIOBHUI U 00s3aTENIbCTB, BO3JIOKEHHBIX HA JIepKaTelsl PEeruCTPalluOHHOTO
YIOCTOBEPEHUS,, M  OINpENeNsIeTcs YINOJIHOMOYEHHBIM OpPraHOM TOCyJapCTB-4JICHOB B
COOTBETCTBUH C TEMIIaMU BBIIOJIHEHUS U TIOJTy4aeMbIMU Pe3yJIbTaTaMH.

1025. Ha nmpoTsbKeHHMH >KM3HEHHOTO LMKJIA JIEKApCTBEHHOIO Ipenapara BO3MOXKHO €ro
HEOJIHOKpPaTHOE BKIJIIOUEHHWE B  CIMCOK JICKAPCTBEHHBIX  IpEnaparoB,  MOJJIeKaAIINX
JOMOJTHUTEIHHOMY MOHUTOPHHTY.

6. O0s13aHHOCTH YIIOJTHOMOYEHHBIX OPraHOB IOCyAapCTB-4J1€HOB

1026. YIOJTHOMOYEHHBIM OpraHaM rocyJapCTB-4JIEHOB CIEAYeT:

a) uHQOPMHUPOBATH YIOJTHOMOYEHHBIE OpraHbl JAPYTUX TOCYAAapCTB-WIECHOB O MPUHSITOM
PELICHUH MO BKIIOYEHUIO PETHCTPUPYEMBIX (3apETUCTPUPOBAHHBIX ) JIEKAPCTBEHHBIX MIPEMIApaTOB
B CHHCOK JICKaPCTBEHHBIX IMPErnapaToB, MOJJICKAIINX JOMOJHUTEILHOMY MOHHUTOPHHIY,
o0ecreynTh NPEACTAaBICHUE DJICKTPOHHOM CCBUIKM Ha CalT YHNOJHOMOYEHHOTO OpraHa
rocy/1apcTBa-wieHa, rJe OTKPBIT OOIUN TOCTYI K MH(OpPMALMK O JIEKapCTBEHHOM IpernapaTe u
pe3ioMe IJI1aHa yIpaBlIeHUs] pUCKAMH;

0) omyONMMKOBaTh Ha calTax B ceTH MHTEpHET CHUCOK JIEKApCTBEHHBIX IPENaparos,
3apETUCTPUPOBAHHBIX ~ HA  TEPPUTOPUAX  TOCYIAApCTB-WIEHOB,  KOTOpbIE  MOJUIEXkKAT
JIOTIOIHUTEIPHOMY MOHHUTOPUHTY. B croucke yka3plBaeTcs 3JEKTpPOHHas CChUIKAa Ha CalT
YIOJIHOMOYEHHOTO OpraHa rocyAapcTBa-uieHa B ceTu VHTepHeT, TJe OTKPhIT O0MMKA JOCTYyH K
nH(pOpMaLIUY O JIEKapCTBEHHOM IIperapare U pe3toMe IlaHa yIpaBiIeHUs] pUCKaMU;

B) MH(QOPMUPOBAaTh  yINOJHOMOYEHHBIE  OpraHbl  JPYTUX  TOCYJapCTB-WIEHOB O
3aperucTPUPOBAHHBIX B COOTBETCTBHH C 3aKOHO/1aTEIHCTBOM rOCyAapCTBa-UJIeHa JIEKapCTBEHHBIX
mpenaparax, BKIIOYEHHBIX B  CIHMCOK  JIGKAPCTBEHHBIX  MPENaparoB,  MOJJIEkKAIIUX
JIOTIOJTHUTEIbHOMY MOHUTOPHUHTY;

) YYUTHIBATh CIMCOK MOJJIEKAIIUX JOMOJHUTEILHOMY MOHHTOPUHTY JIEKapCTBEHHBIX
MpernapaToB IMpHU ONpEAETICHUN MEePUOJUYHOCTH M OCOOEHHOCTEW MpOBENEHUs MpOUEeAyp MO
O0HAPYKEHHUIO CUTHAJIOB;

1) “HGOPMHUPOBATH JAEpKaTeNsl PErUCTPAIMOHHOTO YIOCTOBEPEHHSI O MPUHITUU PEILEeHUs
[0 BKJIIOYCHHIO B CIIMCOK JICKAPCTBEHHBIX MPENapaToB, MOJICKAIIUX IOMOJHUTEIHLHOMY
MOHHUTOPHHTY;

€) IpUHUMATh BCE HAJUIeXKAILMEe MEpbhl IS TOTrO0, YTOOBI CIEIHATUCTBl CHCTEMBI
3/IpaBOOXpAaHEHUS U MAIlMEHTHI COOOIIANN O JIFOOBIX M0103PEBAEMBIX HEKENATENIbHBIX PEaKIUsX,
BBI3BAaHHBIX B PE3yJIbTaTe NPUMEHEHHs JIEKapCTBEHHOIO Ipernapara, BKIIOYEHHOTO B CHHCOK
JIEKapCTBEHHBIX MPENapaToB, MOAJICKAIIUX TOTOTHUTEIbHOMY MOHUTOPUHTY:;

) BBITIOJIHATh ~ ©KEMECSIYHOEe OOHOBJICHHE CHHUCKa JIEKAPCTBEHHBIX  IPENaparos,
MOJICKALUX JOTIOTHUTEILHOMY MOHUTOPHUHTY.

7. O0s13aHHOCTH AeprKaTesied perncTPAlMOHHBIX Y10CTOBEpPeHU

1027. Jepxarenb perucTpalliOHHOTO yIOCTOBEPEHHS 00s3aH:

a) MPeTyCMOTPETh BKJIIOYCHHUE B OONIYI0 XapaKTePUCTHKY JEKAPCTBEHHOTO TMpernapara u
MHCTPYKLHIO TO METUIIMHCKOMY MPUMEHEHHIO BKJIIOYEHHBIX B CIHCOK JIEKQpPCTBEHHBIX
npenaparos, NOAJICKAIMNUX JOMIOJHUTCIBHOMY MOHUTOPUHTY, CUMBOJI YCPHOT'O paBHOGGI[peHHOFO
tpeyronbuuka (VW) C  COMpOBOAMTENbHON WH(pOpMAIKMEH O cTaTyce JJOMOJTHHUTEIBHOTO
MOHHTOPHHIA,

0) BKJIIOYNTh HH(POPMAIMIO O CTaTyCce IOMOJHUTEILHOTO MOHUTOPHHTAa B MaTepHa,
KOTOpBI OyAeT pachpOCTPaHSATHCS CpEeId CIEIUATNCTOB CHUCTEMBl 3JPaBOOXPAaHEHUS U
MAlMEHTOB, a TaK)Xe CIIOCOOCTBOBATh PEMOPTUPOBAHMIO HEXKENATENbHBIX peakUui, Kak 3TO
COTJIaCOBAHO C YIIOJTHOMOYCHHBIMU OpraHaMiu rocyiapCTB-4JICHOB;

B) IPEICTaBUTh YIMOJIHOMOYEHHBIM OpraHaM TOCYAAapCTB-4JICHOB HH(OpPMAIHIO O
BBITIOJIHCHU N yCJ'IOBI/II\/'I, OIMPCACIICHHBIX MU,

) IPEeICTaBUTh W3MEHEHHUs B OONIYI0 XapaKTePUCTHKY JIEKapCTBEHHOIO Ipernapara u
HHCTPYKIHIO IO MCAUITUHCKOMY INPUMCHCHHIO 110 BKIIFOYCHHUIO UJIN YAAJICHUIO CUMBOJIda YCPHOT'O
tpeyrosbiuka (V) W CONMPOBOAMUTENBbHOW HHPOPMAIMM O CTAaTyce JIOMOJHHUTEIBHOTO
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MOHUTOPMHIAa B MOpSAJAKE, YCTaHOBIEHHOM IIpaBwiamu perucrpanuu W 3KCHEPTU3bl U
TpeGoBaHUsIMH K MHCTPYKLIMHU IO MEIUIIMHCKOMY IMPUMEHEHHIO JICKApPCTBEHHBIX MpenapaToB U
o0mieil XapakTepUCTUKE JIEKAPCTBEHHBIX IpEnaparoB Jig MEIUIMHCKOTO NPUMEHEHUS,

yTBepkIeHHbIME Pemennem CoBera EBpa3zuiickoil SKOHOMHYECKOW KOMHCCHU OT 3 HOSIOps
2016 r. Ne 88.

8. Ucnosb30BaHue CHMBOJIa YepHoro Tpeyroabuuka (V)

1028. Jlnst  neKapCTBEHHBIX IMPENapaToB, BKIIYEHHBIX B CIUCOK JIEKAPCTBEHHBIX
MpermapaToB, MOMJICKANINX JOMOJHUTEIHPHOMY MOHHUTOPHHTY, OOIIas XapaKTepUCTUKA
JIEKapCTBEHHOI'0 IIperapara u HHCTPYKIUS 10 MEAUIIMHCKOMY MPUMEHEHHIO JI0JKHBI COJIEPKaTh
0003HaYEHHE CHMBOJIA TIEPEBEPHYTOT0 YEPHOTO paBHOOeApeHHOTO TpeyronbHuka ('V), KOTOPbIi
COMPOBOXKIACTCS cienyromeld nHpopManuei: «J/{aHHBIH JTeKapCTBEHHBIA MperapaT MOJICKUT
JIOTIOTHUTEIPHOMY MOHUTOPUHTY. DTO TO3BOJUT OBICTPO BBHISIBUTH HOBYIO HH(OPMAIUIO TIO
0e3onmacHOCTH. MBI oOpamiaeMcss K CHEIMAIMCTaM CHCTEMBbl 3IPaBOOXPAHEHUsI C MPOChOOH
co00MIaTh O JIOOBIX MOJ03PEBAEMbIX HEXKEIATEIBbHBIX PEAKLIUAXY.

1029. Ilocne BKIIOYEHHUSI JIEKAPCTBEHHOrO TpernapaTta B CIHUCOK JIEKAPCTBEHHBIX
MpenaparoB, MOJJICKAIIUX JOMOJHUTEIbHOMY MOHUTOPUHTY, WK YIAJICHHS U3 HETO JIep KaTelb
PETUCTPALIMOHHOTO YAOCTOBEpEHUsl 00s3aH BHECTU COOTBETCTBYIOIIME H3MEHEHHUS B OOUIYIO
XapaKTEePUCTHUKY JIEKAPCTBEHHOTO IIpenapara U MHCTPYKIHUIO 110 METUIIMHCKOMY TPUMEHEHUIO.

1030. Ecnu penieHne o BKIIOYEHUH JIGKAPCTBEHHOTO Mpenapara B CIIHCOK JIEKAPCTBEHHBIX
MpenaparoB, MOMJIEKAUUX JOMOJHUTEILHOMY MOHUTOPHHTY, WIM YJaJ€HUU U3 HEro
MPUHUMAETCS B XOJI€ BBIMOJIHEHUS MPOLEAYpPHl, YCTAaHOBIEHHOW akTamu opraHoB Coro3a Hid
3aKOHOJATEILCTBOM TOCYAApPCTB-UJICHOB (MPOIEAYPhl PETUCTPALUUA WIH TepeperucTpaium,
BHECEHHUS HM3MEHEHHIl B OONIYI0 XapaKTePUCTUKY JIEKapCTBEHHOTO IMpermapata u Jp.), TO
HEOOXOMMO BHECTH HM3MEHEHHs B OOILIYI0 XapaKTEPUCTUKY JIEKapCTBEHHOIO Ipernapara H
MHCTPYKLHIO 110 MEAUIIMHCKOMY IPUMEHEHHUIO JI0 3aBEPILEHUS MTPOLEAYPHI C LETbI0 BKIIOUEHUS
WU WCKJIIOYEHUsT M3 HEEe CHUMBOJA YEPHOTO TPEYroJibHUKA C YKa3aHUEM MOSICHUTEIbHOU
nHpopMaIuu.

1031. Ecnu pelieHne o BKIIIOUEHUH JIEKAPCTBEHHOTI'O NIpenapaTa B CIIMCOK JIEKAPCTBEHHBIX
MpernapaToB, MOAJEKAIIUX JOMOTHUTEILHOMY MOHUTOPUHTY, WM 00 YyJIaleHUH W3 HEro
MIPUHUMAETCS HE3aBUCUMO OT MPOBEACHUS MPOLEAYPHI, YCTAHOBIEHHON akTamu opraHoB Coro3a
WM 3aKOHOJIaTEIbCTBOM T'OCYIapCTB-UICHOB, TO JE€P)KaTeIb PETUCTPALMOHHOTO YAOCTOBEPEHUS
00si3aH B YCTAaHOBJICHHOM IIOPSJAKE BHECTH COOTBETCTBYIOIIME H3MEHEHHS B OOUIyIO
XapaKTePUCTHUKY JIEKAPCTBEHHOT'O MperapaTa U HHCTPYKILHUIO 110 MEIULIMHCKOMY TPUMEHEHHIO. ).



