EBPA3UINCKASI DKOHOMUYECKASI KOMUCCHSI
COBET

PEIMEHMUE
«03» Hos0ps1 2016 T. Ne 77 r. Acrana

006 yreepaxaenun IlpaBun Hagaeskameil MPOU3BOACTBEHHOM NMPAKTHKH
EBpa3uiickoro 3k0HOMHY€CKOI0 coK3a

B coorserctBuu co cratbamu 30 um 56 JloroBopa o Espasuiickom
SKOHOMHYECKOM coro3e oT 29 wmas 2014 roma, mynktom 14
npunnoxkenuss Ne 12 k JloroBopy o EBpasuiickoM 5KOHOMHYECKOM COO3€
oT 29 mas 2014 roma, crareeii 9 CornameHus O €IUHBIX PUHIUIIAX
¥ TpaBuiax oOpalleHHs JIeKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro
OKOHOMMYECKOro coro3a ot 23 nmekabps 2014 roma, nynkramu 57 u 82
npunokeHust Ne 1 k Pernmamenty paboTel EBpasuiickoii 5KOHOMHUYECKOI
KOMHMCCHH,  yTBepxKIeHHOMY  Pemenumem  Beicuero  Epasmiickoro
ODKOHOMHYECKOro coBera oT 23 nexabpst 2014 r. Ne 98, u Pemenunem
Beicirero EBpasuiickoro skoHoMu4eckoro cosera ot 23 jekabps 2014 r.
No 108 «O peammsanuu CorvalieHust O eIHHBIX TPHHIMIIAX W [paBHJIax
oOpallleHusi ~ JIEKapCTBEHHBIX  CpPEeICTB B paMKax  EBpasuiickoro
HSKOHOMMUEcKoro coroza» CoBer EBpasuiickoii 5KOHOMHYECKOH KOMHCCHUHU
p e uJI:

1. YTBepauTh npuiiaraeMele [IpaBuia HaJIexalen
IPOM3BOJCTBEHHOM NpakTUKKM EBpaswiickoro 3KOHOMMYECKOTO COIO3a

(nanee — [Ipapwa).



2. Hacrosmuee Pemenuwe BcTymaeT B CWIY TI0  HMCTEYEHUHU
10 xanmeHnmapHblx JHEW C garel BeTyluieHuss B cuiy  Ilpotokoua,
noanucanHoro 2 gexkabps 2015 roma, o mpucoeauHeHuu PecnyOsukm
Apmenus xk CornameHuro O €IUHBIX IPUHIMIIAX M MpaBUiIax oOpaleHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasMiicKOro 3KOHOMHYECKOro COH3a
oT 23 nexabps 2014 roxa, Ho He paHee yeM 1o HcTeueHHH 10 KajeHIapHbIX
OHEH ¢ Jarbl O(QUUUAIBHOTO OnyONIMKOBaHMS HacTosiero Pemenus,
32 MCKJIIOYEHHUEM [I0JIOXKEHUH YTBEPXKIEHHBIX HAcTOSIIMM Peurenuem
ITpaBui, xacaromuxcsi TpeOOBaHMH K INPOU3BOACTBY  BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB.

[lonmoxenus IlpaBui, Kacarompyecs: TpeOOBaHMH K IPOU3BOJICTBY

BCTCPUHAPHBIX JICKAPCTBCHHBIX CPEACTB, BCTYIIAIOT B CHIIY C 1 SHBaps

2021 r.

Hnenel Cosera EBpa3uiickoii JKOHOMHYECKOH KOMHCCHH:

nng il
OKYMEHTOR |,

/



YTBEPKXJIEHDBI

Pemennem Cosera
EBpa3zuickor 5KOHOMHUYECKOU KOMUCCUU
ot 3 Hos10pst 2016 . Ne 77

INPABUJIIA
Ha/UIeKaneil Mpou3BoACTBEHHON MPaAKTHKH
EBpa3uniickoro ’kKOHOMHU4eCKOro co103a

BBEJEHUE

dapmMmarleBTUUYECKasE  MPOMBIIUIEHHOCTh  TOCYJapCcTB —  YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOro coro3a (Jajee COOTBETCTBEHHO —
rocyaapcTBa-uiieHbl, Co103) MOJJepKUBAET BHICOKUE CTAHAAPTHI YIIPaBICHUS
KaueCTBOM MpU pa3pabOTKe, MPOU3BOJCTBE M KOHTPOJIE JIEKAPCTBEHHBIX
cpeactB. Cucrema rocyaapCTBEHHOW PErucTpalid TapaHTUPYET, 4TO BCE
JIEKApPCTBEHHBIC CPEJICTBA OLIEHEHBl YMOJHOMOYEHHBIM OPTraHOM, YTOOBI
00€ecCIeunTh UX COOTBETCTBHE COBPEMEHHBIM TPEOOBaHUSM OE€30IMaCHOCTH,
kauectBa U dPdexktuBHOCTH. CHCTeMa JUIEH3UPOBAHUS TPOU3BOACTBA
rapaHTUpPYET, 4YTO BCSA MPOAYKIHMA, pa3pelieHHas K MPUMEHEHUIO Ha
TEPPUTOPUSLX TOCYJAPCTB-UJIECHOB, MPOU3BEJCHA TOJIBKO MPOU3BOJUTEIISIMH,
KOTOPBbIE MMEIOT COOTBETCTBYIOIIME pa3pelieHusl (JTUIEH3UU) U PEryasipHO
WHCIIEKTUPYIOTCSI  YIOJHOMOYEHHBIMH OpPraHaMH C  HCIOJIb30BaHUEM
IPUHIUIIOB YIIpaBJCHUsI pUCKaMu JUIsl KauecTBa. Paspelenue (JueH3us) Ha
MPOU3BOJICTBO SIBISICTCSI 00S13aTEIBHBIM JIJIsSI IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB TOCYJIapCTB-WICHOB HE3aBUCUMO OT TOTO, pealIn3yeTcs JTa
NPOAYKIIUS HA TEPPUTOPHUSIX TOCYAAPCTB-WICHOB UM 32 UX MPEJICTaMH.

CootBerctBue HactosamuM [IpaBuiaM yduThIBaeTCS MpPU MOJTYyYECHUU

paspenieHuit (JUIEH3UI) HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, U Ha
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HEM OCHOBBIBACTCS HWHCIIEKTUPOBAHUE TMPOUZBOJIUTEIICH JIEKAPCTBEHHBIX
CPEJICTB.

TpeboBanust Hactosimux [IpaBun K NOpOU3BOJCTBY BETEPUHAPHBIX
JIEKApCTBEHHBIX CPEJACTB SIBIISIIOTCS TAKMMHU K€, KaK WM TP MPOU3BOJCTBE
JIEKApCTBEHHBIX CPEIACTB MJISI MEAULMHCKOTO TpuMeHeHus. CrneuunanabHble
TpeOoBaHMs HacTosmux I[IpaBui i1 BeTepUHAPHBIX JIEKAPCTBEHHBIX
npenapartoB M HWMMYHOOUOJOTHMYECKUX BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapaToB U3JI0KEHBI B MPUI0KEHUSIX Ne 4 u 5.

Hacrostimue I[IpaBuiia nipeacTaBiaeHbl 3 4acTSIMU U PSIJIOM TTPUIIOKEHUH.
Yacte [ comepXuT TPUHUMIIBI, TPUMEHUMBIE TIPU  [POU3BOJICTBE
JIEKapCTBEHHBIX IpenaparoB. HacTe Il oxBaThIBa€T MPUHUIMIIBI, MIPUMEHUMBIE
Ipu  TNPOU3BOACTBE  AKTUBHBIX  (hapMalleBTUUECKUX  CyOCTaHIIHM,
VCIIOJIB3YEMBIX B KaudecTBe HCXOMHbIX MarepuanoB. Yacte III comepxur
pazzielnbl, B KOTOPBIX Pa3bsCHSIIOTCS TpeOOBaHUS YIIOJTHOMOYEHHBIX OPraHOB
rOCyJlapCTB-4WICHOB, CBSI3aHHBIE C MPAaBUJIAMM HAJIEKAIIETO MPOU3BOACTBA
JIEKApCTBEHHBIX CPEJCTB.

B rmaBe 1 wactu I nacrosmux IlpaBui B oOmmMX depTax H3iaraeTcs
dbyHIaMeHTalbHasg KOHIEMIUS YNpPaBICHUS KAa4yeCTBOM MPU MPOU3BOJICTBE
JIEKapCTBEHHBIX mnpenaparoB. Kaxngas w3 cloeayrommx TrJIaB COAEPKUT
MIPUHIIMI, OMUCHIBAIOIIUM B OOIMX YepTax IEJIM yIpaBJICHHUS KauyeCTBOM B
paMKax STOM TJIaBbl, U TOSICHEHHS, KOTOpPbIE O0ECIEeUUBAIOT JOCTATOUYHYIO
JNeTaIN3aluil0, 4YTOObl MPOU3BOJAUTEIN IIOHMMAJId OCHOBHBIE BOIPOCHI,
KOTOPbIE HEOOXOIMMO YUUTHIBATH MPH PeATTU3AIUUA 3TOTO MPUHIIUIIA.

B macrosmumx IlpaBunmax wu3naraercs jAeTanbHas uHopmaius o
MPUHLMIIAX  HAJIEKAIIEr0 MPOM3BOJACTBA B  OTHOIIEHWM  AKTHUBHBIX
(dbapMareBTUUECKUX CYOCTaHIIMH, HCIOJBb3yEeMbIX B KaueCTBE HCXOHBIX
marepuasioB. Yacte Il Obuia pa3paboraHa Ha ocHoBe pykoBojacTBa ICH,

u3nanHoro kak JMokyMeHT ICH Q7A s akTUBHBIX (papMaleBTUYECKUX
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cyOcTaHIM. DTa 4acTh paclpOCTpaHsIETCs KaK Ha JIEKAPCTBEHHBIE CPEACTBA
U1l MEAULMHCKOTO MPUMEHEHHUs, TaK U HAa BETEPUHAPHBIE JIEKAPCTBEHHBIC
CpeACTBa.

B nononHeHue K OCHOBHOMY COIEPKAHUIO, U3JI0)KEHHOMY B 4acTsX |
u 1I, nactosmme IlpaBuna BrIOYAOT B ceOS P  NPHIOKEHHM,
00€eCleunBaOIMX JeTalu3alliil0 B  OTHOUIEHUWU OTIEIBHBIX  BHUJIOB
NEATENbHOCTU. JlJIsi HEKOTOPBIX IMPOU3BOACTBEHHBIX IPOLIECCOB Pa3IUYHbIC
NPUJIOKEHUSI OyyT IPUMEHSITHCA OJTHOBPEMEHHO (Harpumep, MPUIIOKEHUS,
pETIIAMEHTUPYIOLIUE MPOU3BOJICTBO CTEPUIBHBIX JIEKAPCTBEHHBIX CPEACTB U
POU3BOJCTBO paauodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPENCTB U (MJIN)
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB).

Yacte III comepxut pasznenbl, CBA3aHHBIE C MIPaBUJIAMUA HAIJICKAIIETO
MPOU3BOJICTBA, KOTOpPbIE HE SBISIIOTCS MOAPOOHBIMH  PYKOBOISIIUMHU
npuniunamu. Llens wactu III — pa3zbsicHUTh TpeOOBaHUS PETYIATOPHBIX
OpraHoB, €€ CJeAyeT paccMaTpuBaTh KaK HUCTOYHHK HWH(POpPMALUU B
OTHOIIEHUM HAWIY4YlIUX COBPEMEHHBIX METONOB. OTIENBPHO B KaXIOM
paszelie ONUCaHbl IETAIA, KACAKOLIUECS €r0 IPUMEHUMOCTH.

[Tocne nmpuiioxkeHnit K OCHOBHBIM 4acTsaM [IpaBui mpuseneH cioBapb
TEPMHUHOB, UCIIOJIb3YEMBIX B HacTosAuX lIpaBuiiax.

Hacrosmue IlpaBuiia He pacnpoCTpaHSIOTCS Ha BOIPOCHI OXPAHBI
Tpylla MepcoHaia, 3aHATOr0 B MPOU3BOACTBE. DTH BOMPOCHI MOTYT OBITH
BAXHBIMU [PU [POU3BOJACTBE TAKUX JIEKAPCTBEHHBIX CPEACTB, Kak
BBICOKOAKTUBHBIE, OUOJOTHYECKUE U PaAuoakTUBHbIC. OHU PETYyIUPYIOTCS
3aKOHOJIATEIBCTBOM I'OCYAAaPCTB-UJICHOB.

Hacrosmumu  IlpaBunamMu mnpenycmMaTrpuBaercs, UTO JEPHKATEIb
paspeuieHuss (JMUEH3UMHA) HAa MPOU3BOJCTBO CHCTEMATHYECKHA BKIFOUAET
TpeOOBaHMSI PErUCTPAIMOHHOIO JOChE JIEKAPCTBEHHOrO IIpenapara B

OTHOIIIEHUU 0€30MacCHOCTU, KauecTBa U 3(PPEKTUBHOCTH MPOIAYKIIMU BO BCE
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MEpONPUSITUS O MPOU3BOJCTBY, KOHTPOJIO U BBIMYCKY MPOIYKIHH B
peanu3aluio.

B TeueHue MHOruMX J€T MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB
NPOBOAUTCA B COOTBETCTBUU C PYKOBOASIIMMU MPUHIMIAMHA [PABUII
HaJUIeKAIEro MpPOu3BoJIcTBAa U He perynupyercs cranpapramu CEN/ISO.
B wacrosmux IlpaBunax crangaptel  CEN/ISO  Obumn  y4TeHBI,
HO TEPMHUHOJIOTHUSI 3TUX CTAaHAAPTOB HE MPUMEHSLIACK.

MoryT CyilecTBOBaTh HWHbBIE MNPUEMIIEMBIE METOJIbI, OTJIMYHBIE OT
OonucaHHbIX B Hacrosmux [IpaBunax, C MOOMOIIBIO KOTOPBIX MOXHO
COOJIOCTH MPUHIMIBI yrpaBieHus KadectBoM. Hacrosimue IlpaBuna e
HaIpaBJIeHbl Ha OTPAHUYEHUE PA3BUTHS KAKUX-TUOO HOBBIX KOHIICTIINI WA
HOBBIX TEXHOJIOTUA, KOTOPBIE MPOIUIA BATUAAIMIO U 00ECIIEUNBAIOT YPOBEHD
yOpaBJICHHUS  KA4eCTBOM, IO  MEHbIIEW  Mepe  AKBUBAJICHTHBIN
yCTaHOBJICHHOMY HacTosiuMu [IpaBunamu.

Hacrosimue IlpaBuna OynyT peryisipHO MEepecMaTpuBaThCS C IEIBIO
OTPaXXEHUs HEMPEPHIBHOTO COBEPIICHCTBOBAHUS MPAKTUKU B OOJACTH

Ka4dycCTBaA.

I. OcHoBHBIE TpeOOBaHUS

I'maa 1. ®apmaneBTrUecKass CHCTEMA Ka4eCTBA

[TpuHIMI

[IpouzBoaunTENb NOJKEH MPOU3BOAUTH JIEKAPCTBEHHbBIE CPEACTBA TAKUM
o0pa3oM, 4YTOOBI TapaHTHUPOBATh KX COOTBETCTBHE CBOEMY HA3HAYECHHUIO,
TpeOOBaHUSIM PErUCTPALIMOHHOTO J0Che U (MJIM) MPOTOKOIY KIMHUYECKOTO
UCCIIECOBAHUSI M MHUHUMHU3UPOBATH PHUCK JJISI MAI[MEHTOB, CBSI3aHHBIN C

6C3OHaCHOCTBIO, Ka4€CTBOM H B(I)q)CKTI/IBHOCTBIO JICKAPpCTBCHHBIX CPCIACTB.
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OTBETCTBEHHOCTh 3a BBIMOJHEHHE OTUX TPEeOOBAaHWI HECET BBICIIEE
PYKOBOJACTBO, WX BBIIOJTHEHHUE TpeOyeT ydacTusi W OTBETCTBEHHOCTH
NIEPCOHAJIa PA3JIMYHBIX TOMPA3CICHUN MPEANPUITUI-TIPOU3BOIUTES Ha
BCEX €r0 YPOBHSIX, & TAK)KE MOCTABIITUKOB M OPTaHU3AIMI OMITOBOW TOPTOBIIH.
JUis  MOCTHMXKEHHsI DTOW IEeTH CO3[aeTCsl BCECTOpPOHHE pa3paboTaHHas u
NPaBWIbHO (QYHKIMOHUpPYOIAas ¢dapMaieBTUuecKass CHCTEMa KauecTsa,
BKIIOYAIOMIass B Ce0S HAUIeKAI[yl0 TPOU3BOJACTBEHHYIO IMPAKTUKy WU
yIpaBJIE€HUE PUCKAMU JUIsl KaueCcTBa. JTa CUCTEMA JOJDKHA ObITh odopmiieHa
JOKYMEHTaJIbHO, a €€ 3(h(HEKTUBHOCTH — MPOKOHTPOIMPOBaHa. Bce aneMeHThl
dapMareBTUYECKO CHUCTEMbI Ka4yecTBa JOJDKHBI OBITh YKOMIUIEKTOBAHBI
KBaJIM(UIIUPOBAHHBIM ~ MEPCOHAJIOM, O00€CIeYeHbl HEOOXONUMBIMH U
HQVISKAIMUMHA ~ TIOMEUICHUSIMU,  O0OpYyIIOBaHMEM W TEXHUYECKUMU
cpeactBamu. Jlepxkartenb paspenieHus (JIMIIEH3WH) Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB U  YIOJIHOMOYEHHOE JIMII0 (JIhla) HECYT
OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOIATEIHCTBOM T'OCYIapCTB-UJICHOB
3a (QyHKIIMOHUPOBaHUE (hapMalleBTUYECKON CUCTEMbI Ka4eCTBa.

OcCHOBHBIC TIPHWHIMITBI  YIPaBICHUS  KA4eCTBOM,  HaJJIeXkKallen
MPOU3BOACTBEHHONW TIPAKTUKU W YIPaBIECHUS pPHUCKaAMHU IS KadecTBa
B3aMMOCBs13aHbl. OHM ONMHUCAHBI HUXKE, YTOOBI MOTICPKHYTh UX B3aWUMOCBSI3b
U TIEPBOCTETICHHOE 3HAYEHUE IS MPOU3BOJICTBA U KOHTPOJIS JICKAPCTBEHHBIX

penaparos.

cDapMaLIGBTI/I‘ICCKa}I CHCTCMaA KadycCTBa

1.1. YopaBneHne  KayeCTBOM  —  BCEOOBEMIIIONIEE  IOHSTHE,
OXBAaTBIBAIOIIIEE BCE BOMPOCHI, KOTOPBIE B OT/ICIbHOCTH WJIU B 1[€JIOM BIIUSIIOT
HAa KauyeCTBO MPOAYKIMU. ITO COBOKYNMHOCTh OPraHU3allMOHHBIX MED,

nNpcaAIpuHUMACMBIX B HOCIIAX oOecrieueHrsT COOTBETCTBUS KauyecTBa
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JIEKapCTBEHHBIX CPEJICTB MX IpeAHA3HAYCHHUIO. YTIIPaBJICHUE KauyeCTBOM
BKJTFOYAET B Ce0s HAAJICKAITYIO TPOU3BOICTBEHHYIO MMPAKTUKY.

1.2. TlpaBwiia HamJIekKaMEro MPOU3BOJACTBA W KOHTPOJS KadecTBa
NPUMEHSIOTCS KO BCEM CTaausM JKH3HEHHOTO IIMKJIAa TPOIYKTOB:
MPOU3BOJICTBY  JIEKAPCTBEHHBIX mpenapaToB TUISt KIIMHUYECKUX
UCCIICIOBAHUM, TIEPEHOCY TEXHOJOTHH, MPOMBIIUICHHOMY ITPOU3BOJICTRY,
MPEKPAIICHUI0  TMPOU3BOJACTBA  JICKAPCTBEHHBIX  cpenctB.  OpHako
dapmarieBTHYECKasi CHCTEMa KaueCTBa MOXKET PacIpOCTPAHATHCS M Ha TaKyrO
CTaJIMI0 KU3HEHHOIO IMKJIa MPOIYKTOB, KaK (papmarieBTuuecKkas pa3padboTka.
Oto onmcano B yactu |l macrosmux [TpaBun B pazaene «dapmareBrudeckast
CUCTeMa KauyecTBa», KOTOPBIM, HECMOTpS Ha TO, 4YTO  SBISIETCS
PEKOMEHIaTeIbHBIM, JIOJKEH CIIOCOOCTBOBATh MHHOBAILIMSAM M TOCTOSHHOMY
yAy4dIIEHWI0, a TaKXe YIPOUYHCHHIO CBS3M MEXAYy (hapMareBTUIeCKOU
pa3paboTKOM u MIPOU3BOICTBEHHOM JEeSITeIIbHOCTBIO. Paznen
«DapmarieBTHUECKass CUCTeMa KadecTBa» MOMKET HCIIOJIb30BaThCs, UYTOOBI
JIOTIOJTHUTH COJIEp)KaHUE HACTOSIIIICH TJ1aBhI.

1.3. Ilpu pa3paboTke HOBOW (papmarieBTUUECKON CHUCTEMBbI KauyecTBa
WM TIPU WU3MEHEHWU CYIIECTBYIOIMIEH CHUCTEMBI HEOOXOIUMO YYHUTHIBATH
00BEM ¥ CIOXKHOCTh JCSATEIBPHOCTH OpraHu3anmuu. B  CTpyKTypy
dbapMalieBTUYECKOM  CHUCTEMBl  KauyecTBa JIOJKHBI  OBITh  BKJIFOUCHBI
COOTBETCTBYIOIIME MPUHIIUIMBI YIIPABICHUS PHUCKAMH C HCIOJIb30BaHUEM
MOAXOMAIIUX HWHCTPYMEHTOB. B TO BpeMss Kak HEKOTOPBIE aCIEKThI
dhapmareBTHIeCKON CUCTEMBI Ka4eCTBAa MOTYT MPUMEHSTHCS K ACATEIHHOCTH
BCC OpraHW3alud B II€JIOM, a HWHBIE — TOJBKO K OIPEACICHHBIM
MIPOU3BOJICTBEHHBIM y4acTKam, 3 (PEKTUBHOCTH BHEJIPECHUS
(bapMaleBTHYECKOM CUCTEMBI Ka4eCTBa OOBIYHO IEMOHCTPUPYETCS Ha YPOBHE

MIPOM3BOJICTBEHHOM TIJIOIIAJIKH.
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1.4, ®apmarnieBTHUECKasi CHUCTEMa KadecTBa, NpeIHA3HAYCHHas st
IIPOU3BOJICTBA JICKAPCTBECHHBIX CPEJICTB, IOJDKHA TApaHTUPOBATH, UTO:

1) BEITYCK TIPOAYKIIMM OOECIIEUMBACTCS IOCPEACTBOM pa3pabOTKH,
TUTAaHUPOBAHUS, BHEJPCHHUS, TOJICPYKAHUS " HENPEPHIBHOTO
YCOBEPIIICHCTBOBAHUS CUCTEMBI, KOTOpas JaeT BO3MOXKHOCThH IIOCTOSIHHO
TIOCTABJISITh MMPOTYKITUIO C COOTBETCTBYIOIIMMH ITOKA3aTEISIMU KaueCTBa;

1) yripaBjieHUe 3HAHUSAMHU O MPOIYKIIMH M MPOIIECCE €€ MPOM3BOCTBA
OCYIICCTBIIICTCSI Ha TPOTSHKCHWHM BCEX CTaaui  KU3HEHHOTO ITHKJIA
IPOAYKIIHH;

I1l) JIekapCTBEHHBIE CPEICTBA Pa3padaThIBAIOTCS M COBEPIICHCTBYIOTCS
c yuetoMm TpeboBaHMil HacTosimux [IpaBu;

IV) omieparu IO  MPOM3BOJCTBY W KOHTPOJIO TOYHO OTPEIACICHBI
U COOTBETCTBYIOT TpeOOBaHUAM HacTosmmx [IpaBu;

V) OTBETCTBEHHOCTh M  OOS3aHHOCTH  PYKOBOJHUTENCH  YETKO
OTIpE/IEIICHBI;

Vi) IpUHATBI MEphI I MPOU3BOACTBA, MOCTABKUA W HCIIOJIb30BaHUS
UCXOJHBIX MaTepPHaJIOB, COOTBETCTBYIONIUX YCTAHOBJICHHBIM TPEOOBaHUSM,
a TakKe JUIsl BEIOOpA W KOHTPOJISI TIOCTABIIMKOB M IS TIPOBEPKU TOTO, YTO
KaXmass ~ TOCTaBKa  IOJIy4eHa  OT  YTBEPXKICHHBIX  IMOCTaBIIUKOB
(YTBEpKICHHOM LIEU MTOCTABKH);

Vii) BHEIpEHBI IPOIIECCHI, 00eCIeunBarOIINe yTpaBJIeHUE
JEeSTEIIbHOCTRIO, TIEpeaBacMOM JPYyro OpraHW3alliu JJIsl BBITIOJTHEHUS
(ayTCOpPCUHIOBOI1 IESITETLHOCTHIO);

Vill) yCTaHOBJICHO W TOAJECPKUBACTCS KOHTPOJIUPYEMOE COCTOSHHE
MIOCPEJICTBOM Pa3pabOTKH M MCIIOJBb30BaHUs 3(PPEKTUBHOTO MOHUTOPHUHTA U

CUCTEM KOHTPOJIA B OTHOIOCHHUHU IIPOBCACHUA IIpOHCCCa HW KadCCTBa

MIPOYKITUH;
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IX) pe3ynbTaThl MOHHUTOPWHTA TMPOIECCOB M Ka4eCTBa MPOIYKIIMH
NPUHUMAIOTCS BO BHHMAaHHE IIPH BBINYCKE CEPHH, TPU PACCICIOBAHUHU
OTKJIIOHCHUH W JJIl TPHHATHS TPEAYNPEKIAOIMUX Mep BO H30ekKaHUE
MOTCHIIMAIBHBIX OTKIIOHEHUH, KOTOPBIC MOTYT IMPOU30UTH B OyIyIIIeM;

X) IPOBOJIATCST HEOOXOIUMBI KOHTPOJIb MPOMEKYTOYHON MPOIYKIIHH,
F000M Jpyroil KOHTPOJIb B TPOIECCE MPOU3BOJICTBA, M OCYIICCTBISACTCS
BaJTAIAITHS;

X1) OKa3bpIBaeTCsl CONEUCTBUE MOCTOSHHOMY YITYYIIEHHIO MOCPEICTBOM
BHEAPCHUS YCOBEPIICHCTBOBAHHMI, OCHOBAaHHBIX Ha AaKTyaJbHBIX 3HAHUAX
nporiecca u MPOAYKIINH;

Xil) IPUHATBI Mepbl JJI MEPCICKTHBHON OIICHKU 3allTAHUPOBAHHBIX
U3MCHCHU W WX YTBEPXKICHHS 10 BHEAPEHUS C YYETOM HEOOXOIMMOCTH
BBITIOJTHUTh YBEAOMJICHHE YIOJHOMOUYCHHBIX OpPraHOB WM COIJIACOBaTh
U3MEHEHHS C HUMU, €CJIU 3TO TpedyeTcs;

Xiil) MpOBOIUTCS OIICHKA JIFOOBIX PeaM30BaHHBIX U3MEHEHMH MOCIIE UX
BHEJIPCHUSI IS TIOATBEP)KICHUS TOrO, YTO IIeJb HM3MCHEHUH Oblia
JOCTUTHYTA M YTO 3TO HE OTPA3UIIOCh Ha KAY€CTBE MPOAYKIIUN HETaTHBHO;

XiV) BO BpeMs  paccieloBaHUS ~ OTKJIOHEHHWH, TIpeanojaraeMbIX
ne(eKToB TPOAYKIMM | JPYTUX MpOOJeM JODKEH IMPUMEHATHCS
COOTBETCTBYIOIIMH  YPOBCHb  aHajW3a OCHOBHBIX TPUYUH  JIAHHBIX
HECOOTBETCTBHIM, KOTOPBIH MOXET OBITh OIPEICICH C WCIOJIb30BaHUEM
NPUHITMIIOB YIIPABJICHUS PUCKaMU I KadecTBa. B cirydasx, Korjaa HCTHHHAS
OCHOBHasi TMpUYMHA (OPUYUHBI) HECOOTBETCTBUSI HE MOXKET OBbITh
YCTaHOBIICHA, CIENyeT UACHTU(UIIMPOBATh HAUOOJIEEe BEPOSTHYIO NMPUUYUHY.
B cnywasx, Korga B KayeCTBE NPUYUHBI  IIOO3PEBACTCA WM
WICHTU(UIIUPOBaHA OIIMOKA TIEPCOHANA, ATO JO/DKHO OBITH JOKa3aHO C
0Cc000H TIHIATEIBPHOCTHIO, YTOOBI FApaHTUPOBATh, YTO HE OBUIM MPOIYIICHBI

CYILIECTBYIOIIIME MPOIIECCHBIE, MPOLEAYPHbIE WIM CUCTEMHBIE OIIMOKUA WM



9

npooOsemsl. [To pe3ymbraTram paccienoBaHus JOHKHBI OBITH ONPEICIICHBI U
TIPEITPUHATHI COOTBETCTBYIOIINE KOPPEKTUPYIOITHE " (nn)
npeaynpexaanme aeucTBus. JHOEKTUBHOCTh TaKMX JEHCTBUN JTOJKHA
OBITH MPOBEPEHA W OICHEHA B COOTBETCTBHM C TPHUHIIMIIAMHU YIIPABICHHSI
pPUCKaMU JJIs1 KaYeCTBa,

XV) JIeKapCTBEHHBIC TIpenaparhbl He OYIyT BBIMYIICHBI B OOpaIICHUE JI0
TOTO, KaK YIOJIHOMOYCHHOE JIMIIO HE YIOCTOBEPUT, UYTO Kaxxaas Cepus
MPOAYKIIMA ObLTa MPOU3BENCHA W MPOKOHTPOJIMPOBAHA B COOTBETCTBUHU C
TPeOOBAaHUSMHU PETHCTPAIIMOHHOTO JOChE U HacTosmux [IpaBui;

XVI) IpennpuHSITHI JOCTaTOYHBIE MEpHI, 00eCIeunBarOIINe
NoJiiepyKaHNe KauyeCTBa JICKAPCTBEHHBIX MPENapaToB B TEUCHHE BCETO CPOKA
TOTHOCTH TIPU WX XPAHCHHUH U MOCIIEIYIONIEM 00palleHuH;

XVil) umeeTcs mporeaypa MpoBeICHNsS CAMOWHCIICKITMH U (WJIH) ayIuTa
Ka4eCcTBAa, B COOTBETCTBHHM C KOTOPOH PETYISIPHO  OIEHWBAIOTCS
3¢ PEKTUBHOCTh U IPUTOJHOCTH (PapMaIieBTUIECKON CUCTEMBI Ka4eCTBA.

1.5. Beiciiee pyKOBOJICTBO HECET OCHOBHYH) OTBETCTBEHHOCTH 3a
Haymmuue 3PQGeKTUBHON (HapMaIeBTUIECKON CHCTEMBbI KadecTBa, 3a TO, YTO
UMEIOTCSI HEOOXOIUMBIE PECYPChl M YTO OOS3aHHOCTH, OTBETCTBEHHOCTH U
MIOJTHOMOYHSI OTPEEICHBI, JOBEACHBI IO CBEACHUS U BBITOJHSIIOTCS,
pEATM3YIOTCSI BO BCEX MOpPA3ACTICHUSX MpeanpusTs. Baxxkna muaupyromas
POJIb BBHICIIIETO PYKOBOJICTBA M €r0 aKTUBHOE Y4YacTHe B (papMalleBTHUECKON
CUCTeME€  KauecTBa. OJTO  JIOJDKHO  TapaHTHpPOBaTh  IMOIJIECPKKY
dbapmMareBTHIeCKON CUCTEMBI KAYECTBA U 3aMHTEPECOBAaHHOCTH TIEPCOHANIA Ha
BCEX YPOBHSX U B MOJAPA3ICIICHHUSIX TTPESAIPUATH.

1.6. JIomKHBI POBOAUTHCS MePUOUYECKUE 0030p5I
GyHKIIMOHUPOBaHUS (hapMaIleBTUIECKOW CHCTEMbI Ka4eCTBa C BOBJICYCHHEM
B OTOT MPOIIECC BBICIIETO PYKOBOJICTBA, YTOOBI OMPEACTUTH BO3MOKHOCTH

AJI TTIOCTOSIHHOI'O YJIYUYIICHUA ITPOAYKIUH, ITPOICCCOB U CaMOM CHUCTEMBI.
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1.7. ®apmarieBTHyecKas CUCTEMa KadecTBa JIOJKHA OBITH OmIpejesieHa
u odopmieHa JOKYMEHTAIbHO. J[OMKHO OBITh B HAJIMYMU PYKOBOJACTBO IO
KQ4eCTBY WJIM 3KBUBAJIEHTHBIN €My JOKYMEHT, KOTOPBIM JOJKEH COAEPKATh
ONMCAHUE CHUCTEMBbl YNPABICHUS KA4YECTBOM, BKJIIOUAs OTBETCTBEHHOCTH

PYKOBOJICTBA.

Hannexanias IMPONU3BOJACTBCHHAA IIPAKTUKA

1.8. Hamuexxarasi mpor3BOICTBEHHAs MPAKTHKA SBIISETCSA TOH YacThIO
yIpaBjeHUs KauyeCTBOM, KOTOpas rapaHTHPYET, YTO MPOAYKIIHS MOCTOSHHO
IOPOU3BOAMTCA WM KOHTPOJIMPYETCS [0  CTaHJapTaM  KadecTBsa,
COOTBETCTBYIOIIIMM €€ HA3HAYCHHUIO, a TaKKe B COOTBETCTBHHM C
TpeOOBaHUSAMU  PETUCTPAIIMOHHOTO  JIOChE, MPOTOKOJA  KIMHHYSCKUX
UCCIICIOBAaHUH U CIIeHM(PUKAIIMN Ha 3Ty IPOAYKIIHIO.

Hammexxammass  OpouM3BOACTBEHHAs  MpakKTHKA  CBA3aHA KAk ¢
IPOU3BOJACTBOM, TaK M C KOHTPOJeM KadecTBa. OCHOBHBIE TpPeOOBaHUS
HaJJIeXKalllel MPOU3BOJACTBEHHON ITPAKTHKU:

1) Bce MPOM3BOACTBEHHBIC MPOIECCHI OMPEACIIIIOTCS, CUCTEMATHUYECKH
IIEPECMATPUBAIOTCI C YYETOM HAKOIUICHHOTO OIIbITa M IOATBEPIKIAIOT
CIOCOOHOCTh  MOCTOSHHO  IPOU3BOAUTH  JIEKAPCTBEHHBIE  IIPEIapaThI
TpeOyeMOoro KauecTBa B COOTBETCTBHH CO CIECIU(PUKAIIUIMHU;

Il) KpUTHYECKHEe  CTagud  IPOM3BOACTBEHHOIO  Ipolecca |
CYIICCTBEHHBIC H3MEHEHHMS MPOIICCCa JODKHBI IIPONTH BaJIMIAIINIO;

Ili) TomkHBI OBITH OOECHEYeHBl BCE HEOOXOAUMBIC YCIOBUS IS
BBIIIOJHEHUS TpeOoBaHMil HacTosMX [IpaBusi, BKIIOUas HATUYKE:

HaJJIexKaluM  00pa3oM  OOYyYEHHOTO  MepCoHajia,  MMEKOIIEro
HEO0O0XOIMMYIO KBaTU(PUKAIIHIO;

COOTBETCTBYIOIIUX TTOMEIIEHUI U TUIOIIAJICH;
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COOTBETCTBYIOIIUX 000pY0BaHUS U 00CITYyKUBaHUS;

COOTBETCTBYIOIIUX MaTePHUAJIOB, KOHTEHHEPOB U ITUKETOK;

YTBEPKACHHBIX TMPOIEAYP W HHCTPYKIHMA B COOTBETCTBHH C
(dhapmareBTHUECKOM CUCTEMOM KaueCcTBa;

COOTBETCTBYIOIIUX YCIOBUH XpaHEHUs U TPAHCIIOPTUPOBAHMUS;

IV) HHCTPYKIIMU ¥ IPOIIEYPhI JTOKHBI ObITh M3JI0KEHBI B TUCHMEHHON
dbopme SICHO U HEIBYCMBICIIEHHO, OHM JIOJDKHBI ObITh KOHKPETHO TPUMEHUMBI
K UMEIOIITUMCS B HATMYUHU CPEICTBAM;

V) MpoIreyphl JOJDKHBI TOYHO COOJTIOIATHCS, M IIEPCOHAI JOJKCH OBIThH
00y4eH MPaBUIHLHOMY UX BBITIOJHEHHUIO;

Vil) B mporecce  TPOM3BOJACTBA  CIIEAYET COCTaBIATH  3aIlUCH
(pyKOIUCHBIM CIIOCOOOM W (WJIM) C NMPUMEHEHHWEM TEXHUUYECKHUX CPEJICTB),
JOKYMEHTaJIBHO TMOJATBEepXKAatone (HaKTUIECKOE TIPOBEICHHUE OTalloB,
MPETYCMOTPEHHBIX YCTAHOBJIECHHBIMH METOAMKAMH ¥  HWHCTPYKIUSIMH,
a TaKkXKe TO, 4YTO KOJUYECTBO M KayeCTBO MPOAYKIIMHM COOTBETCTBYIOT
YCTaHOBJICHHBIM HOPMaM;

Viil) mo0ble CYIIECTBEHHbIE OTKJIOHEHHUS OJDKHBI OBITh ITOJHOCTBIO
oopMIIEHBI JOKYMEHTAIBHO W PACCIEIOBAaHBI C IEIBI0 OMPEIACICHUS
PUIHHBI OTKJIOHCHHSI " OCYIIECTBIICHUSI COOTBETCTBYIOITUX
KOPPEKTUPYIOIINX U MPEAYNPEKIAIOMNX ACHUCTBUM;

IX) B TOHATHOW W JOCTYMHOH (OpME COXPAHSIOTCS 3allkCH,
OTHOCAIIMECS K cepuu (HampuMep, B JOChE Ha CEpUI0), BKIHOYAs
JOKYMEHTAIIAIO 10 pean3aIlii, KOTOPhIE MO3BOJISIIOT MPOCIEAUTh TOJIHYIO
HCTOPHIO CEPHH;

X) IpH ONTOBOW peau3allii TMPOJYKIIUH HEOOXOJIUMO CBECTH K
MUHUMYMY PHUCKHM JUIsl €€ KadyecTBa M YUYUTHIBATh MpaBWia HaJiexKalen
TUCTPUOBIOTOPCKOM IIPAKTUKH, YTBEPKIAEMbBIE EBpasuiickon

AKOHOMHUYECKON KOMHCCHUEH;
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Xi) Jo;pKkHA OBITH B HAJIMYUU CHUCTEMa OT3bIBA JIIOOOW cepuu
IIPOYKITUU M3 TIPOJaKH WM MIOCTABKH;

Xil) TOJDKHBI ~ paccMaTpuBaThbCs  TMPETCH3WHW HA  MMOCTABJIICHHYIO
NPOJYKIUIO, PAcCIeAOBAaTbCS MPUYUHBI  JTe()EKTOB W MPUHUMATHCS
COOTBETCTBYIOIIIME MeEphl KaK B OTHONICHWH HEJO0OPOKAYeCTBEHHOM

MMpoOAYKIHNH, TAK U AJIA ITPCOAOTBPAILICHU S HO,I[O6HBIX CJIy4acsB.

KOHTpOHB KadcCTBa

1.9. KonTpomb KauyecTBa SIBIIIETCS 4acTbIO HaJJIexKallen
MPOU3BOJICTBEHHONM  TPAaKTUKW,  CBSI3aHHOM ¢ oTOOpoM  Mpoo,
cnenu@UKanusIMU U MPOBEACHUEM HCHBITAHUM, a TakXe C Mpoleaypamu
OpraHu3aly, JOKYMEHTUPOBAHHUS M BBIJAUd pa3pelieHuss Ha BBIMYCK,
rapaHTUPYIOUIUMHU, 4YTO (AKTUUECKH TMPOBEIAEHH BCE HEOOXOIHUMBbIE
UCTIBITAHUS M YTO MaTepHallbl He OyIyT pa3penieHbl JJis MCIOIh30BaHUs, a
TOTOBAs MPOMYKIMs HE OyIeT JOMyIIeHa K peaTn3aiuy WM MOCTaBKe 0 TeX
1op, MOKa UX KaueCTBO HE Oy/eT MPU3HAHO YOBIETBOPUTEIHHBIM.

OcHoBHbIE TpeOOBaHUS K KOHTPOJIIO KaUECTBa:

1) TOJDKHBI  OBITH B HAJIMYUU COOTBETCTBYIOIIWE TIOMEIICHUS U
o0opysoBaHUEe, OOYUYEHHBIM MEpPCOHAN M YTBEPXKICHHBIE METOIUKHU IS
oTOopa mpoO, KOHTPOJSI M  MCHBITAHMN  HCXOJHBIX  MaTE€pHUAaJIOB,
IPOMEXKYTOUHOM, Hepac(hacoBaHHOM M TOTOBOM MPOIYKLHH, a Takxke (Mpu
HEOOXOAMMOCTH) JUIsl MOHUTOPUHIA YCIOBUM MPOU3BOJCTBEHHOW CpPEIbl
B LIEJISIX BBIMOJIHEHUsI TpeOoBaHui HacTosumx [Ipasun;

I1) mpoBeeHrne oTOOpa MPOO MCXOJIHBIX M YITAKOBOYHBIX MaTEpPHAJIOB,
MPOMEXKYTOUYHOM, HepacPacOBAaHHOM M TOTOBOW MPOAYKIIMU HAa3HAYECHHBIM
MIEPCOHAJIOM B COOTBETCTBUHU C YTBEPKACHHBIMU METOIUKAMU;

I1i) MeTOIBI UCTIBITAHUI JOKHBI IPOMTH BaJIMIAINIO;
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IV) TOJDKHBI OBITH COCTABJICHBI 3aIUCH (PYKOITMCHBIM CIIOCOOOM U (HJIN)
C MPUMEHEHUEM TEXHUYECKUX CPEJCTB), JOKYMEHTAIBHO MOATBEPKIAIOIINE,
YTO BCE€ HEOOXOAMMBIE MEPONPUATHS MO OTOOpY MpoO, KOHTPOI U
METOJMKAaM HCHOBITAHUN JEHCTBUTEIHHO IPOBECHBI. JIIOOBIE OTKIOHEHUS
JOJDKHBI OBITH TTOJTHOCTHIO O(OPMIICHBI IOKYMEHTAIBHO U PAcCiIeI0BaHbI;

V) roToBas MPOTYKITUS JOJDKHA coJiepkKaTh aAKTUBHBIE
dbapMarieBTHYECKUE CyOCTaHIIUM, COOTBETCTBYIOIIWE PETrUCTPALIMOHHOMY
JIOCb€ MO0 KAYECTBEHHOMY M KOJIMYECTBEHHOMY COCTaBYy, JOJDKHA HMETh
TpeOyeMyl0 YHUCTOTY, JOJDKHA OBITh BJIOXKEHA B HAJUICKAI[YH) YIMaKOBKY M
MIPaBWJIBHO MapKUPOBAHA,

Vi) 3anucu, opOpMIICHHBIE IO PE3yJIbTaTaM KOHTPOJS M HCIbITAHHIMA
MaTepuasioB, MPOMEKYTOUHOU, Hepac(acOBaHHOW M TOTOBOW MPOIYKIIHH,
JOKHBI OBITh O(UITHATIBHO COMOCTABJICHBI C TPEOOBAHUSIMU ClieM(BUKAITUH.
OneHka MNOPONYKIMU JIOJKHA BKIKOYaTh B ce0s 0030p H  OIEHKY
COOTBETCTBYIOIIIEH  MPOM3BOJCTBEHHOW  JOKYMEHTAIlMd W OIICHKY
OTKJIOHEHUM OT YCTAHOBJICHHBIX MPOIEYD;

Vil) HU oJIHA cepus NPOAYKIMH HE MOXKET OBITh pa3pelieHa s
peanu3anyyu WA MOCTABKHU /10 TOTO, KaK YIMOJTHOMOYEHHOE JIMIIO COTJIACHO
npuioxeHuto No 16 He yJOCTOBEpUT €€ COOTBETCTBUE TpeOOBaHUSM,
YCTaHOBJICHHBIM MPH TOCYAAPCTBEHHOM PETUCTPALINY;

Viil) HEOOXOAMMO COXPAHATh JOCTATOYHOE KOJIMYECTBO KOHTPOJBHBIX
00pa3IoB MCXOJHBIX M YHNAKOBOYHBIX MaTEpPHAJIOB M TOTOBOM MPOIYKIIHH,
KOTOPOE€  TMO3BOJUT  NPOBOAUTH  MCHBITaHUS B Oyaymiem  (Opu
HEOOXOIMMOCTH) corjlacHo mnpuioxkeHuto Ne 19. OOpas3upl  ToTOBOM

NpoaAYyKIHUHU CIICAYCT XPAHUTH B OKOHYATEIbHOMN YIIAKOBKC.
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00630p KayecTBa MPOTYKIIHH

1.10. Cneqyer peryiaspHO TMpPOBOIUTH O030pbl  KadyecTBa BCEX
3apErMCTPUPOBAHHBIX MPOU3BEICHHBIX JIEKAPCTBCHHBIX IMPENapaToB, B TOM
YHCJIe JICKAPCTBEHHBIX MPENapaTroB, M3rOTOBIIIEMBIX TOJBKO Ha SKCIOPT,
C IEIbI0  TOJATBEPXKICHHS  IOCTOSHCTBA  HMEIOIIErocs  Ipoiiecca,
COOTBETCTBHUS  JCHCTBYIONIMM  chelu(UKAIUsIM KaK Ha  HCXOIHBIC
MaTepUaibl, TAK U HAa TOTOBYIO MPOIYKIIMIO, YTOOBI BBIIBUTH KaKUE-THOO
TEHACHIUU (TPCHIbI) U YCTAHOBHUTH BO3MOXKHOCTH YCOBEPIIICHCTBOBAHHUS
NPOAYKIIMU U Tiporiecca. Takue 0030psl ciieayer 0popMIISITh IOKYMEHTAIBHO
W TPOBOAWTH, KaK TMPaBWIO, €XKEroJHO, TPUHUMAs BO BHUMaHUC
npeasiaynme 0030psl. OHHM TOIKHBI BKIIOYATh, KAK MUHUMYM, CIIEAYOIIEe:

1) 0030p MCXOAHBIX MaTEPUAIOB (BKJIHOYAs YIIAKOBOYHBIC MaTepHAIbI),
UCIOJIb3YEeMbIX IPH IMPOM3BOJICTBE, OCOOEHHO OTMeYas Te, KOTOpBIC
HIOJIYYCHBI OT HOBBIX ITOCTABIIUKOB, U OTACIbHBIA 0030p MPOCICKHUBAEMOCTH
IICTTH MTOCTABKU aKTHBHBIX (papMaIieBTHUECKUX CyOCTaHITHIA;

I1) 0030p KPUTHYECKHX TOUEK KOHTPOJISA B IpOIecce MPOU3BOJICTBA U
Pe3yJIbTaTOB KOHTPOJIS TOTOBOW MIPOAYKIINH;

Iii) 0030p Bcex cepuii, KOTOpPbIE HE COOTBETCTBOBAIM YCTAHOBJICHHBIM
criennGUKaIKsIM, U Pe3yJIbTaTOB COOTBETCTBYIOIIUX PacCiie0BaHMUIA;

IV) 0030p BCEX CYIICCTBEHHBIX OTKJIIOHCHHH WJIM HECOOTBETCTBHIA,
CBSI3aHHBIX C HUMH paccienoBaHui, 3QpPEeKTUBHOCTH U Pe3yJbTaTHBHOCTH
NPEIIPUHATHIX KOPPEKTUPYIOIIUX U MPEIyPEKITAIONTNX ICHCTBUM;

V) 0030p BceX HW3MCHEHWH, BHECEHHBIX B  TPOIECCH WM
AHATTUTHYECKUE METOMKHY;

Vi) 0030p MOJaHHBIX, YTBEPKICHHBIX WM OTKIOHECHHBIX U3MCHCHUH B
PETUCTPAIIMOHHOE JI0OChe, B TOM 4HCJIE€ B JIOChe Ha JIGKAPCTBEHHBIC
npernaparsl, MpeaIHa3HaueHHbIE TOJbKO JJIS SKCIIOPTa;

Vil) 0030p pe3yNbTaTOB MOHUTOPWUHTA CTAOMJIIBHOCTH W  JIFOOBIX

HeOJIaroNpUsATHBIX TCHACHIIHIA;
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Viil) 0030p BCeX CBSI3aHHBIX C KauyeCTBOM IIPOJYKIIMH BO3BPATOB,
IPETEH3UH ¥ OT3bIBOB, a TAK)KE IMPOBEJACHHBIX B 3TO BPeMsI pacciieI0BaHui;

IX) 0030p JOCTaTOYHOCTH JTHOOBIX paHee IIPOBEICHHBIX
KOPPEKTUPYIOIIMX  JCWCTBUH B OTHOIIEHWH  IPOM3BOACTBA  HJIH
000OpyI0BaHUS;

X) 0030p MOCTPETUCTPAITMOHHBIX 00S3aTEIILCTB MPH MOJTYICHUN HOBBIX
PETUCTPAIIMOHHBIX ~ YJIOCTOBEPCHHWA WM  BHECCHUS  W3MCHCHUH B
PETUCTPAIIMOHHBIC TOCHE;

Xi) cocrosiHre KBaIM(UKAIIMA COOTBETCTBYIONIMX OOOPYAOBaHUSA U
TEXHUYCCKUX CPEICTB, HANpuUMep, CUCTEM HarpeBa, BEHTWIALNHUUA U
KOHJIMIIMOHUPOBAHUS BO3yXa, CHCTEM CHA0XCHHS BOJOH, C)KATHIMH Ta3aMu
UT. .,

Xil) 0030p JIOOBIX KOHTPAKTHBIX COTJIAIICHHWH, YKa3aHHBIX B IJaBe 7
HacTtosmmx [lpaBui, ¢ I1ENbIO  MOATBEPIKIACHHS HX  COOTBETCTBHS
JCHCTBYIOIIMM TPEOOBAHUSIM.

1.11. [Ipou3BOIUTENH U IEPHKATENb PETUCTPAIIMOHHOTO Y IOCTOBEPCHHUS
(ec OHM SIBJISIFOTCSI PA3HBIMU OpTaHHW3AIMsIMH) JIOJDKHBI OICHUBATh
pe3ysnbTaThl 0030pa KadecTBa M JeNaTh BBIBOABI O HEOOXOIUMOCTH
OCYILECTBICHUS KOPPEKTUPYIOIIMX W MPEAYIPEKIAOIMNX JCHCTBUN HIIH
IPOBEACHUS MOBTOPHOW BaJMJIAIMN B paMKax (apMaleBTUICCKONW CUCTEMBI
kadecTBa. JIOMKHBI OBITh B HAJIWYMH TPOIEAYPHI JUIS TOCTOSIHHOTO
yIpaBJICHUS W aHaJIW3a TaKUX JEHCTBUH. DPQPEKTUBHOCTh ITUX IMPOIECIYP
J0/DKHA OBITH MOJATBEPIKICHA BO BpeMs camMoMmHcneKknud. O030phl KauecTBa
MOXKHO TpYIIUpOBaTh 110 BHJIAM NPOAYKIHMK (HAmpuMmep, TBEPbIC
JICKapCTBEHHBIC (OPMBI, JKUJKUE JIEKAPCTBCHHBIC (OPMBI, CTCPUIIbHBIC
JIeKapCTBEHHBIC TIPENapaTthl U T. [I.) IPU HAJTMYUU HAYIHOTO 0OOCHOBAHHUSL.

Ecmu nepkarenb perucTpaliMOHHOTO YJAOCTOBEPCHHSI HE SIBIISETCS

IMPpOU3BOAUTCIICM, TO HOJIZKHO OBITh 3aKJIIOYCHO COTJIAIICHHE MCKAY HUM H
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MMPpON3BOAUTCICM, B KOTOPOM YCTAHOBJICHBI COOTBCTCTBYIOIINC 00s3aHHOCTH

CTOPOH B OTHOIICHHUHN COCTABJICHUA o63opa Ka4dycCTBaA.

VYnpasneHue puckaMu sl KauecTBa

1.12. YupaBnenue pUCKaMu InIE: Ka4yecTBa SIBJISICTCS
CUCTEMATU3UPOBAHHBIM  TPOLIECCOM  OLIEHKH, KOHTPOJIS,  Meperayu
uHdopMmalMyd, a Takke o0030pa PHUCKOB JUIsI KayecTBa JIEKAPCTBEHHOTO
npenapara. JTOT MPOIECC MOXKET MPOBOAMUTHCS KaK MEPCIEKTUBHO, TaK U
PETPOCIEKTUBHO.

1.13. [IpuHIUIBl yIIpaBIeHUs] pUCKAMU TSI KAYECTBa:

OLICHKa PHUCKOB JIJIi KauecTBa OCHOBBIBAECTCS Ha HAYYHBIX 3HAHUSX,
OmnbITe PabdOThl B OTHOLIEHWHU MpoIlecca U B KOHEYHOM CHUETE CBs3aHa C
3aIMTOMN MaIlMeHTa;

Macimtad paboT, creneHb (opMaTu3alid U JOKYMEHTaJIbHOTO
oopmMIieHHs Mpolecca yIpaBiIeHUs pUCKaMu ISl Ka4eCTBa COOTBETCTBYIOT
YPOBHIO PHUCKA.

[Ipumepsl mpolleccOB M MNPUMEHEHHUS YIpPaBICHUS PUCKAMHU IS

KadecTBa Takxke ykazanbl B ri1aBe |l wactu Il sacTosiux [paBui.

['naBa 2. [lepcoHain

[TpuaAI

Hapnexaimee mnpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB 3aBUCUT OT
nepconana. IlosToMy Ha MNOpeANpUATAU JOTKHO OBITh JOCTATOYHOE
KOJIMYECTBO KBaJU(PUIITMPOBAHHOTO MEpCOHANIa IS PelIeHHs BCeX 3ajad,
OTHOCAIIMXCSA K cdepe OTBETCTBEHHOCTH MpousBoauTess. Kaxabii

COTPpYAHHUK HOJLKCH ITOHUMATh HHAWBHUAYAJIBbHYIO OTBCTCTBCHHOCTL, KOTOPAd
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JOJDKHA OBITh JOKYMEHTaIbHO odopmieHa. Bech mepcoHan A0KEeH 3HATH
MPUHITMIIBI HaJJIeKAIleH MPOM3BOJICTBEHHON MNPaKTUKH, KacalolUecs €ro
NEATEeIbHOCTH, a TAaKXE€ MPOUTH NMEPBUYHOE U TOCIeAyrolee oOyueHHe B
COOTBETCTBHUU C €r0 00SA3aHHOCTSIMU, BKIIIOUAs] MHCTPYKTAXK IO BBHITIOJHEHUIO

THT'HCHHUYCCKUX TpC6OBaHHﬁ.

OO6mue TpeboBaHuUs

2.1. Ilpou3BoAMTENIF  JOJDKEH HMMETh JOCTaTOYHOE  KOJHUYECTBO
COTPYAHUKOB C HEOOXOAMMOW KBaTM(DHUKAIMEH W TPAKTUYECKUM OIBITOM
pabotel. Briciee pyKOBOACTBO JOKHO OMPENETsATh W 00eCleuynBaTh
JOCTaTOYHbIE M HaJIeKAIIMe pecypchl (deloBedeckue, (HHAHCOBBIE,
MaTepHalbHbIC, a TAKXKE IMOMEIIEHUS W O00OpyJOBaHWE) I BHEAPCHHS U
MOJIJICPKAHUS CUCTEMBI YIIPABJICHUS KAYECTBOM M ITOCTOSHHOTO ITOBBITIICHUS
ee 3¢ dextuBHOCTU. OOA3aHHOCTH JIOOOTO COTPYJHUKA HE JOJKHBI OBIThH
YPE3MEPHBIMH, YTOOBI UCKITFOYUTH BO3MOKHOCTh BOSHHKHOBEHUS PUCKOB IS
KadecTBa MPOIYKITHH.

2.2. Ha mnpennpusaThd I0JDKHA HWMETBCS CXeMa OpraHH3aIlliOHHOM
CTPYKTYPBI, B KOTOPOI OTHOIICHUS MEXKIy PYKOBOIUTEIIMHU IIPOU3BOJICTBA,
KOHTPOJIA KauecTBa U, TJIe 3TO MPUMEHUMO, PYKOBOJIUTEIEM MOpa3IeICHUS
oOecrieueHrsT Ka4decTBa WJIM TMOAPA3CICHHUS IO KadyeCTBY, yKa3aHHBIC B
MyHKTE 2.5 HACTOSAIIETO pa3jiena, U IMO3HUIMS YITIOJTHOMOUYCHHOTO JIUIA (JIHII)
SICHO 0003HAYCHBI B HEPAPXHH YITPABIICHUSI.

2.3. O053aHHOCTH W COOTBETCTBYIOIIWE ITOJTHOMOYHS JUIS  MX
BBITIOJTHEHUS JIOJDKHBI OBITH OIpPEASACHBl M IPOMHCAHBI B JTOKHOCTHBIX
UHCTPYKIUAX. OOS3aHHOCTH PYKOBOIAIIETO TMepcoHajga MOTYT OBITh
nepeaanbl  Ha3HAYCHHBIM — 3aMECTHTENSAM, OOJIAJaloIUM  JIOCTATOYHBIM

ypoBHeM kBanudukanuu. Kpyr oOs3aHHOCTE mepcoHana  JOJDKEH
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OXBaThIBaTh BCE€ CTOPOHBI HAJJIEXKAIICH MPOU3BOJACTBEHHON MPAKTHKH,
OJIHAKO HE JIOJDKHO OBITh HEOOOCHOBAaHHOrO JyOnupoBaHus cdep
OTBETCTBEHHOCTH.

2.4. Beiciiee pyKOBOJICTBO HECET OCHOBHYIO OTBETCTBEHHOCTH 3a
obecnieueHue APPEKTUBHON CHUCTEMBl YIPABJICHUS KadyeCTBOM IS
JOCTHIKEHMSI 1IeJie B 00JacTH KauyecTBa, a TakXkKe 3a TO, 4YTO pPOJH,
O0SI3aHHOCTH W TIOJIHOMOYMSI  ONpPEACNICHBbI, JOBEJAEHBI [0 CBEIACHUS
IIEPCOHAJIA M OCYLIECTBISAKOTCA B paMKax BCEeW opraHuszauuu. Beicuiee
PYKOBOJACTBO JOJDKHO YCTAHOBUTH IMOJIMTHKY B 00JIaCTH KadyecTBa, KOTOpas
omnpeaeNsieT oOlllue HaMEpPEeHUs W HampaBJeHUs JESATEIbHOCTU KOMITAHHH,
CBSI3aHHBIC C KAYE€CTBOM, U JJOJDKHO 00ECIIeUUTh MOCTOSHHYIO MPUTOIHOCTD U
3 PEKTUBHOCTh CHUCTEMBI YIIPABJICHUS KauyeCTBOM U  COOTBETCTBHE
HaJUIeKAIEed TTPOU3BOACTBEHHON TPAKTUKH IyTEM ydYacTHsl B aHAM3€ CO

CTOPOHBI PYKOBO/ICTBA.

KiroueBoit niepconain

2.5. Beiciiiee  pyKOBOJCTBO  JOJDKHO  HAa3HAYUTh  KIHOUYEBOM
PYKOBOJSIIMM TEPCOHAN, BKJIIOYass PYKOBOJIMUTENSA IPOU3BOACTBA U
PYKOBOIMUTEIST MOAPA3ACIICHUS] KOHTPOJIA KadyeCTBa, a TAKXKE JOCTATOYHOE
yuciao (HO He MeHee 1) YNOJTHOMOYEHHBIX JIMI[, €CIM B OOSI3aHHOCTH
PYKOBOJIUTENISI TMPOU3BOJCTBA M (WJIM) PYKOBOJUTENS IOJpa3IeiICHUs
KOHTPOJISI KadyecTBa HE BXOJAT OOS3aHHOCTH, NPEAYCMOTPEHHBIE IS
YIIOJIHOMOYEHHOT 0 Jinia. KiiroueBon pyKOBOISIIMN IEPCOHAN, KAK ITPABUIIO,
JOJKEH paboTaTrh MOJHBIMA pabouuid JeHb. PykoBoauTeNnn mpou3BOJCTBA U
nojpa3/IeICHUs] KOHTPOJISI KauyecTBa JIOJHKHBI OBITh HE3aBUCUMBI JIPYT OT

Apyra. B Oonpmmux opraHu3anusiax MOXKCET BO3HHUKHYTH HCO6XOI[I/IMOCTB
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nepeaarb APYTUM COTPYJIHUKAM OTIENbHbIE OOS3aHHOCTH, yKa3aHHBIE B
nyHKTax 2.7 — 2.9 Hacrosero pa3aena.

Kpome Toro, B 3aBUCHMOCTH OT pa3Mepa M CTPYKTYPhl OpraHU3aINH
MOXET OBITh OTAEIBHO HA3HAYCH PYKOBOIUTENh  MOJpa3IeICHUS
oOeclieueHrs KayecTBa WJIM PYKOBOJUTENb MOJpa3feieHus: kadyectBa. [Ipu
HAJIMYMKM TaKUX TMOJAPa3/IesICHU HEKOTOphIE UX OO0S3aHHOCTH, YKa3aHHbIC B
nyHkTax 2.7 — 2.9 nacrosimiero pasjena, OyayT oOIKUMH € OOS3aHHOCTSIMU
PYKOBOAMTENSI TOAPA3ACICHUS] KOHTPOJS KadecTBA M PYKOBOIUTEIS
MPOU3BOJICTBA, [MOATOMY BBICIIIEE PYKOBOJCTBO JIOKHO 00E€CTIEYUTh, YTOOBI
uX OOS3aHHOCTH U TMOJHOMOYHMS OBUIM YETKO M HEABYCMBICICHHO
OTIpE/ICIICHBI.

2.6. O0s3aHHOCTH YIIOJTHOMOYEHHOTO JIUIIA:

JUTSI  JICKAPCTBEHHBIX CPEACTB, IPOM3BEACHHBIX Ha TEPPUTOPHIX
rOCyJIapCTB-WICHOB, YMOJHOMOYEHHOE JIMIO0 JOJDKHO TapaHTHUPOBaTh, UTO
Kaxjas cepusi Oblla TpOU3BEEHA U TIPOBEpPEHA B COOTBETCTBUH C
3aKOHOJIaTETLCTBOM 3THUX TOCYIapCTB U B COOTBETCTBUU C TPEOOBaHUSIMU
PErUCTPALIMOHHOTO JTOChE;

JUTSI JIEKAPCTBEHHBIX CPEACTB M3 TPETHUX CTPaH HE3aBHCHUMO OT TOTO,
ObLTM JM OHM TPOM3BEIACHHI Ha TEPPUTOPHUSIX TOCYAAPCTB-UJICHOB,
YHIOJHOMOYEHHOE  JIMII0  JODKHO  TapaHTUpOBarb,  4YTO  Kaxnjas
POU3BOJICTBEHHAs! cepus TMOJBEpIiach B TOCYAapCTBE-UJIEHE IOJTHOMY
KaueCTBEHHOMY U KOJMYECTBEHHOMY aHalM3y MO KpalHel Mepe Bcex
AKTUBHBIX BEMIECTB W BCEM JPYTUM HCHBITAHUSM WIH IPOBEPKaM,
HEOOXOAMMBIM 1T OOECIIEUYCHHS] KadecTBa JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUU C TPEOOBAHUSIMU PETUCTPALIMOHHOTO J0ChHE.

YrnonHoMo4yeHHOE JHIO (7M@) Tepea  BBIMTYCKOM JII000M cepuu

JOJDKHO AOKYMCHTAJIBHO IIOATBCPANUTHL, YTO BCC HCO6XOI[I/IMBI€ orcpannumn
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BBITIOJTHEHBI W YTO Kaxaas Ccepusi COOTBETCTBYET YCTAaHOBJICHHBIM
TPEOOBAHUSIM.

O6pa3zoBanue, oOyueHHE U CTaX PAOOTHl YIOTHOMOYEHHBIX JIHUII
JIOJI’KHBI COOTBETCTBOBATH TpeOOBaHMSM, YCTaHOBJICHHBIM
MEXKIyHApOJAHBIMU  JIOTOBOpaMHU W pemieHusMu  opraHoB  Coro3a,
coctaBisronuM TpaBo Coroza. OHM JIOKHBI TOCTOSIHHO M HEMPEPHIBHO
HAaXOJUTHCSI B PACIOPSOKCHUHM BIIaJieNiblla paspenieHus (JIUIEeH3UuH) Ha
IIPOM3BOJICTBO ISl BHIMOJHEHUSI CBOUX O0SI3aHHOCTEH.

OO0s13aHHOCTH YTIOJTHOMOYEHHOTO JIMI[A MOTYT OBITh Mepe/laHbl TOJIbKO
JIPYroMy YIOJTHOMOUYEHHOMY JIUITY (JTUIIaM).

[Topsimok MOATBEPXKACHUS YIIOTHOMOYEHHBIM JIMIIOM COOTBETCTBUS
CepuH MPOAYKIIUM MPUBEJIEH B MpriiokeHuu Ne 16.

2.7. O0s13aHHOCTH PYKOBOJAUTEINS TIPOU3BOACTBA BKIIOYAIOT B €051, KaK
MPaBUJIO:

1) oOecrieyeHre COOTBETCTBHUS MPOM3BOJCTBA M XPAHCHHUS IPOIYKIUH
YTBEPKJICHHOU JIOKYMEHTAIIUH /IS 00eCIIeUeHHsI TPeOyeMOTo KauecTBa;

I1) yTBep)KICHUE HHCTPYKIMH, OTHOCAIIUXCS K ITPOU3BOJICTBEHHBIM
orepaIusM, 1 00eCIIeUeHNE UX CTPOTOT0 BHITIOJTHCHUS,

Iii) oOecrieyeHUEe  OLIGHKM M IOJIUCAHUS  IPOM3BOICTBEHHBIX
JTOKYMEHTOB YIIOJJHOMOUECHHBIM Ha 3TO MEPCOHAIOM;

IV) obecricueHne ©M = TrapaHTHIO  KBaIM(DHUKAIMK,  HaAJIEXKAIIETo
COJIEpKaHMS, IKCIUTyaTalldd M TEXHUYECKOTO OOCTyKMBaHHS MOMEIICHUN U
000pyI0BaHUsI B CBOEM MOJIPA3/CICHUY;

V) oOecrieueHue W TapaHTHIO  TPOBEJICHUS  COOTBETCTBYIOIICH
BaJIWIAlINY;

Vi) oOecrieueHre U TapaHTHIO IIPOBEICHUS HEOOXOUMOTO ITEPBUYHOTO
U TOCJIEAYIOIIEro  HEMPEepPhIBHOTO  OOy4YeHHUs  IepcoHajga  CBOEro

MoJIpa3aeaCHHUs.
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2.8. OO0sI13aHHOCTH PYKOBOJMTENS MOJpa3ACIeHUs KOHTPOJS KadecTBa
BKJIIOYAIOT B €031, KaK MPaBUJIO:

1) omoOpeHne WIIM OTKIIOHEHHE, SCIM OH CUHTACT 3TO HEOOXOIUMBIM,
WCXOJIHOTO CBHIPhSl U YHMAaKOBOYHBIX MAaTepHaOB, a TAKXKE MPOMEKYTOIHOM,
Hepac(acoBaHHOM ¥ TOTOBOM MPOAYKIIUH;

I1) oOecrieueHUE MPOBEACHUS BCEX HEOOXOAMMBIX MCIIBITAHUHN M OIICHKY
COOTBETCTBYIOIIUX 3aIUCEN;

Ill) yTBepkaeHue cenudpuKanui, mpoueayp mo oToopy mnpod, METOIUK
UCIIBITAaHUH U APYTHX MPOIEAYP IO KOHTPOIIO KauecTBa;

IV) omoOpeHre  CHENMAIMCTOB, IPHUBIEKAEMBIX K  MPOBEIACHHIO
UCIIBITAHUM TI0 KOHTPAKTY, U OCYIIECTBIICHUE KOHTPOJIS 32 HUMU;

V) oOecrieyeHHE W TapaHTUIO  KBaIM(UKAIMK,  HaJJIEXKaIlero
COJIepKaHUs, IKCIUTyaTallid U TEXHHYECKOTO OOCITYKMBaHUS TIOMEIICHUN 1
000OpYI0OBaHUS B CBOEM TIO/Ipa3/ICIICHUN;

Vi) oOecrieueHue W TapaHTUIO MPOBEACHHS  COOTBETCTBYIOIICH
BaJIUIAIINH;

Vii) oOecrieueHre U rapaHTHIO MIPOBEICHUS HEOOXOAMMOI0 IEPBUIHOTO
U TOCIEAYIOIIETO  HEMPEPHIBHOTO  OOydYeHHMs]  TMEpCOHAla  CBOETO
MO/Ipa3ACIICHHUS.

Jlpyrue o0s3aHHOCTH TEpcoHaia MOApa3eieHUs KOHTPOJS KadecTBa
yKka3aHbl B ri1aBe 6 yactu | Hacrosmux [Ipasui.

2.9. PykoBoauTeNM TPOM3BOJACTBA H  TOApA3JeIeHUs] KOHTPOJIS
KauyecTBa, a TakXKe PYKOBOJIUTEIh OT/AENa OOECIeYeHHUs KadyecTBa WU
PYKOBOJIUTENIb CIIY>KObI KauecTBa (IIpU HEOOXOJMMOCTH), KakK IpaBUIIO,
UMEIOT HEKOTOphI€ OOIIME WM COBMECTHO BBITIOJHSAEMbIE OOSI3aHHOCTH,
OTHOCSIIUECS K 00ECIIEUeHUIO KauyeCcTBa MPOTYKIIUHU, BKIIFOYas, B YaCTHOCTH,
pa3paboTky, 3¢deKTHBHOE BHEApPEHUE, TMOJJAepPKaHHEe W MOHUTOPUHT

CHUCTCMBI YIIPABJICHUA KaUCCTBOM.
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DTH 0053aHHOCTH MOTYT BKIFOYATh B CEOSI:

1) corimacoBaHne W YTBEP)KICHUE IMHUCHMEHHBIX TPOIEAYP U JAPYTUX
JTOKYMEHTOB, B TOM YHCJIC BHECCHHE B HUX H3MCHCHUIA;

I1) MOHUTOPUHT U KOHTPOJIb IIPOU3BOJACTBEHHOM CPEJIbI;

Ill) KOHTPOJbL 3a COOJIOJCHHUEM T'HIMEHMYECKHX TPEOOBaHMI Ha
NPEIPUSATHY;

IV) BaJIMJAIIHIO TTPOLIECCOB,;

V) oOydeHue mepcoHana;

Vi) yTBep)KJIeHHE ¢  MOHHTOPHHI  ITOCTaBIIMKOB HCXOJHBIX M
YITAKOBOYHBIX MATCPUAJIOB;

Vil) yTBepXIecHHE ¥ MOHUTOPUHT OPTaHU3allui, BBITOJHSIIOIINX
paboTHI 1O KOHTPAKTY, W MOCTABIIUKOB JIPYTHMX CBS3aHHBIX C HaJyICkKalen
IIPOU3BOJICTBEHHOM MPAKTHKOW ayTCOPCUHTOBBIX YCIYT;

Viil) orpejiesieHe W MOHUTOPUHT COOJIOJCHHUS YCIIOBUH XPaHCHHS
MaTEepPUAJIOB U MPOTyKITUH;

IX) XpaHCHHE 3aIUCeil;

X) MOHUTOPHUHT coO0AeHusA TpeboBanuii GMP;

Xi) MpoBepKy, paccienoBaHue W OTOOp mpod (0Opas3IoB) B MEAX
KOHTPOJIS (JaKTOPOB, KOTOPHIC MOTYT MOBJIUATH HA KAYECTBO MPOAYKIIHH;

Xil) ygacTie B aHAIM3€ CO CTOPOHBI PYKOBOJCTBA ()YHKIITMOHUPOBAHUS
IPOIIECCOB, KadyecTBa MPOAYKIMHW M CHUCTEMBI YIPABJICHUS KadeCTBOM WU
HOJIZICPKKY ITOCTOSTHHOTO YITyUIICHHUS;

Xiil) obecieueHne  cBoeBpeMeHHOTO0 W A((eKTUBHOTO  OOMEHA
uHpopmarued U JIOBEIEHUE MPOOJIEMHBIX BOMPOCOB MO KA4YECTBY JO

PYKOBOAAIICTO COCTaBa COOTBCTCTBYIOIICT'O YPOBHA.
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OO6yueHue

2.10. ITpousBoauTenp JOKEH oOO0eCleunTh OOYy4YeHHE TepcoHaa,
JOJDKHOCTHBIE  OO0S3aHHOCTH KOTOPOTO  TMPEIOaraloT MpeObIBaHUE B
MIPOU3BOCTBEHHBIX W CKJIAJACKUX 30HAX WU KOHTPOJBHBIX JabopaTopusx
(BKJTFOUAss TEXHUYECKHA W OOCTYKHMBAIOIIWNA TIEPCOHAT W COTPYIAHHKOB,
MPOBOISIIUX YOOPKY), @ TAKKE JIPYTroro nepcoHana, IesTeabHOCTh KOTOPOTo
MO>KET OKa3aTh BIMSHUE Ha KAYECTBO MPOTYKIIUH.

2.11. KpoMe 0CHOBHOTO 00YUY€HHMSI, BKIIFOYAIOIIETO TEOPHIO U MPAKTUKY
NPUMEHEHHUS CUCTEMBbI yrpaBieHus: kauecTBOM U GMP, kaxablii MpUHSTHINA
Ha pabOTy COTPYAHUK OJKEH MPOUTH EPBUYHOE OOYUEHHE B COOTBETCTBUU
CO CBOMMH JIOJDKHOCTHBIMU 0Osi3aHHOCTsAMH. [Ipom3BoauTens JOJIKEH
IPOBOJUTHh  TIOCIEAYIOIee  HEMmpephiBHOE  OOydeHHWE  TepcoHala,
NepUoaUYEecKn olleHruBasi ero 3¢G@exkTuBHOCTH Ha TmpakTuke. OOyueHue
MepCOHala JIOJDKHO TMPOBOJAUTHCA IO MPOTpaMMaM, YyTBEP)KICHHBIM
COOTBETCTBEHHO PYKOBOJHUTEIEM IMPOU3BOJCTBA JIMOO PYKOBOJIUTEIEM
nojpa3/iefiecHuss KOHTpoJs KadecTBa. [IpouwsBoguTens o00s3aH XpaHUTH
3alKCH O TPOBEACHUU O0yUEHUSI.

2.12. Tlepconan, paboTaromuii B 30HAaX, TJI€ KOHTaAMHUHAIIMS
MPEACTABIISIET OMACHOCTh (HAalpUMEp, B YMCTBHIX 30HAX WM B 30HAX, TJE
paboTarOT ¢ BBICOKOAKTUBHBIMU, TOKCUYHBIMHU, WHOHUIMPYIOMUMHA WA
CCHCHUOWIM3UPYIONTUMA  BEMIECTBAMHU), JOJDKEH TMPOUTH  CIEIHATBHOE
oOyueHue.

2.13. Tlocetutenu u (Wau) HE MPOIIEANTHE OOYYCHHE COTPYIHUKH HE
JOJKHBI JOIYCKaThCsl B 30HBI MPOM3BOJICTBA U KOHTPOJIA KadecTBa. Ecim 310
HEUM30€KHO, OHU  JOJDKHBI  TMPEABAPUTEIBHO MPOUTH  HHCTPYKTAK,
B YaCTHOCTM IO THUTHEHMYECKUM TpeOOBaHUSM K TMEPCOHAIY U
UCIOJIb30BAHUIO 3aIUTHOM OAEKIbl. JlOMKHBI OBITH OpPraHU30BaHBl MX

COIMPOBOXKACHUC U Ha6J'IIOI[eHI/I€ 3a HUMH.
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2.14. Tlpu o0y4eHur NOJKHBI MOJPOOHO PA3BIACHATHCS U 00CYKIAThCS
NPUHIMIBL  (papMaIeBTUYECKON CHUCTEMBI KadecTBa, a TaKXe BCE MEPHI,

yIIyqmaromuyue uX IOHUMMaHuC U OCYIICCTBIICHHUC.

['uruennyeckue TpeOOBaHUS K IEPCOHATY

2.15. Ha mnpeanpustumi JOJKHBI OBITH pa3pabOTaHBl JIeTadbHBIC
IporpaMMbl O TUTHUEHE TpyJa C YYE€TOM OCOOEHHOCTEH KOHKPETHOTO
MpPOU3BOJCTBA. OTH MpOrpaMMbl JOJDKHBI  COAEpPXKaTh  MPOLEAYPHI,
Kacaroluecs: 3I0pOBbsI, COOTIO/ICHUSI TUTUEHUYECKUX MPaBUIl U TPEOOBAHUIM
K oJexae nepcoHana. Kaxaplii COTpyJHUK, OOSI3aHHOCTH KOTOPOTO
npenoiaratoT npedbIBaHUE B 30HAX MPOU3BOJICTBA U KOHTPOJS, JOJDKEH
MOHMMATh U TOYHO COOJI0/IATh 3TU MPOLEAYpPHl. PYKOBOACTBO MPEeANPUSATHUS
JIOJKHO COJIEMCTBOBATh PA3BUTUIO MPOTPAMM IO TUTHEHE, KOTOPHIE CIEAYET
00CyKaTh Mpu O0yUEHUHU.

2.16. Jlutia, mpuaIMaemMbie Ha PaboTy, TOJDKHBI MPOUTH MEIUITUHCKHIMA
ocmoTp. IIpousBoguTens 00s13aH yTBEPAUTh UHCTPYKIMU, 00ECIICUNBAIOIINE
€ro OCBEJOMJIEHHOCTh O COCTOSIHUM 3JI0POBbsSl MEpPCOHANA, KOTOPOE MOMKET
MOBJIMATh HA KauecTBO Npoaykiuu. [locrne mnepBHUYHOrO MEIUIIMHCKOTO
OCMOTpa JIOJKHBI MPOBOJUTHCS PETYJSIPHBIE MOCIEAYIONINE MEAUIUMHCKUE
OCMOTPBI NEPCOHAIA.

2.17. TlponsBoauTens MOJDKEH TMPUHITH MEPhI, O0ECIeYNBAOIINE
HEJONYyIIeHUEe JHI] ¢ UHPEKIUOHHBIMA 3a00JICBAHUSAMU WM OTKPBITHIMU
MOBPEXKJCHUSIMA HAa  OTKPBITBIX Yy4acTKax Tejla K  IPOU3BOJICTBY

JICKApPCTBCHHBIX CPCACTB.
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2.18. JIuua, BXOAsMe B MPOU3BOJCTBEHHbIE 30HBI, JTOKHBI HOCHUTH
3aIATHYIO OJICKTY, COOTBETCTBYIONIYIO BBIMOJHAEMBIM B JTHX 30HAX
OTIepALIHSIM.

2.19. B mpou3BOACTBEHHBIX H CKIAJACKHX 30HAX 3alpeniaroTcs
KypeHue, NpueM INUIIM, NMUThe, KEBaHHE, a TaKXKE XPaHEHHE MHUIIEBBIX
IPOJYKTOB, HAIMWUTKOB, Ta0AaYHBIX W3AENUNA U JIMYHBIX JIEKAPCTBEHHBIX
npenaparoB. He  momyckaroTcs  5i0Oble  JEUCTBUA,  HapylLIarollue
TUTHCHUYECKHE TPEOOBAHUS B MTPOW3BOCTBEHHBIX TOMEIICHUIX (30HAX) WIIH
IPYTUX MecTaX, KOTOpble MOTYT OKa3aTh HEOJArompuaTHOE BIUSHHUE Ha
KaueCTBO MPOAYKIIUH.

2.20. HeoO6xomumo u30eraTh HEMOCPEICTBEHHOTO KOHTaKTa pPYyK
NepcoHalla C OTKPBITOM TNPOAYKLIMEW, a Takke C J00M YacTbio
000pyI0BaHUsI, KOHTAKTUPYIOIIEH C TPOAYKIIUECH.

2.21. Tlepconan 1omKeH ObITh 00yYeH TPaBUIaM MBIThS PYK.

2.22. CnenuanpHble  TpeOOBaHMS, OTHOCAIIMECS K IIPOU3BOJICTBY
OTIIETbHBIX BHJIOB MPOAYKIHMHU (HAallpUMEp, CTEPUIIBHBIX JIEKapCTBEHHBIX

CpCI[CTB), IMPUBCACHBI B IIPHUJIOKCHUAX K HACTOAIINM HpaBI/IJ'IaM.

KoncynbTanTs

2.23. KoHCYyNbTaHThI TOJDKHBI UMETh COOTBETCTBYIOIEE 00pa3oBaHuUE,
HNOJATOTOBKY W OIIBIT IO BOMpPOCAaM, KacalolMMcsa JesTeNbHOCTH, IS
KOHCYJIBbTUPOBAaHUA B cpepe KOTOpoil OHM MpuBieKkatoTcs. Cilenyer BecTu ux
yU4eT C yKa3aHHEM JIMYHBIX JaHHBIX, aJipeca MPOXKUBaHUs, KBAIU(DUKALUN U

BHJa yCJIyr, Hpe€aoCTaBJIIICMbIX 9THMH KOHCYJIbTAHTAMMU.
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I'maBa 3. [lomemenus u o0opy10BaHue
[TpuHIMI

HOMCH_[CHI/I}I 141 060py,Z[OBaHI/I€ CICAYCT paciojiararb, IMpOCKTUPOBATD,
CTPOUTHb, OCHAIIATHL M OJKCILTYAaTUPOBATb TaKHM 06pa30M, yTOOBl OHH
COOTBCTCTBOBAJIX  IIPOBOAMMBIM  OIICPpALIHAM. Nx PaCIIOJIOKCHUEC U
KOHCTPYKIHA NOJIKHBI CBOAUTHL K MUHUMYMY PUCK OIMOOK M 00eCIIeunBaTh
BO3MOXHOCTB Bq)(l)CKTHBHOﬁ O4YHUCTKHU U O6CJ'IY)KI/IBaHI/I$I B LCIX UCKIIFOYCHUA
HCpGKpCCTHOfI KOHTaAMUHAIINN, HAKOIUICHHA IIbUIM HWJIH TPA3H U JTFOOBIX

HEOIaronpusITHBIX (PAKTOPOB JIJIsE KAYECTBA MPOTYyKIIUH.

IHomemenust
O6mue TpeboBaHuUs

3.1. ITpou3BoACTBEHHAs cpeAa MOMEIICHUM, YUYUThIBAasi BCE MEPHI IO
3alllUTe TMPOU3BOJCTBA, JOJDKHA TMPEJCTABISITh MUHUMAIBHBIM  PUCK
KOHTaMUHAIIMU MaT€PUATIOB WU MPOTYyKIINH.

3.2. Cnegyer mNpoOBOAUTH THIATEIIBHOE TEXHUYECKOE OOCITyKHUBaHUE
NOMEIICHUH, TapaHTUpys, UYTO PEMOHT M OOCHyXHBaHHE HE OyayT
MPEJCTABIISATh HUKAKOW OMACHOCTH JUIsl KadecTBa Npoaykuuu. llomemnieHus
cienyer youparh u, rje IpUMEHUMO, JI€3UH(PUIUPOBATH B COOTBETCTBUU C
nOAPOOHBIMU MTUCbMEHHBIMU UHCTPYKIUSAMHU.

3.3. OcBeleHre, TeMieparypa, BIQKHOCTb M BEHTUISLUS JIOJHKHBI
OBITh COOTBETCTBYIOIIMMH U HE OKa3bIBaTh HEOJIArOMPHUSTHOTO BO3IECUCTBUS
(IpsIMOTO WJIM KOCBEHHOTO) HM Ha JICKAPCTBEHHBIE TMPENapaTbl BO BPEMs HX
NpPOU3BOJICTBA W XpaHEHMsS, HU Ha HaIexailee (QyHKIMOHUPOBAHUE

000pyI0BaHUS.
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3.4. IlomenieHus: AOJKHBI ObITH CIPOEKTUPOBAHBI U OCHAIIEHBI TAKUM
o0Opa3zoM, yToObl 0OecrneunBaTh MaKCUMAJIBHYIO 3aIUTY OT MPOHUKHOBEHUS
B HUX HACEKOMBIX U (MJIM) )KUBOTHBIX.

3.5. JlomkHBl OBITH TPHUHATHI MEPHI, MPEAOTBPAMIAIOIINE BXOI B
MOMEIIEHHS JIUI, HE UMEIOIUX IpaBa JOCTyNa B HUX. 30HBI MPOU3BO/ICTBA,
XpaHEHUs! U KOHTPOJISl KaueCcTBa HE JOJKHBI UCTIOIB30BaThCSl KaK MIPOXOAHbBIC

JUTsl IepCcOoHasa, KOTOPhIN B HUX HE paboTaeT.

HpOI/I3BOI[CTBCHHa}I 30Ha

3.6. IlepekpecTHas KOHTAaMUHAIMSA JTOHKHA OBITH IPEAOTBpAICHA IS
BCEX JICKAPCTBEHHBIX CPEJACTB MPU MNPOCKTUPOBAHUU U SKCIUTyaTallUU
MIPOM3BOJICTBEHHBIX MTOMEIIEHHU. Mephl 0 MpeI0TBPAICHUIO TIEPEKPECTHOM
KOHTaMHUHAIIMU JOJKHBI OBITh COU3MEPHUMBI C pHUCKaMHu. JlJIsS OLICHKH H
yOpaBJI€HUs PUCKaAMU CJIEAYeT MCIOJIb30BaTh IPUHITUIIBI  YIIPABJICHUS
pUCKaMM Il KadecTBa. B 3aBUCHUMOCTM OT YypOBHSI pPHUCKA MOTYT
moTpedoBaThCs BBIJICJICHHBIE TOMENIEHUsI W  O00OpyJOBaHUE  JIst
MPOU3BOJCTBEHHBIX U (WJIM)  YIIAKOBOYHBIX  ONEpaIudid,  YTOOBI
KOHTPOJUPOBATh  PHUCK  BO3MOXKHOM  TMEPEKPECTHOM  KOHTAMHUHAIIUH
HEKOTOPBIMHU JIEKAPCTBEHHBIMHU CPEJACTBAMM.

HeoOxonumMo  BBIIENATH  MPOU3ZBOJCTBEHHBIE  YYAaCTKH,  €CIIH
JIEKapCTBEHHOE CPEACTBO MPEACTABISAET COOOM PUCK:

I) KOTOpBIF HE MOXET KOHTPOJUPOBATHCS HAICHKAIIUM 00pa3oM
OpTraHU3aAIMOHHBIMU U (MJIM) TEXHUIECKUMHU MEPaMH, HIIH

Il) HayYHbIC JaHHBIE TOKCHKOJIOTMUECKON OIEHKH HE IOATBEPIKIAIOT
BO3MOKHOCTD HaJJIeKaIIeTo KOHTPOJIS pHUCKa (Hampumep,
BBICOKOCECHCUOMIM3UPYIONIUE MaTepUalibl C aJUIEPreHHbIM IMOTEHI[UAJIOM,

TaKHe KaK OeTa-JIaKTaMbl), UJIH
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11l) COOTBETCTBYIOIIUE MPEIEITBI OCTATOYHBIX KOJUYECTB, MOJTyUYCHHBIC
MyTeM TOKCHUKOJIOTHYECKON OIIEHKH, HE MOTYT OBITh YIOBJICTBOPHUTEIHHO
OTIpeeNICHbI C TOMOIIBIO BAIMAUPOBAHHOTO AHAIIUTUYECKOTO METO/IA.

JlanmpHelmue yka3aHusi IpUBEICHBI B riiaBe 5 Hactosmux [IpaBun u B
npuioxeHusax Ne 2 — 6 k Hactosimum [IpaBunam.

3.7. llpeanoytuTenbHO, YTOOBI TIAHUPOBOYHBIE PEIICHUS MOMEIEHUN
COOTBETCTBOBAIM JIOTMYECKON IOCJIEIOBATEILHOCTH IMPOU3BOJICTBEHHBIX
orepanuii ¥ TpeOyeMbIM YPOBHSIM YUCTOTHI.

3.8. [lmaaupoBoOYHEIE peIIeHUs pabounx 30H "
BHYTPUIIPOU3BOACTBEHHBIX  30H  XpaHEHUs  JOJDKHBI  OOecreyuBaTh
MOCJIEIOBATEILHOE U JIOTUYHOE pa3MelleHue 000pyAOBaHUS U MaTEPHAIOB,
CBOJSIIEE K MUHUMYMY PUCK NEPENyTHIBAHUS Pa3IUYHBIX JIEKAPCTBEHHBIX
npenaparoB WIM WX KOMIIOHEHTOB, OOECIEYMBAIONIEE OTCYTCTBHE
MEePEKPECTHON KOHTAMHUHAIINH U CBOJIAIIEE K MUHUMYMY PUCK TPOITYCKa WA
HEMPaBUJIBLHOTO OCYLIECTBIEHUS JIO0OTO 3Tama MpU MPOU3BOJCTBE WIU
KOHTpOJIE.

3.9. Tam, rHE€ WUCXOIHOE CHIph€ U TIEPBUYHBIE YIAKOBOYHBIC
MaTepuaibl, TPOMEKYTOUYHass  WiW  HepachacoBaHHAs  MPOMYKITUS
MOJABEPKEHBl  BJIMSHUIO  TPOW3BOIACTBEHHOW  CpElbl,  BHYTpPEHHHUE
MOBEPXHOCTHU (CTEHBI, MOJIBI U MOTOJIKK) AOJHKHBI OBITH TTIAIKUMHU, O€3 1enei
U TPEIIVH Ha CThIKAX, HE JIOJLKHBI BBIJEISATH YAaCTHII, & TAK)KE JTOJKHBI JIETKO
1 3O PEKTUBHO OUUIIATHCS U, IPU HEOOXOIUMOCTH, e3UHDUITUPOBATHCS.

3.10. TpyOompoBOABI, OCBETHTEIBbHBIC MPUOOPHI, BEHTWISIIHOHHBIC
YCTAaHOBKM W  JIPyTME€ CHUCTEMBl  OOCTY)KMBaHHUS  JIOJDKHBI  OBITH
CIIPOCKTUPOBAHbl M PACIOJIOKEHbl TaKuM o0O0pa3oM, 4YTOObl He ObUIO
yIrayOJIeHU, 3aTPYIHSIONIMX UX OYUCTKY. [I0 BO3MOXKHOCTH AOCTYIl K HUM

pIRIb | O6CJIY)KI/IBaHI/I$I JOJDKCH OCYHICCTBIIATBHCA N3BHC IIPOU3BOACTBCHHBIX 30H.
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3.11. Toyku NOAKIIFOYEHNS K KAaHAITM3AIIMOHHBIM CTOKAM MOJIKHBI OBITH
COOTBETCTBYIOIIIMX pa3MEpOB H  OOOpYIOBaHBI  YCTPOMCTBAMH  JIJIst
pPEeIOTBpaIIeHNsT 00paTHOTO MOTOKA. [lo BO3MOXKHOCTH cleAayeT m30eraTh
OTKPBITBIX CJIIMBHBIX >KEJI000B, HO €CJIM OHU HEOOXOJUMBI, TO OHHU JIOJIKHBI
OBITh HETJTYOOKUMHU JJ1s1 OOJIETYEHUS OYMCTKHU U Je3UH(EKIIUH.

3.12. IIpousBoacTBEHHBIE 30HBI ciaeAyeT A3(hPEKTUBHO BEHTUIIMPOBATH;
B HUX JIOJDKHBI OBITH CPEICTBA sl KOHTPOJIS TTapaMeTPOB BO3IyXa (BKITFOYAs
TeMmneparypy u, T[JA€ HeoO0XOIMMO, BIAXHOCTh U  (DUIBTPAINIO),
COOTBETCTBYIOIIKME 00padaThIBaeMOM MPOIYKIIMH, TPOBOJUMBIM OTEpAIUSIM
Y IPOU3BOACTBEHHOM 30HE.

3.13. B3BemmBaHue MCXOJHOTO CBIPhS, KaK IMPaBUiIoO, ClEayeT
OCYIIIECTBIISITh B OTACIHHOM, MPETHASHAYCHHOM JIJIS1 TOTO TIOMEIIICHHH.

3.14.B Ttex ciuydasx, Korjga MPOUCXOIUT OOpa3oBaHHWE TIBUIA
(HampuMep, BO BpeMsi oTOOpa mnpoO, B3BEIIMBAHMS, CMEIIMBAHUSI U
MIPOU3BOCTBEHHBIX OTIEPAINil, YITAKOBKH CYXOW MPOIYKIINH ), TOHKHBI OBITH
MIPUHATHI CHIEIUATIEHBIE MEPBI IPEAOCTOPOKHOCTH B IETISAX MPETYITPEHKICHUS
MepeKPECTHON KOHTAMUHAIIMHM M 00JIErYeHNS OYHCTKHU.

3.15. Tlomemenust 1y1si yaKOBKH JIEKAPCTBEHHBIX MPEMAPaTOB JTOHKHBI
OBITH CIIEIIMATBLHO CIIPOSKTUPOBAHBI U PACTIOJIOKEHBI TAKUM 00pa30M, YTOOBI
n30eXKaTh MepemyThIBAaHUS WU TIEPEKPECTHON KOHTAMUHAIIAH.

3.16. [Ipon3BOACTBEHHBIE 30HBI JOJDKHBI OBITH XOPOIIO OCBEIICHBI,
0COOEHHO TaMm, IJie TPOBOUTCS MOCTOSHHBIN BU3YyaIbHbIN KOHTPOJI.

3.17. KonTpons B mpolecce MPOU3BOJACTBA MOKHO TIPOBOJIUTH B
MIPOU3BOJICTBEHHOM 30HE, €CJIM 3TO HE CO3/aeT PUCKA JIJIsI TEXHOJIOTHYECKOTO

mporecca.
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CKJ'IaI[CKI/Ie 30HBI

3.18. Cxmanckue 30HBI JOHKHBI OBITH JOCTATOYHO BMECTHTEIIBHBIMH,
4TOObl 00€CTEeUNUTh YIOPSJOUYCHHOE XpaHEHUE Pa3IMYHBIX KaTeropui
MaTepUalIoB M MPOJYKIMH: UCXOJIHOTO CHIPhSl U YIMAKOBOYHBIX MaTEpHAIOB,
MPOMEXKYTOUHOM, HepacPpacoBaHHOW M TOTOBOM MPOAYKIMH, a TaKKe
MPOIYKIINK, HAXOASAIICHCS B KapaHTHHE, MPOAYKIIWW, Pa3perIeHHOW s
BBITYCKa, OTKJIOHEHHOM, BO3BPAIICHHOW MJIN OTO3BAHHOM.

3.19. Tlpu mpOEKTUPOBAaHMU M OCHAIEHUU CKJIAJICKUX 30H CJEayeT
npeaycMaTpuBaTh HaJJIeXKallue YCJIOBHS XpaHeHus. B dyacTHocTH, OHHU
JOJDKHBI OBITh YUCTBIMM W CYXUMH, B HHUX JOJDKHA MOJJIEPKUBATHCA
Tpebyemas Temriepatypa. Eciu TpeOyroTcs crienuanbHbIe YCIOBUS XpaHEHUS
(HampuMep, TeMIieparypa, BIAXHOCTb), TO HEOOXOAUMO OOecneyuBaTh U
MIPOBEPSITH TAKUE YCIOBUS, a TAKKE OCYIIECTBISATh NX MOHUTOPHHT.

3.20. B mecrax mnpueMKH W OTIPY3KH JOJDKHA OBITh oOecreueHa
3allldTa CHIPhSl, MAaTE€pPUAJIOB U MPOAYKIIMHU OT BO3JEUCTBHUS MOTOIHBIX
yCJIOBHMA. 30HBI TMTPUEMKH JIOJDKHBI OBITH CIIPOCKTUPOBAHBI U 00OPYAOBAHBI
Tak, YTOOBl Tapy C TOCTYMAIINM CBHIPhEM W MaTepuajiamMu Tepen
CKJIQAUPOBAHUEM TTPU HEOOXOAMMOCTH MOYKHO OBIJIO OYHUIIIATH.

3.21. Ecnu pexxuM KapaHTHHA 00€CIIeYMBAETCsl XpaHEHUEM TTPOAYKIIUU
B pa3liebHBIX 30HAX, TO 3TH 30HBI JOJKHBI OBITh YETKO 0O0O03HAYEHBI,
a JIOCTyl B HHUX paspelieH MNepPCOHATy, HMEIOMEMY COOTBETCTBYIOIIHE
noytHOMOYHs. JIro6ast mpyras cucteMa, 3aMeHstomas (GU3NIeCKuii KapaHTHH,
J0JDKHA 00€cTIeunBaTh YKBUBAJICHTHYIO HAJIEKHOCTD.

3.22. Kak mpaBuiio, J0/bKHA OBITH OTHAENbHAs 30HA IS oTOOopa mpod
UCXOJIHOTO ChIpbsi. Eciin 0TOOp Mpod OCyIIeCTBISIETCS B 30HE XPaHEHHUs], TO
OH JOJKEH TMPOBOAUTHCA TaKUM o0O0pa3oM, dYTOOBl MPEIOTBPATUTH

KOHTaMHUHAIIWIO WX IICPECKPCCTHYO KOHTAMHWHAIIHIO.
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3.23. lnsg XxpaHEeHHS OTKJIOHEHHBIX, OTO3BAHHBIX WJIA BO3BPAIEHHBIX
CBIPbS, MaTEpPHaJOB WJIA TMPOAYKIHH JODKHBI OBITh MPETyCMOTPEHBI
W30JIMPOBAHHBIC 30HEI.

3.24. BBICOKOAKTHBHBIC BEIIECTBA W JIGKAPCTBEHHBIE Ipemaparshl
JIOJIKHBI XPaHUTHCS B OE30TIACHBIX M 3aIIUIIEHHBIX 30HaX.

3.25. Cnenyet ynensaTh 0ocoboe BHUMaHUE 0€30MIaCHOMY M HaJIe)KHOMY
XPaHEHHUIO TICUYaTHBIX YMAKOBOYHBIX MATEPHUAJIOB, TaK KaK OHU CUUTAIOTCS
KPUTUYECKUMU sl 00ECIIeUeHNs COOTBETCTBUS JICKAPCTBEHHOTO TIpermapara

YCTAHOBJICHHBIM TPEOOBAHUSIM.

30HBI KOHTPOJIA Ka4CCTBA

3.26. Kak mpaBuio, 1ab0paTopuyd KOHTPOJISI KayecTBa JOJKHBI OBITh
OTIIENIEHbl OT TMPOU3BOJACTBEHHBIX 30H. OJTO OCOOEHHO BAaXHO IS
Ja0opaTopuii MO KOHTPOJKO OHOJOTHMYECKHMX M MHUKPOOHOJIOTHYECKHUX
JICKapCTBEHHBIX TMPENapaToB W PagUOW30TONOB, KOTOPHIE JOJKHBI OBITH
TaK)Ke OTAEJICHBI APYT OT Apyra.

3.27. KoHTpOJbHBIE J1a0OpaTOPUH JIOJDKHBI OBITh CHPOCKTUPOBAHBI
TakuM 00pa3oM, 4TOOBI COOTBETCTBOBATH TPEOOBAHUSM K MPOBOJMMBIM B
HUX pabotam. Bo wu30exaHue TmiepenyThbIBaHUST U MEPEKPECTHOM
KOHTaMHWHAIIMN OHH JOJKHBI MMETh JOCTAaTOUYHYIO IUIomiaab. HeoOxomumo
BBIJICJIUTh COOTBETCTBYIOIIME W TOAXOMASIIME IUIOMIAAN JUIsl XpaHEHUs
00pa3IloB U 3aIUCeH.

3.28. Jlyis1 9yBCTBUTENBHBIX MPUOOPOB, HYXKIAIOIIMXCS B 3aIUTE OT
BUOpAIH, SJEKTPOMArHUTHBIX TOJIEH, BIAXXHOCTH BO3AyXa U T. 1., MOTYT

OBITH npeaAyCMOTPECHBI OTACIIbHBIC KOMHATEI.
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3.29. Ocobbie  TpeOOBaHUSI  TPEABSABISIOTCS K  JIabOpaTopusiM,
B KOTOPBIX IIPOBOJSTCS Pa0OTHI CO CreU(DPUUECKUMU BellleCcTBaM (Hampumep,

OMOJIOTHYECKUMU UJT PAJMOAKTUBHBIMU MaTEpUATIaMU).

BcrmomorarenpHbBIE 30HBI

3.30. KomHaThl OTABIXa W MIpUEMa MHIIMU JOKHBI OBITh OTIEICHBI OT
JPYTHX 30H.

3.31. Ilomemenuss AJisl MEPEOJICBaHUsI, TyaJleThl U AYIIEBbIE KaOWHBI
JOJDKHBI MMETh yMOOHBIM MOCTYN, WX IUJIAHUPOBKA W pa3Mephbl JTOKHBI
COOTBETCTBOBATh YMCIICHHOCTH MepcoHana. He qomyckaercs, 9ToObI TyasieThl
HEIMOCPEICTBEHHO COOOIMAINCh C TPOM3BOJACTBEHHBIMU HIIM CKIIAJICKUMHU
30HAMH.

3.32. Mactepckue 10 BO3MOXKHOCTH JIOJDKHBI OBITH OTHEIEHBI OT
IIPOM3BOJICTBEHHBIX 30H. B TOM cilyuae, eciu XpaHEeHHE 3alacHbIX dacTed u
WHCTPYMEHTOB OCYIIECTBIISICTCSI B TMPOU3BOJACTBEHHOW 30HE, WX CIEAyeT
ColepkaTh B MPEAYCMOTPEHHBIX I 3TOr0 KOMHATaX WM 3alTHPaFOIIUXCS
AIIUKaX.

3.33. BuBapuu J0KHBI OBITH HU30JUPOBAHBI OT JAPYTMX 30H, HUMETh
OTHACNbHBIM BXOA (MOCTYym K IKUBOTHBIM) ¥  OTJAEIbHBIE CHCTEMBI

BO3YXOIIOATOTOBKH.

O6opyoBanue

3.34. KOHCTPYKITHS, MOHTX W TOPSI0K TEXHUYECKOTO 00CITyKUBaHUS
IIPOU3BOJICTBEHHOTO  OOOpYZOBaHMS  JIOJDKHBI ~ COOTBETCTBOBATh €TI0

HAa3Ha4YCHHIO.
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3.35. PaboThl 1O PEMOHTY U TEXHHUYECKOMY  OOCTYXKHMBaHHIO
000OpyI0BaHUS HE JODKHBI TIPEACTABISITh HUKAKOW OTIAaCHOCTH JJIsl KA4eCcTBa
TTPOTYKITHH.

3.36. KoHCTpyKITHS MPOM3BOICTBEHHOTO O0OPYAOBaHUS JTOJDKHA OBITH
TaKOH, 4TOOBI €ro MOXHO OBUIO JIETKO W THIATEIhHO OYMIaTh. OUYUCTKY
ClIelyeT TPOBOJAWTH B COOTBETCTBHH C TMOAPOOHBIMH MHUCHMEHHBIMU
uHCTpyKIusiMu. OO60pyIOBaHUE CIEAYET XPAHUTH TOJIHKO B YUCTOM M CyXOM
COCTOSIHHH.

3.37. laBeHTaps I MBITbSI W OYHCTKH CIIEAyeT BBIOWpATh U
UCTIOJIb30BaTh TaK, YTOOBI OH HE CTaJl HCTOYHMKOM KOHTAMHHAIIHH.

3.38. O6opyioBaHuEe JODKHO OBITH YCTAaHOBJICHO TaKUM 00pa3oM,
4TOOBl HE JOMYCKAaTh BO3HUKHOBEHHUS KAaKOTO-IMOO pHCKAa OMMOOK WU
KOHTaMHUHAITUH.

3.39. IIpousBoacTBeHHOE 00OpYIOBaHWE HE JOJDKHO TPEICTABIISATH
HUKAaKOM  OMACHOCTM JuIsi TpoayKuuh. YacTu MPOU3BOACTBEHHOTO
000pyI0BaHUS, KOHTAKTUPYIOIIUE C MIPOIYKITUEH, HE TOJKHBI BCTYMATh C HEH
B PEAaKINIO, BBIACISITh WM a0COpOMpOBaTH BEIIECTBA B TAaKOW CTEIICHHU,
9TOOBI 3TO MOTJIO TIOBIUATH HAa KA4e€CTBO MPOAYKIIUH W CO3JaTh TaKUM
00pa3oM Kakyro-JI100 OMacHOCTb.

3.40. TouHocTh W paboyuii JUama3oH BECOB M JAPYTUX CPEICTB
U3MEPEHUI JOJKHBI COOTBETCTBOBATH MPOU3BOJICTBEHHBIM U KOHTPOJIBHBIM
oTepausM, B KOTOPBIX OHH UCIIOJIb3YFOTCS.

3.41. KanubpoBka M NOBEpKa BECOB M JPYIMX CPEICTB H3MEpPEHUH,
PETUCTPHUPYIONMIUX M KOHTPOJBHBIX NPUOOPOB TOJDKHA MPOBOAHUTHCS C
ONpPEACIIEHHON  TEePUOJAMYHOCTHIO  COOTBETCTBYIONIUMH  METOJIaMHU.

HCO6XOI[I/IMO 0(1)OpMJ'I$ITB N COXPAHATD 3aIIMCU TAKHUX HUCIBITaHUM.
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3.42. Crartmonapubele  TpyOOINPOBOABI  JOJDKHBI ~ MMETh  YETKYIO
MapKUPOBKY C yKa3aHUEM MPOXOSIINX M0 HUM BEIIECTB U, €CIIU TpedyeTcs,
HAIPABJIECHUN MTOTOKA.

3.43. TpybompoBOABI jIs1 BOJBI OYWIIEHHOW, BOJIBI I WHBEKIIUN
(IMCTUWIIITUPOBAHHOM, JEMOHU3UPOBAHHOW) U, MPU HEOOXOIUMOCTH, IPYroi
BOJIBI CJIENyeT TMOJBepraTh CAHUTApHOU OOpabOTKE B COOTBETCTBUM C
NUCbMEHHBIMM HWHCTPYKIMSIMHU, B KOTOPBIX YyKa3aHbl Mpeaesibl MUKPOOHOU
KOHTaMUHAIIMU U IPUHUMAEMBIE MEPHI B CITy4ae UX MPEBBIINICHUS.

3.44. HeucnipaBHoe 000pymOBaHHWE JOJKHO OBITH yJaJeHO U3
POU3BOCTBEHHBIX 30H U 30H KOHTPOJISI Ka4eCTBA WJIM MPOMAPKUPOBAHO KaK

HCUCIIPABHOC.

I'naa 4. lokymeHTanus

[TpuaAT

Hannexamas JOKyMEHTalMsi COCTaBJISIET HEOTHEMJIEMYKO 4YacThb
CUCTEeMbI OOECIIEUCHHS KaueCTBa M SIBJIACTCS KIFOUYEBBIM AJIEMEHTOM Pa0OThI
B COOTBETCTBUM C HacrosmuMmu IIpaBunamu. B cucreme ynpapiieHUs
Ka4eCTBOM IPOU3BOJUTENS JIOKHBI OBITh YETKO YCTAHOBJICHBI Pa3IMYHBIC
BUJIBl  UCIOJB3YEMON  JIOKYMEHTallMM ©W  HOCcHUTeled  uHdopMaiuu.
JlokyMeHTaIus MOKET CYIIECTBOBATh B Pa3IMUHbBIX (OpMaAX, B TOM UHUCIIC HA
OyMa)kHOM, DBJIEKTpoHHOM wiIH (QoTtorpadhuueckoM HocuTene. [ TaBHOM
IEJBI0 TPUMEHIEMONW CHUCTEMBI JOKYMEHTAIlMU JIOJKHO OBITh CO3JIaHHE,
yIIpaBJICHUE, KOHTPOJIb U PETUCTPALUS BCEU AEATEIBHOCTH, KOTOPAsk MOXKET
HEIMOCPEJCTBEHHO WM OINOCPEIOBAHO BJIMSATH Ha BCE aCHEKThl KayecTBa
JEKApCTBEHHBIX  MpenapaToB. B jJomojiHeHME K HaJJIexallemy

JOKYMCHTAJIbHOMY Oq)OpMJ'ICHI/IIO Pa3iIMdHbIX IIPOHECCCOB HU  OLCHKH
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Kakux-1u0o HaOMIOJEHUM cucTeMa YNpaBlIeHHUs KayecTBOM  JOJDKHA
coJiepkKaTh TOCTATOYHO MOJAPOOHBIE YKa3aHUsA. JTU YKa3aHUs CIIOCOOCTBYIOT
o0llleMy TOHUMAaHUIO TPEOOBAHUN TakUM O0pa3oM, YTOOBI MOKHO OBLIO
IPOJIEMOHCTPUPOBATH UX IMMOCTOSTHHOE COOJIIOJICHHUE.

CymiecTByeT 2 OCHOBHBIX BHJA JOKYMEHTAIMW [IJIsl BBINOJHEHUS
TpeboBaHuil Hactosmux IlpaBun © perucrpaudu UX COONIOIACHUS:
periiaMeHTUPYIOIUM  —  HMHCTPpYKUMH  (yKa3zaHusi, TpeOOBaHMs) U
peructpupytomuii  — 3anucu  (oT4eThl). HeoO0XoaumMo  IPUMEHSITh
COOTBETCTBYIOIIYIO HAUICXKANIYI0 MPAKTUKY JTOKYMEHTAILHOTO 0(OpPMIIECHUS
B 3aBUCHMMOCTH OT BHUJA JOKYMEHTA.

JlosmxeH ObITh BHEAPEH COOTBETCTBYIOMINI KOHTPOJIb JjIsl 00ecTieueHuUs
TOYHOCTH, UEJIOCTHOCTHU, JOCTYIIHOCTH U  YETKOCTH JIOKYMEHTOB.
PernamenTupyomnme JTOKYMEHTHI JOJDKHBI ObITh JOCTYIHBI B MUCHbMEHHOM
BHUJIE U HE JIOJKHBI cojaepkaTh OomuOoK. [[oHSTHE «B MUCHMEHHOM BUJE»
UCIIOJIB3YETCS B 3HAYCHUHM «3alUCAaHHBIM WU 3aJOKYMEHTHPOBAHHBIM Ha
HOCUTEJISIX HMH(OpMaluM, ¢ KOTOPBIX JAaHHBIE MOTYT OBITh TOJY4YEHBI B

quTaeMou popme».

JlokyMeHTanus, TpedyemMas HajlJiexkalieil Ipou3BOICTBEHHON MPAKTUKOM

Jlocke MPOM3BOACTBEHHOU TUIONIAJIKU: JTOKYMEHT, B KOTOPOM OMNHUCaHa
NESITEILHOCTh TPOU3ZBOJAUTEINS, HMMEIOIIAasi OTHOIIEHWE K HACTOSIUM
[IpaBunam.

Tunbl peraMeHTUPYIOMIUX JOKYMEHTOB (PYKOBOACTBA U TPEOOBAHUS):

cneuu(puKanuu — JOKYMEHTBI, COJAEpKalllhe MOoJApOOHbIE TpeOOBaHU,
KOTOPBIM JIOJKHBI COOTBETCTBOBATH MCXOJHBIE U YIIAKOBOYHBIE MaTEPHUAIIbI
Y MPOIYKIIUS, UCTIOJB3YIONIUECS WUIIA MOJydaeMble MpU Mpou3BojicTBe. OHU

SIBJISIFOTCSI OCHOBOM JIJIs1 OIIEHKHM KayecTBa JICKAPCTBCHHBIX IIPCIIAPATOB,
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IPOU3BOJICTBEHHBIC  PEIENTYPhl, TEXHOJOTHYECKUE HHCTPYKIIUU,
UHCTPYKIIMM 1O YHAKOBKE, METOAUKU UCIBITAHUM —  JIOKYMEHTHI,
cojJieprkalue noApoOHYI0 HHPOPMAIIHIO 000 BCEM UCMOJB3yEMOM UCXOIHOM
ChIpbE, OOOPYNOBaHMM U KOMIIBIOTEPU3UPOBAHHBIX CHUCTeMax (MpU HX
Haau4yun). B 3TUX JOKyMEHTaX JIOJDKHBI COJEPKAThbCS BCE MHCTPYKIIUU TIO
OCYILIECTBJIICHUIO TEXHOJOTMYECKUX IPOIIECCOB, YIMaKOBKE, OTOOPY MpoO H
MPOBEJICHUIO HCIIBITAHWN. [ 716 TpUMEHUMO, CleayeT yKa3aTh BCE TOYKH
KOHTPOJISI B MPOIECCEe MPOU3BOJICTBA, & TaK¥KE HMCIOJIb3YEeMbI€ MPOIIECCHO-
QHAJIUTUYECKHE TEXHOJIOTUM BMECTE C KPUTEPHUSIMH IIPUEMIIEMOCTH;

nporeayphbl (CTaHIapTHBIE OIEpallMOHHBIE TMPOLEnyphl (Jajiee —
COIl)) — J1okyMeHTBHI, cojepkaliue TpeOOBaHUS K  BBIMOJHEHHIO
OTIPEJICJICHHBIX OTIepaIlnii;

MPOTOKOJBI — JJOKYMEHTBI, COJEepKaIliue TpeOOBaHUS K MPOBEICHUIO U
perucTpaIym OTACIbHBIX OIepaIuii;

TEXHUYECKHE COTJIAICHUS — COIJIAICHUs, 3aKJIIOUYEHHBIE MEXIY
3aKa3YMKaMUd M WCIHOJHHUTEISIMU  OTHOCHUTEIBHO  paboT, KOTOpHIC
BBITIOJTHSIOTCS CTOPOHHUMH OpTraHU3alusIMU (ayTCOPCHUHT).

Tunel perucTpUPyONIUX TOKYMEHTOB (3alTUCH (OTYETHI)):

3allMCH — CBUJICTENILCTBA, MOJTBEPIKIAIONINE BHIMOJHEHNUE Pa3IMYHBIX
JNEWCTBUW JIJI JI0KA3aTeJIbCTBA COOTBETCTBHUS HWHCTPYKIUSAM (HAmpuMep,
MEPOIPUATHH, MPOUCIIIECTBUHN, pacClieIOBaHU). I IPOU3BEACHHBIX CEPUid
TaKKe CcoJepKaT HUCTOPUIO KaXIAOWM CepUU  TPOIYKIIMH, BKJIOYAs
HHpOPMALIMIO O €€ peaau3alldio. 3aluCHh COJEpKaT HCXOJHbIC JTaHHBIE,
ucCrojp3yembele s (opMupoBaHus JIpyrux 3amuced. B ciydae
WCIIOJIb30BaHUSI JICKTPOHHBIX 3alUCced ONpeeNsaTh, KaKue JIaHHBIE CIEAYeT
UCIIOJB30BaTh B KA4yeCTBE  HMCXOJHBIX, JIOJDKHBI  YCTAHOBJICHHBIC

nojb3oBarenu. Bce JAaHHBIC, Ha KOTOPLIX OCHOBBIBAIOTCA PCHICHUA II0
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KaueCTBY, JOJKHBI OMPENENAThCA B KaueCTBE MCXOJHBIX JTAHHBIX. 3aIlHCH,
OTHOCSIIIUECS K KOHKPETHOW CepUU, MOTYT OBITh COOpPaHbI B JIOChE HA CEPHUIO;

cepTuduKkarel aHaIM3a — JOKYMEHTHI (MacmopTa, aHaJUTHUYECKUE
JUCTKH, APYTUE IOKYMEHTHI), COJIEPKAIIUE PE3IOME PE3YJIbTATOB UCTIHITAHUI
0o0pa3lioB MPOAYKIMUA WM MaTepUaioB BMECTE C OIEHKOW COOTBETCTBUS
YCTaHOBJICHHOU cnenudUKaIuu. OneHka  COOTBETCTBUS  CEpHUH
YTBEPKICHHOMY PETUCTPALMOHHOMY JIOChE TAKXE MOXKET OBITh OCHOBaHA
(LIeNMKOM MJIM YaCTUYHO) Ha aHAJIW3€ JaHHBIX, TapaMETPOB U PE3YJbTATOB,
MOJIYYCHHBIX B peaJlbHOM BPEMEHH (pE3IOME€ U OTYEThI 00 OTKIOHEHUSX).
Takoit moaXxoJ MPUMEHUM, €CIIU MPU MPOU3BOJCTBE CEPUU HUCIOJIB3YETCS
npoleccHo-aHaauTHaeckas rexunonorus (PAT);

OTYETHl — JIOKYMEHTBHI, OTPaXKAIOIIME BBINOJIHEHUE KOHKPETHBIX
3a/1aHUM, TPOEKTOB WJIA PACCIETOBAHUI BMECTE C pe3yJibTaTaMU, BHIBOJIAMU

Y PEKOMEHIAlIUSIMU.

YrpasieHue JOKyMEHTaIuen

4.1. lo;okHBl  OBITH  YCTAHOBJIEHBI TPEOOBaHUS KO BCEM BHUIAM
JIOKYMEHTOB, U UX CJeayeT coomoaars. TpeboBaHusl MPUMEHSIOTCS B paBHOU
Mepe Ko BceM ¢opMaM TOKYMEHTOB Ha pa3IMYHBIX BHUAAX HOCHUTENEH
uH(dOpMaIuu. JLst CIIOHBIX CUCTEM Tpebyercs XOPOIIO
3aJIOKyMEHTUPOBAHHOE TMOSICHEHWE, BaUJAlUSg M aJEKBaTHBIA KOHTPOJIb.
JIOKyMEeHTBI MOTYT OBITh CMEIIaHHBIMU TI0 (hOpMe, HAPUMEP, HEKOTOPHIC
DJIEMEHTBHl B DJJIGKTPOHHOM BHJE, a Jpyrue — Ha OyMakKHOM HOCHTEIIE.
HeoOxonmmMo yCTaHOBHTH B3aWMOCBSI3M W CPEACTBA yOPABJICHHUS B
OTHOIIIEHUU OPUTHHAJIOB JIOKYMEHTOB, O(MUIIMATBHBIX KOIMHM, 00pabOTKH
JAHHBIX U 3alMCel, KaK JJIsi CMENIaHHBIX, TaK W NIl OJHOTUIIHBIX CHUCTEM

JOKYMCHTAIIUU. HCO6XO,I[I/IMO BHCAPUTL COOTBCTCTBYHOIIHUC  CPCACTBA



38

YIPABJICHHUS B OTHOIIEHUU TAaKUX AJIEKTPOHHBIX JIOKYMEHTOB, KaK IIA0JIOHBI,
GbopMbI U TIEpBUYHBIC JTOKYMEHTHI. J|OJKHBI OBITH COOTBETCTBYIOIIUE MEPHI
KOHTpOJNS Juisl OOecrHedeHHsl ILEJIOCTHOCTH 3allUCeil B TEYEHUE CpOKa
XpaHEHUs.

4.2. JIOKyMEHTBI JTOJIKHBI TIIATEIBHO pa3pabaTbIBaThCA,
MOJATrOTaBIMBATHCS, COTJIACOBBIBATHCS U paclpeaesaThes. B 3aBUCMMOCTH OT
BUJIa OHHU JIOJDKHBI OTBEYaTh TpPEeOOBAHMUSIM COOTBETCTBYIOIIMX 4YacTel
cnequpUKanuid HCCIETyeMOro  IpenapaTra, pPEerucTpaldOHHOIO JIOChE, a
TakXe JOKYMEHTOB, TOJaBaeMbIX [JIsl [OJYyYEeHUsS JIMIEH3UU Ha
npou3BoACTBO. KomupoBaHuE OpUTHHAIBHBIX JOKYMEHTOB C  IIEJIbIO
NOJIydeHUs: pabouux TOKYMEHTOB HE JOJHKHO JOMYCKAaTh BO3HUKHOBEHHE
KaKUX-JIMOO OLIMOOK MPU KOMUPOBAHUHU.

4.3. PernamMeHTHUPYIOIINE JOKYMEHTHI JOJKHBI OBITH yTBEPXKICHBI H
MOAMMUCAHbl JUIAMH, UMEIONIMMU TPABO MOJMNUCH, C YKa3aHUEM J1aThl.
ConepxaHue TOKYMEHTOB JOJIKHO OBITh OJHO3HAUHBIM, JJOKYMEHTHI JIOJKHBI
UMETh YHUKAIbHYIO wuAeHTU(UKauio. JlomkHa OBITH OIpesesneHa jaara
BBEJICHUSI B JICUCTBUE.

4.4. PernaMeHTUPYIOIIUE JTOKYMEHTHI JIOJDKHBI HUMETh JIOTUYHYIO
CTPYKTYpPY, 00€CEUUBAIONIYI0 MPOCTOTY UX MNpoBEepKU. CTUIIb U3TOKEHUS
JIOKYMEHTOB JOJIKEH COOTBETCTBOBATh ux peanojaraeMomy
ucnosb3oBanuo. CTaHgapTHBIE OMNEpalMOHHBIE MPOUEAYpHI, padoune
UHCTPYKIIMA W  METOJAMKM JOJKHBI  OBITh HamucaHel B  (opwme,
npeanojararouiel 00s3aTeIbHOCTh UX BBIIIOJHEHUS.

4.5. JIokyMEeHThl B pamMKaxX CHCTEMBbI yIpPaBJICHUS Kauye€CTBOM CIEAYET
pPEryJsipHO TMEepecMaTpuBaTh U aKTyalU3UpPOBATh, HEOOXOAMMO HUCKIIIOUUTH

HCIIOJIB30BAHUC YCTAPCBIIUX BCpCI/II\/’I.
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4.6. JIokyMeHTbl HE JOJDKHBI O(QOPMISTHCA B PYKOIKUCHOM BHIIE,
OJIHAKO €CJIU MPETYCMOTPEHO PYKOMUMCHOE BHECEHUE B JIOKYMEHTHI JaHHBIX,

TO JTOJKHO OBITH JOCTATOYHO MECTA JUISI TAKUX 3aITHCEN.

[IpaBuiia HajJIeKAIIETO JOKYMEHTAIBHOTO O(DOpMITCHHS

4.7. PykonycHbIE 3alUCH JOJDKHBI OBITH CICIaHbl YETKO, Pa300pPUMBO U
TaK, YTOObI BHECEHHBIC JJAHHBIE HEJIb3s ObLIO yIAUTh.

4.8. 3anucu ciemyeT BECTH MPH BBINOJHEHUHM KaXIOro ACHCTBUS U
TakuM 00pa3oM, YTOObI MOXHO OBUIO TIPOCIEAWTh BCIHO 3HAYUMYIO
NeATETHbHOCTD, KACAIONIYIOCS TIPOU3BOACTBA JICKAPCTBEHHBIX MPEMapaToB.

4.9. Troboe wu3MEHEHHEe, BHOCHUMOE B JIOKYMEHT, JOJDKHO OBITh
NOJIMUCAHO M JaTUpoBaHO. M3MeHeHue OJKHO JaBaTh BO3MOXKHOCTH
IpOYTEHUsI NIepBOHaYaIbHON MHpopManuu. [1e mpuMeHnuMo, ToJIKHA ObITh

YKa3aHa IIpyuiruHa U3MCHCHUA.

XpaHeHue JOKYMEHTOB

4.10. lo;bkHO OBITH YETKO OIPENESIeHO, Kakas 3aluch OTHOCUTCS K
KOKJIOMY BHUIY IPOW3BOJICTBEHHOW NEATECILHOCTH, M TJI€ OHAa HAXOJUTCH.
JloJDKHBI OBITH OOecIieueHbl HaJIe)KHBIE MEPBl KOHTPOJIS, BaIUIUPOBAHHBIC B
COOTBETCTBYIOIINX CIydasx, JJIsi OOecredeHus IeIOCTHOCTA 3alliCh Ha
MPOTSHKEHUH CpOKa XPaHCHUS.

4.11. OcoObie TpeOOBaHMS TPEIBABISIOTCS K JOKYMEHTAIlUU CEpPHH,
KOTOPYIO CIIeyeT XpaHUTh B TeUeHHWE | Toja IMOCiie OKOHYaHHUS CpOKa
TOJHOCTH 3TOM CEpHHM WJIM HE MEHEE 5 JIeT IOCJe BBIJAa4YM pa3pelieHus Ha
pean3anuio CEPUM YIIOTHOMOYCHHBIM JIUIIOM B 3aBUCHUMOCTH OT TOTO, KaKOM
CpPOK gmombIne. JIIs JNeKapCTBEHHBIX IIPENapaToB, MPEAHA3HAYCHHBIX IS

KIIMHNYCCKUX HCCHCHOB&HHﬁ, JOKYMCHTAIIUIKO CCPUHU CIICAYCT XPAHUTH KakK
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MUHUMYM 5 JIeT TIOCJi€ OKOHYaHHMS WM OQHUIIHAIBHOTO MPEKpaIieHus
MOCIICTHUX KJIMHUYECKUX HCCIENOBAaHUM, B KOTOPBIX HCIIOJb30BAIU 3TY
ceputo. B TpebOoBaHMSX 3aKOHOJATENILCTBA TOCYJApPCTB-WICHOB U IIpaBa
Coro3a k cnenupuyeckuM BUAaM JIEKAPCTBEHHBIX MpenapaToB (Hampumep,
BBICOKOTEXHOJIOTMYHBIE  JICKAPCTBEHHBIC  TIpemapaTbl  [JIsi  HauOosee
COBPEMEHHBIX BUOB JICUCHHS) MOTYT OBITh YCTAHOBJIEHBI 00JIee ITTUTEIbHbBIC
MEPUO/Ibl XPAHEHUS ONPEACIECHHBIX JTOKYMEHTOB.

4.12. lns apyrux BUAOB JIOKYMEHTAllUM CPOK XPAHEHHS 3aBUCHUT OT
BUJOB JICSITEIBHOCTH, KOTOPBIE JTa JOKYMEHTAlHS COMPOBOXKIACT.
Kputnueckyto [TOKyMEHTallUiO, BKJIIOYash MCXOJHBIC JaHHbIE (HampuMmep,
Kacaloluecss  BaIWJalldd WM CTaOWJIBHOCTH),  IOATBEPKIAIOIIHE
uHpOpMAIMI0O PETUCTPAIIMOHHOTO JIOChE, HEOOXOAUMO XpaHUTh Ha
MPOTSKEHUH  CPOKAa  JIEMCTBUSA ~ PETHCTPAIMOHHOTO  YJIOCTOBEPEHMUSI.
JlonmycTUMO yAaisiTh ONPENEICHHYI0 JOKYMEHTAIUIO (HallpuMep, UCXOIHbIE
JTaHHBIE, COMTPOBOXKIAIOIINE OTUYETHI 10 BAIMIAIUU UM CTAOMIIBHOCTH), €CITH
JJaHHBIE OBUIM 3aMEHEHBI IIOJHBIM KOMIIIEKTOM HOBBIX  JIaHHBIX.
O0oCcHOBaHHME TaKUX JEHCTBUN JOJKHO OBITH OPOPMIICHO JOKYMEHTAIBHO.
[Ipu 3TOM HEOOXOAMMO YUUTHIBATH TPEOOBAHUS K XPAHEHUIO TOKYMEHTAIIUU
cepuu (Hampumep, B CilIydae JaHHbBIX 1O BaluJalUM  Mpolecca
COIIPOBOYK/IAIOIINE UCXOJHBIC JaHHBIC CICAYET XPaHUTh MO KpallHEH mepe
TaKO€ XK€ BpeMs, KaK M JIOKYMEHTAllMI0O HAa BCE CEpUM, MJISI KOTOPBIX
pa3pelieHre Ha BBINYCK MOATBEP)KICHO JaHHBIMM JITHUX BaIMAAIMOHHBIX
HCCIIeIOBAHMI).

B craeayromux pasnenax NpUBEACHBI TMPUMEPbl  HEOOXOAUMBIX
JOKYMEHTOB. B crcTeMe yrnpaBiieHUsI KaueCTBOM JIOJDKHBI OBITh OTTMCAHBI BCE
JOKYMEHTBI, HEOOXOAUMBbIE I TapaHTUHW KadecTBa MPOAYKIMU U

0e30IT1aCHOCTH IIalIUCHTOB.
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Crnernudukamnmm

4.13. HeoOxoauMO WMETh B HAJIWYUK COOTBETCTBYIOIIUM O0Opa3oM
YTBEPKJICHHBIC CIIeM(PUKAIINN HAa UCXOIHBIE M YITAKOBOYHBIC MaTepHabl U

TOTOBYIO IPOAYKIHIO C YKA3aHUCM AAaThl YTBCPIKICHUSI.

CHGL[I/I(bI/IKaL[I/II/I Ha UCXOJHBIC N YIIAKOBOYHBLIC MATCPUAJIBI

4.14. Cnenudukaud Ha UCXOJHBIE MaTepUalibl, NEPBUYHBIC WIH
nevYaTHbIC YIAKOBOYHBIE MaTepHabl IOJDKHBI COACPKATH CIETYIONTYIO
uHpOpMaMIO  (COOTBETCTBYIOIIME CCHUIKM Ha  HHPOPMAIUIO, TIE
MPUMEHUMO):

a) onMcaHUe MaTepUalioB, BKIIIOYAOIIEe B ceOs:

HaMEHOBAHKE U BHYTPEHHHM KOJI;

CCBUTKY Ha (papMakomelHy0 CTaThbi0 WM Ha JIPYTYI0 HOPMATHUBHYIO
JOKYMEHTAIIUIO MM HOPMATUBHBIN JTOKYMEHT (IIPU X HAJTHYNH);

HAaMMEHOBAHHUE YTBEPKIACHHBIX MMOCTABIIUKOB M, €CJIM TO BO3MOXKHO,
TIPOU3BOIUTENIS UCXOHBIX U YITAKOBOYHBIX MaTePHAJIOB;

oOpa3ell IeYaTHbIX MaTepPHalIOB;

b) uHCTPYKIIMK 110 OTOOPY NTPOO M MPOBEACHHUIO UCTIBITAHUH;

C) KQaUeCTBCHHBIE M KOJMYECTBEHHBIC IIOKa3aTelid C yKa3aHWeM
JIOTYCTUMBIX TIPEJIEIIOB;

d) ycrmoBust XpaHeHUsT U MEPBI PEOCTOPOIKHOCTH;

€) CPOK TOJHOCTH MJIM MAaKCHMAaJIbHBIA CPOK XpaHCHHS 10 TIOBTOPHOTO

KOHTPOJIS.



42

Crenudukanum Ha TPOMEKYTOUHYIO U Hepac(acoBaHHYIO MTPOAYKIIUIO

4.15. Cnenudukaniiu  Ha MOPOMEXKYTOUHYHO U HepachacoOBaHHYIO
MPOJIYKITUIO JOJKHBI ObITh B HAJTMUUU JJISI KPUTUYECKUX CTAJAUN WIH TIPU €€
IpUOOPETEHUHN U OTTpY3Ke. DTU ClelU(PUKALMK JTOJDKHBI OBITh aHAJIOTUYHbI
crenu@UKanusM COOTBETCTBEHHO Ha MCXOAHOE ChIpbe JHOO TOTOBYIO

MPOAYKIHIO.
Crnenudukainm Ha TOTOBYIO MIPOAYKIIUIO

4.16. Cnemudukaniuy Ha TOTOBYHO MNPOAYKIMIO JOJKHBI COAEPKATh
CIEAYIOILINE TaHHbIE:

a) HaMMEHOBaHUE  JIGKAPCTBEHHOro  Ipemapata W kox  (Tpu
HEOOXOJIUMOCTH);

b) cocTaB wM cchUTKa Ha COOTBETCTBYIOIINHN JTOKYMEHT;

C) OIHMCaHUE JIEKAPCTBEHHOM (OpMBI M TOXPOOHBIE CBEACHUS 00
YIIaKOBKE;

d) uacTpykuuu 1o otbopy Hmpo0 M HPOBEACHHUIO HCIBITAHUNA HIIH
CCBUIKA Ha COOTBETCTBYIOIIUN TOKYMEHT;

€) KaYeCTBEHHbIE M KOJMYCCTBCHHBIC IIOKa3aTeld C yKa3aHHEeM
JIOITYCTUMBIX TIPEICIIOB;

f) ycnoBus XxpaHeHuss M 0coOble Mephl IPEIOCTOPOKHOCTH IPH
WCIIOIb30BaHUH (TIPHU HEOOXOIUMOCTH);

J) CPOK TOTHOCTH.
[Tpon3BoACTBEHHAS pPELENTypa M TEXHOJIOIHYECKUE HHCTPYKIIMH

Ha kaxnpii mpou3BOAMMBIN JIEKAPCTBEHHBIM MpenapaT M KaxKIbli
pasmMep cepud  HEOOXOAUMO HMMETh  YTBEPXKJEHHbICE IUCHMEHHBIE

IMPOU3BOJACTBCHHYIO PCLHCUTYPY U TCXHOJOTHUUICCKUEC HHCTPYKIHH.



43

4.17. IlpousBoACTBEHHAs pelENTypa J0JDKHA BKIIFOYATh B CEOs:

d) HAaMMEHOBaHUE JICKAPCTBEHHOT'O TIperapara CO CChUIKOM Ha KOJ
B COOTBETCTBUHU CO CHEIU(DHUKAIINCH;

b) onrcanue aekapcTBEHHOM (OPMEBI, JO3UPOBKH IIperapara u pasmepa
cepuu;

C) mepeueHb  BCEX  HMCXOAHBIX  MaTEpHalioB, KOTOpbIe  OyAyT
WCITIOJIB30BAaThCs, C YKa3aHUEM KOJIMYECTBA KaKI0ro. Takke JOJDKHBI OBITH
yKa3aHbl BCE BEIIECTBA, KOTOPHIE MOTYT UCUE3HYTh B XO/I€ TEXHOJIOTHIECKOTO
mporiecca,;

d) okumaemblii BBIXOJ TOTOBOM IMPOAYKIIMH C YKa3aHHEM JOIYCTUMBIX
IIPEIEIIOB M BBIXOJBI COOTBETCTBYIOIINX ITPOMEKYTOUHBIX IPOIYKTOB, TJIE
3TO BO3MOXKHO.

4.18. TexHONOTHYECKUE NHCTPYKIIUU JOJKHBI COAEPKATh:

d) TaHHBIE O MECTE OCYIIECTBICHUS IIpolecca W 00 OCHOBHOM
000pyI0BaHUH, KOTOPOE JOJDKHO TIPH 3TOM HCITOIH30BaThCS;

b) METOIBI MITH CCHUTIKHM Ha METO/IbI, KOTOPBIE JOJIKHBI HCIIOIh30BAThHCS
JUISL TIOJITOTOBKHM KPHUTHYECKOTO OO0OpyJoBaHUs (HampuMmep, OYHCTKa,
MOHTaX, KaJIMOPOBKA, CTEPUIIU3ALIMSA);

C) MHCTPYKITUH TI0 MPOBEPKE TOTO, YTO 00OPYIOBAHKE B paboyee MECTO
CBOOOIHBI OT MPEABIAYIICH MPOMTYKIIMK, HEHYKHBIX JUIS 3alUIAaHHPOBAHHOTO
mporecca JIOKYMEHTOB M MaTepHajoB, a TakKe II0 IPOBEPKE YHCTOTHI
00OpYIOBaHUS U €0 TOTOBHOCTH K CIIEAYIOIIEMY MPOIIECCY;

d) moapoOHBbIe [MOCTAIUMHBIE TEXHOJOTNYECKUE UHCTPYKIIAN
(HampuMep, MPOBEpPKa MaTepHajoB, MpeaBapUTeNbHAs 00paboTKa, MOPSIOK
3arpy3KH CHIPBS, KPUTHUYECKHE IMapaMeTphl mpoliecca (Bpems, TeMmIepaTypa
U T.1.));

€) MHCTPYKIMH 110 BCEM BHJaM KOHTPOJIS B MPOIECCE MPOU3BOACTBA C

YKa3aHUECM JOITYCTUMBIX ITPCIACIIOB;
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f) TpeOoBanmMss K XpaHEeHHIO HepachaCOBAHHON MPOAYKIMU TIPU
HEO0OXOJIMMOCTH, BKJItOUasi TPEOOBAaHUS K Tape, MAPKUPOBKE U CHEIUATIbHBIM
YCJIOBUSIM XPaHEHMUS, TJI€ 3TO TpeOyeTCs;

g) Bce moiexaniue CoOII0ACHUI0 0COOBIe MEPHI TIPEIOCTOPOIKHOCTH.

WHCTpyKIIMHU 110 yITaKOBKE

4.19. [lns xaxaoro JIEKApCTBEHHOTO IIpemapara, pa3Mepa W THIa
YIaKOBKH JIOJDKHBI OBITh B HAJIMYMKM MHCTPYKIIMU 10 ymakoBke. Kak
PaBUJIO, OHU JOHKHBI BKJIIOYATh B CeOS CIIEMYIONMNE CBEICHM (CCBUIKM Ha
HUX):

a) HAMMCHOBAHUE JICKAPCTBEHHOTO TMpernapaTa, BKIOYass HOMEP CEpUH
HepachacoBaHHON POIYKITUN B TOTOBOTO MIPOIYKTA;

b) onucanne ero JekapcTBeHHOW (GOpPMBI W JIO3UPOBKH  (TJIE
MPUMEHUMO );

C) KOJJMYECTBO  JICKQPCTBEHHOTO  Tperapara B  OKOHYATEIbHOU
YIaKOBKE, BEIPAXKEHHOE B IITyKaX, AMHUIIAX MACChI U 00bhEMa;

d) monHBINA MepedeHb BCeX HEOOXOAMMBIX YITaKOBOYHBIX MaTEpPHAJIOB,
BKJIIOUasl UX KOJHMYECTBA, Pa3Mephl U TUIBI C YKa3aHUEM KOJa WK HOMEpa,
OTHOCSIIUXCS K CTICTM(UKAITUSAM Ha KKK YITAaKOBOYHBIM MaTepUal;

€) rjie MPUMEHUMO, oOpa3ell WU KOIHUS COOTBETCTBYIONINX TEYATHBIX
YIaKOBOYHBIX MAaTEPUAIIOB U OOPA3Ilbl, YKa3bIBAIOIINE HA MECTO HAHECEHUS
HOMEpa CEpUU U CPOKA TOJTHOCTH MPOAYKIIUH;

f) TpeboBanms MO MMPOBEPKE TOTO, YTO OOOPYIOBAHKUE M paboUYee MECTO
CBOOOJIHBI OT TPEABIAYIMIeH MPOMYKINH, TOKYMEHTOB WM MaTepHUaJIOB,
HEHY>KHBIX JUIsl 3aIJIAHUPOBAHHBIX OTIEPAIIM TI0 YITAKOBKE (OYMCTKA JIMHHH),
a TakKe M0 TMPOBEPKE YHCTOTHI OOOpPYAOBAaHHMS W €ro TOTOBHOCTH K

clieqyrouemMy Iporeccy,
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g) cBeCHUS O TMOMJICKAIIUX COONIOJACHHUIO CIEIHMAIbHBIX Mepax
IPEIOCTOPOKHOCTH (BKJIIOYAs TIIATEIbHYIO MPOBEPKY 30HBI YIAKOBKH H
00OpyI0BaHMsI), TapaHTUPYIOIIMX OYHCTKY YIAKOBOYHOW JIMHHHM TIEpe]
HAYaJoM padoThI;

h) ommcanne  mporecca  yHmakOBKM  CO  BCEMH  OCHOBHBIMHU
BCIIOMOTATEIbHBIMU OTIEPAIIUIMU U UCIIOJIb3YEMbIM 000pYI0BaHUEM:;

|) onmricaHre KOHTPOJS B TMpOIECCe MPOM3BOJACTBA C YKA3aHUSIMH I10
oTOOpYy NPOO U JJOMYCTUMBIX MPEEIIOB.

JIOTIOJIHUTEILHO MOTYT OBITh pa3pabOTaHbl HHBIC JOKYMEHTHI,
KOHKPETU3HMPYIOIIHME  IOJIOKEHUS  MPOU3BOJACTBCHHON  PELENTyphl |

TCXHOJIOTHYCCKHX PIHCTpYKL[PIﬁ.

3anucu 1o IMPOU3BOJACTBY CCPpUHN

4.20. Ha kaxxIyr0 TpOU3BEICHHYIO CEPHIO CISAYET COXPaHATH 3aIliCH
10 TIPOM3BOJICTBY CEPHHU.

OHM  NODKHBI  OCHOBBIBATHCS HA  COOTBETCTBYIOIIHMX  YacTAX
YTBEPKICHHBIX  JOKYMEHTOB  (MPOM3BOJCTBEHHOW  peUENTyphl U
TEXHOJIOTUYECKUX MHCTPYKIIHI) B COAEPKATh CICTYIONTYI0 HH(DOPMAIIHIO:

a) HaMMEHOBaHUE U HOMEP CEPUHU ITPOYKIIUH;

b) natel M BpeMs Hadalla M 3aBEepIICHUS TEXHOJIOTMYSCKOIO MpoIlecca,
a TaK)K€ OCHOBHBIX ITPOMEKYTOUHBIX CTaJIHM;

C) bamuus ¥ MHUIHMAIBI orepaTopa (OrmepaTopoB) KaXKA0HW OCHOBHOM
TEXHOJIOTUYECKOM OMepaIny, a TAKXKe JIUIA, TIPOBEPUBIIETO KAKIYIO U3 ITHX
oTepaInii, Mpu He0OXOAUMOCTH;

d) HoMep cepuu M (MIKM) HOMEP AHAIMTHYECKOTO KOHTPOJISA, a TaKiKe

q)aKTI/I‘ICCKI/I OTBCHICHHOC KOJMYCCTBO NCXOJHBIX MATCPUATIOB KAXKIOT'O BUA
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(BKJIFOUass HOMEpP CEpUM M KOJMUYECTBO JIIOOOr0  100aBIEHHOTO
pETreHEePUPOBAHHOIO WIIH TlepepadOTaHHOTO MaTepuaa);

e) ceeieHus O JFO00M OTHOCAIIECHCS K JIeTy TEXHOJIOTHYECKOU
ofepaluu Wid J000M AEHCTBUU, a TaKKe 00 OCHOBHOM HCIOJIb30BAaHHOM
000py/1I0BaHUH;

f) 3amucu Mo KOHTPOJIIO B Tpolecce TMPOM3BOJCTBA C yKa3aHUEM
WCITOJTHUTEJICH U TTOJTYyYEHHBIX Pe3yJIbTaTOB;

g) BBIXOJ MPOAYKIIMK HA PA3JIMYHBIX CTAJAMSIX TPOU3BOJICTBA;

h) cBenmeHmnst 06 0COOBIX MPOOJIEMaxX C MOANMKMCAHHBIM Pa3pelICHUEM Ha
T1000€ OTKJIOHEHHE OT TEXHOJIOTUUECKUX WHCTPYKIIHHM;

I) HIOANKMCh JIMIIA, OTBETCTBEHHOTO 33 TEXHOJOTHYECKHI TpoIiecc,
C YKa3aHHEM JIaThl.

B ciydae ecnu BanuaupoBaHHBIN MPOIECC MOABEPTracTCs MOCTOSTHHOMY
MOHUTOPUHTY U KOHTPOJIO, aBTOMATHYECKU CO37aBa€Mble OTYETHI MOTYT
OTPaHWYMBATHCS KPATKHUM PE3IOME O COOTBETCTBHM U OTYETaMH 00

OTKJIOHEHMSIX (OTCTYIUICHHUSX) OT crieliupUKaIIH.

3amnucu 1o ynakoBKE Cepuu

4.21. Ha xaxayr NPOU3BEACHHYIO CEPUI0 WIIM YacTh CEpUU CIEIYyeT
COXpaHSTh 3alUCHU MO0 YyMakoBke cepur. OHMU JOJDKHBI OCHOBBIBATHCS HA
COOTBETCTBYIOIIMX YACTAX MHCTPYKIUH MO YIIaKOBKE.

3anucu MO YIMaKOBKE CEpUM JOJDKHBI BKJIIOYATh B ce0s CIEAyrOLIUE
JTAaHHBIE:

a) HANMCHOBAaHUE M HOMEP CEPUH JICKAPCTBCHHOTO TIperapara;

b) mara (maThl) ¥ BpeMs POBEICHUS OIEpaIii TI0 YIIaKOBKE;
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C) haMmiIMsl ¥ MHULIMABI orepaTtopa (OIepaTopoB) KaKJI0W OCHOBHOM
TEXHOJIOTHYECKOM OTepaIny, a TAKXKe JIUIA, TIPOBEPUBIIETO KAKIYIO U3 ITHX
omepanui, Ipu HeoOXOIUMOCTH;

d) 3ammcu nMpoBEepOK MACHTUYHOCTH M COOTBETCTBHUS WHCTPYKIIMSM 10
yIaKOBKE, BKIIOUasl PE3yJIbTaThl KOHTPOJISA B MPOIIECCE TPOU3BOJICTBA;

€) mopOoOHBIE CBEICHHS 00 OCYIIECTRICHHBIX OMEpaIHsIX 10 YITAKOBKE,
BKJIFOYAs CCBUIKM Ha MCIOIB30BaHHOE 000PYIOBAaHUE M YIIAKOBOYHBIC JIMHUH;

f) 0Opasmpl MCMOMBE30BAHHOTO TICUATHOTO YIAKOBOYHOTO Marepuaa,
BKJIFOUast 00pa3ilbl ¢ HAHECEHHBIMH HOMEPOM CEPHH, CPOKOM TOMHOCTH U
IPOYMMH JTOTIOTHUTEIEHBIMI MAPKHUPOBOYHBIMH JTAHHBIMH, TJI€ IPUMEHUMO;

g) cBeaeHuss 00 0COOBIX MpoOIeMaxX MM HEOOBIYHBIX MPOHMCIIECTBHIX
C TIOJMMCAHHBIM pa3pelieHreM Ha JIF000e OTKIOHEHHWE OT MHCTPYKIUU IO
YIaKOBKE;

h) KonmMUYecTBO M CChIIIKA HA HOMEP WJIM HAaUMEHOBAHHME BCEX IMEYATHBIX
YIaKOBOYHBIX MaTrepuajioB M HepachacoOBaHHOW NPOAYKIIMH, BBIIAHHBIX,
UCTIOJIb30BAaHHBIX, YHUUTOKEHHBIX WJIM BO3BPAICHHBIX Ha CKJIQJ, a TaKkKe
KOJTMYECTBO TOTOBOTO TMPOAYKTa [UIsl COCTABJICHHS COOTBETCTBYIOIIETO
OamaHca. DJEKTPOHHBIM KOHTPOJIL B TIPOIECCE YIIAKOBKU  SIBIISICTCS
OCHOBAHHUEM JJIsI HEBKIIIOUEHUS TaKOW WH(OpMAIny;

1) HoAMHKCH JIMIIa, OTBETCTBEHHOTO 3a MPOIIECC YITAKOBKH, C YKa3aHHUEM

JIaThI.

[Ipouenypsl u 3anucu

[Tpuemxka

4.22. Ha mnpuemMKy KaXJIOW TIOCTAaBKH KaXKJIOTO BHAA HCXOIHBIX

MaTepuayioB (B TOM 4uciie HepacPpacoBaHHOM, MPOMEKYTOUYHON WU TOTOBOU



48

IPOJIYKIIUHN), a TaKK€ MEPBUYHBIX, BTOPUUYHBIX U TEYATHBIX YIMaKOBOYHBIX
MaTepUaIOB JOJKHBI OBITh B HAJWYMH THCHMEHHBIC TPOLETYyPHl U
MIOJITBEPKAAIOIINE 3AMMUCH.

4.23. 3anucu no npueMKe JTOJKHBI COACPKATh:

d) HAMMCHOBaHUE MaTepralla B HAKJIATHOW U Ha Tape;

b) BHyTpH3aBOJCKOC HaWMMEHOBaHHE (€CJIM OHO OTJIMYAeTCS OT
HAaMMEHOBAHMS, YKa3aHHOTO B MOJIYHKTE «a» HACTOSIIETrO MyHKTa) U (KJIn)
KoJ Marepuaia (Ipu HeOOXOMMOCTH);

C) naTy NMPUEMKH;

d) HaumMeHOBaHME MOCTABITMKA 1 HAUMEHOBAHUE MPOU3BOTUTEIIS;

€) HOMep CepuU MPOU3BOIUTEIS WITH KOJOBBIH HOMED;

f) oOmiee konMMUECTBO TOJMYYEHHBIX MATCPHAJIOB M YHUCIIO CIWHMII
YIaKOBOK;

h) HOMep cepuu, IPUCBOCHHBIH MTOCIIEC TPUEMKH;

1) moOBIe CyIIECTBEHHBIE 3aMEUaHUsI.

4.24. loooxkHpl  OBITH B HAJIMYUU IMHCHBMEHHBIE TIPOIEAYpPHl IO
BHYTPHU3aBOJICKOM MapKHpPOBKE, KApaHTHHY ¥ XPaHEHUIO WCXOJHBIX,

YIIAaKOBOYHBIX U, CCIIN H€O6XO,Z[I/IMO, APYIruX MaTCpruajioB.

Ot0op npood

4.25. Jlo;okHBI OBITh B HAJIMYUKM MUCBMEHHBIE MPOILEAYPHI IO OTOOPY
npo0, coJiepxKalue CBeICHUsI 00 UCIOIb3YEMbIX METOJIaX U 000pYI0BaHUH,
KOJIMYECTBAX, KOTOPHIE JTOJKHBI OBITh OTOOpAHBI, M JIOOBIX IMOIJICKAIIUX
COOMIOACHUIO MEpax MPEIOCTOPOKHOCTH BO H30€KaHUE KOHTaMHUHAIUH

Marcpuajia nuin JTF000T0 YXyaAICHUs €ro Ka4ycCTBa.
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[IpoBeneHue ucnbITaHUA

4.26. I[OJ'DKHBI OBITh B HAJIMYUM ITHMCHMEHHBIC MCTOAHUKHN HCIIbITAaHHA
06pa3u0B MAaTCpuaJIOB U MMPOAYKIHUHU HA PA3JIMYHBIX CTAAUAX IPOU3BOACTBA
C YKAa3aHHCM HCIIOJIB3YEMBIX MCTOOOB H 060py,I[OBaHI/I}I. HpOBCI[CHHBIC

UCIIBITaHUS JOJIKHBI OBITh JJOKYMEHTAIbHO O(POPMIICHBI.
[Ipouee

4.27. loookHel  OBITH B HAJWYUM  TUCbMEHHBIE  MPOIEAYPHI,
yCTaHABIWBAIOIINE TMOPSAOK BBIMYyCKAa W OTKJIOHCHHWS MAaTepUaoB U
MPOMYKIIMKM, B YACTHOCTH BBIJAYM YIOJHOMOYCHHBIM JIUIIOM (JTUIIaMH)
paspelieHus Ha BBIMTYCK TOTOBOM NPOIyKIMU. Bce 3amucu MOKHBI OBITh
JOCTYIHBI YIIOJTHOMOYEHHOMY JnIly. JlofkHa OBITH BHEApEHA CUCTEMa JIs
0003HAYEHHUs CIIEIHAJbHBIX HAOMIOOEHHH W JIIOOBIX HW3MEHEHHH B
OTHOIIICHUU KPUTHYCCKUX JAHHBIX.

4.28. CnenyeT BeCTH M COXPAHATH 3alUCH TIO0 PeaM3aIlid KaXIOu
CEepUU MPOJYKIIMU B ILEJIAX OOJIerdeHUs OT3bIBa ATOM CEepUM B Cilyyae
HEOOXOIUMOCTH.

4.29. JlomkHBI OBITh B HAJIMYUU IMHUCHBMEHHO H3JI0KCHHBIC IOJUTHKH,
MPUHITUTIBI, TPOTIEAYPHI, TIIIAHBI, TPOTOKOJIBI, OTYETHI M OTHOCSIITUECS K HUM
3alUCHA  TIPEANPUHATBHIX JEUCTBUM WJIM CHCJTAHHBIX 3aKJIIOYCHUM, TIe
MPUMEHUMO, B OTHOIIICHUU:

BaJIMJIAlIMK ¥ KBATU(DUKAIIMHU TTPOIIECCOB, 000PYI0OBAHUS U CUCTEM;

MOHTa)Ka U KaTMOPOBKH 000Dy I0BAHUS;

MepeHoca TEXHOJIOTUH;

TEXHUYECKOTO OOCITYKUBAHUS, OUUCTKH U JIe3MH(EKITUH;

nepcoHasia, BKJIOYasi CIIUCKU JIUIl ¢ oOpa3laMM IMOJNKuCel, oOydeHue

HaCTOAIIINM HpaBI/IJIaM N TCEXHHUYCCKHM BOIIpOCaM, IICPCOACBAHHUIO U
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TMTUEHUYECKUM  TpeOOBaHMSM, a Takxke MNpoBepKy 3P(HEKTUBHOCTU
oOyueHus;

MOHHUTOPHWHTA TTPOU3BOJCTBEHHON CPEIbI;

MEpOTIPUSITHH, HAMNpaBICHHBIX HAa  OCYIIECTBICHHE  KOHTPOJI
MOSIBJIEHUSI U PaCIIPOCTPAaHEHHUS BpeIUTENEH;

MIPETEH3U;

OT3BIBOB MPOIYKIIHH;

BO3BPATOB MPOIYKITNH;

KOHTPOJISI U3MEHEHHU;

paccieioBaHus OTKJIOHEHHU 1 HECOOTBETCTBUM;

BHYTPEHHEro  ayiauTa KadecTBa  (COOTBETCTBHUS  TpeOOBaHUSIM
Hactosiux [IpaBun);

00001IeHusT 3anuceil (Hampumep, 0030p KauyecTBa MPOJYKIHMH) MpHU
HEOOXOIMMOCTH;

ayJIiTa MOCTaBIIIUKOB.

4.30. lomxkHbI OBITh B HAIMYUM YETKUE MHCTPYKIIMH IO IKCILTyaTaluu
OCHOBHBIX €IMHHI] MPOU3BOACTBEHHOTO M KOHTPOJIbHO-aHAIUTUYECKOTO
000pynOBaHUs.

4.31. HeoOX0oaMMO BECTH PETHUCTPAIMOHHBIC >KYpHAIBI JJIsi Hauboiee
BOXHOTO  WJIM  KPUTHYECKOTO  TEXHOJOTMYECKOTO UM KOHTPOJIHHO-
aHAIMUTUYECKOTO  OOOpyJOBaHMs, a Takxke [ TOMENIeHUH, Trae
IPOU3BOAMWIACH MPOAYKIHU. B 3THX XKypHanax cielyeT perucTpupoBaTh B
XPOHOJIOTUYECKOM TMOPSJIKE JIF00OO€ HCMHOJIb30BAHUE HSTUX IMOMEIICHUH,
o0Opy/ZIOBaHUSI U METOJIOB, TMPOBEJCHUE KATUOPOBKH, TEXHUYECKOIO
OoOCNy’KMBaHUS, OYMCTKA WM PEMOHTAa C YyKa3aHUEeM JaT U Jull,
BBITIOJIHUBIINX 3TU PaOOTHI.

4.32.Cnenyer BECTH yU€T JJOKYMEHTOB B paMKaX CHUCTEMbI yIIPABIICHUS

Ka4CCTBOM.
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I'maBa 5. [Ipou3BoCcTBO

[TpuatAT

TexXHOJIOTUYECKUE onecpanv IOOJIKHBI OCYHICCTBIIATBCA II0 YCTKO
YCTAHOBJICHHBLIM ITPOLCAYPaM, OHHU OOJIKHBI OTBCHYATH HACTOAIINM HpaBI/IJ'IaM
JI1 MMOJYYCHUA IIPOAYKIHNH Tpe6yehunr) KadyeCTBa MU COOTBCTCTBOBATH

pa3pelieHuto (JULEH3UH ) Ha MPOU3BOJICTBO U PETUCTPALIMOHHOMY JIOCHE.

OO6mue TpeboBaHuUs

5.1. ITpou3BOACTBEHHBI  MPOIECC  JOJKEH  OCYIIECTBISTHCA U
KOHTPOJUPOBATHCS KBATU(UIIMPOBAHHBIM ITEPCOHATIOM.

5.2. Bce neiicTBusi, MPOBOANMBIC C MaTEpPHAIAMH U TIPOAYKIUEH, TaKHUe
KaK MpUeMKa U KapaHTUH, OTOOp IpoO0, XpaHeHHe, MapKUPOBKA, BbiJaya B
MPOU3BOJICTBO, TEXHOJIOTMYECKUN TIPOIECC, YMaKOBKAa M peau3alus,
CIIElyeT OCYIIECTBIATh COIJIACHO MHCHBMEHHBIM MpoOIEeAypaM WU
UHCTPYKIUSM U O(POPMIISTH JOKYMEHTAIIBHO.

5.3. Bce mocrynaromiye Matepuaibl TOJDKHBI OBITh MPOBEPEHBI, YTOOBI
rapaHTUpPOBaTh, YTO MOCTaBKa COOTBETCTBYET 3aka3zy. Tapa HoikHA ObITh
ouninieHa (pU HEOOXOJUMOCTH) M MAPKHPOBAaHA C yKa3aHUEM TpeOyemoil
uHpopmaruu.

5.4. @akThl TOBPEXKJECHUS Tapbl W YIAKOBKM U JIIOOBIE Jpyrue
npo0JIeMbl, KOTOpPbIE MOTYT HEOJAronpusTHO TOBJIUATH Ha KadyeCTBO
MaTepHualoB, JOJHKHBI OBITH paccieAoBaHbl, O(POPMIIEHBI JOKYMEHTAIbHO,
a nHdopMaIMs 0 HUX JOJDKHA OBITH JOJIOKEHA B IOJpa3eeHUs] KOHTPOJIS

KadcCTBa.
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5.5. [locrymnaroniue Marepralibl U MPOU3BEICHHAS TOTOBAs MPOTYKITUS
JTOKHBI HEMEIJICHHO TIOMEIIAaThCs B KapaHTHUH, OPraHU30BaHHBIM 110
NPUHIUIY Pa3/eIbHOr0 XPAaHEHUs WIM 3a CUET OpPraHU3alMOHHBIX MEp, U
COJIEPKAaThCSl B HEM JI0 TTOJYUYCHHS pa3pelieHus Ha WX HUCIOJIb30BaHUE WIIU
pean3aIuio.

5.6. [IpuemMKy 3aKymaeMbIX IPOMEKYTOYHOM U HepachacoBaHHOU
NPOAYKIIMA TPOBOJAST B COOTBETCTBUU C MpPAaBUJIAMHU, JCHUCTBYIOIIUMU IS
HCXOJIHBIX MaTEpHaJIOB.

5.7.Bce Marepuasibl U  NOPOAYKIMIO  CIEAyeT XpPaHUTh B
COOTBETCTBYIOIIUX YCIOBHSIX, YCTAHOBJIICHHBIX WX MPOU3BOJIUTEIIEM, B
OTIPE/ICICHHOM TIOpSIAKE, OOECIEeUMBAIONIEM pa3JieJieHHue IO CEepusiM U
YCTAHOBJICHHYIO O4E€PEIHOCTh UCIIOIB30BaHUSI CKIIAJICKUX 3aI1acoB.

5.8. Cnegyer TIpOBOAWTH TPOBEPKH BHIXOJOB M MATEPHAIBHOTO
OaytaHca, 4ToObl YOEIUTHhCS B OTCYTCTBUM PACXOXKICHUM C JOMYCTUMBIMU
MpeIeIbHBIMU 3HAUYCHUSMU.

5.9. He nomyckaercss OJHOBPEMEHHOE WM  IIOCJIEA0BATEIbHOE
MPOBEJICHUE ONEpalUii C PA3TUYHBIMU MPOAYKTAMH B OJHOM U TOM K€
MOMEIIEHUH, 3a MCKIIOYEHHUEM CJIydaeB, €CJIM HE CYLIECTBYET pHUCKa
nepernyThIBAaHUS WU TIEPEKPECTHON KOHTAMUHAIIUH.

5.10. Tlpogykims w Marepuanbl JOJDKHBI OBITH 3aIUIIEHBI  OT
MUKPOOHOM M IPYyroil KOHTAMHHAIIMU Ha BCEX CTaUAX MIPOU3BOJICTRA.

5.11. Ilpu pabote ¢ cyxuMu MaTepuajiaMu U MPOAYKIMEeH HEOOX0IUMO
MPUHUMATh OCOOBIE MEphl MPEAOCTOPOKHOCTH MO IMPEIOTBPAICHHUIO
o0pa3oBaHMs U PACIPOCTPAHEHUS MBUIA. ITO OCOOEHHO BaXXHO TIPU padoTe ¢
BBICOKO aKTUBHBIMU U CEHCUOWIN3UPYIOIINUMU BEIIECTBAMMU.

5.12. B Tedyenue Bcero Impoliecca MPOU3BOJCTBA BCE MCIOJIb3yEeMbIC

Marcpuajbl, Tapa IJIAd HepaC(baCOBaHHOI\/’I MpOAYKIIUHU, OCHOBHBLIC CIWHHUIIBI
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o0Opy/ZOBaHUS W TPU HEOOXOJUMOCTH TIOMEIIEHUS JIOJDKHBI  OBIThH
MapKUPOBAaHBl  ATUKETKAMH WM HWHBIM  CIIOCOOOM C  yKa3aHHEM
IPOU3BOIMMON TIPOAYKIIMH WJIKM 00padaThiBaéMbIX MAaTEpHUAJIOB, a TAaKKe UX
JO3UPOBKH (TA€ MPUMEHUMO) U HOMeEpa cepuH. Tam, Te 3TO MPUEMIIEMO,
Takas MapKUpPOBKA JOJDKHA TAKXKe YKa3blBaTh CTAJIUI0 TEXHOJIOTHMYECKOTO
nporecca.

5.13. DTUKETKHU, TPUKPEIUICHHBIE K KOHTEeHHEpaM, 000PY/I0BaHUIO WUIIN
MOMEIIECHUSM, JIOJDKHBI ~OBITh YETKHMH, OJHO3HAYHBIMH, a TaKXKe
COOTBETCTBOBATh YCTAaHOBJICHHON Ha mpennpustuu Gopme. PekomeHmyercs
B JIONOJIHEHHWE K WHGOpPMAIMM Ha DJTHKETKax [UIsS YKa3aHHUS cTaryca
(HampuMep, «B KapaHTUHE», IIPHUHATO», «OTKIOHEHOY», «UHUCTOEe» W p.)
UCTIOJIb30BaTh 1IBETOBYIO MAPKHUPOBKY.

5.14. Cnenyer KOHTPOJIHPOBATH PaBUJIBHOCTh COCTUHEHUS
TpyOONIPOBOJIOB W JPYrHMX dYacTeil 00OpyJOBaHMs, NPUMEHSEMBIX IS
TPAHCTIOPTUPOBKH MPOIYKIIUU U3 OJHON 30HBI B IPYTYIO.

5.15. He pomyckaroTcs Jmro0Oble OTKJIOHEHHS OT WHCTPYKIUH WU
npouenyp. Ecaum  mpowcXoaMT — OTKJIOHEHWE, OHO  JOJKHO  OBITh
NPEIBAPUTEIHHO TMHUCHMEHHO CAHKIMOHUPOBAHO  JIMIIOM, HWMEIOUIUM
COOTBETCTBYIOIIME IOJHOMOYHS, C TMPUBICYCHHEM (MPU HEOOXOIMMOCTH)
MOJIpa3/IeICHUsI KOHTPOJIS KauyecTBa.

5.16. B mpou3BOJACTBEHHBIC TIOMEIIEHUS MOXKET BXOJUTH TOJIBKO

MEPCOHAN, UMEIOIINN MIPABO JIOCTYIA B HUX.

[IpenoTBpanieHre NepeKpeCTHON KOHTAMUHAIINY TTPU MMPOU3BOJICTBE

5.17. IIpon3BoACTBO MPOAYKIIUH HEJIEKAPCTBEHHOTO HA3HAYCHUSI HE

JOJIDKHO OCYIICCTBIIATBHCA B IIOMCIHICHUAX n Ha O6OPYI[OBaHI/II/I,
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NpEAHAa3HAYEHHBIX ISl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, HO, ECIIH ATO
000CHOBAHO, MOXET OBbITh pa3peuieHo, B Cilyyae, €CiId MPUHSATHI MEphl 1O
NPENOTBPALIEHUIO NTEPEKPECTHON KOHTAMUHALIMM JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBMM C MEpAaMH, YKa3aHHbIMHM HWXE M B IJIaB€ 3 HACTOSIIUX
[IpaBuir.

[Ipon3BoacTBO M (WJIM) XpaHEHHE TaKUX TEXHUYECKUX SIAOB, Kak
NECTULUABl (KPOME CIIy4daeB, KOrJa OHU HUCIOJB3YIOTCA I MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB) W TEepOMLHUJIbI, HEIOMyCTUMO B TMOMEIICHUSIX,
UCIIOJIb3YEMBIX [IJI TPOU3BOJACTBA W (MJIM) XpaHEHHUS JIEKapCTBEHHBIX
CPEACTB.

5.18. JlomxHa OBITh TMpegOTBpaIlleHa KOHTAMHUHAIMS  MCXOJHBIX
MaTepuajgoB WM MPOAYKUWH JPYTMMU HUCXOAHBIMU MarepuallaMi WU
npoaykuuen. TakoW PpHUCK CIy4yalHOW TIEPEKPECTHOM KOHTAMHUHALINH,
BO3HUKAIOUIMK B PE3YJBTaT€ HEKOHTPOJIUPYEMOTO PACHPOCTPAHECHUS IBUIH,
ra3oB, MapoB, a’poO30JI€i, TEHETUYECKOIO Marepuana Wil OPraHu3MOB OT
AKTUBHBIX BELIECTB, APYTUX UCXOAHBIX MAaTEPUATIOB U MPOAYKTOB B MPOLIECCE
00paboOTKH, OT OCTAaTKOB Ha OOOPYIOBAHUU U C OJIEXKbI OTIEPATOPOB, TOJKEH
ObITh oleHeH. CTemneHb pucka 3aBUCUT OT MPUPOAbI KOHTAMHUHHUPYIOLIETO
Marepuasa 1 KOHTAMUHUPYEMOUN POIYKIINH.

HaunbGonee onacHoil sIBIsIeTCS KOHTAMUHAIIMS JIEKAPCTBEHHBIX CPEJICTB,
NpEAHA3HAYEHHBIX [JI1 HWHBEKIMH, a TaKKe IPUHUMAEMbIX B TEUCHHE
JUTATEIIBHOTO BPEMEHU.

TeM He MeHee KOHTaMUHAIUS JIFOOOW MPOAYKIIUU TPEACTABISET PUCK
It 0€30MacCHOCTH MAaIMeHTOB B 3aBUCMMOCTH OT XapakTepa U CTENEeHU

KOHTaMHWHAaIIuH.
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5.19. IlepekpecTHy0O KOHTAaMHHAIIMIO HEOOXOJAMMO IMpeaOoTBpaIlaTh,
IpEeXJIe BCEro 3a CYET HAAJISKAIIEro IMPOCKTUPOBAHUS TIOMEIICHUN U
o0opyAOBaHMs, KaK yKa3aHO B TJaBe 3 Hacrosmux [IpaBui. DTo HOMKHO
OBITh TIOJKPETVICHO COOTBETCTBYIOIIMM JTHU3aifHOM IIporiecca W BHEAPCHUEM
JTFOOBIX COOTBETCTBYIOIINX TEXHUYECKUX WJIM OPTraHU3alMOHHBIX MEp, B TOM
yrciie A((EKTUBHBIX M  BOCIPOW3BOAMMBIX TPOIECCOB OYUCTKH IS
KOHTPOJISI pUCKa MEePEKPECTHON KOHTAMUHAITUH.

5.20. /It omleHKM W KOHTPOJIA PUCKA TMEPEKPECTHON KOHTaMUHAIIUU
TPOU3BOAMMON MPOAYKIINH JOHKEH OBITh UCIIOIB30BaH MPOIECC YITPaBICHUS
PUCKaMU TSl KaueCTBa, BKJIIOUAst OIEHKY aKTUBHOCTU M TOKCHKOJIOTUYECKYIO
onieHKy. Takoke ciieyeT IpUHATh BO BHUMaHUE Takue (aKTOpbl, KaK JU3aiiH
(TIPOEKT) 1 UCTIOL30BaHNE TTOMEIICHU U 000PYyIOBaHMS, TOTOKH TIEPCOHANA
U MaTepualioB, MHUKPOOHOIOTHYECKUA KOHTPOJIb, (HU3UKO-XUMHUUECKUE
XapaKTEePUCTUKNA aKTUBHBIX BEIECTB, MapaMeTphl MPOIECcca, BO3MOXKHOCTH
IPOIIECCOB OYHCTKM M AHAJIMTHYECKHE BO3MOXXKHOCTH B OTHOIICHUU
COOTBETCTBYIOIIMX  TPEAEIIOB, YCTAHOBJICHHBIX HCXOJs M3  OIICHKH
IPOM3BOAMMON TPOAYKIMHU. Pe3ynsrar mporiecca ymnpaBieHUsT pUCKaMH JIJIst
Ka4eCTBa JOJKEH SBISTHCS OCHOBAHHUEM IS ONIPEIeNICHNUS] HEOOXOUMOCTH U
YPOBHSI, 10 KOTOPOTO MOMEIICHUS U 000PYI0BaHUE TOJDKHBI OBITH BBIJEICHBI
JUIST KOHKPETHOTO JICKAPCTBEHHOTO CPEACTBA WJIM TPYIIIBI JIEKAPCTBEHHBIX
CPEICTB. YPOBEHb BBIJICTICHUS MOXET BapbUPOBATHCS OT CICIHUAIBHO
BBIZICIICHHBIX YaCTEH, KOHTAKTUPYIOIMHUX C TMPOIYKTOM, O BBIJICICHUS BCETO
mpon3BoACTBA. MoKeT OBITh TpHeMiIeMa JIOKaIU3alus MPOW3BOICTBEHHON
JESTEIIbHOCTH B BBIJICJICHHBIX ABTOHOMHBIX TPOW3BOACTBEHHBIX 30HAX Ha
MHOTOIIEJIEBOM YYaCTKE, I7Ie 3TO ONPaBIaHHO.

5.21. Pe3ynbpTaThl mTpollecca yMOpPaBICHUS pHUCKaMHU ISl KadecTBa
JOJDKHBI CTaTh OCHOBOW [IJIT  OMNpPEACIICHUS YPOBHS TEXHUYECKUX U

OpraHU3aAUOHHBIX MEP, HEOOXOAUMBIX JIJISi KOHTPOJISI PUCKOB NIEPEKPECTHOM
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KOHTAMUHAIIMU. ODTH MEpbl MOTYT BKJIIOYaTh, HE OTPAHUYHMBASCH OTHUM,
CIIeTyFOIIIee.

TexHU4EeCKUE MEPHIL:

1) BBIIETICHHBIC TTPOU3BOJICTBA (ITOMEIIICHUS U 000PYI0BaHHE);

I1) aBTOHOMHBIE TPOW3BOJICTBEHHBIC IUIOIIAIN, WMEIOIINE OTACIHHOE
TEXHOJIOTUYECKOE OOOpYJOBaHHE W OTJEIbHBIE CHUCTEMbl BEHTWISAIUU U
konaurmonupoBanus Bo3ayxa (HVAC). Takxke MOXET OBITh JKeJaTelbHBIM
W30JIMPOBaTh OMpPEEICHHBIE BCIIOMOTATEIbHBIC CHCTEMBI OT TE€X, KOTOPHIC
WCIIOJIB3YIOTCS B IPYTHUX 30HAX;

i) qu3aiin IIPOM3BOJICTBEHHOTO npoliecca, [MOMEILIEHU A U
00Opy/ZOBaHMS, TIO3BOJSIFOIIMA CBECTM K MHUHUMYMY BO3MOJKHOCTH
MEPEKPECTHON KOHTAMHHAIlMU B IMpolecce 00pabOTKH, HSKCIUTyaTallkH,
TEXHUYIECKOTO 0OCITYKUBAHUSI 1 OUUCTKH;

IV) HCITOJIB30BaHUE «3aKPBITBIX CUCTEM» JIJIi 0OpaOOTKH W Tepeaayu
MaTepuana (MpoayKTa) MeXy 000pya0BaHUEM;

V) UCTIOJIb30BAHUE CHUCTEM C (PU3MYECKHM OapbepoM, B TOM YHCIE
U30JISITOPOB, KaK MEPHI 10 JTOKATH3AIINN;

Vi) KOHTpOJIMpyeMOe yAaJIeHUE MBLIM BOJU3KM UCTOYHUKA 3arps3HEHUS,
HAIpUMep depe3 JTOKATbHBIE BBITSKHBIE YCTPOMCTRA,;

Vii) BBIICTICHHE TEXHOJIOTUYECKOTO o0opyaOBaHMsI, qacTeH,
KOHTaKTUPYIOIIUX C MPOAYKTOM, WJIA OTAEIBHBIX YacTel, KOTOpPhIC TPYIHEE
BCEr0 OYMIIATH (Harpumep, PUiIbTPhl), UHCTPYMEHTOB JJIsl OOCITYKUBAHUS;

Viil) UCTIOIB30BaHUE OJTHOPA30BBIX TEXHOJIOTHIA;

IX) UCTIOJIb30BaHUE OOOPYIOBAHUS, CIHPOCKTUPOBAHHOIO C YYETOM
00JIeTYEHUS] OUYUCTKU;

X) Ha/IJIeKAIee KCIOIb30BAaHUE BO3IYIIHBIX IIUIFO30B M Kackaja
JABJICHUW JUISl JIOKQJIM3AIIMK TTOTEHIIMAIBLHOTO COJAEPIKAIErocss B BO3IyXe

KOHTaMHWHAHTA B IIPCACIax OHpeI[CHCHHOfI 30HBI,
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Xi) cBeZiIcHHE K MHHHMYMY pHCKa 3arps3HCHHS, BBI3BAHHOTO
PELMPKYJISIACH WIH TOBTOPHBIM HCIOJIL30BAaHUEM HEOYHIICHHOTO WIIH
HEIOCTaTOYHO OYMIICHHOIO BO3AyXa;

Xil) HCIIONTB30BAaHUE CUCTEM aBTOMATHYECKOW OYHCTKH Ha MECTe C
BAJIMIUPOBAHHOM PE3yJIbTATHBHOCTHIO;

Xiil) pa3meieHre 30H MOWKH OOOpYAOBAaHHMS, CYIIKH U XpaHCHUS IS
OOIIMX 30H OYHCTKH.

Oprasu3aloHHbIE MEPHI:

1) BBIICTICHUE BCETO TIPOU3BOJICTBA WK ABTOHOMHBIX
NPOU3BOJICTBCHHBIX IUIOMIAICH Ha OCHOBE KaMIaHWW (BBIACICHHE C
pas3jielicHHeM BO BPEMEHH) C TMOCISAYIONICH OYMCTKOW C BaJMIAPOBAHHOW
Pe3yJIbTaTUBHOCTbIO;

Il) XpaHeHHe CHeIUANbHONW 3allUTHOW OJEXKIbl BHYTPU 30H, TJE
00pabaThIBalOTCA  MPOAYKTBI €  BBICOKUM  PHCKOM  IEPEKPECTHOM
KOHTaMUHAITUH;

11l) BepuduKaIis OYUCTKU MOCIIE BITYCKa KaKIOTO MPOIYKTa B LEISIX
noaaepxkanus 3)HEKTUBHOCTH MMOAX0/1a YIIPaBICHUs PUCKOM I KauyecTBa B
OTHOIIIEHUH MPOYKIIMH BHICOKOT'O PHCKA;

IV) BepuduKkaiius OYHUCTKH IMOBEPXHOCTEH, HE KOHTAKTHPYIOIIUX C
NPOAYKIIMEH, U MOHUTOPHHT BO3JyXa B TPOU3BOJCTBCHHOW 30HE W (WJIN)
NPUJICTAIONIMX 30HAX B 3aBHCHMOCTH OT pPHCKa KOHTAMHHAIUW IS
noaTBepKACHHS 3(PPEKTUBHOCTH MEp MPOTUB KOHTAMUHAIIMK B3BEIICHHBIMH
YaCTUIIAMH HJIH ITyTEM MEXaHHYECKOT'0 MepeHOCa;

V) crenuagbHble MEphl TI0 OOpallleHUI0 C OTXOJaMH, 3arps3HCHHBIMU
IIPOMBIBHBIMH BOJIAMH U 3aTPS3HCHHOM OCKION;

Vi) peructparusi ciydacB TMPOJIMBAHUS M PaCChIaHMs, WHIUICHTOB

WM OTKJIOHEHHUM OT IIpOoLenyp;
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Vii) pa3paboTka IpoIECCOB OYMCTKH JIJIS TOMEIIEHUH U 000py0BaHuUs
TaKUM 00pa3oM, 4TOOBI MPOIIECCHl OYUCTKU CaMH 10 ceOe He MPEeACTaBIILIN
pUCKaA EPEKPECTHOW KOHTAMUHAIINY;

Viil) pa3paboTka moApOOHBIX (hOpM I 3alMCEH B MPOIECCE OYUCTKH
ISt 00€CTIeYeHUs BBIMIOTHEHMSI OYMCTKH B COOTBETCTBHH C YTBEPKICHHBIMU
IpoLeypaMHu U UCIIOJIb30BAHHUE ITUKETOK CTaTyca OYUCTKUA 000PYIOBAHUS U
IPOM3BOJICTBEHHBIX 30H;

IX) HCITOIB30BaHNE OOIMMX 30H OYHMCTKHM TIPH  COBMECTHMOCTH
IIPOIIECCOB;

X) HQJA30p  3a  TOBEACHHMEM  TMEpCcoOHAla Ui OOCCIICUCHHMS
3¢ deKTHBHOCTH OOyUYeHHUST W COOTBETCTBUS HAJICKAIIUM MEPOIPHUATHSIM
IIPOLIEYPHOTO KOHTPOJIS.

5.22. Meponpusitus o MPEOTBPAIIEHUIO MEePEKPECTHOMN
KOHTAMUHAIIMU M HUX 3PQPEKTUBHOCTDH CIICAYET MEPHOIUICCKH MPOBEPATH B

COOTBCTCTBUHU C YCTAHOBJICHHBIMU IIPOOCAYPAMHU.

Banmunarusa

5.23. MeponpusiTusi TI0  BallJallMM  JOJDKHBI  CIIOCOOCTBOBATH
BBITTOJTHEHUIO HacTOSAmMuX [IpaBui U JOJDKHBI POBOIUTHCS B COOTBETCTBUH C
YCTaHOBJICHHBIMH TIpoTieAypamMu. Pe3ynbTaTsl MPOBENCHHBIX MEPOTIPHUATHI U
3aKJTIOUCHUS 110 HUM JIOJKHBI OBITh O(POPMIICHBI TOKYMEHTAIBHO.

5.24.Tlpn BBeIEeHUM HOBOW TMPOM3BOJCTBEHHOM pELENTYphl WU
HOBOT'O METOJIa MPOU3BOJACTBA HEOOXOAMMO JI0Ka3aTh MX MPUTOAHOCTH JJISI
CEpUUHOTO TPOU3BOACTBA. J[0MKHO OBITH JOKa3aHO, YTO JTaHHBIA MPOIECC
IPU  WCIOJIB30BAHUM TPEAYCMOTPEHHBIX MaTEepUaIOB W 00OpYIOBaHUS

MMO3BOJEICT TOCTOAHHO ITPOU3BOANUTH IIPOAYKIIUIO Tp€6yeMOTO KadcCTBa.
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5.25. CyiiecTBeHHbIE HM3MEHEHHUsI TMPOM3BOJICTBEHHOTO Mpolecca,
BKJIIOUas JIF00O0€ M3MEHEHHE O0O0pYAOBaHUS WM UCXOJHBIX M YITaKOBOYHBIX
MaTepUalioB, KOTOPOE MOKET MOBJIUSATH HA KAYECTBO MPOAYKIMU U (UIIN)
BOCIIPOM3BOAUMOCTD MPOIIECCa, TOKHBI IPOUTH BaTUJAIIUIO.

5.26. Ilpouiecchl M mpoLenypbl CIAEAYET MOJABEpraTb NEPHOIUYECKON
peBanuanuy (MOBTOPHOM BaldWAAIIMM) JJIS TapaHTUW TOTrO, YTO OHHU

OCTAarOTCsA MMPUT'OAHBIMU I JOCTUKCHUA OIIPCACIICHHBIX PC3YJIbTATOB.

Hcxomapie maTepuranbl

5.27. B pamkax ¢apManeBTHICCKONH CUCTEMBl KaueCTBa JOJKHBI OBITh
3aJIOKyMEHTUPOBaHbl BHIOOP, KBAIM(PUKALIKS, YTBEPKIACHUE U TMOAJIEPHKAHUE
cTaTyca TMOCTaBUIMKOB MCXOJHBIX MarepuajoB HapsAay C 3aKylnKamMH U
OPUEMKON. YPOBEHb KOHTPOJS JOJDKEH OBITh MPOMOPIUOHATIEH PHUCKaM,
CBS3aHHBIM C KOHKPETHBIMH MaTepHajlaMH, C YYeTOM HWCTOYHHKA WX
MIPOUCXOXKICHUS, MPOU3BOJCTBEHHOTO MPOIECCa, CIOKHOCTH IETH MOCTAaBKU
M KOHEYHOTO Ha3HAYeHWs MaTepualia B JIEKapCTBEHHOM cpeacTre. Jlis
KaXXJIOTO YTBEPKIEHHOTO TMOCTAaBIIMKAa WM Marepuaia JOKHBI OBbITh B
HAJIMYUKM TOATBEpKAAroNIe CBUIETeNbCcTBA. [lepcoHany, BOBJIECUEHHOMY B
ATy ACATENHHOCTh, HEOOXOIUMO UMETh aKTyaJIbHBIC 3HAHUS O MOCTAaBIIHUKAX,
IEMSX MOCTABOK M CBS3aHHBIX C HUMH pHCKaX. [0 BO3MOXHOCTH HCXOTHBIC
MaTepHalibl CIeIyeT NPUOOPETaTh HEMOCPEICTBEHHO Y UX MPOU3ZBOIUTEIS.

5.28. TpeboBaHMS K Ka4eCTBY MCXOIHBIX MaTepHasOB, YCTaHOBJICHHbBIC
IPOU3BOIUTENIEM JIEKAPCTBEHHOTO Tpernapara, JOKHBI OBITh COTIACOBAHbI
¢ moctaBmmKaMu. COOTBETCTBYIOIINE ACTIEKTHI TPOU3BOICTBA, UCIIBITAHUNA U
KOHTpOJSI, B TOM 4YHCiIe TpeOoBaHUs K 00pabOTKe, MapKHUPOBKE,

YIaKOBBIBAHUIO M pealu3alliy, MPOUEAYPhl MO PACCMOTPEHHUIO MPETEH3UM,
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OT3bIBy M U3BIATHIO, JIOJDKHBI OBITh 3aUKCUpPOBaHBI B OQUIIMATBHBIX
COMIAIICHUSX MO KAaYECTBY WJIU B CrieIU(DUKALIHIX.

5.29. Jlns  yTBepKACHUS W TOJACPKaHMUSI CTaTyca TOCTaBIIUKOB
aKTUBHBIX (DapMaleBTUYECKUX CYOCTAaHIIMA M BCIIOMOTATENbHBIX BEIIECTB
TpeOyeTcs Cleayolee.

JI71s1 akTUBHBIX (hapMaIrleBTUUYECKUX CYOCTaHIIMI:

JOJDKHA OBITh YCTAHOBJIEHA TMIPOCJICKHBaeMasi II€lb ITOCTaBKH.
CBsi3aHHBIE C IIEMBbIO IOCTAaBKM PUCKH (OT HCXOJIHBIX MAaTE€pHaIOB s
aKTUBHOM (papMaleBTUUECKON CyOCTaHIIMM JO TOTOBOTO JIEKAPCTBEHHOIO
npernapara) J0JDKHBI ToJiBepraTrbesi opMaIbHOM OIEHKE M MEPUOIUYECKOM
npoBepke. J{oJKHBI CyIIECTBOBaTh COOTBETCTBYIOIIUE MEPHI MO0 CHUKEHUIO
CTEIIeHHW PUCKA B OTHOIIIEHUH KadyecTBa (papmarieBTuuecKoi CyOCTaHInY;

JOJDKHBI OBITH B HAIMYMHU U COXPAHITHCS 3alIUCH O TTPOCICKUBAEMOCTH
KaKJI0HU LEeIIN ITIOCTABKHU;

JIOJKHBI OBITH  TIPOBEJICHBI ayauTbl  MPOU3BOAUTEIICH "
JTUCTPUOBIOTOPORB (papMareBTUYECKUX CyOCTaHIIUM, B IENSAX MOATBEPKICHUS
COOTBETCTBHUSI TPEOOBAHUSIM HaJIeKaIllell MPOU3BOJCTBEHHONW TPAKTUKH H
HaJiJIeKallel JIUCTpUOBIOTOPCKOM TMpaKkTUKHU. JlepkaTenab JMIEH3WU Ha
MPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapara 00s3aH MPOBEPATH COOIIOJICHUE
TaKuX TpeOOBaHUIN CaMOCTOSITEIBLHO JIMOO Yepe3 JIMIO0, AESHCTBYIOIIEE OT €ro
MMEHU 10 KOHTPAKTY;

JUIs o0ecrieueHusl OIEHKU COOJIOIeHUsT HacTosmux [IpaBuil ayauTsl
JIOJKHBI UMETh COOTBETCTBYIOIIYIO MPOJIOKUTEIBHOCTD U 00J1aCTh ayauTa.
Crnenyer ylnenuTh BHUMAaHHE HMCTOYHHMKAM MOTEHIIMAIBHON MNEPEKPECTHOU
KOHTaMHHAIIUU OT IPYTHUX MaTepuasoB, HCTI0JIb3YE€MBbIX Ha
MPOM3BOJICTBEHHOM TuIomagke. OTYeT JOJHKEH IMOJHOCTHIO OTPaKaTh BCHO

uH(dopMaIKIo, BKJIIOYas JIOOble OOHApYy>KEHHbIE B pe3yJbTaTe ayauTa



61

HefaocTaTkd.  J{oJokHBI  OBITH  OCYIIECTBJIICHBI  BCE  HEOOXOIHMMBIC
KOPPEKTUPYIOIINE U MPEIYyTPEKIAIOIINE TCHCTBUS;

MOCJICTYIONINE aYAUTHI JOJKHBI TPOBOIUTHCS C YCTAaHOBJICHHOW Ha
OCHOBE aHaJM3a PHUCKOB MNEPHUOAUIHOCTBIO I OOCCIICUCHHUS COOIIOACHUS
CTaHJAPTOB U JaJIbHEHIIIETO UCITOIH30BaHMSI YTBEPKICHHOM TSN TTOCTaBKH.

J171s1 BCTIOMOTaTe/IbHBIX BEIECTB:

BCIIOMOTATEIbHBIE BEIIECTBA M IMOCTABIIMKH BCIIOMOTAaTEIbHBIX
BEIIECTB  JOJKHBI ~ KOHTPOJHPOBAaTHCA HA  OCHOBE  PE3yJbTaTOB
(dhopMaTU30BaHHON CHCTEMBI OIICHKH PHCKOB JIJIST KQ4eCTBA.

5.30. B kax10# MOCTaBKEe MCXOJHBIX MAaTEPHAJIOB Tapa JOJDKHA OBITh
IIPOBEPEHA Ha IIEJIOCTHOCTH YIIAKOBKH, B TOM YHCJIE IEIOCTHOCTH ILIOMO,
a Tak)K€ Ha COOTBETCTBHE CBEJICHWM, YKa3aHHBIX B HAKIIAJIHOH, dTHKETKaM
MOCTABIIUKA W  yTBEPKICHHOW TPOW3ZBOAMTENIEM ¢  IOCTaBITUKOM
nHpopmaru, OoA00pEHHOW MPOM3BOAUTEICM JICKAPCTBEHHOIO Mperapara.
[TpueMovHBIC TPOBEPKHU JOJKHBI OBITh 33 IOKYMEHTHPOBAHEI.

5.31. Ecnin ojiHa mocTaBKa Marepuaja COCTOMT M3 Pa3IMYHBIX CEPHH,
TO KaXIyI0 CEpHI0 HEOOXOIMMO paccMaTpuBaTh KakK OTACIBHYIO B
OTHOIIICHHUU OTOOpa MpoO, MPOBEACHUS HCIBITAHUS W BBIIAYM Pa3pEIICHUS
Ha MCIIOJIb30BaHUE.

5.32. Haxonsmuecss B CKIIQICKOW 30HE MCXOJIHBIC MaTEPHANIbl JTOKHBI
OBITH COOTBETCTBYIOIIMM 00pPa3oM MapKHPOBaHBI COTJIACHO MOMIMYHKTY 5.13
gactu | Hactosmux IlpaBuia. DTHUKETKH ODKHBI COJIEpKaTh CIICTYIONTYIO
uH(popmanuio:

MPUCBOEHHOE HAWMEHOBAHHE TPOAYKIMM W TIPH HEOOXOAUMOCTH
BHYTPH3aBOJICKOM KOJI;

HOMED CepHH, TPUCBOCHHBIN TIPH MMOJTyYCHHH,

CTaTyC COJICPKUMOTO, T¢ MPUMEHUMO (HampuMep, B KapaHTHWHE, Ha

UCIIBITAHUY, PA3PEIIEHO, OTKIOHEHO);
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CPOK TOJHOCTH WJHM JjaTa, IOcie KOTOpoMl TpeOyeTcs IOBTOPHBIN
KOHTPOJIb, TJI€ MPUMEHUMO.

Ecnu ucmonp3yroTcsi MOJHOCTHIO KOMIBIOTEPU3UPOBAHHBIC CHCTEMBI
XpaHEeHUs, TO YKa3aHHass HHPOpMaIis He 00s13aTeIbHO JOKHA COIEPKATHCS
Ha ATUKETKE B YUTaeMou popme.

5.33. JIoJKHBI OBITH OIpEJEIeHbl COOTBETCTBYIOIIME MPOLECAYPhl WU
MephbI, TapaHTUPYIOIINUE TOMTMHHOCTD COJIEPKUMOTO KaXI0M €TUHUITHI Taphl
UCXOJIHBIX MaTepuasioB. Tapa, U3 KOTOpoW ObUTH OTOOpaHBI MPOOBI, JOJKHA
OBITh MPOMAPKUPOBAHA COIMIACHO MNOAMYHKTY 6.13 dactu | Hactosmmx
[TpaBuir.

5.34. CnenyeT WCMHONAB30BaTh TOJIBKO TE€ MCXOJHBIC MaTepuabl,
WCITOJIb30BAaHUE KOTOPHIX Pa3pEIICHO MOIpa3eIeHNeM KOHTPOJISI KaueCcTBa U
CPOK TOJTHOCTH KOTOPBIX €IIIe HE UCTEK.

5.35. TlpousBoanuTeny roTOBOW MPOAYKIIMA HECYT OTBETCTBEHHOCTH 32
BCE  WCIBITAaHUS  UCXOAHBIX  MaTepUajoB, KOTOpble  yKa3aHbl B
PETUCTPAIIMOHHOM HOChe . IIPOM3BOAMTENN TOTOBOIl IMPOAYKUHU MOTYT
WCIIOJIB30BaTh YAaCTUYHO WJIM  TIOJIHOCTBIO  PEe3yJbTaThl  WCIBITAHUN
YTBEPKICHHOTO TPOU3BOAUTENS HCXOIHBIX MATEpUaOB, HO JOHKHBI Kak
MUHHAMYM BBITIOJTHATH UCIIBITAHUE HA TIOJIMHHOCTh KaXKIO0W CEPUH COTJIACHO
nproxeHnio Ne 82,

5.36. O6ocHOBaHME TIepeIaun UCTIBITAHUN JJ1s1 UCTIOJTHEHHUS] CTOPOHHEH
OpraHu3anueil JOMKHO ObITh O(OPMIIEHO JTOKYMEHTaNbHO. JlOJKHBI OBITH
COOJIFOICHBI CIIEAYIONUE TPEOOBAHMUS:

1) cnenyer yaenauTh 0co00€ BHUMaHHE KOHTPOJIIO 3a pacipeieacHHEM
(TpaHCTIOPTUPOBAHWEM, ONTOBOW peaM3allieil, XpaHEHHWEM M ITOCTaBKOM)

HCXOOHBIX MATCPHAJIOB B MLCIAX IIOAACPKAHUA XAPAKTCPHUCTHUK KadCCTBaA

! AHalOTHUHBIA TOAXOJA CNEAYeT NPUMEHSTh K YNAaKOBOUHBIM MaTepHalaM, KaK yKa3aHO B
nyHkTe 5.42 nactosmux [Ipasun.

? McnBITaHUs UCXOAHOTO CHIPhS HA MOTHHHOCTh JOJKHBEI GBITh BHIMTOTHEHB B COOTBETCTBHH C
METOJaMH M CIeU(PUKAIUIMI COOTBETCTBYIOIIETO PErHCTPAL[IOHHOTO JTOChE.
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WCXOJ/HBIX MaTEPHUAJIOB M 00CCIICUSHHSI TOTO, YTOOBI PE3yJIbTaThl UCIIBITAHUH
OBUIN TIO-TIPEKHEMY IPUMEHUMBI K ITOCTABJICHHBIM MaTepHaliaM;

I1) TPOM3BOIUTEINb JIGKAPCTBEHHOTO TIperapara JAO0DKEH IPOBOIUTH
ay[IUThl IUTOMIAAKK (TJIOMIAM0K), OCYIIECTBISIONIMX HCIBITAHUS HCXOIHBIX
MarepHuasoB (B TOM YUCIIe U OTOOP MPO0), KaK CaMOCTOSTEIILHO, TaK U 4epe3
TPETBUX JIMI[ C TEPUOJUYIHOCTHIO, OMPEICIICHHOW C y4YeTOM pPHCKOB. DTO
HEOOXOJMMO JUISI TapaHTUU COOTBETCTBUS TPEOOBAHMSAM HaJIC)KaIIeH
IPOU3BOJICTBEHHON TPAKTUKH, CHCHU(PHUKAIIMSIM W METOJaM HCIbITaHUH,
OINMHCAHHBIM B PETUCTPAIIMOHHOM JIO0CHE;

Ili) ceprudukar  aHamM3a,  NPEACTABICHHBIA  MPOU3BOIUTEIEM
(MTOCTABIIIMKOM)  WCXOAHBIX  MaTepUAJIOB, JIOJDKCH OBITh  IOJIHUCAH
HA3HAYCHHBIM JIMIIOM C COOTBETCTBYIOIICH KBalU(pHUKAIUEH M OIBITOM.
[Moamnuch rapaHTUPYET, 4TO Kakaast cepus Oblila MPOBEPEHA Ha COOTBETCTBUE
COIIACOBaHHBIM CHEIM(HUKAIMIM HCXOAHBIX MATEpPHaIOB, €CIM TaKoe
CBHJICTEJILCTBO HE MPEICTABIIACTCS OTACIBHO;

IV) MPOM3BOIUTENL  JICKAPCTBEHHOTO  Ipemapara JOKEH HMETh
COOTBETCTBYIOIIMI OIBIT padOThI C IPOU3BOAMTEIEM HUCXOJIHBIX MaTEPHAIOB
(B TOM u4wHcie uyepe3 JIUCTPUOBIOTOPA), BKIIOYAIOUIMNA OIEHKY paHee
IOJYYCHHBIX OT HEro Cepuil MCXOMHBIX MATEPHAOB M HCTOPHIO HX
COOTBETCTBUS, /IS PUHATHSI PEIICHUS O COKPAIICHHH 00beMa COOCTBEHHBIX
(BHyTpeHHUX) wucnbiTaHuil. ClleyeT ydYuUTBIBaTh JIOOBIC CYIICCTBCHHBIC
HU3MEHECHHMS B IPOIieccax MPOU3BOCTBA MM UCIIBITAHUIA;

V) IpOW3BOJUTEb  JICKAPCTBEHHOTO Tpenapara JIOJDKeH  TaKXkKe
OCYIIECTBIIATh (CAaMOCTOSITEJIbHO WJIM C HCIOJIB30BAHUEM OTICIIbHOM
YTBEPKIECHHOW  KOHTPAKTHOH  JIabopaTopvM) IMOJHBIH  KOHTPOJIb  C
NEPUOJIUYHOCTBIO, OIPEICICHHONM ¢ Y4Y4eTOM pHCKOB, W CpaBHUBATh

PE3YyIbTAaThl C CepTI/I(I)I/IKaTOM aHaJIn3a IOCTABIIMKA WJIN IPOU3BOAUTCIIA

HNCXOAHBIX MAaTCPHUAJIOB C LCIIBIO IIPOBCPKHU HAACKHOCTHU IMOCICOAHCTO. Eciu B



64

X0JI€ HWCIBITAHWK BBIABATCS PACXOXKACHHUSA, TO JOJDKHO OBITH IPOBEIACHO
paccieoBaHue U MPUHATHI COOTBETCTBYIOMIHE Mephl. CepTu(uKaThl aHaIu3a
MTOCTABIMKA WM MPOU3BOIUTEIS UCXOJAHBIX MaTepHUaIOB HE MPUHUMAIOTCS
JI0 TE€X TIOp, TTOKa 3TH MEPhI He OyIyT 3aBEPIICHEI.

5.37. Ucxomabie MaTepralbl JOJDKHBI BBIIABATHCS TOJIBKO CIIEIIHATIBLHO
Ha3HAYCHHBIMHU JINIIAMH B COOTBETCTBHM C JOKYMEHTAIBHO O(OPMIICHHOU
MPOIIETypOl, YTOOBI TapaHTHPOBATh, UYTO HYKHBIE HCXOIHBIC MaTEPHAIIBI
TOYHO OTBEIICHBI WM OTMEPEHBl B UYHUCTYI0O W HAJJIEXaluM 00pa3oM
MapKHPOBAaHHYIO Tapy.

5.38. Kaxxnplii BBITAHHBIA MaTepHall, €ro mMacca WJIH O0bEeM IOJDKHBI
MOJIBEPTaThCsl HE3aBHCUMOM IMPOBEPKE C 3aITUCHIO PE3YJIbTAaTOB.

5.39. Mcxoanple MaTepHanbl, BEIAAHHBIC IS KaXIOW CEpHUH, JOJDKHBI

XPaHUTBCA B OJHOM MCCTC U UMCTh COOTBCTCTBYIOITYIO MAPKUPOBKY.

TexHosornueckue onepaun: IpoOMeKyTOUHasI
u HepachacoBaHHAS TTPOTYKITHS

5.40. Ilepen HavyamoMm JOOOM TEXHOJOTHMYECKOW OMEpaIiyd JOJDKHBI
OBITh MPUHSATHI MEPHI, TAPAHTUPYIOITHE, YTO paboyas 30Ha U 00OpPYJOBAHUE
OYHIIEHBI U OCBOOOXIEHBI OT JIFOOBIX MCXOJHBIX MAaTePHUaIOB, MPOIAYKIIUH,
OCTaTKOB TMPOAYKIMM WM JOKYMEHTAIlMU, HE MMEIOMMX OTHOIICHUSA K
3aIJIAaHUPOBAHHOM OTNIEpaLIHH.

5.41. TlpomexxyTouHyl0 W Hepac(acCOBaHHYI MPOAYKIIUIO ClIeyeT
XPaHUTh B HAJICKAIIUX YCITOBUSIX.

5.42. Kputudeckue MpoIecchl JOJDKHBI IPOUTH BaIUIAIIUIO COTJIACHO

noAanyHkTam 5.23 — 5.26 gyactu | HacTosmux [1paBui.
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5.43. JlolokHBI  OBITH TIPOBENECHBI M OQOPMIICHBI JOKYMEHTAJIbHO
HEOOXOJMMBIM KOHTPOJIbL B IIPOIECCE MPOM3BOJCTBA W KOHTPOJIb
IIPOU3BOJICTBEHHOU CPEIbI.

5.44. JItoboe CyIIecTBEHHOE OTKJIOHEHHE OT OXKHJIAeMOTO BBIXOJIa

MPOAYKIIUU JTIOTHKHO OBITh O(POPMIIEHO TJOKYMEHTAIBHO U PacCiie0BaHO.

YnakoBOYHEBIE MaTcpHrualibl

5.45. 3akynke W KOHTPOIIO TEPBUYHBIX M TEYATHBIX YIMAKOBOYHBIX
MaTepuaoB, a TakK)Xe OOpallleHHI0 C HUMHU CJEeNyeT YIENsATh TaKoe Ke
BHHMAaHME, KaK U B CIIy4ae C HCXOJHBIMU MaTepHaIaMH.

5.46. Ocoboe BHHUMaHHE CJEAYyeT YACISITh TMeYaTHBIM MaTepuajiaM.
Ux cnegyer XpaHWTh B HAACKHBIX YCIOBHUSAX, HCKIIOYAIONINX JOCTYII
MOCTOPOHHUX JHI. Pa3spe3aHHbIE DJTHUKETKH W Jpyrue paspo3HCHHBIC
neyaTHble MaTepualibl  JOJKHBI  XPAHUTBCS M TPAHCIOPTUPOBATHCS
pa3nenbHO B 3aKPBITOM Tape, HWCKIIYAKONIEH WX NEpEIyThIBaHHE.
Pa3perienrne Ha HCHOJMB30BaHUE YIMAKOBOYHBIX MAaTEpUAJIOB  JIOJKHO
BBIJIABATHCA TOJBKO CTEIHMATBHO HA3HAYCHHBIMHU JIUIIAMH B COOTBETCTBUU C
YTBEPKJICHHOU U JIOKYMEHTAIbHO 0()OPMIIEHHOW MPOIIETyPOH.

5.47. Kaxnoil mOCTaBKE WM CEPUM TMEPBUYHBIX WJIM TEYaTHBIX
YIaKOBOYHBIX MAaTEPHATOB JOJDKEH OBITh MPUCBOEH HACHTH(UKAITMOHHBINA
HOMEP WJIN UJECHTU(PUKAIIMOHHBIN 3HAK.

5.48. TlpocpoueHHbIE WM HEMPUTOIHBIE K HWCIIOIH30BAHUIO TIEYATHBIC
WIN TIEPBUYHBIC YIMAKOBOYHBIC MaTepHabl JOJKHBI OBITh YHHUTOXKEHBI C

JOKYMEHTaJIbHBIM OOPMIICHUEM.
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Onepanuu 1o yrnakoBKe

5.49. Ilpu cocraBjeHUU IUJIAHOB OIepaluii Mo yIaKkoBKe 0coboe
BHUMaHUE JOJKHO OBbITh VYAECJIEHO CBEICHHI0O K MHUHUMYMY pHCKa
NEPEeKPECTHON  KOHTAMHUHAIMW,  MEpPENnyThIBaHUS  WIM  IOJMEHBI.
He nmomyckaercs ymakoBBIBaTh TMPOAYKIWIO PA3IUYHBIX BHUAOB B
HEMOCPEICTBEHHON OJM30CTH APYT OT JApyra 3a HCKIIOYEHHUEM CIIy4yaes,
IpeIyCMaTPUBAIOIINX (PU3HUECKOE pa3IeiieHue.

5.50. Tlepen Havamom omepanuii 1O YIAKOBKE JODKHBI OBITH
IPEANPUHITE MEPBI, TapaHTUPYIOIIUE, YTO padodas 30HA, YIIaKOBOYHBIC
JIMHUY, TeYaTHbIE MAIIMHBI U APYyroe oO0OpPYJOBaHUE SIBISIOTCS YUCTHIMU U
HE cojiepkKaT JitoOble UCIOJIb30BABIINUECS paHee JIEKAPCTBEHHbBIE Mpenaparhl,
MaTepHuaibl WK TOKYMEHTHI, €CJIM OHU HE TPEOYIOTCS IS 3allJIaHUPOBAHHOU
onepauuu. OUUCTKY JIMHUU CIEAYET MPOBOJUTEH COTJIACHO COOTBETCTBYIOLIEH
npoLeaype.

5.51. HaumeHOBaHME M HOMEp CEpPUU YIAKOBBIBAEMOUW MPOMYKIUHU
JOJDKHBI OBITh YKa3aHbI HA KaKJIOM YIIAKOBOYHOM MECTE WJIU JIMHHH.

5.52. Tlpu mocTymieHNH TPOIYKIIMM W YIIAaKOBOYHBIX MaTEpHAJIOB HA
Y9acTOK YIAKOBKH CJIEIyeT MPOBEPUTh WX KOJIMYECTBO, MICHTHYHOCTH U
COOTBETCTBUE UHCTPYKIHUAM I10 YIaKOBKE.

5.53. Marepuansl NMEpPBUYHON YMAKOBKH JOJDKHBI OBITh YHCTBIMHU 1O
Hauaja  omnepauuu  HanonHeHus.  CriemyeT — yaenaTb — BHUMAaHUE
PEIOTBPALICHUIO U YCTPAHEHHUIO JIF0OOM KOHTAMHUHAIIUH, TAKOW KaK OCKOJIKU
CTEKJIa M METAJUTMIECKNE YACTHUIIHI.

5.54. Kak mnpaBuio, MapKUPOBKY CIEAYyeT HAHOCUTh KaK MOXKHO
obicTpee mocie (HacoBKU M yKyHnopku. Jlo HaHECEHUS MapKUPOBKH CIEAyeT
OPUHATH HEOOXOAWUMBIE MEpPHI, HCKIIOYAIOIINE TIEPENyThIBAHUE WU

OLIMOOYHYIO MapKUPOBKY.
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5.55. [IpaBWIIBHOCTh ~ BBIMOJIHEHUS JIOOBIX [EYATHBIX OMEpalun
(HaHEeCEeHHsI HOMEPOB CEpPUM, CPOKA TOJHOCTH), OCYHIECTBISIEMBIX JUOO Kak
OTIeNbHAs TEXHOJOTHYECKas orepaius, 100 B TMpoIecce YHNaKOBKH,
CJIeTyeT THIATeIbHO KOHTPOIUPOBATH U OPOPMIISATH JOKyMEHTalIbHO. Ocoboe
BHUMAaHHUE CJEIyeT YIENsATh PYYHOH MapKUPOBKE, KOTOPYIO CJEAyeT
PEryJspPHO MEPETPOBEPSTE.

5.56. Ocobbie Mepbl MPETOCTOPOKHOCTH JOJKHBI COONIONATHCS TIPU
WCIOJIb30BAaHUU Pa3PE3aHHBIX ITUKETOK W HAHECEHWH ILITAMIOB BHE JIMHUU
ynakoBku. J[Ji mpemoTBpamieHus] TMepenyThIBaHUS I€YaTHOTO MaTepualia
MPEAMOYTHTEIIEHEE HCIIONIh30BaTh STUKETKHA B PYJIOHE BMECTO pa3pe3aHHBIX
ITUKETOK.

5.57. CnenyeT mnOpOBOAUTH MPOBEPKH, TAPAHTUPYIOIIUE, UYTO BCE
AJIEKTPOHHBIE YCTPOMCTBA CUMTHIBAHUS KOJA, CYETYMKHU OTUKETOK U
aHAJIOTUYHBIEC YCTPOUCTBA pabOTAIOT MPABUIIBHO.

5.58. MapkupoBKka yHakOBOYHBIX MaTepuajoB, HaHECEHHas ¢
MOMOIIbIO TI€YaTH WJIM METOJOM THCHEHUS, JOJKHA ObITh OTYETIMBOU U
YCTOMYHUBOM K BBII[BETAHUIO WJIA CTUPAHUIO.

5.59.Tlpu xoHTpoOJE Tporecca YMaKOBKH MPOAYKIMH Ha JUHUU
CJIETyeT TIPOBEPSITh, KAK MUHUMYM, CIIeIyIOIIee:

a)  oOmMi BHEITHUH BU YIIAKOBOK;

h)  KOMIIIEKTHOCTH YIIaKOBOK;

C)  WCHOJB30BAHHME HAUICIKAIIUX BUJOB MPOJAYKINU U YIAKOBOYHBIX
MaTepHUaoB;

d)  npaBWIBLHOCTH HaHECEHUS JIFOOOI MapKHUPOBKH;

€)  TPaBHIBHOCTH PA0OTHI KOHTPOJIBHBIX YCTPOMCTB HA JIMHUH.

OOpa3siiel, B3STHIE C YIAKOBOYHOW JIMHUM, HE CJIEAYeT BO3BpAIATh
MOBTOPHO Ha JIMHUIO.

5.60. Ecmu mpum ymakoBKe NPOAYKIIMHM BO3ZHHUKIN HEMPEIBUICHHBIC

O6CTO$IT€J'IBCTB3, OHa MOXET OBITh BO3Bpalll€Ha B IIPOHU3BOACTBO TOJIBKO
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IOCJIE CNIENUAIBHON MIPOBEPKHU, ITPOBEIICHUS PACCIEN0BAHUA U C PA3PELICHUS
JIMIA, UMEIOLIErO0 COOTBETCTBYIOLIUE IIOJIHOMOYMSA. YKa3aHHbIE JICHUCTBUS
JIOJKHBI OBITH 0()OPMIIEHBI B BUJE MPOTOKOJIA, KOTOPBIM CIIEIyET XpaHUTh B
YCTAQHOBJIEHHOM TTOPSIIKE.

5.61.Tlpy  CymIeCTBEHHOM  WJIA  HEOOBIYHOM  PACXOXKIICHUH,
YCTAaHOBJICHHOM BO BpEMSI COCTaBJICHMs OanaHca MEXIy KOJIMYECTBOM
HepachacOBaHHOW MPOJIYKIMHM, TEYaTHOTO YIMAKOBOYHOIO MaTepuaia u
YHUCJIIOM MPOU3BEIICHHBIX €IUHMI] TOTOBOW MPOAYKIMH, CIEAYET MPOBECTH
paccieoBaHUE W yCTAaHOBUTh NPHYMHY 3TOTO PACXOXKICHHUS A0 BBIIAYH
pasperieHus Ha BBITYCK.

5.62. Tlocne 3aBepiieHus onepaldii M0 yHaKOBKE JIFOObIE OCTaBIIIHECS
yIaKOBOYHBbIE MaTepuajbl C HAHECEHHBIM HAa HUX HOMEPOM CEpPUU JIOJKHBI
ObITb YHUYTOXEHbI C TMOCJIEAYIOMUM JOKYMEHTaJIbHBIM O(QOpPMIIECHUEM.
Bo3Bpar Ha CckiIag HEMapKHPOBAaHHBIX  YIMAKOBOYHBIX  MaTepHUAIIOB

MIPOU3BOJIUTCS B COOTBETCTBHUM C YTBEPKICHHOU MPOLIEAYPON.

["oToBas mpoayKIus

5.63. Jlo BbIIaun pa3penieHusi Ha BBITYCK TOTOBAs MPOIYKIIUS JTOJKHA
COAEPKAThCSl B KAPAHTHUHE B YCIOBUSAX, YCTAHOBJIEHHBIX ITPOU3BOIUTENIEM.

5.64. Jlo MOMeHTa MOJIy4YeHHUs pa3penieHrs Ha BBITYCK JOJKHA OBITh
MPOBEJCHA OIICHKA TOTOBOM NPOAYKIMM M JIOKYMEHTAllUM B TOPSAKE,
YCTAHOBJIEHHOM T1aBou 6 Hactosmux [IpaBuil.

5.65. Ilocne BhImauM paspelieHUss Ha BBIMYCK TOTOBas MPOIYKITUS
JOJKHA XPAHUTHCS KAaK MPUTOJHBIN JIA peaju3allii 3arac B YCJIOBHUSX,

YCTAHOBJICHHBIX ITPOU3BOJUTCIICM.
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OTKJIOHEHHBIE, IOBTOPHO MCMOJb30BaHHBIE U BO3BPAIICHHBIE MATEPUAIbI
U TIPOTYKLIUS

5.66. OTkII0OHEHHBIE MaTepyaiIbl U MPOAYKIIUS JODKHBI UMETh YETKYIO
MapKAPOBKY M XPAHUTHCS PA3ACIbHO B 30HAX C OTPAHUYCHHBIM JIOCTYTIOM.
OHuU mojiexkaT BO3BpaTy IMOCTABUIMKY, NEpepabOoTKe (€CIu 3TO JOMYCTUMO)
WIN YHUYTOXKEHUIO. JIf0Oble BBITTOTHEHHBIC JEUCTBHUS JOJKHBI OBITh
opopMIIEHBI JOKYMEHTAIBHO ©  YTBEP)KIEHBI JIMIIAMH, HWMEIOIINMHU
COOTBETCTBYIOIINE TTOTHOMOYHSI.

5.67. IlepepaboTka  OTKJIOHEHHOW  MPOAYKIMH  JOMyCKAaeTcs B
UCKJTIOYUTEIIFHBIX CIIy4asX MPH YCIOBHHM OTCYTCTBHS YXYIIICHUS Ka4ecTBa
TOTOBOM TPOAYKIIMM ¥ BBHIMOJTHEHHSI BCEX TPEOOBAHWM CHEIHpUKAIIUH.
[TepepaboTKy OCYyIIECTBISIOT B COOTBETCTBUU C YTBEPKIACHHON MPOIETYPOi
MoCjie OIICHKH BO3MOXXHOTO PHCKAa C TMOCIETYIONUM JTOKYMEHTAJIbHBIM
o OpMIICHUEM.

5.68. [loBTOpHOE WHCIONB30BAaHUE BCEH CEpHM WM YacTH paHee
MIPOU3BEICHHBIX CEPUl COOTBETCTBYIOMIETO KAYeCTBA MyTeM OOBETUHEHUS C
cepueil TakoW >K€ TMPOAYKIIMM HA OIpPEAENCHHOW CTaauu MPOU3BOACTBA
JOJKHO OBITh CaHKIIMOHWPOBAHO 3apaHee. Takoe BBEJCHHUE CIEAYeT
OCYIIECTBIISATh B COOTBETCTBUM C YCTAaHOBJICHHON MPOLEAYpOH C ydeTom
OLICHKM BO3HUKAIOIIUX PHUCKOB, BKIIIOYas 000 BO3MOXHOE BIUSHUE Ha
CpPOK TOMHOCTH. JleITenbHOCTh 1O MOBTOPHOMY HCIOJIb30BAHUIO CIIETYET
oOpMIIATH TOKYMEHTAILHO.

5.69. Heo0xomuMOCTh JTOMOJIHUTEILHOTO KOHTPOJISI JIFOOOW TOTOBOMU
MPOIYKIINH, TPOIIeANneld mepepaboTKy, Wi MPOIYKIMH, B KOTOPYIO ObLIa
BKJIFOYCHAa  TOBTOPHO  WCIOJB30BaHHAS  MPOAYKIUS,  OMNpenemser
0JIpa3/IeICHUe KOHTPOJISl KaueCcTBa.

5.70. Bo3BpartiieHHas ¢ pbIHKa NPOAYKIIHs, HaJl KOTOPOM ObUT yTpaueH
KOHTPOJIb CO CTOPOHBI TPOU3ZBOJAUTEINS, JODKHA OBITh YHHUYTOXKEHA, 3a

HCKIIITOYCHUCM CJIY4dacB, KOIla HCT COMHCHI/II\/'I, YTO €€ Ka4C€CTBO ABJISICTCA
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YJIOBJIETBOPUTEIbHBIM. Pemrenue 0 MTOBTOPHOM peanuzanum,
MEPEMAPKUPOBKE WJIM TMOBTOPHOM UCIIOIB30BAHUU MOXKET OBITh MPUHSITO
TOJIbKO IIOCJE€ KPUTUYECKOM OLEHKH, MPOBEICHHOM MOApa3/eIeHuEM
KOHTpPOJII Ka4eCTBa B COOTBETCTBHM C MUCBMEHHOU mpoueaypou. [Ipu stom
HEOOXOMMO YYHUTBHIBaTh XapakTep MPOAYKIMH, €€ MPEABbICTOPUI0 U
COCTOSIHME, COOJIIOJIEHUE CHEUUANbHBIX YCJIOBUM XpaHEHUS M BpeMms,
npole/niee ¢ Jarel BbiMycka. [Ipum JIOOBIX COMHEHUSX B OTHOIIEHUU
Ka4ecTBa MPOAYKIIMU HE JOIYCKAETCA €€ MOBTOPHOE KCIOJIb30BAHHUE WIIH
MOBTOPHBIN BBIMYCK, HO JOMYCKAETCsl €€ XMMHUUECKasi mepepadoTKa C IEbIO
pereHepanMu akTUBHBIX HWHIPEAUEHTOB. Bce BbINIONHSIEMbIE JIEUCTBUS

JOJKHBI OBITH 0()OPMIIEHBI JIOKYMEHTAJBHO.

HexBaTtka MpoAYKIHUHU B CBA3U C IIPOU3BOACTBCHHBIMU 34aTPYAHCHUAMU

5.71. ITpousBoauTEINb JIOJDKEH CcOo001I1aTh JepKaTEIIO
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHS O  JIOOBIX  3aTPyJHCHHUSIX B
IPOU3BOCTBEHHBIX OIMEPANHsIX, KOTOPhIE MOTYT MPUBECTH K HEOOBITHOMY
OTPaHWYCHUIO TIOCTaBKH. Takoe CcooOIeHne MOJIKHO OCYIIECTBIISTHCS
CBOEBPEMEHHO IJIsl YIPOIEHUS TMPOLEeTyPhl YBEIOMIIEHUS 00 OTpaHUYEHUSIX
MIOCTaBKM CO CTOPOHBI Jep)KaTellsi PETrUCTPAIMOHHOTO YJAOCTOBEPCHHS,
HaIpaBIsIeMOTO0 B aJpec YIOJHOMOYECHHBIX OpPraHOB COOTBETCTBYIOIIMX

roCyJ1apCTB-WICHOB.
I'naBa 6. KoHTpoJib KauecTBa

[TpuaIAT

[TomosxeHuss HaCTOSIIETO pa3aciia OOJDKHBI pPaCCMAaTpUBATBCA B
COYCTAHUUN C IMOJOXKCHUAMH BCCX COOTBCTCTBYIOIIHMX PA3ACIIOB HACTOAIINX

[TpaBuir.
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KoHTposib KauecTBa paclpoCTpaHseTcsl Kak Ha Mpoleayphl O0TOOpa
npo0, crneruduKanl 1 Ha TPOBEJECHUE UCTIBITAHUN, TaK U HAa MPOLEAYPHI
OpraHu3alyy, JOKYMEHTUPOBAHUS U BBITYCKa, FTAPAHTUPYIOIINE TPOBEICHUE
HEOOXOJIMMBIX MCHBITAHUHN, a TaKKe O0ECIEUUBAIOIINE TO, YTO MUCXOJIHbIC U
YIOAKOBOYHBIE ~ MaTepuaiabl HE  pa3pelieHbl i1 HCHOJIb30BAHMS,
a IPOAYKIMS — JUIsl pealIM3alii U TIOCTABKU JI0 TEX MOp, MOKAa UX KayeCTBO
He OyJIeT MPU3HAHO COOTBETCTBYIOUIUM YCTAHOBJICHHBIM TPEOOBAHUSM.

KoHTpoab kayecTBa HE OTpaHUYMBAETCS J1a0OPATOPHBIMU pabOTaMHu U
JIOJKEH OBITh BOBJICUEH B MPUHATHE BCEX PEUICHUM, KACAIOIIUXCS KayecTBa
npoaykuud. OCHOBOIOJAralolUM MPUHIMIOM [JIsl YJIOBJIETBOPUTEIIBHOM
paboThl ToJpa3/ieNIeHUs KOHTPOJIA KauecTBa CUMTAETCS €ro HEe3aBUCHMOCTH

OT IIPOU3BOACTBA.

OO6mue TpedboBaHuUs

6.1. YV kaxmoro mNpOW3BOAUTENS JOHKHO OBITh TOApa3eiICHUE
KOHTPOJISI KadeCcTBa, HE3aBHUCHMOE OT APYTHX MOAPA3NCICHUNA U OTACIIOB.
PykoBoauTenb 3TOro mMoApa3faeieHusi JOJDKEH HMETh COOTBETCTBYIOILINE
KBUIM(QUKALUIO U OMbIT, B €ro paclopsiKeHUHM MOXKET OBITb OJHA WIIU
HECKOJIbKO KOHTPOJIbHBIX Jjaboparopuil. IlogpasneneHue MOKHO OBITh
o0ecreueHo JOCTaTOYHBIMU pecypcamu st 3(PEGEKTUBHOTO BBITIOTHEHUS
MEPOTPUSITHI TI0O KOHTPOJTIO Ka4eCTRa.

6.2. OcHOBHBIE 00S3aHHOCTH PYKOBOJUTEINS MOJIpa3/IeJIeHUs KOHTPOJIS
KauecTBa M3JIokeHbI B TiaBe 2 yactu | Hacrosux [IpaBui. Tlonpasnenenue
KOHTPOJII Ka4ecTBAa MOXXET MMETh Tak)Ke W WHBIE OOS3aHHOCTH, TaKWE Kak
pa3paboTka, Banuaanus U OOECIEUECHHUE BBIMOJHEHUS BCEX MPOLEAYyp IO
KOHTPOJII0O KauecTBa, HAOIIOJICHUE 3a KOHTPOJbHBIMU U (WJIM) apXUBHBIMU

oOpasllaMM  MaTepuajioB M MNPOAYKIMH, OOecleueHue MpaBUILHON
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MapKUpPOBKHM YIAaKOBOK C MaTepHajlaMd M MPOAYKIHEH, MOHUTOPHUHT
CTaOMJIBHOCTA MPOAYKIHMHM, Y4YacTHE€ B pacClelOBaHUU TMPETEH3UNH B
OTHOIIIEHUU KaudecTBa Mpoaykiuu u Jp. [IpoBegeHue Bcex omepanuii U ux
pe3yJIbTaThl TPEOYIOT TOKYMEHTAIBHOTO OQPOPMIICHUS.

6.3. Onenka TroTOBOM  MPOAYKIMU JIOJKHA  OXBaThIBaThb  BCE
OTHOCAIIMECS K HeW (aKTOphI, BKIItOYasl YCIOBUS MPOU3BOICTBA, PE3YJIbTATHI
UCIIBITAHUM B TpOIECCe MPOU3BOJACTBA, 0030p MPOU3BOJCTBEHHOU
JOKyYMEHTalMu (BKJIIOYasl JIOKYMEHTAlMI0 TI0 YMaKOBKE), COOTBETCTBHUE
TpeOoOBaHUSM crlielU(pUKAUK Ha TOTOBYIH MPOJAYKIMIO U TMPOBEPKY
OKOHYATEJIbHON yIaKOBKH.

6.4. Ilepconan mnonpasneneHus KOHTPOJISI KadyecTBa JOJKEH HMETh
JIOCTYII B MPOU3BOJACTBEHHBIE 30HBI JJIsi OCYIIECTBIEHUS 0TOOpa Mpod U npu

HeO6XOI[I/IMOCTI/I IIPOBCACHUA PACCIICAOBAHMAA.

Hannexaras nabopaTopHasi IpakTHUKa KOHTPOJIS KAa4eCcTBa

6.5. [lomemennss wu o0o0OpyAOBaHWE KOHTPOJBHBIX JAOOpaTOpPHiA
JOJDKHBI ~ OTBeYaTh  oOmMM W crnenuduyeckuM  TpeOOBaHUSAM,
IPEABbSIBISIEMBIM K 30HAM KOHTPOJISI KQUeCTBa, yKa3aHHBIM B TJiaBe 3 yacTu |
Hacrosmux [IpaBuit.

JIns  mpenoTBpamieHuss BO3MOXKHOCTH — CIYYalHOW TEPEKPECTHOU
KOHTaMHHAIMU J1a0opaTopHOE OOOPYJOBAaHHWE HE JOJDKHO NEpPEMEIaThCs
MEXJy 30HAMH C BBICOKOM CTENEHBID pHCKa HAa PYTHHHOM OCHOBE.
B  wactHOCTM, MHKpoOHOJOTHYEcKass Jlabopartopusi JOJKHA  OBbITh
OpraHu3oBaHa TakUM oOOpa3oM, 4YTOOBI CBECTM K MHUHUMYMY PHCK
NEPEKPECTHOTO 3arpsI3HEHMUS.

6.6. [lepconan, momemieHuss ©W  O0OpPyJAOBaHHWE  KOHTPOIBHBIX

Ha60paT0pPII>’I JOJIZKHBI COOTBCTCTBOBATh 3aJgadyaM, 06YCJ'IOBJ'ICHHBIM
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XapakTepoM U 00BEMOM MPOU3BOJCTBEHHBIX omepaiuil. B psge ciyuaes
BO3MOXXHO  HCIOJIb30BAHUE BHEIIHUX JIa0OpaToOpwil MOpH  YCIOBUH
BBITIOJTHEHUSI UMM TPEOOBAHUM, YKa3aHHBIX B rjaBe 7 vactu | HacTosmmx
[IpaBui, W BHECEHUS COOTBETCTBYIOIIUX 3alUCEed B JOKYMEHTHI IIO

KOHTPOJIIO Ka4CCTBA.

JlokyMeHTaus

6.7. [lokymeHTanmst ~ JlabopaTopuid  JOJKHA  COOTBETCTBOBATH
TpeOOBaHUsAM, YKa3aHHBIM B riaBe 4 yactu | HacTosmux [IpaBun. OcHoBHAs
4acTh 9TOH  JOKYMEHTAlldd OTHOCHUTCS K  KOHTPOJIIO  KadecTsa.
B moapazaeneHuu KOHTPOJS KauyecTBa JMOJDKHA OBITh OCTYITHA CIEMYIOIIas
JOKYMEHTAIIHS

1) ceruguKanum;

I1) mporieIyphl, ONMHUCHIBAIONINE OTOOP MPOO, MPOBEICHUE WCITBITAHHM,
3amycH (B TOM YHCII€ aHAIMTHYECKHEe paboune JUCThl U (Un) 1abopaTOpHbBIE
KYPHAJIBI), PETHCTPAIUIO U TIPOBEPKY;

lll) mpoueqypbl M 3amUCH  KaJIMOPOBKM M KBaJU(UKAIUK
U3MEPUTENBHBIX PUOOPOB M TEXHUIECKOTO 0OCITY>)KMBaHHUS 000PYI0BaHNUS;

IV) MOpsAIOK pacciaeoBaHus Pe3yJbTaTOB, UMEIOIIMX OTKIOHCHHS OT
crienuUKaIi ¥ BBIXOSAIINX 32 MPeIesibl TCHACHINHN (TPEHIOB);

V) aHaJIMTHYECKHE OTYEThI (MJIM) CepTH(HMKATHI aHAIW3a WIH JPYTHe
JOKYMEHTBHI, IOJTBEPKIAIOIIIE KAaYeCTBO;

Vi) TaHHBIE MOHUTOPWHIa MPOU3BOACTBEHHOW cpeabl (BO3IYyX, BOJA,
JPYTHE TEXHOJOTUICCKUE CPEIIbI), T/IC OHH TPEOYIOTCS;

Vil) 3aIKcH 10 BaJugallid METOAUK UCIIBITAHUM, T/Ie IPUMEHHMO.

6.8. JIto0yro MOKyMEHTAlMIO MO KOHTPOJIO KadecTBa, CBA3AHHYIO C

AOCBC Ha CCPHUIO JICKAPCTBCHHOI'O CpCACTBA, CIACAYCT XpPAHUTL B
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COOTBETCTBHU C TPEOOBAHUSIMHU K COXPAHCHHUIO JOKYMEHTAIlUU CEpUH,
peayCMOTpeHHBIME TaBoi 4 yactu | HacTosmux [IpaBmi.

6.9. JIm1 HEKOTOpHIX BHIOB JaHHBIX (PE3yabTaTOB HWCIBITAHUM,
BBIXOZIOB, KOHTPOJIS IPOM3BOACTBEHHONW CpeAbl M JIp.) 3allUCH JIOJDKHBI
BECTUCh CIIOCOOOM, TIO3BOJISIONIMM IIPOBOAUTH OILIEHKY CYIIECTBYIOIINX
TeHJIeHIIuN (TpeHnoB). JIroOble JaHHBIE C OTKJIOHEHUSMHU OT TpeOOBaHMI
crenuuKaIuy, BBIXOIAIIME 3a TpeAeibl TEHIASCHIUN (TPEHIOB), TOJDKHBI
OBITH PACCMOTPEHBI U HAMpPaBJICHBI JIJI MPOBEJACHUS pacClieIOBaHUM.

6.10. B gomomnenme k  wuHGOpPMAIUH, SBISIOMICHCS  YacThIO
JOKYMEHTAIIU CEPUH, JOHKHBI COXPAHATHCS U OBITh JOCTYIHBIMHU JIPYTHE
UCXOJHBIC JIaHHBIC, 3a(UKCUPOBAHHBIE B TaKUX JIOKYMEHTaX, Kak

71a00paTOPHBIC KYPHAJIBI U (MIIH) 3aITUCH.

Ot0op npo6

6.11. Otbop mpod cieayeT OCYIIECTBISATh ©  JOKYMEHTaJIbHO
opopMIIATH B COOTBETCTBUHU C JIOKYMEHTHPOBAHHBIMH MPOIEAYpPaMHU,
KOTOPBIE OMPENETISIOT:

MeToJ 0TOopa mpoo;

HCITOJTh3yeMOE 000PYI0BAHNUE;

KOJIMYECTBO MP0o0, KOTOPOE JOJKHO OBITH 0TOOPaHO;

MHCTPYKIIUH 110 JTI000MY TpeOyeMoMy pa3ieieHuI0 IpoObI;

THUII ¥ COCTOSTHUE KOHTEHHEPa, UCIIOIh3yeMOro JUIsl Mpoo;

UICHTU(PUKAINIO KOHTEHHEPOB ¢ 0OTOOPAHHBIMU MPOOaMHU;

J00bIe TOJIeKAIINE COOTIOJICHUI0 0COObIE MEPHI MPEIOCTOPOKHOCTH,
0COOEHHO IMpH 0TOOpE MPOO CTEPUILHBIX UM BPEIHBIX BEIIECTB;

YCJIOBUS XPaHEHUS;
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MHCTPYKIIMU TI0 OYHMCTKE W XpaHEHUIO O00OpyJoBaHMS s OTOOpa
npoo.

6.12. Ilepenannple I8 WCOBITAaHUKA  OOpasmbl  JOJKHBI  OBITh
pPEeNpPEe3eHTATUBHBI ISl CEPUU MaTepualia WA MPOIYKINH, U3 KOTOPOW OHH
otoOpaHbl. MoryT OBITh Takke OTOOpaHbl JAPYTrHe MPOOBI JJIsi KOHTPOJIS
HanOojiee BaXXHBIX HJTAloOB TMpoliecca (HAmpuUMep, €ro Havaja WIH
okoHYaHusl). Micronb3yemslil m1an oToopa mpod AOJKEH OBITh HaIJIeKAIUM
00pa3zom 000CHOBaH U 0a3UPOBATHCA HA MPUHIUIIAX YIIPABICHUS PUCKAMU.

6.13. Konteitnepsl ¢  oOpasiiaMu  JODKHBI ~ MMETh  JTHKETKY
C yKa3aHHUEM UX COJEPKUMOro (HOMEp cepuu), maTy oTOopa mpod, a Takke
0003HaYeHNEe TapHBIX MECT, U3 KOTOPHIX ObLIM O0TOOpaHbl 0Opa3iel. Padora ¢
HUMH JIOJDKHA BECTHCh TaKMM 00pa3oM, 4TOOBI CBECTH K MUHHUMYMY PHUCK
MEPEnyThIBAHUS ¥ 3alUTUTh O00pa3Ibl OT HEOJATOMPUITHBIX YCIOBUN
XpaHEHHS.

6.14. JlononuutenbHbie TpeOOBaHUS B OTHOIICHWU KOHTPOJBHBIX U

apXMBHBIX 00pa3loB MpuBeAeHbI B puiokeHuu Ne 19 nactosimux [Ipasui.

[IpoBeneHue ucnbITaHUA

6.15. MeToauky HWCHBITAHUN JOKHBI  OBITh  BaJUIUPOBAHHBIMHU.
JlaGopatopusi, KOTOpasi MCIHOJIb3yEeT METOJAUKY HCHBITAHUWA M KOTOpas He
BBITIOJIHSAJIA €€ TEePBOHAYAIBHYIO BaJIUJIAlNIO, JOJDKHA BEpUDPUIIMPOBATH
MPUTOJAHOCTh METOJWKM HCIbITaHWN. Bce omeparun 1o MNpoBEACHUIO
WCIIBITAHUH, OITMCAHHBIX B COOTBETCTBYIOIINUX JTOKYMEHTaX
PETUCTPALIMOHHOTO  JIOChE, CJIEAYeT TMPOBOJUTH B COOTBETCTBUU C
YTBEP>KJIECHHBIMU METOUKAMU.

6.16. [TomyueHnHble pe3yabTaThl JOMKHBI OBITH JOKYMEHTHPOBAHBI.

PC3YJ'IBTaTBI mapaMeTpoOB, OMPCACIICHHBIX B Ka4YCCTBC MoKa3arejey KauyecTBa
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WIH KaK KPUTHUYECKHE, W BCE BBIYHCICHUS HEOOXOAMMO MPOBEPSITH Ha
COIVIACOBAHHOCTD JIPYT C IPYTOM W OIICHUBATH JIJISI HUX TCHICHITUH (TPEHIBI).
Bce pacueTsl ciaenyeT TIareIbHO MPOBEPSITh.

6.17. [IpoBeneHHbIE WUCTIBITAHUS JOJKHBI OBITh 3aJ0KYMEHTHPOBAHBI.
3anucu JOJKHBI BKIIFOYATh B ¢€0s1 CIIEYIONINE TaHHBIC:

|) HAUMEHOBAaHHME WCXOMHBIX MAaTEpHajOB WJIA TPOAYKIUH U, TIC
IPUMEHHUMO, JICKAPCTBEHHOHN (OPMBI;

Il) HoMep cepuM |, rlie MPUMEHUMO, HAUMEHOBAHUE TIPOU3BOAUTEIIS U
(1K) MOCTABIIUKA;

lll) CCBIIKM  Ha COOTBETCTBYIOIIHME CIEeUU(PHKAIIMM W  METOIUKH
IIPOBEJICHUS UCTIBITAHU;

IV) pe3ysbTaTbl UCTBITAHUS, BKJIOYas HAOMIONEHHS M PACYeThl, H
CCBUIKY Ha BCE CepTU(HMKATHI aHAIIN3a;

V) 1aThl IPOBEACHUS MCIIBITAHUH;

Vi) (haMuIMy M MHUIIAAJIBI JIAIT, TIPOBOAMBIINX UCIBITAHUS;

Vil) baMuiin W WHHMIMAAIBI  JIMI, TPOBEPUBIIMX IPOBEICHHE
UCTIBITAHUNA U pacyeToB (TJe MPUMEHNMO);

Vill) oMHO3HAYHOE  3aKIIOYCHHE O  BBIJAYe  pa3pelICHHS WU
OTKJIOHCHUH MPOIYKIIUHU (MU PEIICHHE O IPYroM CTaryce), Aara U MOIIHUCH
OTBETCTBEHHOTO JIUIIA;

IX) CCBIIKM Ha UCIOJIb30BAaHHOE 00OPY/IOBaHHE.

6.18. Bech KOHTpOJIb B TIpoIllecCe MPOW3BOACTBA, BKIIOYAs U TOT,
KOTOPBIM BBITIOJIHAECTCS B IPOW3BOJCTBEHHOH 30HE IPOW3BOJACTBEHHBIM
IIEPCOHATIOM, HEOOXOAMMO OCYIISCTBISAThH B COOTBETCTBHH C METOIUKAMH,
YTBEP)KIACHHBIMU TOAPA3/ICTICHIEM KOHTPOJIS KauyeCTBa, a €ro pe3ysIbTaThl —
JTOKYMEHTaJIbHO 0(OPMIISTH.

6.19. Ocoboe BHHUMaHUE CIEAYET YIENSATh KadeCTBY Ja0OpaTOPHBIX

PCAKTHUBOB, MepHOfI IIOoCyAbl, THTPOBAHHLIX PACTBOPOB, CTAHAAPTHBIX
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0o0pa3loB M MUTATENbHBIX cpela. VX ciemyer roTOBUTh M KOHTPOJIUPOBAThH B
COOTBETCTBUHU C JOKYMEHTUPOBAHHBIMHU MPOIEAYypaMU. Y POBEHb KOHTPOJIS
JOJDKEH OBITh COpa3MEpeH C WX Ha3HAY€HHWEM W JOCTYNHBIMH JAaHHBIMH O
CTaOMIBHOCTH.

6.20. CrangapTHbie 00pa3lbl JOMKHBI ObITh MPHU3HAHBI MPUTOTHBIMHU
JUTSl KCTIOJIb30BaHUs MO Ha3HaueHuto. Mx kBanmudukanusa u cepTudukanus B
KaueCcTBE TAaKOBBIX JOJDKHBI  OBITh  OJHO3HAYHO YCTAHOBJEHA U
JOKyMEHTHpOBaHA. B KkauecTBe TEPBUYHBIX CTaHAAPTHBIX OOpPa3IoOB
MPEANOYTUTEIHFHO UCTIOB30BaHNe (apMaKOIEHHBIX CTAaHAAPTHBIX 00Pa3IloB
U3 0UIHUATBHO MPU3HAHHBIX UCTOYHUKOB (MIPU MX HAJIUYHMH), €CIIM UHOE HE
00OCHOBAaHO B TOJIHOW Mepe (MCIOJIb30BaHWE BTOPUYHBIX CTaHIAPTHBIX
00pa31ioB pa3pelieHo, eciii ObuIa MPOAEMOHCTPUPOBAHA U JOKYMEHTHPOBAHA
X TIPOCICKUBAEMOCTh JO TEPBUYHBIX CTAaHAAPTHBIX O0OpasmoB). OTu
dapmakoreitHpie 00pa3Ilbl JOHKHBI UCTIOIB30BATHCS B IENSIX, OMMCAHHBIX B
COOTBETCTBYIOIIMX (papMakoNeHHbIX CTaThbsX (MOHOTpadusx), €Clii UHOE He
pa3penieHo yrnoIHOMOYEHHBIM OpPTraHOM TOCyAapCTBa-uJeHa.

6.21. JlabopaTtopHble peaKTHBBI, PACTBOPHI, CTaHAAPTHBIE OOpa3lbl U
MUTATEIbHBIE CPEIbl, MOJDKHBI OBITh MAapKUPOBAHBI C YyKa3aHUEM JaThl
MPUTOTOBJICHUS |, TJIe MPUMEHUMO, BCKPBITHSA, M TIOAMUCH UcTiomHUTEs. Ha
OTUKETKaX JOJKHBI OBbITh YyKa3aHbl CpPOKHM TOJHOCTH PpEAKTUBOB U
NUTATEIbHBIX CpEll, a TakXke OocoOble YCIOBUS HX XpaHeHusd. Jus
TUTPOBAHHBIX PACTBOPOB HEOOXOIMMO TaK)K€ YKa3bIBaTh JATy MOCIEIHErO
YCTAHOBJICHHSI THUTPAa H COOTBETCTBYKOIIMUA TOCIEIHUN JIEVCTBYIOLIUM
KO3 (UITMEHT MOMPABKHU.

6.22. IIpu HEoOXOIMMOCTH Ha KOHTEMHEpe CleayeT YKa3blBaThb JaTy
MOJIYYeHHS KaXKJI0TO BEIlECTBa, UCIOJIb3YEMOTO JJIsl TPOBEACHUS UCTIBITAHUN
(HampuMep, peakTUBOB, PACTBOPOB M CTaHAAPTHHIX 00pa3ioB). HeoOxonumo

coONMOIaTh HMHCTPYKIIMM 1O MX MCHOJIb30BAaHUID M XpaHeHuw. B
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OTPEJENCHHBIX CIy4assX TOCJe MOJNyYEeHUsT WM Tepell HCIOIb30BaHUEM
PEaKTHBOB MOXKET OBITh HEOOXOAMMO TMPOBEJACHUE WX UCIHBITAaHUS Ha
UJICHTUYHOCTH U (MJIM) UHOTO UCIIBITAHMUS.

6.23. [lurarenbHble  CpeObl  JOJDKHBI  OBITh  TPUTOTOBIIEHHI B
COOTBETCTBUU C TPEOOBAHUSIMU MTPOU3BOAUTEIISI CPEIbI, €CIIM MHOE HAYYHO HE
o0ocHOBaHO. [IpUrogHOCTH BCEX MUTATENBHBIX CPEJ JIOJDKHA TPOBEPSTHCS
nepe X UCIOJIb30BAaHUEM.

6.24. Vicmonp30BaHHBIE MUKPOOHOJIOTHYECKHE CPEIbl W  IITaMMBI
JOJDKHBI  OBITh  TOABEPTHYTHI JEKOHTAMHHAIIMM B COOTBETCTBUH CO
CTaHAAPTHOW TMPOIEAYPON U YTWIM3UPOBAHBI TakuM o0Opa3oM, 4YTOObI
NPEAOTBPATUTh TEPEKPECTHYI0 KOHTAMUHAIMIO U COXPAHEHHE OCTAaTKOB.
Cpoku XpaHEHHS! UCIOJIb3yEeMbIX MUKPOOHOJIOTMYECKUX CPell JOJIKHBI ObITh
YCTaHOBJICHBI, JOKYMEHTHPOBAHBI K HAYYHO OOOCHOBAHBI.

6.25. )KHBOTHBIX, HCIOAB3YEMBIX [JI1 KOHTPOJS KOMIIOHEHTOB,
MaTepHuaIoB WX MPOAYKIMH, CIeAyeT MOMENIaTh B KapaHTHH Nepe padoTon
c HuMmH. JKUBOTHBIX TpeOyeTcs cojAepKaTb M KOHTPOJIUPOBATH TaKUM
o0pa3oM, YTOOBI OOECNEeYUTh MX MPUTOJAHOCTH JJI 3alJIAHUPOBAHHOTO
UCTIONIb30BaHus.  JKMBOTHBIE  JODKHBI  OBITh  WIASHTU(DHUITUPOBAHBI.
Heo0xoMMo BECTH COOTBETCTBYIOIIME 3aIllMCH, OTPAXKAIOIINE HUCTOPUIO UX

HCITIOJIb30BaHMUA.

HporpaMma TCKYILICTO UCIIBITAHUA CTaOMIILHOCTH

6.26. ITocne Hayasia peanuzaiuu 3apEeTUCTPUPOBAHHOTO
JIEKapCTBEHHOTO CPENICTBA CJIEYET MPOBOJUTh MOHHTOPHHT CTaOMIIBHOCTU
JIEKapCTBEHHOI'O CPEJICTBA COIVIACHO JEHCTBYIOIIEH Ha MOCTOSIHHOW OCHOBE
nporpaMme, KOTopasl Mo3BoIMIa Obl BRISIBUTH JIFO0YIO MpoOiemMy (Hampumep,

U3MEHEHUsI ypOBHEW mpumecerl wiu mnpoduias pacTBOPEHHs) €O
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CTaOMJIBLHOCTBIO  MPOJYKIIMM  JIAaHHOTO  COCTaBa  BO  BTOPHUYHOU
(MOTpeOUTENHCKOW) YIAKOBKE.

6.27. llensMu  mporpaMMbl  TEKYIIETO HM3YYEHHS CTAaOMIBHOCTH
SIBJISIFOTCSL OCYILECTBIIEHUE MOHUTOPHUHIA MPOJYyKTa HAa MPOTSIKEHUU BCETO
CpOKa €ro rogHOCTH U OMPEACIICHUE TOTO, YTO MPOIYKT OCTaeTCs (M MOXKHO
OKHJIaTh, YTO OCTAHETCS) B MpeEJIesiaXx CBOMX Crelu(pUKaIMi MPU XPaHEHUH B
YKa3aHHBIX B MAPKUPOBKE YCIOBUSIX.

6.28. Ora  mporpamma, TIaBHBIM  00pa3oM, OTHOCHUTCI K
JIEKAPCTBEHHOMY CPEJCTBY B YIIAKOBKE, MPETHA3HAUCHHOMY JIJISI pealn3alluu,
OJTHAKO CJIEAyeT VIAeIATh BHUMaHUE€ U HepachacoBaHHOW MPOAYKIIUH.
Hampumep, eciin HepachacoBaHHYIO NMPOAYKIIUIO XPAHAT JJIUTEIHBHOE BpEMS
nepesl ynakoBKOM W (WJIM) Mepenadel ¢ IMPOW3BOACTBEHHOIO y4yacTKa Ha
y4aCTOK YIAKOBKH, HEOOXOIMMO OIIEHUTh W W3YyUYUTh BIUSHUE TaKUX
YCIOBUM Ha CTAaOWIBHOCTh YMNAaKOBAHHOW MPOAYKIUU. J[OMOIHUTENHHO
cienyeT oOpaTUTh BHHMAaHHE Ha MPOMEXKYTOUHYIO MPOAYKIIUIO, KOTOpas
XPAHUTCSA U UCIOJB3YEeTCAd B TEUCHHUE JJIUTENIbHOTO nepuona. Mccnenoanue
CTaOMJIBHOCTH BOCCTAaHOBJIEHHOTO TMPOAYKTa (MPUTOTOBJIEHHOTO TEpeN
NPUMEHEHUEM) CJEAyeT MPOBOAUTH NPU Ppa3padOTKE JIEKAPCTBEHHOTO
CpEeICTBa, TEKYIIMH KOHTPOJIb CTAOMIBHOCTH TAaKOW MPOAYKIIMU HE
TpeOyercs. OpHako, TA€ NTPUMEHHMO, MOXET IPOBOAUTLCA KOHTPOJb
CTa0MJILHOCTH BOCCTaHOBJIEHHOTO MPOAYKTa.

6.29. IlporpaMma TEKyIIETro UCIBITAHUS CTAOMIBHOCTH JOJKHA OBITh
H3JI0)KEHA B TMHCHBMEHHOM BHJI€ B COOTBETCTBUM C OOIIMMM MpaBHJIaAMHU,
npuBeneHHbIMU B TiaBe 4 yactu | Hacrosmux IlpaBun, a pe3ysbraThl
odUIIMAIBHO TIpEJCTaBIeHbI B BUjie oTdyeTa. OOOpyaOBaHUE, UCIOIB3YEeMOE
JUIT TIPOTPaMMBbl  TEKYIIErO0 MCIHBITAHUS CTAOMILHOCTU (B YaCTHOCTH,

KJIMMAaTUYeCKUE  KaMephbl),  JOJDKHO  MPOWTH  KBAIM(PUKAIMIO U
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OOCITyKUBaThCS B COOTBETCTBHHM C OOIIMMH TIpPaBWJIAMH, YKa3aHHBIMH
B raBe 3 yactu | nacrosmux [Ipasun u npunoxxenuu Ne 15.

6.30. Ilnan u (WIKM) NPOTOKOJ TEKYIIETr0 HCHBITAaHUS CTAOWIHLHOCTH
JOJDKCH OXBAaThIBATh MEPUOJ J0 OKOHYAHHS CpPOKa TOJHOCTH M COJCPIKATh
CIICIYIOIINE JaHHBIC (HO HE OTPAHUYHBATHCS MU ):

1) KoJIm4ecTBO cepur (cepuil) Ui Pa3IMYHBIX JO3MPOBOK M Pa3HBIX
pa3MepoB Cepuid, €CIIA ATO MPUMEHUMO;

I1) COOTBETCTBYIONTHUE dusmaeckue, XUMUYECKHE,
MUKPOOHOIOTHYECKHIE U OMOJIOTHYSCKUE METO bl HCITBITAaHHH;

I1i) KpuTEpUH MPUEMIIEMOCTH;

IV) CCBUTKM Ha METOJIMKH UCITBITAaHUM;

V) olHcaHue CUCTEMBI KOHTEHHepa (YKYITOPOYHBIH 3JIEMEHT);

Vi) yacToTa UCIIBITAHUH (TOYKH KOHTPOJIS BO BPEMCHH );

Vil) orucanue yCaoBUi XpaHCHMS;

Viil) npyrue HeoOXOAMMBIE MapaMeTphl, CHCHU(PUISCKUE IS JAHHOTO
JICKapCTBEHHOT'O CPE/CTBA.

6.31. Ilnan u (WIM) MPOTOKOJ TEKYIIETO HWCIBITAHUS CTAOMIBLHOCTH
MOTYT WMETh OTIMYUSA OT IUIaHA [EPBOHAYAIBHOTO JOJITOCPOYHOTO
UCTIIBITAHUS CTAaOMIILHOCTH, TPEICTABICHHOTO B PETHUCTPAIIMOHHOM JIOCHE,
IIpH YCJIIOBUU 0OOCHOBAHUS U JIOKYMEHTHPOBAHUS ATOTO B TUIAHE.

6.32. KoinuecTBO cepuil M 4acTOTa MCIIBITAHUHN JOJKHBI 00€CIIEeUUTh
HEOOX0UMOE KOJIMYECTBO JAHHBIX, YTOOBI MMETh BO3MOXKHOCTH IPOBECTH
aHaM3 TeHJaeHuid. Ecin He 000CHOBaAaHO MHOE, B MPOTPAMMY HCIBITAHHS
CTaOMJILHOCTH ©XKETOJIHO CJICAYEeT BKJIIOYaTh KaK MHHHMYM OIHY CEPHIO
IIPOU3BEIEHHOTO JICKAPCTBEHHOTO CpPENCTBa B KaXKIOW JO3UPOBKE U B
Ka)XIOM BHJIC TIEPBUYHON YITAKOBKH (MCKJIIFOUEHUEM SIBIISTFOTCS CIIydau, KOrja
B TCUEHHUE Trojja HE IMPOU3BEACHO HHU OMHOW cepuu). Ecnom mis Tekymiero

HUCIIBITAHUA CTaOMIILHOCTH JICKAPpCTBCHHBIX CpCACTB HeO6XOI[I/IMO
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UCIIOJb30BAaHUE  JKMBOTHBIX W HE  CYIIECTBYET  aJIbTEPHATUBHBIX
BaJUANPOBAHHBIX METOJWK, YaCTOTy HCIBITAHWA MOXHO YCTaHaBIIMBaTh C
y4eTOM TIOIXOfa, CBSI3aHHOTO C OILEHKOW pucka. [Ipu ycimoBum HaydHOTO
00OCHOBaHMSI MOTYT OBITh HCIIONB30BAaHBI IUTAHBI C TMPUMEHEHUEM
OpAKETHHTa U MOCTPOCHUS MATPHII.

6.33. B HEKOTOpBhIX Ciydasx B MOPOrpaMMy TEKYIIEro HCIBITaHUS
CTaOMJIBHOCTH CJIEIyeT BKIJIIOYATh JIOMOJHUTENIbHBIE cepun. Hampumep,
TEKyIllee MCIBITAaHUE CTAOMIBHOCTH CIIETYEeT OCYIIECTBISATH IMOCTE JIF0OOTO
3HAUNUTEIIPHOTO W3MEHCHUS WM 3HAYUTEIHLHOTO OTKIOHEHHS B IIpoIecce
MIPOM3BOJICTBA WJIM YIIAKOBBIBaHUsA. JIJIsi BKIIFOUEHHUSI B MPOTPAMMY JTOKHBI
OBITh TPUHATHI BO BHUMaHUE JIOOBIE OINEpalMd 110 TOBTOPHOMY
HCIIO0JIb30BaHUI0, IEPEepadOTKE WIIM pEeTreHEpaIliH.

6.34. Pe3ynbrarhl TEKyIIEro MUCHBITAHUS CTAOMIBHOCTH JIOJDKHBI OBITh
JOCTYITHBI KITFOYEBOMY TIEPCOHATY M, B YaCTHOCTH, YIIOJTHOMOYECHHOMY JIHILY
(yiumam). Ecnu Tekylee n3ydeHne CTaOUIbHOCTH MPOBOAUTCS Ha TUIOMIAIIKE,
OTJUYHON OT MPOU3BOJICTBEHHOM IUIOMIAIKH, HAa KOTOPOM IPOM3BOIUTCS
HepacpacoOBaHHBIM TPOMYKT WM TOTOBasl TMPOAYKIUA, TO  MEXIY
COOTBETCTBYIOIIUMH CTOPOHAMHU JOJKHO OBITh 3aKIIOYEHO MHCHhMEHHOE
cornaiieHie. Pe3ynbraTel TEKyIIero HWCIBITaHUS CTAaOWIBHOCTH JIOJDKHBI
NpEACTaBIAThCS  HAa  IUIOMIAJIKy  IPOM3BOACTBA I HX  0030pa
YIOJIJHOMOYEHHBIM OpPTaHOM (OpraHu3aliueii) rocyiapcTBa-4ieHa.

6.35. Pesynbrarel, BBIXOIAIIME 3a TIpeAesibl crernupuKanuu, Wiu
CYIIIECTBEHHBIC HETUITUYHBIE TCHICHIINH (TPEH/IBI) MOJDKHBI PaCcCiIeI0BaThCA.
O r000M TIOATBEPKACHHOM PpE3yIbTare, BBIXOMSIMIEM 3a MPEAeIIbl
cnenu@uKaluy, WIM CYIIECTBEHHOM HETaTUBHOW TEHJEHIMH (TPEH/A)
HEO0OXOJIUMO COOOIIATh COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM OpraHaM HIIH
OpraHM3alisIM TOCYIapCTB-wieHOB. HeoOxoauMo paccMOTpeTh BO3MOMKHOE

BJIIMSIHUC Ha CCPUH, BBIIIYHICHHBIC Ha PBIHOK, B COOTBCTCTBHH C m1aBon 8
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yactu | Hacrosimux [IpaBui U IPOKOHCYJIBTUPOBATHCS C COOTBETCTBYIOITUMHU
YIOJTHOMOUYEHHBIM OpTaHaM WJIM OPTaHU3aIMsIM TOCYI1apCTB-UJICHOB.

6.36. Cnenyer BecTH B THMCBMEHHOM BHJE 3aKITIOYEHUS IO BCEM
MIOJTyYCHHBIM JaHHBIM, B TOM YHCJIE JIFOObIC TPOMEKYTOYHBIC BBIBOBI IO
nporpamMMe. Takue 3aKIIIOUeHHs CIEeAyeT IMOJABEepPraTh IMEPUOIHNUCCKOMY

0030py.

Tpancdep (nepempaya) METOIUK UCIBITAHUH

6.37. Jlo tpancdepa (mepegaur) METOAUKH HCHBITAHUHA IIepearonias
CTOpOHA JIOJKHA YyOEeAUThCd B TOM, UYTO METOJUKA (M) UCIHBITAHUS
COOTBETCTBYIOT ONMMCAHHOM B PETUCTPAIMOHHOM JIOCHE.

HeoOxogmmo mpoBecTH MPOBEPKY TMEPBOHAYAIBHOM  BalldJallUU
METOJMKM WCHOBITAHUM 11 TapaHTUM COOTBETCTBUS  JEHCTBYIOLIUM
pekoMeHmanusM. Jlo Havama mpolecca  TEXHUYECKOro  TpaHcdepa
HEOOXOJIUMO MPOBECTH U JOKYMEHTAIBHO O(DOPMUTH aHAIN3 PACXOXKJICHUM,
4yTO TpeOyeTcs Jyisi Ompe/esieHUs HEOOXOUMOCTH MPOBEACHUS KaKUX-THU0O0
JOTIOTHUTEIBHBIX BAIMJAIMOHHBIX PAOOT.

6.38. Tpancdhep (mepemada) METOAUK  HUCIBITAHWM OT  OJHOM
naboparopun (mepenaronieii  yjaboparopuu) B APYTyl0 J1a00paTOpUIO
(npuHuUMaronias JjgabopaTopusi) JIOJDKEH OBITh ONHCaH B MOJPOOHOM
MPOTOKOJIE.

6.39. IIporokon Tpancdepa (mepenadyn) METOAUK UCIIBITAHUM JOJDKEH
BKJIIOYATh CJIEYIOIIEE:

1) maeHTH(UKAIUS UCTIBITAHUH, KOTOPBIC JOJKHBI OBITh BHITIOJHEHBI, U
COOTBETCTBYIOIIME METOJIUKY UCTIBITAHUH, MOIJICKAIIIUE TTEpeIayce;

I1) uaeHTH(UKAIUS JOTOTHATEILHBIX TPeOOBAaHUH K 00YUCHHUIO;

11l) maeHTH(UKALKS CTAaHAAPTOB U 00PA3IOB JIJIS MCIIBITAHUH;
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IV) uaeHTudUKAIKS JTIOOBIX CIIENHAIbHBIX YCIOBUH TPAHCIIOPTHPOBKH
1 XpaHeHHs 00pa3IoB IS UCIIBITAHUM;

V) KPUTCPHH IPHEMIIEMOCTH, KOTOPBI€ JOJOKHBI OBITh OCHOBAaHBI Ha
TEeKYIIUX BAIMIANMOHHBIX WCCICOBAHUSX METOAOJOTUA W CBS3aHBI C
PEKOMEH/TAlMSIMU, YCTAaHOBIICHHBIMU B paMkax Coro3a.

6.40. OTKJIOHEHUsT OT MPOTOKOJAa JOJDKHBI OBITH pacciaelOBaHbl [0
3aBepIleHHs mpoliecca TpaHcdepa (rmepegadn) METOIUK UCTIBITaHHH. OTYeT O
TpaHchepe (mepemade) METOAUK  HCHBITAHUMN  JIOJKEH  COACpkKaTh
CPaBHUTEINIbHBIN pe3yJibTaT Mpoliecca U OMpeAesTh 00JiacTH, TpeOyrolue
TanbHEHIICH peBaMIalli METOIUK UCIIBITAHUH, €CITH TPUMEHHMO.

6.41. Ecnu  nmpuMeHMMO, HEOOXOJMMO  PacCMOTpPeTh  OCOObIE
TpeOOBaHUs, OIMCAaHHBIC B PYKOBOJCTBaX M Kacawlimecs TpaHcdepa
KOHKPETHBIX aHATUTHYSCKUX METOAMK (HAlpuMep, CIEKTPOCKOIHH B

OymxkHEN nH(PpakpacHou 001acTn).

['maBa 7. [lesTenbHOCTS, iepeaBaeMast Il BHITIOJIHEHUS APYTOMY JIUITY
(ayTcopcuHT)

[TpuHIMI

JIro0ast AesTenbHOCTh, Ha KOTOPYIO PACIpPOCTPAHSIOTCS HACTOSIINE
[IpaBwiia u koTopasi mepeaaHa JAPyromy Juily (ayTCOPCHUHT), JIOJKHA OBIThH
HaJJIeKaAIUM 00pa3oM OIpeJiesieHa, COrlacOBaHa U MPOKOHTPOJHUPOBAHA BO
n30exxaHue pa3HOUTECHHH, CIIOCOOHBIX MPUBECTH K HEYIOBJICTBOPUTEIHLHOMY
KaueCTBY NPOAYKIIMA WU BBIMOJHIEMbIX pabor. CorjameHue Mexmy
3aKa34MKOM M UCIIOJTHUTEIEM JOJDKHO OBITh O(POPMIIEHO B MUCEMEHHOM BH/JIC
C YKa3aHUEM YETKO ONpPEJCICHHBIX OOS3aHHOCTEN KaXJIOW M3 CTOPOH.

Cucrema YHPABJICHHA KaYCCTBOM 3dKa3dWKa JOJDKHA TOYHO YCTAHABJIMBATD,
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KakuM 00pa3oM yHOJHOMOYEHHOE JIUI0, MOATBEPKAAIOIIEe BBIMYCK KaXa0u
CEepUU MPOAYKIIUH, BHITIOJIHSIET CBOM 00SI3aHHOCTH B MOJTHON Mepe.
TpeOoBanusi, TpUBEICHHBIE B JaHHOW T[JIaBe, YCTAHABIMBAIOT
OTBETCTBEHHOCTh MPOU3BOJIUTENICH TE€pe]] YMOJTHOMOUYECHHBIMU OpraHaMH
rocyIapcTB-4ICHOB B OTHOUIEHUU PETUCTPAIIMHU JIEKAPCTBEHHBIX MPENnapaTroB
U JIMIEH3UPOBaHUS TPou3BoicTBa. OHU HE YCTAaHABIMBAIOT OTBETCTBEHHOCTD
UCIIOJIHUTENSI U 3aKa3udhKa Tepell MOTpeOuTesieM, KOTopas peryiupyercs

APYTUMHU HOPMATHBHO-IIPABOBBIMH dKTaMMU.

OO6mue TpedboBaHuUs

7.1. JlearenbHOCTb, TiepefaBaeMasi JJIsl BBIMOJHEHUS] JIPYTOMY JIUILY
(ayTcopcHHT), nOJKHAa ObITh O0GOpMIIEHa NUCHMEHHBIM COTJIAIIEHUEM, B
KOTOPOM YKa3aHbl MPOAYKIUS, pabOThl MM YCIYTH, C KOTOPHIMH CBS3aHa
yKa3aHHasi J€ATEIbHOCTh, W BCE CBSI3aHHBIE C TaKOW JIESITEIbHOCTHIO
TEXHUYECKUE MEPOTIPUITHSI.

7.2. Bce wMepomnpusTHs, NPOBOJUWMBIE B paMKax JIEATEIbHOCTH,
NepelaHHON 7l BBIMIOJIHEHUS APYroMy JUIly (ayTCOpPCHHTIA), BKIHOYas
T00bIe MPEIOKEHHbIE U3MEHEHUS] TEXHUUECKUX WM MHBIX MEPOINPHUATHH,
JIOJKHBL OTBEYATh TPEOOBAHUSM 3aKOHOAATEIhCTBA TOCYJIAPCTB-WICHOB U
aKToB, cocTaBisifomnx TmpaBo (Cows3a, U PETUCTPAIMOHHOMY JI0ChE
JIEKapCTBEHHOTO TIpenapara, /i€ 3TO MPUMEHUMO.

7.3. Ecnu JepKaTesb PErUCTPALIIOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOr0 Tpernapara W MPOU3BOJAMUTENIb HE SBISIOTCS OJHOU
OpraHu3alueil, JTOKHBI MPOBOJUTHCS COOTBETCTBYIOIIUE MEPONPUSTHUS,

YUYUTBIBAOIUEC ITPHUHIIUIIBI HaCTOHHleﬁ TJIaBBI.
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3aKka3uyuK

7.4. ®apmanieBTUUEeCKasi CHUCTeMa KadyecTBa  3aKazuuka JIOJDKHA
BKJIIOYATh B C€Osl KOHTPOJIb M TIPOBEPKY OO0 NIESITEIHHOCTH, MEPEIaHHOM
JUIS. BBITIOJIHEHHUST APYroMy JIMIy (QyTCOPCHUHT). 3aKa3uWK TrapaHTUPYET
HaJMu4yue MpoIeayp, 00eCIeUnBaONIUX KOHTPOIb YKa3aHHOU JESATEIbHOCTH.
OTH TIpoIeAYpHI TOJDKHBI BKJIFOYATh B CE€0s1 MPUHITUIIBI YIIPABICHHUS pUCKaMU
JUIS1 Ka4eCTBa M YUUTHIBATh HMKETIPUBEICHHBIC ITOJI0KECHHUS.

7.5. Jlo mepemaun AESATEILHOCTH [ BBIMOJHEHUS HCIIOJIHUTEIIO
3aKa34uK JIOJDKEH YOenuThcsi B  NPAaBOMOYHOCTH, MPUTOJAHOCTH U
KOMIIETEHTHOCTH HWCIOJHUTENSI B OTHOIICHUM YCHEIIHOTO BBITIOIHEHUS
COOTBETCTBYIOIMX pPA0OT. 3aKa3uvK TakKe OTBEYAET 3a BKJIIOUYCHHUE B
COTJIALIICHUE TMOJOKEHUW, OOECIEeYMBAIOIIMX BBIMOJIHEHUE TPEOOBaHUI
Hacrosmux [IpaBuit.

7.6. 3aka3unK JOJKEH MPEJCTABUTHh MCIIOJHHUTEIIO BCIO WH(POPMAIIHIO
U CBEJCHUSA,  HEOOXOAUWMble  JIi  TMPABUIBHOIO  BBIMIOJIHEHUS
PEyCMOTPEHHBIX B COTJIAIICHUH pabot B COOTBETCTBUU
C 3aKOHOJATEIHCTBOM TOCYJIapCTB-WICHOB, MEXIyHAPOJIHBIMHU JOTOBOPAMHU
U aKTaMH, COCTaBJisitolMMU mpaBo (Coro3a, U PETUCTPAIIMOHHBIM JI0CHE
JIEKApCTBEHHOr0 Tpernapara. 3aka3uuK JOJDKEH TapaHTUPOBaTh, UTO
UCIIOJTHUTEIb MOJTHOCTHIO OCBEJOMIIEH 000 BCEX CBSI3aHHBIX C MPOAYKIIHEH
uiu paboToi npodsieMax, KOTOPbIe MOTYT MPEJICTABIATh ONMACHOCTh JIJIS €r0
MOMEIIEHUM, 00OpyJOBaHUs, TIEpCOHANa, JPYyrUX MaTEpUaJIOB WU
MPOAYKIIHUH.

7.7.3aKka3uuK JOJDKEH KOHTPOJUPOBAaTH U TMPOBEPSITh JEHCTBUS
UCIIOHUTENS, BKJIIOYAsi BHEJIPEHUE HCIOJHUTENIEM JI000ro HEoOXOAMMOTO

YIIy4IIECHUS.
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7.8. 3aka3uuK SBISETCA OTBETCTBEHHBIM 3a IIPOBEPKY M OIECHKY
3alKicel U Pe3ysIbTaTOB, CBSI3aHHBIX C JIESITENBHOCTHIO, MEPEJaHHOM s
BBITIOJIHEHUS JIPYroMy JUIly (2yTCOPCHUHT). 3aKa3yuK JOJKEH YOeauThCs
CaMOCTOSITENIbHO WJIM Ha OCHOBAaHUHU TOJTBEPKIACHUS YIOJIHOMOYEHHOTO
JIUIA UCTIOTHUTES], YTO BCS MMPOAYKIIMS U MAaTepUalibl, MPE/ICTABICHHBIE EMY
UCIIOJIHUTENIEM, OBbUIM TMPOW3BEIAEHBI B COOTBETCTBUU C HACTOSALIUMU

HpaBI/IJ'IaMI/I H PCrucCTpalliOHHBIM JOCHC JICKAPCTBCHHOTO IIpCIIapara.

Hcnonsurenns

7.9. Ucnionnurtens JOMKEH HMMETh HEOOXOIMMBIE  ITOMEIIECHUS,
o0Opy/iOBaHUE, a TaK)Ke€ 3HAHUS, ONBIT M KOMIETEHTHBIA MEpPCOHAN IS
HaJIJICKAIIETO BBIMOJHEHUSI pa0OT, HOPYUYEHHBIX EMY 3aKa3UMKOM.

7.10. Ucnionanrens JIOJDKEH YIOCTOBEPUTHCH, qTOo BCE
NpEJCTABIICHHBIE €My MPOAYKIHS, HCXOJHBIE MaTepualbl U CBEACHUS
MIPUTOJIHBI JJIs1 KCTI0JI30BAaHUS 110 Ha3HAUYCHUIO.

7.11. UcnionuuTtenb HE JOJDKEH MepefaBaTh TPeThed CTOpOHE padOThI
WU YCIYTd, MOPYYEHHbIE €My IO COIIAlICHHUI0, 0€3 MpeIBAPUTEIIHBHOTO
PacCMOTPEHHMS U COTIIaCOBAHUS C 3aKa3uuKoM. IIpu 3akiItoueHn CorameHus
MEXJly HCIOJIHUTEIEM W TPEThEed CTOPOHOW JOJDKHA OBITh oOecrneueHa
rapaHtusi TOro, 4YTo wuH(OpMalus, BKIOYas CBeACHUS 00 OIICHKE
COOTBETCTBHSl TPEThEH CTOPOHBI, MPEICTABISICTCS TaKUM K€ 00pa3oM, Kak
MEXKTy IEpBOHAYAILHBIMU 3aKa3UMKOM U UCIIOJIHUTENIEM.

7.12. VctioauTens HE OJDKEH IPOM3BOJHWTH HECAHKIIMOHHPOBAHHBIS
U3MEHEHHUS, BBIXOISIIUME 3a PAMKH COTJIAIIEHUs, MOCKOJIBKY 3TO MOXET

H€6HaI‘OHpI/IHTHO IIOBJIMATH HAa KAa4YCCTBO pa60T, IIPOBOAMMEBIX IJIS 3aKa34HMKaA.
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7.13. ictioHUTENb NOJKEH MOHUMAaTh, 4TO pabOTHI, IeperaBacMbIe
JUISL BBITIOJIHEHHUST JIPYyroMy JHIYy (ayTCOPCHHT), BKIIIOYas IPOBEJICHUC
aHaJM3a M0 KOHTPAKTY, MOJJICkKAT MPOBEPKE YIIOJTHOMOUYCHHBIMHA OpraHaMu

rocygapCcrB-4JCHOB.

Cornatenue

7.14. Mexnay 3aKka3uydKoOM M UCIIOJHHUTEIEM JOJDKHO OBITh COCTaBJICHO
COTJIallIEHHE, B KOTOPOM CIIEYET ONMPEACIUTh UX B3aUMHBIE 00513aTE€IIbCTBA U
mpoleaypbl Iepenadun HWHOOpPMAIUM, CBS3aHHBIE C JACATEIbHOCTHIO,
nepeaBaeMod  JUIsi  BBIMIOJHEHHUsI  JApyromMy  Jidily  (ayTCOpPCHHTra).
TexHU4UecKHne acIeKThl COTVIAICHUS NOKHBI COCTaBIATHCS KOMIECTEHTHBIMU
JUIIaMU, WMEIOIIMMH COOTBETCTBYIOIIME 3HAHMS, CBS3aHHBIE C YKa3aHHOM
NeSTeIbHOCTBI0, corjacHo HactosimuMm IlpaBunam. Bce cormamenust o
NEATEeIbHOCTH, TEPEeaBaéMOil Ha ayTCOPCHHI, JOJDKHBI COOTBETCTBOBATh
3aKOHOJIATENbCTBY TOCYJAPCTB-UJIECHOB M MEXKIYHApOJAHBIM JOTOBOpaM M
akTaM, cocraBiasgiomuM 1paBo  Coro3a, PerucTparioOHHOMY  JOChE
JIEKapCTBEHHOIO TIpernapaTa U ObITh COTJIaCOBaHbl 00EUMHU CTOPOHAMM.

7.15. B cornaiieHuu A0KHO OBITh OJHO3HAYHO YKa3aHO, KTO OTBEYAET
3a KaXJblil 3Tan JAEATENbHOCTH, MEPEAaBa€MOU JJisi BBIMOJHEHUS APYTroMy
auiy  (HampuMep,  yOpaBlIC€HHE  3HAHUSIMHU, TEPEHOC  TEXHOJIOTHH,
oOeclieueHHe 1€MW IIOCTaBKM, 3aKJIIOUEHHE COMNMaIleHHs C TpeThel
CTOPOHOM, 3aKylKa MWCXOJHOTO CBhIpbs, MaTepHajoB M UX KadyecTBO,
MPOBEJICHUE WCHBITAHUNM M BbIJadya pa3pelieHus Ha HCMOJb30BaHUE
UCXOJHBIX W YNAKOBOYHBIX MAaTEpUANIOB, MPOBEJCHUE TMPOU3BOJACTBA U
KOHTPOJISI KadyecTBa (BKJIIOYass KOHTPOJb B IpoIlecce MPOU3BOJCTBA, OTOOD

00pa3IIoB U WX aHAJIM3)).
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7.16. Bce 3amucu, CBsSI3aHHBIE C JIESITENIBHOCTHIO, MepeaBacMou st
BBITIOJIHEHUS IPYTOMY JIMILy, HalpuMep, 3alKiCH MPOW3BOJCTBA, aHAIW3a U
peanu3anuy TpOIyKIMH, a TAKXKE COOTBETCTBYIOLIME KOHTPOJIbHBIE 00pa3IbI
JOJKHBI XPaHUTHCS Y 3aKa3urKa WU JOJHKHBI OBITh €My OCTYNHBI. JIroObie
3alliCH, OTHOCSIIMECS K OIIEHKE KadecTBa MNPOAYKUIHUH, B Cilydae
IpEeAbSIBICHUS IPETEH3UN, TPEANOIAraeMoro HECOOTBETCTBUS TPEOOBaAHUSAM
WIM TIpU paccielioOBaHUU B Ciyyae MPEnoyioxkeHus o daabcuduxkanuu
IPOIYKIMH JOJKHBI ObITh TOCTYIHBI 3aKa3UHUKY U TOYHO OINPEJEICHBI B €r0
COOTBETCTBYIOIIUX MPOLEAYpPaXx.

7.17. B cornameHuu MOJDKHO OBITH MPEAYCMOTPEHO MPaBO 3aKa3zyMKa
Ha ayAUT ACSITEIbHOCTH, KOTOPAs BBIMOJIHAETCA UCTIOJHUTEIEM WU B3aUMHO

COIJIACOBAHHOM TPETHEN CTOPOHOM.

I'naBa 8. [Ipeten3un, neekThl KaUeCTBA U OT3BIBBI MPOAYKIIUU
[TpuaIAT

B umensx 3ammThl 370pOBbSI JIOJIEM U KUBOTHBIX JOJIKHBI OBITH B
HaJU4YUU CHUCTEMbl M COOTBETCTBYIOIIME NPOIEAYpPHl IO PETUCTPAIINH,
OIICHKE, PAacCIEJOBAaHUID M PACCMOTPEHUIO NPETEH3UH, B TOM YHCIIE
MOTCHIIMAJIBHBIX JeeKkToB KadecTBa, W (IpU HEOOXOIWMOCTH) IO
3(pPEeKTUBHOMY ¥ ONEPATUBHOMY OT3bIBY M3 CETH paclpeieiaeHus
JIEKAPCTBEHHBIX CPEJICTB JIJISl YEJIOBEKA WJIM BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJICTB M HCCIEAYEMBbIX JEKAPCTBEHHBIX CpeAcTB. [IpuHIUINBI ynpaBiaeHUS
pUCKaMHU JJIsl KaUeCTBa JIOJIKHBI IPUMEHSTHCS MIPU PACCIICIOBAHUU U OI[EHKE
ne(eKToB KauecTBa, a TaKXKe B MPOILIECCE MPUHSITHUSL PEIICHUN B OTHOIICHUU

OT3bIBa MPOAYKIHH, KOPPEKTUPYIOIINX U OPEAYNPEKIAOINX ACUCTBUN U
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IpyTUX MEp MO0 CHWKEHHUIO pHCKa. PyKOBOJACTBO B OTHOIIEHUM 3THUX
MIPUHIMIIOB COAEPKUTCS B raaBe | Hacrosimux [IpaBui.

Bce 3amHTepecoBaHHBIE YMOJHOMOYEHHBIE OpraHbl (OpraHU3aIluM)
rOCy/IapCTB-WICHOB JIOJDKHBI OBITh CBOEBPEMEHHO IMPOWH(POPMHUPOBAHBI B
cilydyae MOATBEPkKISHHOTO JeeKTa KauecTBa JEKapCTBEHHOTO CPEJCTBA WU
HCCIIEyeMOTO JIGKapCTBEHHOTO CpecTBa (IIPOM3BOJACTBEHHOTO JiedeKTa,
MOpYd  TPOAYKIMH, BBIABICHUS  (danbcudUKAIlUA, HECOOTBETCTBUS
PErUCTPALIMOHHOMY JI0Che WK (hailiry crienu@uKaui mpoayKTa Wi JTI0ObIX
JIPYTUX CEPbE3HBIX MPOOJIEM C KauyeCTBOM), KOTOPBI MOXKET MPUBECTH K
OT3bIBY TIPOJIYKITUN WJIM HEOOBIYHOMY COKpAIICHUIO TTOCTaBOK. B cutyanmsx,
€CId  NOPOAYKT Ha  PBIHKE TMPU3HAETCS  HE  COOTBETCTBYIOIIUM
PETUCTPAIIMOHHOMY JOCh€ JIEKApCTBEHHOTO Mpemapara, He Tpelyercs
YBEIOMJISITh 3aWHTEPECOBAHHBIC YIIOJTHOMOUYCHHBIE OpraHbl (OpTraHU3aINH)
roCy1apCTB-WICHOB TIPU  yCJIOBUM, UYTO CTENEHb HECOOTBETCTBUS
VIOBJIETBOPSICT OTPAHUYEHUSIM, YKa3aHHbBIM B TpwiokeHun Ne 16 k
HactosuM [lpaBuiam, B OTHOIIEHUHM OOpaIleHUs C He3allaHUPOBAHHBIMU
OTKJIOHCHUSIMHU.

B cnyyae nesitenbHOCTH, TepelnaBaeMOM ISl BBINOJHEHUS JIPYyTOMY
auity (ayTCOpCHHTa), B COINAIICHUW JOKHBI OBITh OINHUCAHBI POJIM U
00s13aHHOCTH TIPOU3BOJIUTEISA, BIIAJICNIbIIa PETUCTPAIIMOHHOTO JOChE U (HJIH)
CIIOHCOpPAa U TPETHUX CTOPOH B OTHOILICHUW OLECHKH, MPUHATHUS PEUICHUH,
pacnpocTpadHeHuss MHGOpPMAlMKM M peaju3aliu JeUCTBUH IO CHUKCHUIO
MOTEHIIUAJIBHOM  OMACHOCTH, CBSA3aHHOW C JI€(EKTHONH MPOTYKIIUEH.
PykoBOICTBO B OTHOIIEHUH AEATENBHOCTH, MEPEAABAEMON MJISI BBIIOJIHEHUSA
JIpyroMy Juily (ayTCOpcHHTa), IpUBEIeHO B miaBe 7 Hacrosuux [IpaBui.

Takue cornameHus TaKKe HOJDKHBI COACPIKATh KOHTAKTHBIC JAdHHBIC
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OTBETCTBEHHBIX JIHUIL KaXKJIOU CTOPOHBI i1 OCYHICCTBIICHUA CBA3U C LCIIbIO

YIIPaBJICHUA I[C(I)CKTaMI/I Ka4uCcCTBa U BOIIPOCAMH, CBA3AaHHBIMH C OT3bIBOM.

[lepconan u opranuzanus

8.1. OTBETCTBEHHOCTh 3a YIPABIICHUE PACCICIOBAHUEM MPETEH3UU U
ne(EeKTOB KadyecTBa W TMPUHITHE PEIICHWHA B OTHOIICHWH MEp, KOTOPBIC
JOJKHBI OBITH TIPUHSITHI JIJIST YIPABICHUS JTIOOBIM MOTEHIIMATBLHBIM PUCKOM,
BKJIFOYAsi OT3BIBBI, TOJKEH HECTH COOTBETCTBEHHO OOYYCHHBIH M OIMBITHBIN
nepcoHa. DTH JIMIA TOJDKHBI ObITh HE3aBUCHMBI OT MOAPAa3IeICHHU cObITa U
MapKEeTHHTa OpPTaHU3alliy, eClIi MHOEe He 000CHOBaHO. Eciu ogHUM H3 3THX
JUI] HE SBJSETCS YMOJTHOMOYEHHOE JIMII0, yYacTBYIOIIee B cepTU(UKAIN
JUIs. BBIITyCKa COOTBETCTBYIOIIEH cepuu (cepuii), yHNOJIHOMOYEHHOE JHIIO
JOIHKHO OBITh CBOEBPEMEHHO O(MUIIMATBLHO MPOMH(POPMHUPOBAHO O JHOOBIX
pacclieZIOBaHUsIX, JEHCTBUSAX MO CHUKCHHUIO PHCKA W JIIOOBIX OIEparusax 1o
OT3BIBY.

8.2. HeoO6xoammMo WMETh JOCTaTOYHOE KOJHMYECTBO OOYYEHHOTO
nepcoHajga M PECypcoB s OOpabOTKH, OIEHKH, paCCIEIOBAHUS U
paccMOTpeHUs] MpeTeH3ui U Ne(PEeKTOB KauecTBa, IS peau3allid JII0ObIX
JEHUCTBUH 1O CHUKCHHIO PUCKA, a TaKKe JUIS YIIPABJICHUS B3aUMOICHCTBUEM
C YIOJIHOMOYEHHBIMH OpTaHaMHt WJIH OPTaHU3alHUSIMH TOCY1apCTB-UJICHOB.

8.3. JlomkHO TIpeaycMaTpuBaThCS HCIIOJB30BAHUE  CIICIIHAINCTOB
Pa3IUYHBIX TMOJPA3JCICHUI, BKIIOYAsl HAJICKANUM 00pa3oM OOYyICHHBIHA
TIEPCOHAJI TI0 YIIPABIICHUIO Ka4e€CTBOM.

8.4. Ecnu pabGotra ¢ mnpereHsusMu U jAeheKTaMH KadyecTBa B
OpraHM3allii YIpPaBIAECTCS IIEHTPATU30BAHHO, paclpeiesieHne poyied WU
00sI3aHHOCTEMN 3aUHTEPECOBAHHBIX CTOPOH JOJKHO OBITH JOKYMEHTHPOBAHO.

[Ipy >TOM UEHTPAIM30BAHHOE YNPABICHUE HE JOJDKHO IPUBOAUTH K
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3aJICPKKaM B pacCCIICAOBAHNN Hp€T€H3I/II>'I 141 ,I[C(bCKTOB KadyeCTBa H

YHpPaBJICHUHU UMU.

[Ipouenypsl 00pabOTKHU U pacciae0BaHus TPETEH3UM, BKIII0Uas BO3MOXKHbIE
ne(eKThl KauecTBa

8.5. Jlomkupl  OBITh B  HAIWYUU  MHCHBbMEHHBIE  MPOIEAYPHI,
OIHCHIBAIOIINE JEHCTBUS, KOTOPHIE HEOOXOAMMO MPUHSATH MPHU MOTYYCHUH
npeTeH3uu. Bee mpeTeH3un MOKHBI OBITh 33JOKYMEHTUPOBAHBI M OIICHEHBI,
yTOOBI YCTAHOBUTH, MPEACTABISAIOT JIK OHM COOOW MOTEHUHAIbHBIN Je(eKT
Ka4eCTBa WM IPYTYIO MPOOIEMYy.

8.6. Ocoboe BHUMaHHWE CJEAyeT YIENATh YCTAaHOBICHHIO TOTO,
OTHOCUTCSl JIM TIPETEH3Ws WU T0J03peBaeMbli JeeKT KauecTBa K
banbcudukaIum.

8.7. IlockonbKy HE BCE MPETEH3WH, MOJyYCHHBIE KOMITAHHEH, MOTYT
MPEACTABIATh (PaKkTHUecKue nePeKThl KadecTBa, MPETEH3WH, KOTOPhIE HE
CBUIETEIBCTBYIOT O TMOTEHIHAJIbHOM JedexTe KadecTBa, ClemyeT
HaJIeXKAIUM  00pa3oM 3aJIOKyMEHTHPOBaTh W JIOBECTH JO CBEICHUS
COOTBETCTBYIOIICH CITy>KObI WJIM JIUIA, OTBETCTBCHHBIX 3a pacciieJOBaHUE U
yOpaBJICHUE TPETCH3USIMH TOJ00HOTO poJa, TAaKUMH KakK T0JI03peBacMbIe
HEXXEJIaTeIIbHBIC SBIICHMUS.

8.8. JlomkHpl OBITH B HAIWYUU NHCHBMEHHBIE TPOIETYPHI, YTOOBI
00JIETYUTH 3allpOCHl O PACCIEIOBAaHMM KAadyeCTBa CEPUU JIEKAPCTBEHHOTO
CpeIcTBa B  IENSAX  COACHCTBUSL  pacCIEOBAaHHWIO  COOOIICHHH O
10J103PEBAEMBIX TTOOOYHBIX PEAKIIHSIX.

8.9. Eciiu mHunmmpyeTcs pacciieqoBanne AedekTa KadecTBa, JTODKHBI
OBITH B HAJIMYUH TIPOIIEAYPHI, TPEAYCMATPUBAIOIINE CICAYIOIICE:

I. orMcanue COO6H_I€HHOTO I[C(I)CKTa Ka4yCCTBa,
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Il. ompenesieHne 3HAYMMOCTH Jedekra KadecTBa. B pamkax 3Toro
clieyeT MpeayCMaTpuBaTh MPOBEPKY MU UCHBITAHUS apOUTPAXKHBIX U (WIIH)
apXMBHBIX 00pPa3llOB, U B HEKOTOPBIX CIIy4asX JOKEH BBIMOIHATHCS 0030p
3amucel MPOU3BOJICTBA CEPUM, 3AMUCEN O CEPTUPUKALIMU CEPUU U 3aUCEU O
pacmpeneneHun cepur (OCOOEHHO HJisi YYBCTBUTEIBHOM K TeMmIeparype
MIPOTYKITUH );

Ili. HEOOXOAMMOCTh  3amPOCUTh O0pa3ell WM  BO3BPATUTh  BCIO
ne(eKTHYI0 TPOAYKLIHMIO OT 3asBHUTENI U, e€ciau oOpasel MOJydeH,
HEO0OXOJIMMOCTh BBITIOJTHEHHUSI COOTBETCTBYIOIIEH OIIEHKHU;

IV. OllcHKa pHCKa, KOTOPBI TPEJCTaBIsACT JCPEKT KayecTBa B
3aBUCUMOCTH OT CEPbE3HOCTH U 3HAUMMOCTH 3TOTO Je(eKTa;

V. IpOLIECC TPHUHATUS PEUICHHWHA B OTHOIIEHWM NOTEHIMAJIbHOU
HEOOXOJIMMOCTH MEp MO CHUXKEHHIO PUCKA, KOTOPbIe HEOOXOUMO MPHUHSTH B
CETH pacrpeieseHust (OT3bIB CEPUU WUITU MPOJAYKTA UK JIPYTHUE IEUCTBUS);

Vi. OIICHKa BJIMSHHS, KOTOPOE MOXKET OKa3aTh Jito0oe JCHUCTBUE IIO
OT3bIBY Ha JOCTYNHOCTb JIEKAPCTBEHHOIO CPEACTBA I MAIIUEHTOB
(’KMBOTHBIX) Ha JIIOOOM pBIHKE, IJie 0OpalaeTcs JaHHOE JIEKAPCTBEHHOE
CpPEICTBO, a TaKkKe€ HEOOXOJMMOCTh YBEJOMHUTb COOTBETCTBYIOLIUE
YIIOJJHOMOUYEHHBIE OPTaHbl TOCYIAPCTB-WICHOB O TAKOM BIIMSTHHM;

Vil. BHyTpeHHHUI M BHEIIHUK OOMeH HMH(OpMaIueii, KOTOPhIH I0KEH
OCYUIIECTBISATHCS B OTHOLIEHUU JedeKTa KaUeCTBa U €ro paccie10BaHus;

Viii. uaeHTH(UKANNS TOTEHITMAILHOM MPUYUHBI Ie()eKTa KaueCcTRa,

IX. HEOOXOUMOCTD B ONPENECICHUN 151 OCYILIECTBIICHUN
COOTBETCTBYIOIIUX KOPPEKTUPYIOUIUX W MNPEAYNPEKAAOMMNX JCUCTBUM,

d TAKKC B OLICHKC UX PC3YJIIbTATUBHOCTH.
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PaccnenoBanue n IIPpUHATHUC pCI]_ICHI/II\/’I

8.10. Undopmanusi, CBUAETEIHCTBYIONIAs O BO3MOXHBIX Jedekrax
KaueCTBa, JOKHA OBITh 3apeTHCTPUPOBAHA CO BCEMH HMCXOIHBIMH
MOAPOOHOCTSMH. OO00CHOBAaHHOCTH u 3HAYUMOCTh BCEX
3apETUCTPUPOBAHHBIX JI€(PEKTOB KAaueCTBA JIOJDKHBI ObITh TOKYMEHTHUPOBAHBI
U OIICHEHbl B COOTBETCTBMU C TMPUHIIUIIAMH YIPaBICHUS PUCKaAMU IS
Ka4eCTBa C 11eJIbl0 000CHOBAHUS PEIIEHUM, IPUHATHIX B OTHOIIEHUU 00beMa
IIPOBOJUMOIO PACCIICIOBAHUS U IPEANPUHUMAEMBIX JICHCTBUM.

8.11. Ecnu nmedext kadecTBa OOHApY>KEH WM TMOJ03pPEBaeTCS B
KaKOW-TO OJTHOM CEpHH, JOIKHO OBITh yJCJICHO BHUMAHHUE MPOBEPKE APYTUX
CEepUil M B HEKOTOPBIX CIydasX IPYyTHX MPOAYKTOB, UTOOBI ONpPEIACIUTh, HE
OKa3aJIMCh JIM OHU TaKXKe 3aTpOHYThl. B YacTHOCTH, HOJDKHBI OBITH
WCCJICIOBAHbI APYTHE CEPUHU, KOTOPHIE MOTYT COJEpXkaTh 4acTu AePEeKTHOU
cepuu Wiu Ae()EKTHBIX KOMIIOHCHTOB.

8.12. PaccnenoBanue npedekra KadecTBa JOJDKHO BKIIIOYATh 0030
OpEeABIIYIIUX OTYeTOB O JedeKkTax KadecTBa WM JIO0YH JIPYTyIO
COOTBETCTBYIOIIYIO HHGOPMAIHIO O JIFOOBIX MPU3HAKAX CHEHU(PUISCKUX WU
MOBTOPSIOMIMUXCS ~ MpoOJieM, TpeOylommx BHUMAHUS M, BO3MOXKHO,
NAITbHEUIINX PETYISITOPHBIX I€UCTBUM.

8.13. Pemenusi, mpuHATBEIC BO BpeMs M IIOCIIE pacclieIoBaHus qe(PEKTOB
Ka4eCTBa, JIOJKHBI OTpakaTh YPOBEHb PUCKA, KOTOPBIM IpecTaBiIseT 1e(eKT
Ka4eCTBa, a TAK)Ke CEPhEe3HOCTD JIFDOOTO HECOOTBETCTBUS PETUCTPAITMOHHOMY
JIOChE (JIOChE HCCIEIYEMOTO MPOAYKTA) WM TPeOOBAHUSM HaJIeKAIIEH
MPOU3BOJCTBEHHON  MPAaKTUKU.  TakWe  pemieHus  JOJDKHBI  OBIThH
CBOECBPEMEHHBIMH, 4YTOOBI  00€CHEYuTh MOJJEpKaHue Oe30MacHOCTH
MalMeHTOB W JKUBOTHBIX COPAa3MEPHO YPOBHIO pPHCKA, KOTOPBIH MOXKET

NpeacTaBJiATh 3Ta np06nema.
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8.14. XoTs Ha paHHUX CTAJUAX PacCieOBaHUA TMOHAsT HHPopMaIHs o
XapakTepe U 3HAYMMOCTH JedeKTa KauyecTBa HE BCErjJa MOXET OBbITh
JOCTYITHA, TIPOIIECCHI MPHUHATHS PEIICHUA BCE K€ JOJIKHBI 00€CTeunBaTh,
9TOOBI COOTBETCTBYIOIIHME JCHCTBUS MO CHIDKCHHIO PUCKA TMPUHUMAINCH B
COOTBETCTBYIOIIUX BPEMEHHBIX TOUKAX B XOJI€ TaKUX paccienoBaHuid. Bce
OPUHATHIE pPEIICHUs] U Mepbl B OTHOIICHHM JAedeKTa KadecTBa CIeAyeT
3aJIOKyMEHTUPOBATb.

8.15. B cnydasx, ecnmu aedeKT KadecTBa MOXKET MPUBECTH K OT3BIBY
OPOAYKIIMA WM HEOOBIYHOMY COKpAICHWI0 TIOCTABOK MPOXYKIIHH,
POU3BOUTENH JOKEH CBOEBPEMEHHO MPOUMH(OpPMUpPOBATH 00 ATOM
JepKaresi — PEerucTPallMOHHOTO  yAOCTOBEpeHMsl  (CoHCopa) ©  BCE
3aMHTEPECOBAHHBIC YIIOJIHOMOUYEHHBIE OpPraHbl (OpraHU3allMK) TOCYAapCTB-

YJICHOB.

AHaJn3 OCHOBHBIX MPUYHH, KOPPEKTUPYIOIIUE U MPETYyTPEKIAIOIIHE
NENCTBUA

8.16. B xone paccienoBanus J1e(eKTOB KadyecTBa JOJKEH MPUMEHSThCS
COOTBETCTBYIOIIMH YPOBEHb padOThI 1O aHAIW3y OCHOBHBIX MpHUYMH. B
CllydasiX, €CJId HMCTHHHas TMpUYMHA JAcdeKTa KauyecTBa HE MOXKET OBITh
orpeieieHa, JOJDKHO OBITh YACIEHO BHUMaHWE WIACHTH(UKAIUKA HanOosee
BEPOSTHOIN MPUIMHBI U OOPAIICHHUIO C HEH.

8.17. Ecnu B kayecTBe NpUYMHBI JiedeKTa KauecTBa M0J03PEBACTCS UITH
ompejelieHa 4YelloBeYeCKass OIMMUOKa, O3TO JOJDKHO OBITh  OQUIIMAIBHO
00OCHOBAHO W THIATEILHO PACCMOTPEHO, AJII TOTO YTOOBI HE ObUTH YITyIIECHBI
U3 BUJY BO3MOXXHBIC IMPOIIECCHBIC, MPOIEIyPHbIE MU CHCTEMHBIE OITHOKU

WJTU TIPOOJIEMBI.
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8.18. B oTHomieHun nedekrta KauyecTBa JOJDKHBI OBITh OMPEICNICHBI U
OPUHATHI COOTBETCTBYIOIIME KOPPEKTUPYIOIIME U MpeAyNpexaaronue
NEeUCTBUs. Pe3ylbTaTMBHOCTh TaKWX JIEUCTBHM CJIEIYET IPOBEPUTH U
OLICHUT.

8.19. 3anucu o gedexTax KauecTBa CleyeT PEryJsspHO MPOCMAaTPUBATh
U aHAJIU3UPOBATh TEHACHIIMU JJIsi BBISBIEHUS JIOOBIX CHEUU(PUUECKUX WU

MOBTOPSIFOIIUXCS TPOOIeM, TpeOyIOIUX BHUMAHHUS.

OT13bIB MpOAYKIIMHU U APYIUC JICUCTBUS MO CHUKCHUIO
IIOTCHIUAJIBHOI'O PHUCKA

8.20. lomkHbl  OBITh  YCTAHOBJIIEHBl  MHCHbMEHHBIE  MPOLEIYPHI,
PETYJISIPHO MepecMaTpUBaeMble U OOHOBIIIEMBIE 110 MEPE HEOOXOJAUMOCTH, B
IEeIsIX  OCYIIeCTBJICHHS  JIOOOW  JNESITENbHOCTH TI0  OT3BIBY WA
OCYIIIECTBIICHHUIO JIFOOBIX APYTHX JEHCTBHUM MO CHIYKEHUIO PHUCKA.

8.21. Tlocne pa3MerieHust MPOAYKIIMK HA PBIHKE JIFOOOW BO3BpaT €e U3
CeTH pacmpeeyeHus n3-3a AedeKTa KauyecTBa JOJDKCH pacCMaTpuBaThCS U
YOPABISTBCA KaK OT3BIB. OJTO TMOJIOKEHHWE HE MPUMEHSETCS K H3BITHIO
(BO3BpaTy) 00pa3lioB MPOAYKIIMU W3 CETU PaACIpEIEICHUs IS COJICUCTBUS
paccieI0BaHUIO0 OTYETHOCTH 110 AeeKTaM KadecTBa.

8.22. JlomkxHa ObITH BOBMOYKHOCTh HMHUIIMUPOBATH OTEPAITUH IO OT3BIBY
OTIEpaTUBHO WU B JI000OE BpeMs. B HEKOTOPHIX CiydasX B IENSX 3allUATHI
3MI0POBBSI HACENIEHWUS WJIW KUBOTHBIX, MOXET TOTpeOOBaThCS HAdaTh
OTIepalliH TI0 OT3BIBY IO YCTAHOBJICHUS UCTHHHOW NMPUYMHBI U 3HAYUMOCTH
nedekTa kayecTna.

8.23. 3anucu 0 IUCTPUOBIOIUMU CepuM (MPOMYKIIMH) JTOJDKHBI OBITh

JICTKO AOCTYIHBI [JIA JIMLO, OTBCTCTBCHHBLIX 3a OT3bIB, W COACPIKATH
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JOCTaTOuHyr0 HWHGOpPMAIlMI0O 00 ONTOBBIX TOKYMATENSIX W 3aKa3duMKax,
HETMOCPEACTBEHHO MOJYYMBIINX MPOIYKIUIO (C yKa3aHUEM ajpeca, HOMEPOB
tenedona u (unum) ¢akca, paboTAIOMKUX KPYIJIOCYyTOYHO, HOMEpAa CEepUU U
KOJTMYECTBA TIOCTABIIEHHON TPOAYKIIMHM), B TOM YHCIE B OTHOUICHUH
AKCTIOPTUPYEMON TPOAYKIIMH U MEAUITMTHCKUX 00pa3IloB.

8.24. B OTHOIICHWH HCCIENYEMBIX JIEKAPCTBEHHBIX CPEACTB JIOJKHBI
OBITh MACHTHU(PUIMPOBAHBI BCE HCCIIENOBATEIIbCKUE IUIOMAIKA U yKa3aHBI
CTpaHbl Ha3HAu€HWs. B OTHONIEHMH WCCIIEIyeMOTrO JIEKApCTBEHHOTO
CpeICTBa, Ha KOTOpO€ OBbUIO BBIIAHO PETHCTPAIMOHHOE YIOCTOBEpPEHHUE,
IPOU3BOIUTEINH UCCIIEYEMOTO JICKAPCTBEHHOTO CPEACTBA B COTPYIHUYECCTBE
CO CIIOHCOPOM JO/DKeH HWH(GOPMHUPOBATH JEPIKATENsl PETUCTPAIIMIOHHOTO
YAOCTOBEPEHHsI O JTIOOOM JeeKTe KaueCcTBa, KOTOPBIM MOXKET OBITH CBSI3aH C
3apETUCTPUPOBAHHBIM  JICKAPCTBEHHBIM  cpelacTBOM. CHOHCOp  JIOJDKEH
BHEAPUTH TIPOLIEAYPY OBICTPOTO PaCKOAMPOBAHUS OCIEIUICHHOTO TPOAYKTA,
I7€ 9TO HEOOXOAWMMO [UIsl OIeparuBHOrO OT3biBa. CHOHCOP JIOJDKEH
o0ecrnednTh, 4TOOBI MPOIEaypa pacKpblBaia WIACHTUYHOCThH OCJIETUIEHHOTO
IPOAYKTa TOJIBKO B TOM Mepe, KoTopasi Heo0Xouma.

8.25. CnenyeT ynenuTh BHHUMAaHHE TMOCIEAYIOIIMM KOHCYJIBTAIlUAM C
3aMHTEPECOBAHHBIMU YITOJIHOMOYCHHBIMU OpTaHaM{ WM OpTaHU3AIHSIMU
rOCyIapCTB-WJIEHOB IO  BOIPOCY,  HACKOJBKO  JaJieK0  JIOJDKHBI
PacpoCTPaHATHCS JCUCTBHSI 10 OT3BIBY B CETH pacCIpenelCHUs, YIUThIBas
MOTCHITMATBHBIA PUCK IJIS 37I0POBBSI HACEICHUS WM JKHBOTHBIX M JIFOOOTO
BO3JIEHCTBHSI, KOTOPOE MOTYT OKa3aTh NIpejiaraeMbie IEHUCTBHS MO OT3HIBY.
VYoMHOMOYCHHBIE OpraHbl (OpPTaHMW3alliid) TOCYIAapCTB-YICHOB TaKXe
JIOJKHBI OBITH MPOMH(OPMHUPOBAHBI B CUTYAIMX, KOTa HE BEJETCS HUKAKUX

JNEUCTBUU MO OT3bIBY, MPEIJIOKEHHBIX sl Je(PEKTHOW CEpUHU, B CBSI3U C
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UCTCUEHUEM CpOKa TOIHOCTH (HANpUMeEp, I TPOAYKIHH C KOPOTKUM
CPOKOM TOJTHOCTH).

8.26. B ciiyuae HamepeHHs OTO3BaTh MPOIYKIIMIO 00 3TOM JTOJDKHBI
OBITh 3apaHee IPOH(OPMHUPOBAHEI BCE 3aWHTEPECOBAHHBIC
YIOJTHOMOUYEHHBIE OpraHbl (OpraHu3aluu) TOCYIapCTB-WICHOB. J[s oueHb
Cepbe3HBIX TPOOJIeM (TO €CTh C BO3MOXKHBIM CEPHhE3HBIM BIHMSHHEM Ha
3I0POBbE TMAIMEHTOB WJIM JKUBOTHBIX), MOXXHO MPHUHHMATh CpPOYHBIE
JNCHCTBUSL TIO CHIDKCHHIO puCKa (HampuMep, OT3bIB  MPOAYKIIHH),
NPEIBAPUTEIHHO  YBEIOMHUB 00 3TOM  YIIOJIHOMOYCHHBIE  OpTaHbI
(opraHu3anuu) TOCYIapCTB-WieHOB. Bes3ge, Tae BO3MOXKHO, HEOOXOIUMO
CTPEMUTHLCS K TOMY, YTOOBI Takue JACHCTBUS ObUTH 3a0JIaroBpeMeHHO, 0 WX
BBITIOJTHEHUS, COTJIACOBAHBI C 3aWHTEPECOBAHHBIMHU  YIIOJIHOMOYCHHBIE
Oprassl (OpraHU3AISIMH) TOCYIAPCTB-UJICHOB.

8.27. CnemyeT Takxe Y4YUTHIBaTh, MOTYT JIM TpeJyiaraeMble JeHCTBUS
110 OT3bIBY MO-Pa3HOMY TOBJIMATH Ha Pa3jMYHbIC PHIHKH, M, €CIU 3TO TakK,
JIOJDKHBI  OBITh  pa3paboTaHbl M  OOCYXACHBI C 3aWHTEPECOBAHHBIMHU
YIOJTHOMOUYEHHBIMH ~ OpraHamMu  (OpraHu3alusMH)  TOCYIapCTB-YJICHOB
COOTBETCTBYIOIINE JACHCTBUS 10 CHIDKCHUIO PUCKA /I KOHKPETHOTO PHIHKA.
Jlo MpUHATHSA pEelIeHHs] O TaKWX Mepax IO CHIKCHUIO PHCKA, KaK OT3bIB,
JOJDKeH OBITh PAacCMOTPEH PUCK HEXBAaTKW JICKAPCTBEHHOTO CPENCTBA, HE
UMEIOIIETO  3apETHCTPUPOBAHHON  ajbTePHATHBBI, C  YYETOM  €rO
TeparneBTUICCKOTO Ha3HAYCHUS. JIF0ObIe pelIeHUsI O HEPUHITHU OKUIAEMbIX
Mep IO CHIDKEHUIO PHUCKA JIOJDKHBI OBITh MPEABAPUTEIHHO COTIIACOBAHBI C
YIOJITHOMOYEHHBIMHU OpraHaMy (OpraHU3aIusIMi) TOCyaapCcTBa-UJIeHa.

8.28. Oto3BaHHass TPOAYKIHs JODKHA OBITh HACHTH(PHUIIMPOBAHA W

XPaHUTBCA OTACIIBHO B HAACKHOM MCCTC 0 IIPUHATHA PCIICHUA O TOM, KadK C
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Hell mocTynuTh. J{OJDKHO OBITH JOKYMEHTadhbHO O(OopMIIEHO O(HIHaTIbHOE
pacrlopshkeHHE B OTHOIIEHWW BCEX OTO3BaHHBIX CEPUN  MPOIYKIIHH.
OcHoBaHME ISl TIPUHATHS JFOOOTO pEIIeHHs] O TepepadoTKe OTO3BaHHOM
NPOAYKIIUU  JTOJDKHO  OBITH  33JJOKyMEHTHPOBAHO W  OOCYXIEHO C
COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM OpraHoM (opranuzanmeii)
rocynapcTBa-ujieHa. Takxke JT0KEeH ObITh YUYTEH OCTaTOYHBIN CPOK TOAHOCTH
TFOOBIX TIepepaOdO0TaHHBIX CEpPUl, KOTOPBIC MPEAToNaraeTcs pa3MecTUTh Ha
PBIHKE.

8.29. Xox mporiecca OT3bIBa JOJDKEH PETUCTPUPOBATHCS 0 MOMEHTA
3aBEpIICHUS W BBIMYCKa OKOHYATEIBHOTO OTYETa, BKIIOYAIOMIETO B CeO0s
OamaHC MEXIy KOJMYECTBOM IIOCTaBICHHOW W BO3BPAICHHOW MPOIYKITUH
(cepuu IPOAYKITUN).

8.30. D HeKTUBHOCT, MEPOIPHUITHH TI0 OT3BIBY CIIEIyEeT PEryJIsipHO
OLICHUBATh [IJISl TIOJTBEPIKICHUS TOTO, YTO OHM OCTAIOTCS HAJCKHBIMH U
NPUTOJAHBIMKA  JUII  WCHOJB30BaHMS.  Takue  OIEHKH  JOJDKHBI
PacIpOCTPAHITHhCS HAa CUTYyalllH, BO3HHMKAIOIIUME KakK B pabouee, TaKk U B
Hepabodee BpeMs. [Ipu BBITIOJHEHUW TAaKUX OIICHOK CIIEyEeT PacCMOTPETh
HEOOXOIMMOCTh BBHITIOJTHEHUSI UMUTAIIMU JIEHCTBUIN MO OT3BIBY. JTa OIIEHKA
J0JKHA OBITh IOKYMEHTAIbHO oopMiIeHa 1 000CHOBaHA.

8.31. B nmomosiHeHHWE K OT3bIBY CYIIECTBYIOT W JIPYTHE BO3MOIKHBIC
JEHCTBUS TI0O CHUKEHUIO PUCKA, KOTOPHIE MOTYT MPEINPUHUMATHCS B IIEIIAX
yOpaBJICHUS PHUCKAMH, CO3JaBaeMbIMU JedeKTaMu KadecTBa. Takue
JIEHCTBHSI MOTYT BKJIFOUATh B C€0s BBITYCK MPEIyNPEAUTEIbHBIX COOOIEHNN
UL  MEAWIIMHCKMX W  BETEPUHAPHBIX PAOOTHUKOB B  OTHOIICHUU
WCIIOJIb30BAaHUS MMM TOTCHIMAIBHO AeheKTHOW cepuu mpomykmuu. HMx

ClIeyeT pacCMaTpuBaTh B WHJUBUIAYAIBHOM TMOPSAJIKE M OOCYXJaTh C
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3aMHTCPCCOBAHHBIMU YIIOJIHOMOYCHHBIMHA opraHamMm (OpFaHI/IBaL[I/ISIMI/I)

rocygapCrB-4JCcHOB.

I'nasa 9. CamouHcnexknus

[TpuHIMI

CaMOUWHCHIEKIIMSA  JIOJDKHA  TIPOBOAMTHBCS C  LETBI0  TPOBEPKHU
BBITIOJTHEHUST ~ TIPENNPUSATHEM  TpeOoBaHWi  Hactosmux [lpaBunm  u
IIPEITIOKEHUST HEOOXOIUMBIX KOPPEKTUPYIOITNX JEHCTBUH.

9.1. Cienyer peryjispHO aHAJIM3UPOBATH BOIPOCH], KAaCAIOIIUECS
nepcoHaa, moMenieHui, 000pyI0BaHMs, JOKYMEHTAIIUH, TEXHOJIOTUIECKOTO
npoliecca, KOHTPOJIS KadecTBa, pealli3aliy JICKapCTBEHHBIX IPENaparos,
MEPOIPUATHI TIO paboTe C MPETEeH3WsIMH W B OTHOIICHWU OT3HIBOB
OPOAYKIIMM W JEATEIIBHOCTH 1O  TPOBEISHUI0O  CaAaMOMHCIICKITHIA
B COOTBETCTBHH C 3apaHee yTBEP)KICHHOW MPOTpaMMOi B COOTBETCTBUU C
ONpeAeieHHbBIM TpadUKOM TMPOBEPKHM MX COOTBETCTBUS  IPHUHIIUIIAM
oOecreueHns KauecTBa.

9.2. CamOUHCIIEKIIHSI TOJKHA MMPOBOJIUTHCS HE3aBUCHUMO M TIIATEIHHO
CHCIMAIIbHO  HAa3HAYEHHBIM  KBATM(PUIIMPOBAHHBIM  JUIIOM  (JIMIIaMu),
COCTOSIIIMM B INTaTe mnpeAanpustus. llpu HEoOXOauMOCTH MOXKET OBITh
NIPOBEJIEH HE3aBUCHUMBIN ayTUT SKCIIEpPTaMU CTOPOHHUX OpraHU3aIlni.

0.3. Pesynmbrarbl  CaMOWHCIIEKIIMM  JODKHBI  OBITH  O(OPMIICHBI
JTOKyMeHTabHO. OTYeThl MOJDKHBI COAEp)KaTh B cebe Bce HaOMONEHMS,
CICJaHHBIE B XOAC TMPOBEPKHU, M, TIJE NPUMEHUMO, TPEIJIOKEHUS IO
KOPPEKTUPYIOMUM JeHCTBUSAM. JlecTBYSA, IPENITpHHNMAEMEBIE TI0 pe3yJIbTaraM

MIPOBEJICHHBIX CAMOMHCIIEKIIUM, TAKXKE CIIEAYET OPOPMIISITh TOKYyMEHTAIILHO.
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I1. OcHOoBHBIE TpEOOBAaHMS K aKTUBHBIM (hapMaIrleBTUUECKUM CYOCTaHITUSM,
UCTIOJIE3YEMBIM B KAUECTBE UCXOIHBIX MaTePHAIIOB

1. BBenenune

Jlep>kaTenu perucTPalMOHHBIX YAOCTOBEPEHUUW W MPOU3BOJUTEIH
JIEKApPCTBEHHBIX MPENapaToB JIOHKHBI MCIOJIB30BaTh B KAYECTBE HMCXOJIHBIX
MaTepHuaioB TOJbKO T€ aKTUBHbBIE (hapMalleBTHUECKHE CyOcTaHIuu (nanee —
A®C), koTopble poU3BeIEHbI ¢ coOMoeHneM Hactosamux I[lpaBmn. Otu
OPUHIMUIIBI  MPOM3BOJICTBA AKTHUBHBIX (DapMalleBTUUYECKUX CyOCTaHIIUN

AC€TaJIbHO N3JI0KCHBI B HaCTOHHIef/'I qaCTHu HpaBI/IJ'I.

1.1. Henp

Hacrosimass wacte IlpaBun mnpencraBisger coOOM  PYKOBOASIIME
yKa3aHus,  Kacaloluecs  HaJIeXallero  MPOU3BOJCTBA  aKTUBHBIX
dbapmaneBTHUEeCKUX CyOCTaHIIMM C COOTBETCTBYIOIIEH CUCTEMOMN yIIpaBIeHUS
kauecTBOM. OHa Tak)ke MpelHa3HaueHa [JIs MOMOLM B oOOecrneyeHuun
KauecTBa W  YHUCTOTHl  aKTUBHBIX  (apMalEeBTUUECKUX  CyOCTaHIUM
B COOTBETCTBUHU C MPEABIBIIEMbIMU K HUM TPEOOBAHUSIMH.

B nacrosmeit yactu [IpaBuin noHsiTue «por3BOACTBOY» BKIIOYAET B CEOs
BCE€ BHU[bI OMNepanui ¢ aKTUBHBIMU (apMalleBTUUECKUMU CyOCTaHIIMSIMU:
OpUEMKY  MaTepuasioB,  MPOU3BOJICTBO,  YIAKOBKY,  IEpPEYNaKOBKY,
MapKHUpPOBKY, IEPEMAPKUPOBKY, KOHTPOJIb KaUeCTBa, BbIJAUy pa3pellieHus Ha
BBIIIYCK, XpaHEHHWE U peaju3alliio, a TaKKe COOTBETCTBYIOLIUE MEPbI
KOHTpOJIA. [IOHSATHS <«JIOMKEH», «CIeMyeT», NMPUMEHSEMble B HACTOSIIHMX
[IpaBunax, yKa3pIBalOT Ha PEKOMEHAAIMU, BBIMNOJHEHUE KOTOPBIX
npeanojiaraeTcsi, 3a MCKIIOYEHHWEM Ciy4yaeB, KOrjJa WX BBINOJHUTH

HCBO3MOKHO, WJIM CCJIHW B COOTBCTCTBYIOIIHUX IIPUIIOKCHUAX HC YKa3aHbI
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UHbIE TpeOOBaHUS, WM OHU MOTYT OBITh 3aMEHEHBI aJIbTEPHATUBHBIMU
JENUCTBUSIMU C SKBUBAJICHTHBIM YPOBHEM 00€CTICUCHHs KaueCTBA MPOAYKIIUH.

Hacrosimue IlpaBmia B 11€10M HE pacHpoOCTPaHSIOTCS Ha BOIPOCHI
OXpaHbl TpyAa TMepcoHaja, 3aHATOrO0 B TPOU3BOJACTBE, a TaKXKe HE
3aTparuBalOT  BOIMPOCHl  3aIUThl  OKpyXkaromed cpenbl.  KoHTpouib,
OCYUIECTBISIEMbIH B 3TOM  CJlydae, SBISAETCS  HEMOCPEACTBEHHOMN
O0SI3aHHOCTBIO TPOU3BOAUTENS M PETNIAMEHTUPYETCS 3aKOHOJATEIHCTBOM
roCcyAapCTB-UJICHOB.

Hacrosiue IlpaBuina He ycTaHaBIuMBaIoT TpeOOBaHUSI, IPEAbSBIISIEMbIC
Opyu  BKIIOYEHUM  aKTUBHBIX  (apMmaleBTUYECKUX  CyOCTaHIIMd B
rOCyJapCTBEHHBIN peecTp, U HE 3aMEHSIOT (papMakoneHHbIX TpeOOBaHUM.
OHu He 3arparuBalOT (YHKIHMH YIOJTHOMOYEHHBIX OPraHOB TOCYIapCTB-
YJICHOB YCTaHABIMBAaTh OCOOEHHBIE TpeOOBaHHUA K BKIIOUCHHUIO B
rOCyAapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB (K  TOJYyYEHHIO
paspenieHus (JUIEH3UMU) Ha MPOU3BOJICTBO) AKTUBHBIX (hapMaleBTUUECKUX

cyOCTaHITUH.

1.2. O61acTh IpUMEHEHUS

Hacrosimmass  vacte  IlpaBun  ycTraHaBnuBaeTr  TpeOOBaHUS K
MPOU3BOJICTBY aKTHBHBIX (hapMalleBTUUECKUX CYOCTaHIIUM, HUCHOJIb3yEMBIX
B TMPOMU3BOJCTBE JICKAPCTBEHHBIX [MPEMApaToB JJIsI MEAUIUHCKOTO U
BETEPUHAPHOTO mpuMeHeHus. K TMpou3BOJACTBY CTEPUIBHBIX AaKTHUBHBIX
dbapMalieBTUUECKUX CYOCTaHIIMM OHAa TIPUMEHHMMA TOJBKO JIO0 CTaJUH
CTEPWIM3AIMU W HE PACHPOCTPAHSETCS HA MPOIECCHl CTEPUIU3AIUU U
MPOU3BOJICTBA CTEPUJIbHBIX AKTUBHBIX (hapMalleBTUUECKUX CyOCTaHIIU B

ACCIITUYCCKUX YCJIIOBHUAX. Ot IIPOUCCChI cienyer IIPpOBOAUTH
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B COOTBETCTBMM C TMPHUHLMIIAMH, TPEAYCMOTPEHHBIMU HACTOSIIUMU
[IpaBunamu, u TpeOOBaHUAMH, MPEAYCMOTPEHHBIMU TpuiokeHrneM Ne 1 k
HactosmuM  [IpaBunmam, aktamu, Bxofsmumu B mpaBo Corosa, u
3aKOHOJIaTE€bCTBOM T'OCYIaPCTB-UJICHOB.

B cnydae mnpousBojacTBa BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB
IPOTHUB DKTOMAPA3UTOB JJIsI OOECIIEUEHUS] KauecTBa MOTYT MCIOJIb30BaThCs
JIpYyrue HOPMATUBHBIE IOKYMEHTHI.

Hacrossmasa wyacte IlpaBusi He pacnopoCTpaHseTcs Ha UEJIbHYIO
JIOHOPCKYIO KpOBb M IIJIa3My, I[IOCKOJIbKY TpeOoBaHUA TIO 3a0opy U
UCIIBITAHUIO KPOBH PETrYJIUPYIOTCS COOTBETCTBYIOIIMMHU HOPMATHUBHBIMU
IPaBOBBIMU aKTaMHU TOCYAapCTB-UJIEHOB, OJIHAKO pPacHpoOCTpaHseTcs Ha
aKTUBHBIC (hapMalleBTUUYECKUE CYOCTaHIIUM, TIOJy4aeMbl€ C UCTIOJIb30BAHUEM
JIOHOPCKOM KPOBH WJIM TUIa3MBI B KaueCTBE MCXOIHOTO ChIpbs. Hacrosmias
yacTh [IpaBun He pacrnpocTpaHsieTcss Ha HepachacOBaHHBIE JIEKAPCTBEHHBIE
CpelcTBa W TMPUMEHSETCS KO BCEM [JIPYTUM AaKTUBHBIM HCXOJHBIM
MarepuasaM C y4eTOM JIIOOBIX  OTCTYIUIEHHW, MPEAyCMOTPEHHBIX
MPUIOKEHUSAMHU K HACTOSIIINM [IpaBunawm, B YaCTHOCTH
npwioxeHusmMu Ne 2 — 7, Te yKa3aHbl JOMOJHUTEIbHBIE TPEOOBAaHUS K
aKTUBHBIM (PapMalleBTUYECKUM CYOCTaAHIIMSIM.

Paznen 19 wHacrosmeir wyactu IlpaBun conmepxut TpeOoBaHuMS,
pacrpoCTpaHsIONINECs TOJIBKO Ha IPOU3BOJICTBO aKTUBHBIX
dbapManeBTUUECKUX  CYOCTaHIMWA,  HUCHOJB3YEMBbIX  JUJII  TOJY4YEeHHS
JEKapCTBEHHBIX  TPEMaparoB, MpeAHA3HAYEHHBIX I  KIWHUYECKHUX
VCCIICIOBAHUM.

[lon wucxogHBIMM  MaTepuasliaMd  JUIsl  MPOU3BOJACTBA  AKTUBHBIX
dapMalieBTHYeCKUX  CyOCTaHIMA TOHHUMAIOTCSl  ChIPbE, TPOMEXKYTOUHBIE
NPOAYKTHl WM JPYTHE aKTUBHBIE (hpapMalleBTUUECKHUE CYOCTAHIUH, KOTOpBIE

UCTOJB3YIOTCSI B MPOU3BOACTBE AKTHUBHBIX (PapMaIleBTUUECKUX CYyOCTaHIMM U
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KOTOpbIE KaK BaXHbIN CTPYKTYPHBIA (parMeHT BBOASTCS B CTPYKTYPY aKTUBHOMU
dapmarieBTHUeckoil cyOctanimu. VcxomHele Marepuanbl Jisi TPOU3BOJCTBA
aKTUBHBIX (DapMalleBTUYECKUX CYOCTaHIMI MOTYT OBITh 3aKyIUIEHBI IIO
COIVIAIICHUIO Y OJHOTO WJIM HECKOJIBKMX MOCTABIIMKOB JTMOO MPOU3BOAUTHCS
caMocTosiTeNibHO.  Vicxomubple Marepuanbl  JJii  TPOM3BOACTBA  aKTMBHBIX
dapMalleBTUYeCKUX CyOCTaHIMA, Kak TpaBWIO, HMEIOT YCTaHOBJIEHHBIC
XUMUYECKUE CBOMCTBA U CTPYKTYPY.

[TpousBoguTENs AOMKEH OMPEACIUTh U JOKYMEHTAIBHO OOOCHOBATH
CTaJul0, C KOTOPOW JOJDKHO HAUMHATHCA TMPOU3BOJCTBO AKTHUBHOU
dbapmaneBTueckoil cyoctaHuuu. JlJis MpOIECCOB CHHTE3a 3Ta CTaaAus
OTpeeNsieTcss Kak CTaJus BBOJAA B TEXHOJIOTHYECKHUU MPOILIECC HMCXOMHBIX
MaTepHUalioB JJi MPOU3BOJCTBA aKTUBHBIX (apMarleBTUYECKUX CYOCTaHIIUM.
s npyrux mnpoueccoB (pepMeHTaluu, 53KCTPAKIUU, OYUCTKH U IIp.)
JAHHYI0 CTaJdI0 ONPENEISI0T C YYETOM KOHKPETHBIX OCOOEHHOCTEU
npousBojcTBa. B Tabmuie «I[lpumenenue nomnoxkenuit yactu |l HacTosmimx
[IpaBun k mnpousBoacTBy ADC» mpuBENEHbBl PYKOBOISIINE YKa3aHUs
OTHOCUTENIbHO MOMEHTa, KOrja OOBIYHO BBOJST B MPOIECC HCXOIHbIC
MaTepualibl JJisi TPOU3BOJICTBA AKTUBHBIX (DApMAaIeBTUUYECKUX CYOCTaHIIUH.
Hauunas ¢ 3Toil cTaguu, Ha JAaHHbIE MPOMEXKYTOUHBIC MPOIYKTHI U (WJIN)
CTaJMM  TPOU3BOJCTBA  AKTUBHBIX  (papMaleBTUYECKUX  CyOCTaHIUI
nencTByI0T TpeOoBanus Hactosiieil yactu [IpaBui. OHM BKIIOYAIOT B ce0s
BaTUJAIMI0O  KPUTUYECKMX  CTaaud  MPOM3BOJACTBEHHOTO  Ipoliecca,
OKa3bIBAIOIIMX BIUSHUE HA KA4eCTBO AaKTUBHBIX (PapMaleBTUYECKUX
cyocraniuii. B To &e BpeMs BbIOOp MOPOU3BOJUTENIEM  CTaJIUU
TEXHOJIOTMYECKOTO Tpoliecca AJis MPOBEACHUS BaJIUJALUM HE 00A3aTEIbHO
O3HAYaeT, YTO 3Ta CTaaus SBIseTCS Kputuuecko. TpeOoBaHus HacTosIeh
yactu [IpaBui1 pacipocTpaHsarOTCs, Kak MPaBUIIO, HA CTAJWU, BbIJICJICHHBIE B

yKa3aHHON TalJuue cepbiM ILBETOM. DTO HE O3HA4YaeT, YTO B Ipoliecce
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IIPOM3BOJICTBA JOJKHBI BBINIOJHATHCS BCE CTaJWU, YKa3aHHbIE B JIAHHOU
tabnuie. CTporocth cieoBaHusl TpeOOBaHUSIM HacTosiei vactu [IpaBun
JNOJPKHA  BO3pAacTaTb OT PAHHUX CTAAWM  IMPOU3BOJCTBA AKTUBHBIX
(hapmareBTUUECKUX cyOcTaHIui K 3aBEPIIAIOIINM CTAINSIM
TEXHOJIOTMYECKOTO TIpoliecca, OYMCTKM U YMAKOBKU. Takyr oO0paboTKy
(GU3MYECKUMU METOJIaMH aKTHUBHBIX (DapMalleBTUYECKUX CYOCTaHIUM, Kak
IpaHyJIMPOBAHUE, TIOKPHITHE OOOJOYKOM WM (PU3NYECKOEe H3MEHEHHUE
pa3mepa JacTull (HarmpuMep, TpyOblil 1 TOHKUN MTOMOJ), CIETYET IPOBOAUTH
B COOTBETCTBUM C TpeOoBaHusMH Hactosamux [IpaBun. Hacrosimas yacthb
[IpaBui He NMpUMEHSIETCS K CTaAusAM, KOTOPBIE MPEAIIECTBYIOT BBEACHUIO B
IPOLIECC  BEIIECTB, OIPEIEIICHHBIX KaK MCXOJIHbIE Marepuanbl JUis
IIPOU3BOJICTBA AKTUBHBIX (PapMarieBTUYECKUX CyOCTaHIUH.

B wactru II IlpaBun  ucnonb3yeTcs  IOHATHE  «AKTHUBHAd
dbapMaiieBTUUECKass CYOCTaHIUs», KOTOpPOE CJEAYEeT paccMaTpuBaTh Kak
CUHOHUM TIOHSATHSl «aKTUBHBIM (apmarieBTuueckuii uHrpeaueHT» (ADU).
[TonsiTusa, ynotpebnsieMble B HacTosie yactu [lpaBui, u ux omnpenencHus
(xoTopble mpuBeAeHbl B pazaenie 20 «TepMUHBI U ONpENETeHUs») ClenyeT
IPUMEHATH TOJILKO B Yactu Il Hacrosmmux IlpaBui. Jlnd aHaJIOrM4yHBIX
NOHATHM, ynoTpeOnsiemblx B 4YacTu | Hacrosmmx IlpaBun, mnpuBeneHs
onpeneneHuss B obuieM pasznene «TepMUHBI U OMpeAesieHUs HACTOSIINUX
[IpaBui, cienoBaTeNbHO, UX CIEAYEeT IPUMEHATh TOJBKO B KOHTEKCTE

yactu | HacTosmmx [IpaBu.
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[Tpumenenue nonoxenuid yactu |l Hacrosmux [pasun k mponsBonctey ADC

TabGmura 1

Tun npousBoacTBa

HaumenoBanue ctaguu npoussBonactsa ADPC, Ha KOTOpPbIE paCIpOCTPAHAETCS AEHCTBHUE MOJI0KEHUN

yacTu Il nacrosimux [IpaBwit (BbIIETIEHBI CEPBIM ITBETOM)

XUMHUYECKOE MIPOU3BOJICTBO BBEJICHUE B MPOIIECC MPOU3BOJICTBO BBIJICIICHUE H 00paboTka
MIPOU3BOJICTBO HCXOJTHOTO CHIPhS HCXOJTHOTO CHIPbS JIsI MIPOMEXYTOYHOTO OUYHUCTKA (buzmueckuMu
st ADC npon3BojictBa ADC MIPOJTYKTa METOJaMH U YITaKOBKa
ADC, nmonmydaeMbie U3 cbop opraHos, HU3MENbUYCHHE, BBEJICHUE B MPOIIECC BBIJICTICHUE U o0paboTka
CBIPBSI dKUBOTHOT'O KHUJIKOCTEH M CMEIIMBaHKE U (WIJIH) HCXOIHOTO CHIPBST ISt OYHCTKA ¢buznyeckuMu
MIPOUCXOXKICHUS TKaHeH nepBuYHas 00paboTka npousBojictBa ADC METOJIaMH M YIaKOBKA
A®DC, nomyuaeMble U3 cOop pacTeHuit WU3MENIbUYCHHE U BBEJICHHE B TIPOIIECC BBIJICJICHHUE U o0paboTka
CBIPBSI PACTUTEIHHOTO MIePBUYHAS SKCTPAKIUS | HCXOIHOTO CBHIPhS ISt OUYHUCTKA (buznueckuMu
MTPOUCX 0K ACHUS npon3BojictBa ADC METOJaMH M YITaKOBKa
PacTutenbHbIe SKCTPAKTHI, cbop pacTeHuit U3MENbYCHHUE U JanbHeHmas o0paboTka
UCTIOJIb3yeMbIC B KAYeCTBE MIEpPBUYHAS SKCTPAKIIUS — IKCTPAKIUS ¢buznyeckuMu
ADC METOJIaMH M yIIaKOBKa
ADC, cocrosmue u3 cOop pacTeHuil U U3MeJbYCHHE o0paboTka
pa3MeNbUCHHBIX WIIH (vm) (pactupanue, buznyecKkuMu
pacTepThIX B TIOPOIIIOK KYJIbTUBHPOBAHUE U npoOJIeHue) B B METOJIaMH M YIaKOBKa
pacTeHuit coop
buorexunonorus: CO3/IaHKE TJIABHOTO U | MOAIepKaHue pabodero KYJIbTHBUPOBAHUE BBIJICTICHUE U obOpaboTka
dbepmeHTaIUA pabouero 6aHKOB 0aHKa KJIETOK KJIETOK | (WJIH) OYHCTKA buznyecKkuMu
(KyTbTUBUPOBAHUE KIIETOK) KIJIETOK (dhepmeHTanus METOJIaMU M YIIaKOBKA
«Kiaccuueckasny co3maHue OaHKa nojiepkaHue OaHka BBOJI KJIETOK B IPOIIECC BBIIIEIICHUE U o0paboTka
dbepMeHTanus s KIJIETOK KIIETOK (dhepmeHTaIUN OUYHUCTKA (busznueckuMu

npousBoacTea ADC

MCTOJaMHU U YIIAaKOBKa

Ycunenue TpeOOBaHUH HaaeKaIIeld TPOU3BOJICTBEHHOM MPAKTHKH
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2. YrpaBieHre KaueCTBOM
2.1. IlpuHIHUIIBI

2.10. OTBETCTBEHHOCTh 3a KadeCTBO JOJDKEH HECTH BECh IEpPCOHAI,
3aHATHIN B IPOU3BOJICTBE.

2.11. Kaxxaplii mpOM3BOMWTENL JIODKEH pa3paboTarh, JTOKyMEHTAILHO
opopmuth U BHEAPUTH A(D(HEKTUBHYIO CUCTEMY YIMPABICHUS KAYECTBOM IIPU
AKTMBHOM YYacCTHHM PYKOBOJSIIETO M COOTBETCTBYIOILETO IMPOM3BOIACTBEHHOIO
niepcoHaIa.

2.12. Cuctema  ympaBjieHUsST  KauyeCTBOM  JIOJDKHA  OXBaThIBaTh
OpPraHU3aAlUOHHYIO CTPYKTYpY, HNPOILIEAYypPhI, IPOLECCHl U PECYPChI, a TaK¥kKe
NEATEeNIbHOCTh, HEOOXOAUMYIO ISl O00ECHEeYEHUs] TapaHTUU COOTBETCTBUS
A®DC Bcem TpeOOBaHUSM COOTBETCTBYIOIIMX CIENU(GUKAINA B OTHOIICHUH
KadyecTBa M YUCTOTHI. ClietyeT onpeneauTh U 0POpMHUTh TOKYMEHTAIBHO BCE
BUJIBI JIEATEIILHOCTH, UMEIOIINE OTHOIICHUE K KaUeCTBY.

2.13. HeoOXoauMO WMETh HE3aBHCHMBI OT IPOM3BOACTBEHHOTO
oraena otnaen (OTAEnbl) KauyecTBa, KOTOPBIM  BBIMOJHAECT (DYHKIUU
o0OecrieuyeHrs KadecTBa W KOHTPOJSL KayecTBa. ODTO MOrYT OBITh JHOO
OT/ENIbHBIE CIY>XObl OOecreYeHuss KadecTBa M KOHTPOJISI KadyecTBa, JMOO
OJIHO JIUIIO WJIM TPYIIA JII B 3aBUCUMOCTH OT Pa3MEpPOB M CTPYKTYPHI
OpraHu3aIlvH.

2.14. HeoOX0IUMO TOYHO OMPENEIUTh JIUI, YHOJHOMOYEHHBIX
BBIJIABATh PA3PECIICHUE HA BBIITYCK MPOMEKYTOUHOM npoaykiuu u ADC.

2.15. Bce pelicTBus, HMMEIOIIME OTHOIICHHE K KadecTBY, CIeIyeT
o(OpPMIIATH JOKYMEHTAIHHO HEMOCPEACTBEHHO MPU MX BBITIOJIHECHHUH.

2.16. Jlroboe OTKIOHEHHE OT YCTAHOBJICHHBIX MPOIEAYpP CIEAyeT

opOopMIISTH JIOKYMEHTAIbHO U OOOCHOBBIBaTh. HeoOX0auMo MpOBOJIUTH
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paccieioBaHME  KPUTHYECKUX  OTKJIOHEHHWH, a Takxke 0QOopMIIAThH
JOKYMEHTAJIBHO 3TO PACCIICIOBAHNE U CICJIAaHHBIC BHIBOJIBI.

2.17. Marepuansl HE MOTYT OBITh pa3pemieHbl K BBITYCKY WIN
WCIIOJIb30BAaHbl 70 TIONYYEHHS YJIOBICTBOPUTEIHHOTO 3aKIIOYEHHUS 10
pe3yibTaTaM OLIEHKH, MPOBEICHHON OT/IeJIoM (OT/AeNIaM1) KauyecTBa, €CJIM Ha
OPEANPUITUN HE CYIIECTBYET COOTBETCTBYIOIIMX CHCTEM, pa3pelIarolinx
TaKo€ HCIOJIb30BaHWE (HAlpUMEp, BBIMYCK B CTaTyce KapaHTHHA, Kak
onucano B nyHkre 10.20 Hactosimuei yactu [IpaBui, nmmbo ucHosib30BaHUE
CBIPhS WJIU MIPOMEKYTOUYHON MPOIYKIIMHU, OIIEHKA KauyeCTBa KOTOPHIX €IIe He
3aBEpILCHA).

2.18. Cnenyet pa3zpaboTaTh MPOIEAYPbl CBOEBPEMEHHOTO OIOBEIICHUS
OTBETCTBEHHBIX  PYKOBOJSIIMX  JIMII O  pe3yJibTarax  HWHCIEKIUH
YIOJHOMOYECHHBIX OPTaHOB, CEPbE3HBIX HEIOCTaTKaX B OTHOIIECHUU
cobmoaeHusa TpeboBanuili Hactosimux [lpaBui, aedekrax MPOAYKIMU U O
NPUHSATUNA COOTBETCTBYIOIIMX MEp (HAmpUMEp, O MPETEH3USAX B OTHOILLICHUU
KauecTBa, OT3bIBAX, ACHCTBUAX YIOJIHOMOYEHHBIX OPTaHOB U JIp.).

2.19. JInsg nocTuKeHUs 1eu YIPaBJICHUS KauyeCTBOM JIOJDKHA OBITh
BHEJIpEHA BCECTOPOHHE pa3paboTaHHAs W MPABWIbHO ()YHKIIMOHUPYIOIIAS
CHCTEMa Ka4deCTBa, BKIIOYAIONIAS B ce0s HaJICKAITYI0 MPOU3BOJICTBEHHYIO

IMPAKTHUKY, KOHTPOJIb Ka4YCCTBA U YIIPABJICHUC PUCKAMU AJISI KAYCCTBA.

2.2. YrpaBieHue puckaMu Jisl Ka4yecTBa

2.20. YnpaBieHue puckamu Jjisl Ka4ecTBa SIBJISIETCSI CUCTEMAaTUYECKUM
IIPOLIECCOM OLIEHKH, KOHTPOJIA, epeadu HHPpopMauu 1 0030pa pUCKOB IS
kadectBa ADC. DTOT npouecc MOKHO OCYIIECTBIIATh KaK MEPCIEKTUBHO, TaK
U PETPOCIEKTUBHO.

2.21. Cucrema  ympaBieHUss  pUCKaMM  JUId  KauecTBa  JOJDKHA

rapaHTupoOBaTh, YTO:
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OIICHKa pHUCKOB 0Oa3upyercs Ha HAYYHBIX 3HAHUAX, OIBITE
IIPOM3BOJCTBA M B KOHEYHOM CUETE CBS3aHA C 3alIUTOMN MAIMEHTa IMyTeM
obmeHna undopmanueii ¢ norpedurenem ADC;

YPOBEHb yCWIHK, (OpMaIHM3alid W JOKYMEHTAIHHOTO O(GOPMIICHHUS
mpolecca ympaBleHUsT PUCKaMU JUIsl KadyecTBa COM3MEPHM C YPOBHEM
PHUCKOB.

[Ipumepbl TPOIECCOB M TPUMEHEHUs YIPABICHUS PUCKAMU JUISI

kadecTBa npuBeaeHbl B yactu |l Hactosmux [Ipaui.

2.3. O6s3aHHOCTH OT/Eea (OTACIIOB) KauyecTBa

2.30. OTnen kadecTBa JOJDKEH OBITH BOBJICUEH B pEIICHHE BCEX
BOIIPOCOB, OTHOCSIIUXCS K Ka4E€CTBY.

2.31. OTnen kadyecTBa JOJDKEH pacCMaTpHWBaTh M COTJIACOBHIBATH BCE
JTIOKYMEHTBI, IMEIOIIME OTHOIIEHNE K KAYECTBY MPOTYKIIHH.

2.32. OcHOBHBIE O0S3aHHOCTH HE3aBHUCHMOI'O OTJCJa KadecTBa HeE
NOJJIeXKAT Tepeaye JPYyruM ciiyx0aM. ITU OOSI3aHHOCTH JIOJKHBI OBIThH
MpPEJCTaBICHhl B NHUCBMEHHOM BHJIE W BKJIIOYATh clieayromiee (HO He
00s13aTE€IbHO OrPaHUYMUBATHCS dTUM):

BBIJIa4a pa3pernieHrs Ha BBITyCK uiau oTkiIoHeHne Bcex ADC. Brimaua
paspenieHrss Ha BBIMYCK WIM OTKIOHEHHE MPOMEXYTOYHON MPOMYKIIUH,
peaHa3HAYCHHON JIJI MCIOJIB30BaHUS BHE CPEephl KOHTPOIS MPEAIPUSITHA-
MIPOU3BOIUTES;

CO3/IaHME CHUCTEMBI BBIJIaUM pa3pelieHrs] Ha BBITYCK WM OTKJIOHEHUS
HCXOJTHOTO CBHIPhsI, MPOMEKYTOYHON MPOAYKITUU, MATEPHUATIOB ISl YIIAKOBKHU
1 MapKHUPOBKH;

MIPOBEPKA 3aMOJTHEHHBIX 3alMCEl M0 MPOW3BOJCTBY CEPUHU M JIOKYMEHTOB
71a00paTOPHOTO KOHTPOJISI B OTHOIIEHUH KPUTHUECKUX CTaJIUN TIpoliecca mepes

BbIJIaueil paspernienus Ha Beimyck ADC [1st peanu3aiuu;
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o0ecreueHrne paccieIoBaHus MPUYUH KPUTHUECKUX OTKJIOHEHUH M MX
yCTpaHCHHE;

COTJIaCOBAaHWE WM YTBEP)KIEHHWE BCEX CHenu(puKammii ¥ OCHOBHBIX
IIPOU3BOICTBEHHBIX HHCTPYKITHH;

COIVIACOBAHWE WJIM YTBEPXKJICHUE BCEX TMPOLEAYpP, KOTOPHIE MOTYT
OKa3bIBaTh BIUSHIE HA KAYE€CTBO MPOMEKYTOUHOU rpoayKiuu nim ADC;

o0ecrieyeHne MPOBEACHNSI BHYTPEHHHUX ayIUTOB (CAMOUHCIICKIIH );

0/100peHHEe MNPOU3BOJUTENICH MNPOMEKYTOUHOU mpoaykuuu u ADC,
paboTaromuX Mo KOHTPAKTY;

YTBEPKJIECHUE N3MEHEHU, KOTOPbIE TIOTEHIIMATHHO MOTYT TOBJIHSITH HA
Ka4eCTBO MPOMEXKYTOUHOH npoaykuu uinu ADC;

paccMOTpEHHUE U YTBEPKIEHUE TIPOTOKOJIOB M OTYETOB 10 BT IAINH;

oOecrieueHre TPOBEACHUS PACCICIOBAHMS W TPUHATHS PEIICHUH TIO
MIPETEH3USIM, CBSI3aHHBIM C KAYECTBOM;

MOJITBEPKICHUE TOTO, YTO CHUCTEMBI, HCIOJB3YIOIIUECS JJIs
TEXHUYECKOTO OOCTY)KWBaHUS, KaTUOPOBKM M TIOBEPKH KPUTHUECKOTO
o0opya0BaHUs, SIBISIOTCS 3()PEKTUBHBIMU;

oOecrieueHne WCTIBITAHUN HMCXOJHOTO CBHIPhSI W MATEpHUATIOB U
JOKYMEHTaJILHOTO O(OPMIICHHUSI PE3yIIbTATOB;

oOecrieueHre HaIMYUs JAaHHBIX O CTaOWIBLHOCTU IS TIOJTBEPIKICHUS
YCTaHABIIMBAEMBIX JIaT MPOBEACHUS IMOBTOPHBIX HCTBITAHUN WM HUCTCUCHUS
CPOKOB TOJHOCTH, a Takxke ycinoBuil xpanenus ADPC wu (wim)
MIPOMEKYTOYHOU MPOAYKITUHU B TEX CIydasiX, KOTJa 3TO [eJIeCO00pasHo;

MpoBeAeHNUE O030pOB KadecTBa MPOAYKIIMU (COTJIIACHO YKa3aHUsM,

MIPUBEJCHHBIM B MyHKTE 2.6 HacTosdiiel yactu [IpaBun).
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2.4. O6s3aHHOCTH T10 MPOM3BOJACTBEHHOM JEATEILHOCTU

OO0s13aHHOCTH TI0 TPOU3BOJCTBEHHOW NEATENHOCTU JOJDKHBI OBITh
MPEACTABICHHl B MHCHBbMEHHOM BHJIE€ W BKJIIOYATh cleayromiee (HO He
00s13aTE€JIbHO OrPaHUYUBATHCS ITUM):

pa3paboTKa, MepecMOTp, YTBEPKIECHNUE U paclpee]IeHue UHCTPYKIIHMA
0 MPOU3BOJICTBY MPOMEXKYTOUHOU Mpoaykuuu uin ADPC B COOTBETCTBUH C
YTBEPKJICHHOW MTPOLIEAYPOU;

nipon3BoAcTBO ADC U, mpu HEOOXOAMMOCTH, TPOMEKYTOUHON TTPOLYKITHH
B COOTBETCTBHH C 3apaHee YTBEPKIACHHBIMUA HHCTPYKIIHSIMU;

pPacCMOTpPEHHE BCEX 3aluceid MO MPOU3BOJICTBY CEPUU MPOIAYKIUU U
MOATBEPKJICHUE UX 3aMIOTHEHUS U TOAMUCAHUS;

oOecrieueHre 00s13aTETLHOTO JOKYMEHTUPOBAHUS BCEX OTKIOHEHUHN OT
mpoIriecca MPOM3BOJICTBA U MIPOBEACHUS UX OIEHKH, a TAK)KE PacciaeI0BaHUs
BCEX KPUTHYECKUX OTKJIOHEHHA © JIOKYMEHTAJIBHOTO oQopMieHus
MIOJTYYCHHBIX BBIBOJIOB,;

o0OecrieueHUe YUCTOTHl MPOU3BOACTBEHHBIX IOMEIIEHUNA U, TMpHU
HEOOXOIMMOCTH, UX JI€3UH(EKITUH;

oOecrieueHne BBITTOJTHEHUS HEOOXOIUMBIX KalTHOpPOBOK, a TakKke
BEJICHUS U XPaHCHUS 3aIHCeH;

obecrieyeHrne OOCIyKUBAHUSI MOMENIEHUN U OO0OpPYOBAaHUS, a TaK¥Ke
BEJICHUA U XpaHEHUS 3aMKCei;

oOecrieueHUe MPOBEPKU U COTJIACOBaHUSI MPOTOKOJIOB BajduAalluu U
OTYETOB;

OIICHKAa TIpeajiaraeMbIX HW3MEHEHWW B OTHOUIEHWW TPOIYKIIHH,
npoIecca uinm 000pyI0BaHMUS;

oOecrieueHre KBAIM(UKAIMM HOBBIX W, TMpU HEOOXOJAUMOCTH,

MOACPHU3NPOBAHHBIX MIOMEIICHUHN U O60py,Z[OBaHI/I}I.
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2.5. BuyTpeHHue ayauThl (CAMOMHCITCKIIHS)

2.50. Inss  monarBepKAeHUsT COOTBETCTBUA  mpousBojctBa ADC
TpeOoBaHusIM  Hactosmux IlpaBun ciemyer peryiaspHo  IPOBOJAUTH
BHYTPEHHHE ayJIUThI COTJIACHO YTBEPKIECHHOMY IpaduKy.

2.51. Pe3ynbrarbl  BHYTPEHHETO aynuta WA TOCJHEAYIOLIUE
KOPPEKTUPYIOIIUE JEUCTBUS cleayeT oQOopMIIATh JOKYMEHTaJIbHO U
NOBOIAUTH JI0 CBEICHHS OTBETCTBEHHBIX PYKOBOJMTENEH MPEANPUITHS.
CornacoBaHHbIE  KOPPEKTUPYIOIIHME  JICUCTBHUS  CHEAYET  BBINOJHSTH

CBOEBPEMEHHO U d(P(HEKTUBHO.

2.6. O630p KavyecTBa MPOTYKIIUU

2.60. [l moarBepskaeHUs TTOCTOSIHCTBA MIPOIecca CIeayeT PEryJIsapHO
npoBoAuTh 0030p kadectBa ADC. Takue 0030pbl KadyecTBa CIEAYET
MPOBOJINTh, KAK MPABUJIO, €XKErOAHO C MOCIEAYIOMHNM JOKYMEHTAIbHBIM
opopmienueM. OHU JOJDKHBI BKJIIOYATh B ce0s, MO KpailHEH Mepe,
CIEIYIOLIEE:

0030p pe3yJITaTOB KOHTPOJISI B TIPOIIECCE MPOU3BOACTBA IO KPUTHUECKUM
ToukaM U ucnbITaHnii ADC 1o KpUTUYECKUM MOKA3aTeIIsiM;

0030p BCEX CEpHii, HE COOTBETCTBYIOIINX YTBEPAKICHHBIM CIeM(DUKAIUSIM;

0030p BCEX KPUTHUYECKUX OTKJIOHEHUN WJIM HECOOTBETCTBHM M CBSI3aHHBIX
C HUMH PacClIeI0BaHHUIT;

0030p JIFOOBIX M3MEHEHHM, BHECEHHBIX B MPOIIECCHl WM aHATUTHUECKUE
METOJIUKU;

0030p pe3yJIbTaTOB MPOTPAMMBI U3YUEHUS CTAOMITBHOCTH;

0030p BCEX BO3BpPaTOB, IMPETEH3UW U OT3BIBOB, CBSI3aHHBIX C
Ka4e€CTBOM;

0030p aJIeKBaTHOCTH KOPPEKTUPYIOIIUX ACHCTBUH.
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2.61. HeoOxomumo aHaIM3upoOBaTh pe3ysIbTaThbl ATOr0 0030pa U OLICHHBATh,
ClieMyeT JIM TMPEANPUHUMATh KOPPEKTUPYIOIIee EHCTBHE WM IPOBOIUTH
MOBTOPHYIO BaJIUJIAITHIO. O0ocHOBaHME HEOOXOAUMOCTH TaKOTro
KOPPEKTUPYIOMIEr0 JCHCTBHUS JOMKHO OBITh O(POPMIICHO JOKYMEHTAJIBHO.
CoracoBaHHblE  KOPPEKTUPYIOIME  ACHCTBHUA  CJEAYeT  OCYIIECTBIATH

CBOEBpEMEHHO U 3(PPEKTUBHO.

3. I[lepconan
3.1. Kpaymdukamnus nepconana

3.10. JloivkHO OBITH JOCTATOYHOE KOJIMYECTBO IEPCOHAJIa, UMEIOIIETO
COOTBETCTBYIOIIIEE 00pa30BaHUE, MOJATOTOBKY H(WJIM) MPAKTUYECKUI OMBIT
JUIsl OCYIIECTBJIEHUSI MPOU3BOJCTBA MPOMEXKXYTOUHOU mpoaykiuu u ADC,
a TaKXe HaA30pa 3a UX MPOU3BOJICTBOM.

3.11. O6s13aHHOCTH  BCETO TEpPCOHANA, 3aHATOT0 B MPOU3BOICTBE
npomMexxyTouHoil mponykiuu u ADC, MOmKHBI OBITH TOYHO ONPEACIICHBI U
W3JI0KEHBI B MTUCbMEHHOU (hopMme.

3.12. HeoOxomuMo perysisipHO MPOBOJAUTH OOyYeHHE TIepcoHaga ¢
NPUBJICUEHUEM KBATU(DUIIMPOBAHHBIX CHEIUAIMCTOB, KaK MHHUMYM, IIO
BOTIPOCAM, CBSI3aHHBIM C KOHKPETHBIMH  OIEPAIASIMH, BBITIOTHIEMBIMU
COTPYOHHKOM, a TaKke ¢ TpeOoBaHWMAMU HacTosmuX [lpaBwii, WMEOMUMU
OTHOILLIEHUE K (PYHKIMOHAJIBHBIM OOSI3aHHOCTSAM cOTpyaHuKa. Cienyer BecTu

3aIllnucu O6yII€HI/I}I, a caMoO O6yIICHI/IC CIICOYCT IICPUOANICCKN OLICHUBATD.

3.2. I'uruena nepcoHana

3.20. Ilepconan goKEeH cOOII01aTh MpaBUiia TUTUEHBI.
3.21. TlepcoHan MOKEH HOCUTh YHCTYH), COOTBETCTBYIOIIYIO €rO
IPOU3BOCTBEHHON NESITEILHOCTA OJICKTY, KOTOPYIO MPHU HEOOXOIUMOCTHU

clielyeT MEeHATh. UTOOBI 3allIUTUTH TPOMEXYTOUHYIO npoaykiuoo 1 ADC ot
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KOHTaMHUHAIINH, npu HEO0OXOAUMOCTH CIelyeT UCIIOJIb30BATh
JOTIOJTHUTEIBHYIO 3alIUTHYIO OACXKY, 3aKPHIBAIOIYIO TOJIOBY, JIUIO, PYKHU U
KHCTH PYK.

3.22. Tlepconan mopKeH u30eraTh HETMOCPEICTBEHHOTO KOHTaKTa C
MPOMEXKYTOUHOM npoaykuuen nuiu ADOC.

3.23. Kypenue, xeBaHue, IpUeM MHILIU, TUThE U XpaHEHUE MUIIEBBIX
IPOJYKTOB JIOMYCKAIOTCS TOJBKO B CIENHMAIBHO MpEIHAa3HAYEHHBIX 30HAaX,
OTJICJICHHBIX OT MTPOU3BOJICTBEHHBIX 30H.

3.24. Tlpu HanmW4Yuu y COTPYIHUKOB MH(PEKIIMOHHBIX 3a00JICBAHUIN HIIN
OTKPBITBIX TOBPEXKJICHUN Ha HE3AIIMIIEHHBIX y4YacTKaxX MOBEPXHOCTH Tela
UX CJIElyeT OTCTPAHUTh OT y4acTHsl B paboTe, MOCKOJIbKY MPU 3TOM KaueCTBO
A®C nonsepraerca pucky. JIto0oro coTpyaHHKa C SIBHBIMH IPU3HAKAMU
3a00J1€BaHUST WM OTKPBITBIMH TOBPEXKACHUSIMUA KOXH (IO pe3yiabTaTaM
MEIUIMHCKOr0 00CIe0BaHus WM HAOJIOJECHHUS) CIEAYyEeT OTCTPAHUTH OT
paboT, MpHU BHINOJIHEHUH KOTOPBIX COCTOSIHHE €ro 370pPOBbSI MOXKET OKa3aTh
HeOmaronpusTHoe BoznericTBre Ha kauecTBo ADC, 10 BBI3OPOBICHUS WU
MOJIyYeHUS! MEAUIIMHCKOTO 3aKJIIOYEHHUSI O TOM, YTO COTPYIHHUK JTOMYIIEH K

paodore.

3.3. Koncynbrantsl

3.30. KoncynpTranThl TIO BOMpOCaM TPOM3BOACTBA U  KOHTPOJIS
npoMeKyTOYHOU Tpoaykuuu win ADC moKHBI UMETh COOTBETCTBYIOIIEE
00pa3oBaHue, MOATOTOBKY, MPAKTHUYECKUN OIBIT WIH JIFO00E MX COYETAaHUC
JUIS. TOTO, YTOOBI KOHCYJIBTHPOBATH MO BOIPOCAM, ISl PEIICHUS KOTOPBIX MX
TIPHUTIACHIIH.

3.31. Cneayer BecTH WX YYeT C yKa3aHUEM JIMYHBIX JAHHBIX, agpeca
NPOXKMBAaHUS, KBAIM(UKANUKA W BHIA YCIYT, NPEAOCTABISICMBIX STUMH

KOHCYJIbTaHTaMMU.
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4. 31aHus v oMenieHus
4.1. ITpoekTupOBaHUE U CTPOUTEITHCTBO

410.3gaaMss W TIOMENICHWS, WCIOIB3yeMble TIPU  TPOU3BOJICTBE
npoMexyTouHoi npoaykuuu u ADC, cnenyeT pacronararb, MIPOEKTUPOBATh U
KOHCTPYHPOBarb TaKUM 00pa3oM, 4YTOObI OOECIEYUTh BO3MOXHOCTh UX
OYHMCTKH, OOCITY>KUBaHUSI U (PYHKIIMOHUPOBAHUSA B COOTBETCTBUM C THUIIOM M
craguei npou3BoAcTBa. [loMeleHus cienyeT mpoeKTUPOBaTh TAKUM 00pa3zoM,
YTOOBI CBECTH K MUHUMYMY BO3MOXKHYIO KOHTaMHUHAIIUIO. ECiiM yCTaHOBIIEHBI
cnerpuKalui B  OTHOIICHUH  MHUKPOOMOJOTMYECKHX  IOKa3aTeseu
npoMexyTouHoi npoaykiuu win ADC, moMenieHus CiaeyeT MpOeKTUPOBATh
TakuM 00pazoM, 4TOOBI MO BO3MOXKHOCTH OTPAaHUYHUTh PUCK HEXeIaTeTbHOU
MUKPOOHOM KOHTaMUHAIUH.

4.11. 3naHus ¥ OMEIICHHUS JOJDKHBI OBITH JIOCTAaTOYHO IMPOCTOPHBIMU
JUISl TIPABUJILHOTO PACIIONIOKEHUSI 000PYA0BaHUSI, XPAHEHUS U TIEPEMEIIICHUS
MaTepUalioB, YTOOBI MPEIOTBPATUTH MEPEIYTHIBAHUE U KOHTAMUHAIIHIO.

4.12. Ecou obopyaoBanue (Harmpumep, 3aKphIThbie WM U30JUPOBAHHbBIC
CUCTEMBI) 00€CIIeUMBACT HAACKHYIO 3aIUTYy MaTepUajoB, OHO MOXET ObITh
pacoaoKeHO BHE MOMEIICHUS.

4.13. Ilepemernienrie MaTepHaioB W TEPEABHKEHHE TIEPCOHAIA B
3IaHUM U TIOMEMICHUSX JIOJHDKHO OBITh MPEAYCMOTPEHO TaKhUM 00pa3oM,
4YTOOBI MPEIOTBPATUTH NEPENYTHIBAHUE WJIM KOHTAMUHAIUIO.

4.14. Cnenyer omnpenenuTh KOHKPETHBIE 30HBI WU JAPYTHE CHUCTEMbI
KOHTPOJIS JIJIS CIIETYIOLIMX OTIePaLIIiA:

npUeMKa, WJISHTU(UKAIUS, OTOOp NpoO0 W KapaHTUH MOCTYMAOIIUX
MarepHuaJioB JI0 BbIJIAYU pa3pellieHrs Ha UCTIOJIb30BaHUE U JIO OTKJIIOHEHMS,;

XpaHeHHe MNpOoMeKyTouHOM mpoaykuuu U ADPC B KapaHTUHE [0

BbIAa49H1 PA3PCIICHUA HA BBIITYCK UJIN 10 OTKIIOHCHHA,
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otOop npob npoMexyTounoi npoaykuuu u ADC;

XpaHCHHE OTKIOHEHHBIX MAaTepHaIOB JO W30aBICHUS OT HHUX
(HampuMep, BO3BpaT, IOBTOPHAsA 00padO0TKa UM YHUUTOKEHUE);

XpaHEHNE MaTePHAIIOB, KOTOPBIC pa3perieHbl K UCII0JIb30BAHUIO;

TEXHOJIOTHYECKHE OTIEpalliy;

OTepalyy MO YyIaKOBKE U MAPKUPOBKE;

IPOBE/ICHHE JTA0OPATOPHBIX aHATIN30B.

4.15. Cnenyer npenyCMOTPETh HaIUYUE HEOOXOAUMBIX MOMENIEHUM
JUTsl TIOATOTOBKM TIepCcOoHaia (MBIThE PYK M JAp.) B M TyaJIeTHBIX KOMHAT B
JIOCTaTOYHOM KOJMYECTBE W MOJACPKMBATh B HUX 4UCTOTY. K HUM moimkHa
OBITH TIOJIBEICHA ropsiuas U XOJIOIHAs BOJIA, IOJKHO OBITh B HAJIMYUU MBLIO
WIM WHOE MOIOIIEE CPEJCTBO, BO3AYIIHBIE CYIIMJIKH WU OIHOPA30BbIC
MOJIOTEHIIa. Y MBIBaJTbHUKHN M TyaJeTHBIE KOMHATHI IOJDKHBI OBITH OTIEICHBI
OT TIPOW3BOJCTBEHHBIX 30H, HO JErKOAOCTYmHBEI. ClemyeT o0ecrneduTh
HaJIM4KMe TOMEUIEHUN ISl TepeoieBaHus W NpU HEOOXOJUMOCTH s
NPUHATHUSA Ty,

4.16. JlaboparopHbie 30HBI (pabOTHI) CIEIYET, KaK MPaBUJIO, OTACISTH OT
MIPOM3BOJICTBEHHBIX 30H. HekoTophie 1aboparopHbie 30HBI, B YaCTHOCTH, 30HBI,
UCTIOJB3yEeMbIE JJII KOHTPOJISI B TIPOIIECCE MPOM3BOJACTBA, MOXKHO Pa3MeIarh B
MPOU3BOJICTBEHHBIX 30HAX MPHU YCIOBUM, YTO OIEPALMU TEXHOJIOTMYECKOTO
npolecca HE OKa3bIBalOT HEONarompusiTHOrO  BIUSHUST Ha TOYHOCTD
7a00paTOpPHBIX HW3MEpPEHM, a JadopaTopHble pabOThl HE  OKa3bIBAIOT
HEOJTaronmpusITHOTO  BO3MCWUCTBUS ~ HA  TEXHOJOTHYECKHH  Tporiecc,

MTPOMEKYTOUHYIO nponykiuto nim ADC.

4.2. IH>)XeHepHbIE CUCTEMBI

4.20. Bce HHXCHCPHBLIC CHCTCMbI, KOTOPbLIC MOI'YT IIOBJIMATHL Ha

KauecTBO MPOAYKIMHU (Hampumep, map, ra3bl, CXKATbli BO3AYX, a TaKxkKe
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CUCTEMBbl HArpeBaHus, BEHTWIALMM W KOHAMIIMOHUPOBAHUS BO31yXa),
JOJDKHBI TIPOUTH KBanmudukaruio.MIX cieayer COOTBETCTBYIONIUM OO0pa3oM
KOHTPOJIUPOBATh U MPEANPUHUMATH MEPHI, €CIU TPEBBIIMICHBI JOMYCTUMBIC
npeaensl. JJoJoKHBI UMEThCSI B HATHYHUH YePTEKH 3THX WHIKEHEPHBIX CHCTEM.

4.21. Ilpu HEO0OXOIUMOCTH cleayer npeaycMaTpruBaTh
COOTBETCTBYIOIIME CUCTEMbl BEHTWIALMU U (QUIBTPALMK BO3JyXa, a TaKkKe
BBITSKHBIE YCTPOMCTBA. DTHU CHUCTEMBI JOJIKHBI OBITH CIHPOECKTHUPOBAHBI U
CKOHCTPYMPOBAaHBl TaKUM 00pa3oM, 4YTOOBI CBECTH K MHHHUMYMY PHCK
KOHTaMHWHAITMU U TePEKPEeCTHON KOHTaMHuHAIMU. OHU TaKXe JOJKHBI OBITh
CHaOXXeHbl O0OPYJOBAaHUEM JUIsl KOHTPOJS [aBJICHUS BO3/yXa, HaIU4Hs
MUKPOOPTaHU3MOB (€Clu 3TO HEO0OXOAMMO), 3albUICHHOCTH, BIQXKHOCTH U
TEeMIIepaTypbl, €Clu 3TO Tpedyercs uisl AaHHOM CTaguu TMPOU3BOJCTBA.
Oco0oe BHUMaHUE CIEAYET YIAeIITh 30HaM, B KOTOpbix ADC moaseprarorcs
BO3/ICVICTBUIO MPOU3BOJICTBEHHOU CPEIBL.

4.22. B npou3BOJICTBEHHBIX MOMEIIEHUAX C PEUUPKYISLHUEH BO3ayXa
CJIeTyeT IPEAYCMOTPETH MEPHI MO MPEAOTBPAILICHUIO PUCKAa KOHTAMUHAIIUU U
NEePEKPECTHON KOHTAMUHAIINH.

4.23. CraninoHapHble TPyOOIPOBOABI CIIEAYET MOJDKHBIM 00pa3oMm
UACHTU(OUIIMPOBATh. IJTO MOXHO CcJejaTh C TIOMOIIBI0 MapKUPOBKHU
OTIIETBHBIX TPYOOMpPOBOJIOB, COOTBETCTBYIOUIEH JOKYMEHTAI[UU, CHUCTEM
KOMITBIOTEPHOTO KOHTPOJISI MJIM MHBIMU criocobamu. TpyOompoBOIbI cieayeT
pacrmoyiiaratb TakuM o00pa3oM, 4TOObI M30€XaTh PUCK KOHTAMUHAIIMU
IPOMEXYTOYHOU npoaykuuu uinm ADOC.

4.24. Ctoku JOKHBI WMETh  COOTBETCTBYIOIIHME  pasMepbl W
o0ecreunBaTh pa3pbiB CTPYH WIH, €CJIM 3TO HEOOXOAUMO, UMETh YCTPOUCTBO

I IIPEAOTBPAIICHU S 06paTH01"O ITIOTOKaA.
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4.3. Bona

4.30. lo;okHO OBITH TIOATBEPIXKIEHO, YTO BOJA, HCIOJIb3yeMas B
npon3BoacTBe ADC, COOTBETCTBYET MPEAIOIaraeMoOMy Ha3HAYEHUIO.

431. Ecim HeT npyrux yKa3aHWW, Ka4eCTBO BOJBI, HCIOJIB3YyeMOW B
NPOU3BOACTBEHHOM TIpoliecce, JODKHO KaKk MHHUMYM COOTBETCTBOBAaTb
TpeOOBaHUSIM HOPMATHUBHBIX JIOKYMEHTOB rOCYIapCTB-WICHOB K MUTHEBOM BOJIE.

4.32. Ecnu nnst o6ecnieueHus: kauectBa ADC XapakTeprUCTUK MUTHEBOU
BOJIBl HEJOCTAaTOYHO M HEOOXOJMMBI 0ojiee JKECTKHe TpeOoBaHUSA K
XUMHYECKUM U (WIM) MUKPOOHUOJIOTUYECKUM XapaKTEPUCTUKAM BOJIBI,
JOJKHBI OBITH pa3pabOTaHbl COOTBETCTBYIOIIME CIIEUU(PUKAIIMKU HA BOIY MO
bu3nUecKkuM (XUMUYECKHM) CBOMCTBaM, OOIIEMY YHMCITY MUKPOOPTaHU3MOB,
HEJOMYCTUMbIM MHKPOOPTaHU3MaM M (WJIM) COAEP’KaHUIO YHIAOTOKCHMHOB B
BOJIE.

4.33. Ecntu  mpou3BoauTENb TOJBEPraeT BOJY, HCIOIB3YEMYIO B
MPOU3BOJICTBE, CIEHHAIBHON 00pabOTKE JIsi JOCTHUKEHHUS OINPE/IEIEHHOTO
KauecTBa, TO MpoIecC 0OPAOOTKHU JOJKEH MPONTH BaTUIAIMIO U €T0 CIeAyeT
KOHTPOJIUPOBATH C YUETOM YCTAaHOBJICHHBIX MPEICIIOB.

4.34. Eciu mpomsBoauTenh HectepunpbHO ADC HamepeBaercs
UCIIOJB30BaTh CBOK MPOJYKIMIO ISl TOCIEAYIOIIEr0 MPOU3BOJCTBA
CTEpPWJIBHOTO JICKAPCTBEHHOTO TIpemapara WM YTBEPXKAAeT, YTO €ro
OPONYKIMS TMPUTOAHA [UJIL TIOJYYEHHUS CTEPHJIBHOTO JIEKapCTBEHHOTO
npenapara, TO BOAY, MCIOJIb3yEeMYI0 Ha TOCIEIHUX CTaJAMSIX BBIJIECICHUS U
OYMCTKH, CIIEAyeT TOJBepraTb MOHUTOPHHTY ¥  KOHTPOJHUPOBATH
B OTHONICHWHM OOIIEro KOJWYECTBA MHKPOOPTAHU3MOB, HEIOMYCTHUMBIX

MHUKPOOPraHu3MOB U OHIOTOKCHHOB.
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4.4, Paznenenue 30H

4.40. TIpon3BOACTBO TPOAYKIIMA C BBICOKOW CEHCHOMIM3UPYIOIICH
AKTUBHOCTHIO, TaKOW Kak TMEHUIWIINHBI WA 1e(}aJoCIOPHHbI, CIeTyeT
OCYIICCTBIISITh B CHEIHUAIBHO BBIICICHHBIX TMPOW3BOJACTBEHHBIX 30HAX,
KOTOpBIE MOTYT BKJIFOUaTh MTOMEIIIEHUS, 000pYy/I0BaHUe JIJIsi 00pabOTKK BO3AyXa
U TEXHOJIOTUYECKOE 000pYyI0BaHHUE.

4.41. CnenaJIbHO BBIJICJICHHBIC MPOU3BOACTBEHHBIC 30HBI JIOJDKHBI OBIThH
NPEAYCMOTPEHBI TaKKe JJIsi BEMIECTB C WHQUIUPYIONTUMH CBOWCTBAMH,
C BBICOKOH (hapMaKOJIOTHYECKON aKTHBHOCTBIO WM TOKCHYHOCTBIO (HAIpuMep,
HEKOTOPBIE CTEPOMJIBI WM ITUTOTOKCHUYECKHE MPOTHBOOIYXOJIEBBIE CPEICTBA),
32 MCKJIIOYCHHEM TeX CJIydaeB, KOIJa YCTAHOBJEHBI W OCYIIECTBIISIOTCS
BaJIMIMPOBAHHBIC MTPOIIETYPhl HHAKTUBAITUHU U (MJIM) OUYHCTKH.

4.42. Cnenyer pa3paboTarh W BBECTH B JCHCTBHE COOTBETCTBYIOIIHE
MEpBl JUIS TPEAOTBpAIICHUS TEPEKPECTHOM KOHTAMHUHAIMKA CO CTOPOHBI
nepcoHajga, MarepyuajoB W HMHBIX OOBEKTOB, MEPEMEIAIOIIMXCS W3 OTHOU
BBIJICJIEHHOM 30HBI B IPYTYIO.

4.43. JItoOble TEXHOJOTHMYECKHE oOIepanuy (BKJIOYas B3BEIIMBAHUE,
pasMoOl  WJIA YHAaKOBKY) C BBICOKOTOKCHYHBIMH HedapMaIleBTHUECKIMH
BEIIECTBAMH, TAaKHUMH Kak TepOWIUABl MW TICCTHIHILI, HE JOMyCKAaeTCs
MIPOBOUTh B TEX K€ 3MaHUSAX W (WJIM) HA TOM K€ OOOPYIOBaHHH, KOTOPHIC
ucnofb3ytores s nmpousBoacTBa ADC. PaboTy ¢ TaKMMU BBICOKOTOKCUYHBIMU
HedapMaIeBTUYECKMUMU BEIIECTBAMH M MX XPaHEHHUE CIIEAYeT OCYIIECTBISATh

otneibHO oT ADC.
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4.5. OcBellieHue

4.50. Bo Bcex 30HaxX OOKHO OBITh 00ECHEUYEHO COOTBETCTBYIOIIEE
OCBEILlIEHHWE JUIsi TOro, YTOObl TPOBOAUTH OYHUCTKY, TEXHUYECKOE

O6CJ'IY)KI/IBaHI/Ie N HaQJICKAaIlICcC BBIIIOJIHCHUC onepaunﬁ.

4.6. CTOKHA U OTXObI

4.60. CToKH, OTXOJBI U ApYTHUE OTpaOOTaHHBIE MaTepHUaibl (HapuUMep,
TBEpAbIC, XUIKUE U Ta3000pa3Hble MOOOYHBIC MPOTYKTHI IMPOU3BOJICTBA)
BHYTPH U CHApPYX W 3JaHUHN, a TaKKe Ha HEMOCPEICTBEHHO MpHJICTAIONIEH
TEPPUTOPUU CIEYET YAAIATh CBOEBPEMEHHO, oOecrieunBas 6€30MacHOCTh U
coOroasi CaHUTapHO-TUTHEHHYECKHEe HOpMBL. KoHTelHepsl UIsi Mycopa |

(nm) cTOYHBIE TPYOBI TOJKHBI OBITh YETKO TPOMApKHUPOBAHHI.

4.7. CanutapHas o0padoTKa U TEXHUYECKOE 00CTyKMBAHUE

4.70. 3naHns, WCIONB3yeMble TPU MPOU3BOACTBE MPOMEKYTOUHOM
npoaykimu u  ADC, crueayeT HaajexamuMm o0pa3oM  00CTY>KUBAaTh,
PEMOHTHUPOBATH U COAECPKATh B UUCTOTE.

4.71. Cnenyer pa3paboTarh MNHCHBMEHHBIE MPOIEAYPhl, B KOTOPHIX
orpejeieHa OTBETCTBEHHOCTb 3a IIPOBEACHUE CaHUTApHON 00paboTKH,
npuBeIeHb TpaduKu TPOBENCHUS OYNUCTKH, TEPEUYHUCICHBI METOJIbI,
o0OpyIOBaHWE W MaTepHaNbl, WCIOJb3yeMble IPHU OUYNUCTKE 3JaHUN U
MOMEIICHUN.

4.72. Ilpu HEOOXOAMMOCTH CIEAyeT Takke pa3zpadoTaTh NMUChMEHHbBIC
Opoleaypbl MO MCIOJIb30BAHUIO COOTBETCTBYIOIIUX CPEACTB IMPOTHUB
TPBI3YHOB, HHCEKTUIIUIOB, QYHTHIINIOB, (YMHUTAHTOB U CPEJCTB OYUCTKU U

ne3uH(EeKIn, YTOObl M30eXaTh KOHTAMUHAIIUK O0OPY/IOBAHUS, UCXOJIHOTO
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CbIpbiA, YHAKOBOYHBIX HW MAPKUPOBOYHBIX MATCPUAJIOB, HpOMC)KYTOLIHOI\/’I

nponykiuu u AOC.

5. TexHonorudeckoe 000pyJ0BaHKE

5.1. [IpoekTupoBaHre U MOHTaX

5.10. O6opynoBanue, UCIIOJIb3yeMOe npu MIPOU3BOJICTBE
npoMexxyTouHoi npoaykiuu u ADC, HOMKHO HUMETh COOTBETCTBYIOILIYIO
KOHCTPYKIIHUIO, COOTBETCTBYIOIIUE pa3Mephl U pacroJiaraTbcs
B COOTBETCTBUHU CO CBOMM Ha3HAYEHHWEM W TaKUM 00pa3oM, 4TOOBI TTepCOHAI
MOT' OCYHIECTBIIATh OYHUCTKY, Je3UH(MEKIHI0 (Opu HEOOXOAUMOCTH) H
TEXHUYECKOE 00CTyKHBaHUE.

5.11. TloBepxHOCTH  OOOPY/IOBaHUS, KOHTAKTUPYIOIIHME C  CHIPbEM,
NPOMEKYTOUHBIMU TpoaykTamu uid ADC, He NOJKHBI BIUSTH Ha Ka4yeCTBO
MIPOMEKYTOUHBIX MTPOAYKTOB U ADC U MPUBOIUTH K BBIXOMY ITOKA3aTeNIed UX
KauecTBa 3a TMpelenbl JOMyCTUMBIX 3HAYCHUW, YCTAHOBIEHHBIX B
YTBEPKICHHBIX CIEeUU(UKALUIX.

5.12. TexHonornueckoe 00OpPyAOBaHUE CJIENYET MCIOJIB30BaTh TOJIBKO
B IIpejienax paboyux IUarna3zoHoB, YCTAHOBIEHHBIX NMPU KBATU(UKAIUY.

5.13. OcHoBHOE 00OpyIOBaHUE (HANIPUMEP, PEAKTOPHI, E€MKOCTH MJIs
XpaHEHHUs) W CTallMOHAPHBIC TEXHOJIOTMYECKUE JIMHUH, HWCIOIb3yeMbIE B
NPOU3BOJICTBE  MPOMEXYTOUHOM  mpoaykumu  wmm  ADPC,  cremyer
COOTBETCTBYIOIIUM 00pa3oM UACHTU(DULIIPOBATD.

5.14. JIroObie  BemiecTBa, HEOOXOoAUMBIE Uil (DYHKIIMOHUPOBAHUS
o0opyI0BaHUs, TaKWE KaK CMa3KH, KUJIKOCTU JJII HArpeBa WU XJIaJareHTHI,
HE JIOJDKHBI KOHTAaKTHPOBAaTh C NPOMEXKYTOYHOM mnponaykuuen nimm ADC,
4TOOBI HE M3MEHSTh KaueCTBO MPOMEXYTOUHOW mpoxykiued miu ADPC 3a

npeacibl  AOOIMYCTUMBIX 3Ha‘ICHI/II>'I, YCTAHOBJICHHBIX B CHGLII/I(bI/IKaLII/ISIX.
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Cnegyer TpOBECTH OLEHKY JIOOBIX OTKJIOHEHHM OT 3TOro TpeboBaHUS,
yTOOBl YOEIUTHCS, YTO OTCYTCTBYET HEOIAromnpusiTHOE BO3JCHCTBHE ITUX
MaTepualioB, BIUAIONIEE HA UX MOPUTOJHOCTh JUIsl HcHoJib3oBaHus. [lpu
BO3MOKHOCTH CJIEYET HMCIOJb30BaTh CMa3Ku M Macja, MpeJIHa3HAUYCHHBIC
JUTsl TUIIEBOY MPOMBIIIIEHHOCTH.

5.15. Bo Bcex ciyyasx, Korja 3T0 IpUMEHUMO, CJIeAyeT UCIO0JIb30BaTh
3aKpBITOE WM TEePMETUYHO 3aKkpbiBaromieecss obOopynoBanue. Ilpu
UCIIOJB30BAaHUM OTKPBITOTO O0OPY/IOBAHUSI WIIM €TI0 OTKPHITUU HEOOXOJAUMO
OPUHATH MEPbl MPEAOCTOPOKHOCTH, YTOOBI CBECTU K MHHUMYMY PHUCK
KOHTaMHUHAIIUH.

5.16. JlomkeH UMEThCS B HAJUYMHM aKTyalbHBIM KOMIUIEKT YepTexken
UCIIOJIb3YEMOTO OOOpPYJOBaHUS, a TaKXKE KPUTHUYECKUX CHUCTEM OOBS3KU
(HampuMep, KOHTPOJIBHO-U3MEPUTEIBHBIX MNPUOOPOB, BCIOMOTATENBHBIX

CHUCTEM).

5.2. Texuuueckoe oOCITyKUBaHUE U OYUCTKA 000PYIOBAHUS

5.20. IIpodunakTuueckoe TEXHUYECKOE OOCITY)KUBAaHHE OOOPYIOBaHUS
CIIAyeT TMPOBOAUTH B COOTBETCTBUM C YTBEPKACHHBIMH TpadukaMu U
IpOIeTypaMH, B KOTOPBIX JOJHKHA OBITH OMpezesieHa OTBETCTBEHHOCTh 33 MX
TIPOBE/ICHNE.

5.21. Heob6xonumo pa3padoTaTh MHChbMEHHBIE HHCTPYKIIMH 110 OUYHUCTKE
0o0OpYyJIOBaHUSI U TMOCJIEAYIOIIETO TMOJYYEHHsS pa3pelieHus] Ha €ro
UCIOJIb30BAaHUE TPU MPOU3BOJICTBE MPOMEXYTOuHON mpoaykuuu u ADC.
[Iponeypbl OUUCTKHU JIOTKHBI OBITH OMUCAHBI JIOCTATOYHO MOJPOOHO, UTOOBI
OTepaTopsl MOTJM TPOBOJUTH OYHCTKY OOOpYIOBaHUSA JIOOOTO THUIA
BOCIIPOU3BOAUMBIM U 3(P(HEKTUBHBIM CIIOCOOOM. DTH TPOLEAYPHI JTOJKHBI

BKJIIOYATh B CeOS:

YCTAHOBJICHUC OTBCTCTBCHHOCTH 34 OUNCTKY O60py,I[OBaHI/I}I;
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rpadKd  OYMCTKHM, BKJIOYas (IIpU HEOOXOJUMOCTH) Trpaduku
CaHUTAapHOU 00PabOTKU;

MOJTHOE OIKMCAaHWE METOJIOB M MaTEPHAJIOB, BKJIOYas MPUTOTOBIICHUE
MOIOIIUX CPEJICTB, UCTIOIB3YEMBIX JIJISI OYUCTKHA 000PYyTOBAHMUS;

MHCTPYKIIMU TI0 pa30opke U cOOpke Kaxjaou (Ipu HEO0OXOIUMOCTH)
eAMHUIBI 000pyAOBaHUS JJIsl 00ecrieueHrs HaJjiexKallie OYuCTKY;

MHCTPYKIMU MO YJAJICHUI0 MAPKUPOBKHU MPEABIAYIIECH CepuUu;

WHCTPYKIIMA TIO 3alIUTE YHUCTOTO OOOpPYJOBAaHUS OT KOHTAMUHAIIUH
TepeI ero NCIOJIb30BaHUEM;

HOPSIIOK MPOBEPKH YKUCTOTHI 00OpPYAOBaHUSI HEMOCPEACTBEHHO TEpeN
€ro UCIOJIb30BAHUEM, €CITU ATO MPAKTUUYECKU OCYIIECTBUMO;

yCTaHOBJICHHE (KOTa MPHUMEHHMO) MAaKCUMaJIbHOTO MPOMEXYTKa
BPEMEHU MEKTy OKOHYaHHEM MPOIIeCcCa U OUUCTKON 000PyI0BaAHUA.

5.22. O6opynoBaHWE W MPUHAIICKHOCTH CICAYET OUMINATh, XPAHUTh U
npyu HEOOXOJMMOCTHU TMOABEPraTh J€3MH(GEKIMU WIM CTEpUIIU30BaTh s
peI0TBpaIleHNs KOHTAMUHAIIMU WK TIEpeHoca MaTepuaia, KOTOpble MOTYT
MPUBOANTH K BBIXOY IMOKa3aTele KadyecTBa MPOMEKYTOYHOU MPOTYKIINH U
A®C 3a npenenbl, yCTAHOBJICHHBIEC B ClICHU(UKAIUSX.

5.23.B OTHOILIEHUU 00Oopy0BaHuUs, peaHa3HaYeHHOTO TUIS
HEMPEPHIBHOTO  TEXHOJIOTMYECKOTo  Tpolecca WId JUis  [POU3BOACTBA
KaMIIaHUSIMHU  TTOCJIEJIOBATENIbHBIX CEpUN OIHOM M TOW K€ MPOMEKYTOUHOU
MPOAYKINA Wik ogHOM M Ton ke ADC, crneayer MpOBOIUTH OYUCTKY YEPE3
OTIpE/ICIICHHBIC POMEXYTKA BPEMEHH BO M30€KaHNE HAKOIUICHUS W TIEpeHOCa
KOHTaMUHAHTOB (HAlpUMeEp, MPOAYKTOB PAIOKEHUS WA HEIOIMYCTUMOTO
KOJIMYECTBAa MUKPOOPTaHU3MOB).

5.24. O6GopyioBaHWE, HCHOJBb3yeMOe ISl TPOW3BOJCTBA Pa3HBIX
MaTepHaOB, CIEIYyET OYMINATh B MPOMEXKYTKAX MEXKIy HX CMEHOH BO

n30eKaHue TIePEKPECTHON KOHTAMUHAIIUH.
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5.25. Cnenyer yCTaHOBUTH KPUTEPUH TMPUEMIIEMOCTH B OTHOIIEHUU
OCTaTKOB, a TaKX€ 00OCHOBATh 3TH KPUTEPUU U BHIOOP MPOLIEAYP OUYUCTKHU U
MOIOIINX CPEJICTB.

5.26. O6opynoBaHWe [ODKHO OBITh COOTBETCTBYIOIIMM 0OpazoM

IMPOMAPKHUPOBAHO B OTHOIICHUH €TI0 COACPKUMOI'O 1 COCTOAHUA YUCTOTHI.

5.3. KayimbpoBka

5.30. KainOpoBKYy KOHTPOJIBHO-U3MEPUTEILHOTO M aHAIUTHYECKOTO
obopysoBaHusT (B TOM UHCII€ BECOB, NPUOOPOB IS MOHUTOPHUHTA),
UMEIOIIETO  KPUTHUYECKOe  3HA4YeHWe IS OOecledeHus  KadyecTBa
npoMexXyTouHoM npoaykiuu unu ADC, cienyer mpoBOJAUTh B COOTBETCTBUU
C MUCbMEHHBIMU MHCTPYKUUSIMU U YCTAaHOBIIEHHBIM I'PaQUKOM.

5.31. KaymOpoBKYy  cleayeT  MPOBOJAUTH € HMCIOJIB30BAaHUEM
CTaHAAPTHBIX  O0OpasmoB, MPOCICKUBAEMBIX JO  COOTBETCTBYIOIIMX
cepTU(DUITMPOBAHHBIX CTAHJIAPTHBIX 00PA3IOB (€CIU TAKOBBIE CYIIECTBYIOT).

5.32. 3anucu NpoBeIeHUsT KATMOPOBOK JOJKHBI COXPAHSATHCS.

5.33. Texkymuii cTatyc KaluOpPOBKH KPUTHUYECKOTO O0OPYI0BaHUS
JOJKEH OBITh U3BECTEH U OCTYTICH JIJISl €r0 MPOBEPKH.

5.34. He cmemyer wucmoab30BaTh MTPUOOPHI, HE COOTBETCTBYIOIINE
KPUTEPUSIM KAITHOPOBKHU.

5.35. OTKJIOHEHHST OT YTBEPXKIACHHBIX CTaHAAPTOB KAJIMOPOBKHU IS
KPUTHUYECKUX TPUOOPOB HEOOXOIUMO pacciiefioBaTb, YTOOBI ONPENETUTD,
MOBIUSUIO JIM 3TO HA KA4eCcTBO MPOMEXYTOuyHOW mnponykimu u ADC,
MPOU3BEJCHHBIX C WCIOJIB30BAHMEM JAHHOTO OOOpYIOBAaHHUS IIOCHIE €ro

MOCJIETHEN YCIIEUTHON KATTMOPOBKH.
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5.4. KomMnploTepu3upoBaHHbIE CUCTEMBI

5.40. KoMIpI0TepU3HPOBAHHBIC CHUCTEMBI, OTHOCSIIHAECS K
HaJIeKAIEH MPON3BOJACTBEHHON MPaKTHKE, MOJIeKAT Baauaanuu. [ myouna
U MacmTad BadWAalliyd 3aBUCAT OT MHOT000pa3us, CIIOXHOCTH U
KPUTUYHOCTH MPUMEHEHUSI KOMITbIOTEPU3UPOBAHHBIX CUCTEM.

5.41. Hamnexane — kBamuduKalldsg  MOHTaXa W KBaAUKaims
(bYHKIIMOHUPOBAHHUSI JIOJKHBI POJIEMOHCTPUPOBATH HPUTOTHOCTh
KOMIBIOTEPHOTO ~ OOOpPYIOBaHMS ©  TIPOTPAMMHOTO  OOECIICUEHUS IS
BBITTOJTHEHMSI TTOCTABJICHHBIX 3a/1a4.

5.42. TlocTaBisieMoe Ha PBIHOK IPOTrPaMMHOE OOECIIEYeHHE, KOTOPOE
ObUIO KBATH(PHUIIMPOBAHO, HE TPeOYyeT MPOBEIECHUS UCTIBITAHUI TOTO K€ YPOBHSI.
Ecnu cymectByromias cucreMa He Mpolilia BAIMJAIMIO BO BpEMsI YCTaHOBKH,
OpU  HAIMYAH  COOTBETCTBYIOIIECH JOKyMEHTAllMd MOXXHO  IPOBECTHU
PETPOCTIEKTHUBHYIO BAJTUIAIINIO.

5.43. Heo6xoaumo, 9TOObI KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI UMEIU
JIOCTaTOYHBIHI YPOBEHb KOHTPOJIS LTSI peI0TBpaLEHUS
HECAHKIIMOHUPOBAHHOTO JIOCTyNa K JaHHBIM WJIM HW3MEHEHUs JaHHBIX.
Heobxoaumo mpemycMOTpeTh MEphI IO TPEAOTBPAEHNI0 HETOCTATOYHOCTH
JAHHBIX (HAmpUMeEp, B CBA3M C OTCYTCTBHEM pETUCTpAIlUU JaHHBIX
BCIEACTBUME  OTKIIOYEHHS  cucTembl). JlokHa ~ perucTpupoBaThCs
uH(dOopMaIKs O JIFOOBIX U3MEHEHUSAX JAHHBIX, O TIOCIEHEM BBOJIE JAHHBIX, O
TOM, K€M U KOTJ]a OHU ObUIH CJI€TIaHBI.

5.44. HeoO6x01MMO MMETh MUCHMEHHBIE MPOUEAYPhl MO SKCIUTyaTalluu
U TEXHUYECKOMY OOCITY>KHBAHHUIO KOMITBIOTEPU3HUPOBAHHBIX CUCTEM.

5.45. Ecnu KpUTHMYECKUE JIaHHbIE BBOJSTCS BpPYYHYIO, CIEAyeT
IPEAYCMOTPETH JIOMOJHUTENIbHYIO TPOBEPKY TOYHOCTH MX BBeAeHUS. Takyro

IMPOBCPKY MOIKCT BbLITIOJIHUTD BTOpOI>’I orcpaTrop uin caMma CUCTCMa.
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5.46. COoun B paboTe KOMITBIOTEPHU3UPOBAHHBIX CHUCTEM, KOTOPHIE MOTYT
MOBIMATh HA  KA4eCTBO  IMPOMEXYTOUHOM  mpomykumu wmm  ADC,
Ha JIOCTOBEPHOCTH 3alUCEN WX Pe3YJIETaTOB UCIBITAHUM, CIEAYET OPOPMIISIT
JIOKYMEHTAJILHO U PACCIIeI0BATh.

5.47. VI3MeHeHHsT B KOMIIBIOTEPU3MPOBAHHBIX CHCTEMax HE0OXOIUMO
OCYILIECTBIIATh B COOTBETCTBMU C TPOLEAypaMd BHECEHUS W3MEHEHUI,
o(UIMaNTbHO UX CAaHKIIMOHUPOBATh, OPOPMIISITH TOKYMEHTAJIBHO U TECTUPOBATb.
Crnemyer COXpaHATh 3allMCHM BCEX W3MEHEHWM, BKJIOYas MOIU(DUKALUIO U
YCOBEPIIICHCTBOBAHUE  KOMITBIOTEPHOTO  OOOpYAOBaHUS,  MPOrPaMMHOIO
oOecrieueHusT M JPYTUX KPUTHUECKUX KOMIIOHEHTOB CHUCTEMBI. OTH 3allCh
JOJDKHBI  OBITH  JJOKA3aT€NIbCTBOM TOTO, YTO CHUCTEMa MOJIEPKUBACTCS B
BIMMPOBAHHOM COCTOSTHUH.

5.48. Ecnu cOoil wiM TOJOMKA CHCTEMBI MPUBOASAT K IMOCTOSHHOW
NoTEepe  3amuceld, cleayeT MOpeayCMOTPEeTb CHUCTEMY  PE3EpPBHOIO
KonupoBaHus uHpopmanuu. Bo Bcex KOMMBIOTEPU3UPOBAHHBIX CHUCTEMAaX
JOJDKHBI  OBITh  TIPEIYCMOTPEHBI CPEACTBA, OOECMEUYUBAIOIINE 3aAIIUTY
JAHHBIX.

5.49. B nomonHeHWe K KOMIBIOTEPHOW CHUCTEME JTOMYCKAeTCs 3aIicCh

JAHHBIX U JPYTUM CIIOCOOOM.

6. JlokymeHTaIus 1 3armicu

6.1. CucrteMa TOKyMEHTAIIUM U CHeUPUKAITIN

6.10. Bce 10oKyMeHTBHI, HUMEIOIIUE OTHOLIEHWE K MPOU3BOJICTBY
MPOMEKXYTOUHON mpoaykuuu min ADC, ciaeayer cOoCTaBiATh, MPOBEPSTH,
YTBEPXKAaTh H PACHPOCTPAHITH B COOTBETCTBUM C NHCbMEHHBIMHU
npouenypamu. JlokyMeHTbl MOTYT OBITh OQOpPMIIEHBI KaK B MHUCHMEHHOM

BHUAC, TaK U B 3JICKTPOHHOM BHIC.
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6.11. Beinauy, nepecMoTp, 3aMEHy WM U3bITHE BCEH JHOKYyMEHTAIlUU
CIIEyeT KOHTPOJMPOBATh C COXpPAHEHHWEM CBEACHUN 00 UX MPEeIbIIyIIUX
BEPCHSIX.

6.12. Cnenyer opraHu3oBaTh CHUCTEMY XpaHEHHUS BCEX JIOKYMEHTOB
(HampuMmep, OTYETOB O pa3paboTKe, MacIITaOMpPOBAaHUHU, TMeperaye
TEXHOJIOTHH, BaJMIAlMKM TPOIEcca, 3amuceil oO0ydeHHUs U MPOU3BOJICTBA,
JOKYMEHTOB IO KOHTPOJIIO M 3amucei peanusaruu). HeoOxoaumo ykazatb
CPOKH XpaHEHHUS dTUX JOKYMEHTOB.

6.13. Bce 3amucu npou3BOACTBa, KOHTPOJIA U PACHPEEICHUS CIEAyeT
XpaHUTh HE MeHee | roja mocie UCTeYeHus: CpoKa TOJTHOCTH CEpUU. 3alllCH,
coJiepKalire JaHHble MOBTOPHBIX UcnbiTaHuii ADC, ciaeayer cOXpaHsaTh He
MeHee 3 JIeT MocIie MOJHOM peanu3aiiu CEpUH.

6.14. 3anucu crieayeT BBHINIOJIHITH HECMBIBAEMBIMH YCPHWJIAMH B
CHELHATIbHO TMPEIYCMOTPEHHBIX [IJII 3TOr0 MecTax cpa3y Ke TIOcCTe
BBIMIOJIHEHMST  omepauuil. Jluio, caenaBinee 3amuch, JOJDKHO — OBITh
o0o3HaueHo. HcmpaBineHus B 3amucsAX AOJKHBI ObITh JTaTUPOBAHBI U
NOAMKUCaHbl W HE JOJDKHBI MPENATCTBOBaTH MPOYTEHUIO 3alHlCH B €€
NIEPBOHAYAIBHOM BHJIE.

6.15. B Teuenue mepmona XpaHEHWS OPUTHHAIBI 3aMHMCEH WM HX
KOMUU  JIOJDKHBI  OBITh  JIETKOJOCTYIHBI ~ HA  OPEANPUITHH,  TJIe
OCYUIECTBIISIIUCH, ~ pabOThI, OMUCaHHbIE B  3TUX 3anucsax. Ecmoum
oOecreunBaeTcsi OBICTPOE MOJYyUYECHHE 3amuced C MOMOIIBIO AJIEKTPOHHBIX
WIH JIPYTUX CPEACTB, JIOMYCKAeTCsl HMCMIOJIb30BaHUE APYIMX MECT I UX
XpaHCHHUS.

6.16. Cnierudukanuy, WHCTPYKIIMU, MPOLEAYPhl W 3alUCH MOXHO
XpaHuTh MO0 B OpUTHHAJNe, TUOO B BHUAE Komuil (Hampumep, (poTtokomnuwu,
MUKPODHUIBMBI, MHUKpPOQUIIM WIK JAp.). Eciu HCHOIb30BaINCh METOMAbI

YMEHBIIIEHUSI OpUTHHANA (HaIpuUMep, MUKPOPUILMUPOBAHUE, DJICKTPOHHBIE
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3alliCH),  HEOOXOJUMO  HMMETh  COOTBETCTBYIOIIEE  CUYHUTHIBAIOIIEE
0o00Opyi0BaHUE, a TAKKE CPEACTBA JIJIsi U3TOTOBJICHUS MTEYATHBIX KOTIHIA.

6.17. HeoOxomumo  paspabotatb u  O0QOPMHUTH  JIOKyMEHTAIHHO
cnelM@uKaliii  Ha  HWCXOIHOE  ChIPhE, MPOMEKYTOUHYIO  MPOAYKIIHUIO
(mpu nHeoOxomumoctn), ADC u Marepuanbl AJii MapKUPOBKU U YIMAKOBKH.
JIOMOTHUTENBHO MOTYT MOHAI0OUTHCS CHelM(UKAMU HA HEKOTOPbIE JpPYyTHE
Marepuaibl, TaKue KaK BCIIOMOTATeNbHbIE Marepuasbl, MPOKIAIKA UIN APYTHE
Marepuabl, HCIOIb3yeMbIe B XO/I€ TPOM3BOACTBA MPOMEKYTOUHON TPOTYKIHN
wii ADC, koTopble MOTryT OBITh KPUTHYECKUMHU HJisi KadecTBa. Clemyer
YCTaHOBUTh U O(OPMUTH JTOKYMEHTALHO KPUTEPUHU MPUEMIIEMOCTH IS
KOHTPOJISI B IIPOLIECCE MPOU3BOJICTBA.

6.18. Ecnu ucnonb3yroTcs 2IeKTPOHHbBIE MONKUCH Ha JOKYMEHTaX, OHU

JOJKHBI OBITh UICHTU(PUIIMPOBAHBI U 3AIUIICHBI.

6.2. 3anucu 00 OYUCTKE U UCTIOIB30BAaHUN 000PYI0BAHUS

6.20. B 3amucax o0 MCHOIB30BaHWHM, OYHCTKE, CAaHUTApHOM 0OpadOTKe
U (WIM) cTepuiIM3alii, a TaKKe O TEXHUYECKOM OOCITYXKMUBAaHUM OCHOBHOTO
00OpyIOBaHMs JOJKHBI OBITH YKa3aHbI: jara, Bpems (IIpu HEOOXOIUMOCTH),
HAaMEHOBAHUE TPOIYKIIMHA, HOMEpP KaXJIOW CEpUU MPOU3BEICHHOW HA ITOM
000pyI0BaHNH TPOAYKIIUY, & TaK)Ke HAMMEHOBAHHUE JIMIIA, KOTOPOE MPOBOIUIIO
OYHCTKY M TEXHUYECKOE O0CITy>KHBaHKE.

6.21. He TtpeOyercs cocraBieHHE OTHIEIBHBIX 3amuceil 00 OuucTKe U
UCTIOJIb30BaHUN 000PYAOBaHMS B CIIydae, €CJIM OHO CHElUaIbHO MPEAHA3HAYEHO
JUI TIPOM3BOJCTBA OJHOTO HAWMEHOBAHHS TMPOMEKYTOUYHOTO TPOMYKTA HIIH
ADC, u cepum 31010 NPOMEKYTOUHOro npoaykra wm ADC mpousBomATcsa B
MPOCIICKUBAEMON MOCIIENOBATEILHOCTU. B cityyae ncnonb30BaHUs ClICUAILHO

MpeaAHa3HAYCHHOIO 060py,Z[0BaHI/I}I 3alliCH O €TI0 O4YHCTKC, TCXHHNYCCKOM
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O6CJ'IY)KI/IBaHI/II/I N OKCILTyaralu MOTYT OBITH YAaCTBIO H0ChC Ha CCPUIO HIIN

OTACIIbHBIM JOKYMCHTOM.

6.3. 3amucu Ha UCXOAHOE CHIPhE, MPOMEKYTOUHBIE MPOIYKThI, MATEPUAITBI
IUISI MAPKUPOBKU U yrTakoBKU ADC

6.30. HeoOxomumMo  BecTH  3amucH  HAa  HMCXOJHOE  CBIPHBE,
IPOMEXKYTOUHBIE TPOAYKTHI, MAaTEPUAIIBI JIJI1 MAPKUPOBKHU U yakoBKU ADC,
coJiepKaIiue cleyIolre JaHHbIE:

HAaMCHOBAHWE TIPOUZBOAUTENS, WICHTHUPUKANUSI ¥ KOJIHMYECTBO
KOKION TMOCTaBKA KaXIOM CEpUU HMCXOTHOTO CBIPhS, ITPOMEKYTOUHOU
MPOIYKIIMH WM MaTePUAJIOB T MAPKUPOBKHU MK yrakoBku ADC;

HAaUMEHOBAaHME  TMIOCTAaBIIMKAa, KOHTPOJIbHBIA  HOMeEp  (HOMepa)
NoCTaBUIMKA (TIPY HAJUYUHU) WU JPYyrod HACHTU(PUKAIIMOHHBIM HOMED,
HOMED, MPUCBOCHHBIN TIPU TIPUEMKE, U JaTa MPUEMKU;

pe3ynbTaThl BCEX TIPOBEICHHBIX WCHBITAHUN WM TIPOBEPOK W
C/IeJIaHHbIC HA X OCHOBAHWH BBIBOIHI;

3aMKCcH, B KOTOPBIX MPOCIEKUBAETCS UCIIOIB30BAHUE UCXOTHOTO CHIPbS
U MaTepHUaJoB;

JTOKYMEHTAIMS TI0 OIICHKE U MPOBEPKE MATEPUAIOB ISl MADKUPOBKHU U
ynakoBku A®C, moxarBep)Karomas —COOTBETCTBHE  YCTAaHOBIICHHBIM
crienuUKaIUsIM;

OKOHYATEJIbHOE PEIICHHE OTHOCUTEIBHO OTKJIOHEHHOIO HCXOJHOIO
CBIPbS, MPOMEXKYTOUHOU MPOAYKIHUHM WM MaTepuajoB Il MapKUPOBKH U
ynakoBku ADC.

6.31. CnienyeT XpaHWUTh YTBEPXKACHHBIC OOpA3Ibl OSTUKETOK IS

CpaBHCHHA C HUMHU BBIITYCKACMbIX 9THKCTOK.
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6.4. OCHOBHBIC TEXHOJIOTHYECKHUE HHCTPYKIHHN

6.40. JIns obecriedyeHUus OJHOPOJHOCTH TPOAYKTAa OT CEPUU K CEpUU
HEO00XO0JIMMO, Pa3pabOTaTh OCHOBHBIE TEXHOJIOTMYECKHWE WHCTPYKIUU IS
KOKJI0ro BHAa MpoMexyTouHol mpoaykuuu u ADC, noanucaHHble U
JTaTUPOBAHHBIE OJHUM JIMIIOM, a TaKXXe HE3aBUCUMO TIPOBEPEHHBIE
MOANMCAHHBIC U TATUPOBAHHBIE JIMIIOM U3 OTJIeJla KauecTBa.

6.41. OcHOBHBIE TEXHOJOTHYECKUE WHCTPYKIIUU JTOJDKHBI BKIIOYAThH B
ceost:

HANMEHOBAHHE BBITYCKAEMOW MPOMEXKYTOUHOM mpoaykuuu mwim ADC
U CTaAuu TEXHOJIOTHYECKOrO TMpoliecca, a TakxkKe, eCld IPUMEHHMO,
COOTBETCTBYIOITUN KOJI JIOKYMEHTA;

MOJTHBIM MEPEeUYeHb UCXOJHOTO CHIPhS U MPOMEKYTOUHOU MPOAYKIIUH C
yKa3aHHEM HAaUMEHOBAHUW WJIU KOJOB, JOCTATOYHO CHENU(UUHBIX JJIS TOTO,
YTOObI MOXXHO OBLIO MPOBECTH HJACHTU(PHUKAIIMIO U ONPEACIUTH JI0OBIC
CIieliMajJbHbIC TOKA3aTEeIN KaueCTBa,;

TOYHOE YKa3aHHE KOJIMYECTBA UJIM COOTHOIIICHUE KaXKJI0TO HAMMEHOBAHMSI
HCIOJIb3YEMOTO CBHIPhSI WJTM TIPOMEKYTOUHON MPOIYKIUU C YKa3aHUEM €IHHHII
u3MepeHus. Ecii Takoe KOJIMYeCTBO HE SBISETCS (PUKCUPOBAHHBIM, TO
HEOOXOMMO TMPUBECTH pacueT IS KaXIOro pa3Mepa CEepuu WIM pPexuMa
TEXHOJIOTHYECKoro mpotecca. ClieayeT MPUBECTH OTKIOHEHUS OT YKa3aHHBIX
KOJIMYECTB, €CJIM OHU 0OOCHOBAHBI;

MECTO OCYIIECTBJICHHSI TEXHOJOTUYECKOTO TMpollecca M OCHOBHOE
TEXHOJOTUYECKOE 000PYAOBaHKE, KOTOPOE MIPU ATOM UCIOIB3YETCS;

MOJPOOHBIE  TEXHOJOTMYECKHWE  ACHCTBHUS, B  TOM  YHCIE
MOCJIEA0BATEIbHOCTh, KOTOPYIO HEOOXOJIUMO COOJ0/IaTh, U UCIOJIb3yEMbIE
JMaIa3oHbl IapaMeTpoB Mpoliecca;

yKa3aHHus 1o OoTOOpYy MpoO M KOHTPOJIO B IMPOIECCE MPOU3BOJICTBA C

yKa3aHHEM KPUTEPHUEB IPUEMIIEMOCTH (ITPH HEOOXOIUMOCTH);
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npeenbHbIe CPOKH 3aBEPIICHHUS OTJETBHBIX cTaui
TEXHOJOTHYECKOro mporecca © (WiIM) Tmporecca B 1meiloMm  (mpu
HEOOXOAUMOCTH);

OKHJIaeMbI€ JUAINa30Hbl BBIXOJd MPOIYKIIMM HAa COOTBETCTBYIOIIMX
CTaJIUSAX TPOIECCca WM B OTIPEICIICHHOE BPEMSI;

0ocoOble yKazaHWsI W MeEpbl MPEIOCTOPOKHOCTH, KOTOPBIE CIIEIYeT
COOMIONaTh, WJIM COOTBETCTBYIOIIME TIEPEKPECTHBIE CCHUIKM Ha HUX (TpU
HEOOXOIUMOCTH);

yKa3aHUs M0 XPaHEHUIO MpoMexyTouHor mpoxykuuu wim ADC s
o0ecreueHnsI UX MPUTOTHOCTH K MCIIOJIh30BAHUIO, BKIIIOUAS MATEPHAIBI IS
MapKUPOBKHU M YIIAKOBKH, a TaK)K€ O0COOBIE YCIOBHsI XpaHEHHS C YKa3aHUEM

CpokoB (IIp1 HEOOXOIUMOCTH).

6.5. 3amucu Mo Mpou3BOJACTBY M KOHTPOJIIO Ka4eCTBA CEPUHU
(10CBhe Ha cepulo)

6.50. s kaxkmoro mpomexxyTodHoro mpoaykra U ADC momkHbI OBITH
MOJATOTOBJIEHBI 3aMMCU MO MPOU3BOJACTBY M KOHTPOJIIO KauyecTBa, KOTOPHIC
MOTYT OBITb COOpaHBI B JIOChE Ha CEpPUI0, BKIIOUAIOIIee B ceOsl MOJHYIO
uHPOpMaIMi0 O TMPOU3BOACTBE U KOHTPOJIE KadecTBA KaxJ0ll Cepuu.
Bhecenue 3amuceil Mo mpoOU3BOJCTBY CEPUHM OCYIIECTBIAETCS MO (Popme,
KOTOpasi JIOJKHA COOTBETCTBOBaTh TEXHOJIOTMYECKOW HWHCTPYKIMU U
ABIATHCS aKkTyalnbHOM Bepcuen. Ecnm ykazannas Qopma cocrtaBieHa Ha
OCHOBaHMHM OT/AEJIbBHOW YacTU TEXHOJOTUYECKOW MHCTPYKIMH, TaKoh
JOKYMEHT JOJDKEH COJEPKaTh CChUIKY Ha MCHOJb3yeMYIO JEHCTBYIOIIYIO
TEXHOJOTUYECKYIO0 UHCTPYKIIHUIO.

6.51. ®opmbl anA  3amuced  JAOMKHBI OBITH TPOHYMEPOBAHBI  C
yKa3aHUEM KOHKPETHOI'O0 HOMEpa CepUU WIHM UIECHTU(PHUKAIMOHHOTO HOMEDA,

JAaTUPOBAHBI U IMOAIHMCAHBI IIPHU BbIAAYC. HpI/I HCIIPCPBIBHOM IIPOU3BOACTBC
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KOJ TMpOAYKIIMH, a TaKXke JaTra MU BpeMs BBIIMYCKAa MOTYT CIIYXHUTb
OJTHO3HAYHBIMUA HWACHTU(PUKATOPAMH JO TIPUCBOCHUS OKOHYATEIHLHOTO
HOMEpA CEpPUHU.

6.52. B 3ammcsax mo mpow3BOACTBY W KOHTPOJIO KadecTBa (JOChe Ha
CEpUI0) MPOAYKIMU TMOCIE 3aBEPIICHUS KaXKI0M BaKHOM TEXHOJIOTHYECKOMN
CTaJINM CIIETyEeT YKa3bIBATh CIEIYIOUIUE CBEICHUS:

nara v Bpems (Mpu HeoOXOIUMOCTH);

OCHOBHOE UCIOJIb3yeMOe 000py0BaHUE (HAPUMED, PEAKTOPHI, CYIIUIIKH,
MEJBHULIBI U Jp.);

cneuuduyeckas WACHTUDUKAIMS KaxJA0M cepud, BKJIIOYas Maccy,
CIUHUIIBI K3MEPEHHUs, HOMEpa CEpPUil HCXOIHOTO ChIPbs, IMPOMEKYTOUHOU
NPOAYKIIMA WIM JIIOOBIX MAaTepUalIOB, MPOMIECANIMX MOBTOPHYIO 0OpadOTKY B
XOJI€ TTPOU3BOJICTBA;

3apEeTUCTPUPOBAHHBIC dakTHUecKue  pe3yJIsTarhl KPUTHIECKIX
napaMeTpoB IPoIIEcca;

JTAHHBIE O JIFOOBIX TIPOBEICHHBIX 0TOOpax Mpoo;

TO/INKCH JIMLI, BHITOJHSIBIIMX KKIYIO KPUTHUECKYIO CTaIuI0 TIpU padoTe,
a Tak)Ke OCYIIECTBIISIBIINX HEMOCPEICTBEHHBIN HAI30D WA TIPOBEPKY;

pe3yJIbTaThl HCIIBITAHWN B TIPOIECCE TMPOM3BOICTBA M J1A0OPATOPHBIX
HCIIBITAHUI;

(hakTHUUYECKUI BBIXO Ha COOTBETCTBYIOIIMX CTAIUIX WM B OMPENIEIEHHOE
BpeMSI;

OIMCAHWE YITAKOBKA W MAPKUPOBKH IS IIPOMEKYTOTHOW TPOTYKIINN WJIH
ADC;

obpazent atukeTku s AOC wim npoMeKyTOUHOW TPOTYKIMH, €CITH OHU

IMPONU3BCACHBI IJIA IIPOAAKH,
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aro00e  3aMEYEHHOE OTKJIIOHEHHWE, €ro OleHKa, wuHpopMalus o
MPOBEJCHHOM pacclieioBaHUM (TIpU HEOOXOIMMOCTH) WM CChUJIKA Ha TaKOe
paccienoBaHue, €CIIM COOTBETCTBYIOIIHNE TOKYMEHTBI XPAHATCS OTAEIBHO;

Pe3yJILTaThl KOHTPOJIS TIPH BBIIa4e pa3pelieH sl Ha BBITYCK.

6.53. lomkHbl OBITH pa3pabOTaHbl MHUCHMEHHBIE MPOLEAYPhI, KOTOPHIC
HEOOXOMMMO COOJIONATh MPU PACCISIOBAHUN KPUTHUYECKUX OTKJIOHCHWH WITH
IpU  HECOOTBETCTBUU CEpUH TPOMEKYTOUHOW mponykumu wim ADPC wux
crierdukaiysM. Takoe paccienoBaHue JOMKHO pacipoCTPaHITHCS U HA APYTHE
cepum, K KOTOPHIM MOIJTIM ObI UMETh OTHOIIICHUE JTaHHBIC HECOOTBETCTBUS WU

OTKJIOHCHHMUAI.

6.6. 3anucu 1a60PaTOPHOTO KOHTPOJIS

6.60. 3anucu 1a60PATOPHOTO KOHTPOJISI JOJKHBI BKJIIOUaTh B ceOs
MOJIHYI0 HH(POPMAITHIO, TTIOTYYEHHYIO B X0OJI€ BCEX MCIBITAHUMN, TPOBEACHHBIX
JUTST TIOATBEP)KIICHUSI COOTBETCTBUS YCTAHOBJCHHBIM CIEIH(PUKANMAM U
CTaHJapTaM, BKJIIOYas HWCCICIOBAHUS W KOJIMYECTBEHHBIC OIpEIeICHUS,
B TOM YHCJIE:

onucaHue oO0pa3lloB, IMOJYYEHHBIX JUIsl TPOBEJICHUS HCIBITAHUA,
BKJIFOYAsl HA3BAHHWE WCXOJHOTO CHIPhSl WM WCTOYHHWKA, HOMEpP CEpPUHU WU
Jpyro XapakTepHBIM KOJ, jJaTra oTOopa NpoObl, KOJWYECTBO 0O0Opasla,
MPEJICTAaBJICHHOTO [IJIS MPOBEICHUS MCHbITaHUN (IIpU HEOOXOJAMMOCTH),
U JlaTa €ro MoJy4YeHUs;

OMHCaHUE KaXKJ0TO UCIOIb3YEMOT0 METO/Ia UCIIBITAHUHN WJIM CChUIIKA Ha
TaKON METOJ;

yKa3aHHe MacChl 0Opas3la WiIM JPyTUX eIUHUIl WU3MEPEHUsS sl
oOpasia, HWCMOJIb3yeMOTo Il KaXJOTO HCIBITAaHUS, B COOTBETCTBUU C

OIMIMCAHHBIM  MCTOAOM, JaHHBIC O IPUTOTOBJIICHHMH W  HCIBITAHUN



133

CTaHIApPTHBIX 00pasloB, PEAKTUBOB M CTAHJAPTHBIX PACTBOPOB WJIM
COOTBETCTBYIOIIHE ITEPEKPECTHBIC CCHIIKH;

3alUCH BCEX MCXOAHBIX JAHHBIX, IOJIy9aeMbIX B XOJ€ Ka)JI0ro
UCIBITAHUSA, B JONOJHEHHWE K TpadukaMm, TaOJIUIaM U CIEKTpaM,
IOJIyYE€HHBIM C IIOMOIIBIO JJA0OPATOPHBIX MPHUOOPOB, HAAIEKAIIUM 00pa3oM
UACHTH(PUIIUIPOBAHHBIC i1 KOHKPETHOTO BEIIECTBA U CEPUH, MOJABEPracMbIX
UCIIBITAHUIO;

3allMCH BCEX pAaCyeTOB, BBIINOJHEHHBIX B CBS3M C IPOBEICHHUEM
UCIbITAHUSA, BKJIIOYAs, HAIpUMEp, CIWHHIBI H3MEpPEHUs, KO3(P(HUIIMCHTHI
nepecueTa ¥ (pakTopbl SIKBUBAJICHTHOCTH;

pe3yNIbTaThl HUCHBITAHMA W HMX COOTBETCTBUE YCTAaHOBJICHHBIM
KPUTEPHSIM MIPUEMIIEMOCTH;

MOJAMKCH JINIIA, ITPOBOJMBIIETO KaXkKJI0€ UCIBITAHUE, U AaTa (JaThl) €ro
IIPOBCICHUS;

JaTa M MOJIIUCh BTOPOIO JIMIlA, CBHACTEILCTBYIOIIAS, YTO OPUTHHAIIBI
3anmuceld  OBLIM  TPOBEPEHBI B OTHOLICHHHM TOYHOCTH, IIOJHOTBHI U
COOTBETCTBHUS YCTAHOBICHHBIM CTaHIAPTAaM.

6.61. CnemyeT Tak)Ke BECTH IMOJTHBIC 3AMMCH C YKa3aHUEM:

JHOOBIX U3MECHEHUH YCTaHOBJICHHBIX aHATMTUYCCKUX METO/IHK;

HNEPUOAUYECKOW  KanMOpOBKHM  JTabopaTOpHOro  00OpyAOBaHHS,
anmnapaToB, CPEJACTB U3MEPCHUI M PETHCTPUPYIOIINUX YCTPOUCTB;

Bcex ucciaenoannii A®C Ha cTaOUIBHOCTE;

paccie0BaHus OTKJIOHEHUW  pPE3yIbTaTOB VCIIBITAaHUN oT

crienuuKaIiin.
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6.7. O630p 3amucelt Mo MPOU3BOACTBY U KOHTPOJIIO KaueCTBa CEpUU
(Toche Ha ceputo)

6.70. Ina ompeneneHrsi COOTBETCTBUS MPOMEXKYTOUHOW MPOAYKIIUH WU
A®C ycTaHOBIIEHHBIM ClieM(DUKALMAM MEPE]T BbIIaueld pa3pelieHus: Ha BBITYCK
CepuM WM TIepel €€ peanu3alueld Ccleayer pa3padoTarh NHCbMEHHbBIE
NpOLEAYphl, KOTOPHIM HEOOXOAMMO CIEAOBarh MpU 0030pe M YTBEP)KICHUU
3anuceid MO TPOM3BOACTBY W JIAOOPATOPHOMY KOHTPOIIO CEpUi, BKIIIOYas
YIAaKOBKY U MapKUPOBKY.

6.71. 3amucu 1o MPOU3BOCTBY U JTAOOPATOPHOMY KOHTPOITIO KPUTHUECKUX
CTaJMil Mpouecca MoJyIekar MPOBEPKE U MOATBEPKACHUIO OTAEIOM (OTAEIaMH)
KauecTBa Tepe] BbIayeil paspellieHHsl Ha BBITYCK WM Tepel peaiu3aruen
kaxaoi cepun ADC. 3amucu 1Mo MpPOU3BOACTBY U JIAOOPATOPHOMY KOHTPOITIO
JUIs ~ HEKPpUTHUYECKMX  CTaJuil  mpoiecca MOTYyT  ObITh  IPOBEPEHBI
KBAJTM(UITUPOBAHHBIM TIE€PCOHATIOM TPOU3BOJCTBEHHOIO OTJIENa WM JPYTUX
MOJIPA3JICNICHN A B COOTBETCTBUU C MPOILIEAYpPaMH, YTBEP>KICHHBIMU OTJIEIIOM
(oTHenamm) KauyecTna.

6.72. Bce OTKJIOHEHMS, OTYETHI O PACCIENOBAHUSIX M OTKJIOHEHHUSX
pe3yabTaTOB OT CHEUU(PUKALMI CIeqyeT OLEHHWBaTh B Ipoliecce 0030pa
3amucei Mo MPOU3BOJICTBY M KOHTPOIIO CEpUM (JIOChE HA CEpHUI0) Tepes
BbIJIJaYE pa3peIlIeHUs] Ha BBIITYCK ATON CEpPUMU.

6.73. Otaen (oTaenbl) KauecTBa MOXKET IMepeaBarb MPOU3BOIACTBEHHOMY
OT/ENy OO0SI3aHHOCTU U TIOJTHOMOYMSI B OTHOIICHMM BBIJAYM pa3pelieHus Ha
UCMOJIb30BAHKE MPOMEXKYTOUHON MPOIYKIMH, 32 UCKIIOYEHHEM TeX CIIy4aesB,
KOTJIa IPOAYKIIMS MpeqHa3HaueHa JUIsl MOCTaBKU 3a Ipeeibl chepbl KOHTPOIS

IIPOU3BOINUTCILA.
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7. Pabora ¢ maTepuaiamu
7.1. O61uii KOHTPOJIb

7.10. Jomkuabl OBITh TPHUHATHI B (GOpME NHCHMEHHOTO JOKyMEHTa
NPOLEAYPhl, OMNHUCHIBAIOIINE MPUEMKY, HWJACHTU(PUKAINIO, TOMEIICHUE B
KapaHTUH, XpaHEHWe, oOpalieHue, OTOOp NpoO, MPOBEACHHE WCIBITAHUH,
a TaKk)ke 07100peHue WM OTKJIOHEHUE MaTepUaoB.

7.11. IlpousBoautenn TpPOMEXKyTOUHOU mpoaykiuu u (uam) ADC
JIOJKHBI UMETh CUCTEMY OIIEHKH IMOCTABIIMKOB MAaTE€pUANIOB, KPUTUUECKUX
JIJIs1 KaueCTBa.

7.12. TlocTtaBka MaTepHAIOB JOJDKHA OCYIIECTBIATHCS MOCTABIIUKAMH,
YTBEPKIACHHBIMH OTAEJOM (OTJeJaMu) KadyecTBa, B COOTBETCTBUU C
COTJIaCOBAaHHBIMU CHIEIU(DUKALIASIMH.

7.13. Ecnmu moCTaBmMMK KPUTHYECKUX 11 KAadeCcTBa MaTEPHAIOB HE
SIBJISIETCSI €0  MPOU3BOJUTENEM, TO MPOU3BOJUTEIL TMPOMEKYTOUYHOMN
npoaykiuu U (win) AD@C nomkeH 3HAaTh Ha3BaHUE U aPEC MPOU3BOIUTEIIS
ITUX MAaTEpUAJIOB.

7.14. 3aMeHy TOCTaBIIMKA KPUTHMYECKUX JUIsI KayecTBa MarepuasioB

CJIEAYET MPOBOIUTH B COOTBETCTBUU C pazziesioM 13 HacTosiiel 4acTu.

7.2. llpuemka 1 KapaHTHH

7.20.Ilpn monmydeHWM W TIepel TPUEMKOW KaXKIblii KOHTEHHEp ¢
MarepuajaMd WM TPYINIy KOHTEHHEpOB OOCIIEAYIOT BH3yaJbHO Ha
NPaBUIIBHOCTh MAPKUPOBKH (BKJIFOYAsi COOTBETCTBUE HA3BAHUS, HCIIOIB3yEMOTO
MOCTaBIIMKOM C Ha3BaHHWEM, HCIIOJIb3yeMbIM 3aKa3dMKOM, €CIId OHH
OTVIMYAIOTCS) W HAJIMYUE TOBPEKIACHUN KOHTEWHEpa, TUIOMO, CBHIIETEIIHCTB

IIOCTOPOHHEIO BMCIIATCIILCTBA MJIM KOHTAMHHAILIWU. MaTepHanH CJICAYCT
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colepKaTh B KapaHTHHE J0 oTOopa MpoO, MPOBEPKU WIM TPOBEACHUS
VICIIBITAHW U TIOJTYYEHUS PA3pPEUICHUs HA UX UCITOJIb30BaHUE.

7.21. lo cMemuvBaHHUS IOCTYNUBIINX MAaTEPUATIOB C WMEIOIIUMHUCS
3anmacaMu (HampuMep, pACTBOPUTEISIMU WM 3alacaMd B HAKOMUTEIbHBIX
OyHKepax) ux cieayer 0003HaUUTh KaK COOTBETCTBYIOIIME TPEOOBAHMIM K
3TUM  MarepuanaM, [MpOIIEAIINEe HEOOXOJUMbIE HCIHbITaHUA  (eclu
OpUMEHMMO) M pa3pelieHHble Juisl  ucnojib3oBaHus. HeoOxomumo
pa3paboTarh MpOUEAYypPhl IO MNPEAOTBPAIICHUIO ONIMOOYHON BBITPY3KHU
MOCTYNUBIINX MAaTEPUAIOB B UMEIOIIUICS 3amac.

7.22. Cnenyet UCKJTFOUUTh BO3MOKHOCTb NepeKPECTHOM
KOHTaMHWHAIIMU MTOCTaBKHU AHTPO, ECJIU OHA OCYIIECTBIAETCS B EMKOCTSX, HE
NpEAHA3HAYEHHBIX CIENUAIbHO I Hee. /[ moaTBEpKAEHUsI 3TOr0 MOTYT
UCIIOJIb30BaThCs OJTHO WM HECKOJIBKO CIIEIYIOMNX TOKA3aTEbCTB:

HAJIMYKUE JOKYMEHTA, MOATBEPKIAOIIETO OYUCTKY;

HaJu4yue JTOKYMEHTA C pe3yJbTaTaMH WCIBITAHUS HAa HAIUYHE CIIEIOB
IIPUMECEN;

ayJIUT NOCTaBIIUKA.

7.23. bonpiie eMKOCTH JJii XpaHEHUS U OOCTy)XHBAIOIIHE WX
TpyOONpPOBOJIbI, JIMHUM HAMNOJHEHUS W  Pa3rpy3Kd JOKHBI HMETh
COOTBETCTBYIOLLYI0 MAPKUPOBKY.

7.24. Kaxplii KOHTEHHEp WJIM TPYIIY KOHTEHWHEPOB C MaTepHaiaMu
(cepueit  MarepuanoB) cileAyeT HMACHTU(PUIUPOBATH C  MOMOIIbBIO
XapakTepHOTO KOJa, HOMEpAa CEPUUM WIM HOMEpPA, IPUCBOCHHOTO IpPH
MpUEMKE. OTOT HOMEp CIEAYEeT HCHOJb30BaTh IMPHU PETUCTPALUU
MECTOHAXOXKJIEHU Kaxaou cepun. JlomkHa ObITh crucTeMa UIACHTU(DUKAIUN

cTaTyca KaxJa0u CepuHu.
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7.3. OT60p npoO ¥ MIPOBEICHUE UCTTBITAHUN MaTEPUAJIOB,
NOCTYNUBIIMNX JIJIs1 TPOU3BOACTBA

7.30. JIms moaTBep KASHHUS TOJIUHHOCTH (MASHTH(UKAIINA) KaXKIOU
CepHUH MaTepHUaioB (3a UCKITIOYCHUEM MaTEepPHaJIOB, YKa3aHHBIX B TyHKTE /.32
HACTOAIEW YacTH) cleayeT MPOBECTH XOTA Obl OJIHO HUcIHbITaHue. Ecin
POU3BOJUTENH UMEET CUCTEMY OLIEHKH MOCTaBIIMKOB, BMECTO MPOBEICHUS
JPYTUX UCHBITAaHUN MOKHO HCIOJIb30BaTh CePTU(MUKAT aHAIU3a MPOLYKIUU
MTOCTaBIITUKA.

7.31. Iponieaypa yTBEp>KIACHUS TIOCTABIINKA JTOHKHA BKIIOYATh B ce0s
OIICHKY CIIOCOOHOCTH TMPOU3BOJUTENS MOCTOSHHO IMOCTAaBJISATh MaTepPHAbI,
COOTBETCTBYIOIIME crenudukanusM (Hampumep, JaHHbIE O KadyecTBE
OpeAbIIyIUX MOoCTaBok). [lpexae yem cokpatuth 0ObEM HUCIBITAaHUN MpU
BXOJHOM KOHTpOJIC, CJIEAYeT MPOBECTH IOJHBIA aHaIu3 KaK MHUHUMYM
3 cepuii. TeM He MeHee cieayeT NPOBOIWTH TIOJHBINM aHAW3 dYepe3
OTpe/ieJICHHbIE TIPOMEXKYTKH BPEMEHH W CpPAaBHUBATH €r0 Pe3yJbTaThl C
JAHHBIMU cepTU(UKATa aHajdu3a IMOCTaBIIMKa. JlOCTOBEpPHOCTh JaHHBIX
CepTU(PUKATOB aHAIINU3A CIIETYET PETYISIPHO IPOBEPSITH.

7.32. He TpeOyeTcst mpoBeieHne KOHTPOJIST TEXHOJIOTHIECKUX T00aBOK,
OITACHOTO WJIH BRICOKOTOKCHYHOTO CHIPBS, APYTUX CHEIUATBHBIX MAaTEPUATIOB
WM MaTepHuajoB, MepeaBaeMbIX B APYroe MoApa3aesieHne Mo KOHTPOJIEeM
3aKa3uuKa, P MPEJOCTABICHUH MPOU3BOIUTEIEM MPOAYKIIMU cepTuduKrara
aHanu3a, MOATBEPKIAIOIIIETO COOTBETCTBUE ITUX MaTepHaJioB
YCTAaHOBJIEHHBIM  TpeOoBaHuAM. WaeHTudukanuss dSTUX  MaTEpPUAIOB
MPOBOJIUTCS TyTEM BHU3YyAIbHOW TMPOBEPKH KOHTEHHEPOB, OSTHUKETOK U
perucTpanuy HoMepoB cepuil. OTCYTCTBHE KOHTPOJIS TaKUX MaTepHAIOB Ha
MeCTe MPOU3BO/JICTBA JIEKAPCTBEHHOTO CPEJICTBA JIOJXKHO ObITh 0OOCHOBAHO U

0 OpMJIIEHO TOKYMEHTAIIBHO.
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7.33. IIpoObl TOMKHBI OBITH PENPE3EHTATUBHBI JIJI1 CEPUU MaTEPHUAJIOB,
U3 KOTOpOW OHU OTOOpaHbl. B meToamkax oTOOpa mpoO MOJMKHBI OBITH
YCTaHOBJICHBI KOJIMYECTBO KOHTEHHEPOB, U3 KOTOPHIX HEOOXOIUMO OTOMPAThH
npoObl, YaCTh KOHTEWHEpa, OTKyJa OepeTcs mpoda, a TaKkKe KOJIMYECTBO
MaTepuaioB, KOTOPOE MOJDKHO OBITh OTOOpPAaHO U3 KaXXJIOro KOHTEWHepa.
Uucno koHTeHHEpOB sl oTOOpa Mpod W pasMmep MpoObl JTOKHBI OBITh
yKa3aHbl B IUIaHE OTOOpa MpoO, B KOTOPOM YUYUTHIBAETCA KPUTHUYHOCTH
MaTepHaIOB, N3MEHYMBOCTh CBOWCTB MaTEPHAIOB, MPEANIESCTBYIOMUNA OIBIT
paboTHI C TOCTABITUKOM B OTHOIIICHUH KAa4ECTBA, a TAK)Ke HEOOXOAMMOE ISl
aHaM3a KOJUYECTBO MaTEPHUAJIOB.

7.34. OT60p 11P06 HEOOXOAUMO MPOBOJUTH B OMPEICIICHHBIX MECTaX U
B COOTBETCTBUM  C  HUHCTPYKUUAMH,  TpeAHA3HAYEHHBIMU IS
IPEIOTBpAIEHNs KOHTAMUHAIIMNA OTOOpPaHHOM TIPOOKI U IPYTUX MaTEPHAIIOB.

7.35. KoHTeiHepBI, U3 KOTOPBIX OTOMPAIOT MPOOBI, CIETyET OTKPHIBATH
OCTOPOKHO W Tioclie oTOopa mpoObl HEMEIJIEHHO CHOBa 3aKpbiBaTh. Ux

clIelyeT MapKUPOBaTh ISl yKazaHus akta 0TOopa mpoOsI.

7.4. XpaHeHue

7.40. OOpammesne ¢ MarepuajaMd W WX XpaHEHUE CleayeT
OCYILIECTBJISITh TaKUM OOpa3oM, 4YTOOBI MPENOTBPATUTh HMX PA3JIOKEHHUE,
KOHTaMHHAITUIO U TIEPEKPECTHYIO KOHTAMUHAITHIO.

7.41. Matepuansl, Xpansmmecs B GuOpoBbIX 0apabaHax, MEIIKax WU
AlMKaX, HE CIeAyeT pa3MeliaTh Ha MOJy M pacrnojiaraTh TakuM 00pazoM,
9TOOBI J1aTh BO3MOXXHOCTh TPHU HEOOXOJMMOCTH TIPOBECTH OYHCTKY U
OCMOTP.

7.42. Martepuansl CcleIyeT XpaHUTh B TEUCHHE TEpHOJa U TpHU
YCIIOBUSIX, KOTOPBIE HE OKa3bIBAIOT HEOJIArompHUsITHOTO BO3JEUCTBUS Ha HMX

kadecTBo. Kak IIpaBUJIoO, H€O6XOI[I/IMO CJIICAUTD, YTOOBI MaTcpHualbl,
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NOCTYNHBIINE HAa XpaHEHHE IMEPBbIMU, OBLIM HCIOJIB30BaHbl B TIEPBYIO
ouepenb.

7.43. HexoTophle MaTepHalibl B COOTBETCTBYIOIMNUX KOHTEHHEPAX MOTYT
XpPaHUTBCS BHE TOMEIIEHUW TPU YCIOBUH, YTO HUIACHTUDUIMPYIOIINE
ATUKETKU OCTAIOTCS Pa300pyUMBBIMU, & KOHTEUHEpHI HaAJeXKalIMM 00pa3oM
OUHIIAIOTCS TePe]l BCKPHITUEM U UCTIOIB30BAHUEM.

7.44. OTKJIIOHEHHBIE MaTepHuaibl JOJDKHBI OBITh MPOMApKUPOBAHBI U
MOMEIIEHbl 0] KOHTPOJb B KAPAHTUH, YTOOBI MPEIOTBPATUTH UX

HCCAHKIITMOHHUPOBAHHOC UCITIOJIB30BAHUC B ITPOU3BOACTBC.

7.5. IloBTOpHAs OlLIEHKA

7.50.ITo mMepe HEOOXOAMMOCTHM MaTepualbl CclieayeT IoJBepraTh
MOBTOPHOM OIIEHKE MJII TOTO, YTOOBI OMPENeTUTh HMX MPUTOJHOCTH ISt
UCIIOJIB30BaHUs (HAmpuMep, IMOCie MPOJODKUTEIBHOTO XpaHEHHUS WIN

BO3JICHCTBUS TEIlJIa WJIM BJIAYKHOCTH).

8. TexHOTOTHYECKHUI MPOIIECC M KOHTPOJIb B IIPOIECCE MPOM3BOACTBA
8.1. TexHoMOrNYECKUE ONEpaIlun

8.10. UcxogHoe  chIpbe I8 TPOM3BOACTBA  ITPOMEKYTOUHOU
nponyknmn W A®C cremyer B3BemmMBaTH WM OTMEPUBATh B
COOTBETCTBYIOIIIUX  YCIIOBHUSX, HE OKa3bIBAIOIIMX BIUSAHUS Ha €ro
MPUTOJHOCTh JUIS WCIOJIb30BaHMS. Beckl W ycTpoicTBa ISl M3MEpEHUs
o0beMa JIOJKHBI HUMETh TOYHOCTh, MPUEMIIEMYIO IS MPEANOIaracMoro
HCITOJIb30BAHUS.

8.11. Ectm wmcxomHOe CBIphE MACHAT HA HECKOJBKO TOPIHUN IS
MOCJIEAYIOIIEr0 UCIOIB30BaHUS B TEXHOJIOTUUYECKUX OIepalusiX, KOHTeHHeD,
B KOTOPBIM IMOCTYIAET HCXOIHOE ChIPbE, MOJDKEH OBITh MPHUTOIHBIM IS

3TOr0 M €ro MapKHMpOBKa J0JKHA COACPKATh.
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Ha3BaHUE UCXOTHOTO CHIPhS M (MJIH) €ro KOJI;

HOMED, MPUCBOCHHBIN MTPU TPUEMKE, WU KOHTPOJIbHBIA HOMED;

Macca Ui 00beM UCXOTHOTO ChIPhS B HOBOM KOHTEHHEPE;

7aTa TPOBEICHHS TOBTOPHOW OIICHKA WJIM TIOBTOPHBIX HMCIBITAHHUMA
(Ipu HEOOXOIUMOCTH).

8.12. Cnenyer yCTaHOBUTH HAOJIONCHUE 32 KPUTHUECKUMH OIEpaIUsIMU
B3BEIIMBAHUSA, OTMEPUBAHUS WM DPA3ICICHUS MU YIOCTOBEPATH BBHIMOIHEHNE
ITUX omeparyii Ju00 OCYIIECTBISATh WX SKBUBAJICHTHBIM KOHTpONb. llepen
WCTIOJIb30BAaHUEM HCXOMHOTO CHIPhSi TIPOM3BOACTBEHHBIA TIEPCOHAT JIOJKEH
YIOCTOBEPHUTHCS B TOM, YTO OHO JICWCTBHUTEIBHO SIBJISIETCSI TEM CBIPHEM, KOTOPOE
yKa3aHO B 3alUCSAX IO IPOW3BOACTBY CEPHUM JUIS JAaHHOW IMPOMEKYTOYHOU
npoaykimu wii ADC.

8.13. Cnemyer  yCcTaHOBHTH  HAOJIOJEHWE  WJIA  TOJABEPrath
DKBUBAJICHTHOMY KOHTPOJIO M JPYTrU€ KPHUTHYECKHE TEXHOJIOTHYECKUE
oTepaIuu.

8.14. Ha ompeneneHHBIX CTAagusAX TEXHOJOTHYECKOTO IMpoIiiecca
(daKkTUYECKHE BBIXOJABI CIEAYET COIMOCTABIATh C OKHUIAEMBIMH BBIXOJIAMHU.
OsxugaemMbie BBIXOJIBI U COOTBETCTBYIOMINE TIPEIEIHI CIEAYET ONMPEACIATh Ha
OCHOBaHWHM JaHHBIX IPOBEJICHHBIX paHEE JIA0OPATOPHBIX, OMBITHBIX WIU
NPOMBINIJIEHHBIX HCTIBITAHUN. [IpUYMHBI OTKIOHEHWH OT OXKHUIAEMOTO
BBIXOJ[a, CBSI3aHHBIE C KPUTHYECKHUMH CTAJMSIMH IPOIecca, TOJDKHBI OBITh
pacciiefoBaHbl, YTOOBI OTMPEEIUTh X BIUSHUE (MM BO3MOXKHOE BIIHSIHHE)
Ha KauyeCTBO COOTBETCTBYIOIIUX CEPHIA.

8.15. JIroboe oTKIIOHEHUE TOHKHO OBITh O(OPMIICHO IOKYMEHTAIBHO C
yKa3aHWeM MPUYHH OTKIOHEHUs. J[t000oe KpuTHUecKoe OTKIOHEHUE JOJKHO
OBITh paccieI0oBaHo.

8.16. TexHOJIOTHYECKUH CTAaTyC OCHOBHBIX €IUHUII OO0OPY/IOBaHUS

CJIeyeT yKa3blBaTh MO0 Ha KOHKPETHBIX €IMHUIIaX 000pyA0BaHuUsl, MO0 B
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COOTBETCTBYIOICH JIOKYMEHTallMHM, JHOO (UKCHpOBAaTh B  CHCTEME
KOMIIBIOTEPHOTO KOHTPOJIS, JTMOO ¢ IIOMOIIBIO aIbTePHATHBHBIX METOOB.
8.17. Heob6xommmo HaJIJIeKaIuM o0pazoM KOHTPOJIMPOBATH
MaTepuaabl, NpeAHA3HAYCHHBIC JUISI  TOBTOPHOM  OOpabOTKM  WIIH
nepepaboTKM, C TeNbI0 TPEJOTBpANIEHUS WX HCIOJb30BaHUSA 0Oe€3

COOTBCTCTBYIOIICTO PA3PCIICHUS.

8.2. OrpannyueHne BpeMEHH BBITIOJHEHUSI Olepalui

8.20. Ecmm B TexHONOTMUYeCKOW WHCTPYKImU (TyHKT 6.41 HacTosIei
YacTH) YCTAHOBJICHBI OTPAHWUYCHHS] BPEMEHH, WX CJeayeT COOMromarh i
obecrieueHnsT KadecTBa MpoMexkyTouHor nponykiud 1 ADC. OTKIIOHEHUS OT
9THX OTPAHUYCHUH CleayeT OPOPMIISATh JOKYMEHTAILHO M IPOBOIMTH OICHKY
OTKJIOHCHHMH. YKa3aHHbBIC BBHIIIC OIPAaHUYCHUS MOTYT HE BBOAWTHCSA TIpH
MPOBEICHNH TEXHOJIOTUIECKOTO TpoIlecca M0 JJAOCTIDKEHHS yCTaHOBJICHHBIX
3HAYCHUI IapaMeTpoB (HampuMep, JOCTIDKEHHE HEOOXOmUMOoro 3HadeHus pH,
THAPOTEHU3AIMsI, CYIIKa [0 TMPEIBAPUTEIILHO YCTAHOBICHHON BEIMYHUHBI
napamerpa), €Clid 3aBepIICHHe PeaKIWid WM CTaIui Ipoliecca ONpeaeseTcs
TIOCPEIICTBOM OTOOpa MPOO M UCTIBITAHUI B IPOIIECCE MPON3BOJICTRA.

8.21. [IpoMeXXyTOUHYIO  TPOAYKIHWIO,  TMpeAHa3HAUCHHYIO  JJiA
TanpHEeNen 00paboTKH, CIIeTyeT XPaHUTh MPHU OMPEACIICHHBIX YCIOBHSIX,

YTOOBI 00ECIIEUNTD €€ INPpUTrOAJHOCTD JJIA I[aHBHefImeFO HCIIOJIb30BaHUs.

8.3. Ot60op npoO 1 KOHTPOJIb B MPOIIECCE MPOU3BOJICTBA

8.30. Cnenyer  pa3paboTraTh  NHCHBMEHHBIE  WHCTPYKIIMHU IO
MOHUTOPUHTY TIpoliecca M KOHTPOJISL BBIMOJTHEHUS TEX CTaJuil mpoliecca,
KOTOpBIE€ SIBJSIFIOTCS TPUYWHOW HEMOCTOSHCTBA TIOKAaszarelield KadecTBa
npoMexxyTouHol npoaykuuun u ADC. [lopsaoxk mpoBeneHUs KOHTPOJIS B

nmponecce IMpOU3BOACTBA H COOTBECTCTBYIOIIMC KPUTCPUU IIPUCMICMOCTH
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OTpPENCNISIIOT Ha OCHOBAaHMM WHGPOpMAIlUM, TIOJIYYCHHOM Ha CTaJIuu
pa3pabOTKH, WJIM Ha OCHOBAHMHU OIbITa, MNPUOOpETAeMOro B IIpoIlecce
MIPOU3BOICTRA.

8.31. Kputepun mnpuemiieMOCTH, THUII U OOBEM HCIBITAHUH MOTYT
3aBUCETh OT MPUPOJIbI BBIITYCKAEMBIX MPOMEKYTOUHON mpoaykuuu u ADC,
pEAKUMU WJIM CTaJWu MPOIEcCa M CTENEHH BIUSHUS TEXHOJOTHYECKOTO
Ipoliecca Ha HEMOCTOSTHCTBO KayecTBa MPOAyKIuH. Ha HayanbHBIX CTagusax
mpolecca JIOIMyCTUMO MPOBEICHUE MEHEE KECTKOrO KOHTPOJS B MPOIECCE
MIPOM3BO/JICTBA, TOTAa KaK Ha OoJiee MO3JHUX CTAAMAX Ipollecca (Hampumep,
CTaIuy BBIJACICHUS W OYHCTKH) CIIeyeT NPOBOJUTH O0Jee >KECTKUM
KOHTPOJIb.

8.32. Kpurndeckue »dTambl KOHTPOJISI B TMpOIECCEe IPOU3BOJCTBA
(M MOHHUTOPHUHI KPHUTHYECKHX IIPOIECCOB), BKJIOYas TOYKHM U METOJbI
KOHTPOJIS, JOJKHBI ObITh W3JIOKEHBl B MUCHMEHHOM BHUJIE€ U YTBEPKJICHBI
OTJICJIOM KadecTBa.

8.33. KoHTpons B Tpoliecce MPOU3BOJCTBA MOXKET OCYIIECTBISATD
KBaTU(UITMPOBAHHBIA TPOU3BOJCTBEHHBIM TiepcoHan. KoppekTtuposarthb
JAHHBIN MPOIIECC MPOU3BOACTBA MOXKHO 0€3 IpeIBapUTEIbHON CaHKIIUU
OTJIeJIa Ka4eCTBAa, €CJIM TaKasi KOPPEKTUPOBKA HE BBIXOJUT 34 PAMKH 3apaHee
YCTAHOBJICHHBIX TIPEJENIOB, YTBEP)KJICHHBIX OTIEJIOM KadecTBa. Bce
UCIIBITAHMS U UX PE3YyJIbTaThl ClieayeT OPOpMIISITh JOKYMEHTAIBHO KaK 4acTh
3aIuceil Ha cepuio (J0Che Ha CEPHIO).

8.34. Metoael otbopa mpo0 uIsi MaTEpPUATIOB, HCTIOJIB3YIOIMINXCS B
MPOLIECCE TPOMU3BOJCTBA, MPOMEXKYTOUHOM mpoAaykuuu u ADC, I0IKHBI
OBITh 3a(PUKCUPOBAHBI B MMUCHhbMEHHBIX MHCTPYKIUAX. [1manbr otOopa mpod u
METOJIMKH JOJDKHBI 0a3upoBaThCd Ha HAydyHO OOOCHOBAaHHOM IOPSIKE

otbopa 1mpoo.
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8.35. OT60op npob B mpoliecce MpOU3BOJICTBA CIIEIYET OCYIIECTBIATh C
UCIIOJIb30BAHUEM  TPOLEAYp, MNPEAyCMATPHUBAIONINX  IPEIOTBpAIICHUE
KOHTaMHHAIIMM OTOOpaHHOTO MaTepuajlia | APYrod MPOMEKYTOUHOU
npoaykiuu uian  A®C. Heobxoaumo pa3paborarh MNPOUEAYpPHl IS
oOecreueHrs COXpaHeHUs 1IEJI0OCTHOCTH 00pa3IoB Mociie 0Toopa.

8.36.1lpu mnpoBeneHUH WCHBITAHUN B MpoIEcce MPOU3BOJICTBRA,
KOTOPBIE OCYIICCTBISIOTCS C IIEJIbI0 MOHUTOPHHTA U (MJIH) KOPPEKTHPOBKH
mporecca, Kak ~ TpaBuWiIo, He TpeOyeTcs  paccienoBaTbh  Ciydau

HECOOTBETCTBUS CIIeIU(DUKAIUSIM.

8.4. CmemmBanue cepuii npoMexxyTouHoU poaykiuu wim ADC

8.40. B Hacrosiielt yacTu MOHSATHE «CMEIIMBAHME» O3HAYaeT Mpolece
OOBEMHEHHUS BEIIECTB [UJIl TOJY4YEHHUS OJIHOPOJHON MPOMEKYTOUHON
npoaykuuu uin ADC, Ha KOTOpPyH BbIAAETCAd OJIHA crhenuduKanus.
CMmemmBaHue B MPOLECCe MPOU3BOJICTBA YacTEW OJHOM W TOU K€ CEpUH
(HampuMep, OOBEIMHEHUE HECKOJbKUX 3arpy30K IMEHTpU(PYru u3 OJHOU
CepUM, TMOJYYEHHOW TMpU KPUCTALIU3ALMK) WIHM OObEAMHEHUE 4YacTel
pPa3IMYHBIX CepUdl A Tocienyromed o00padOTKU CUYUTAETCS YacThbIO
TEXHOJIOTMYECKOTO IIPOLIECCa U HE PACCMATPUBAETCS KaK CMEIINBAHUE.

8.41. HemormycTuMO CMEIIMBAHWE B TIPOIECCE€ MPOM3BOJICTBA CEpUU
BEILIECTB WM MNPOJYKIMU, HE OTBEYAIOIIMX TPEOOBAHUSM cCHelupUKaINil,
C IPYTUMH CEpUSMHU TaKUX BEUIECTB WJIM MPOIYKIUU C LEIbI0 00eCTieUeHHs
cooTBeTcTBUs crnenudukanusaM. Kaxaas cepus, BXoasias B COCTaB CMECH,
JOJDKHA OBITh TMPOU3BEJEHA IO YCTAHOBJIEHHOW TEXHOJOTHUH, HWCIbITaHA
OTJEJIBHO OT JPYIUX CEPUH U JIOJHKHA COOTBETCTBOBATH YCTAHOBJIECHHBIM
crenupuKanuaM nepes; CMEIIMBaHUEM.

8.42. Onepanuu cMeIMBaHUs TPUEMIIEMbI B YACTHOCTHU JJISI:

CMEIIMBaHU HeOOIBIINX CepI/Iﬁ 1 YBCIIMYCHUA pa3sMepa CCpUU,
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CMEIIMBAaHUS OCTAaTKOB (TO €CThb OTHOCUTEIbHO HEOOJBIINX KOJIUYECTB
BBIJICJIEHHOTO BEIIECTBAa) CEpPUHM OJHOM U TOM K€ MPOMEKYTOUHOU
MPOAYKIUU WA OTHOU U TOM ke ADC 11t mOMydeHUs €AUHON CEPUM.

8.43. Tlportecchl  cMmemmBaHUS CleAyeT HaWIekKammM oOpazoM
KOHTPOJIUPOBATh U OPOPMIIATH NOKyMeHTalnbHO. [lodyueHHyto B pe3yibTaTe
CMEIIMBAHUS CEPUIO TPU HEOOXOAUMOCTH CJIETyET MOABEPTaTh UCIIBITAHUIM
HA COOTBETCTBUE YCTAHOBJICHHBIM CIIEIIU(UKAIUSIM.

8.44. 3ammcH, OTHOCSIIUECS K CepHH (JIOChe Ha CEPUI0) M OTPaXKaIoIIre
CMEIIMBaHUEe,  JIOJDKHBI ~ OoOecreyuBaTh  BO3MOXHOCTH  OOpaTHOIO
MIPOCIICKUBAHUS OTJIETBLHBIX CEPUI, U3 KOTOPBIX CJeIaHa CMECH.

8.45.B Ttex ciuywasx, korga Qusnueckue xapaktepuctuku ADC
ABIAIOTCA KpuTuueckumu (Hampumep, ADC, mnpegHa3HAuYEHHbIE IS
MOJIYYEeHHS] TBEPABIX JIEKAPCTBEHHBIX (POpPM WM CYCHEH3UW i Tpuema
BHYTpb), ONEpalldd CMEIIMBAHUS  CJIEAYEeT BaJUJIUPOBATH, UTOOBI
POJIEMOHCTPUPOBATh OJHOPOAHOCTh OOBEIMHEHHOW cepun. Bamumanus
JOJKHA BKJIIOYATh MPOBEIACHUE HUCIBITAHUN MPOAYKIHMHU 1O KPUTHYECKUM
XapakTepUCTUKAM, Ha KOTOpble MOXET OKa3aTh BIHSHHE IIPOLIECC
CMEIIMBaHus (HampuMep, pacnpeaesieHue 4acTull MO pa3MepaM, HACBITHOU
MJIOTHOCTH U TJIOTHOCTH NP YIUIOTHEHUN ).

8.46. Ecnu cMmemmBaHue MOXKET OKa3aTh OTPUIIATENIbHOE BO3CHCTBUE
Ha  CTaOWJBHOCTH, CJEAYEeT TPOBECTH  HUCIBITAaHUA  CTaOMIIBHOCTU
OKOHYATEJIbHBIX CEPUi, MOTYUYEHHBIX B pe3yJIbTaTe CMEIIMBAHUSI.

8.47. Jlary OKOHYaHHUS CpOKa TOMAHOCTH WM JaTy MPOBEIACHUS
MOBTOPHBIX WCHOBITAHUN CEPUHU, TOIYUYEHHOU B pe3ysbTaTe€ CMEIIMBAHUS,
CJIElyeT OINpeNesTh Ha OCHOBAHMM J1aThl MPOU3BOJCTBA CAaMBIX CTapbIX

OCTaTKOB MJIM CaMOM CTapOI>’I CCpUHU B CMCCH.
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8.5. KoHTpob KOHTaMUHAITUN

8.50. OcraTky BemIECTB MOXKHO BHOCHUTH B TIOCJICAYIOIIUE CEPUU TOU
XKe MPOoMeKyToUHOM npoaykiuu win AD@C npu yCIIOBUU COOTBETCTBYIOIIETO
KOHTPOJISl. TO MOTYT ObITh OCTaTKH, HAJIUIIIKE HA CTEHKY W3MEJIbUUTEs,
CJIOM BJIAXKHBIX KPHUCTAJUIOB, OCTAaBIIMXCS Ha CTEHKaxX Oaka IeHTpudyru
MocJIe pasrpy3Kd, W OCTaTKH, OOpa3oBaBIIMECS B PE3YyJbTAaTe HEMOJIHOM
BBITPY3KH KUJIKOCTEH WM KPUCTAIJIOB M3 paboyell eMKOCTH TIPHU MEePEHOCe
BEIIIECTBA Ha CIEAYIONIYIO CTaJuI0 Ipoliecca. Takoe BHECEHHWE HE JIOHKHO
MOBJIEYb 3a COOOUM mepeHoca MPOAYKTOB PA3JIOKEHUS WM MUKPOOHOM
KOHTaMHUHAIIMHU, KOTOPhIE MOTYT OTPHUIIATEIBLHO MOBIUITH Ha YCTAHOBJICHHBIM
npoduisb npumeceir ADC.

8.51. TexHosornueckue oOmnepaluv  CJIeAyeT MPOBOJAUTh  TaKUM
oOpa3oM, 4TOOBI  MPENOTBPATUTH KOHTAMHUHAIMIO  MPOMEXKYTOUHOM
nponykiuu wim ADOC aApyrumu BEneCTBaMH.

8.52. C menpio MpeaoTBpAIICHUs] KOHTAMUHAIMK CIIETyeT COOJI0IaTh

0co0ble Mepbl TPen0CcTOpOoKHOCTH ITpu padoTe ¢ ADC nociie ee OUUCTKHU.

9. YnakoBka u uaeHtudumupyromas mapkuposka ADC
Y IPOMEKYTOUHOU MPOAYKIIUU

9.1. O6mue TpeGoBaHus

9.10. JomkHbl OBITH TPHUHATHI B (OopMe NHUCHMEHHOTO TOKYMEHTa
MPOIIEAYPHI, B KOTOPBIX OMHCAHBI MTPUEMKa, HACHTH(PUKAINS, TTIOMEIICHUE B
KapaHTUH, OTOOp MpoO, HccieAoBaHME M (WJIM) HCHBITAHWE M BbIAava
paspelieHus Ha MCIMOJIb30BaHUE MaTEepUasIoB JJIsl YIAKOBKH M MapKUPOBKH,
a TaKxe oOpalleHre ¢ HUMHU.

9.11. Marepuansl  Juisi  yOAKOBKM W MAapKUPOBKH  JIOJDKHBI
COOTBETCTBOBATh YCTAaHOBJICHHBIM crenudukanmsM. Martepuansl 11

YIIAKOBKHM W MAPKHUPOBKH, HC COOTBCTCTBYIOIIHUC TAaKHM CHCI_[I/I(I)I/IKEU_[I/I}IM,
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JOJKHBI OBITH OTKJIOHEHBI JUIS MPEJOTBPAIICHHUS HMX HCIOJb30BaHHS IPHU
BBITIOJIHEHMH OIIEPALlid, ISl KOTOPBIX OHU HEIIPUTOJIHEI.

9.12. CnemyeT BeCTH 3amuiCH JUIsl KaXKIOW TIMOCTaBKH OSTHUKETOK U
YIIAaKOBOYHBIX MaTEPHAJIOB C YKa3aHHWEM JaHHBIX 00 WX MPHEMKE, MPOBEPKE

HNJIN UCIIBITAHUH, a TAKKC 00 nx IMPUHATHN UJIX OTKIIOHCHUU.

9.2. YiakoBOYHBIE MaTepHaIbI

9.20. KonreitHeps!l (yHakOBKH) JOJDKHBI 00ECIIEYMBAThH HAJICKAIIYHO
3aATY OT TMOPYM WJIM KOHTAMUHAIMM TPOMEXKYTOYHOW MPOAYKIIUU WA
A®C BOo BpeMms TPaHCHOPTUPOBAHUA W XPAHCHHS TPOMEKYTOUHOU
npoaykuuu uid ADC B peKOMEHyeMbIX yCIOBUSIX.

9.21. KoHretiHeps! (YIaKOBKH) JIOJDKHBI OBITh YUCTBIMU M, €CJIH 3TOTO
TpeOyeT Xapakrep npoMmexytouHoi mnpoaykuuu win ADC, mnoaseprarbces
CaHUTapHON 00pabOTKeE JJIs1 00ECIIeUEHUS UX TTPUTOAHOCTH JJIsI UICTIOJIb30BaHUS
no Ha3HayeHuto. Takue KOHTEHHephl (YMAKOBKH) HE JIOJDKHBI O0JIajaTh
XUMHYECKOM aKTUBHOCTHIO, aOCOPOMPYIONMIMMU CBOWCTBAMU WJIA CITY)KHTb
UCTOYHUKOM TIOCTOPOHHUX TpUMECEi, YTOObl HE BbBI3BIBATH H3MEHEHUI
KauecTBa MpoMexyTouHol mpoaykumu wim APC cBepx Mpenesos,
YCTAHOBJICHHBIX B CHICTIM(DIKAIIH.

0.22. Ecim xoHTeliHephbl (YIMaKOBKW) TMpeIHA3HAYEHbI IS MOBTOPHOTO
WCTIONIB30BAHUSA, WX CIEAyeT OYMIAaTh B COOTBETCTBUM C MHUCHhMEHHBIMU
UHCTPYKIMSIMHU, @ BCE MPEIbIAYIIME ITUKETKH JODKHBI OBITh yHalleHbl WIH

CTCPTHI.

9.3. BrImaua 3TUKETOK B KOHTPOJIb

9.30. JocTtym B 30HBI XpaHEHHsI ITUKETOK JOJDKEH OBITh pas3pelieH

TOJIBKO JIMIaM, UMCIOIIMUM COOTBCTCTBYIOIIUC ITOJTHOMOYHUS.
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9.31. CnexyeT TUpHUMEHSTH MPOIEAYPHl COMOCTABICHHUS KOJIMYECTBA
BBIIAHHBIX ATHKETOK, KOJUYECTBY HCIIOIB30BAHHBIX M BO3BPALICHHBIX
TUKETOK, YTOOBI MOXHO OBLIO OIEHUTH PACXOXKACHUSI MEXKAY KOIHMUYECTBOM
MapKHPOBAHHBIX YMAaKOBOK W KOJMYECTBOM BBIIAHHBIX JTHUKETOK. MDaKThI
pacxoXaeHuss HEoOXOIMMO pacciieloBaTh, a IOJIYYEHHBIE PE3yJIbTaThl
JIOJIKHBI OBITH YTBEPIKIACHBI OT/IETIOM (OTIeJIaMH ) KauecTBa.

9.32. Bce HeHWCNONMB30BaHHBIE ASTUKETKH C HOMEpaMU Cepuid WA
JIpyroi HaHECEHHOW MH(OpMaIuen, OTHOCSIIENCS K 3TUM CEpPUSM, CIEAYeT
YHUUTOXAaTh. Bo3BpallleHHbIE STUKETKU CIEAYeT COAEpKaTb U XPaHUTh
TaKUM 00pa3oM, 4YTOOBI MPEAOTBPATUTH TNEPEIyThIBAHHE WU OOECIICUYUTH
Ha/JISXKAIITYIO UICHTU(DUKAIIHIO.

9.33. YcTapeBmime 3TUKETKH M ATUKETKH C MPOCPOUYCHHBIMU JaTaMU
CIIETyeT YHUUTOXKATh.

9.34. OGopymoBaHue, UCIIOIB3YEMOE ISl M3TOTOBJICHHS dTUKETOK MPU
olepaiusX YIaKOBKH, CJEAyeT KOHTPOJIHMPOBAThH B IENAX OOECHECYCHHSI
COOTBETCTBHUS BCEX OTTHUCKOB TIEUYaTHOMY TEKCTY, YKa3aHHOMY B 3aITUCSX IO
IIPOU3BOJICTBY CEPHUHU.

9.35. OTnevaranHble ASTUKETKH, BbIJaBaeMble [UJIsI OIpEIeTICHHOU
CepuH, CIEAYyeT TIIATEIbHO MPOBEPATh HA MPEAMET HUX MOJIJIUHHOCTH U
COOTBETCTBUS CHENUUKANMIM, TPUBEACHHBIM B OCHOBHBIX 3aIUCX
IIPOW3BOJICTBA.  Pe3ynbrarhl TakoW TPOBEPKU  ClEAyeT  OQOPMIISTH
JTOKYMEHTAJILHO.

9.36. Obpa3zen OTHeYaTaHHON ATUKETKH, COOTBETCTBYIOIINN
UCTIOJIb30BAaHHBIM STHKETKaM, CJEeIyeT BKJIIOYATh B 3alKCH MO MPOU3BOICTBY

CepuH.
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9.4. Onepatuu 1o yrakoBKe U MapKUPOBKE

9.40. JIomxHbI OBITh B HAJIUYUM JOKYMEHTAJIBHO OGOPMIICHHBIE
UHCTPYKIMK,  TpelHa3HAaueHHble Il  o0ecreyeHus  IpaBUIIBLHOTO
UCIOJIb30BAHUS YIIAKOBOYHBIX MAaTEPUATIOB U ITUKETOK.

9.41. B omepanmsix M0 MapKHUPOBKE MOJDKHO OBITh MPETyCMOTPEHO
npefoTBpalleHue  nepenyrtbiBaHua.  HeoOxogumo — ¢uzmyeckoe  WiH
NPOCTPAHCTBEHHOE  pasjefieHue  paboT,  CBA3aHHBIX C  pa3HOU
MPOMEXKYTOUHOM npoaykuuen i ADOC.

9.42. DTUKETKH, WCIOJb3yeMble [JII  MapKUPOBKH  HAPY>KHOU
MMOBEPXHOCTH KOHTEUHEPOB C MPOMEXKYTOUHOM mnpoaykuuen wim ADC,
JIOJKHBI COJIEP KaTh HA3BAHUE WIIM UICHTU(UKAIMOHHBIA KOJI, HOMEp CEpUU
OPOAYKIMK W YCIOBUSA XpPaHEHMs, €ClIu Takas uHopMalus sBIsSeTcs
KPUTUYECKOU /I 00eclieyeHus KayecTBa MPOMEKYTOUHON MPOAYKIUU WU
ADC.

9.43. Ecnm mpomesxxyTounas npoaykius win ADC npenHazHadeHbI 715
TPAaHCHIOPTUPOBKU 3a TMpeAenbl cdepbl KOHTPOJIS CHCTEMBbl YIpaBiEHUs
MaTepuajiamMu MPOU3BOJUTENS, TO Ha JTHKETKE CJEAyeT YKa3aTb TaKkKe
HAMMEHOBAHHE TIPOU3BOJIUTENS] W aJApec TMPOU3ZBOJAUTENS, KOJIUYECTBO
COJIEP’)KUMOTO, OCOOBI€ YCIIOBHS TPAHCIOPTUPOBAHUSI U CHEIUAIIbHbBIC
TpeOOBaHUs, YCTAHOBJIEHHBIE 3aKOHOJATEIHCTBOM TOCYAapCTB-YJICHOB WJIU
aktamu opraHoB Coro3za. /s npomexytounoit mpoaykuuu 1 ADC, koTopbie
UMEIOT YCTAaHOBJIEHHBIN CpPOK TOJHOCTH, Ha 3THKETKE U B cepTudUKaTe
aHaiM3a CleIyeT YKa3blBaThb JaTy MWCTEUEHUs] CpoKa TOAHOCTH. Jlms
MpOoMEXyTOUHOM mnpoaykunu U A®C, s KOTOpPBIX YCTaHOBJIEHA JaTa
MOBTOPHBIX HUCHOBITAHUM, 3Ty JATy ClIeyeT yKa3aTh Ha ITUKETKE U (W) B
cepTuduKaTe aHAINU3a.

0.44. Tlomemenust 1 00OpYJIOBaHUE ISl YIIAKOBKM M MapKUPOBKHU
CJIeIyeT MPOBEPUTh HEMOCPEACTBEHHO MEpEe]l WX HUCIOIb30BAaHUEM, UTOOBI

Y6GI[I/ITBCSI, 4TO YHJaJICHbI BCC MATCpualibl, KOTOPLIC HC HYXHBI I
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CIIeTyIOIIeH onepaluy yrmakoBku. Takas mpoBepka JI0JDKHA OBITh oopMIileHa
JOKYMEHTAJIbHO B 3aIlMCAIX 110 TPOW3BOJCTBY CEPHH, PETHCTPAIlMOHHBIX
KypHaJax Jyuisl TOMENICHUH U SKCITyaTaui 000pyI0BaHUS WU OTPaKEeHA B
JIPYTOU CHCTEME TOKYMEHTAIBHOTO O(hOpMIICHUSI.

9.45. YmakoBaHHYIO ¥ MapKHPOBAHHYIO IMPOMEKYTOUHYIO MPOTYKITHIO
um ADC crmeayeT NpPOBEpPUTh, YTOOBI YOEAUTHCSA, YTO TEPBUYHAS U
BTOPUYHAS YIIAKOBKa JUISI CEpUHM HMEIOT TPAaBMIIBHYIO MapKHPOBKY. OTa
MIPOBEPKA JOKHA OBITh YaCTHIO OTIEPAIMH MO yIMaKoBKe. Pe3ynbrarel Takon
MIPOBEPKH JOHKHBI OBITh OTPAKEHBI B 3aMMUCSIX MO MPOU3BOJICTBY CEPUU HIIU
JOKYMEHTaXx 110 €€ KOHTPOJTIO.

0.46. YnakoBKM C TpOMEXYyTOUHOW mnpoxaykuuednr wumu ADC,
MOUIC)KAIME  TPAHCIIOPTUPOBAHMIO 3a Mpeaelbl  cpepsl  KOHTPOJIS
MPOU3BOUTEINS, CIAEAYET OMJIOMOUPOBATH TaKUM 00pa3oM, 4TOOBI B CIydae
HapyIIeHUs TUIOMOBI WIJIM €€ OTCYTCTBHS TIOJlydaTrellb MOT 00paTuTh

BHHUMAHHC HAd BOBMOKHOCTb UBMCHCHUA COACPKHUMOTIO.

10. XpaHeHue u peatn3aius
10.1. Xpanenue Ha CKJaje

10.10. Inss xpaHeHHs BCE€X MaTEPHAJIOB IPU COOTBETCTBYIOITUX
yCIIOBHSX (HampuMmep, KOHTPOJMPYEMbIE TeMIleparypa W BIAXHOCTh IpH
HEOOXOJIMMOCTH) CIeAyeT IOATOTOBUTh TIOMEIICHUS M TEXHUYCCKUE
cpenctBa. Creayer BeCTH 3allUCH TAapaMETPOB ATHUX YCIOBHM, €CIH OHHU
SIBJISIIOTCS. KPUTHICCKUMU JJISI COXPAHEHUS CBOMCTB MaTEPHAIOB.

10.11. Ecniu He wuMeeTcss JApyrol CHCTEMBbI JJid TPEIOTBPAIICHUS
HEMPEAHAMEPCHHOTO  WJIM  HECAHKIMOHUPOBAHHOTO  HCIIOJIb30BaHUS
HaXOIAIIUXCSA B KapaHTUHE, OTKJIIOHCHHBIX, BO3BPAIICHHBIX MJIM OTO3BAaHHBIX

MaTcpruajioB, TO CJICAYCT BBIACIUTL OTACIIBHBIC 30HLI IJII BPCEMCHHOTIO
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XPaHCHUA YKAa3dHHBIX MATCPHUAJIOB OO0 IIPHUHATHUA PCIOICHUA 00 wux

HUCITOJIBb30BaHHUU.

10.2. Peanu3zanus

10.20. Peanmuzanmss AD®C u TPOMEKYTOUHBIX MPOJYKTOB TPETHUM
CTOpPOHAM JIOMYCKAeTCs TOJBKO TMOCIIe BbIIAYM OTAeIOM (OTIeiaMu)
KauecTBa pa3pellieHl Ha WX BBITYCKHU, MOATBEPKACHHUS COOTBETCTBUS CEPUU
yHOOMHOMOYEeHHBIM ~ JUioM. A®D®C ©  mpoMexXyTodHas  MPOIYKIIHS,
HaXOJIAIIKECS B KApaHTHHE MOTYT OBITh TIepeAaHbl B IPYroe MoApa3aeiieHue,
BXoJIIee B chepy KOHTPOJIS MPOU3BOIUTEINS, €CIIU 3TO PAa3PEUICHO OTIAEIOM
(oTmenamMu) KadecTBa W TPU  HAIWYUKM HEOOXOAMMOTO KOHTPOJs U
COOTBETCTBYIOIIEH JOKYMEHTAIUU.

10.21. YcnoBust  TpancnoptupoBanus ADPC u  mpoMeKyTOYHOH
MPOMYKIIMK HE JIOJDKHBI OKa3bIBAaTh OTPHUIIATEILHOTO BO3JCHCTBHUS HA HX
Ka4yecTBO.

10.22. OcoOrble ycnmoBus TpaHcnopThpoBaHus Wi xpaneHuss ADOC uau
POMEXKYTOUHOU MPOAYKIIUHU JAOKHBI OBITh YKa3aHbI HA ITUKETKE.

10.23. Ilpou3BOANTENDh MTOJDKEH YOEAWTHCS B TOM, UYTO TMOIPSIUHK,
OTBETCTBEHHBIM 3a IepeBo3Ky ADPC wnim NpoMeKyTOYHOM IPONYKIIHH,
OCBEJIOMJICH O COOTBETCTBYIOIIMX YyCIOBUSX TPAHCIOPTHUPOBAHHUS U
XpaHEeHUs U COOJI0/IAeT UX.

10.24. JomxHa OBITH BHEApPEHA CHUCTEMa MEp, MO3BOJIAIONIAsS OBICTPO
YCTAaHOBUTH MyTH PEATU3ANHA KaXKIOW CEPUHU MTPOMEKYTOUHOU MPOAYKITUU U

() AD@C u oCylIeCTBUTh UX OT3bIB.
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11. JTabopaTopHbIit KOHTPOJIb
11.1. O6muit KOHTPOJIb

11.10. He3aBucuMsblii oTIeq (OT/ACIIBI) Ka4ecTBa JOHKEH UMETh B CBOEM
pacropsbKeHUM  COOTBETCTBYIOIIME — JIAOOpPATOpPHBIE  MOMEIICHUST U
o0opyIoBaHUE.

11.11. JomkHbl OBITh B HAJIWUYUM THUCHBMEHHBIE HWHCTPYKIIUH,
OMMUCHIBAOIIME OTOOpP MpoO, MNPOBEACHUE UCIBITAHUM, OJ00pEHUE WIH
OTKJIOHEHHE MAaTepUalioB, a TakXkKe JOKyMEHTaJIbHOE oQopMiieHHE U
XpaHeHue JIabopaTOPHBIX JaHHBIX. BegeHnue mabopaTOpHBIX 3alUCel TOKHO
COOTBETCTBOBATh TPEOOBAHMIM MTyHKTa 6.6 HACTOSIIIIEH YacTH.

11.12. Bce cnenmdukanuu, IUTaHBI OTOOpa MNpPoO © METOIUKHU
UCIIBITAHUM JOJDKHBI OBITh Hay4HO OOOCHOBAHBI W TapaHTHPOBATh TO, YTO
HUCXOJHOE ChIpbE, MpoMexyTouHas mnpoaykius, A®DC, »3TUKETKH W
YIAKOBOYHBIE MAaTE€pUANIbl COOTBETCTBYIOT YCTAHOBJICHHBIM CTaHAapTaM
kadecTBa W (W) 4ucTOTHL. Crenudukaiui W METOJUKH HCIIBITAHUM
JIOJDKHBI COOTBETCTBOBATh TPEOOBAHUAM PErHMCTPAIMOHHOIO J0Che. MoryT
OBITH TaKXKe crienuuKaIuu, JTOTTOJTHSIOIIINE crieliuuKaIuu
perucTpanoHHOro aocke. Crenudukaiyu, miaHbl 0T00pa Mpod U METOAUKH
UCIIBITAHWM, BKJIFOYas BHOCHUMBIC B 3TH JOKYMEHTHI M3MEHEHUS, JIOJKHBI
OBITH COCTaBJICHBI COOTBETCTBYIOITUM MOAPA3/ECICHUEM, a4 TAKKE MPOBEPEHBI
U YTBEPXKJEHBI OTAEIOM (OT/IeTIaM1 ) Ka4ecTBa.

11.13. Cnenyer pazpaborarh Hajuiexariue cnenudukanuu aiass ADC,
COOTBETCTBYIOIIME MPUHATHIM CTaHJapTaM W COTJIACYIOIIMECS C MPOIECCOM
npousBojicTBa. CrnenuduKauyd JOKHBI BKIOYATh KOHTPOJL IIpUMeEcEH
(HampuMep, OpraHMYECKHMX MW HEOPraHWYECKUX IIPHUMECEH, OCTaTOYHBIX
pactBoputeneit). Ecnu umeercs cneuudukanus it ADOC B OTHOIICHUHU
MUKPOOHMOJIOTHYECKOW  YUCTOTHI, TO  JJIA  OOIIero  KOJW4YecTBa
MUKPOOPTaHU3MOB W TPU YKa3aHUW HEIOMyCTUMBIX MHUKPOOPTaHU3MOB

CJIelyeT YCTAaHOBUTH MPEAECIIbI, TPEOYIOINE MPUHATUS MEP, U COOIIOAATh ITU
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TpeboBanusi. Eciu wumeercs cneuudukamus miss ADPC B OTHOLIEHUU
COJIEp)KaHUs HHAOTOKCHHOB, TO CIEAYeT YCTaHOBUTH COOTBETCTBYIOIIHNE
npejenbl, TPeOyIolue MPUHATUS MEP, U COOJI0IaTh 3T TPEOOBAHUSI.

11.14. Bce  mpoueaypbl  Ja0OpaTOPHOTO  KOHTPOJISI  JIOJIKHBI
IPOBOJIUTHCSI B COOTBETCTBUU C YTBEPKIACHHBIMU HMHCTPYKIUSIMUA U
oQopMIIATECSI B THCBMEHHOM BHJIE BO BpeMsl WX BBIMOJHEHUs. JItoObie
OTKJIOHEHHMSI OT  BBIINIEYKa3aHHBIX Tpouenyp ciaeayer  ohopMIIsTh
JIOKYMEHTAIBHO U OOBSICHSATD.

11.15. JIroOble mOJIy4eHHBIE AAaHHBIE O HECOOTBETCTBHMM ITOKA3aTeNel
KayecTBa crenuuUKaly CIEeAyeT paccieoBaTh U JOKYMEHTAJIbHO
oQOpMJIATH COTJIACHO YCTAaHOBJICHHOM mponeaype. B cooTBeTcTBUM € 3TOMH
IpOLIENypOi ClieAyeT NPOaHANM3UPOBATh JaHHBIE, JaTh OLIEHKY TOro,
UMEIOTCS JIM CYIIECTBEHHBIE MPOOJEMBbI, ONpPENeIUTh HEOOXOAUMbIE
KOPPEKTUPYIOIINE ACHCTBUA U cleNaTh BhIBOABL. JI1000i1 mMOBTOpHBIA OTOOP
npo0 ¥ (WIM) TNPOBEIECHUE TOBTOPHBIX HWCIBITAHUN TIOCTEC TIOTYUYCHHSI
PE3yJIbTaTOB HECOOTBETCTBUSA CIEHU(UKAIIMHN CIEAYET BBIIOJIHATH COTJIACHO
IMMCbMEHHOM MPOLEIYPE.

11.16. PeaktuBbI M cCTaHAApPTHBIE PACTBOPHI CIEAyET TOTOBUTH U
MapKHUpOBaTh B COOTBETCTBUM C MUCbMEHHBIMU MHCTpYKUUsIMHU. Ha mocyze ¢
AHATUTHYCCKUMU PEaKTHBAMU WM CTAaHAAPTHBIMH pacTBOpamu  (IIpU
HEOOXOAMMOCTH) CIEAYyeT YyKa3bplBaTh JaTy, JO0 KOTOPOM OHHU MOTYT
UCTIOJIb30BAThCS («HCITOJIB30BATh JIO ...»).

11.17. ITpu npousBojactBe ADC crenyeT uMeTh (TP HEOOXOIUMOCTH)
NEepPBUYHBIC CTaHAApPTHBIE 00pa3ibl. MCTOYHWK KaXIOro MEepBUYHOTO
CTaHAApTHOro o0Opaslia I0HKEeH OBITh YKa3aH B JoKyMeHTauuu. Heo0xoaumo
BECTHU 3aMMCU XPAHEHHUS KaXJI0ro MEPBUYHOIO CTaHJApPTHOrO o0paslia u ero
WCIIOJIb30BAaHUSI B  COOTBETCTBHM C PEKOMEHIAIMSAMH  ITOCTaBIIUKA.
[lepBuuHble cTaHgapTHBIE OOpasibl, TMOJyYEeHHbIE U3  O(UIIMAIBHO

IMPU3HAHHBIX HNCTOYHUKOB 141 XpaHAIIHUCCsA B COOTBCTCTBUH C
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PEKOMEHIalMsIMU TTOCTAaBIIMKA, KaK MPaBUJIO, UCIOJB3YIOT 0€3 MpOBEICHHUS
WX UCIIBITAaHUM.

11.18. Ilpu OTCYTCTBMM TEPBUYHOTO CTaHAAPTHOTO oOOpasma y
ouIMaIbHO MPU3HAHHOTO MUCTOYHHUKA CIIEyEeT pa3paboTaTth «BHYTPEHHUI
NEPBUYHBIN CTaHIapTHBIM oOpazen,. [ns 10CTOBEpPHOro yCTaHOBJICHUS
NOJJIMHHOCTA M YHUCTOTHl TAKOro IMEPBUYHOTO CTaHAApPTHOTO oOpasia
ClielyeT TMPOBECTH HaJJIexalue ucnbiTaHuda. HeobXxoaumMo coxpaHsTh
COOTBETCTBYIOIIYIO JOKYMEHTAIMIO MPOBEJCHUS ITUX UCTIBITAHUI.

11.19. Bropuunble CTaHAZApTHBIE OOpa3ilbl  CIEAyeT TOTOBUTH,
UJEHTU(PUIIUPOBATh, HWCIBITHIBATh, YTBEPXKJAaTh W XPAHUTh HAJJICKAIIUM
oOpazoMm. Ilepen mepBBIM  UCIHOJB30BAHUEM  CIEAYET  ONPENEISATh
OPUTOJHOCTh (ITPOBECTH TMEPBUYHYIO KBAIM(PUKALMIO) KaXIOW cepuu
BTOPUYHOI'O CTAHJAPTHOTO oOpasila MNyTeM CpPaBHEHUS C NEPBUYHBIM
CTaHAApTHBIM oOpa3ioM. Kaxkayro cepuio BTOPUYHOTO CTAHAAPTHOTO
oOpaslia cienyeT MepUOJUYECKHd TOJIBepraTh MOBTOPHOM KBanuduUKaIuu

B COOTBCTCTBHHU C IIMCbMCHHBIM IIPOTOKOJIOM.

11.2. UcniprTanus MpoMeKyTOIHBIX TPOIyKTOB 1 ADC

11.20. Ins kaxxaol cepuu TpoMexyTouHor mnpoaykiuu u ADC
ClIelyeT TMPOBOAUTh HEOOXOJUMbIEC JIA0OPATOPHBIE HCIBITAHUS C IEJIbIO
MOATBEPKJICHUS] COOTBETCTBUS CHEIU(DUKAIIHSIM.

11.21. Kak mpawio, mist kaxgoro ADC cremyeT ycTaHaBIMBAaTh
npodus MIpUMECEH, OTIMCHIBAFOTITHIA UACHTU(PHUITIPOBAHHBIC "
HEUJACHTUPUIIMPOBAHHBIE MPUMECH, MPUCYTCTBYIOIIME B THUIIMYHON CEpUH,
MOJTy4€HHOMN B pe3ynbrare OTIPEIEIIEHHOTO KOHTPOJIUPYEMOTO
TeXHoJoruyeckoro nmpoiecca. Ilpoduns mnpumeceld MOMKEH BKIIOYATH
UACHTH(PUKAIIATO WK JpPYTyl0  Ka4eCTBCHHYIO AHATTUTHYECKYIO
XapaKTepUCTUKY (HampUMep, BpeMs yIep KHBaHUS), TPEAeibl COACPKaHUS

KOKIOM  OOHapyXMBaeMoll  MOpUMECH W KJIACCU(UKAIIUIO  KaXIOu
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UACHTU(PUITUPOBAHHON npuMecu (Harpumep, OopraHuyecKkast U
HEOpraHuyeckasi mpuMecu, pactBopurens). I[Ipodguns npumecedt, Kak
NpaBUJIO, 3aBUCUT OT OCOOEHHOCTEM TEXHOJOTMYECKOro mpolecca Hu
npoucxoxaeHus A®C. Kak mnpaBuiao, HET HEOOXOIWMOCTH OIPEACIAThH
npopuns  npumecer g1 ADC  pacTuTenbHOr0  MIM  SKMBOTHOT'O
POUCXOXKIEHUS. Bonpockl, cBsi3aHHbIE C OMOTEXHOJOTUEH, PETYIUPYIOTCS B
COOTBETCTBUHU C 3aKOHOAATENHLCTBOM T'OCYJIapCTB-WICHOB W aKTaMH OpPTaHOB
Coro3za.

11.22. Tlpopmnp mpumeceit depe3 ONPEACICHHBICE MPOMEKYTKHU
BPEMEHU CIEAYyeT CpaBHUBATh C MpoduieM NpuUMeced, NPUBEIECHHBIM B
PETUCTPALIMOHHBIX JIOKYMEHTAaX, WJIM C paHee IMOJIYyYEHHBIMU JaHHBIMH,
yTOObl 00HapyxkuTh wu3MeHeHuss B A®DC, sBigrONIUMECS PeE3yJIbTaTOM
U3MEHEHHN  CBIpbs,  MApaMeTpoB  pabOThl  OOOpYyJOBaHUA  WIH
TEXHOJOTUYECKOTO TMpoIecca.

11.23. Cnexyer mpoOBOJAWTH COOTBETCTBYIOIIHME MHKPOOMOJIOTHYECKUE
UCTIBITAaHUS I KXo cepuu mpoMexkyTouHod mpoaykuuu u ADC, ecnu

1%0.¢ MI/IKpO6I/IOJIOI‘I/I‘I€CKa$I qUCTOTA HOPMHUPYCTCA.

11.3. Banmmpanus aHAJIMTHYECKUX METOIUK
(cM. pazaen 12 HacTosIIe YacTh)

11.4. Ceprudukatsl ananmn3a

11.40. Ins kakaol cepuu TpoMexyTodHOW mnpoaykiuu uiau ADC
JOJI’KEH BBIJABaThCsl OPUTHHAN cepTU(HKaTa aHaIu3a MpHU €ro 3amnpoce.

11.41. Ceptudukar aHanmsa JIOKEH CoJepkaTb HHOOPMALMIO O
HAaMEHOBAaHMM MPOMEKYTOYHOM mnpoxnykuuun wm A®C, Bkimodas npu
HEOOXOJIMMOCTH COpT, HOMEp Cepud M JaTy Bblllycka. Ecmm mis
npoMeXyTouHOM mpoaykiuuu uinu ADC ycTaHOBIIeHA JaTa UCTEUECHUs CpOKa

rogHoCT, 3Ty HAaTy CICAYCT YKa3blBATb Ha O3THKCTKC U B CCpTI/I(bI/IKaTC
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aHanmu3a. Eciu nns mpomexxytouHoi mpoaykuuu uin AP@C ycTaHoBJIeHa
JlaTa MOBTOPHOT'O UCIBITAHUSI, TO 3TY JIaTy CIEAYET YKAa3bIBaTh HA STUKETKE U
(wnn) B cepTudUKaTe aHAIH3A.

11.42. B ceptudukare IODKEH OBITh TMPUBEACH IMEPEYCHb BCEX
UCTIBITAaHUM, TPOBEIECHHBIX B  COOTBETCTBUU C  (hpapMaKOINeWHBIMU
TpeOOBaHUSIMU WM TPEOOBAHUSAMHU TMOTPEOUTENS], BKIIOYAs JOMYCTHUMbBIE
npeaenbl, a TakKe IMOJyYEHHbIE KOJIMYECTBEHHbIE 3HAuYeHHUs (eclu
pe3yJIbTaThl UCHIBITAHUN TAKOBBIMHU SIBIISIFOTCS).

11.43. Ceptudukar AOKEH COAEpKATh ATy MOANMKMCAHUS, TOIIMKCH
YIOJHOMOYEHHOTO COTPYJIHUKA OTAena (OTAENIOB) KauecTBa, HaMMEHOBaHUE,
aapec U HoMmep TenedoHa nepBoHayanbHOTO TpousBoauTens. Eciau ananus
OBUI MPOBEICH MPEANPHUATHEM TI0 IMepeynaKkoBke (MOBTOPHOW 00paboTKe),
B cepTuduUKaTe aHalu3a CJIEAyeT yKa3aTh HaWMEHOBAHHUE, aJpec, HOMEP
TenedoHa TMpeAnpusITAS MO NepeynakoBKe (MOBTOPHOW OOpabOTKE) W JaTh
CCBUIKY Ha HAaMMEHOBaHUE MEPBOHAYAILHOTO MPOU3BOIUTETIS.

11.44. Ecnu HOBbIE cepTU(UKATHI BBIJAIOTCA MNPEANPHUATHEM 10
NepeymnaKkoBKe (OBTOPHOIA o0paboTke), MOCTaBIIMKAMHU WIH
YIOJTHOMOYEHHBIMU UMU JIUIAMHU, JEUCTBYIOIIUMHU OT CBOETO UMEHU WUJIA OT
UMEHHM 3TOr0 NPEANpPUsTUS, TO B HUX CJIEAYET yKa3blBaTh HAaUMEHOBAHWE,
azpec 1 HoMep TeneoHa 1adopaTopuu, MPOBOAUBIIEH aHATU3HI.

Takue cepTud@uKaTel JOJDKHBI TakKe COAEPKAaThb CCBUIKY Ha
HAaMMEHOBAaHME W  aJpec  MEPBOHAYAIBLHOIO  NPOU3BOAUTENS U
NEPBOHAYAIIbHBIN CEPTUPUKAT CEPUH, KOMHUS KOTOPOIro MpHUJIaraeTcs K

HOBOMY cepTU(]HKaTy.

11.5. KonTpoisb crabunpHOCTH ADC

11.50. HeoOxogumMo mnpuHATE B (PopMe MHUCHMEHHOTO JOKYMEHTa

[nporpamMmy MPpOAO0JIKAOIIHUXCSI I/ICHBITaHI/II\/'I, MMpCAHA3HAYCHHYIO JIIAA
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KOHTpoOJIA cTabuibHOCTH XxapakTtepucTuk ADC, momydeHHble pe3ysbTaThl
UCTIBITAHUN HEOOXOIUMO HCITOJIH30BaTh JJIsI MOJATBEPKACHUS HaJJICKAIINX
YCIIOBHM XpaHEHUS W JaT TMPOBEICHUS TMOBTOPHBIX WCHBITAHUN WIN
HUCTeYeHUA cpoka rogHoctu ADC.

11.51. MeTouK MCIBITAHUM, HCIOJIb3yeMbIE TMPU HCCICTOBAHUU
CTaOMJIBHOCTU, JOJDKHBI MPOUTH Bamuganuio ¥ oOecleuyuBaTh MOJIyYEHUE
HEOOXOAMMBIX JAHHBIX O CTAOMJIBHOCTH.

11.52. O6pa31el 17151 UCTIBITAaHUS HA CTa0MIIBHOCTH CIIETYET XPaHWUTH B
KOHTeWHepax (ymakoBKax), aHAJIOTMYHBIX KOMMEPYECKHM KOHTEWHEepaM
(ymakoBkam). Hampumep, ecnmu AD@C peasiu3yroT B MEIIKax, YIaKOBaHHBIX B
¢budpoBbie OapabaHbl, TO 00pa3Ilbl ISl UCTIBITAHUN HAa CTaOMJIBHOCTH MOTYT
OBITh YIIAKOBaHBI B MEIIKU W3 TOTO )K€ MaTepuasia, moMelieHHbIe B OapadaHbl
MEHBIIIETO pa3Mepa, W3TOTOBJICHHBICE W3 MaTepuala, aHAJIOTUYHOTO WA
UJIEHTUYHOTO MaTepuainy GuOpoBbIix OapadaHoB, B KoTopbix ADC nmocrymnaer
B IIPOJIAXKY.

11.53. Kak mpaBwiio, B mporpaMMy MOHHUTOPHHTA CTaOWUJILHOCTH IS
MOATBEPKJICHUS J1aT MPOBEACHUS MOBTOPHBIX HCHBITAHUM WM UCTEUEHUS
CpOKa TODHOCTH [IOJDKHBI OBITh BKJIIOYEHBI TEpPBbIE 3 peaiu3yeMble
mpou3BOACTBEeHHbIE cepun. OIHAKO €eCIu JaHHBIE MPEeIBAPUTEITHLHOTO
UCCJIEIOBaHUS CBUJIETENHCTBYIOT, UTO ADC MOKET COXpaHATh CTAOMIBHOCTD
o KpailHel Mepe B TeueHue 2 JIeT, JOMYCKAeTCs HMCIO0JIb30BaTh MeHee 3
Cepuil.

11.54. B mporpamMmy MNpOAOIKAIOMIMNXCS HUCHBITAHUM CTaOWIBHOCTH
HEOOXOAMMO BKJIFOYATh KaK MHHHUMYM OJIHY TipousBeneHHyio ceputo ADC
B roj (3a MCKJIIOYEHHWEM TeX CIIy4aeB, KOrja MPOU3BOJICTBEHHBIE CEpUU B
JTAHHOM T'OJ1y HE BBIMYCKAIKCh) U MO KpailHell Mepe €KerolHO MPOBOAUTH €€

HUCIIBITAHUA IJIA ITOATBCPIKACHU S CTaOMJILHOCTH.
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11.55. Ins A®C ¢ KOPOTKMMH CPOKaMH XPaHECHHUS HCIIBITAaHUS
HE0OXOAMMO TPOBOIWTH Harie. Hampumep, s Tex OMOTEXHOJOTHYECKHX,
ononmornueckux u apyrux ADC, cpoku XpaHEHHUS KOTOPHIX COCTABISIOT 1
roJl WIH MEHbIe, CIeAyeT OTOMpaTh OOpa3lbl ISl UCHBITAHUM Ha
CTaOMJIBHOCTh M TPOBOJUTH HUCIIBITAHUS €KEMECSYHO B TEUEHHUE TEPBBIX
3 MecsleB, a 3areM Kaxaele 3 Mecsaua. Ecou  uUMeroTcs  1aHHbIE,
NOATBEpKIaIIMe  coxpaHeHue  cradbunpHocTd ADC, gomyckaercs
UCKIIIOUUTh HEKOTOpPHIE WHTEPBAIbI HCHBITAaHUN (Hampumep, 9-MecsdHbIe
WCIIBITAHUS ).

11.56. HeoOxoaumMo, 4TOOBI yCJIOBHUS XpaHEHHUS NPHU HCHBITAaHUAX Ha
CTaOMJIBHOCTD COOTBETCTBOBAJIH TpeOOBaHUSIM 3aKOHO/IaTEIhCTBA
rocyAapcTB-uJiecHOB W akTaMm opraHoB (Coro3a B OTHOLIEHWU HCIBITAaHUN

CTAa0OUJILHOCTH.

11.6. laTel ncTeUeHUS CPOKA TOTHOCTH U TIPOBEICHUS TTOBTOPHBIX
WCIIBITAHU U
11.60. Ecntu  mpoMmexyTouHas TNPOAYKIMS TpeIHa3HauyeHa  JUIs
nepeaaydu 3a npenesbl chepbl KOHTPOJIS CUCTEMBI YIPABICHUS MaTepuaiaMu
MIPOU3BOIUTENS U JIJIsl HEE Ompe/ieieHa JaTa NCTEUCHUsI CPOKa TOHOCTH WA

INPOBCACHUA  ITIOBTOPHBIX I/ICHBITaHI/II)'I, TO AOJDKHAa OBITH IMoJIydcHa

uH(dOopMaIus, TTOATBEPIK TAFOTIIAST CTaOMIIBHOCTH MIPOMEKYTOTHOU
NPOAYKIMK  (Hampumep,  ONMyOJIMKOBAaHHBIE  JaHHBIC,  PE3YJIbTATHI
UCITBITAHUM ).

11.61. /laTbl ucTeUEHHUSI CPOKA TOJHOCTH WJIM MPOBEJACHUS MOBTOPHBIX
uctbiTanuit ADC 10DKHBI OCHOBBIBATHCSA HA PE3yJIbTaTaX OLCHKH JAaHHBIX,
MOJIYYECHHBIX TIPU HM3YYCHUH CTabmibHOCTH. OOIETPUHATON MPAKTUKOU
sBisieTcss ykazanue s AD@C matel MpOBEACHHS MOBTOPHBIX HWCIBITAHUH,

d HC JaTbl HCTCUCHU CPOKA T'OAHOCTHU.
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11.62. [IpenpaputenbHble AaThl HMCTEYEHUS CpPOKAa TOJHOCTH WJIU
MpOBeACHUST NOBTOPHBIX HCHbITAHUA A®dMC MOryT OCHOBBIBATBCS Ha
pe3yJibTaTtax, MOJyYEHHBIX JIJIS ONBITHBIX CEPUH, B CIEAYIOMINX CIydasx:

€CIM 11 ONBITHBIX CEPUU UCIOJB3YIOTCA CIOCOO MPOU3BOJICTBA U
POIEAYPhl, MOJACIHUPYIOIIME OKOHYATEIbHBIA MPOIECC MPOMBIIIJIEHHOTO
MIPOU3BOJICTBA,;

ecnmu kadecTBO ADC COOTBETCTBYET KaueCTBY BEIIECTBA, KOTOPOE
OyJleT BBIMYCKAThCS B MPOMBIIIIIEHHOM MaciiTade.

11.63. Jlns mpoBeneHWs TMOBTOPHBIX HCIBITAHUNA CIEAyeT OTOWpaTh

pernpe3eHTaTuBHbIE 00pa3Iibl.

11.7. ApxuBHbIe 00pa3IlbI

11.70. ApxuBHBIE 00pa3lbl YIAKOBBHIBAIOT M XPaHAT C LEJbIO
BO3MOXHOM TOCIENyromen oneHku kadecrBa cepud ADC, HO HE WA
MPOBEJICHUS UCTIBITAHUN Ha CTAOUIBHOCTb.

11.71. ApxuBHble o00pa3nbl Kaxaon cepun ADC, HaIEKAIIUM
o0pa3oM MapKHpOBaHHBIE, CIENyeT XpaHUTh B TedeHue 1 rojaa mociie AaThl
VCTEUYEHHS CPOKA TOTHOCTH CEPUU, KOTOPASI ONPEAEISETCS TPOU3ZBOIUTEIIEM,
WM B TEYEHHUE 3 JIET TOCIe pean3allid CEpUH B 3aBUCUMOCTH OT TOTO,
KaKoOM CpOK sBIseTCS Oosiee IMTENbHBIM. ApxuBHbIe 00paszibl ADC ¢
YCTAHOBJICHHOM JaTOW MOBTOPHBIX UCIBITAHUN CIEAYET XPAHUTh B TCUCHHUE
3 Jer Tmocile TOro, Kak cepus Obula TMOJHOCTHIO pealiu30BaHa
MPOU3BOUTEIEM.

11.72. Tlpu XpaHeHWHW apXWBHOTO oOOpasma CileayeT HCIOIb30BaTh
TaKyIo ke CHCTeMy KOHTeiHep (yrakoBka), B kKoTopoi xpanurcs ADC, nimu
TAaKyr, KOTOpasi 3KBUBAJIEHTHA CHCTEME YIIAKOBKH, MPEIHA3HAYCHHOMW IS
POJIaXKH, UM 00ECIIeUnBaET JIyUlIyto 3amurty. Cieayer XpaHuTh apXUBHbBIC

O6pa3LU>I B KOJIHMYCCTBC, AOCTATOYHOM [JIsI IIPOBCACHHUA KAaK MHHHUMYM
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2 TIOJHBIX aHAJIU30B B COOTBETCTBUU C TpeOOBaHUSMU (papMaKonenHon
CTaThbU WM MPU OTCYTCTBUH (hapMaKOIEWHOW CTaThbU — 2 TIOJHBIX aHAIH30B
B COOTBETCTBUU CO cHenudukanueid (HOPMATUBHBIM JIOKYMEHTOM IIO

KA4eCTBY).

12. Banunaius
12.1. [TonuTuka BaIuIaIlnd

12.10. [IpousBoguTeneM AOJKHA OBITH JOKYMEHTAJIBHO oOdopMIiIeHa
KOHIICTIIIMSI B OTHOIICHWH TOCTABJICHHBIX II€JIed W MOJIX0/a K BallMIAIlUH,
BKJIFOYAs BAIMJAIAIO TEXHOJOTHYECKUX MPOIECCOB, MPOIEAYP OUYHUCTKH,
AHATUTHYECKUX METOIMK, MPOIEAYp KOHTPOJS B IPOIECCE MPOU3BOACTBA,
KOMITBIOTEPU3UPOBAHHBIX CHCTEM, M B OTHOIIECHUM JIUI], OTBETCTBEHHBIX 3a
pa3paboTKy, TMPOBEPKY, YTBEPXKACHHE U JIOKyYMEHTaJIbHOE odopmiieHne
KKJIOTO dTara Baaugaluu.

12.11. Kputnueckue mapameTpsl (IToKazaTeian) KauyecTBa, KaKk MpaBuilo,
CIIETyeT OMpENeNsiTh Ha CTaauH pa3pabOTKH WJIM Ha OCHOBAHWH JaHHBIX
IIPEIBAPUTENHHOTO OMbITa padboThl. ClieqyeT TakKe ONMpeNeTuTh JUAra30Hbl
3HAYCHUH OJTHX KPHUTHYCCKMX TlapaMeTpoB (Mokasareiell) KadecTsa,
HeoOXoauMBbIe sl 0OecTieueHns] BOCIIPOM3BOIMMOCTH mporiecca. [Ipu atom
HE00XO0aUMO:

OTIpeNIeTTNTh KpUTHUYECKHe moka3arenu kadectBa ADC kak mpoayKiumy;

yKazaTh TapaMeTphl TpoIecca, KOTOPhIE MOTYT BIMATH Ha
KpUTHUYECKHUE ToKa3aTenu kadectBa ADC;

YCTAaHOBHUTH JHANa30H 3HAYCHUN KaXKIOTO KPUTUYECKOTO TapaMerpa
mporecca, KOTOPBIA TPEANojaraercsi HWCIOIb30BaTh IPH  CEPUMHOM
IIPOM3BOJICTBE U KOHTPOJIE MpoIiecca.

12.12. Onepanuu, KOTOpbIe CYUTAIOTCS KPUTHYECKUMU JIJI1 KauecTBa U

ynucTtoThl ADC, mojjiekaT BaJIuIalkH.
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12.2. JlokyMeHTaus mo BaaIugaIluu

12.20. Ins kaxaoro Tmporiecca, MOJISKAIIEro BalWAalldd, CIETyeT
pa3paboTaTh MPOTOKOJ BaTUJAMH. DTOT MPOTOKOJ JOJDKEH OBITH IIPOBEPEH
U YTBEPKIICH OTAEIOM (OT/AeNIaMH) Ka4eCTBa U APYTUMHU COOTBETCTBYIOIITUMU
CITy>K0aMH.

12.21. B nporokojie BaluJalMU  JOJDKHBI  OBITH  OIpeJeeHbI
KPUTHYECKHUE CTaJUH IpoIecca W KPUTSPHH IMPUEMIIEMOCTH, a TaKKe BHJI
MPOBOAUMON Balmuaaluy (HAMpHMEP, PETPOCIICKTHBHAS, IEPCICKTHBHAS,
COITYTCTBYIOIIAs) U KOJIMYECTBO MTPOU3BOICTBEHHBIX ITUKIIOB.

12.22. Ot4uer 0 BaluIalMK JOJKEH COAEPKaTh NMEPEKPECTHBIE CChUIKU
Ha MIPOTOKOJI BaJIMIAIINN, 0000MIIATh MTOYYSCHHBIC PE3yJIBTAThl U OOBSICHSATH C
COOTBETCTBYIOIIIUMH  BBIBOJIAaMH  JIFOOBIE OOHApY)KCHHBIE OTKIIOHEHHUS,
BKJTFOYAsI PEKOMEHyEeMbIe U3MEHEHUS IJIs1 UCITPABJICHUS HEJJOCTATKOB.

12.23. JTItoOble OTKIOHEHHS OT IMPOTOKOJA BAIMIAINHU JIOHKHBI OBITH

0(OpMIIEHBI TOKYMEHTAJIBHO C COOTBETCTBYIOIIUM OOOCHOBAHUEM.

12.3. Kpaynmndukarust

12.30. [Jo Hauana paboT IO BaJIMJIAIMHU TpOIlecca CIEAYET 3aBEPIIUTh
HAJIJICKAILY 1O KBaJIM(UKALTHIO KPUTUYECKOTO 000pyA0BaHUS u
BCIIOMOTATENIbHBIX cHUCTeM. KBamumdukanuss OOBIYHO TIPOBOJMTCS 11O
CJICTYIONMMM 3TamnaM (10 KaXJAOMY 3TaIly OTACIHHO WM IO BCEM dTalaM B
COBOKYITHOCTH):

kBanuukarus npoekra (design qualification, DQ) — gokyMeHTaIbHO
oopMIIEHHOE TIOATBEP)KIECHHWE TOTO, UYTO TPEIJIOKCHHBIM  IMPOCKT
IPOU3BOJCTBEHHBIX TMOMEIIECHUM, OOOPYMOBAHHS WJIH CHCTEM SBIISIETCS
TIPUTOTHBIM JIUIS IPUMEHEHHS TI0 HAa3HAYCHUIO;

kBanuukaus ~ MoHTaxka  (installation  qualification, 1Q) -

JOKYMCHTAJIbHO O(I)OpMJ'IGHHOC MOATBCPIKACHUE TOIO0, YTO MOHTAXK
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noMenieHuii, cucreM U oOopynoBaHus  (YCTAaHOBJICHHBIX WU
MOAU(UIIUPOBAHHBIX) BBITIOJIHEH B COOTBETCTBHM C YTBEP)KICHHBIM
MPOEKTOM, PEKOMEHAAIMAMHU MPOU3BOJUTENS U (WiM) TpeOOBAHUSMHU
MOJIb30BaTENS;

kBanuukamus QyHkiuponupoanus (operational qualification, OQ) -
JOKYMEHTaJIbHO O(OPMIICHHOE MOATBEPKICHUE TOTO, YTO TOMEIIEHHUS,
CUCTEMBI M 00o0pyAoBaHUE (YCTAHOBJIEHHBIE WJIM MOJIUDUIIMPOBAHHBIC)
(GYHKIIMOHUPYIOT B COOTBETCTBHHM C TPEABIBISIEMBIMHA TPEOOBAHUSIMH BO
BCEX MPEIYCMOTPEHHBIX PEKUMaX padOTHI;

kBanuukarus skcrryaranuua (performance qualification, PQ) -
JOKYMEHTaJIbHO O(OPMIICHHOE TMOATBEPKIECHUE TOTO, YTO TOMEIEHHUS,
CUCTEMBI U O0OOpYJOBaHUE MNPHU COBMECTHOM HCIIOJIb30BAHUM pPabOTAIOT
3(pPEeKTUBHO W  BOCHPOU3BOASTCA  IOKA3aTelid, COOTBETCTBYIOIIHE

YTBEPKJICHHBIM TPEOOBAHUSM M XapaKTEPUCTUKAM Ipoliecca.

12.4. Tlonxoasl K BaJMIalMK TIpoIiecca

12.40. Banupamusa mporecca — 3TO JOKYMEHTAJIbHO O(GOpPMIICHHOE
J0OKa3aTeIbCTBO TOTO, 4YTO TMPOLECC, TMPOTEKAIIHUi B  Mpenenax
YCTAHOBJICHHBIX  TapaMeTpoB, oOecrieunBaeT 3(pPekTuBHOE U  C
BOCIIPOM3BOJUMBIMU  Pe3yJbTaTaMH  MPOUW3BOJCTBO  IPOMEKYTOUHOU
nponyknuu wii ADC, COOTBETCTBYIOIIMX MPEIBAPUTEIHLHO 3aJaHHBIM
crenu@uKaIyaM 1 Toka3aTessM KauecTBa.

12.41. CymectByer 3 moaxoaa K Bamuaanuu. llepcnekTuBHas
BAIMJAIMSA  SBJISETCS  IPEANOYTHTEIBHBIM  IMOJXOAOM, HO HMEIOTCS
WCKITFOUCHHS, TIO3BOJISTFOIINE MCIIOJIB30BaTh APYTHUE MOIXOABI. ITH TOAXOIBI
U UX IPUMECHHMOCTD OITMCAHBI HIKE.

12.42. [lepcieKTUBHYIO BaIUAAIIMIO OOBIYHO CIIEYET BBITIOIHSATH IS

BCCX IIPOLOCCCOB, CBA3AHHBIX C IIPOU3BOJACTBOM ACDC, KaK YKa3aHO B



162

nyHkTe 12.12 nacrosimeid yactu. IlepcnekTrBHaAs Baauaalnus, ITpOBOIUMAs
IJIs  TIpoliecca, CBSI3aHHOTO ¢ Mpous3BojacTBOM ADC, 1omKHA OBITh
3aBepllieHa JI0 Hayajla peajau3allid TOTOBOI'O JIEKAPCTBEHHOI'O IMperapara,
npousBeneHHoro u3 atout ADOC.

12.43. ConyTcTByIOIIas BaJWAaUusl MOXET OBITh TMPOBEICHA TIPU
OTCYTCTBUU JAHHBIX JJISI TIOBTOPSIIOIIUXCS TEXHOJOTHMUYECKUX ITUKIIOB, €CIIU
BBINMYIIEHO OrpaHudyeHHoe uyucio cepuid ADPC, ecium cepun ADC
BBIITYCKAJIUCh  PEAKO WM  ObBUIM  TPOU3BEACHBI  MOCPEICTBOM
BAIMJAUPOBAHHOIO  IIpollecca, KOTOpbIM Obu1  MoauduuupoBaH. /[lo
3aBepIIeHUs COMyTCTBylomed Bamupanuu cepun ADC Moryt OBITh
BBITTYIIIEHBI U UCIIOJIb30BAaHBI JJ1s1 TPOM3BOJICTBA JIGKAPCTBEHHOTO Mpernapara,
NpeHa3HAYEHHOTO ISl peaju3allui, MpPH YCJIOBUU IOJHOTO KOHTPOJS H
MonuTopuHra cepuit ADC.

12.44. VickmroueHneM, TIO3BOJISIONIAM TPOBECTH PETPOCTICKTUBHYIO
BaJIMJIAINIO, SIBJISIFOTCS JIOCTATOYHO OPTaHM30BAaHHBIE IPOIIECCHI, KOTOPHIC
obecrnieunBarOT MPou3BOACTBO ADC 0e3 CyIIeCTBEHHBIX H3MEHEHHUM ero
KadyecTBa BCJICJACTBUE WM3MEHEHUW CBIpbsS, OO0OPYIOBaHUS, CHCTEM,
MIOMEIIECHUM M MpoIiecca MPOou3BOACTBA. TaKkoW MOAXO0J K BaTUJALMU MOXKET
OBITH MCHOJIH30BaH, SCIIH:

OTIPE/ICNICHbl KPUTHYECKHUE TI0KA3aTeIM KadecTBa W KPUTUUECKHUE
napaMeTphl IIPoIecca;

YCTAHOBJICHBI HAJICKAIINE KPUTEPUU TMPUEMIIEMOCTH W KOHTPOJIS
B MPOIIECCe MPOU3BOACTBA;

OTCYTCTBOBAJIU CYIIIECTBEHHbIE COOU B XOJi€ Mpollecca WU JTePEeKTh
NPOAYKIIMA IO TIPUYMHAM, HE CBS3aHHBIM C OIIMOKaMHU oIllepaTopa WIH
OTKa3aMu 000pY/I0BaHMS;

OBLIN yCTAHOBJICHBI MpodK npumecei i1 nanHo ADC.
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12.45. Cepun, oTOOpaHHBIE JIsI PETPOCICKTUBHOW  BaJIUJAIlUH,
JOJDKHBI TIPEACTABIATh COOOM pemnpe3eHTAaTUBHYIO BHIOOPKY M3 BCEX CEpPHiA,
MIPOU3BEICHHBIX 3a TPOBEPSIEMBINA MEPUO, B TOM UYHCIE JIFOOBIX CEpHi, HE
COOTBETCTBYIONINX crenudukanusM. [Ipu 3ToM KOIWYeCTBO TaKWX Cepuit
JOJKHO OBITH JOCTATOYHBIM JIJIsl JIOKA3aTelIbCTBA IMOCTOSIHCTBA IPOIIecca.
B mensx mosiydeHHs MaHHBIX JJIS PETPOCIEKTHBHOW BalUAAIMK TpoIecca

MOJKET OBITH IMPOBCACHO UCIIBITAHUC apXUBHBIX 06pa3u013.

12.5. TIporpamMma Basianiuu mpoiecca

12.50. KonmraecTBO MPOM3BOACTBEHHBIX ITUKIOB, HEOOXOIUMBIX IS
BaJIMJIAlIMK, JOJDKHO 3aBUCETh OT CJIOKHOCTH IIpOIlecca WM 3HAYUMOCTH
W3MEHEHHMS TIpolecca, MOJJIekKAIIUX PACCMOTPEHUIO. {11 MepCeKTUBHON U
COMYTCTBYIOIIEH BadUJAllMd JOJDKHBI OBITh HCIIOJB30BaHbI  JIAHHBIE,
MOJYYECHHbIE IS 3  TOCJEJOBATEIbHBIX MPOU3BOJCTBEHHBIX  CEpHUd
NPOAYKIIUUA HaJuIexaniero kauecrsa. OIHaAKO MOTYT ObITh CUTyallud, KOT/a
JJIsL T0Ka3aTeJIbCTBA MOCTOSIHCTBA MpoIiecca HEOOXOAUMBI JIOTIOJIHUTEIbHBIC
MIPOU3BOJICTBEHHBIC IMKJIBI (HAIIPpUMEpP, MPOIECCHl MTPOU3BOACTBA CIIOKHBIX
A®C wmm poutenbHble Tporiecchl npousBoacTBa ADC). Jlnsg oneHkH
MIOCTOSIHCTBA MpoIlecca MPU PETPOCIEKTUBHOM BaIWJalMU, KaK ITPaBHIIO,
HE00X0IMMO HucciieoBath JaHHbie s 10 — 30 mociegoBaTeNbHBIX CEpHid,
HO TIPU COOTBETCTBYIOIIEM OOOCHOBAaHUM 3TO YHCIO MOXKET OBITh
YMEHBIIICHO.

12.51. Bo BpeMs mpoBeieHHs MCCIIeIOBAaHUM 110 BaIUAAIIMKA ITIpoIiecca
CIeyeT KOHTPOJMPOBaTh U TMPOBEPSITh €ro KPUTHUECKUE MapameTphl.
[TapameTphl nporiecca, He CBSI3aHHBIE C KAY€CTBOM, HalpuMep, IepeMEeHHbIE,
KOHTPOJUPYEMBbIE B IEISAX COKpAUICHUS] MOTPEOJICHUSI DSHEPTUM  WIH
UCIIOJBL30BaHUsl O0OpYy/JOBaHUSA, MOXHO HE BKIHOYaTh B BaJIUAAIUIO

Imponecca.
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12.52. Banuaanusa mporiecca JI0/DKHA TMOJATBEPXKIaTh, YTO MNPOQPHUIHL
npumecent 111 kaxgoro ADC Haxoautcs B 3aaaHHBIX npeaenax. [Ipodumb
NpUMeceil JOJKEH ObITh aHajorudeH (JIu00 OBITh JIy4llle) paHee
MOJIYYEHHOMY MPO(QUII0 NMpUMECEH, a TAaKKE€ B COOTBETCTBYIOIIMX CIydasx
npoduit0 MpuMecel, yCTAaHOBJIGHHOMY IpU pa3paboTKe Imporiecca, WIH
CepHH, UCIIOJIB30BAHHBIX IS OCHOBHBIX KIIMHUYECKUX U TOKCUKOJIOTHYECKUX

UCCIIEIOBAHMIA.

12.6. [lepuoanueckast mpoBepKa BaTUAUPOBAHHBIX CUCTEM

12.60. Cuctempl W TIPOILECCH CIAEAYET TOJABEPraTh MEPUOTUIECKOMN
OIICHKE JIUTS TIOATBEPKJICHHUSI TOTO, YTO OHH (DYHKIIMOHHPYIOT IPaBUILHBIM
oOpa3zoM. Eciim B mporiecc wim cucTeMy He OBLIM BHECEHBI CYICCTBEHHBIC
U3MCHEHUS M 0030p KadecTBa ITOATBEPAMII, YTO CHCTEMa HJIM IPOIECC
MOCTOSTHHO 00€cTeunBaeT MPOM3BOJICTBO MaTepHayia, COOTBETCTBYIOIIETO

CHeI_II/I(i)I/IKaI_II/ISIM, IIOBTOPHAA BaJIWdalH, KaK IIPpaBUJIO, HC IIPOBOJAUTCA.

12.7. Banumauus OYNCTKH

12.70. [Ipouienypsl  OYMCTKH, KaK TMPaBWIO, JOJDKHBI  IPOUTH
Banuaanuoo. OOBIYHO BadUAAIMI0O OYUCTKM MPOBOJAAT B Cilyyasx, MpHU
KOTOPBIX KOHTAMUHAIIMS WU TMIEPEHOC BEIIECTB MPEACTABISECT HANOOBITYIO
onmacHocTh s kadectBa A®C. Hampumep, Ha HayadbHBIX CTAAUAX
TEXHOJIOTHYECKOTO Tpolecca MOXKET He TMOTpeOoBaThCs MPOBEICHUE
BaJUJAIMU MPOLEAYP OYUCTKU O0OOpYIOBaHUSA, €CIIM OCTaTOYHBIE BEIIECTBA
OyIyT yJajeHbl Ha MOCIEAYIOIMMNX CTAUAX OUUCTKH.

12.71. Banuaamus mporeayp OYUCTKH JTOHKHA OTPaKaTh (PaKTHUECKUIH
XapakTep MCMoJIb30BaHUs obopynoBanus. Eciu pasubie ADC uinm pasHyro
MPOMEXYTOUHYIO MPOJIYKIIMIO TPOU3BOASIT HAa OJHOM M TOM K€

060py/:[013aH1/11/1 Hu 3TO 060py,Z[OBaHI/IC OYHMIarT OJHHUM MU TCM XKC CHOCO6OM,
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TO Il BaJIMJAMA OYHCTKA MOXKHO BBIOpaTh PENPE3CHTATHUBHYIO
npoMexyTouHyro npoaykuuio uin  A®DC. Takoil BeIOOp  J0JKEH
OCHOBBIBAThCS HA JAHHBIX O PACTBOPUMOCTHU U TPYITHOCTSAX OYHUCTKH, a TAKIKE
Ha pacueTe MPEAebHOTO COACP)KaHMsI OCTAaTKOB C YYETOM WX aKTHBHOCTH,
TOKCUYHOCTHU U CTAOMJIBHOCTH.

12.72. B mpoTokojie Badugallii OYUCTKH JIOJDKHBI OBITH OITMCAHBI
o0opyIoBaHUe,  MOJIeKAIIEEe  OUYMUCTKE,  MPOLEAypbl,  MaTepHalbl,
OpUEMJIEMbIE YPOBHU OYHUCTKHM, KOHTPOJHMPYEMBIE U  PETyJIUpyeMbIe
napamMeTpsl M aHATUTUYECKHE METOAMKHA. B TpOTOKOIE CilemayeT TakkKe
yKa3aTh BUJbI OTOUPAEMBIX P00, CIOCOOBI UX 0TOOpPA U MAPKUPOBKH.

12.73. JInsi oOHapykeHUsT KaK HEPACTBOPHUMBIX, TaK M PaCTBOPHUMBIX
OCTaTKOB METOJIbI 0TOOpa MpoO TOJIKHBI BKIIIOUYATh COOTBETCTBYIOIINE METOIbI
(HampuMep, 3a00p MAa3KOB HJIM CMBIBOB, MPSIMYHO OKCTPAKIHIO H Jp.).
Hcnonp3yeMble METOIBI OTOOpa MPOO JOHKHBI TO3BOJISATH KOJTMYECTBEHHO
OIIPEIEISITh YPOBHU OCTATKOB HA MTOBEPXHOCTIX 000pYAOBaHUS MOCIIE OYUCTKH.
CrnenyeT y4uThIBaTh, YTO HCIOJB30BAHUE METO/Aa OTOOpa MpoO MOCPEICTBOM
3a00pa Ma3KOB HEOCYIIIECTBUMO, €CJIM KOHTAaKTUPYIOIIME C MPOAYKTOM
MOBEPXHOCTH SIBIIAIOTCS TPYIHOAOCTYIHBIMU BCIIEACTBUE KOHCTPYKTHUBHBIX
0COOEHHOCTEW 000pyA0BaHMs (HAIPUMEDP, BHYTPEHHUE MOBEPXHOCTHU IUIAHTOB,
TPAHCIIOPTHBIX TPYOOIIPOBOJIOB, E€MKOCTHM PEAKTOPOB C Y3KUMHU JIFOKaMH,
a TakkKe HeEOONBIIOE IO pa3Mepy CIOKHOEe o0opyaoBaHue (Hampumep,
MHUKPOHHM3aTOPbl W  MHUKPOPACIBUTUTEIN)) UM (MIM) €CIH  CYIIECTBYIOT
OrpaHWYeHus Tpoliecca (Harmpumep, 00padoTKa TOKCUYHBIX BEUIECTB), B ATHX
CIIy4asix He00X0/IMMO MPEyCMOTPETh MHOW METO 0TOOpa Mpoo.

12.74. Cnenyer WCHOJb30BaTh BAJIMJAUPOBAHHBIE aHAJTUTHYECKUE
METOAMKH,  OOJIaalolihue  JIOCTAaTOYHOW  YYBCTBUTEIBHOCTHIO IS
OoOHapy>KeHHS OCTAaTKOB WM KOHTaMUHAHTOB. [Ipenen oOHapyXKeHUsST KaKI0H
AHAIUTUYECKON METOAMKU JOJKEH OBITh JOCTATOYHBIM IS TOTO, YTOOBI
YCTAaHOBUTh  JOCTIDKCHHE  TPHUEMJIEMOTO  YPOBHS  OCTaTKOB WA

KOHTAMHWHAHTOB. I[J'ISI MCTOIUKH CIICAYCT YCTAHOBUTDH I[OCTI/II‘aeMBIf/'I YPOBCHb
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W3BJICUCHUs BemiecTBa. lIpemenbl comepkaHus OCTaTKOB JOJDKHBI OBITh
MPaKTUYHBIMU, JOCTHKUMBIMU, IPOBEPSEMBIMU U JIOJKHBI OCHOBBIBATHCS HA
coJiepKaHuW HanmboJjee BpeIHOro octartka. [Ipemensl MOKHO yCTaHABIMBATS,
OCHOBBIBASICh Ha MUHAMaJTHbHOM obmnaaromnemM W3BECTHOM
(dbapMakoIOTUYECKOW,  TOKCHUKOJOTHYECKOW  WiIM  (DU3MOJIOTHYECKON
akTUBHOCTHIO KosinuecTBe ADC unm Hanbosnee BpeaHoro kommnonenta AOC.

12.75. Ins  miporeccoB, B KOTOPBIX CYIIECTBYET HEOOXOJIUMOCTh
CHM)KEHHUSI OOILEro KOJMYEeCTBA MHUKPOOPTaHU3MOB WA SHIOTOKCHHOB B
A®C, i sl IpyruX TPOIECCOB, TA€ MOXKET OBITh 3HAYMMBIM TaKas
KOHTaMHHAIMsl  (Hampumep,  MPOU3BOJACTBO  HecTepwibHbIX  ADC,
UCTIOJIB3YEMBIX 1T~ TPOW3BOJACTBA  CTEPWIBHBIX  JIEKAPCTBEHHBIX
npernaparoB),  HMCCICIOBAaHME  OYHCTKH  (CaHUTapHOW  0OpabOTKM)
o0OpyJOBaHUS  CIEAyeT MPOBOAUTH B  OTHOUIEHWHW KOHTAMHHAIUU
MUKPOOPTaHU3MaMHU U SHIOTOKCHHAMMU.

12.76. [Ipouenypsl OYHCTKH cienyer KOHTPOJIUPOBATH c
ONPEICICHHON MEePUOJUYHOCTHIO MOCIE BaIUAAIMU, YTOOBI YOEIUTHCS, YTO
3T TIPOIEAYPHI SIBISIFOTCS 3P (HEKTUBHBIMU MPU UX WCIIOIH30BAHUH BO BPEMS
TEKYIIEro TEXHOJOTHYECKOro mporecca. YUcToTy 000pyHOBaHUS MOKHO
KOHTPOJIUPOBATh TMOCPEICTBOM MPOBEACHUS AHATUTHYCCKAX WCIBITAHUN U
BU3YaJIbHOTO OCMOTpa. Bu3yallbHBIA OCMOTp TO3BOJISIET OOHAPYKUTh
3HAYUTENbHbIE CKOIJIEHWS KOHTAMWHAHTOB Ha HEOOJBIIMX Yy4yacTKaX, €Clu
€CTh OCHOBAaHUS TOJIaraTh, YTO OHU MOTYT OKa3aThCs HE OOHAPYKEHHBIMHU

WHBIM CIIOCOOOM TIpU 0TOOpE MO0 U (WIIM) aHAIIU3E.
12.8. Baimmmanus aHaIMTHYECKUX METOINK

12.80. Ecnu ucnonb3yeMble aHATMTUYECKUE METOJIUKH HE BKJIIOUCHBI B
dapmaxkoniero Coro3a, (apmakolled TOCYyIapCTB-UICHOB WM B 0a30BYIO
dapmakoriero, OnpeeIeHHY0 B COOTBeTCTBUU ¢ KoHIenuei rapMoHu3aum
dapmakorieii = TocyJapCcTB-WIEHOB, a  TaKXke JIpyrue  CTaHAapTHI,

npuMeHsiemble B paMkax (Coro3a, TO OHM JOJDKHBI MPOWTH BaJIUIALMIO.
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[TpurogHOCTH BCEX MCIOIB3YEMBIX METOIUK WCIBITAHUHN CIIETyeT MPOBEPSATH
B PCATBHBIX YCIIOBHUSIX MPUMEHECHHS B O(POPMIIATH JOKYMEHTAILHO.

12.81. Bangugamuio  MeTOAWK  CJeAyeT TPOBOJUTH C  Y4ETOM
00OCHOBaHUS XapaKTEPUCTHK, MPUBEICHHBIX B COOTBETCTBYIOIIMX aKTax
opranoB Coro3a 10 BaJIMJAlUA aAHAIUTHYCCKUX MeToauk. O0bem
IIPOBOAUMON aHATUTHYSCKON BAIMIAIIUHU JTOJKEH 3aBUCETh OT ILIEJIM aHaJIu3a
¥ CTaJMHU TEXHOJOTHYECKOT0 mpoliecca mpou3Boactea ADC.

12.82. lo Hayana BaJuJalMU aAHAJUTHYECKUX METOJUK CIIETyeT
IIPOBECTH COOTBETCTBYIOIIYIO KBaJIHU(DUKAITHIO AHAIMTHYECKOTO
000pyI0BaHUS.

12.83. Cnegyer BecTH TOAPOOHBIE 3alMCH  BCEX  HM3MCHCHHIA
BaJTUMPOBAHHON aHATUTUYCCKOW METOAWKHA. TakWe 3amucu JTOJDKHBI
OTpakaTb TPUYUHY M3MEHCHHS W COOTBETCTBYIOIIHME JIaHHBIC JIJIS
MOATBEPKICHUS] TOTO, UYTO W3MEHEHHE TIPUBOAUT K pe3yJbTaram,
00eCIIeYnBaOIIUM TaKyl K€ TOYHOCTh W HAJEKHOCTh aHAJTUTHYCCKOMN
METOANKH, KaK M Pe3yNbTaThl, MOJYyUYCHHBIC C TOMOINBI0 paHee MPUHATOU

aHAJINTUIECKON METOIUKMU.
13. KoHTpoIb U3BMEHEHUM

13.10. Cnenyer pa3paborarth (HOpMATH30BAHHYIO CHUCTEMY KOHTPOJIS
W3MEHEHHMM 11 OIIEHKM BCEX W3MEHEHHUM, KOTOPhIE MOTYT IOBIHUSITH Ha
MPOU3BOJICTBO M KOHTPOJIb TPOMEKYTOUHOM mpoaykiuu u ADC.

13.11. Cnegyer mpeaycMOTpeTh MHUCHMEHHBIC TMPOIEAYPHI IS
UIeHTU(UKAIIMA, JOKYMEHTAJIBHOTO  O(OpMIICHHS, COOTBETCTBYIOIICH
MPOBEPKM M YTBEPXKIACHUS W3MEHCHHUH B OTHOIIEHWW HCXOIHOTO CBIPHS,
crenuuKaIi, aHaJTUTUUYECKUX METOIUK, MOMEIICHHH, BCIIOMOTAaTEIbHBIX
cucteM, o0Opy0BaHMS (BKJIIOYAs KOMITBIOTEPHOE OOOpYIOBAaHUE), CTATUN
mporecca, MaTrepuagoB IS  MApKUPOBKM W YIAKOBKH, a TakKke

KOMIIBIOTCPHOI'O ITPOTIrpaMMHOTO oOecrieueHusI.
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13.12. JlroOble  mpemjioKeHUS MO  HM3MECHCHHUSAM,  KacaroluMCS
cobofeHus TpeboBaHuil HacTosuX [IpaBusi, MOMKHBI OBITH COCTABJICHBI,
MPOBEPEHBI ¥ YTBEPKACHBI COOTBETCTBYIOIIMMH  IMOJPA3ACICHUSIMU
MIPOU3BOIUTENS, a 3aTE€M MPOBEPEHBI W YTBEPKIACHBI OTAEIOM (OTAEIIaMM)
KayecTBa.

13.13. Cnegyer OIEHUTH BO3MOXKHOE BIUSHHUC MPEIII0KEHHOTO
W3MEHEHHMS Ha KauyeCcTBO MpoMexxyTouHoi npoaykuuu uiu ADC. [Iponenypa
KJIacCu(pUKAUM M3MEHEHUM WCMOJIb3YeTCs TP  OMNpelelieHuH o0beMa
UCTIBITAHUHN, BaIWIAIMA M JOKyMEHTAIlUH, TPeOyeMbIX IJisi OOOCHOBAHUS
W3MEHCHMM, BHOCHMBIX B paHEe BaJIMJAUPOBAHHBIA Tmporecc. M3MeHeHus
MOTYT OBITh KJIAaCCU(UIIMPOBAHBI (HAmpuUMeEp, KaK CYIIECTBEHHBIE WIIH
HECYIIECTBEHHbBIE) B 3aBUCHUMOCTH OT HMX XapakTepa M 00beMa, a TakxKe
BIIMSIHUS, KOTOpPO€ OHM MOTYT oOKa3aTb Ha nporecc. C  yderom
000CHOBAHHOTO 3aKJIIOUCHHS CIEAYET ONPEISINTh, KAKUe TOMOJHUTEIHHBIC
HCIIBITAHUSA W MCCIICIOBAHUS 10 BaJdWJallMd HEOOXOIMMBI 11 0OOCHOBAHMS
TaKUX U3MEHCHHH.

13.14. Ilpu BHeApeHWW YTBEPKICHHBIX HM3MEHEHUW CIIEAyeT NPUHSATH
MEpBI MO MEPECMOTPY BCEX JTOKYMEHTOB, Ha COJIEP>KaHNE KOTOPBIX BIIUSIOT 3TH
M3MCHEHHSI.

13.15. [locne BHenpeHHWs W3MEHEHUS B TPOM3BOJICTBO  CIEIYET
MIPOBECTH OIIEHKY NEPBBIX CEPUM, POU3BEICHHBIX WM UCHBITAHHBIX TMOCIE
BHEJIPCHUS dTOTO N3MCHCHHUS.

13.16. Cnexyer OIIEGHUTh BO3MOKHOCTH BO3JACHCTBHUS KPUTHUUYECKUX
W3MEHEHUN Ha CTa0WIBHOCTP W HA YCTAHOBJEHHBIE JaThl IMOBTOPHBIX
WCIIBITAHWM WJIM JaThl MCTEUEHMS cpoka rogHoctd. [lpu HeoOXomumocTH
oOpa3ibl  MpOMEXyTOYHOM mnpoaykuun uiau  ADPC, KoTopeie ObUIH
IIPOU3BEICHBI MTOCPEACTBOM M3MEHEHHOTO MPOIIecca, MOTYT OBITh BBEICHBI B
pOrpaMMy YCKOPEHHOTO M3y4eHHUs CTaOWIBHOCTH W (WJIM) BKJIFOYEHBI B

MpOrpaMMy MOHUTOPUHTA CTAOUIBHOCTH.
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13.17. Caenyer pouH(OpPMHUPOBATH COOTBETCTBYIOIIUX
MIPOU3BOIUTENCH JICKAPCTBEHHBIX MPENapaToB (B TOM YHUCIIE JICKAPCTBEHHBIX
npermapatoB B (opme HepachacOBaHHBIX MPOIYKTOB) 00 H3MEHEHUSAX B
YCTAHOBJICHHBIX TEXHOJIOTHYECKUX TMPOIECcax M MPOUEAypaxX KOHTPOJIS

mponecca, KOTOPLIC MOTI'YT ITOBJIHUATH HAa KAa4CCTBO ADC.

14. Otknonenue u IMOBTOPHOC HUCIIOJIb30BAHHUC MAaTCPHUAJIOB

14.1. OrkiIoHeHuEe

14.10. [IpomexxyTtounyto  npoxayknuto u  ADC, KOTOpele HE
COOTBETCTBYIOT YCTAaHOBJICHHBIM CHEIU(UKAIIUAM, CIEAYEeT COIASpXaTh B
YCIIOBUSAX KapaHTHHA, MPOMAPKUPOBAB TaK, YTOOBI 00ECIEYUTh HX SBHOE
ornuure OT mpoaykiuu U A®DC, COOTBETCTBYIOIIMX YCTAaHOBJIECHHBIM
cnerupukanuaM. Takyto TpoMexyTodHyro mnpoaykimio uin ADC moxHO
MOJIBEPTHYTh TOBTOPHOW 00paboTke wiu mnepepaborke. OKOHYATEIBLHOE
pereHne B OTHOIICHWW OTKIOHEHHBIX MATEpUaiOB JOJDKHO  OBITH

0(pOpMIIEHO TOKYMEHTAJBHO.
14.2. TloBTopHas 06padboTKa

14.20. [IoBTOpHOE  HCMOJB30BaHWE B  ITIPOIECCE IPOM3BOJICTBA
npoMexyTouHor npoxaykuuu wim  ADC, BriIroyas TNPOAYKIHIO, HE
COOTBETCTBYIOIIYIO CTaHJapTaM WM CHenupUKausIM, U HUX IOBTOpHAs
0o0paboTka MyTeM TNOBTOPEHUSI CTaJAUM KPUCTAUIM3ALUU WIH JIPYTUX
COOTBETCTBYIOIIUX CTaIUM 0OpabOTKHM XWMHYECKUMHU WU (U3UIECKUMU
criocobamu (HanmpuMmep, TUCTUILIALNSA, (GUIbTpalys, XpoMaTtorpapupoBaHue,
W3MEIIbUYCHHE), SBIIFONTUXCS YaCThIO YCTAaHOBIIEHHOTO TPOW3BOJACTBEHHOTO
mporecca, OOBIYHO CUUTAIOTCA MpuemyieMbIMU. OJIHAKO €CIU TOBTOpHAsS
00paboTKa UCMOIB3YyeTCs JJIsl OOIBIIMHCTBA CEPUId, TO €€ CIEAYET BKIIOUUTD

B Ka4CCTBC HaCTHU CTAHAAPTHOI'O TCXHOJOTUYICCKOI'O IIpomecca.
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14.21. TlpogomxkeHNe OCYIIECTBICHUS CTaIdd  TEXHOJOTUYECKOTO
npolecca, AJii KOTOPOW KOHTPOJIb B MPOIECCE MPOM3BOJICTBA MOKA3all, YTO
OHa HE 3aBepIeHa, CYUTACTCS 4YacCThl0 OOBIYHOTO TEXHOJOTUYECKOTO
IpoIiecca, a He MIOBTOPHOM 00pabOTKOM.

14.22. BBenenue HempopearupoBaBIIero BEIIECTBa B IIPOIIECC BHOBbL U
MOBTOPHOE TIPOBEACHUE XHWMHYECKOW PpEaKIMu CUHUTAIOTCS TTOBTOPHOU
00paboOTKOM, €clu 3TO HE ABJSIETCS YacThl0 YCTAHOBJIEHHOTO MpoIecca.
Takolt moBTOpHOM 00pabOTKE AOJKHA MPEANIECTBOBATh TIIATEIbHAS OIICHKA,
TapaHTHPYIOMas, 9YTO 3TO HE OKa)KET HEraTHMBHOTO BIUSHUS Ha KadeCTBO
OpOMEXYTOUHOM  mpoaykiuu win  APC  BciencTBue  BO3MOXKHOTO
oOpa3zoBaHus MOOOYHBIX MPOIYKTOB M BEIIECTB, MPOPEATrUPOBABIINX CBEPX

YCTaHOBJICHHOW HOPMBI.

14.3. TlepepaboTka

14.30. Ilepen mpuHATHEM peHieHUS O TepepadoTKe cepuil, He
COOTBETCTBYIOIIMX  YCTAHOBJIEHHBIM HOpMaM WU  CleuuPUuKausIm
(HOpMaTUBHBIM  JIOKyMEHTaM 1O  KayecTBY), CIEIyeT MPOBECTH
paccliiefoBaHUE MPUYUH TAKOTO HECOOTBETCTBUSI.

14.31. Cepun, moaBepruyThie nepepadboTKe, TOKHBI OBITh OOBEKTOM
COOTBETCTBYIOIICH OIIEHKH, UCIIBITAHUM, UCCIEAOBAHUS CTAOMIBHOCTH, €CITN
JUIsL 3TOTO €CTh OCHOBaHUS, U JOKYMEHTaIbHOTO O(GOpPMIICHHS, UYTOOBI
noKaszaTh, 4YTO IepepaboTaHHas MNPOAYKIUS MO KaueCTBY HKBUBAJIEHTHA
MIPOIYKIINH, TPOU3BEICHHON MOCPEICTBOM IEPBOHAYATIBLHO YCTAaHOBIECHHOTO
POU3BOACTBEHHOIO TMpolecca. Hambonee 1enecooOpa3HbIM MOIXOJ0M K
BaJTUAIMN TIPOIEAYP MepepabOTKH SBISETCS COMYTCTBYIONIAS BaUaIlus.
OTO MO3BOJISIET COCTABUTH 3alKMCH TPOLEIYpPHl MEepepadOTKH, yCTaHOBUTHh
NOPSIIOK €€ TPOBEJACHUS M ONPENETUTh OXUIaeMble pe3ynbTaThl. Eciu
nepepaboTKe MOJJICKUT TOJBKO OJHA CEpUsi, TO MOXET OBbITh COCTaBIICH
NUCbMEHHBIA OTYET, a Cepus paspelieHa K BBIIYCKY cpa3zy IMocie

HMOATBCPIKACHUA €C IIPUCMIICMOCTH.
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14.32. JlomxHBl OBITH TPHUHATHI B (GOpME MHCHBMEHHOTO JTOKyMEHTa
IpoLeyphl I CpaBHEHUS TPouiIsl mpuMeced Kakaoi nepepadoTaHHOU
cepuu ¢ TNpoQWIIMU TPUMECEH Cepuid, MPOU3BEICHHBIX MOCPEICTBOM
YCTAHOBJICHHOTO Tpoiiecca. Eciu npumeHsemMble aHATUTUYECKUE METOJUKHU
HE MO3BOJISIIOT aJ€KBAaTHO OXapaKTEpHU30BaTh NMEPEpadOTaHHYIO CEPUIO, TO

CJICAYCT BOCIIOJIb30BAaTLCA NOITOJJHUTCIbHBIMU MCTOAUKAMMU.

14.4. Perenepaiys MaTepuaIoB U paCTBOpUTEIICH

14.40. Perenepaiiuss ~ peakTUBOB, IMPOMEKYTOYHOW MPOAYKIIUM WU
A®DC (nmanpumep, U3 MATOYHOM KUJIKOCTH WIM (UIBTPATOB) CUUTAETCS
JOMYCTUMOW TIPU YCIOBUHU HAJIMYHWS YTBEPXKICHHBIX MPOLEAYp pereHepanuu
U COOTBETCTBUS PETEHEPHUPOBAHHBIX MAaTEPUATIOB  CHEHU(PUKAIUIM,
NOAXOASAIINM /I UX TIPEANOIaraéMoro UCIoib30BaHus.

14.41. lonyckaroTcsl pereHepanys W IOBTOPHOE HCIOJIb30BaHUE
pacTBOpUTENE B TeX Ke€ WIM JAPYIHX TMpoIeccax NpH YCIOBUHU, YTO
OpoLeAyphl  pPEreHepalvy  KOHTPOJUPYIOTCS W TPOBEPSIOTCA IS
oOecIeueHrss COOTBETCTBHUSI PACTBOPHUTENICH COOTBETCTBYIOIIUM CTaHIapTam
nepea MX TOBTOPHBIM HCIOJB30BAaHUEM WIIM CMEIIMBAHUEM C JAPYTUMHU
MaTepuaniamu, J10MyCTUMBIMHU K UCIIOIb30BAHHUIO.

14.42. HoBbI€ U pereHepUPOBAHHBIE PACTBOPUTEHN M PEAKTUBHI MOYKHO
CMEIINBATh, €CIM B XOJI€ COOTBETCTBYIOUIMX MCHBITAHUM TIOKa3aHa HUX
IPUTOJHOCTH JIJISl BCEX TEXHOJIOTMYECKUX MPOIECCOB, B KOTOPHIX OHU MOTYT
UCTIOJIb30BAThHCA.

14.43. Ucnosib30BaHUE PETCHEPUPOBAHHBIX PACTBOPUTENICH, MATOUHBIX
KUIKOCTEH W JPYTUX PETCHEPUPOBAHHBIX BEMIECTB JOJDKHO OBITH

0QOpMJIIEHO TOKYMEHTAIIBHO.
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14.5. Bo3Bpart

14.50. Bo3BpaiiieHHy10 IPOMEKYTOUHYIO MPOAYKITUIO WU
Bo3BpaieHHbie ADC ciielyeT MapKUpOBaTh COOTBETCTBYIOIIMM 00pa3oM U
CoJiepKaTh B yCJIOBHSAX KapaHTHHA.

14.51. Ecnu  cocTtossHME KOHTEHHEpPOB (YIMAKOBKH) WM YCIOBHS,
B KOTOPBIX XPAHWINCh WIA TPAHCIOPTHUPOBAINCH MPOMEKYTOUHAS
npoaykius i ADC 1o win B IpoIecce UX BO3BpaTa, BhI3IBAIOT COMHECHHSI
OTHOCHUTEIIbHO KayecTBa TNPOMEXYTOUHOW mponykiuu wm ADC, To
BO3BpAIIICHHAs] TPOMEXKYTOYHAs TPOAYKIHsS Wi Bo3Bpamenasie ADC
MOJITIEKAT TOBTOPHOM 00paboTKe, mepepaboTKe WM YHUUTOXKEHUIO.

14.52. Cnegyer BeCTH 3amMCH BO3BpaTa MPOMEKYTOYHOW MPOMYKITUU

nu ADC. Iyt KaX10ro Bo3Bpara B JOKYMEHTAIMU CIEAYeT YKa3aTh:

HAaNMEHOBAHME U aAPEC TPY30I0TydaTes;
HAaMMEHOBaHHUE MPOMEXYTOUYHOU mpoaykuuu win ADC, Homep cepun
Y BO3BPAIIEHHOE KOJIUYECTBO MTPOMEKYTOUHOU nTpoayKuuu uinu ADC;
MIPUYKMHY BO3BPATa;
YKa3aHWE Ha WCHOJIb30BAaHUE WM YHUYTOKECHUE BO3BPAILICHHOM

IPOMEXYTOUHOU npoaykuuu uinm ADOC.
15. TIpeTeH3uun U OT3BIBBI

15.10. Bce mpereH3um K KayecTBY, IOJYYEHHbIE B YCTHOM WU
NUCbMEHHOW (opMe, JOMKHBI OBbITh O(OPMIIEHBI JOKYMEHTAJIBHO H
paccieoBaHbl COTJIACHO MUCbMEHHOM MHCTPYKIIUH.

15.11. 3anucu paccMOTpEHUS MPETEH3UM TOTAKHBI COJIEPKATh:

HAaUMEHOBaHME, aJpec W HoMep TenedoHa JHIA, MNPEIbIBUBIIETO
PETEH3UIO;

dbamuins, uMs, OTYECTBO (IIPU HAIUYMHM) JIWIA, TMPEIbSIBUBIIETO

MMpETCH3UI0, €TI0 AOJIDKHOCTD (l'IpI/I HaJ'II/ILII/II/I),
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CyTh IIpeTeH3uH (BKII0Uasi HauMeHoBaHue u Homep cepunt ADC);

ATy NOCTYIUIEHUS PETEH3UH;

MEPBOHAYAJIBHO  MPHUHATBIE MEpbl C  YKa3aHUEM  JaThl  HX
OCYILIECTBJICHUS U JIUIA, IPUHSBIIIETO MEPHI;

mo0ble  MOCHEeAYIOIIMe JEHCTBUSI, CBSI3aHHBIE C TPEAbSIBICHHOM
IIPETEH3UEN;

OTBET, HAIPABJIICHHBIN JIMIly, MPEIbIBUBIIEMY IPETEH3UIO (BKIHOYAs
JIaTy HAMpaBIICHUs OTBETA);

OKOHYATEJIbHOE pPElICHUE, MPUHATOE B OTHOUIEHUHU CEPUM WU MapTUU
npomMexyTouHo npoaykumu winm ADC B cBA3M € NOPEABSIBICHHOU
IIPETEH3UEM.

15.12. 3anucu pacCMOTpPEHUs TIPETEH3UN CIIEyeT COXPAHATh C IEJIbIO
OLIEHKH TEHJICHIINH, YaCTOThI NOCTYIUIEHUS MPETEH3UN U UX 3HAYUMOCTH JJISI
OPUHATUSL  JOTOJHUTEIBHOTO W TPU HEOOXOJMMOCTH HEMEJJIEHHOTO
KOPPEKTUPYIOLIETO IEUCTBUS.

15.13. Heo6xoaumo mpwHATE B (GOpME THUCBMEHHOTO JOKyMEHTA
Opoueaypy JJisl ONpeleNeHUus OOCTOATENbCTB, NPU KOTOPBIX CIHEAYET
paccMaTpuBaTh Bonpoc 00 OT3bIBE MPOMEXYTOUHOM npoaykiuu uin ADC.

15.14. IIpouenypa oOT3bIBa JOJDKHA OMNPENENATh, KTO JIOJKEH
OpUHUMATh Yy4YacTH€ B OLIEHKE HWHQOpMalMM, Kak CleayeT HayuHaTh
Opolenypy OT3bIBa, KOTO cieayeT NpouHPOpMHUpPOBaTH 00 OT3bIBE
npoMexXyTouHo mnpoaykuuu uiu ADC u Kak ciaeayer Mnoctynarb ¢
OTO3BaHHOW MPOMEXKYTOUHOM npoaykiuen mim ADC.

15.15. B ciyuae cepbe€3HOW WM MOTEHIMATIBLHO YTPOKAIOMICH KU3HU
CUTYallMM CJIeAyeT MPOUHPOPMUPOBATH 00 3TOM YIOITHOMOYEHHBIE OPraHbl
rocyJapCTB-UJIEHOB, MECTHbIC M (WJIM) MEXAYHAPOJHBIE YIOJIHOMOUYEHHbIE
OpraHbl, a TaKXKe NPU HEOOXOJMMOCTHU JATbHEUIIINX COBMECTHBIX JEHCTBUIA

O6paTI/ITBC}I K HUM 3a KOHCYHBT&HHGﬁ.
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16. ITpon3BOACTBO MO KOHTPAKTY
(BKJTROUAs JTAOOPATOPHBIN KOHTPOJIh KAuecTBa)

16.10. Paboraromiue 1O KOHTpAKTaM TMPOM3BOJUTENIM, a TaKkKe
OCYILIECTRIISIONINE KOHTPOJIh KauecTBa J1abOpaToOpvu, JOJDKHBI COOJIOJATH
TpeboBanusi Hactosmux [IpaBmi. CremyerT yaenuTh 0cob60e BHUMAHHE
NPEJOTBPAIIEHUIO  MEPEKPECTHOW  KOHTAMUHAIIMM W OOECIEUYCHUIO
IIPOCIIC)KUBAEMOCTH.

16.11. IlpousBoguTENh JODKEH TMPOBOJIUTH OIEHKY KOHKPETHBIX
omieparuii, BBIMOJHIEMBIX Ha YyYacTKaxX BBITIOJTHSIONIMX II0 €ro 3aKasy
paboThl IO KOHTPAKTY APYTUX MPOU3BOIUTENCH, a TAK)KE OCYIIECTBIISTFOIITIX
KOHTPOJb KauecTBa JiabopaTropuid, Ha COOTBETCTBHE TpPeOOBAHUSIM
Hacrosmux [IpaBuir.

16.12. Y npousBoauTENS TOKEH XPAHUTHCS OPUTHHAI 3aKIIOUCHHOTO
B MHCbMEHHOW ¢opmMe goroBopa (KOHTpaKTa WIA O(PHUIIMATIBHOTO
COTJIAIICHUS) MEXKIY 3aKa3UWKOM W HCIOJHUTENEM, B KOTOPOM TOAPOOHO
OTpEeICNICHbI 00S3aHHOCTH KaXJ[0M M3 CTOPOH IO COOJIFOJIEHUI0 TPEOOBAHUIMA
Hactosmux [IpaBui, BKIIFOYas MEpOIIPUATHS B OTHOIIIEHUH KayeCTBa.

16.13. KonTpakToM AOKHO OBITH MPETYCMOTPEHO TMPABO 3aKa3uHMKa
NPOBOAUTh  ayJIUT TPOU3BOJICTBA  HWCIIOJHUTENISI HAa  COOTBETCTBHE
TpeboBaHMAM HacTosmux [IpaBui.

16.14. Ecniu paspenieHo BBIMOJHEHHWE pPabOT 1o CcyOmoapsaaM, TO
UCIIOJTHUTEIIb HE JIOJKEH TepefiaBaTh TPEThEW CTOPOHE KaKyr-JIHMOO 4acTh
JIOBEPEHHBIX €My TI0 KOHTPAaKTy paboT 0e3 MpenBapUTEIbHON OIEHKU U
3aKJTIOUCHUS JOTIOJIHUTEIBHBIX COTJIAIIEHUM C MPOU3BOJUTENIEM, 10 3aKa3y
KOTOPOTO BBITIOJTHSIOTCS PaOOTHI.

16.15. IlponsBoacTBEHHBIE W JIAOOPATOPHBIE 3aIMCH CIEAYET XPaHUTh
Ha Y4acTKe, Ha KOTOPOM BBIMOJHSIUCh paOoThl. [IponsBoauTenemM I0mKHA
OBITH OPraHU30BaHa BO3MOKHOCTH JIOCTYTIA K YKa3aHHBIM 3aITHCSIM.

16.16. He pomyckaercss BHECEHHE HW3MEHEHHMM B TEXHOJIOTHYECKHUUN

MIPOIECC, METOAUKH HCIBITAHUM, CHeruUKAU WK JApyrue TpeOOBaHUs
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KOHTPAaKTa, a TakXke 3aMeHa WIM MOJepHU3anus 00OopyJ0BaHuUs,
OTHOCSIIIIUECS K TIpeaMeTy KOHTpakTa, 0e3 yBEIOMJICHMsS 3aKa3uuka u

YTBCPKACHUA UM W3MCEHEHUM.

17. TlocTaBIMIMKY WU JIUIIA, TEHCTBYIOIINE OT UX UMEHU
(areHTBI, OPOKEPHI U TPEUAEPHI), TUCTPUOBIOTOPHI, PEIPUITHS
M0 NIePEyNaKOBKE WM MEPEMAPKUPOBKE

17.1. O6nacts NIpUMEHEHUS

17.10. HacTosmuii pa3aen OTHOCHUTCS K JIMIIAM M OPTaHU3aIusaIM, He
SBJISIIOIIUMCSL  TIEPBOHAYAJIBLHBIM ~ IIPOM3BOJIUTENIEM, KOTOPhIE  MOTYT
npuoopeTaTh,  IEpeyNakoBbIBATh,  IEPEMapKUPOBBIBaTh,  IOCTABIATH
(mponaBath) 1 XpauuTth ADC MM MPOMEKYTOUHYIO MPOTYKITHIO.

17.11. Bce mocTaBIIMKM WJIM JIMIA, JCUCTBYIOIIME OT HMX HMEHH,
TUCTPUOBIOTOPHI, TPEANPHUATHS IO TIEPEYNAKOBKE WM TEPEMapKUPOBKE

JOJI2KHBI CO6J'IIOI[aTB TpC6OBaHI/I$I HaCTOAIIIUX HpaBI/IJ'I.

17.2. TIpocnexxuBaeMocTh peann3oBaHHBIX ADC

Y IIPOMEXYTOUYHOU NMPOTYyKIIUU

17.20. IlocraBmkn WM JWIa, JCUCTBYIOIIME OT HMX HMMEHH,
JTUCTPUOBIOTOPBI, PEANIPUSATHS 10 MEPEYNAKOBKE WIIH NIEPEMAPKUPOBKE JOKHBI
o0ecnieunBarb TOJIHYIO MPOCIEKMBAEMOCTh TNocTaBisieMblx uMu ADC u
NPOMEXYTOYHON MpOmyKIuu. Jliast 3Toro JOmKHBI ObITh OQOPMIIEHBI U
COXpPaHEHbI CJEAYIONINE JIOKYMEHTHI (JOKYMEHTAJIbHO 3a()UKCUPOBAHHBIE
JTaHHBIC):

HAaUMEHOBAHKE MEPBOHAYATILHOTO TPOU3BOIUTES;

aJpec NepBOHAYAIBLHOTO MPOU3BOIUTEIIS;

3aKa3bl Ha TOCTaBKY;

HaKJ1a/JiHbIe (TPAHCHIOPTHBIEC IOKYMEHTHI);

JOKYMCHTAUA O IIPUCMKC;
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HauMeHOBaHMEe Wi o0Oo3HaueHne A®DC wumm 1poMEXyTOUHOU
IPOAYKIIHH;

HOMEp CEpPUH, IPUCBOCHHBIN ITPOU3BOJAUTEIEM;

3aIIMCU TPAHCIIOPTUPOBAHUS U PeaIU3aliy;

OpUTHHAJIBI  cepTU(UKATOB  aHaiu3a, BKJIOYas CEPTUPUKATHI,
IIOJIyYCHHBIE IIOCJIE IIEPEYIIAKOBKM WM IEPEMApKUPOBKH, a TaKXKe
cepTUu(dUKaThI, IOJYyUYEHHbIE OT IEPBOHAYAIBHOTO TPOU3BOIUTENS;

JaTa MPOBEACHUS MMOBTOPHBIX UCIBITAHUNA WIHA ATy UCTEUEHUs CpOKa

TOJHOCTH.

17.3. YnpaBieHrue KadeCTBOM

17.30. IlocTaBmukn WM W@, JACHCTBYIONIME OT WX HWMEHH,
JTUCTPUOBIOTOPBI, TPEINPHUATHS 110 TIEPEYIaKOBKE WIH TIEpeMapKHPOBKE
JOJDKHBI CO3/1aTh, 3aJJOKYMEHTHPOBATh M BHEAPUTH 3(P(PEKTUBHYIO CHCTEMY
YIPaBICHHS KA4€CTBOM, KaK YKa3aHO B pa3Jielie 2 HACTOAIIEH YaCTH, a TAKXKE

BECTH H€O6XO,Z[I/IMYIO JOKYMCHTAIIUIO.

17.4. TlepeynakoBka, mepeMapkrupoBka u xpanenue ADOC
U TIPOMEKYTOYHON TIPOTYKITUH

17.40. TlepeymakoBky, TmiepeMapkupoBky u Xxpaneane ADC wu
MPOMEXKYTOUHOM MPOAYKIMH CIEAYET OCYIIECTBIAThH B COOTBETCTBUH C
TpeboBaHusIMU HacTosimuX [IpaBui, 4ToOBl M30€XaTh MEPENyTHIBAHUS WU
yTpaTtbl HWAEHTUYHOCTH JOO0 4ucToThl A®C wWin OpOMEKyTOUHOU
POTYKIIUH.

17.41. IlepeynakoBKy CIEAyeT OCYIIECTBISATh B COOTBETCTBYIOLIHUX
YCIIOBUSIX MPOU3BOJICTBEHHOM Cpe/bl NIl MPEAOTBPAIlEHNUS KOHTaMUHAIUU

WJIY TIEPEKPECTHONM KOHTAMUHALIUY.
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17.5. CrabuiapHOCTH

17.50. Ecnu ADC WIn IPOMEXYTOUHYIO POTYKITUIO
MEePEYMaKOBLIBAIOT B KOHTEHHEPHI (IMIEPBUUYHYIO YIIAKOBKY), THUI KOTOPBIX
OTJIMYAETCS OT UCIOJb3yeMoro npouspoautTeneM ADC unm npomMexyTouyHOU
IPOJIYKIIMK, TO HEOOXOJUMO HCCIIEIOBATh CTAOMIBHOCTh I 0OOCHOBAHUSA
YCTAaHOBJICHHOW JaThl WCTEUCHHUS] CpPOKAa TOJHOCTH WJIM MPOBEIACHUS

MOBTOPHBIX MUCTIBITAHUH.
17.6. Tlepenaua nadopmanu

17.60. ITocTaBmukn WM JWa, ACHCTBYIONMIME OT WX HWMEHH,
JTUCTPUOBIOTOPHI, MNPEINPHUATHUS IO TMEPEYNaKOBKE WM TEpeMapKUPOBKE
JNOJDKHBI TepelaBaTh BCHO HHPopManuio oT mnpousBoautens ADPC wnum
IPOMEXKYTOUHOM TMPOAYKIMU TMOTPEOUTEN0 U OT MoTpeourens —
npousBoauTento APC unm npoMeXyTOUYHOW NPOIYKIMU B TOM CIIy4ae, €CJIH
oHa Kkacaercsa kadectBa ADPC wnim NPOMEXKYTOUYHOW NPOAYKLUMH WIH
pPELIECHN, NPUHATBIX YINOJHOMOYEHHBIMH OpraHaMW B OTHOLUEHHWH JaHHOMN
ADC nnm mpoMeKyTOUHOU TPOAYKIIUH.

17.61. TlocTaBiukn WM JWa, JACHCTBYIONIME OT WX HWMEHH,
JUCTPUOBIOTOPHI, TMPEANPUATHS 10 TMEpPEyNaKkOBKE U TEpeMapKUPOBKE,
noctapisitomue AOC win NPOMEXYTOUHYIO MPOIYKIMIO MOTPEOUTEIIO,
JOJKHBI YKa3bIBaTh HAUMEHOBAHUE MEPBOHAYAIBHOTO Mpou3BoauTenss ADPC
WJIU TTPOMENKYTOYHOU MPOIYKIIMU U HOMEDP (HOMEpPA) MOCTABIISIEMOU CEPUH.

17.62. [TocTaBmk 0053aH TaKkKe MO 3alpocy YHIOJIHOMOUYEHHBIX
OpraHOB IrOCY/IapCTB-WICHOB MPEJACTAaBUTh MH(POPMAIIHMIO O MIEPBOHAYATIEHOM
npousBoautene APC uiam npoMexyTOYHOW NpoayKuuu. [lepBoHavYaIbHBIN
NPOU3BOJMUTENL  MOXET  JaTh  OTBET  YNOJHOMOYEHHOMY  OpraHy
HEIMOCPEJACTBEHHO WJIM 4YE€pe3 YNOJIHOMOYEHHBIX WM ITOCPEAHUKOB MpPH

HAJIMYUHU Y HUX COOTBETCTBYIOIIHUX TTOJTHOMOYHH).
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17.63. Heobxogumo coOIF0O1aTh CIIeIIHATbHBIC TpeOOBaHMS
B OTHOIIICHUU CePTU(HUKATOB aHAIN3a, YKa3aHHbIC B MyHKTE 11.4 HacTOsIMIEH

HacCTH.

17.7. PabGoTa c IpeTeH3UsIMU U OT3bIBAMHU

17.70. [TocTaBuuky WM JIMIA, JICUCTBYIOIIME OT WX HMEHH,
JTUCTPUOBIOTOPHI, TPEANPHUATHS IO TIEPEYNaKOBKE WM TEPEMapKUPOBKE
JOJDKHBI BECTH 3aITUCH PACCMOTPEHHMS MPETCH3UH M OT3BIBOB, KaK YKa3aHO B
pasnmene 15 HacTosIed YacTH, B OTHOIIEHWH BCEX MPETCH3WH M OT3BIBOB,
KOTOPBIC OTHOCATCS K chepe UxX ACATCITbHOCTH.

17.71. IIpu HEOOXOAMMOCTH TTOCTABIIMKHA WJIW JIUIIA, JEHCTBYIOITUE OT
UX WMEHHW, JUCTPUOBIOTOPHI, MPEANPUITHS TIO TIEPEYNaKOBKE WU
nepeMapKUpPOBKE JIOJDKHBI ~ pacCMaTpPUBaTh IPETEH3WI0 COBMECTHO C
nepBOHAYAIBHBIM TTpou3BouTeeM ADPC HMiIu IpOMeKyTOYHON TTPOTYKIIHH,
9TOOBI OMpPENENHTh, CIAEAYET JU MPEANPUHUMATH TaJbHEUINE JICHUCTBUS
COBMECTHO C JPYTHMH IMOTPEOUTEIISIMU, KOTOPBIC MOTJIM TOJYYHUTh TAaKUE KE
A®C wmm TPOMEKYTOUHYIO TMPOAYKIIMIO, JHUOO0 C YIMOJTHOMOYCHHBIM
OpraHoM, JHOO CO BCEMHU 3aMHTEPECOBAHHBIMH CTOpOHaMH. PaccnemnoBaHue
NPUYHHBI TIPETCH3WH WIIH OT3bIBA JIOJDKHO IIPOBOJUTHCS COOTBETCTBYIOIICH
CTOPOHOM, K chepe AeITeIIbHOCTH KOTOPOH OTHOCSTCS MPETCH3HS UJIN OT3HIB,
1 0pOPMITATHCS TOKYMEHTAJIBHO.

17.72. Ecnu mpereH3us KacaeTcs NMEPBOHAYAIBHOTO IPOU3BOJIUTENS
A®C wunu NOpPOMEKYTOYHOW MPOAYKIIMH, TO 3alUCH PACCMOTPEHUS
MPETCH3UH, KOTOPHIE BEAYT IOCTABIIUKH WM JIUIA, JCUCTBYIOIINE OT HX
UMEHH,  JUCTPUOBIOTOPHI, TPEANPUATHS 1O  TNEpPEyMmaKkoBKE WU
nepeMapKUpPOBKe, JIOJDKHBI COJCP)KAaTh BCE JaHHBIC, TIOJyYCHHBIC OT
nepBoHavdaibHOro Tpom3BoauTenss ADC wiIM MPOMEKYTOYHON TPOIYKITAN

(BKJIFOYAsl ATy U MPEACTABICHHYIO HHPOPMAIIHUIO).
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17.8. Pabora c Bo3BpaTamu

17.80. Paboty ¢ BO3BpaTaMu MPOIYKIIMH MPOBOJUTCS B COOTBETCTBUU
c TpeOoBaHusiMU myHKTa 14.52 Hactosimed vactu. [locTaBmiuky wiam nuiia,
JNEUCTBYIOIINE OT WX HWMEHH, JUCTPUOBIOTOPHI, NPEANPUATHS TIO0
NEepeyNnakoBKe WIM TMEePEMApPKUPOBKE JOJKHBI BECTU JOKYMEHTAILUIO T10

BO3BpamieHHbIM ADC 1 MPpOMEKYTOUHON MPOTYKIUH.

18. CreninansHoe pykoBoACTBO M0 ADC, MPOU3BOIUMBIM ITyTEM
KYJbTUBUPOBAHUS KIJIETOK WM ()epMEHTAIUU

18.1. O6mme TpedboBaHUs

18.10. B Hacrosmiem pasjueiie  pacCMaTpuBaIOTCS  CIIEIHAIbHbIC
TpeboBaHusi K KOHTpor0o ADC win mpoMeKyTOUYHON MPOAYKITUU, KOTOPHIC
POU3BOIST MOCPEACTBOM KYJIHTUBUPOBAHUS KIETOK WU (epMEHTallUU C
WCIIOJIb30BAHUEM  TPUPOJHBIX WM  PEKOMOWHAHTHBIX  OPraHU3MOB,
HEJ0OCTAaTOYHO OTpPaXEHHBIE B JIPYyrux pazzgenax Hactosmmx [IpaBui. DtoT
paznen Hacrosamux [IpaBui He ciaeAayeT paccMaTpUBaTh OTAEIBHO OT JPYTUX
paszzmenoB HacTtosmux [IpaBui, TOCKONBKY, Kak TIpaBujo, TpeOOBaHWS,
PUBEJEHHBIE B APYTUX pa3zzesiax Hactosmux [IpaBui, Takxke NPUMEHUMBI K
Takoi mpoayknuu. ClieTyeT OTMETUTh, YTO ISl «KIIACCUYECKUX) MPOIECCOB
MOJIyYeHUS HU3KOMOJIEKYJSIPHBIX BEIIECTB M JUIsI TIPOIIECCOB, B KOTOPBIX
PEKOMOUHAHTHBIE W HEPEKOMOWHAHTHBIE OPTraHU3MBbl HUCIOJIB3YIOTCS MJIS
MPOU3BOJICTBA OENKOB U (WJIM) MOJUMENTUIOB, MPUMEHSIOT OJHU U TE€ XK€
OPUHIUIBL  (DEepMEHTAlMKM, XOTS CTENeHb KOHTPOJsS MpU ITOM OyJIeT
paznuuyHOil. B HacTosiiem pasznene ykazaHbl 3TH pPa3ivyuMsi, €CIU OHHU
CYIIECTBYIOT Ha mpakTuke. Kak mpaBuio, CTENeHb  KOHTPOJS
OMOTEXHOJIOTHYECKUX MPOIECCOB, UCTIOIB3YEMbIX JJIsl POU3BOJICTBA OEIKOB
Y TIOJIUTICTITH/IOB, BBIIIE, YeM JIJIs1 KJIITACCHYECKHX MPOIIECCOB (hepMEHTAITNH.

18.11. TepMuH «OMOTEXHOJOTHMYECKUM MPOIIECC» OTHOCUTCS K

HCITOJIB30BaHHUTIO KJICTOK 501041 OpraHu3mMoB, IMOJIYYCHHBIX 501041



180

MOJU(UITUPOBAHHBIX ITOCPEICTBOM TeXHOJIOTHMH pexkoMOuHaHTHOM JIHK,
TUOPUIOMHOM WIJIM APYTOM TEXHOJIOTHH, ¢ 1eNbio Mpon3BojcTBa ADC. ADC,
MOJIYYEHHBIE C TIOMOITHI0 OMOTEXHOJOTHYECKUX MPOIECCOB, 0OBIYHO COCTOST
U3 TaKUX BBICOKOMOJICKYJISIPHBIX COSIWHEHUM, KaK OCJNKH W TOJIUIEITHIBI,
CIEIUAIbHOE PYKOBOJICTBO B OTHOIIICHUH KOTOPBIX MPUBEACHO B HACTOSAIIEM
pazaene. Ilo TexHonmorum pexomOuHantHOM JIHK Takxke MoOrytr OBITh
notydeHsl Takue onpeaesieHHbie ADC ¢ HU3KON MOJIEKYJISIPHOW MacCoM, Kak
aHTUOWOTHUKH, aMUHOKHUCIIOThI, BAUTAMUHBI M YIJICBOIbI. Y POBEHb KOHTPOJIS
atux BugoB A®C aHajorWyeH KOHTPOIIO, MPUMEHIEMOMY TSt
KJIaCCUYEeCKOU (pepMeHTaInu.

18.12. TepmuH «kiaccudeckas (pepMeHTAIs» OTHOCUTCS K TIPOIIeccam
nonyuennss ADC, B KOTOPBIX HCIOJIB3YIOTCS TPUPOJIHBIE MUKPOOPTaHU3MBI
U (WIM) MHUKPOOPTaHW3MBI, MOJUGPUIIMPOBAHHBIE  OOIICPUHATHIMU
MeTogamMu  (HampuMmep, TOCPEACTBOM OOJyYeHUS WIH XHUMHYECKOTO
MyTareHesa). ADC, MOJIYYCHHBIE  TOCPEJCTBOM  KJIACCHYECKOM
dbepmeHTalii, OOBIYHO SBISIIOTCA TAKUMH TPOAYKTaMH C  HU3KOH
MOJICKYJISPHOW Maccoil, KaK aHTHOWMOTHKH, aMHHOKHCJIOTHI, BUTAMUHBI U
YTJICBOJIBI.

18.13. IlpomzBoactBo ADC wiM NPOMEKYTOUYHON TPOAYKIIUHA W3
KJIETOYHBIX KYJbTYp WJHM METOJOM (epMEHTAIlMU BKIIFOYAET B ce0s Takue
MPOIECCHI, KaK KYJbTUBHPOBAHHME KJIETOK WIJIM AKCTPArMpOBaHUE M OYMCTKA
MaTepuana, MOJy4YeHHOTO OT XUBBIX OpraHu3MoB. ClenyeT OTMETUTh, YTO
9TH MPOILECChl MOTYT BKJIIOYATh TaKyl JOMOJHHUTEIBHYIO CTaIulo,
SBJSIIONYIOCS ~ 9acThl0 TMPOW3BOJCTBEHHOTO TMpoIlecca, Kak (PU3HKO-
xuMmuueckas Moaudukarua. Mcnonas3dyemoe cbipbe (cpeanl, OydepHbie
KOMITOHEHTHI) MOKET o0ecrieunBaTh BO3MO>XHOCTh pocta
KOHTAMHUHHUPYIOIMUX MHUKPOOPTAaHU3MOB. B 3aBHCHMOCTH OT HMCTOYHHKA,
cnmocoba TMoJydeHus U mpeanosiaraeMoro npumeHeHus ADPC  unum

OPOMEXYTOUHOM  OPOAYKIMH MOXKET OBIThb  HEOOXOOUM  KOHTPOJIb
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OMOHArpy3Ku, KOHTAaMUHAIIUK BUPYCaMH U (MJIM) YHAOTOKCMHAMHU BO BpEMS
POU3BOJCTBA U MOHUTOPUHTA MTPOIlecca Ha COOTBETCTBYIOIINX CTAIUAX.

18.14. JIns o0GecnieueHus] KayecTBa MPOMEKYTOUHOW MPOAYKIMH U (WIIN)
ADC Ha Bcex cCTaausX NPOU3BOACTBA CIEAYET YCTAHOBUTH HAJICKAIINAN
KOHTpOJb. XOTS HACTOSIIAsl YacTh MPUMEHSETCd HauMHas CO CTaJuu
KyJIBTUBAPOBAHUS KJIETOK WM (DEepMEHTAIUU, TPEAMISCTBYIOMNE CTaIun
(HampuMep, co3aHne 0aHKa KJIETOK) CIEAYET OCYIIECTRIATh MPU HAAJIEXKAILEM
MIPOU3BO/ICTBEHHOM KOHTpOJIE. Hacrosmias 4acTb OXBAaThIBAET
KyJIBTUBAPOBAHUE KJIETOK WM (DePMEHTAIIMI0 HAYWHAsl C TOTO MOMEHTA, KOT/Ia
u3 0aHKa KJIETOK M3BJIEKAIOT (DIAKOH C KyJbTYpOH KJIETOK JJIsi MCHOIb30BaHUS
B TIPOM3BOJICTBE.

18.15. Jlns cBeneHuMs K MHUHUMYMY pHCKa KOHTaMHUHAITUU CIIEAYyeT
UCMOJIb30BaTh  HajyuieXkaliee OoOOpylIOBaHHME U MPOBOAUTH  KOHTPOJIb
NPOM3BONICTBEHHON  cpenbl. Kpurepum mpuemieMocTd sl KadecTBa
MPOU3BOJICTBEHHON CPEJbl M YaCTOTa KOHTPOJISI 3aBUCST OT CTAJAUU U YCJIOBUIA
TEXHOJIOTUYECKOTO TIporiecca (OTKPBIThIC, 3aKPBIThIC WIN HW30JUPOBAHHBIC
CHUCTEMBI).

18.16. BHyTpunpou3BOJACTBEHHBIA  KOHTPOJIb ~ HEOOXOAMMO,  Kak
IPaBUJIO, PACIIPOCTPAHUTH HA CIIETYIOIIEE:

noJyiepkanrue padouyero 0aHka KJICTOK (P HATUYHH);

PaBUJIBHBIN MOCEB U POCT KYJIbTYPHI;

KOHTPOJIb ~ KPUTHYECKMX  paboumx  MapaMeTpoB  BO  BpeMs
KYJIbTUBUPOBAHUSI KJIETOK WK (PepMEeHTAIUY;

KOHTPOJIb ~ Tporiecca  pocTa  KJIETOK, WX  JKA3HECIIOCOOHOCTH
(U1 OOMNBIIMHCTBA MPOLIECCOB KYJIBTMBUPOBAHUS KJIETOK) M MPOLYKTUBHOCTH
(mpu HEOOXOTUMOCTH);

Iporeaypsl cOOpa M OYUCTKH, MPU KOTOPBIX MPOUCXOAUT YIAICHUE
KJIETOK, KJIETOYHBIX OCTATKOB M KOMIIOHEHTOB CpEJl C OJJHOBPEMEHHOW 3aIIUTON
npoMexyTouHoll mnponykumn win A®C oT KOHTaMuHAIMHU  (OCOOEHHO

KOHTaMUHAIIUU MUKPOOHOJIOTMYECKOU IPUPOIbI) U YXY/IIICHHS KAY€CTBA;
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KOHTPOJIb OMOHArpy3KH ¥ YPOBHEW HIOTOKCMHOB Ha COOTBETCTBYIOIINX
CTaJUSX TEXHOJIIOTHIECKOTO TIporiecca (ITpu HEOOXOTUMOCTH);

BOIIPOCHI BUPYCHOM 0€e30IMacHOCTH B COOTBETCTBHUU Cc
3aKOHOIATEICTBOM T'OCY/IapCTB-YJICHOB.

18.17. [Ipu HEOOXOAUMOCTH, TO CIEAyeT T0Ka3aTh, YTO KOMITOHEHTHI
cpen, OeIKM KJIETOK-XO35€B, JIPyrhe CBS3aHHBIE C TMPOIECCOM U

COMMYTCTBYKOINUEC ITPOAYKIHUHU ITPUMCCU U KOHTAMHWHAHTLI YaJICHBI.

18.2. Tlonneprxkanue 6aHKa KJIETOK W BeJCHUE 3aluce

18.20. JToctyn k OaHKaM KJIETOK JOJDKEH OBITh pa3perieH TOJIBKO
JINLAM, UMEIOIIUM Ha DTO MOIHOMOYHS.

18.21. baHKU KJIETOK IOJDKHBI XPAHUTHCS B YCJIOBHSX, CIHEIHAATLHO
NpeIHA3HAYCHHBIX I OOCCIEUYCHUS IMOAJCpKAHUS >KH3HECITOCOOHOCTH
KJIETOK M TIPEAOTBpAIeHNS] KOHTaMUHAITHH.

18.22. Cnenyet BeCTH M COXPAHATH 3aIMMCH UCIIOIB30BAHUS M YCIOBUH
XpaHeHus (JIaKOHOB U3 OAHKOB KIIETOK.

18.23. Ilpu HeoOxoammocTH OaHKMA KIETOK CIIEIYyeT MePHOANICCKU
IIPOBEPATH C MENBIO ONMPEASACHNS UX MPUTOTHOCTH JJIS UCITOIb30BaHHUS.

18.24. bonee monpoOHas wuHbOPMAIIUS, Kacaromascs MOAJAepKaHUS
O0aHKOB  KJIETOK  YCTAQHOBJEHA  COOTBETCTBYIONIMMH  TOJOKCHHUSIMHU

3dKOHOAATCIbCTBA IrOCYAApCTB-YJICHOB.

18.3. KynpTuBHpOBaHUE KJIETOK WU (hepMEHTAIUS

18.30. Eciu  kyerouHble cyOcTpaThl, cpeapl, Oydepsl U Ta3bl
HEOOXOJMMO JI00ABIIATh B ACCNTUYCCKUX YCIOBHUSAX, TO MO BO3MOXHOCTH
CIIEyeT WCIOJb30BaTh 3aKPBIThIC WM H30JUPOBAHHBIE CcHUCTEeMBI. Ecim
1IOCEB B TIEPBOHAYAIBHOW EMKOCTH WJIHM IOCICAYIOUIUE IEePEHOCHI JHO0

I[O6aBJ'ICHI/I$I cpena, 6y(1)epOB BBITIOJIHAKOTCA B OTKPBITBIX CMKOCTAX, TO
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CJIETyeT OCYIIECTBIISITh KOHTPOJb M COOTBETCTBYIOIINME MPOLETYPHI IS
CBEJICHUSI K MUHUMYMY pPHUCKa KOHTaMHUHAIIUH.

18.31. Ecnmu MukpoOHasi KOHTaMUHAITUSI MOYKET TOBJIMATH HA KAa4eCTBO
ADC, TO omepanuu € UCIOJIb30BAHUEM OTKPBITBIX EMKOCTEW CIIEIyeT
MPOBOAUTH B OOKCE, 00ECIEeUnBaIOIIeM OMOJIOTUYECKYI0 0€30MaCHOCTb, WIIH
B IIPOU3BOJICTBEHHOU Cpejie, KOHTPOJIUPYEMOM TaKUM K€ 00pa3oMm.

18.32. [Ipu pabote ¢ KyabTypamMu KJIETOK MEPCOHAN TOJKEH ObITh OJET
B CHCHHAIBHYIO  OAEKIYy M  coONojarh  CHEUaIbHBIE  MEPbI
IPETOCTOPOKHOCTH.

18.33. [l oOecriedyeHruss TOCTOSTHCTBA YCTAaHOBJEHHOTO IMpoOIecca
ClIelyeT KOHTPOJUPOBATh KPUTHUUYECKHE pabouue MapaMeTphl (Hampumep,
temrneparypy, pH, ckopoctb nepemenmuBanus, J00aBJIEHHE Ta30B,
naBneHue). Takxke ciaeayeT KOHTPOJHMPOBATH POCT, >KU3HECITOCOOHOCTH
(s OONBIIMHCTBA TMPOIECCOB  KYJIbTUBUPOBAHUSI KJIETOK) U MU
HEOOXOAMMOCTH MPOAYKTUBHOCTh KJIETOK. KpuTnueckue mapamerpsl OyayT
OTJIMYaThCA B 3aBUCUMOCTH OT TMPOIECCOB U I  KJIACCUYECKOH
dbepMeHTallMd MOXET HEe NOoTpedOBaThCA KOHTPOJIb  OINPEICICHHBIX
napaMeTpoB (HampuMmep, ) KMU3HECHOCOOHOCTH KJIETOK).

18.34. O6opynoBaHue, UCIOJIB3yeMOE sl KyJIbTUBUPOBAHUS KIIETOK,
MOCJIe€ WMCIHOJIb30BAHUS JOJDKHO OBITh OYMINEHO M crepuwin3oBaHo. [lpu
HEOOXOAMMOCTH 00Opy/IOBaHWE Jid MpoBeneHUs (EepMEHTAUU TaKkKe
JOJKHO OBITh OUMILIEHO, AE3UH(DUIIMPOBAHO WJIM CTEPUIIN30BAHO.

18.35. [lutarenbHble  cpempl  TEpel WX HCHOJIB30BAHHUEM  CIIEMyeT
CTepPWJIN30BaTh, €CIM  JTO  LEIeCOO0pasHO Ui  TPEAOTBpAICHUS
HEOJIaronpusITHOro BiIMsiHUA Ha KadecTBOo ADC.

18.36. /I BBISBICHHS KOHTAMHMHAIIMU M OIpeJeieHUus JIeHCTBUH,
KOTOpble HEOOXOAMMO  OCYIIECTBUTH, JOJDKHBI OBITh B  HAJIWYUU
COOTBETCTBYIOIINE TMPOIEAYPhl, K KOTOPBIM OTHOCSTCS TPOIETypPHI

OIIpCACIICHUA BJIMAHUSA KOHTAMHWHAIWKW Ha HNPOAYKIHIO W HPOLCAYPhI
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JEKOHTAMHUHAIIMK OOOpY/JOBaHUS M BO3BPAIEHUS €ro K COCTOSHHUIO,
MO3BOJISIFOIIIEMY  HKCIIOJIB30BaTh 3TO OO0OpYyIOBaHWE Ui TPOU3BOJCTBA
nocieaywoumx cepuil. [loctopoHHUEe OpraHu3Mbl, OOHAPYKEHHBIE B XOJIE
npoIeccoB pepMeHTaIuu, CIEYET MPU HEOOXOUMOCTH UACHTU(PUIIUPOBATH
U OIEHUTH WX BJIMSIHHE HA KA4eCTBO MPOIYKIUU. Pe3yabTaThl TAaKUX OIEHOK
CllelyeT MPUHUMATh BO BHUMaHWE TPU PEIICHUU BOMPOCA O BO3MOXKHOCTH
MCTIOJIb30BaHUS MTOJIYYCHHOT'O MaTepHara.

18.37. Cnenyer COXPaHSTh 3aInucu CITy4aeB BBISIBJICHUS
KOHTaMHUHAITUH.

18.38. [locnie ouMCTKM yHUBEpCAIBHOTO (TIpeAHA3HAYEHHOTO  JIJIs
IIPOM3BOJICTBA MHOTHX BHJIOB MPOAYKIIMH) 000PYIOBAHHS MEXKIY ITUKIAMHU
10 MPOHW3BOJICTBY Pa3HOW MPOIYKIIMH MOXET TOTPeOOBaTHCA IMPOBEIACHUE
JOTIOJTHATETFHBIX HCIBITAHWA C TENhI0 CBEACHUS K MHUHAMYMY pPHCKa

IIEPEKPECTHON KOHTAMUHAIIUU.

18.4. C60p, BBIJICTICHHE U OUUCTKA

18.40. Cramquu cOopa Kak ISl yJaJdeHUs KJIETOK WM KJIETOYHBIX
KOMIIOHEHTOB, TakK MW I cOopa KJICTOYHBIX KOMIIOHEHTOB IIOCIIE
pa3pyIieHus CieayeT OCYIMIEeCTBIISTh C TIOMOIIBIO O0OPYIOBAHUS U B 30HAX,
peTHa3HAYEHHBIX JIJIS1 CBEJICHUS K MUHUMYMY PHCKa KOHTAMHUHAITUH.

18.41. [Ipouenypsl cOOpa W OYHUCTKH, TMO3BOJSIONIME YIAISATh WU
WHAKTUBUPOBATh MHUKPOOPTaHU3M-TIPOAYILIEHT, KJICTOYHBICE OCTAaTKH M
KOMIIOHGHTBI ~cpex (IIpU  CBEIEHWH K MHUHUMYMY  pa3pylIeHUs,
KOHTaMHWHAIIMN W CHIDKEHUS KadecTBa), JOJDKHBI 00ECIeYMBaTh MOTYYEHUE
MPOMEXYTOUHOU MpoayKIuu uiu AD®C mOCTOSHHOTO KauyecTRa.

18.42. Bce o0opynoBaHue TOCJIE€ HCIOIB30BAHUS JOHKHO OBITh
OUMIIIEHO U TIOJBEPTrHYTO CAHUTApPHOM 0OpabOTKE B YCTaHOBJIEHHOM
TOPSITIKE. [IpounsBoacTBO HECKOJIBbKUX OCJIeIOBATEIbHBIX cepuit

npoMexyTouHo mnponykiuu u  ADC 0e3 OYUCTKHM 000pyAOBaHUS
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JIOTYCKAETCsl TOJIbKO B TOM CJIy4ae, €CJId 3TO HE OKa3bIBACT BIIMSHUS HA UX
Ka4eCTBO.

18.43. Ilpn wWCHONB30BaHUU OTKPBITBIX CHCTEM OYHCTKA JOJDKHA
MIPOBOJIUTHCSI B KOHTPOJMPYEMBIX YCIOBHUSX IPOW3BOIACTBEHHON CpEIbI,
00eCreunBarOIINX COXpaHEHUE KaueCTBa MPOTYKIIHH.

18.44. Ecnu  00opyJnoBaHME  MCIIOIB3YeTCS  JUIsI  TPOM3BOJICTBA
Pa3IMYHBIX BUOB MPOAYKIIUN, MOTYT MPUMEHATHCS TaKWe JOMOJHUTEIHHBIC
BUJIBI KOHTPOJIS, KaK WCIOJb30BaHUE CIEIUATbHBIX XPOMATOrpadudecKux

CMOJI WK ITPOBCACHHUEC JOIIOJHUTCIIbHBIX WCHOBITAaHUM.

18.5. Craguu ynaneHus WM MHAKTUBAIIUU BUPYCOB

18.50. [Ins momydeHust Oojiee KOHKPETHOHW HWHQpOpMAIUU CIeayeT
BOCITOJI30BaThCSI COOTBETCTBYIOIIMMH HOPMATHUBHBIMHU TPABOBBIMH aKTaMU
roCyJIapCTB-WICHOB.

18.51. Cragun ynmanmeHWs W WHAKTUBAllUA BHUPYCOB  SIBIISIOTCS
KPUTUYECKUMU CTaausIMH OOpaOOTKM Il HEKOTOPBIX MPOIECCOB, U HX
CJIETyeT OCYLIECTBIATD B Mpejeax napaMeTpoB, MPOILIEAIINX BaIUALUIO.

18.52. Cnenmyer mpyuHUMATh HAJICKAIIHAE MEPHI TPEAOCTOPOKHOCTH IS
NPEIOTBPAICHUST TOTCHIIMAILHOW KOHTAMHHAIIMK BHUPYCaAaMH  MIPOMYKITHH,
NPOIIEANIEH CTaAuy YJAJICHUS WM WHAKTUBAIMM BHUPYCOB, OT MPOMYKITUH,
KOTOpas 3T cTaguu He mpoiuia. [loaToMmy 00pabOTKy B OTKPBITBIX CHCTEMax
CIIeyeT OCYILIECTBISATH B 30HAX, OTHCNEHHBIX OT JAPYIMX JTaroB
TEXHOJIOTMYECKOTO TPOIecCa M HMMEIOIIUMX OTICIbHBIE CHUCTEMBI 00pabOTKH
BO3/yXa.

18.53. OnHO U TO k€ 000pyJ0BaHME, KaK MPABUIIO, HE HCIIOJIB3YETCS
Ha Pa3NIMYHBIX CTaAMSIX OUYUCTKU. OJHAKO €ciii HE0OXOAMMO HCIOJIb30BATh
OJIHO U TO >K€ 000pyIOBaHHE, €ro Mepell MOBTOPHBIM HCIOIb30BAaHUEM
ClIeyeT HaJIeKalmuM oO0pa3oM OYHUCTUTh W TOABEPTHYTh CaHUTAPHOMN

oOpaboTKe. Cnenyer peaNnpuHIMAaTh HaJlJIeKaIme MepBbI
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PEIOCTOPOKHOCTH JJIsl IPEJOTBPAILICHHUS] BO3MOKHOIO TIEPEHOCA BUPYCOB C
OpeAblIyIIuX  CTagud  (Hampumep,  4yepe3  0o0OpylOBaHHE  WIIU

MPOU3BOJICTBEHHYIO CPENY).

19. A®C, npenHa3zHaYCHHBIC TIIS

KJIMHHYECKUX UCCIIeIoBaHUN (MCITBITAaHUN)

19.1. O6mwme TpedboBaHus

19.10. He Bce Buabl KOHTpOJS, ONMHCAHHBICE B HACTOAIICH YacTH,
IPUMEHUMBI TIPH TPOM3BOJCTBE OpUTHHAIBHBIX ADC, mpeaHa3sHaAYCHHBIX
JUIS TIPOBEJICHHSI MCCICAOBAHUM BO BpeMs HMX pa3paboTku. B Hacrosmem
pazjielie MpuBeeHbI CrielnaibHbIe TpeboBanus K 3TuM ADC.

19.11. Kontpomnb,  ocymiecTBisieMblii  mpu  npousBoactBe  ADC,
TIpeIHA3HAYCHHBIX TSI KIIMHUYCCKUX HCCICIOBAHUM, TOJKEH COOTBETCTBOBATh
(dhaze pa3paboOTKH JIEKApCTBEHHOTO Mpernapara, B cocTaB Koroporo Bxoaut ADC.
[Iporiecc 1 METONMKHU UCCIICAOBAHUMN JOJIKHBI OBITh THOKUMHU TSI 0O€CTICUSHUS
BO3MOXKHOCTH BHECEHUS M3MEHEHHI 110 Mepe HAKOILJICHUSI 3HAHWUMU O TIpoliecce
Y TIPOABMKCHUS UCCIIEIOBAaHUH JICKQPCTBEHHOTO TIpernapara oT JOKIMHUYECKUX
UCCIEIOBAaHNN K  KIMHWMYECKUM  HcciaemoBaHusM. Korma  pa3paborka
JICKQpCTBEHHOTO TIperapara JOCTUTAeT CTaauu, Ha Kotoport ADC momydaror
JUIST TIpUMEHEHHs B JICKAPCTBEHHOM IIperapare, IpeaHa3HAYeHHOM JIJIs
KIIMHUYECKUX WCCIICIOBAaHUM, TPOU3BOAUTENN JIOJDKHBI TapaHTUPOBATh, YTO
ADC mnpousBeneHbl C TOMOIIBIO HAUISKAINUX TEXHUYECKUX CPEICTB
C WCIIOJIb30BAaHHUEM COOTBETCTBYIOIIMX IMPOIEAYP MPOW3BOJACTBA M KOHTPOJIS,

HeOoOXoaMMBIX T o0ecrieueHust kauectsa ADC.
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19.2. KauecTBO

19.20. [1pu npousBoactee ADC, nipeaHasHauYEeHHBIX 11 KITUHUYECKUX
UCCIIEIOBAHUM, HEOOXOAMMO TMPUMEHSATh COOTBETCTBYIOIUE TPEOOBAHUS
Hactosux [IpaBwt n HaIeKAITYIO IPOIEAYPY OJI0OPEHHSI KaXKI0U CEPHHU.

19.21. HeoOxoauMo oOpraHu3oBaTh HE3aBUCHMBIM OT IPOM3BOJICTBA
ornen (OTHeNbl) KayecTBa JJisi 0J00OpEHUs WM OTKJIOHEHMS KaXJAOW cCepuu
A®C, npenHa3HaueHHOM 17151 KIMHUYECKUX MCCIIEIOBAHUM.

19.22. Hexotopple  (QyHKIIMM 1O  MPOBEICHUIO  HWCIBITAaHUH,
BBIMIOJIHIEMBIX ~ OOBIYHO  OTHEJIOM  (OTJelaMH)  KadyecTBa, MOJKHO
OCYUIECTBIISITh B IPYTUX MOAPA3/ICIICHUSIX.

19.23. MeporipusiTusi B OTHOIICHHH KadecTBa JOJDKHBI BKIIIOYATh
CUCTEMY WCIBITAHUA MCXOJHOTO CBIPhS, YIIAKOBOYHBIX MAaTEPUAJIOB,
IPOMEXYTOUYHOU npoaykuuu u ADC.

19.24. Cnenyer  aHanu3upoBaTh  OpOOJIEMBbI,  CBSI3aHHBIE  C
IIPOU3BOJICTBOM U Kau€CTBOM.

19.25. Texct mapkupoBku ADC, npeaHasHAYECHHBIX TSI KIUHUYECKUX
WCCJICIOBaHUH, CIIeIyeT HaJIeKaluM 00pa3oM KOHTPOJIUPOBATh. B HEM
JOJDKHO  OBITH ~ yKa3aHO, YTO  BEMIECTBO  MPEIHA3HAYCHO IS

HUCCIIENOBATEILCKUX IIEIIEH.

19.3. Tlomemnienus u o00py10BaHUE

19.30. Bo Bpems Bcex (a3 KIMHUYECKOTO HCCIEAOBAHUS, BKJIOUAS
WCIIOJIb30BAHNUE ONBITHBIX YYaCTKOB WJIM JTA0OpATOPHil NJisi MPOHM3BOJCTBA
cepuit AOC, npeaHa3HAYCHHBIX JJIs1 KIMHUYECKHUX WCCIIEIOBAHUM, HOJLKHBI
OBITh TMPEIYCMOTPEHBI MPOLENYPHl, TapaHTUPYIOIIKE, YTO OO0OpyIAOBaHUE

HpOKaJ'II/I6pOBaHO, OYHNINCHO U COOTBETCTBYCT CBOCMY HA3HAYCHUIO.
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19.31. [Topsanok 3kcITyaTanuu 000py/I0BaHUs JOJDKEH rapaHTUPOBATh
IpoBeJIeHHE padOT ¢ MCXOAHBIM CHIPhEM TaKUM 00pa3oM, 4TOOBI CBECTH K

MWHHMYMY PHUCK KOHTAMHWHAIIUH U HepereCTHOﬁ KOHTaMHWHAaII1H.

19.4. KoHTpOJIb HCXOAHOTO CHIPHS

19.40. UcxonHoe chIphe, wucmosib3yeMoe mnpu mpousBojictBe ADC,
npeAHa3HAYEHHBIX Uil KIMHUYECKUX MCCIEIOBAaHUN, CIIENyeT OLIEHUBATh
MOCPEJICTBOM  MPOBEJEHUA MWCMIBITAHUM WM  TOJy4aTb BMECTE C
pesyibTaTaMyd aHaiwW3a, TMPOBEACHHOTO TIOCTABIIUKOM, ¥ IPOBOJIHTH
UCTIBITAHUE Ha TMOJJIMHHOCTh. ECIM BEMIECTBO CUMTAETCS OMACHBIM, TO
JOCTaTOYHO aHAJIN3a, MPOBEIEHHOTO MOCTABIIUKOM.

19.41. B HEKOTOPBIX ClIy4dasx MPUTOJHOCTb UCXOJTHOTO CHIPbSI MOXKHO
OTIpEeIEIATh Mepe]] MCIOIh30BaHNEM Ha OCHOBAHWU €T0 MPUTOIHOCTH TPHU
MPOBEJACHUM peaKkIUuM HeOOoJbIIoro macmrtada (TO €CTh HCIHBITaHUS
(GyHKIIMOHATEHON TPUTOAHOCTH), YTO TIPEAMOYTUTENHHEE, YEM TOJIBKO OJHU

AHAJIUTNYCCKUEC UCIIbITaHUA.

19.5. TlpousBocTBO

19.50. Ilpotecc  mpomsBoactBa ADPC, mnpemHasHAYCHHBIX IS
KIMHUYECKUX HCCIENOBaHUM, cleayeT (UKCUPOBATH B Ja0OPATOPHBIX
KypHaiax, B 3alHCSIX HAa CEPUI0 WU C MOMONIBIO JPYTUX MOAXOASIIUX
CpPeACTB. OTH JOKYMEHTHI JOJDKHBI ~ BKJIIOYaTh HHpopMmaiuio 00
HCITOJIb30BaHU U IIPOU3BOJICTBEHHOT'O CBIPbSI, 000pyI0BaHUH,
TEXHOJOTUYECKOM IPOIIECCE, & TAKKE HAyUHbIE HAOIIOJICHUS.

19.51. Oxxkumaemble  BBIXOABI ~ MPOAYKIIMM  MOTYT  Pa3IAdarhCs
3HAYUTEJILHO M OBITh MEHEe OMPEIACICHHBIMU, YeM OXHIAeMbIe BBIXOJIbI

NpoAYKIHMKX B IIPOHCCCAX, BBIIIOIHACMBIX B IIPOMBIIIJICHHOM Macmiraoe.
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Paccnenosanue IMPpUYHNH OTKJIOHEHHH OT 0OBbeMa OXKNIJacMOIo0 BBIXOAAa HC

Tpedyercs.

19.6. Banmupamus

19.60. Ecu mpousBeaeHa ogna cepusi ADOC nim u3MeHEeHHs Iporiecca
BO Bpems pa3pabotku  ADC  nemaroT  BOCIPOM3BOACTBO  CEpHUit
3aTPYJHUTENBHBIM WM HETOYHBIM, BaJWJalUs TMpoIlecca MPOU3BOACTBA
A®C, mnpenHazHAayeHHOW JJisi KJIMHUYECKUX HCCIIENOBAaHUN, OOBIYHO
Heuenecooopazna. Ha astoit  cragum  pazpabotku  kadecTBO ADC
o0ecreynBaeTCsl COUETAaHUEM KOHTPOJIS, KATUOPOBKHU U MIPU HEOOXOIUMOCTH
KBaJTU(UKAIMK 000PYy0BAHUS.

19.61. Ecau cepuu mpou3BOAST JJII KOMMEPYECKOTO HMCIOJIb30BAHMUS,
JaKe TPU YCIOBHUH, YTO TaKUE CEPUU MPOU3BOIAT B OMBITHOM WJIM OIBITHO-
MPOMBIIIJICHHOM MaciiTade, BaJIWAAINI0 TIpolecca CileAyeT IPOBOIUTH

B COOTBETCTBHUH C PA3JICJIOM |2 HACTOSAIIEH YaCTH.

19.7. U3menenus

19.70. U3sMeHeHUs B TEXHOJIOTUYECKOM TIpoIecce, CIeruduKammsax
VI METOJMKAX WCIBITAHUHN CIIeyeT BHOCUTH BO BPEMs pa3pabOTKHU 1O Mepe
NpUOOpETEHNs HOBBIX 3HAHMM M pocTa MaciTada mpousBojcTBa. Kaxmgoe

U3MCHEHHUE CIIeyeT HaIJISKAIUM 00pa3oM peruCTPUPOBATh.

19.8. JIabopaTopHbBIi KOHTPOJIb

19.80. HecmoTps Ha TO YTO aHATMTUYECKUE METOIUKH, UCTIOJIb3yEMbIE
niaga - oneHkn cepun ADPC, npenHa3HAUYeHHOW Ui KIIMHUYECKUX
UCCIIEIOBAHUM, MOTYT €Ill€ HE MNPOUTH BAIUJALMIO, OHU JIOJKHBI OBITH

Hay4YHO 00OCHOBAaHBI.
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19.81. lokHa OBITH OpraHU30BaHA CHCTEMA XPAaHCHHS apPXUBHBIX
o0pa3IoB BceX cepuil. JTa cucTtema JOJDKHA 00ecleurBaTh COXPAHHOCTH
JOCTATOYHOTO KOJWYECTBAa KaXJIOr0 apxXHBHOTO oOpa3la B TCUCHHE
OTIPEICIICHHOTO MEPHO/Ia MOCIIe OI00PEHUS, 3aBEPIICHUS HIIH OT3bIBA 3asBKH
Ha PErucTpaIuio.

19.82. Onpenenenne nathl UCTEUEHUS] CPOKA TOJHOCTH M MPOBEIICHUS
MOBTOPHBIX MCHBITAaHWN, KaK yKa3aHo B mojapaszeie 11.6 Hacrosiei dactu,
MPUMEHUMO TI0 OTHONICHHWIO K cymiecTByromuM A®DC, npeaHa3HaueHHBIM
JUIsT KIMHUYEeCKUX wuccaeaoBanuil. [(ims HoBbiIx ADC, Haxomgmuxcs Ha
PaHHHUX CTaAUSAX KIMHUYECKUX UCCIICIOBAaHUM, TPEOOBaHMS, OTIPEICIICHHBIC B

YKa3aHHOM Ioapa3aciic, OOBIYHO HE IMPUMCHATOTC.

19.9. loxymenTarus

19.90. Cucrema  JOKyMEHTAIlMd  JIOJDKHA  TapaHTUPOBATh,  YTO
uHpopManus, TOJydYeHHas B XoJe pa3paboTku u mpousBojctBa ADC,
NpeIHa3HAYEHHBIX Ui KIWHUYECKUX HCCenoBaHui, Oyaer odopmieHa
JOJKHBIM 00pa3oM U JIOCTYITHA ISl UCTIOTh30BAHUSI.

19.91. Pa3paGoTka W TpUMEHEHHWE  aAHAJUTUYECKUX  METOJWK,
UCHIONIB3YEMbIX IS TOATBEpXKAeHWs  Bbimycka  cepun  ADC,
NpeIHa3HAYEHHON ISl KJIMHUYECKUX HCCIEAOBAHMM, JOJDKHBI OBITh
o opMIIeHBI TOKYMEHTAIBHO.

19.92. lomkHa ObITh pa3paboTaHa W BHEAPEHA CHUCTEMa XPaHCHHS
3amMCcen Mo MPOU3BOJCTBY U KOHTPOJIIO U COOTBETCTBYIOIIEN JOKYMEHTALINH.
Orta cucrteMa JOJDKHA OOecleuynmBaTh XpaHEHHE 3aluceid W JTOKYMEHTOB
B TEYCHHWE YCTAHOBJICHHOTO II€pHOJa BPEMEHH TIOCIe OJ0OpeHwus,

3aBCPIICHUA UJIN OT3bIBA 3aABKHW HAa PCTUCTPALHIO.
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20. TepMuHBI U OTIpEeACTICHUS

JInst 1ienieli HACTOSAIIEH YacTH MCIOJIB3YIOTCS OCHOBHBIC TTOHSTHS,
KOTOpBIC 03HAYAIOT CIIEYIOIICe:

«akTuBHas  (apmaneBTHueckas — cyocrtanmus»  (ADC, active
pharmaceutical ingredient, APIl) - BemecTBO uWIM CMeCh BEIICCTB,
UCIOJIb3yeMbIe B IMPOM3BOJCTBE JIEKAPCTBCHHOI'O INperapara, KOTOPhIE B
IpoIlecCe IMPOU3BOJACTBA CTAHOBATCS €r0 aKTHBHBIM  HHIPEIUCHTOM
(IeCcTBYOIIUM BEIIIECTBOM). Takue BEIIECTBA 00J1a1af0T
(GapMaKoJOTHUECKUM WM  JIPYTHM  HEMOCPEACTBEHHBIM  JIEHCTBHEM,
OpefAHa3HAYeHbl [T JICUCHHS, JHArHOCTHKH WIM  OPOQPHIAKTHKH
3a00JieBaHUM, yXo0/a, 0OpabOTKM U OOJIETYECHHS] CUMITOMOB, OKAa3bIBAIOT
BIIMSIHUE HA CTPYKTYPBI WK (HU3UOJIOTHUECKUE (DYHKIIMH OpraHu3Ma;

«ouonarpyska» (bio burden) — ypoBeHbr W BUJ MHKPOOPraHH3MOB
(HarpuMep, HEIpUeMJIEMbIC WK JOIMYCTUMbIE MHUKPOOPIaHU3MBI), KOTOPHIC
MOTYT TPUCYTCTBOBAaTH B HCXOJAHOM CBHIPbE, HMCXOJHOM CBIPbE IS
IPOM3BOJICTBA aKTHBHOM (hapMalleBTUYCCKOW CyOCTaHIMH, MPOMEKYTOUHOM
NPOAYKIMK HIIM B aKTUBHOW (hapMaleBTHYECKON CyOCTaHIuU. bruoHarpysky
HEe CJIeyeT CUYUTaTh KOHTAMHHAIIMECH, €CIIM €€ YPOBHHU HE MPEBBIIIAIOT
YCTaHOBJIGHHBIC  TpEAC/IbHbIE  3HAYCHHS  WIA  HE  OOHApyKCHBI
MHKPOOPTaHU3MBbI, OIpEeIsieMbIe KaK HEOMyCTUMBIC;

«Banmunanusa» (validation) — mokymeHTanbHO O(OPMIICHHBIC IEHCTBHS,
JAfOIKe BBICOKYIO CTEIEHb YBEPEHHOCTH B TOM, YTO KOHKPETHBIN IpoIiecc,
METOJMKA WM CHCTeMa OyAyT IOCTOSIHHO MPHBOIAWTH K pe3yJbTaram,
COOTBETCTBYIOIIMM 3apaHee yCTAHOBJICHHBIM KPUTEPHUSIM TPHEMIICMOCTH;

«BCIIOMOTaTeabHbIe MaTepuaiab» (process aids) — wmarepuansl, 3a
UCKITIOYCHUEM PACTBOPHTENICH, SBJSIOIIAECS BCIIOMOIATEIbHBIMU  TIPH
IIPOU3BOICTBE IPOMEKYTOYHOM IPOAYKIIUN WIH AKTUBHOM

dbapmaneBTHUECKOM CyOCTaHIMM M caMH MO ce0e He Y4YacTBYIOIIME B
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XUMHUYECKONM WM OHOJIOTUYECKON peakuuu (Hampumep, (UIbTPYIOIIHE
MaTepHuaJibl, aAKTUBUPOBAHHBIN YTOJIb U T. I1.);

«BBIXON OkmmaeMeblii» (yield, expected) — konnyecTBO MaTepuaia WA
OPOICHT OT  TEOPETHYECKOrOo  BBIXOZA, OKHIAaeMble Ha 1000
COOTBETCTBYIOIICH CTAaIUM TEXHOJIOTMYCCKOTO TpOIecca, OCHOBAHHBIC HA
JAHHBIX, MIPEIBAPUTEILHO MOTYUYSHHBIX MIPH IMPOU3BOICTBE TOr0 MaTepHaa
B JIAOOPATOPHBIX, OMBITHBIX WM MMPOMBINIICHHBIX YCIOBHSX;

«BBIXO1 TeopeTuueckuit» (yield, theoretical) — koaudecTBO Marepuana,
KOTOPOE OIPEICIICHO Ha OCHOBAHMH KOJMYECTBA MCIIOIh3yEeMOI'0 MaTepHasa
U MOIJIO Obl OBITH MPOM3BEACHO Ha JIFOOOH COOTBETCTBYIONICH CTaIuu
TEXHOJIOTMYECKOTO MPOIlecca MPH YCIOBUU OTCYTCTBHS KaKHX-JIHOO MOTEPh
WA OTKJIOHCHHH B YCJIOBHSX PEaTbHOTO TEXHOJIOTHYECKOTO MPOIIECCa;

«JaTa MCTEYCHHUS Cpoka romHocTu» (expiry date or expiration date) —
JaTa, yKazaHHas Ha yIakoBKe (ITHKETKAax) aKTHBHOH (hapMalleBTHUYECKOMN
CyOCTaHIIMU W 0003HAYaroInas Mepuoj BPEMEHH, B TCUECHHUE KOTOPOTO IPH
XpaHEHHM B YCTAaHOBJICHHBIX YCJIOBHUSAX XapaKTEPUCTUKHA aKTHBHOM
(apMarieBTHUECKOH  CyOCTaHIIMM  JOJDKHBI ~ OCTaBaThCs B Ipejeax
crienu(UKauid U MO0 UCTCUCHHH KOTOPOTO aKTUBHYIO (hapMaleBTUYCCKYIO
CYOCTaHITUIO HEJIb3sI HCIT0JIb30BaTh;

«IaTa TOBTOPHOTO wWchbITanus» (retest date) — mara mpoBeneHUS
TIOBTOPHOTO KOHTPOJIS Marepuajia il TOIATBEPXKICHUS €ro MPUTOIHOCTH
JUISL AaJbHEHINEro UCIOIb30BaHMUS;

«ucxomHoe ceipbe» (raw material) — oOmiee MOHSTHE, HCIOIL3yEeMOE
it 0003HAYECHHs HCXOIHBIX MaTEpHajioB, PEaKTHMBOB W PAaCTBOPHTEIICH,
NpeIHa3HAYCHHBIX JUISI MPOW3BOJCTBA MPOMEKYTOYHOW TMPOMYKIIUU HIIH
aKTUBHOMW (hapMaIreBTUICCKON CyOCTaHIINH;

«HCXOJHOE ChIpbE I MPOU3BOJCTBA AKTHUBHOW (hapMalieBTHUECKOI
cyocranmuu» (APl starting material) — ceipbe, mpoMekyTOUHAs MPOTYKIIHS
WIA Jpyrde AaKTUBHOW  (apMalleBTUYECKOH CyOCTaHI[MH, KOTOpBIC

UCIIONB3YIOTCA  JUIsl  MPOU3BOJICTBA  AaKTUBHOM  (papMaleBTUYECKOU
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CYOCTaHIIMM W BXOAAT B CTPYKTYPY aKTHBHOW (apMalieBTHUECKOM
CYOCTaHIIMM B KadeCTBE BAXXHOTO CTPYKTypHOro (parmenra. Mcxomnoe
CBIPbE /IS POM3BOJICTBA aKTUBHOM (papMarieBTHUECKON CyOCTaHIIMH MOYKET
OBITh 3aKyIUICHO y OJHOTO HJIM HECKOJbKMX IOCTaBIIMKOB, JHOO MOXET
IPOU3BOJUTBCS CaMOCTOSTENBHO. VICXOAHOE CBIphE IS MPOM3BOJICTBA
aKTUBHOW  (papMaIleBTHUECKOM  CyOCTaHIIMM, KakK IpPaBUIO, HMEET
YCTaHOBJICHHBIC XMMUYECKUE CBOWCTBA M CTPYKTYPY;

«xanubpoBka» (calibration) — gemoHcTparuss TOro, 4yTo KOHKPETHBIH
nprOOp MM YCTPOWCTBO JaeT Pe3yJIbTaThl B YCTAHOBICHHBIX IMpeaeiax Io
CPaBHEHUIO C  pe3yJibTaTaMH, IOJy4aeMbIMA TIPH  HUCIOJIb30BaHHH
CTaHJAPTHOTO 00pa3Ia, WK C Pe3yIbTaTaMU COMIOCTABUMOTO CO CTaHIAPTOM
00pasiia BO BCEM COOTBETCTBYIOIIEM JIMAINIa30HEe U3MEPEHHUIA;

«kapantuH» (Quarantine) — craryc BeEIIECTB W  MaTepUajoB,
U30JIMPOBAHHBIX (PU3MYECKU WU JIPYTUMU 3(PPEKTUBHBIMU CriOcOOamMu, 10
NPUHSATHUS PEIICHHUS 00 UX MOCIEAYIONIEM 000PEHUH W OTKJIOHCHUH;

«xBamudukanus» (qualification) — nmelicTBus, yaocToBepsIoOmUe U
HOJATBEPIKAAIOIINE JOKYMEHTAIBHO TOT (hakT, YTO OOOPYJAOBAHUE HJIH
BCIIOMOTaTeJIbHBIC CHCTEMBI CMOHTHPOBAHBI JTOJDKHBIM 00pa3oM, MPaBUIIBHO
(YHKIMOHUPYIOT M JACHCTBUTEIBHO MPHUBOIAT K O0KHMIACMBIM pPE3yJIbTaTaM.
KBanudukanus sBIseTCS 4YacTbiO BaJWJAIMHA, HO OTJACIbHBIC JTaIlbI
KBATU(UKAIMK CcaMHU 10 ce0c He SBISIOTCS DSJEMCHTAMH BaJIMJIaIluH
mporiecca;

«KOMITBIOTEpHU3UPOBaHHAs cucTemMa» (computerized system) — mporiecc
WK OoTiepanus, 00beTUHEHHBIC B OJTHO IIEJIO€ C KOMITBIOTEPHON CUCTEMOM;

«KOMIIBIOTEpHAs cucTema» (computer system) — rpyria KOMIOHEHTOB
almapaTHOro  OOECIICYCHHS M COOTBETCTBYIONIETO  MPOTPAMMHOTO
oOecrieueHus, CIPOSKTUPOBaHHAsS W CMOHTHPOBAaHHAs TaKHM 00pa3oM,
4TOOBI BBITIOJHATH ONPEICTICHHYI0 (DYHKITUIO WM HA0Op PyHKIIHIA,

«KOHTaMuHanus»  (contamination) — HekelaTeJIbHOC BHECCHHE

npuMecel XUMUYECKOM WM  MHUKPOOHOJOTMYECKOW MPUPOILI  HWIH
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WHOPOJIHBIX BEIIECTB B HCXOJHOE CHIPhE, MPOMEKYTOUHYIO MPOAYKIIHIO HITU
AKTUBHYIO (DapMaIleBTHYECKYIO CYyOCTaHIIMIO BO BPEMsI TEXHOJIOTHYECKOTO
nporecca, oTbopa MpoO, YMAKOBKUM WM MEPEYyNaKOBKHU, XPAHEHUS WIH
TPAHCIIOPTHUPOBAHUS,

«KOHTPOJIb B TIPOIECCE IMPOM3BOJCTBA» (BHYTPHUITPOU3BOICTBCHHBIH
KOHTPOJIb, MEKOIIECPaIlMOHHBIA KOHTpoJh) (In-process control or process
control)) — mpoBepKH, OCYIIECTBIIsIEMBIC B X0JI¢ TEXHOJIOTUIECKOTO Mpoliecca
C IENBI0 Haa30pa (MOHHTOPWHTA) M TPHU HEOOXOJMMOCTH PETrYyIHpPOBAHHUSI
nporiecca W (WIK) 9 TOATBEPKIAEHUS TOTO, UYTO MPOMEXYTOUYHAs
NPOAYKIUS WIM aKTHBHAs (papMmarieBTHUecKas CyOCTaHIIMSI COOTBETCTBYIOT
crienuuKaIysm;

«koHTposib KadecTBa» (quality control, QC) - mpoBepka wunm
UCTIBITAHUE HA COOTBETCTBUE CIICIIM(DUKAIIHSIM;

«KpUTEpUU TpUEeMIIeMOCTH» (JOomycTUMbIE HOpMBI) (acceptance
criteria) — w4HCIOBBIC TPEIENbl, WHTEPBAIBl WM JAPYTHAE IOAXOJSIINEC
KPUTEPHH MTPUEMIIEMOCTH PE3yJIbTaTOB HCITBITAHHH;

CKPUTHYECCKUL» (critical) —  TEepPMHUH, OTHOCAIIUUCS K
IPOU3BOJICTBEHHOW  CTaJWH, YCIOBUIO TEXHOJIOTMYECKOTO  IpoIiecca,
TpeOOBaHUIO UCTIBITAHUH WU JTFOOOMY JIPYTOMY CYIIIECTBEHHOMY IapameTpy
WIN TIPEIMETY, KOTOPBIC CIEAyeT MOAIEPKUBATh B PaMKaX MpPEIBAPUTEITBHO
YCTAHOBJICHHBIX KPHUTECPUCB JUISI OOCCIICYCHHUS COOTBETCTBUS aKTHBHOM
(dbapMalleBTUUECKON CyOCTaHIIUM CBOEH crielu(UKaIniy,

«iaekapcTBeHHbI  mpemapar»  (drug  (medicinal)  product) -
JICKapCTBEHHOE CPEJICTBO B BUJIE JICKAPCTBEHHOH (hOPMBEI,

«varepuam» (material) — oOmiee mnoHsTHe, 0003HAYAIONIEE ChHIPHE
(MCXOTHOE CBIPhE, PEAKTHBBI, PACTBOPUTEIIN ), BCIIOMOTATEIIbHBIC MAaTEPUAITHI,
IPOMEXYTOYHYIO TPOIYKITUIO, aKTUBHYIO (DapMaIieBTUYECKYIO0 CYOCTaHIIHIO
Y MaTePHAJIbI JJIs YIIAKOBKU ¥ MAPKUPOBKH;

«MarovHas xuakocTs» (Mother liquor) — ocratodnast KUAKOCTH MOCITE

IponcCCOB KPUCTAIUIM3alluK HJIKM BbBIACJICHUAI. MarouyHas KHUIKOCTb MOKET
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COJZIepKaTh HEMPOPEarupoOBaBIINe BEIIECTBA, MPOMEKYTOUHYIO MPOIYKIIHIO,
HEKOTOPBIE KOJIMYSCTBA aKTHBHOW (papMarieBTHUECKOW CyOCTaHIMU W (WIIN)
npumeceir. OHa MOKET OBITh UCTIOJIBb30BAHA JIJIS AabHEMIIeH 00padoTKu;

«Homep cepun, Homep maptum» (batch number or lot number) -
yHUKaJIbHAss KOMOWHamus 1udp, OykB u (WJIM) CHMBOJIOB, KOTOpHIE
UJICHTUPULIUPYIOT ceputo (MapTUI0) U HAa OCHOBAHUM KOTOPBIX MOXKHO
OIPENICIUTh UCTOPHUIO €€ MTPOU3BOJICTBA U PCATTU3AINH;

«obecnieuenne kadectBa» (quality assurance, QA) — COBOKYIHOCTBH
BCEX OPraHM3AlMOHHBIX MEPOIPHATHIH, HAIMPaBICHHBIX Ha OOECIEeUCHHUES
TOro, YTOOBI BCE AaKTHUBHBIC (apMalleBTHUECKUE CyOCTaHIIMH WMEIH
Ka4eCcTBO, HEOOXOAMMOE i1 HMX IMPEArnojaraeMoro IpHMEHEHHs, a BCE
CHCTEMBbI KaueCTBa MOJICPKUBATTUCH B pa00YEM COCTOSHUH;

«otaen (ormensl) kadectBa» (quality unit(s)) — mnonpasnenenue,
HE3aBUCHUMOE OT IPOM3BOJCTBA M BBIMOJHAMONIEE OOSI3aHHOCTH Kak II0
00CCIICUCHUI0 KauyecTBa, TaK M 10 KOHTPOJIO KadyecTBa. JTO MOTYT OBIThH
au00 OTAENbHBIE CIIyXObl OOECIIEUEeHHUs] KauyeCcTBa M KOHTPOJIS KauecTBa,
au00 JHUI0 WM TPyIa JHUI[ B 3aBHCHMOCTH OT Maciutada M CTPYKTYpPbI
OpraHu3allny,

«oTkiIoHeHHMe»  (deviation) — OTCTyIICHME OT  yTBEPKIACHHOU
WHCTPYKITUH WM YTBEPIKICHHOTO JIOKYMEHTA,

«IepeKkpecTHass KoHTaMHuHaIusa» (Cross-contamination) — 3arpsi3HeHHE
MaTepualia Wik IPOAYKIUN APYTUM MaTepHaIOM WM MPOYKIHEH;

«repepaboTka» (reworking) — mpoBeacHHE OJHON WM HECKOJIBKUX
CTaMii, OTIMYAIONIUXCS OT YCTAHOBJICHHOIO IMPOM3BOJCTBCHHOTO MpoIiecca,
C IeTbi0 00pabOTKHM TaKOH MPOMEKYTOYHOW MPOAYKIIMU WM aKTUBHOM
(bapMarieBTHUYECKON CyOCTaHIIMU, KOTOpask HE COOTBETCTBYET CTaHIapTaM HJIH
criertuUKaIMSIM, I TOTYYSHUS POMEXYTOUHON MPOIYKIMH WA aKTHBHOM
(dapMarieBTHYECKONH  CyOCTaHIIMM TPUEMIIEMOTO KadecTBa  (Hampumep,

MEPEKPUCTATUIU3AIUS C TIOMOIIBIO IPYTOTO PACTBOPUTEIIA);
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«IMOBTOpHAsE 00paboTka» (reprocessing) — BO3BpalllcHHE B TIPOIECC
NPOMEXKYTOYHOW  TMPOMYKIIMM  WJIA  aKTHBHOHW  (papMarieBTHUECKOM
CyOCTaHIIMH, BKJIIOYas MPOIYKIMIO, HE COOTBETCTBYIOIIYIO CTaHIapTaM HJIH
crierubUKaIMsIM, U MMOBTOPHOE MPOBEACHHE CTaJWU KPUCTAUIU3AIMH HJIH
JPYTUX COOTBETCTBYIOIIMX XUMHUECKUX WM (PU3MUECKUX CTaIHMii 00pabOTKU
(Hanpumep, TUACTUILUTALINHY, bunpTpanuu, XpoMarorpapupoBaHus,
U3MEINIbYCHNS), SBISIONIMXCS YacThIO YTBEPIKICHHOTO IPOW3BOJICTBEHHOTO
nporecca. IIpoloKeHHE OCYIIECTBICHUS  CTaJUU  TEXHOJOTHYECKOTO
npoIiecca mocje TOro, Kak KOHTPOJIb B MPOIIECCEe MPOU3BOJICTBA MTOKA3ajl, YTO
CTaausi HE 3aBEpIlCHA, CUUTACTCS YacTbi0 OOBIYHOTO TMpollecca, a He
MTOBTOPHOM 00pabOTKOiA;

«moanucano (moamuck)» (Signed (signature)) — moamuck auIa, KOTOPoe
BBITIOJTHSJIO ~ OTNIPENICIICHHOE JICWCTBUE WM  OCYHIECTBIISZIO  TPOBEPKY.
[Moamuck MOXeT OBITH B BHJIEC WHHUIIMAIOB, ITOJHOTO PYKOIMCHOIO BapHaHTa
UMCHH W  (QaMWINU, PYKOIUCHOW TIOMIUCH, JIMYHOW TICUATH  WJIH
ayTEHTUYHOM Y 3alMILEHHOMN 3JIEKTPOHHOW MOAMNUCH;

«rpumeck»  (impurity) — 1000l KOMITOHEHT, INPUCYTCTBYIONIUH B
NPOMEKYTOYHOW  TPOJAYKIMH WM  aKTUBHOW  (papMarieBTHUECKOM
CyOCTaHIINH, HATUYHE KOTOPOTO HEXKEIATEIbHO;

«IIPOM3BOAMTENH, pabOTAOIIMI 110 KOHTpaKTy» (contract manufacturer)
— TPOU3BOJMTE]b, BBITOJHSIONINA ONMPEICICHHBIN BUI IPOU3BOJICTBEHHOM
JESITeIbHOCTH 110 TIOPYUYCHHIO IIEPBOHAYAIBHOTO IIPOU3BOIUTENS;

«pousBojicTBO» (manufacture) — omeparmuu W BUABI KOHTPOJIS,
CBSI3aHHBIE C MPHUEMKOW MAaTEpUAIOB, TEXHOJOTHYECKUM IIPOIECCOM,
YITAKOBKOMW, TEPEyIMaKOBKOW, MapKHPOBKOW, MEPEMapKUPOBKOH, BBITYCKOM,
XpaHEHUEM U OTIPY3KOH aKTUBHOW (hapMaIreBTUICCKON CyOCTaHIINH;

«IpoMexyTouHas mpoaykuus» (intermediate) — martepuain, KOTOPBIH
NOJy4arOT B XOJIE CTaJWH TEXHOJOTMYECKOTO TIpoIlecca IPOM3BOJICTBA
aKTUBHOW (DapMalleBTUYCCKOW CyOCTaHIIMM M KOTOPBIA MpeTepreBacT

I[aJ'IBHef/'IH_II/Ie MOJICKYJIAPHBIC IMPCBPAICHUSA HIIM ITOABCPracTCsa OYUCTKCE,



197

NpEeKIe YeM CTaHeT AaKTUBHOH  (apMaleBTHUECKOW  CyOCTaHIUU.
[TpomexxyTOYHAsT MPOIYKIUS B XOJI€ TEXHOJOTHYECKOTO TPOIECcCa MOXKET
TI0JIBEpPTaThCsl MU HE IMOIBEPTaThCs BBIACICHUIO;

«rpotokon  Baymmaruu»  (validation protocol) — moxkymeHTanbHO
oopMIICHHBIH TUTaH, YKa3bIBAIOIIMHA, KaK CJICIyeT MPOBOANTH BAIUAAINIO, U
ONPEACIAIOMNN KPUTEPUH TpUeMieMocTH. Hampumep, B MpPOTOKOJE
BAIMJAIIMM  TPOU3BOACTBEHHOTO Ipollecca JO/DKHBI  OBITh  YKa3aHBI
TEXHOJIOTUYECKOE 000pYI0BaHUE, KPUTHICCKHUE TTapaMeTphl IpoIecca U ero
paboumne pexXHUMbl, XapaKTEPUCTUKU NPOJIYKIMU, OTOOp NpoO, JdaHHBIE
UCTIBITAaHHUH, KOTOPbIC HEOOXOJIMMO COOpaTh, KOJIMYECTBO BaJIMIAIIMOHHBIX
ITUKJIOB M IPUEMJIEMbBIC PE3yJIbTAThI UCITBITAHHH;

«mpodmiie  mpumeceii»  (impurity  profile) - ommcanme
UJICHTUUITUPOBAHHBIX 1/1 HEHUJICHTU(UITIPOBAHHBIX pUMecei,
NPHUCYTCTBYIOIIMX B aKTUBHOU (DapMaIieBTHYCCKOM CyOCTaHIINH;

«tporeaypa» (procedure) — TOKyMEHTaIbHO O(GOPMIICHHOE OIMUCAHHE
orepamuii, IMOMJICKAIMUX BBITOJHCHUIO, MEp MPEAOCTOPOKHOCTH |
MEPOIPUATHH, MPSAMO WJIHM KOCBEHHO OTHOCSAIIUXCS K IPOU3BOJICTBY
NPOMEKYTOYHOW  TPOJAYKIMH  WJIM  aKTUBHOW  (papMarieBTHUECKOM
cyOcTaHIuy;

«pactBoputenb» (Solvent) — Heopranuveckas WIM OpraHuYecKas
XKHJIKOCTh, UCTIOJIb3yeMasl B KA4eCTBE CPEbl JIJISl IPUTOTOBJICHUS PACTBOPOR
WIH CYCIICH3MH TIPH TPOU3BOACTBE IPOMEKYTOYHOW MPOAYKIIMH WA
aKTUBHOMW (hapMaIreBTUYCCKON CyOCTaHIINH;

«cepus (maprtus)» (batch (lot)) — koHKpeTHOE KOIUYEeCTBO MaTepuaa,
NOJYYEHHOTO B pe3yJibTaTe TEXHOJOTUYECKOro TIpoIlecca WM  CepUH
IPOIIECCOB TaKUM 00pa3oM, YTO MOYKHO PAaCCUHUTHIBATh HAa €0 OJHOPOIHOCTD
B YCTAHOBJICHHBIX Tpejenax. B ciydae HempephIBHOTO MPOM3BOJICTBA CEPHUS
MOJKET COOTBETCTBOBATh OINPECICHHOW YacTH MPOAyKIuH. Pasmep cepuu B

TOM CIIy4a€ MOXKET OMNpEeAeNaThCs JIMOO (PUKCUPOBAHHBIM KOJUYECTBOM,
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a100 KOJMYECTBOM, IPOM3BEACHHBIM 3a OINPEACICHHBIM TPOMEXYTOK
BPCMCHU;

«crienuukarmsa» (Specification) — nmepeyeHs UCHBITAHUN, CCHUIOK Ha
AHAJTUTHYECKAE METOJIUKHA U KPUTEPHUEB MPUEMIIEMOCTH, IPEICTABISIOMINX
COOOW YHCIIOBBIC TPaHWIIBI, HWHTEPBAIBI WU JPYTUE KPUTCPUH UL
COOTBETCTBYIOIMX HCHbITaHUH. Crenudukanus ycTaHaBIMBaeT HaOOP
KPUTEPHUEB, KOTOPBIM JIOJIKEH COOTBETCTBOBATH MaTEpUall, YTOObI CUATATHCS
NpUEMJIEMBIM JUIsI €ro TmpearnonaraeMoro mpuMeHeHus. COOTBETCTBHUE
crenu(pUKauyd 03Ha4YaeT, YTO MaTepHall, MPOIICAIIUN HCITBITAHUS COTJIACHO
NICPEYHCIICHHBIM aHAJTUTHYECKUM METOJMKAM, COOTBETCTBYET NMPUBEIACHHBIM
KPUTEPHUSAM MPUEMIIEMOCTH;

«cTaHJapTHBIN oOpasel, BTopuuHbii» (reference standard, secondary) —
CyOCTaHIIUSl yCTAHOBJICHHBIX KadyeCTBa M YHUCTOTHI, YTO JIOKA3aHO
IIOCPEJICTBOM  CPaBHGHHS C TIEPBUYHBIM  CTAHJIAPTHBIM  00pasIioMm,
UCTOJb3yeMass B  KauecTBE CTAHJAPTHOTO o0Opasma Ui TeKyIIUX
Ja00paTOPHBIX aHAJIU30B;

«CTaHIApPTHBIN oOpasell, nepBuuHbl» (reference standard, primary) —
CyOCTaHITUsI, SIBJISFOIIASCS IOJJIMHHBIM BEIIECTBOM, YTO OBLIO JIOKA3aHO C
MIOMOIIBI0 PACHIMPEHHBIX AHAJIWTHYCCKUX HWCIBITAaHWK, W O0Jagaronas
BBICOKOM CTENCHBIO YHUCTOTBL. DTOT CTaHAAPT MOXET OBITh IOJIyYeH W3
o(pHUIIMaTbHO TMPU3HAHHOTO HMCTOYHUKA WM TIOCPEICTBOM HE3aBUCHUMOTO
CHHTE3a, WU IOJYy4YeH W3 HKCIOJIb3yeMOr0 B IPOM3BOJICTBE BEIIECTBA C
BBICOKOM  CTCNEHBIO  YHCTOTBI, WJIM  TPUTOTOBICH  IOCPEIACTBOM
NOCIICAYIOIIEH OYUCTKH BEIIeCTBA, UCIOJIb3YEMOT0 B TIPOU3BOJICTBE;

«TEeXHOJIOTHYECKUK Tmporecc» (production) — Bce omepanuu 110
NPOU3BOJICTBY  aKTHUBHOW  (hapMaleBTUYCCKOW CyOCTaHIIMM, BKIHOYAs
MPUEMKY MaTepuaioB, 00padOTKy U YIIaKOBKY aKTUBHOM (papMalieBTUYECKOM

cyOcTaHIuy;
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«ynakoBOYHBIH Matepuam» (packaging material) — nroGoi marepuann,
HpeAHa3HAYeHHBIN TSI 3aIlIUThI TIPOMEXYTOYHON MPOAYKIUU WA aKTHBHOM

(dbapMaieBTUUECKON CyOCTaHIIUK MPU XPAHEHUU U TPAHCIIOPTUPOBAHUM.
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Yacts 1
JlokymMeHTHI, cBsi3aHHBIC ¢ [IpaBuiaMu HajIeKaIIeH MPON3BOICTBEHHOM
MIPaKTUKH

I'naBa |. [TosicHeHUS O COCTABJICHUIO JOChE MPOU3BOACTBEHHOM TUIOIIAKH
1. BBenenune

1.1. Jloche TPOU3BOACTBEHHOW TIUJIOIMIAJIKK — JIOKYMEHT, KOTOpPBII
COCTABIISIETCSl TMPOU3BOJUTEIEM JIEKAPCTBEHHBIX CpeAcTB. OH JOJDKEH
COJIEpKaTh CHENHAIbHYI0 UH()OPMAIMIO O MOJUTUKE B 00JACTU KayecTBa U
JEATEIbHOCTH MPOU3BOJCTBEHHONW IUIOMIAIKHU, TEXHOJOTUYECKOM IIpoliecce
U (WIM) KOHTPOJE KadyecTBa NpPH MPOBEACHUMM HA JIaHHOW IUIOLIAJKE
omnepalui 1o npou3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE O KaKUX-JTHUOO
TECHO B3aMMOCBSI3aHHBIX pa0OTax B MPUMBIKAIOIIUX U COCEAHUX 3IaHUSIX.
Ecnu Ha maHHOM TJIOMIAKE OCYIIECTBIISIETCS TOJIBKO 4YacTh ONEpaluil 1o
POU3BOJCTBY, TO B JOChE MPOU3BOIACTBEHHOM IJIOIMIAIKH JOJIKHBI OBITH
OTKCaHbI TOJIBKO TH ONEpalliu, HAllpUMeEp, aHaJIN3, YIIAaKOBKa U T. 1.

1.2.Tlpy  momaue  JOChE  MPOM3BOJACTBEHHOW  IUIOMIAAKH B
VIOJHOMOYEHHBI OpraH B HEM JOJDKHa ObITh MpEJCTaBiIeHa YeTKas
uHbopMalUsi O  JIEATENBHOCTH  MPOU3BOJUTENS B  COOTBETCTBUU €
TpeOoBaHusIMM HacTosiux [IpaBui, KoTopass MOXKET OBbITh IOJIE3HOM NpU
obmieM Haja3ope, a Takxke A 3(G(EKTUBHOTO IUIAHWPOBAHHUS U MPOBEICHUS
WHCIIEKTUPOBAHUS HA COOTBETCTBUE TPeOOBaHUAM HacTosmux [IpaBui.

1.3. locke  TIPOM3BOJACTBEHHOW TIUIOMIAJKK  JOJDKHO  COJEpPXKaTh
JOCTAaTOYHYIO MH(POPMAIIHIO, OJJTHAKO, HACKOJIBKO 3TO BO3MOKHO, €r0 00bEM HE
JOJDKEeH mpeBblaTh 25 — 30 cTpaHull, He BKIOYas npuiioxeHus. [IpocTeie
IJIaHbI, PUCYHKH W CXEMBbI CUMTAIOTCS 0oJiee MPEeANOYTUTEIbHBIMU, YeM
onucaTenbHOe W3JoXkeHue. Jloche MPOU3BOJICTBEHHOW IUIOMIAAKU (B TOM
YUCJe TPUI0KEHUS) JOJDKHO ObITh yA000YMTaeMbIM MPU MeYaTH Ha Oymare

dbopmara A4.
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1.4. JlToche NPOM3BOACTBEHHOW IIJIOMIAIKA JIOJDKHO COCTABJIATH YacTh
JOKYMEHTAIlIUM, KOTOpas OTHOCUTCA K CHUCTEME YIIPaBJICHHS KadyeCTBOM, €ro
ClielyeT TOJJCPKUBAaTh B AaKTyaJbHOM COCTOSIHUM C II€JIbI0 OTPaKeHUS
TEKyIIeW AesTeIbHOCTU. B 10Che MpOM3BOACTBEHHON MIIONMIAJIKU HEOOXOIUMO
yKas3blBaTh HOMEpP BEPCHMU M JaTy BBEICHUS B JCHCTBHE, a TaKXe JaTy
cienyromiero mnepecMorpa. Kaxmoe NpuiokeHHe MOXKET UMETh OTICIbHYIO
JaTy BBEJIEHUS B JCWCTBHE, UYTO TO3BOJIMT OCYIIECTBISATH €0 HE3aBUCHUMBIN

TIePECMOTP.

2. llenp

HCJ’IB HACTOAIICTO HOKYMCHTA — JdTb PCKOMCHIAIIMKU ITPOU3BOAUTCIIAM
JICKAPCTBCHHLIX ITPCIIaparoB 110 CO3AaHNIO TOCHEC HpOH3BOI[CTB€HHOI>1 IJIOIIaAKH,
KOTOPOC MOXKCT OBITH  TIOJIC3HBIM UL YIIOJIHOMOYCHHOI'O  OpraHa IIpH
IJIAaHUPOBAHWHK W IIPOBCACHUN MHCIICKTHUPOBAHMA HpOI/IBBOI[CTBeHHOﬁ IIomaiaKu

Ha COOTBETCTBUE TpeOoBaHUsAM HacTosux [IpaBut.

3. ObnactTh NIPUMEHEHUS

[TomoykeHWsI HACTOSIIEH TJIaBBl TPUMEHHUMBI IPU  IOJATOTOBKE M
(GOpMHPOBaHUM  COACPXKAHUS  JOChE  IPOU3BOJACTBEHHOW  IIOMIAJIKH.
[MpowsBoauTeM  JMODKHBI  NMPHUHAMArb BO  BHMMAHUE  PErHOHAJILHBIC
(HarMOHAIBLHBIE) HOPMATHUBHEIC IIPABOBEIC TPEOOBAHMS JIJIs1 ONPEACIICHHUS TOTO,
SIBJISICTCSI JIM TIOITOTOBKA JIOChE TPOM3BOJICTBEHHON IIIOMIAJKH 00S3aTeIIbHBIM
TpeOOBaHUEM TS TTPOM3BOIUTENCH JICKAPCTBEHHBIX CPEJICTB.

[TonoxeHuss HACTOSIIENW IVIaBBl PACHPOCTPAHSIOTCA HA BCE BHJbI
IIPOU3BOJICTBEHHON JCATEILHOCTH, TaKWe KaK COOCTBEHHO IPOM3BOJCTBO,
yIakoBKa W MapKHPOBKA, IPOBEJICHWE HWCIBITAHUHA, TEPEYITaKOBKa WIIH
nepeMapKUpoOBKa BCEX BHJIAOB JICKAPCTBEHHBIX IMpernapaTtoB. OCHOBHBIC

IMPUHOUIIBI HACTOAIIUX HpaBI/IJ'I MOTI'YyT HCIIOJIB30BaATLCA IIPHU IIOATOTOBKE
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JOCBC HpOPI3BOI[CTBCHHOI>1 IUIOIMAAKHW HWJINM COOTBCTCTBYIOIICTO AOKYMCHTA
MMPON3BOAUTCIIIMA JICKAPCTBCHHLIX IIPCIIAPATOB M3 ,Z[OHOpCKOﬁ KpOBHU HJIN

TKaHew, a Takxke npousoautenssmu ADC.

4. ConeprxaHue 10Che MPOU3BOICTBEHHOM TIIOIIAIKI

Jlocbe pOU3BOACTBEHHOM IJIOMIAKH JOHKHO COJEPKATh CIIEIYIONIYIO
uHpopmaruio:

1. O6mmas uadopmalus o MPoru3BOIUTENE.

1.1. KonTakTHas uHpopMaIus:

HAaUMEHOBAHUE U aJPeC IOPUIUUECKOTO JUIIA;

HauMeHOBaHMe(s) U baxkTrueckuii(re) aapec(a)
MPOU3BOACTBEHHOM(BIX) TUIOMIAAKH(OK), 3JaHUM U MPOU3BOJACTBEHHBIX
y4acTKOB, PAcCIOIOKEHHBIX Ha 3ToH(uX) tuiomaake(ax);

HOMep TenedoHAa MEpCOoHaNa, PadOTAIOMIEr0 KPYIJIOCYTOYHO, C
KOTOPBIM CBSI3BIBAIOTCS B CiIydae jedekTa u (WiK) OT3hIBa MPOAYKIINH;

UACHTU(UKAIIMOHHBI ~ HOMEp  MPOM3BOJICTBEHHOM  IUIOLIAIKH,
HampuMmep, KoopauHaTel GPS  wim  npyrodt  cucteMbl  ompeneneHus
reorpauyeckoro MeCTopacrnoa0XeHus (Mpyu HATUYHH ).

1.2. Uadopmaruss o  TpeOyromeld  CIENUAIBHOTO  Pa3pelieHUs
(;TUTieH3MN) TPOM3BOICTBEHHOM JIeATEIbHOCTH:

KOTHSI JICHCTBYIONIETO CIENHUAIBHOTO paspenicHus (JIMIICH3WH) Ha
POU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB, BBIJAHHOIO YIMOJIHOMOYEHHBIM
opraHoM (B KayecTBe MpuiIokeHus 1);

KpaTKO€ OINHUCAHUE JIESITEJIbHOCTH MO TPOU3BOJICTBY, HWMIIOPTY,
AKCIIOPTY, ONTOBOM TOPTOBJIE U MP., JIUIIEH3UPOBAHHON COOTBETCTBYIOIIUMU
YIOJHOMOYEHHBIMH OpraHamu, BKIIIOYas 3apyOeKHbIe YIOJHOMOYEHHBIE
OpraHbl, C yKa3aHHWEM JIMIICH3MPOBAHHBIX JICKAPCTBEHHBIX (hopM (BHIOB
JESATCIIBHOCTH), €CIIU ATO HE OXBATBIBACTCS pa3pelicHHeM (JIUIEH3UeH) Ha

MIPOM3BO/ICTBO;
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BUJIbI MPOAYKIMK, TPOU3BOAMMON Ha IMIIONIAJKE B HACTOSIIEE BpeMs
(mepeyeHb MPUBOJUTCA B Kau€CTBE MPUIIOKEHUS 2), €ClId 3TO HE yKa3aHO B
MPUIIOKEHUN | ;

MEepEeYeHb WHCIEKINI IUIONAJK Ha COOTBETCTBUE TpPeOOBAHUSIM
HaJUIeKalled MPOU3BOJICTBEHHOM TPAKTUKM 3a TMOCIEAHUE S5 JIeT, ¢
yKa3aHUEM JaT W Ha3BaHWi (TOCYJapCTB) YIIOJHOMOYEHHBIX OPTraHOB,
IPOBOJIUBIIMX  HWHCIEKTUPOBAHME, a TakKKe KOMHS JIEUCTBYIOIIETO
cepTu(duKaTa COOTBETCTBUS TPEOOBAHUSIM HaJJIekKalIEd MPOU3BOJACTBEHHOM
npakTuku (npu HaauauK) (B Ka4eCTBE MPUIIOKEHUS 3).

1.3. Kakas-nmu6o apyras IPOU3BOJICTBEHHAS NS TEIbHOCTD,
OCYUIECTBIIsIEMasi Ha MPEINPUITHU:

OMHUCAaHWE TPOU3BOJICTBEHHOM JEATEIbHOCTH Ha MOPEANpPUSTUU
(IpOU3BOJICTBEHHOM TIUIOMIAJKE), HE CBA3AHHOW C (papmaleBTUYECKOM
NEeATEIbHOCTBIO, €CIIU TAKOBAsI IIPOBOJUTCSI.

2. Cuctema ynpaBlieHHs] KAYECTBOM ITPOU3BOIUTENS.

2.1. CucremMa ynpaBieHUsI KaU€CTBOM MPOU3BOIUTEIIS:

KpaTKOE€ OIMHUCAHUE CHUCTEMBbI yNpPaBICHUS KAYECTBOM MPEANPUITUS U
CCBUIKU Ha MPUMEHSIEMbIE CTaHAAPTHI;

OTBETCTBEHHOCTh 110 MOJJIEPKAHUID CUCTEMbl KauecTBa, BKIIHOYAs
BBICIIIEE PYKOBOJICTBO;

uHdopmalusa o AeSTEIbHOCTH, B OTHOILIEHWU KOTOPOW MpEINpHUsiTHE
AKKpPEIUTOBAHO M CEPTU(DUIIMPOBAHO, BKJIIOYAsl JaThl W  COJEpKAHUE
JIOKYMEHTOB MO aKKpeAuTaluuu (cepTudukaim), HAUMEHOBAHUSI OPTraHOB 110
aKKpeauTaluu (CepTUhUKAIINN).

2.2. Ilpouenypsl BbIauu pa3pelieHus Ha BBIITYCK TOTOBOM MPOAYKIUU:

JETaNbHOE OMMCaHWE KBaTU(UKAIMOHHBIX TpeOoBaHuM (oOpazoBaHUe
U ONBIT PabOThl) K YMNOJHOMOYEHHOMY(BIM) JIMITy(aM), yAOCTOBEPSIOIIEMY
COOTBETCTBUE CEpPUU  YCTAHOBIICHHBIM  TpeOOBaHUSM IS  BBLJIAYU

Pa3pCIICHUA Ha BBIITYCK,
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oOlllee omMcaHue MPOUEAYpPHl MOATBEPKACHUS COOTBETCTBUS CEpUU
YCTaHOBJICHHBIM TPEOOBAHUSAM U BbIJJAYU PA3pEIICHHS Ha BBIMYCK;

POJIb YIIOJTHOMOUEHHOT'O JIMIIA B BhIJAY€ PA3peIlICHUs Ha BBITYCK TOTOBOM
OPOAYKIMM (B TOM YHCJIE CHATHUE C KapaHTHHA), & TAKXKE B IMOATBEPKICHUU
COOTBETCTBHUSA TPEOOBAHUSM PETUCTPALIMOHHOTO JIOCHE;

COTJIallIeHUs MEXIY YIOJIHOMOYEHHBIMU JUIAMU, eciu
B3aMMO/ICCTBYIOT HECKOJIBKO YIIOJIHOMOYEHHBIX JIUII;

yKa3aHHE Ha TO, YTO B CTPATETUU KOHTPOJISI UCIIOIB3YIOTCS MPOIIECCHO-
aHamutudeckass TexHosjorus (PAT) m (win) BBITYCK B pealbHOM BpPEMEHH,
WM BBIITYCK MO MapaMeTpaM (€CIM OHU UCTIONb3YIOTCS).

2.3. YrpaBieHue MoCcTaBIIUKaMy U MOAPSTUYUKaAMU:

KpaTKoe pe3loMe, cojiepxkailee MHPOpMAUUI0 O LEnsX MOCTaBOK, a
TaKXe O MporpaMMax BHEITHETO ayJIUTA;

KpaTKO€  ONHCaHWE  CHUCTEeMbl  KBaIU(UKAIUM  TOJPSTUYUKOB,
MPOU3BOAUTENECH AaKTUBHBIX (hapMalEBTUUECKUX CYOCTaHIMH U JAPYrux
MOCTABIIMKOB KPUTHUECKUX ISl KaueCTBa MaTepHUaJIOB;

uHpopMaIsd O MEPONPUATHUSIX MO OOECIEUECHUID COOTBETCTBUS
OpPOAYKIIMA  TPEOOBAaHUSIM  PYKOBOJACTB B  OTHOIICHHM  TIyOdaToi
sHIIe(aJIONaTHH;

uHdopmalsa 0 Mepax, NpPEeANPUHUMAEMBIX MpPU MOAO3PEHUH WU
BBISIBJICHUUA  KOHTpadakTHOW, QanbcuUUUPOBAHHON, B TOM UHCIE
Hepac(pacoBaHHOW MPOJNYKIMU (HAlpUMEpP, HEYMAKOBAaHHBIX Ta0JIETOK),
aKTUBHBIX (hapMaIleBTUUECKUX CyOCTaHIIMM WIJIM BCIIOMOTaTEIbHBIX BEIIECTB,;

uHpopmalysa 00 UCMOJIb30BAaHUM BHEITHEH HAy4YHOW, aHAMTUYECKOU
WM IPYyTON TEXHUYECKON NTOMOIIIU, Kacarolleics MPOU3BO/ICTBA U aHAJN3a,

nepeueHb KOHTPAKTHBIX TMPOU3BOAMUTENEH U J1a0oparopuii, BKIIOYAs
aJipeca M KOHTAaKTHYIO HH(OpPMAIMIO, a TaKXKE CXEMbl IENeil MOCTaBOK IS
KOHTPAKTHOM JAESITETbHOCTHU IO MPOU3BOACTBY U KOHTPOJIIO KaueCTBa, HAIPUMED,

CTCpUIN3alnA IICPBUYHOIO YIIAKOBOYHOIO MaATCpudlia 1 IIPOHCCCOB B
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aCENTUYCCKUX YCIOBUSX, HCIBITAHUS HCXOIHOTO CHIphS W T.J. (B KadecTBE
pUIIOKEeHNS 4);

KpaTKuii 0030p pachpeeieHus] OTBETCTBEHHOCTH MEXKIY 3aKa3dyUKOM
¥ WCIOJIHUTEIEM B OTHOIICHWUU TPEOOBAaHUN PETHCTPAMOHHOTO JIOCHE
(eciu HE yKa3aHO B MOAMYHKTE 2.2 HACTOSINErO MyHKTA).

2.4. YrpaBieHHe prcKaMu I KauecTBa.

KpaTKO€ OIMCAaHWE WCIIOJIb3YEeMOH IPOU3BOIUTEICM METOM0IOTHH
yIPaBJICHUS PUCKAMH JIJIsl Ka4eCTBa,;

chepa MACUCTBHMA W HAMPABICHHOCTh YIPABICHUS PUCKAMH IS
KauyecTBa, BKJIIOYAs  KpaTKOe  ONHCaHWE  JIIOOOW  JICSITCIBHOCTH,
OCYIIECTBIISIEMO Ha KOPIOPAaTHMBHOM YypOBHE, a TakkKe JIOKaJbHOMN
nesATeTbHOCTH. J[OKHO OBITh YHOMSHYTO JI000€ TPUMEHEHHWE CHCTEMBI
YIPABJICHUS PUCKAMH JIJIs1 Ka4eCTBa JJIsl OTICHKH HETPEPHIBHOCTH MOCTABOK.

2.5. O630pbI KauecTBa MPOAYKITUH:

KpaTKOoe ONMCcaHue MPUMEHEHHONW METOIO0JIOTHH.

3. Ilepconaun.

CxeMa OpraHuW3aIllMOHHOW CTPYKTYphl C YKa3aHHEM JIOJDKHOCTEH
(mo3ummii) B ympaBlIeHUW KAa4eCTBOM, IMPOU3BOJCTBE W KOHTPOJIC KayecTBa,
BKJIIOYas BBICHIEE PYKOBOJICTBO M  YMNOJHOMOYEHHOE(bIE) Juio(a),
(B KaueCTBE MPHIIOKEHHS 5);

KOJMYECTBO I€pCOHAla, 3aHATOIO B  YIPaBICHUU KadyeCTBOM,
IPOU3BOICTBE, KOHTPOJIC KAa4eCTBa, XPAaHEHUHU U PEATH3AIINU.

4. ITomenieHust 1 000OpyAOBaHUE.

4.1. Tlomerenus:

KpaTKO€ OMNWCAaHUE TMPEANPHUATHSA, pa3Mep IPOU3BOJICTBEHHOU
IUIOIIAIKK W TepedyeHb 3aaHuil  (coopykeHuii). Ecnu mpou3BOICTBO
OCYIICCTBIIICTCA [  Pa3IMUHBIX PHIHKOB (Hampumep, JIOKAJIBHOTO,
rocyaapcte-wieHoB, EBpomnerickoro corsa, CoeaunenHbix IllTaTos

AMepUKH ¥ JIp.) B PA3IMYHBIX 37AaHUAX (COOPYKEHUAX) MPOU3BOJICTBEHHON
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IUIOIIAJKH, CIIEAYET MPUBECTH NEPEUYeHb ITUX 3[aHUU (COOPYXKEHUMU) ¢
yKa3aHUEM PBIHKOB, [JI1 KOTOpPBIX IMpeAHa3Haue€Ha MPOU3BOAUMAs
OpOAYKIHUS (€CITH 3TO HE yKa3aHO B MyHKTe 1.1);

MpOCTOM TUIaH WM  ONMHCAaHWE TPOU3BOACTBEHHBIX  ILIOINIAIOK
(ygacTkoB) ¢ yKazaHuMeM Macitaba (apXUTCKTYpHBIC W HHKCHEPHBIC
YEepTEKU HE HYKHBI);

IUTaHBl U CXE€Mbl IIPOU3BOJACTBEHHBIX 30H (B KaueCTBE MPUIIOKEHUs 6);
C YKa3aHHWeM KJlacca YMCTOTHI TMOMEIICHUA W TIEPEIMaioB JABICHUS MEXIY
MPWIECTAIOMUMH 30HAMH, a TaKXe€ TEXHOJIOTHYECKUX OIepainuii (Hampumep,
CMEIIMBAaHUE, HAMOJHEHWEe, XpaHeHHWE, YMakoBKa M T. 1I.), IPOBOJUMBIX B
MOMEIICHUSX;

MJIaHBI CKJIAJCKUX TIOMEIICHWH W 30H XpaHEHUS ¢ OO0O03HAYCHHUEM
CIEIUAIIBHBIX 30H JJIsI XPaHEHUSI U 00pa0OTKU 0COO0 TOKCUYHBIX, OMACHBIX U
CCHCHOMIM3UPYIOIINX BENICCTB (MIPU HAIUYUH);

KpaTKoe OMHCaHuE HE OTMEUEHHBIX B IJIaHAX CIEHAIbHBIX YCIOBUN
XxpaHeHus (Ipx HEOOXOAMMOCTH).

4.1.1. Kparkoe omucaHWe CHUCTEM  HarpeBa, BEHTWISIIUA U
KOHAUIMOHUpOoBaHus Bo3ayxa (Heating, Ventilation, & Air Conditioning —
HVAC):

OPUHIUIIBI ONpEeIeTICHUs MOJa4l BO3/1yXa, TeMIEpaTyphl, BIaKHOCTH,
nepenaja JaBJeHUS U KPAaTHOCTH OOMEHa BO3/1yXa, YPOBEHb PELUPKYISAIUU
BO3/yXa (B IPOIEHTAX).

4.1.2. KpaTtkoe onucaHue CUCTEM BOJIOIIOATOTOBKH:

yKa3aHue KauyecTBa MPOU3BOJAUMON BOJIbI;

CXEMaTHYECKUEe YePTeKHU cucTeM (B kauecTBe [Ipuoxxenus 7).

4.1.3. KpaTtkoe ommcaHHe ApPYyrHX CHUCTEM oOecreueHuss (CHUCTEMBI
10J1a4YM Tapa, CKaToro BO3yXa, a30Ta U T. I.).

4.2. O6opynoBaHue.
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4.2.1. IlepeyeHb OCHOBHOTO TEXHOJOTHMYECKOTO M KOHTPOJILHOIO
JabopaTopHOr0 000pyAOBaHUS C OOO3HAUCHHEM KPUTUUECKUX EIIUHUIL
(B xauectBe [Ipunoxenus 8).

4.2.2. OuncTtKa 1 ae3uHOEKIHS:

KpaTKoe  ONHWCaHWe  METOJOB  OUYMCTKM W JAe3uH(eKIuu
KOHTAaKTUPYIOIMX C TMPOAYKIIMEH TIOBEPXHOCTEH (Hampumep, pydHas
OUYMCTKA, aBTOMATHUYECKasi CHCTEMa «OUYKMCTKA Ha MECTe» U T. I1.).

4.2.3. Onmcanne KOMIBIOTEPU3HPOBAHHBIX CHCTEM, KPHTHYCCKHX C
TOYKH 3peHUs TpeOoBaHui HacTosmux [IpaBui:

CIeAyeT TPHUBECTH OINKHCAaHWE KOMITBIOTEPU3UPOBAHHBIX CHCTEM,
KPUTHYECKMX C TOYKM 3peHus TpeboBaHuii Hacrosmux IlpaBun, 3a
UCKIIIOUCHHEM OOOpYyJOBaHUS CO CIENHUATBHBIMUA MPOTPAMMHUPYEMBIMU
JOTUYECKUMH KOHTPOJLJIEpAMHU.

5. lokymenTanusi.

Onucanue CcUCTeMBbl JOKYMEHTAIluuW (HAmpuUMep, JJIEKTPOHHAas,
pyuHas).

Ecnu mOKyMEeHTBI W 3alMCH XPaHAT WIA apXUBHPYIOT 3a MpeAeiiaMu
MPOW3BOACTBEHHON IUIOMIAAKK (BKJIIOYAss JaHHBIE 10 MOHHUTOPHUHTY
0€30ITacCHOCTH JIEKAPCTBEHHBIX MpenapatoB (Mpy HAJTHYWN)):

IIepeyYcHb BUOB JTOKYMEHTOB (3amucei);

Ha3BaHUE M QIPEC MHOM TUIOIMIAJIKH, T/I€ XPAHST JTIOKYMEHTAIIHIO;

MPUOIU3UTENBHOE BPEMSI, HEOOXOAUMOE JJIsl MOJYYEHHUs JTOKYMEHTOB
13 apXuBa, HAXOAAIIErocs 3a MpeieiaMy TUIOIIAIKH.

6. TexHOIOTUUECKUM MpOoIIecC.

6.1. Buasl npoayKIuu.

(Bo3MorkHa cchuika Ha TIpuJioxkeHue 1 unu 2)

a) Buspl mpou3BoAMMON MPOAYKIIUH, BKITFOYAS:
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NepeUeHb JICKAPCTBEHHBIX (OPM KakK JEKAPCTBEHHBIX MpenapaTroB s
MEIUIIMHCKOTO TPUMEHEHUs, TaK M BETEPUHAPHBIX JIEKAPCTBEHHBIX
penaparoB, MPONU3BOIMMBIX Ha IUIOMIAJIKE;

MepevYeHb JIEKAPCTBEHHBIX (OpPM  JIGKAPCTBEHHBIX  IPENaparos,
IPOU3BOAUMBIX Ha IUIOMIAJKE [JIsi JIOOBIX KIMHUYECKUX HCCIEAOBaHUMN
(cnemyer mpencTaBuUTh HH(DOPMAIMIO O TMPOHW3BOJICTBEHHBIX 30HAX H
NepCcoHalle, €CIM OHU OTJIMYHBI OT T€X, YTO MCHOJB3YIOTCS MPU CEPUUHOM
IIPOM3BOCTBE);

0) TokcuyHble WM OIAcHbIE BellecTBa (HampuMep, BeEIIeCTBa C
BBICOKOM (hapMaKoJIOrnuecKou aKTUBHOCTBIO U (vm)
CEHCUOWIM3UPYIOITUMHU CBOMCTBAMM);

B) Bunapl npoaykiuu, mpou3BoIuMON B CHEIMAIBHO TIPeTHA3HAYECHHBIX
MOMEIICHUSIX WM Ha OCHOBE MPHWHIUIA KaMIaHWW (IIMKJIOB MPOW3BOJICTBA)
(mpu HAJIMYMN);

r) Uupopmanisi 00  HMCHONIB30BAaHUM  MPOIECCHO-AHAIUTHYECKOM
texHojoruu (Process Analytical Technology — PAT) (npu Hanwuun):

o011lee ONMMCAHUE COOTBETCTBYIOIIEH TEXHOJOTMU U CBSI3AHHBIX C HEU
KOMITHIOTEPU3UPOBAHHBIX CHCTEM.

6.2. Bammmamus mpoiieccos.

KpaTKoe ONHhcaHue OOIIel MOJUTHUKA B OTHOIICHUH BaJlWJalldd
POIIECCOB;

OMHMCAaHWE TIOJUTUKH B OTHOIIEHWH TIOBTOPHOW OO0pabOTKM U
nepepadoTKH.

6.3. YrpasieHnue MmaTepuaiaMi U CKJIAJICKOE XpaHEHUE:

uH(bopMaIKg 0O MEPONPUITHUSIX MO OOPAICHUIO C UCXOJHBIM CBHIPHEM,
yIaKOBOYHBIMU MaTepuajiaMu, HepachacoBaHHOMW M TOTOBOWM MPOIYKIIMEH,
BKJIIOUasgs OTOOp mpoO, KapaHTUH, BbIJady pa3pelieHUus] Ha BBIIYCK H

XpaHEHUE;
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uHdopMaIMg O MEPONPUITHSAX MO OOpAIEHHUIO C OTKJIOHEHHBIMU
MaTepuaniamMu 1 NpOoayKIHEH.

/. KoHTpoJib KauecTna.

Crnenyer NpUBECTH OMUCAHUE AEATEIHHOCTH MO KOHTPOJIIO KadyecTBa,
OCYUIECTBISIEMOM HAa TPOU3ZBOACTBEHHON IIJIOIIAJKE B  OTHOUICHUU
bU3NYECKUX, XHUMHYECKUX, MHKPOOMOJOTUYECKMX U  OHOJOTHYECKUX
VCTIBITAHUU.

8. Muctpubsntonusi, mpeTeH3uH, 1ePeKThl TPOTYKIIMHA U OT3HIBHI.

8.1. luctpuObrorus (B 4aCTH OTBETCTBEHHOCTH MPOU3BOIUTEIIS):

TUINBl OpraHu3aluil (aep)kaTtend JUIEH3UM Ha JUCTPUOBIOLMIO,
Jep>KaTeny JUIEH3UH Ha MPOU3BOJICTBO MU T. J.), KOTOPHIM MOCTaBJIsETCA
MPOAYKIIUS IPOU3BOJICTBEHHOM IIJIONIA/IKU, U UX pa3MelleHue (rocy1apcTna-
yienbl, EBponetickuit Coro3, Coennnennsbie IITaTel AMEpUKH U T. 11.);

OMHUCAaHUE CHUCTEMbI, MPUMEHSEMOUN JJisI TOATBEPKIACHUS TOrO, 4TO
KaXIbIil MOTpeOuTeNh (IOJIydaTe)lb) UMEET IOPUINYECKOE MPaBO MOJIydaTh
OT MPOMU3BOJIUTENS JIEKAPCTBEHHbBIE CPEACTBA;

KpaTKOE ONMKHCAaHUE CUCTEMbI 00E€CIEUEHUS COOTBETCTBYIOIIUX YCIOBUM
BO BpeMsI IepeBO30K (HampuMep, MOHUTOPHHT (KOHTPOJIb) TEMIIEPaTypHhl);

OMHUCAaHUE OpraHu3aluyd JUCTPUOBIOIIMM U METOJIOB, KOTOPBIMU
o0ecreunBaeTcs NpoCIeKMBAEMOCTh MTPOAYKIIUH,

omucaHWE Mep MO MNPEayNpPEeKICHUIO TMOMAaJaHus MOPOLYKIUU
MPOU3BOIUTEINS B HE3AaKOHHYIO 11€T1h TOCTaBKHU.

8.2. Ilpetensun, neheKThI MPOAYKITUN U OT3BIBHI:

KpaTKO€ OIMCAaHHWE CHUCTEeMbl pPabOThl C NPETeH3UAMH, JedexTamMu
IPOIYKIIMH U 110 OT3bIBAM.

9. CaMOMHCIEKIHS:

KpaTKO€ OMUCAHUE CUCTEMbl CAMOMHCIIEKIIUNA C OCOOBIM BHUMAHUEM K
KpUTEpUSIM  BbIOOpAa IUIAHOBO MHCIEKTUPYEMBIX 30H, MPAKTUYECKHE

MCPOIIPUATHA U JlaJIbHEUIIME NCHCTBUS.
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[TepeueHb HEOOXOIUMBIX TTPUIIOKEHHUH K JI0ChE MPOU3BOICTBEHHOMN
IUTOIIAIKH

[Tpunoxenue 1. Konus neiicTBytoiiei TMIEH3UN Ha MPOU3BOJICTBO.

ITpunoxenue 2. IlepeyeHp MPOU3BOJUMBIX JEKAPCTBEHHBIX (GOpM, B
TOM YHUCJE€ MEXIYHAPOJHbIE HEMAaTCHTOBAHHBIE HANMEHOBAaHHE WIIA
oOLIENPUHSATHIE Ha3BaHU (€CIIA CYIIECTBYIOT) ucnonb3dyemMbix ADC.

[Tpunoxenue 3. Konusa paeicTByromniero ceprtudukara COOTBETCTBUS
TpeboBaHusAM HacTosmux [IpaBui.

ITpunoxenue 4.  IlepeyeHb  KOHTPAKTHBIX  MPOU3BOAUTEICH U
JabopaTtopuid, BKJIIOYas ajpeca W KOHTAKTHYH HH(OpMaIMio, a Takxke
CXEMBI LIETIEN OCYILECTBICHUS STOW KOHTPAKTHOMN AEATEIHLHOCTH.

ITpunoxenue 5. OpraHM3alMOHHBIE CXEMBI.

[Tpunoxenue 6. [1nanbl MPOMU3BOICTBEHHBIX 30H C YKa3aHUEM MOTOKOB
HCXOJIHOTO CBIphSI W TIEpCOHAIa, OOIIas cxemMa IPOU3BOJICTBEHHBIX
MPOIECCOB JIJIsl KAXKJA0T0 BUJIA MPOTYKIIMH (JIEKAPCTBEHHBIX POPM).

[Tpunoxenue 7. CxeMaTH4ECKHUE YEPTEKU CUCTEM BOJOTIOATOTOBKH.

ITpunoxenue 8.  IlepeyeHb  OCHOBHOIO  TE€XHOJOTHMYECKOTO  H

71a00paTOPHOTO 00OPY/I0BAHUS.
['naBa Il. Ynpasienue puckaMu Jijisi KauyecTBa
[IpenncnoBue

VYrpapieHue puckamu JJisg KauecTBa MOXKET MIPUMEHSTHCS HE TOJIbKO B
MIPOU3BOJICTBE, HO M IO OTHOIICHHWIO K (hapMarleBTUUYECKON pa3paboTke, a
TaK)X€ IIPU COCTABJICHMM YAaCTH PETHUCTPAIMOHHOIO JIOChE, Kacarolleincs
KadyecTBa. ITOT JOKYMEHT MOTYT NMPUMEHATH YIIOJTHOMOYEHHBIE OpraHbl MPH
(dhapmareBTUUECKOM OIEHKE YacTU PErUCTPAIIMOHHOTO JI0ChE, CBSI3aHHOM C

Ka4CCTBOM, a TAKXKC IIpHU HPOBCACHHMH HHCIICKTHUPOBAHHUA HA COOTBCTCTBHC
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TpeOoBaHUsIM HacTosmux [IpaBun M mpu pacciieOBaHUSAX, CBSI3aHHBIX C
npenoaaraeMbeiM 1e(hEeKTOM.

Jnst obecrnieyeHrss B3aMMOCBSI3U C JIPYTUMHU  pasjieliaMu  JaHHOTO
JOKYMEHTa JiaHHas TIJaBa BKJIIOYEHAa B HacTosyr 4vacth [IpaBun. Uto
CoTJlacyeTcsl ¢ TMOJOKEHUAMH TJIaBbl | 4acTu HACTOSIIUX TPaBUJI, KOTOPHIE
COJIEpIKAT MPUHITUIIBI YIPABICHUS] PUCKAMU JIJIsI KaU4eCTBa.

Hacrosiimass 1i1aBa  HOCHT pPEKOMEHJATENbHBIN XapakTep, B HEM
MIPUBOJIATCS TIPUMEPHI MPOIECCOB M MIPUMEHEHUS YIIPABJICHUS PUCKAMHM JIJIS

Ka4dycCTBaA.

1. BBenenune

[IpuHunel  ynpaBiaeHus puckamu 3(QPEKTUBHO TMPUMEHSIOTCS BO
MHOTHX 00JacTsiX 3KOHOMUYECKON NEeATEIbHOCTH W YIpaBJieHUs, BKIOYas
(¢buHaHCHI, cTpaxoBaHue, 0€30MacCHOCTh Ha MPOU3BO/JICTBE, 3/IPaBOOXPaHEHNE,
MOHUTOPUHT ~ O€30MAaCHOCTH  JICKAPCTBEHHBIX IMPENapaToB, a TaKXKe
IPUMEHSIOTCS  YIOJHOMOYEHHBIMU  OpraHaMH,  OCYIIECTBIISIOLIUMU
HAJ[30PHYIO JIEATEIIbHOCTh B 3TUX OOJIACTSX. XOTS Ha CETrOJHAIIHHUN JICHb
U3BECTHBI IIPUMEPHI NPUMEHEHHMS YIIPABICHUsS PUCKAMU JUIsI KAadyecTBa B
dbapmaneBTUUEeCKON MTPOMBIIUIEHHOCTH, OHU OTPAHUYEHBl U HE HCHOJb3YIOT
BCE BO3MOXHOCTH yTpaBieHus puckamu. Kpome Toro, B papmaieBTHYECKOM
MIPOMBIJIEHHOCTU MPU3HAHA BAXKHOCTh CHUCTEM KAauyeCTBAa WU CTAHOBUTCSA
OYEBUJHBIM, UYTO YIPABJICHUE PUCKAMHU I KAyeCTBA SIBISICTCA BAaXKHBIM
KOMITOHEHTOM 3()(PEKTUBHOM CHCTEMBbI KaueCTBa.

OOmenpu3HaHo, YTO PHUCK  OMNpeAeNseTcss Kak KOMOWHaIus
BEPOSITHOCTH NIPUYMHEHUS BPEJA U TSKECTH TAaKOro Bpena. OIHAKO CIIOKHO
JOCTUYb OJHO3HAYHOI'0 NMOHWMAaHUA MPOLECCa YIPABJIECHUS PUCKAMU BCEMU
3aMHTEPECOBAHHBIMU CTOPOHAMH, ITOCKOJIBKY Ka)XIasi U3 CTOPOH MOXKET

MMOHMMAaTh BO3MOXKHBIHN Bpca II0-pa3sHOMY, BCPOATHOCTHL BO3HUKHOBCHU
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Bpela U XapaKTEPUCTUKU €ro TSKECTH JUIsl KaKJIO0TO yYacTHHKa OyayT
pasHeiMu. B cnydae (apmaneBTHYECKOM MPOAYKIMU, XOTS U CYIIECTBYIOT
pa3IMuHbIE 3aUHTEPECOBAHHBIE CTOPOHBI (B TOM YHCIE MAI[UEHTHI,
MEJIUIIMTHCKUE pabOTHUKH, MPaBUTEIIbCTBEHHBIC OpraHbl u
MIPOMBIIUIEHHOCTh), NEPBOCTENIEHHOE 3HAYEHUE MPUMEHEHHUS YNIPaBICHUS
PUCKaMH JIJIs1 KAYECTBA UMEET 3alllTa NalUeHTA.

[Tpu por3BOACTBE M MPUMEHEHUH JIEKAPCTBEHHOTO Mperapara, BKI0Jas
€ro KOMIIOHEHThI, B OIPEACIICHHON CTENeHu 00s3aTeIbHO MNPUCYTCTBYIOT
pucku. Pucku Jist kauecTBa SIBJISIIOTCS TOJIBKO OJTHOM COCTaBJISIFOLIEH 0OIIIero
pucka. BaxxHO mOHMMATh, YTO Ka4E€CTBO MPOMYKLIHU CIEAYET MOAJAECPKUBATH B
TEUEHUE  KU3HEHHOTO IMKJIa TPOAYKIMU TakuM o00pa3oM, 4YTOOBI
XApaKTePUCTUKW, WMEIONIME 3HAYEHUE JUIsl KadyecTBa JIEKApPCTBEHHOIO
npenapara, OCTaBIUCh TAaKUMU K€, KaK Yy JIEKAPCTBEHHBIX MPENaparos,
UCIOJIb30BABIIMXCS TIPU KIIMHUYECKUX UCCIENOBAHUAX. DPPEKTUBHBIN MOAXO]
K YNPAaBJIEHUIO PUCKaMU [JIsl KQYECTBA MOXET B JAJIbHEWIIIEM TapaHTUPOBATh
MAMEHTY BBICOKOE KAaue€CTBO JIEKAPCTBEHHOIO TIIperapara ¢ IMOMOIIBIO
YCTAHOBJICHHA B XOJ€ pa3pabOTKM M TPOU3BOACTBA MPETYNPEKIAIOIINX
METOJIOB UACHTU(PUKAIIMA W KOHTPOJSI BO3MOXKHBIX IMPOOJIEM, CBSI3aHHBIX C
kadecTBoM. Kpome Toro, mpyMeHEHHE YNpaBlICHUS PUCKAMH JUIsl KauecTBa
MOYKET YCOBEPILIECHCTBOBaTb MPOLEAYpPY IPHUHATHS PENIEHUW B CiIy4ae
BO3HUKHOBEHHSI MPOOJIEM C KauyeCTBOM. DPQPEKTUBHOE YIPABICHUE PUCKAMU
JUIA  KayecTBa MOXET CHOCOOCTBOBaTh NPUHATHIO JIy4IIUX U Oosee
O00OCHOBAHHBIX PEIIEHUMN, KOTOPbIE MO3BOJISIIOT MPEANPUSITUIO TaPAaHTHUPOBATh
YIOJTHOMOUYEHHBIM OpraHaM 3()(PEKTUBHOCTh PEIICHHS] BOMPOCOB, CBS3aHHBIX
C MOTEHIUAIBHBIMU PUCKAMH, a TAaK)Ke OJaronpusITHO BIUSATH HAa MacliTad u
YPOBEHb HEMOCPEICTBEHHOTO KOHTPOJISL.

[{enb 1aHHOM TJIaBbl — NPEMJIOKUTh CUCTEMHBINA MOAXO K YIIPABICHUIO

pUCKaMH JIJIS KaueCcTBA. DTO OCHOBOIOJIATAIOIIUN IOKYMEHT MPOU3BOIUTES,
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KOTOpBIA HE3aBUCUM OT JPYTUX HOPMATUBHBIX TIPABOBBIX AaKTOB B
OTHOIIICHUU KauyecTBa (XOTSI U MOXET OBbITh CBSI3aH, C HUMHU) U KOTOPBIH
JOTIOJIHSIET TIpaBUIIa, TPEOOBaHMUS, CTAaHAAPTHI U PYKOBOJICTBA OTHOCUTEIHHO
KauecTBa, uMeromuecs B (apMaleBTUUYECKOW MPOMBINUIEHHOCTH H
HAJ30PHOM NeSITeNbHOCTU. JJOKYMEHT COAEPKUT CHelUalbHbIE YKa3aHUs B
OTHOIIEHUHU MPUHIHUIIOB U HEKOTOPBIX UHCTPYMEHTOB YIIPABJIEHUS PUCKaAMU
JUIST KadecTBa, 4YTO CIIOCOOCTBYeT NpHUHATHIO Oojiee 3(P(HEKTUBHBIX U
MOCJIEA0BATEIbHBIX PEIICHUN KacaTelbHO PUCKOB CO CTOPOHBI COTPYAHUKOB
KaK YIOJHOMOYEHHBIX OPraHOB, TaK U MPEANPUITUNA B OTHOILIEHUN KAa4eCTBa
aKTUBHBIX (hapMalleBTUUYECKUX CYOCTaHIUN U JIEKAPCTBEHHBIX MPENapaToB B
T€YEHUE >KU3HEHHOr0 LHKJIa MNPOAYKIUHU. JIOKYMEHT HE YCTaHaBJIMBAET
Kakue-mubo HOBbIE TpeOOBaHUST B  JIONOJHEHHWE K JICHCTBYIOLIUM
YCTAHOBJICHHBIM TPEOOBAHUSIM.

He Bcerna menecooOpa3HbIM U HEOOXOJIUMBIM SBISIETCS (DOPMATIBHBIM
Ipoliecc YIpaBleHUs pUckaMu (C MPUMEHEHHEM NPHU3HAHHBIX CIOCOOOB U
(W) BHYTPEHHHUX TMPOUEAYp, HalpUMEp, CTaHAAPTHBIX OMNEPAIIMOHHBIX
npouenyp). Cuurtaercs NOpuUeMIIEMbIM TIpUMEHEHHE HedOopMaIbHBIX
MPOIECCOB yMNpaBJEHUS pPUCKaMU (C HCMOJb30BAHUEM HSMIIUPUUYECKUX
METOJIOB M (WIM) BHYTPEHHHX mpouenyp). Hamnexaimiee npumeHeHHe
yOpaBJICHUS PUCKAMHU JUIsI KadyecTBa MOXET OOJErdYuTh BBINOJHEHUE
00s13aHHOCTEN Mpou3BOaUTENECH (OJHAKO HE OTMEHSET HUX) B OTHOUICHUU
COOJNIIOJICHUSI YCTAaHOBJICHHBIX TpeOOBaHUW, a TakKe HE 3aMEHseT
COOTBETCTBYIOIIMA OOMEH HUHpOpManuen Mexay MpeACTaBUTEIIMU

MPEINPUATAN-TTPOU3BOAUTENICH U YIIOJTHOMOYEHHBIMU OPraHaMH.

2. O01IMe mojIoKeHus

B Hacrosmienn riaBe NpeaACTaBJICHbI IIPUHOUIIBI W IIPUMCPHBI

HHCTPYMCHTOB VYIIPpABJICHUA PUCKAMH OJIA Ka4CCTBA, KOTOPBLIC MOI'YT OBITH
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NPUMEHEHbl K Pa3JIMYHBIM acleKkTaMm (apmareBTUYECKOro KadyecTsa.
OTH acneKThl BKIIOYAIOT pa3pabOTKy, MPOU3BOACTBO, ONTOBYIO TOPTOBIIIO, a
TaK)Ke WHCIIEKTHPOBAHUE W TMPOIIECCHI MPEACTABICHUS 3asBOK (0030poB) Ha
OPOTSKEHUM ~ KU3HEHHOTO  IIMKJIa  aKTUBHBIX  (papMalleBTUUECKUX
cyOCTaHITUH, JIEKapPCTBEHHBIX Mpernaparos, OMOJIOTTIECKHUX U
OMOTEXHOJIOTHIECKHUX JIEKapCTBEHHBIX IpernaparoB (BKJTFOUAst
UCIIOJIb30BAaHUE HCXOJHOTO CHIPhS, PACTBOPUTENICH, BCIOMOTATEIbHBIX
BEIIIECTB, YIIAKOBOYHBIX U MAPKUPOBOYHBIX MATEPUAJIOB JIJIs JIEKAPCTBEHHBIX
NpenapaTroB, OHOJIOTUYECKUX W OHOTEXHOJOTMYECKHX JIEKAPCTBEHHBIX

IpernaparoB).

3. [IpuHUIMIIBI yIPABJIEHUS pUCKAMU ISl KaYeCTBa

CymiecTByI0OT JBa OCHOBOIIOJIAraloOIIMX MPUHLUNA  yIpaBICHUs
pUCKaMH i1 Ka4ecTBa:

OIIEHKa PHUCKOB JUIsl KadyecTBa JOJKHA O0a3upoBaThCS HA HAYYHBIX
JAHHBIX U OBITh HEMOCPEICTBEHHO CBSI3aHHOM C 3aIMTOMN MAIlMEHTa;

YpPOBEHb yCWIHM, (opManu3alud U JOKYMEHTAIBHOTO O(GOpPMIICHHUS
mpoliecca yIpaBieHUs PUCKAMHU JJId KadyecTBa JOJKEH COOTBETCTBOBATH

YPOBHIO PUCKOB.

4. O0mwmit mporiecc ynpaBieHUs] pUCKaMU JJIsl KauecTBa

VYrpaBienue puckamu sl KauecTBa — CUCTEMAaTUYECKUNA MPOLECC IS
oO1Iei OlEHKU, KOHTPOJIsI, MHOOPMHUPOBAHUS U 0030pa PUCKOB JJIsi Ka4ecTBa
JIEKapCTBEHHOTO TIpernapaTa Ha MPOTSLKEHUU €ro KU3HEHHOTO Hukia. Mozenb
yIpaBJICHUSI pUCKaMU JIJI1 Ka4eCTBa MPEACTaBIeHa Ha PUCYHKE | HACTOSIIEro

JIOKYMEHTA.
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Puc. 1 O6IIIa$I CXEMa THIIOBOI'O IPOoIIeCcCa YIIPABICHUA PUCKAMU I Ka4eCTBa.

MoryT TOpuUMEHATbCS W JIPyTHE€ MOJIEIU. 3HAYEHUE KaXKJIO0ro
KOMITOHEHTa 3TOH CTPYKTYpbl MOKET OBbITh Pa3HbIM B PA3HBIX CIy4asX, HO
HAJEKHBIN poriecc TOJDKEH YUHTHIBATh BCE KOMITOHEHTHI,
JETANU3UPOBAHHBIE JI0 TAKOW CTENEHH, KOTOpask COOTBETCTBYET OTIIEILHOMY
PHUCKY JUIsl KaYECTBA.

Ha mnpuBeneHHON cxeMe HE yKa3aHbl TOYKH TPUHSITUS PEIICHUN,
MOCKOJIbKY pEIIeHUsI MOTyT ObITh NPHUHATHI B JII0OOW TOYKe Tmpolecca.
OTH pemeHuss MOTYT BO3BpalllaTh HAa NPEABIAYIIMA 3Tam [ MOUCKa
nanpHeue nHopmaiu, 4To0bl OTKOPPEKTUPOBATH MOJIETU PUCKOB JIsS

Ka4qeCTBa UJIN AAKE IMPCKPATUTDL IIPOUCCC YIIPABIICHUA PUCKOM IJIA Ka4YCCTBaA
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u3-3a WHGOpPMALNM, SBISIONICHCS OCHOBAHUEM [JIi TAaKOrOo pPEUICHUS.
(IIpumeuanue: «HETpPUEMIIEMO» Ha pUC. 1 HACTOSIIEro pas3jieia KacaeTcs He
TOJIbKO TpeOOBaHMI 3aKOHOAATENBCTBA TOCYAApCTB-UIEHOB U IpaBa Coro3a,

HO TaKXe HCOOXOAUMOCTH IIEPECMOTPETH IIPOIIECC OOIIECH OLIEHKU PHCKOB.)
4.1. O6s3aHHOCTH

JlesATeIbHOCTh MO YNPABJICHUIO PUCKAMU JJIsI KA4ECTBA, KaK MPaBUIIO,
OCYUIECTBISIETCA ~ IPYIINAaMH, BKJIIOYAIOMIUMHU  CICHUAIMCTOB  Pa3HBIX
obOnactedt 3Hanuil. Ilpu dopmupoBaHHHM TPyNH B HUX CJEAYET BKIIOYATh
HKCHEPTOB B COOTBETCTBYIOIIMX OOJIACTSAX (HAmpuMmep, OTAeia KayecTsa,
pa3BuTusi  OW3HECa, WHXUHUPUHTA,  PETYJISITOPHOH  JEATEIbHOCTH,
TEXHOJIOTUH, TPOJAK U MAPKETUHTA, IOPUIUUECKON CITyXKObI, CTATUCTUKUA U
KJIMHUKHK), B JIOMOJIHEHHE K JIMIaM, BIAJCIONIMM 3HAaHMSIMHU Tpolecca
yIpaBJICHUS] PUCKaMHU JIJIsl KauecTBa.

JIutia, OTBETCTBEHHBIE 3a IPUHATHE PEIICHUH, JOJIKHBI:

HECTH OTBETCTBEHHOCTh 3a KOOPAMHAIMIO YIPABIEHUS PUCKAMU JIs
KauecTBa MEXIy pa3HbIMM  BHJAMU  JICSITEJIBHOCTA W Pa3HBIMU
nojpa3/IeICHUSIMU B OpraHu3aluy;

rapaHTUpPOBaTh, YTO NPOLIECC YMPABICHHUS PUCKAMHU JJIsi KayecTBa
ONpENICNICH, HAXOJUTCS B JCHCTBUU U TPOBEPSIETCI M YTO HUMEIOTCA

JIOCTaTOYHBIE PECYPCHI.
4.2. Hagaino mpoiiecca yrpaBlieHUs pUCKaMu JJi1 KauecTBa

praBHCHI/Ie pUCKaMM pIR) b Ka4yeCTBa JOJIDKHO BKJ/IKOYAaTb
CHUCTCMAaTHYCCKUC IMpOUCCCHhI, MNPpECAHA3HAYCHHBIC TJII  KOOPpJAWHAILIWUH,
o0JerueHus o COBCPHICHCTBOBAHUA IIPHUHATHUA HAYYHO 000CHOBaHHBIX
pGIHCHI/If/'I B OTHOIICHHUH PUCKOB. 9TaHBI, MMPUMCHACMBIC LA IINTAHUPOBAHUA U
Ha4daJia BBIIIOJIHCHHUA IIPOLICCCAa YIIPABIICHHUA PUCKAMHU IOJII Ka4CCTBA4, MOTYT

BKJIKOYAThb.
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omnpejiesieHre mTpoOJIeMHOro M (MJIM) MPEACTaBIISIIONIETO PUCK BOIpOCa,
BKJTFOUas COOTBETCTBYIOIIIME  MPEATNOJIOKEHHUS, yCTaHaBJIMBAOIINE
BO3MOXXHOCTB PHCKa /I Ka4eCTBa,

coop ucxoaHou wuHbOpMaIMU W (WJIM) JaHHBIX O MOTEHIMAILHOU
OMACHOCTH, BpEI€ WIM BIUSHUM Ha 370pOBbE YEJIOBEKAa, HMEIOIINX
OTHOIIICHUE K OO0IIei OIEHKE PUCKOB,;

OTIpeICIICHUE PYKOBOJIUTENS 1 HEOOXOAUMBIX PECYPCOB;

co3fanne rpaduka, CBS3BIBAIOIIETO YPOBEHb TPUHSITHS PEIICHUS C
BO3MOKHOCTBIO OCYIIIECTBIICHUsI TIporiecca YIPaBICHUS PHUCKAMU IS

KadcCTBa.

4.3. O01mas oIeHKa pUCKOB

OOmiast olleHKa PHUCKOB COCTOUT M3 WACHTU(UKAIMU OMacHOCTEH, a
TaK)K€ aHaju3a W OLIEHKHM PUCKOB, CBS3aHHBIX C BO3JICUCTBHEM 3THX
omacHocTe (Kak ykazaHoO HWxke). OOIIyl0 OLEHKY PUCKOB JJId KadyecTBa
HAYMHAIOT C YETKOro ONHCaHus NpoOJeMbl WM acnekTa pucka. Ecmum
paccMaTpuBaeMblid PUCK Il KayecTBa YETKO ONpeneseH, OyAeT Jierde
YCTAHOBUTh  COOTBETCTBYIOIIMN  MHCTPYMEHT  YHOPaBJICHUS  PUCKOM
(cM. mpuMepHI B pasjielie S HACTOSIIEN IIaBkl), a TakKe BUJIIbI HHGOpMAIUU
OTHOCUTEJIbHO acmleKkTa pucka. Ui 4eTKOro ONpeaesieHHus pUCKOB B LIEJIAX
oO11el OIIEeHKH PUCKOB, KaK MPaBUIIO, MPUMEHSIOTCS 3 OCHOBHBIX BOIIpOCa:

YTO MOXET IPOUCXOJAUTH HEBEPHO;

KaKoBa BEPOSITHOCTH (BO3MOKHOCTh) TOTO, UTO 3TO OyAET MPOUCXOJIUTH
HEBEPHO;

KaKOBBI MOCTIEJCTBUS (UX TSIKECTD).

Unentudukanus pucka —  CHCTEMaTHYECKOE  MCIOJIb30BaHUE
uH(dOpMalMU 71 YCTAHOBJIEHUSI OMACHOCTEW OTHOCUTEIBHO acIleKTa pHCKa
WM JUid  onucaHus npoOnembl.  MHpopmamus J0DKHA — BKIIIOYATh
NPEAIIECTBYIONINE JaHHbIE, TEOPETHYECKUN aHaliu3, MOTHBUPOBAHHbBIC

3aKJIIOYCHUA, a TAKXKC BOIIPOCHI 3daMHTCPCCOBAHHBIX CTOPOH.
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Nnentudukanus pucka CBs3aHa C OTBETOM Ha BOMNPOC. «YTO MOMKET
MPOUCXOJINTh HEBEPHO?» M C YCTAHOBIEHUEM BO3MOXHBIX IOCIEICTBUM.
OTO IaeT OCHOBY VIS ITOCHEAYIOIINX TANOB IIPOLECCA YIIPABICHUS PUCKAMHU
11 KaYyecTBa.

AHanu3 pucka — OIIEHKa pHUCKa, CBsS3aHHas C uUIAeHTU(DUKanuen
OMACHOCTEN. DTO MPOLECC YCTAHOBICHUS KAYECTBEHHOM M KOJMYECTBEHHOU
CBSI3U MEXIY BEPOATHOCTBIO IIPOMCIIECTBUS M TSKECThIO Bpena. s
HEKOTOPBIX UHCTPYMEHTOB YIIPABJICHUS PUCKAMU BO3MOKHOCTbH OIPEIEIUTH
OMacHOCTH (CITOCOOHOCTH K BBISIBJICHUIO) TAKXKE SIBISIETCS (DAKTOPOM OLICHKH
pHUcCKa.

Ouenka  pucka —  CpaBHEHME  UJCHTUPUIHUPOBAHHOTO U
[IPOAHAIM3UPOBAHHOIO  PUCKA €  YCTAHOBJIEHHBIMU  KPUTEPUAMU
npuemiemMoct pucka. [Ipu onenke pucka paccMarpuBaroT 000CHOBAaHHOCTD
JI0Ka3aTeIbCTB 1O BCEM 3 OCHOBHBIM BOIIPOCAM.

[Ipu o6mieit orieHKe pUCKOB BakHAa 0OOCHOBAHHOCTh HA0Opa JIaHHBIX,
ITOCKOJIBKY 3TO OIpPENEIISIET KAYeCTBO pe3ybTara. BrisiBlieHUE NONYIIEHUN U
BO3MOXXHBIX TPUYUH HEOMPEACICHHOCTH OyJeT MOBBIMIATh MPABUIBLHOCTH
pe3yibTaTa U (Uin) TOMOKET ONpEeAeUTh orpaHnnyeHus. HeonpeaeneHHocTb
SABIAECTCA CIEACTBUEM HEIOJHBIX 3HAHUW O MPOLECcCe, a TaKke €ero
OKHJIaeMOM WM HEOoXujaeMoil BapuadenbHOCTU. OOBIUHBIMUA MPUYMHAMU
HEONPEIECNIEHHOCTH SIBIISIETCS HENOCTAaTOK 3HaHUM B (papMalieBTUYECKON
o0jlacTh U HEJIOCTAaTOYHOE TOHMMAHHWE TMpoliecca, MNPUYMHBI Bpeaa
(HampuMep, HEMPaBUIIbHBIE PEKUMBI MTPOIlEcca, MPUYMUHBI BapUaOeIbHOCTH),
a TaK)Ke HEJI0CTaTOYHAs! BOBMOKHOCTH BBISIBICHUS MPOOJIEM.

PesynbraroM oOIlIel OLIEHKH PUCKOB SABIISIETCS JTMOO KOJWYECTBEHHAS
OLICHKAa pPHUCKOB, JIMOO KayeCTBEHHOE OIHCAaHME [Marna3oHa pPHUCKOB.
Ecin pucku BeIpaXeHbl KOJIMYECTBEHHO, UCIIOJIB3YIOT YUCIOBOE BBIPAKEHUE
BEPOSITHOCTH. BO3MOKHA TakKe BBIPAKEHUE PUCKA C HCHOJIb30BAHUEM
KAQUECTBEHHBIX MPU3HAKOB, TAaKUX KaK «BBICOKHI», «CPEOHUI» WU

«HU3KHI», KOTOpbI€ JOJDKHBI OBITh OIpEeNIeHbl HACTOJBKO IOJPOOHO,
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HACKOJIbKO 3TO BO3MOXKHO. MHOTrAa HCHONB3YIOT «IIKaTy PHUCKOBY» IS
JNAJbHEUIIIEr0 OMPEAETCHUS NMPU3HAKOB IPU PAHKUPOBAHUU PUCKOB. [Ipm
BBITIOJTHEHUHM KOJUYECTBEHHON OOIIEH OIEHKE PUCKOB MPEyCMATPUBAETCS
BEPOSATHOCTh  CIENU(PUUECKOTO  TMOCHEJACTBUS, MPEICTABICHHOTO  Kak
COBOKYITHOCTh OOCTOSITEIBCTB, CIHOCOOCTBYIOIIMX BO3HUKHOBEHHUIO PHUCKA.
Takum 00pa3oM, KOJMYECTBEHHAs OIEHKA PHUCKOB NIPUMEHSIETCS B
OTHOILIEHUU OJJHOI'O0 KOHKPETHOTO MOCIEACTBUSA, KOTOPOE MPOU3OILLIO B 3TO
BpeMs. [{J11 HEKOTOPBIX MHCTPYMEHTOB YIIPABICHUS PUCKAMU BO3MOXKHO
TaKX€ KCIOJIb30BAaHUE OTHOCUTEIHLHOM MEphl pUCKAa B KOMOWHAIUU C
MHOKECTBEHHBIMU YPOBHSIMHU TSKECTU U BEPOSTHOCTH Uil OOIIEH OLICHKU
OTHOCUTEIBHOTO  pucka. Ha  mpoMexyTO4YHbIX  3Tamax  mpolecca

YCTAHOBJICHUS IIKAJIbl MOKHO IIPUMCHATH KOJIMYCCTBCHHYIO OLICHKY PUCKOB.

4.4. KoHTpOJIb PUCKOB

KoHTponb puckoB mpejnonaraeT OpuHsATUE PELICHUS O CHUKEHUIO U
(W) TPUHATUIO PUCKOB. Llenpl0 KOHTPOJISI PUCKOB SIBISIETCA CHUXKEHUE
PHUCKOB J1I0 IPUEMIIEMOT0 ypoBHS. KoMM4ecTBO NPHUIIOKEHHBIX /11 KOHTPOJIS
PUCKOB yCWIMH JOJDKHO OBITh MPOMOPIUOHATBHO BaXKHOCTH PUCKOB.
JIisi MOHMMaHUsl ONTUMAJIBHOTO YPOBHS PHUCKOB JIMIIA, OTBETCTBEHHBIC 32
MPUHATUE PEIICHUSI, MOTYT HMCHOJIb30BaTh PAa3HbIE MPOIECCHI, B TOM YHCIIE
aHanu3 «BeIroga-3arpatey.

KoHTposib pUCKOB JOJDKEH COCPEIOTOYMUTHCS Ha  CIEAYIOIIMX
BOIIPOCAX:

MPEBBIIIAET JIU PUCK IPUEMIIEMBIN YPOBEHB;

YTO MOXET OBITh C/IEJIAHO JIJIsl CHU)KEHUS UM YCTPAHEHHUS PUCKA;

KaKOB IIPUEMJIEMbIN OajaHC MEXAY BBITOJION, PUCKAMU U PECYpPCaAMU;

BO3HMKAIOT JIM HOBBIE PHUCKH B pe3yjibTaTe NPOBEACHHUS KOHTPOJIA
YCTAHOBJICHHBIX PUCKOB.

CHM)KEeHHE PHUCKOB COCPEIOTOYEHO Ha MPOIEccax YMEHbBIICHUS WIN

YCTpaHCHUA PHUCKOB I KadueCTBa IIPH IMPCBBIMICHHUU YCTAHOBJICHHOT'O
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(npuemiiemoro) ypoBHsi pucka (cMm. puc. 1). CHMKEHHE PHCKOB MOMKET
BKJIIOYAaTh MEphl, MPEANPUHUMAEMbIE Il YMEHBIICHUS TSDKECTH U
BEpOSITHOCTH Bpena. Kak dacth cTparerms KOHTPOJISI PUCKOB MOTYT
UCIOJIb30BATHCS  MPOLIECCHI, YIYYIIAIOIINE CIIOCOOHOCTh K BBISBICHUIO
OMACHOCTH U PUCKOB JJIsi KauecTBa. BHeapeHre MeponpusiTuil o CHUKEHHUIO
PUCKOB MOXET MPUBOJIUTh K BHECEHUIO HOBBIX PHUCKOB B CUCTEMY WIH K
BO3pACTaHUIO 3HAYUMOCTH JPYTUX CYIIECTBYIOIIUX PUCKOB. TakuM 00pazoM,
1oCJIe BHEJIPEHUS MTPOLIECCa CHUKEHUSI PUCKOB MOXKET OBITh 1I€JIECO00pa3HBIM
MEPECMOTPETh OOLIYIO0 OIEHKY PUCKOB JJIsl YCTAHOBJICHUSI U OLEHKU KaKOTO-
1100 BO3MOXKHOTO U3MEHEHHUSI PUCKOB.

[IpunsiTHE PUCKOB — pEIICHUE NPUHSTHh pUCKU. [[pUHSITHE PUCKOB MOXKET
ObITh  (hOpMaJbHBIM pEIICHHEM TMPUHATH OKOHYATENbHbIE PUCKH WU
NAaCCUBHBIM PEIICHHEM, €CJIM OKOHYATEIbHbIE PUCKA HE YCTAHOBJICHBI.
OTHOCHUTENHFHO HEKOTOPHIX BHUJOB Bpela Jaxe HawIydlllhe IpaBuia
yIpaBJieHUs] PUCKaMHU Ui KauecTBa HE B COCTOSHHM TOJHOCTBHIO yCTPaHWUTH
pucku. [Ipy Takux ycCIOBHSIX MOXET OBITh MPUHATO PEIICHUE O TOM, YTO
UCIOJIb3YEeTCS COOTBETCTBYIOIIAS CTpaTervs YOPABICHUS PUCKAMH IS
KayecTBa M YTO PHUCKH JUIsI KadyecTBa CHWXKEHBI JI0 YCTaHOBJIEHHOIO
(mpremiiemMoro) ypoBHs. Takol yCcTaHOBJICHHBIN (ITPHEMIIEMBIi) YPOBEHB Oy1eT
3aBUCETh OT MHOTMX MapaMeTpPOB U JOJDKEH OBbITh ONpENENeH B KaXKIOM

OTJEJILHOM CITy4ae.
4.5. UudopmupoBaHue 0 pucKax

NudopmupoBanue o puckax — mnepenadya MHGOPMAIMH OTHOCUTEIHHO
PUCKOB W YIOpaBIEHUS PUCKAMU JIUIAM, OTBETCTBEHHBIM 3a IMPHUHSITUE
peuieHusi, U JIpYyruM 3auHTEepPecOBaHHbIM JulaM. CTOPOHBI MOTYT OBIThH
npouH(GOPMHUPOBAHbI Ha JIFOOOW CTaauK TMpollecca YNPaBICHUS PUCKaAMU
(cM. puc. 1 HacTosIIero JOKyMeHTa, 0003HAYCHO MyHKTHPHBIMH CTPEIKAMHU).
Cnenyer Hamnexanmm oOpa3oM MH(POPMHUPOBATH O pe3ysbTaTax Mpolecca

yOpaBlICHUS PUCKAMHU JJIsi KadecTBa M OQOPMIISITH UX JOKYMEHTAJIbHO
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(cM. puc. 1 HacToAIIET0 AOKyMEHTa, 0003HAUYEHO HETMPEPHIBHOW CTPEIKON).
JlomxeHn ObITh 0OOMEH HHQOpMaIME MEXIy BCEMHU 3aUHTEPECOBAHHBIMU
cropoHamu (HampuMmep, MEXAy MPEACTABUTCIIMH  YIIOJTHOMOYCHHBIX
OpTraHOB W MPOU3BOJIUTEIISIMU, MEXK]Y MPEACTABUTEISIMUA TPOU3BOJUTEIICH U
NAlMeHTOM,  MEXJIy  BHYTPEHHUM  TMEpPCOHAIOM  MPOU3BOAMUTEI,
NPEICTABUTSIAMU TIPOU3BOJUTEICH W YIOJHOMOYEHHOTO OpraHa W T. IL.).
BxiroueHHbIE CBEIEHMST MOTYT KacaTbCsl CYIIECTBOBAHHUS, XapakTepa,
(GbopMBI, BEPOSITHOCTH, TSXKECTU, MTPUEMIIEMOCTH, KOHTPOJIS, PAaCCMOTPEHUS,
CIIOCOOHOCTH K BBISIBICHUIO M JPYTUX AacleKTOB PHUCKOB I KayecTBa.
Her HeoO6xoauMocTu MHPOPMUPOBATH O KAXKJIOM Clydae MPUHSTHS PUCKOB.
NudopmupoBaHue O peHICHUH B OTHOIICHUU YOPAaBICHUS PUCKAMM JJIsI
KauecTBa MEX]Iy MPOU3BOJAUTENIAMHU U YIIOJHOMOYEHHBIMU OpraHAMHU MOKET
3G (PEKTUBHO OCYIIECTBIATHCS MO UMEIOIIMMCS KaHallaM, B COOTBETCTBUH C

yCTaHOBJICHHBIMH HOPMATUBHBIMH MPABOBBIMH aKTaMHU U PYKOBOJICTBAMH.
4.6. O030p pUCKOB

VYrpaBieHre puckaMu JOJDKHO ObITh MOCTOSTHHO JIEUCTBYIOIIEH YaCThIO
npoliecca ynpapieHuss kadecTBoM. CreayeT BBECTH MEXaHHM3M 0030pa WU
MOHHUTOPHUHTA COOBITHH.

Pe3ynbTaThl mpoliiecca ynpaBieHUsS PUCKAMH CIIEIyeT MepecMaTpuBaTh
C Y4E€TOM HOBBIX 3HaHUU U ombITa. Eciu miporiecc ympaBieHHUs] pUCKaMH IS
KadyecTBa OBUT HayaT, €ro CcjieayeT MpoAoJDKaTh, JJIsI TOTO YTOOBI
paccMaTpuBaTh COOBITHS, KOTOpPhIE MOTYT TMOBJIMATH HA MPEAbIIyIIEe
peleHne B paMKax IIpollecca YINpaBJIeHUsS PHUCKaMHU JIJI1 KauvecTRa,
HE3aBUCUMO OT TOTO, SBISIOTCSA JIM 3TH COOBITHS 3aIlJIaHUPOBAHHBIMU
(HampuMep, 0030p KadecTBa MPOAYKIMHM, HWHCIEKIIUS, ayJIUT, KOHTPOJIb
W3MEHEHMI) WU HE3aIUIaHUPOBAHHBIMU (HAIlpUMEp, OCHOBHAS MPUYUHA MPH
pacciieJoBaHMM HECOOTBETCTBUS, OT3bIB). YacToTa Jr000r0 0030pa JIOIKHA
OCHOBBIBAThCSI Ha ypoBHE pHUCKOB. O030p pPHUCKOB MOXET BKJIIOYAThH

NEPECMOTP PEUICHUS O MIPUHSITUU PUCKOB (TyHKT 4.4 TaHHOTO pazjena).
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5. Metoonorus ynpaBiaeHUs pUCKaMHU

VYmpaBneHne pUCKaMH JUIsl KaueCTBA OCHOBBIBAETCS HAa HAYYHOM H
MPAKTUYECKOM TMOJXOJIe K MNpUHATHIO penieHnil. OHO MpeaycMaTpuBaeT
JOKYMEHTAJIbHO O(OPMIICHHBIE, TIOHSTHBIE U BOCHPOU3BOJMMBIE METOJbI IO
OCYUIECTBJIICHHIO 3TalloOB MpOILECCa YIMPABIECHUS PUCKAMM JUIsl KadyecTBa Ha
OCHOBAaHWHU MUMEIOIIUXCS 3HAHUN OTHOCUTEIHLHO OLIEHKU BEPOSITHOCTH, TSHKECTH
Y MHOTJIa CIIOCOOHOCTH K BBISIBJICHUIO PUCKOB.

TpaaMMOHHO OLEHKY PHCKOB JUIA KayecTBa W YIPAaBICHHE HUMU
OCYILECTBIISIIM C TTOMOIIBIO pa3HbIX He(POpMaIbHBIX CIOCOOOB (HAampUMeED,
OMIIUPUYECKUX W (WIM) BHYTPEHHHX METOJHUK), KOTOpbIe 0a3upOBAIIMCH,
HalpuMep, Ha KOMOWHAIMKM HAOJIOJICHWM, TEHACHIMA U  Jpyrou
uHdopMalud. IDTH MOAXOAbl 00ECIIEUNBAIOT MOJIE3HOW HH(pOpMAIUEl, 4TO
MOXXET OKa3aTh IOMOIIb B PEIICHHH TaKWX BOIPOCOB, Kak paboTa ¢
MPETEH3UsAMHU, 1€PEKThI, OTKIOHEHUS, paCIpeIeICHUE PECYPCOB.

Kpome Toro, npencraBurenu papMaiieBTUYECKON MPOMBIIUIEHHOCTH U
YIOJIHOMOYEHHBIX OpPraHOB MOTYT OIICHUBATh PUCKU W YIMPABISITH UMH C
MOMOIIBI0 MNPU3HAHHBIX MHCTPYMEHTOB VIPaBICHHUS pUCKaMU U (WJIN)
BHYTPEHHUX  Mpoueayp (Hampumep, CTaHJAPTHBIX  ONEPAIMOHHBIX
nponeayp). llepedeHb HEKOTOPBIX HWHCTPYMEHTOB YIPABJICHUS PUCKAMHU
(meranpuyto uHbopmaiuio cM. B JlononHenuu Ne 1 k Hacrosmum [IpaBunam
U B pasjielie 8 HACTOAIICH YacTH) BKJIFOYAET B CeOS:

OCHOBHBIC BCIOMOTATENIbHBIE METOJbl YIPABICHUS PUCKOM (OJIOK-
CXEMBbI, KOHTPOJIbHBIE KaPThI U TOMY MOJ00HOE);

aHaJIM3 PEeXMMOB W mocieacTeuii otkazoB (Failure Mode Effects
Analysis — FMEA);

aHaJI3 PEKUMOB, TOCICACTBUA W KpUTUYHOCTH oTka3zoB (Failure
Mode, Effects and Criticality Analysis — FMECA);

aHanu3 apesa omuoOok (Fault Tree Analysis — FTA);
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aHaJIM3 OMacHOCTEeH M KpPUTHUYECKHUE KOHTpOJIbHBIE Touku (Hazard
Analysis and Critical Control Points - HACCP);

aHaym3 onacHocTH U padorocmocodnocTu (Hazard Operability Analysis
- HAZOP);

npenBapuTeabHbIid aHanm3 omacHocT (Preliminary Hazard Analysis —
PHA);

pamKUpoBaHue U (QUIBTPAIUS PUCKOB;

COOTBCTCTBYIOIINEC CTATUCTHUYICCKHUC MCTOIbI.

6. Buenpenue yrpaBiieHUs] pUCKaMU JJIsl KQ4eCTBA B MPOMBIIIJIEHHOCTD U
HAJ[30PHYIO JESTEIbHOCTD

VYrpaBneHne  puckamy Ui KadecTBa  SBISIETCA  IIPOLIECCOM,
CHOCOOCTBYIOIIMM MPUHSATUIO HAYYHO OOOCHOBAaHHBIX U MPAKTHUUECKUX
peIIeHni TMpU ero WHTETpalid B CHCTEMBbI KadecTBa (CM. JOTMOJHEHHE 2 K
HacrosiimuM  [lpaBunam). Kak ykasaHo Bblllle, HajJIexallee NPUMEHEHHUE
VOpPABJICHUST pPUCKaMU  JUIsl  KauecTBa HE  YCTPaHSIET  OO0s3aHHOCTHU
NPEACTABUTENEH MPOMBIIUIEHHOCTH COOJIONATh TpeOOBaHUS, YCTAHOBIICHHBIC
YIOJIHOMOYEHHbIMU opraHamu. OpHako 3(pQeKTHUBHOE yTNpaBieHHWE PUCKAMU
JUIs  Ka4ecTBa MOXKET CHOCOOCTBOBaTh MPUHATHIO JIy4IIMX U OoJee
00O0CHOBaHHBIX PELICHHUIA, 4TO MIPEIOCTABUT NPEICTABUTENSAM
YIOJTHOMOUYEHHBIX OpPraHOB OOJBIIYI0 TapaHTUIO CIIOCOOHOCTU MPEIIPUSITHUS
YIOPABIIATH NOTEHIIMATBHBIMU PUCKAMH, a TAKXKE MOXET MOBJIUSTh HA MACIIITa0
U YPOBEHb HEIMOCPEICTBEHHOTO KOHTPOJISI CO CTOPOHBI YIOJTHOMOYEHHOTO
oprana. Kpome Toro, ympaBlieHHE€ pHUCKAMU JJii Ka4ecTBA MOXKET
CIOCOOCTBOBATH JyYIlIEMY MCIIOJIb30BAHUIO PECYPCOB BCEMH CTOPOHAMHU.

OOydeHue mpoleccaM YIPaBJICHUS PUCKaAMU JJIsi KadecTBa Kak
PabOTHUKOB TMPOMBIILICHHOCTH, TaK W MPEJICTaBUTEIEH YMOJIHOMOYEHHBIX
OpraHoB 00€CIEUMBAET JIyylllee TOHUMAaHUE MPOIIECCOB MPUHATUS PELICHUN

" CO3aaCT JOBCPUC K PE3yJIbTAaTaM YIIPABJICHHA pPUCKAMH JIsI Ka4CCTBA.
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YmpaBnenue puckamMu IS KadecTBa  CIEAyeT BHEAPSATH B
CYILIECTBYIOIIYIO  JI€SITEIbHOCT W JOJDKHBIM — 00pa3oM  oOpMIISITh
nokyMeHTainbHO. B momomuenmm Ne 2k  Hactosimum  [lpaBumam
MPEACTABICHBl TMPHUMEPHl CHUTyalluid, KOTJa TPUMEHEHHE IMpoIecca
yOpaBJICHUS pUCKaAMHU JJI KayecTBa MOXKET 0OecneuuTh HHQOpMalUei,
KOTOpasi MOXXET OBITh HCIOJAb30BaHA B PA3IMYHON JCATEIHHOCTH B
dbapmaneBTHUecKO  cepe. OTH NpUMEpPbl MNPUBEACHBI C  IEJIBIO
WUIIOCTPAIlMK, HE MOTYT pacCMaTpUBaTbCs Kak OKOHYATENbHBIM U
WCYEPIBIBAIONINN TepeYeHh W HE TMpeJHA3HAYCHBl [JI1 YCTAHOBJICHUS
KaKuX-JIMOO HOBBIX TpeOOBaHWII B  JOMOJHEHHWE K TpPeOOBAHUSM,
YCTaHOBJICHHBIM 3aKOHOJATEITHCTBOM.

[Ipumepsl  TIPOU3BOACTBEHHOM  JIEATENBHOCTH U JICSTEIBHOCTU
YIIOJTHOMOUYEHHBIX OopraHoB (cM. [lononHeHue 2 k HacToswM [IpaBuiiam):

YIIPaBJICHUE KAYECTBOM.

[Ipumepsl  MPOM3BOJCTBEHHBIX  ONEpalMid W JICSITEIBHOCTU
(cm. lonoHeHue 2 k HacTosmM [ IpaBunam):

pa3paboTKa;

MOMEINICHUS, 000PYI0OBAHUE U CUCTEMBI 00ECTICUCHHUS;

yIpaBJIeHUE UCXOTHBIM CBIPhEM U MaTepUaTIaMU;

IPOU3BOICTBO;

71a00paTOPHBIA KOHTPOJIb U UCTIBITAHUE CTAa0OUIIbHOCTH;

yIaKOBKa U MapKUPOBKa;

[IpuMepsl 1eATeTbHOCTH YIIOJTHOMOYEHHBIX OpraHoB (cM. JlononHeHue
2 x HactoswM [ IpaBunam):

MHCIIEKTUPOBAHUE U OLIEHKA JESITEIIbHOCTH MPEPUATHUS.

[TockonbKy perieHrs: yroJIHOMOYEHHBIX OPraHOB MTPUHUMAIOTCS OT/IEIBHO
B K&XIOM rocyaapcTBe (peruoHe), oOliee IMOHMMAaHWE U TPUMEHEHUE
NPUHIMIIOB YIPABICHUS PUCKAMHU Il KayecTBa MOXET CIIOCOOCTBOBAaTh
B3aMMHOMY JIOBEpUIO ¥ TIPUHSATHIO 0OJ€e COIIACOBAaHHBIX  PEIICHUN

MNPpSACTABUTCIAIMU ~ PA3HbIX  YIIOJIHOMOYUCHHBIX  OpraHOB Had  OCHOBAHWU
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oANHAKOBOW MH(popMaimu. Takoe COTPYTHUYECTBO MOXET OBITh BAKHBIM IPU
pa3paboTKe TMOJUTUKU U PYKOBOJISIINX JTOKYMEHTOB, KOTOPBIE BBOJISAT MPAKTUKU

YIOPaBJICHUS PUCKAMHU JIJIsl KAYE€CTBA U CIIOCOOCTBYIOT UX BHEIPEHUIO.
7. TepMUHBI U ONIpEIETICHUS

JIns meneil HacTOSAMICH 4YacTH WCIOJB3YHOTCS OCHOBHBIC TIOHSTHS,
KOTOpBIC 03HAYAIOT CIIEYIOIICe:

«aHamu3 puckoB» (risk analysis) — oleHka pPHCKOB B CBS3H C
YCTaHOBJICHHOW OTIACHOCTHIO;

«Bpen» (harm) — ymepO, HaHECEHHBIH 3IOPOBBIO YEIIOBEKA, B TOM
YHCIIC BPEJ, SBIISIFOIIUANCS CIICACTBHEM YTPAThl KAuecTBa MPOIYKITUH WITH €€
IPUTOTHOCTH;

«OKU3HEHHBIN UK npoaykiuu» (product lifecycle) — Bce dasbl xu3au
NPOAYKIIMM OT HadaJlbHOW pa3pabOTKH, MpeObIBaHUS B 00OpOTE U JIO
HpeKpaIleHus CYIIECTBOBAHUS POAYKIINH;

«3aMHTEepecoBanHas cropoHa» (Stakeholder) — kakoe-muGo muI,
IpyIIa JIAI WIA OPraHu3alus, KOTOPbIe MOTYT BIMATh Ha PHCKH JHOO Ha
KOTOPBIE MOTYT BIIMATH PUCKH, THOO KOTOPBIE CUMTAIOT CeOS HAXOASIIUMHUCS
1I0JT BIUSTHUEM PUCKOB. JIHIIa, OTBETCTBEHHBIC 32 TIPUHATUE PEIICHHMA, TAaKKE
MOTYT OBITh 3aMHTEPECOBAHHOW CTOpOHOW. B  Hacrosmeid yactu
IICPBOCTCIICHHBIMH 3aWHTEPECOBAHHBIMU CTOPOHAMHM SIBJISTIOTCSl TTAIACHT,
MEIUIMHCKANA paOOTHHUK, YIIOJTHOMOYEHHBIH OpraH W MpeanpHsTHe-
IPOU3BOIUTEb,

«unentudukanus pucka» (risk identification) — cucremaTuueckoe
UCII0JIb30BaHNE MH(DOPMALIUK JUTS BBISBICHHUS MOTEHI[HAIBHBIX HCTOYHUKOB
Bpena (OMacHOCTH) CO CCHUIKOH Ha PAacCMOTPEHHE PUCKA HIIM OIHMCAHUC
pO0JIEMBI;

«uH(popMupoBaHue o puckax» (risk communication) — mnepenaua

uHQoOpMallMd O PHUCKAX M YNPABICHUIO PHUCKAMU MEXKIY JIUIIOM,
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OTBETCTBCHHBIM 3a MPHUHATHE PEIICHUSA, W APYTUMH 3aHHTEPECOBAHHBIMH
CTOpPOHAMU;

«kadectBo» (quality) — cTemeHb COOTBETCTBUS TpeOOBaHUSIM
XapaKTEePUCTUK MPOAYKIIMH, CHCTEMbI WJIH MPOIiecca;

«KOHTpoJIb puckoB» (risk control) — ngelcTBUA MO BBIOJHEHHUIO
pEILIEHUH 110 YIIPABICHUIO PUCKAMH;

«muio(a), oTBeTcTBeHHOe(bIe) 3a npHHATHE pemreHui» (decision
maker(s)) — numo(a), umMmeromiee(re) COOTBETCTBYIOIIYIO KOMIICTCHIIHUIO U
TOJTHOMOYHMS ISl MPUHATHS HaJICKAIMX W CBOCBPEMEHHBIX PEIICHHH IO
BOTIPOCAM YIPaBJICHUS PUCKAMHU ISl KAUeCTBa,;

«0030p puckoB» (risk review) — 0030p WM MOHHTOPHUHI HMTOTOB
(pe3ynpTaToB)  mpollecca  YIpaBJICHUS  pPUCKaMH C  ydeToM  (TipH
HEOOXOMMOCTH) HOBBIX 3HAHUH M OIBITA O HUX;

«obmiast oneHka puckoB» (risk assessment) — cucTeMaTHYECKUN
nporecc GopMupoBaHUs HHPOPMAITUH JIJISI 0OCCIICUCHHSI IPUHATHS PEIICHUH
B OTHOIIIEHUHU PHUCKOB B paMKax Ipoliecca ynpapieHus puckaMu. OH COCTOUT
U3 HIACHTH(HKAIIMM ONACHOCTH, a TaK)Ke aHajiM3a M OILEHKH PHCKOB,
CBSI3aHHBIX C BJIUSTHUEM TOW OTIACHOCTH;

«omacHocTh» (hazard) — moTeHIMAILHBIN UICTOYHUK BPEA,;

«onenka pucka» (risk evaluation) — cpaBHeHue mnpeaIOIaraeMoOro
pUCKa C YCTAHOBJICHHBIMH KPUTCPUSAMH MPHEMJICMOCTH pHCKA C
UCIIOJIb30BAHMEM KOJMYECTBEHHOM M KAaYeCTBEHHOH IIKAIbl C IEJbIO
OIpEICIICHUS] 3HAYMMOCTH PUCKA,

«rpuHsATHE prucka» (risk acceptance) — perieHue NPUHATH PUCK;

«mmoTpebHOCTRY  (requirements) — sBHBIC WM IPEANOJIAracMbIe
NOTPEOHOCTH WJIM OXHJIAHUS IMAllMCHTOB WM JIMIl, OCYIIECTBIISIOIINX
NpEJCTaBICHUE HMX HHTEPECOB (HAIpUMEpP, MEAMIIMHCKUX pPaOOTHUKOB,
pabOTHHUKOB YIIOJTHOMOUYEHHBIX OPTraHOB);

«puck» (risk) — xoMOMHAIMs BEPOSATHOCTH MPHUYMHEHHUS Bpeaa M

TSOKECTH 3TOT'O Bpeaa,
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«cucreMa kadectBa» (quality system) — cOBOKYMHOCTh BCEX acIEKTOB
CHCTEMBI, KOTOpasi BHEAPSET MOJUTHUKY B 00JaCTH Ka4yecTBa U 0OECIICYHBACT
JTOCTIIKEHUE TIeJIel B OTHOIIICHUH KayeCTBa.

«cHmWkeHnue puckoB» (risk reduction) — Mepsl, TpeanpUHATHIC IS
CHIDKEHHUS BEPOSITHOCTH NMTPUYUHEHUS BpeAa U CEPhE3HOCTH ITOTO BPEa;

«crmocoOHOCTh K BhisiBeHHIO» (detectability) — Bo3MOKHOCTD BBISBHTH
WIA YCTAaHOBHUTH HAJTMYKE, TPUCYTCTBUE WIH (DAKT OMACHOCTH;

«reaaeHnus» (trend) — cratucTHYecKHMii TEPMUH, O3HAYAIOIIUH
HaIlpaBJICHUE UJIU CTETICHb U3MEHEHUS TEPEMEHHOM(BIX);

«TSKECTh» (Severity) — Mmepa BO3MOKHBIX TOCIICICTBUI OMAaCHOCTH;

«ynpasienne puckamm» (risk management) - cucremaTudeckoe
NPUMECHEHHE TOJUTHKY YIPABICHUS KadyeCTBOM, MPOLEAYp U TMpaBUI C
IENbI0 00IIel OIEHKH, KOHTPOJIs, 0030pa PUCKOB M COOTBETCTBYIOIIETO
MH(POPMUPOBaAHUS;

«ynpaBlIeHHe pUCKaMu g kadectBa» (quality risk management) —
CHUCTEeMAaTHYECKHIA TPOIIECC OOIIEH OICHKH, KOHTPOJS, HHOOPMHUPOBAHUS U
0030pa PHUCKOB IJIsl KayecTBa JIEKApPCTBEHHOTO Tpenapara Ha TMPOTSHKEHUH

€TI0 JKU3HCHHOI'O IIHUKJIA.



JOITIOJIHEHHME Ne 1

K [IpaBriiam Hagyexaiien
MPOM3BOJICTBEHHOM MTPAKTUKHU
EBpa3niickoro 3KOHOMHYECKOTO COK03a

TPEBOBAHUA
K MeToaM ¥ HHCTPYMEHTaM
yIpaBJICHUS PUCKAMU /ISl KayecTBa

[{enb HACTOSIIETO NOMOJHEHUS — MIPEJACTABUTEH OOIIUI 0030p U CCHUIKH
Ha OCHOBHBIE HMHCTPYMEHTHI, KOTOpPHIE MOTYT OBITh HCIOJB30BaHbl MPHU
yOpaBICHUM DPUCKAMU JJI1 KayecTBa (Jjajgee — yIpaBJICHHE pPUCKaMHU) B
POMBILIIEHHOCTH U JEATEILHOCTH YIOJIHOMOYEHHBIX OPTaHOB. DTU CCHUIKU
OPUBEIEHBI C 1EJIbI0 pAacIIUpeHUs 3HaHUW W TpeACTaBieHHUs Oolee
neTanbHO  MHGOPMALMM  OTHOCHUTENIBHO  KOHKPETHOTO HMHCTPYMEHTA
yopaBlieHUsl puckamu. J[aHHBIN TepedyeHb HE SBISETCS HCUEPIBIBAIOIINM.
BaxkHO OTMETUTH, UTO HU OJMH MHCTPYMEHT WM HAOOp MHCTPYMEHTOB HE
MOET OBITh MPUMEHUM KO BCEM CIIydasiM, KOTJla UCIIOJIb3yeTCsl YIIpaBIeHUe

PHUCKaMH.

|.1. OcHOBHBIE BCTIOMOTATENIbHBIE METO/IbI YIIPABICHUS] PUCKAMU

HekoTopsIMH M3 MPOCTHIX CPEACTB, KOTOPBIC IIUPOKO MPHUMEHSIOTCS
JUTSI CTPYKTYPHU3AIIMN CHUCTEMBI YIPABICHUS] PUCKAMH MTyTEM YIOPSIOYEHUS
JTAHHBIX U JUIS COJICHCTBUS IPUHATHIO PEIIICHUH, SIBIISIOTCS:

OJIOK-CXEMBL,

KOHTPOJIbHBIC KapTHI,

KapTHUPOBaHHUE MPOIIECCa;

auarpaMMbl TIPUYHH B CIASACTBHI (Ha3bIBaeMbIC TaKKe JHarpaMMaMu

WcimmkaBpl Ui JuarpaMMamMu «phIOUil CKeeT).
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|.2. Ananus pexumoB u nocienctsuii otkazos (Failure Mode Effects
Analysis — FMEA)

FMEA npeaHa3HadeH a1 OIIEHMBAHHUS XapakTepa IMOTEHIIHATbHBIX
OTKA30B NpPU NPOBEICHUU IMPOILECCA, a TAKKE BO3MOXKHBIX MOCIEIACTBUU
OTKa30B JJIsl pe3yJibTara mpoilecca U (WJIM) XapaKTEPUCTUKU MPOIYKIIHHU.
Ecnu BUIbBI OTKA30B YCTAaHOBJIEHBI, CIEAYET MPUMEHSATh CHUKEHUE PUCKOB C
LUEIbI0  YCTPAHEHWs, OrpPAaHWYECHHS, YMEHBIICHUS WA  KOHTPOJIA
NOTEHIHAIBHBIX OTKa30B. FMEA 3aBucuT oT cneuupuku TPOAYKIUH H
npounecca. FMEA Merogudecku paszzienseT aHajau3 CJIOKHBIX IPOILIECCOB Ha
CTalu¥, KOTOPBIMH MO>XHO YNPAaBIATb. IJTO MOIIHBIA WHCTPYMEHT JJIs
O00OOIIIEHHOTO PAacCMOTPEHHUs XapakTepa BaXXHbIX OTKa30B, (HaKTOPOB,
CIIOCOOCTBYIOIIUX TaKUM OTKa3aM, U BO3MOXHBIX IMOCJIEJACTBUN TaKUX
OTKa30B.

FMEA MOXHO TpUMEHSITh B OTHOIIEHUHU OOOPYJIOBaHUS W
MIOMEIICHUM, IS aHalln3a TEXHOJIOTUYECKOW OIepalid W €€ BIHSHUS Ha
npoayknuto wim mnponecc. FMEA ompenensier aneMenTsl  (oreparun)
CUCTEeMBbI, Jenarpnue ee ysa3BuMon. Pesynerarel FMEA wmorytr ObITH
UCIIOJB30BaHbI B KAYE€CTBE OCHOBHI JJIsl INTAHUPOBAHUS, TUOO MOCIEAYIOLIETO

aHaj3a, JU00 COCTaBJICHUS PEKOMEHJALMii OTHOCHUTEIBLHO MCIIOJIb30BaHUS

pecypcoB.

|.3. AHanu3 pexXuMOB, MOCIIEACTBUN U KpUTHIHOCTH 0TKa30B (Failure Mode,
Effects and Criticality Analysis - FMECA)

FMEA wMoxer OBITh pacIIMpeH, B MEISIX BKIOYEHUS TaKXKe
WCCJICIOBAHUSI ~ CTEMEHW  TSHKECTH  TOCJEACTBUH, COOTBETCTBYIOIICH
BEPOSITHOCTH CJIy4aeB OTKAa30B, CIIOCOOHOCTH WX BBIABICHHUS. Takum
oopazom, FMEA cranoBuTCsS aHanu3oM XapakTepa, NOCIEACTBUA U

kputuuHoctu otka3zoB (Failure Mode, Effects and Criticality Analysis —
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FMECA). Jlns mpoBeieHUs TaKOTO aHaW3a JOJDKHBI OBITh yCTaHOBJICHBI
cnerupukanuu Ha npoxykiuto u mporecc. C momomsio FMECA moryT
OBITh  OMpeneneHbl TOYKH, B  KOTOPHIX HEOOXOAMMO  TPHHSITHE
JOTIOTHATEIBHBIX ~MPEAYNPEKIAIONIAX Mep, YTOOBI CBECTH PHCKH K
MUHUMYMY.

[Ipumenste FMECA B (apmarieBTHYecKkoil  MPOMBINIJIECHHOCTH
HEOOXOIMMO TPEUMYIIECTBEHHO [JIsi OTKa30B W PHUCKOB, CBSI3aHHBIX C
IIPOM3BOJACTBEHHBIMH TIporieccaMu, oaHako npuMmeHeHne FMECA stum He
orpannuuBaercs. Pesynsrarom FMECA sBisieTcsi OTHOCHTENbHAS «IIIKAJIa»
pUCKa JJs  KaXJO0ro BHAA OTKa3a, C T[OMOIILI0 KOTOPOMl MPOBOAST

PAHKUPOBAHUC PCKUMOB Ha OCHOBAHNHN OTHOCUTCIBHOI'O PHUCKA.

|.4. Ananus npesa omu6ok (Fault Tree Analysis — FTA)

Anamu3 apeBa ommn6ok (FTA) — moaxo/, mpeanoiaraloii Haaudue
HECOOTBETCTBUM B (PYHKIIMOHAIBHBIX XapaKTEPUCTUKAX MPOAYKINHU WIH
nporiecce. C MOMOIIBIO ATOTO MOJIX0/Ia OIEHUBAIOTCS OJTHOPA30BbIE OITHOKHU
CUCTeMbl (WJIM YacCTH CHCTEMBI), a TaKX€ MOTYT OBbITb OOBEIUHEHBI
MHOYKECTBEHHBIE ()aKTOPhI OTKA3a IMyTeM YCTAHOBJICHUS MPUYUHHBIX CBSI3EH.
Pe3ynbTaThl NPEACTaBISIOT B BUJIE€ WUIIOCTpallud B (opme ApeBa BHUJIOB
oTka30B. Ha xaxxJ1oM ypoBHE ipeBa KOMOMHAIIUKA BUJIOB OTKA30B MOTYT OBITh
ONHCaHbl C TIIOMOIILIO JIOTMYECKUX OIepalui («u», «WiIu» W Jp.).
FTA 3aBucHuT OT NMOHUMaHUS IKCIEPTaAaMU MpoIlecca B YACTU YCTAaHOBJICHUSI
MPUYUHHBIX (DAKTOPOB.

FTA MOXHO IPUMEHSTH ISl YCTAHOBIIEHUS TyTH K OCHOBHOM ITPUYMHE
OTKaza, a TakXe I pPacCieOBaHUS TIPETEH3UM WA OTKIOHEHHH,
MO3BOJISIONIET0 JIOCTUYL TOJHOTO IIOHMMAaHMSI WX OCHOBHBIX NPUYHUH U
rapaHTUpPOBaTh, YTO 3aIlJIAHUPOBAHHBIC YIIYUIICHHUS TIO3BOJISIT PEIIUTh

npoOJeMy U HE MPUBEAYT K BO3HUKHOBEHHUIO APYIHX MpoodsieM (TO ecThb
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pelieHnue OJHON TPOOJEMBbI HE JOJDKHO SIBISATHCS TPUYHMHOMW ITOSBIICHHUS
npyroi mpoOsieMbl). AHanu3 JpeBa OMMOOK siBsieTcs 3P(HEKTUBHBIM
WHCTPYMEHTOM TSI OIIEHKHM CTENEHW BIIMSHHUSA TOTO, KaK MHOKECTBEHHBIX
(dbakTopoB Ha JaHHyIO npooOsiemy. Pesynbratom FTA sBisieTcs BU3yallbHOE
BBIpOKCHHE BUIOB OTKa30B. FTA mome3eH kak i OOIIEro OICHWBAHUS

PHUCKOB, TaK U OJIA pa3pa6aTBIBaIOH_II/IXC}I IIJIAaHOB MOHUTOPHHIA.

|.5. AHaIM3 ONaCHOCTEN M KPUTUUECKHUE KOHTPOJIbHBIE TOUKHU
(Hazard Analysis and Critical Control Points — HACCP)

HACCP SIBJISIETCS CHCTEMHBIM, peaynpexaatonum 51
npopUIAKTUYECKUM  UHCTPYMEHTOM i1 OOECIEYEHUs]  KayecTBa,
HAJIE)KHOCTU U 0€30MaCHOCTU MPOAYKIIMU. ITO CTPYKTYPUPOBAHHBIN MOIXO0]
C MPUMEHEHUEM TEXHUYECKUX M HAYUYHBIX MPHUHITUIIOB IS aHAJIN3a, OIICHKH,
NpEeayNpexXACHUS U KOHTPOJS PUCKOB WM HEOJIAronpUsITHBIX MOCIEACTBUM
OMAaCHOCTH, KOTOpPBIE SIBIISIOTCS PE3yJbTATOM ILJIAHUPOBAHUS, Pa3pabOTKH,
MPOU3BOJICTBA U MPUMEHEHUS MPOTYKIINH.

HACCP cocrout u3 cieayromnmx / 3Tarnos:

IPOBEJICHUE aHaanu3a 0e30MacHOCTH " oTpeiesICHHE
NpeayIpexIa0IUX Mep JUIsl KOKI0W CTaIuK IPOIIeCCca;

omnpeJieIeHNe KpUTHUECKUX KOHTPOIbHBIX TOYEK;

YCTAHOBJICHUE KPUTUYECKUX MPEJIETOB;

YCTAHOBJICHHE CUCTEMBI MPOBEPKH KPUTHIECKUX KOHTPOJbHBIX TOUCK;

OTIPE/ICIICHUE KOPPEKTUPYIOUIUX MEPOIPUITHH, KOTOPbIE JOJDKHBI
OBITH MPOBEJCHBI, €CJU TIPU MOHUTOPUHTE YCTAHOBJIEHO, YTO KPUTHUYECKHUE
KOHTPOJIbHBIE TOYKHU SBJISIOTCS HEKOHTPOJIUPYEMBIMH;

BBEJICHUE CHCTEMBI OATBEPKACHUS 2D (PEKTUBHOCTH PAOOTHI CUCTEMBI

HACCP;

YCTAHOBJICHUC CUCTCMBI XpaHCHUA 3arnucen.
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HACCP MoxeT ObITh TPUMEHEH JIJIs1 OTIPEICTICHUs] PUCKOB, CBSI3aHHBIX
¢ (U3NYECKOU, XMMUYECKON U OMOJIOTUYECKON OMacHOCTHIO (B TOM YHUCIIE C
MUKpPOOHOW KoHTaMmuHanuen), u ynpasienuss umu. HACCP nHaubonee
MOJIC3€H, €CJIM MOHWMAaHWE CIEeNU(PUKN TPOAYKIIMA W TPOIecca SBISIETCS
JOCTAaTOYHO TIOJHBIM JIJIt OOecredyeHus: HJICHTUPUKALNN KPUTUUECKUX
KOHTpOJIbHBIX ~Touek. Pesyaprarom HACCP sBnsercs wuHbopmanus
Kacaromasics  ymopaBJieHUs pUCKaMU U oOJerdaronias MOHUTOPHUHT
KPUTUYECKUX TOYEK HE TOJBKO B XOJI€ MPOM3BOJCTBEHHOTO IpoIiecca, HO U

Ha APYTUX 9TallaX JKU3HCHHOT'O IHUKJIA.

|.6. AHanu3 onacHocTel U paboTOCIIOCOOHOCTH
(Hazard Operability Analysis — HAZOP)

HAZOP ocHoBaH Ha TeopuH, JOMYCKAIOIICH, 4YTO CIlydad PHCKOB
SIBJISTIOTCSI  CJIEAICTBUEM  OTKJIOHEHHSI OT 3alUIaHMPOBAaHHBIX WM Ppaboumx
MapaMeTpoB, W SBISETCS CHUCTEMHBIM METOJOM «MO3TOBOTO INTYpMa» IS
WICHTU(UKAIIMA  OMACHOCTH C  HWCIOJNB30BAHMEM  TaK  Ha3bIBAEMBIX
«HAMpPABJSIFOIIMX ~ CJIOB».  «Hampamrnsronue  ciioBa» — (HampuMep,  «HET,
«OOJIBITIE», «UHOM, YeM», «4acCTh..» U T.J.) TPUMEHSIOTCS B OTHOIICHUU
COOTBETCTBYIOIIUX MapaMETPOB (HampuMep, KOHTAMHUHAIWS, TEeMITepaTypa) i
TOTO, YTOOBI MMOMOYb YCTAHOBHUTH BO3MOXKHBIC OTKJIIOHEHHUS OT OOBIYHBIX WJIH
3alNIaHUPOBAaHHBIX — MapaMeTpoB. YacTto wucCHmonb3yercs Tpymmna JIoneH,
O0MaaroIIMX 3HAHUSMH M OIBITOM IO Pa3pabOTKe Mpoliecca WM MPOayKTa 1
€ro MPUMEHEHHIO.

HAZOP ™MoXeT TUpHUMEHSThCSI B OTHOIIEHWH MPOHU3BOJICTBEHHBIX
nporeccoB (B TOM YHCIE NMPU KOHTPAKTHOM IPOM3BOJCTBE), a TaKKe B
OTHOIIIEHWUY TTOCTABIINKOB, 000PYIOBaHUS U TTOMEIICHUH NI TPOU3BOACTBA
aKTUBHBIX (papMalieBTUYECKUX CYOCTaHIIMI ¥ JIEKAPCTBEHHBIX IMPENapaToB.

HAZOP mnpenMylieCTBEHHO NPUMEHSIETCS Takke B (apMaleBTHYECKOM
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IIPOMBINIJIEHHOCTH JUIsl OLIGHKW O€30MacHOCTH Tiporiecca. Pesynbpratom
HAZOP (kxak u HACCP) sBisieTcst mepedeHb KPUTHUCCKHX OTepaluid Jis
YOpaBICHUS  pHUCKaMHU. OJTO  oOOJerdaer peryasipHbIi  MOHHUTOPHUHT

KPUTHUYCCKHUX TOYCK B XOAC IIPOMU3BOACTBCHHOI'O IIpOLCCCaA.

|.7. [IpenBapuTenbHbIN aHAIM3 OMTACHOCTH
(Preliminary Hazard Analysis — PHA)

PHA sBisieTcs WHCTPYMEHTOM, OCHOBAaHHBIM Ha HCMOJIb30BAHUU
NPEeABIAYIIEeT0 ONbITA WM 3HAaHUKW 00 OMAaCHOCTH WM OTKa3e U
HaIpaBJICHHBIM Ha OMpeJeieHue Ipyrux (PaKTOpoB OMACHOCTH, OMACHBIX
CUTYyallMl M CIIy4aeB, KOTOPbIE MOTYT OBITh NMPUYMHOW Bpela, a TaKXKe Ha
OIICHKY BEPOSITHOCTH WX BO3HUKHOBEHMs B paMKax JaHHOW JEATEIbHOCTH,
JAHHBIX TEXHUYECKUX CPEJCTB, MPOAYKIIUUA UIIU CUCTEMBI.

PHA Bxirouaet B ce0Os:

UJCHTU(UKAIIUIO BO3MOXKHOCTEH TOr0, UYTO MPOU3OWJET Ciydai,
CBSI3aHHBIN C PUCKOM;

KaueCTBEHHYIO OIICHKY MaciiTaba BO3MOXKHOTO TOBPEXKICHUS WU
Bpe/ia JIsl 3I0POBbsI, KOTOPHIC SBIISIOTCS CIEIACTBUEM;

OTHOCHUTEILHOE pPAHXMPOBAaHHWE OMACHOCTH C  HCIOJIB30BAHHUEM
KOMOWHAIINH TSDKECTH TMOCTEACTBUN U BEPOSTHOCTH CIIydasi;

oTmpeie]IeHuEe BO3MOKHBIX KOPPEKTHPYIONTUX TCUCTBUH.

PHA MoeT OBITh IMOJIE3HBIM IIPU aHAJIM3E€ CUCTEM HIIH MPH BBHISBICHUU
MEPBOCTEINICHHON  OIMACHOCTH, €CIU OOCTOATENIbCTBA HE  IO3BOJISIOT
NPUMEHATh Oojiee MacITaOHBIN crtoco6. PHA MoXeT ObITh MPUMEHUM MPH
TJTAHUPOBAHUH TTPOU3BOJICTBA MPOIYKITMH, MIPOIIECCa U MIOMEIIEHUN, a TaKKe
JUTsl OLICHKH THUIIOB OMACHOCTH [JIi OCHOBHOM MPOAYKIIMH, JJIS BHJIOB
OPOAYKIIMM W Uil OTAelbHOTO nmpoaykra. PHA  wambomee dacto

IMPUMCHACTCA HA paHHUX JTallaX pa3pa60TKH IMPOCKTa IIpU HCAOCTATOYHOM



KoJinuecTBe HMHGPOpPMAIlUM O JeTalsiX IUIaHAa WKW  ONEepaIlMOHHBIX
nponeaypax. Takum oOpazom, PHA wyacto siBisieTcss mpeaBapUTENIbHBIM
WHCTPYMEHTOM IS IOCIIEAYIOIIUX HCCaea0oBaHnK. Kak nmpaBuiio, OIacHOCTb,
yCTaHOBJICHHass npu npumeHeHun PHA, B mocnenyromem oneHuUBaercs ¢
IIOMOIIBID JPYIUX HWHCTPYMEHTOB YIPABJIECHHUS PUCKAMH, YKA3aHHBIX B

HaCTOAICM Pa3aCIIC.

|.8. PamxupoBanue u puiabTpalus puckoB

PamxxupoBaHue u QuiabTpalnus pUCKOB SBISIOTCS MHCTPYMEHTOM JIJIS
CPaBHEHUSI M PAHXUPOBAHUS PHUCKOB. PaHXXMPOBAHUE PUCKOB CIIOXKHBIX
CUCTEM, KakK MIpaBuiO, TPeOyeT OIEHKHM MHOTOYMUCIEHHBIX Pa3HOOOpa3HBIX
KOJIMYECTBEHHBIX U KAYECTBEHHBIX (DAKTOPOB KaxkJI0ro pucka. MHCTpyMeHT
3aKJII0YAETCSl B pa3/ieICHUd OCHOBHOM CBSI3aHHOM C PUCKOM MpOOJieMbl Ha
MHO>KECTBO KOMIIOHEHTOB B IelsixX (ukcanuu (HakTOpOB, CBS3AHHBIX C
pUckoM. ITHU (PaKTOphl OOBEAUHSAIOTCS B OJHY OTHOCHUTENIBHYIO NIKAITY
PHUCKOB, KOTOPYIO MOKHO NMPUMEHSTh ISl PAHKUPOBAaHUS pUCKOB. DUIBTPHI,
KOTOpbIE MPEJICTABIAIOT COO0M 3HAUMMBbIe (PAKTOPHI MM TPAHUIIBI YPOBHEU
pHUCKa, MOTYT OBITh MCIOJIb30BAHBI JIsl TPaJallii UM PAHKUPOBAHUS PUCKA
B COOTBETCTBUM C LEISMU YIIPABICHUS WU MTOJUTHKH.

PamxupoBaHue u (QUIbTpalMi0 PUCKOB MOXHO MPUMEHSTh MpHU
ONPENECTICHUU MIPUOPUTETOB MIPOBEICHUS WHCIEKIUH (aynura)
MIPOU3BOJICTBEHHBIX YYaCTKOB CO CTOPOHBI YIIOJTHOMOYEHHBIX OPIraHOB
(opranuzanuii) TOCYJapCTB-WICHOB WJIM CO CTOPOHBI MpeACTaBUTENEH
NpeanpusasTuii. MeToapl paHKXKUPOBAHUSA PHUCKOB SIBISIOTCS TMOJIE3HBIMHU, B
YAaCTHOCTH, B CHTyallMaX, KOTJAa PHUCKH H TOCIEACTBUS, KOTOPBIMH
HEOOXOJIUMO YTPABJISITh, SBJISIIOTCS PA3HOOOPA3HBIMU U MPEJCTABIISIOT
TPYAHOCTH [JIsl CPABHEHHUS NP NPUMEHEHUU TOJBKO OJHOTO MHCTPYMEHTA.

PaH)KI/IpOBaHI/IG PUCKOB LIGJICCOO6pa3HO, CCJIIM I VYIIPABJICHUA B pPAMKAX
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OTHOM M TOW >K€ OpPraHU3aIllMOHHONW CXEMbl HEOOXOIUMO OIICHUTh Kak

KOJIMYCCTBCHHO, TaAK 1 KAYCCTBCHHO OLICHNBACMBIC PUCKH.

1.9. Cratuctnueckue METOIbI

Cratuctuueckue METOJbl MOTYT CIIOCOOCTBOBAaTh  yIPaBICHUIO
puUcCKaMu i1 KadecTBa M oOseryaTh ero ocyuectsieHue. OHu
00€eCIeYnBaOT BO3MOXXHOCTh 3((hEKTUBHOM OLEHKHU JaHHBIX, IOMOTAIOT MPU
ONpeJeICHUU Ba)XXHOCTU HaOOpa(oB) MJaHHBIX, a TaKXKe CIOCOOCTBYIOT
NPUHATHIO Hambojee TMpaBWIBHBIX pemeHni. [lepeueHbh HEKOTOPBIX
OCHOBHBIX  CTAaTUCTUYECKMX  METOJOB, INMHPOKO MPUMEHACMBIX B
dbapmaneBTHUECKON MPOMBIIINIEHHOCTH, BKJIIOYAET B CEO:

a) KOHTPOJIbHBIE KapThl, B TOM YHCIIE:

IPUEMOYHbBIE KOHTPOJIbHBIE KAPThI;

KOHTPOJIbHBIE  KapThl i1 apu(METHYECKOrO  CpPEHEr0 ¢
IpEeayPEXKTAIOITUMY TPAHUIIAMH;

KOHTPOJILHBIE KAaPThI KyMYJISITUBHBIX CYMM;

KOHTpOoJIbHBIE KapThl [llyxapTa;

B3BEILICHHOE CKOJIB3SIILIEE CPETHEE;

0) miaaupoBanue 3xcnepuMenToB (Design of Experiments — DOE);

B) TUCTOTPAMMBI;

r) nuarpammsl [lapeto;

1) aHAJIM3 BO3MOYXKHOCTEH Mpoliecca.




JOITOJIHEHUE Ne 2

K [IpaBriiam Hagyexaiien
MPOM3BOJICTBEHHOM MTPAKTUKHU
EBpa3niickoro 3KOHOMHYECKOTO COK03a

IToTeHuMaJbHOE IPUMEHEHH €
ynpaBJeHHus] PUCKAMM JIJIS1 Ka4ecTBa

Hacrosimee  JlomonmHeHue  NOpeaHAa3sHAYEHO  JUISL  ONPEICIICHUSA
BO3MOKHOTO TPUMEHEHUS TPUHIMIIOB W HWHCTPYMEHTOB YIpPaBJICHUS
pUCKaMHU JUIsl Ka4ecTBa KaK MPEICTaBUTEISIMU MHPOMBINUIEHHOCTH, TaK H
MPEICTAaBUTEISIMA ~ YIIOJIJHOMOYEHHBIX OPTaHOB TOCYJAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOIo COr3a (Jajgee COOTBETCTBEHHO  —
rocynapctBa-wieHbl, Coro3). OmHaKO BBIOOp MHCTPYMEHTOB YIIPaBJICHUS
pUCKaMH JIJIsl KaueCcTBa MOJIHOCTHIO 3aBUCHUT OT creluuyeckux (GpakTopoB u
00CTOSITEILCTB.

IIpuBeneHHbIE TIPUMEPHI TPEACTABICHBI B LENIX WUIIOCTPAIUA H
SIBJSIFOTCSL  TOJBKO PEKOMEHAAIMSAMHU IO BO3MOXKHOMY TPUMEHEHUIO
yIpaBJIECHUS] pUCKAMU JJIsl KaueCTBa.

Hacrosimee JlomosiHeHWE HE COACPKHUT HOBBIX TpeOOBaHHWII B
JTOTIOJTHEHWE K  TpeOOBaHUSAM, YCTAaHOBJIEHHBIM  3aKOHOJATEIbCTBOM

rocyagapCrB-4JIC€HOB U aKTaMH OpPraHOB Coro3a.

I1.1. YnpaBnenue puckamu Jijisi Ka4eCTBa KaK YaCTh HHTETPUPOBAHHOTO
yIpaBJICHUS KaueCTBOM MPE/IIOJaraer:

HaJMyue JOKYMEHTAIUU:

ist o030pa JEWCTBYIOIIMX BEpcHM W COOIOAEHUS TpeOOBaHUM,

3dKOHOAATCIbCTBA I'OCYAAPCTB-YJICHOB 1 dAKTOB OPIraHOB C0}03a;
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JUISL OTIpejieieHusT HE0OXOIUMOCTH pa3paboTKu W (Wiau) pa3paboTka
coJiepKaHus CTaHAAPTHHIX ornepannoHHbIX mponeayp (COIloB), pykoBoACTB
U T. IL;

OpTaHU3AIMIO U TPOBEACHUE OOYICHMUS:

JUISL OTIpeJIesICHUs 11e71eCO00pa3sHOCTH HAYaJIbHOTO OOyYEeHHUS U (WIIM)
MOCTOSIHHBIX LUKJIOB OOy4Y€HMsI, OCHOBBIBAIOIINXCSI HA 0OOpPa30BaHUM, OIBITE
U TPYIOBBIX HABBIKAX TIEPCOHANA, a TaKXe TMEePUOJUYECKON OILICHKU
MPOBEJICHHOT0 00yuYeHust (Hampumep, ero 3PHeKTUBHOCTH);

TUTSI OTIpEIeTICHUS] 3HAaHUH, OTBITa, KBATU(UKAITMOHHBIX XapaKTEPUCTUK
U (pU3NYECKUX BO3MOXKHOCTEH, KOTOPhIE MO3BOJISIOT MEPCOHATY BBIMOIHATH
paboTy MpaBWIBHO M HE OKa3bIBaTh OTPULIATEILHOTO BJIMSHUSA Ha Kaue€CTBO
IPOIYKIIHH;

BBISIBIICHUE HECOOTBETCTBHM Ka4ECTRY:

C 1enpl0 OOecrleueHuss OCHOBBI JJIA ONpPENEICHUs U  OLEHKU
NOTEHIIMAIBHOTO  BIUSHUS HA  KayeCTBO  MPOAYKIMH  BO3MOXHBIX
HECOOTBETCTBUM, MPETEH3UN, TEHACHIIUMN, paccleOBaHUM, pe3yJIbTaToB, HE
COOTBETCTBYIOIIUX CTICIUPUKAIIIY U T. [I., @ TAKXKE UHOOPMUPOBAHUSA O HUX;

UL CONMEUCTBUST WH(DOPMUPOBAHUIO O pPHUCKE U OMPEICICHUU B
COTPYIHUYECTBE C YITOJIHOMOUYCHHBIM OpraHOM (OpTaHM3aIMei) TOCy1apCTB-
YJICHOB COOTBETCTBYIOILETO MEPONPUATHS (HAampuMeEp, OT3bIB) B CBSI3H CO
3HAYUTETBHBIM JA€(EKTOM;

TUIAHUPOBAHUE ayauTa (MHCIICKIINN):

gacToTa W O00JIACTh ayJUTOB, KaK BHYTPEHHUX, TaK W BHEIIHUX,
YCTaHABIUBAETCS C YIETOM TaKUX (aKTOPOB, KaK:

TpeOOBaHUsl 3aKOHOJATENHCTBA T'OCY/IAPCTB-YJICHOB U aKTOB OPraHoOB
Coro3a;

TEKYIllee COCTOSHME OOIEero COOTBETCTBUS U  COBOKYMHOCTH

HNMCIOIINXCA CBeI[eHI/Iﬁ O NpCAIIPUATHHA U1 HpOI/IBBOI[CTBeHHOﬁ IJI0MaaKe,



HAJECKHOCTh JICSITEJIbHOCTH OpraHu3alMi B IUIaHE YIpaBJiCHUs
pUCKaMU JIJT Ka4eCTBa,;

CJIO’)KHOCTh YUYacCTKa;

CJIO’KHOCTh MPOU3BOJICTBEHHOI'O MPOLIECCa;

CJIOKHOCTh IPOJIYKIIUU U €€ TePaneBTUYECKOe 3HAaUCHHUE;

KOJMYECTBO U 3HAYUMOCTHb Je(eKTOB (Hampumep, KOJIMYECTBO
BEAYIIMX K OT3IBAM MPOJAYKIIUH);

PE3yJIbTAThI MPEABITYIINUX Ay TUTOB (MHCIICKIIHH);

CYIIIECTBEHHbIE W3MEHEHHS TOMEIIEHUH, 000py0BaHMS, MPOIECCOB,
KJIFOUEBOIO MEepCOoHaa;

OMBIT MPOW3BOJACTBA MPOAYKIMHU (HANpUMEp, YacTOTa MPOU3BOJICTBA,
00bEM M KOJIUYECTBO CEPUI);

pe3yibTaThl  WCIBITAHUA B  aKKPEAWTOBAHHBIX  HMCHBITATEIBHBIX
1abopaTopusix;

OCYIIECTBIIEHUE MTEPUOANYECKOro o030pa:

Uis  BbIOOpa, OIEHKM ©W  OOBACHEHHS  JaHHBIX, KOTOpHIE
CBUJIETEIBCTBYIOT O TEHACHIIMU B paMKax 0030pa KauecTBa MPOIyKIIHH;

s OOBSCHEHWsS  JaHHBIX  MOHUTOpPHHTAa  (Hampumep, IS
CACTEMATUYECKOM  OIEHKH  HAJJICKAIIEr0  IMPOBEIACHUS  MMOBTOPHOM
BaJIWJIAIIMH WJIM U3MEHEHHI TTpu oTOOpe Mpoo);

yIpaBJICHUE U3MEHEHUSIMH (KOHTPOJIb U3MEHEHHH):

IUTSl yIpaBJICHUS] U3MEHEHUSIMU Ha OCHOBAaHWU 3HAHUM U MH(pOpMAIIIH,
MOJIYYEHHOU BO BpeMs (papMalieBTUUECKOM pa3padOTKU U MPOU3BOJICTBRA;

JUTSI OTICHKH BJIMSTHUS M3MEHEHWN Ha COOTBETCTBHE KAadeCTBAa TOTOBOM
IPOIYKIMH TPEOOBAHUSAM CIIEIM(PUKALNY;

JUTSL OIICHKH BIUSIHUSI HA KQYECTBO MPOAYKIIMU U3MEHEHUN, BHECEHHBIX
B IPOU3BOJICTBEHHbIE TUTOIAIKH, o0opyloBaHueE, MaTepHabl,

HpOI/ISBOI[CTBeHHBIﬁ IponuecccC, Uin ICPCHOCOB TCXHOJIOI'NH,
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IUTSL OTIPENIEICHUs] MEPONPUSITHI, KOTOPbIE MPEIIIECTBYIOT BHECEHUIO
U3MEHEHHUS, HalmpuMep, JIONOJHUTEIbHBIE UCIBITAHUS, KBATH(UKAIUS
(moBTOpHast kBanudukaius), Banuaanus (MOBTOpPHAs BadUJAlUsI) WIH
MH(QOPMUPOBAHKE YIIOJIHOMOYEHHBIX OpPraHOB (OpraHu3aluii) rocynapcTB-
YJICHOB;

MOCTOSIHHOE YJIYUIIIEHUE CUCTEMBI YIIPABIICHUS PUCKAMMU:

JUISL  COJNEWUCTBUS  TMOCTOSTHHOMY  YJIYUYIIEHHIO  TIPOILIECCOB  Ha

MMPOTAKCHUHA JKU3HCHHOI'O ITUKJIA IIPOAYKIIUH.

I1.2. YrpaBieane puckamMy JjIs KadecTBa KaK YacTh JICSITCIBHOCTH
YIOJTHOMOYCHHBIX OpraHoOB (opraru3anuii) roCyapCTB-4JICHOB
IpearojaracT MpoBeICHUE CASAYIOINX MEPOIPUATHI:

WHCIIEKIIUSA U CUCTEMaTHYECKas OIl€HKA AeATEILHOCTH.

JUTSI COJICUCTBHUS PAllMOHAILHOMY PACHpPENICICHUI0 PECYpPCOB, B TOM
yucjae, HampuMep, IS IUIAHUPOBAHUS WHCHCKIMHA M YacTOTBHl HX
MPOBEJICHMS, a TakKe ISl MPOBEICHUS HMHCISKIIMA M OINPEACICHUS HX
ooveMa (cM. «IlimanupoBanue ayauTa (MHCIIEKIIMK )» B ITYHKTE 1 HACTOSAIIETO
JOTIOJTHEHUSA ),

JUISL OLIEHKH 3HAYMMOCTHU PE3yJIbTaToOB (Hampumep, AePEKTOB, BEAYIIUX
K OT3bIBaM MPOAYKITMN) U JAHHBIX, TOJYICHHBIX TPU HHCIIEKTHPOBAHNH,

UL  OTIpeACNICHHs] HEOOXOAWMMOCTHM W BHJAA MPEAyCMOTPEHHBIX
3aKOHOJIaTEeIILCTBOM MEPOIPHUATHI IO pe3yJIbTaTaM MPOBEICHUS WHCIICKIINH;

UL OIICHKH WHOOpPMAIlUH, MPEIOCTaBICHHON IPeACTaBUTEISIMA
IPEANPHUITHI, B TOM YHCJIE OTHOCUTEIHHO (hapMalleBTHUCCKOMN pa3paboTKH;

JUTSL OTICHKY BJIUSHHS TIPEIaraéMbIX OTKJIOHCHUH WU N3MEHCHH,

UL OTIPENEeTICHUST PHUCKOB, KOTOpBIE CIEeayeT OOCYXaaTh C
WHCITIEKTOPAMH M 3KCIIEpTaMHU ISl COACHCTBHUS JIyUIIeMy TOHHMaHHUIO TOTO,

KaK PUCK MO>XHO KOHTPOJIMPOBATh WMJIM KaK OH KOHTPOJIUPYETCS (Hampumep,
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BBIITYCK II0 IIapaMCTpaM, HPOHCCCHO-aHAJIUTHUYCCKAA TCXHOJIOTHUA (PrOCGSS

Analytical Technology — PAT)).

I1.3. YopaBnerane puckamu i KadecTBa KaK dYacTh pa3pabOTKh
MpenoiaraeT NpoBeACHUE CAETYIONMNX MEPONPUSITUH:

JUIST  TJIAHUPOBAHUSL KayecTBa MPOAYKIMM U  TEXHOJOTHYECKOIO
mpoiiecca, B LENSIX TMOJYyYEHHS MNPOAYKIUMHU C (YHKIHMOHAIBHBIMU
XapaKTEpUCTUKAMH, COOTBETCTBYIOIIMMU €€ Ha3HAUCHUIO,

JUTST  pacCIIMpeHHsl 3HAHUKW O (YHKIIMOHAIBHBIX XapaKTePUCTHUKaX
MPOIYKIIMH B 3aBUCUMOCTH OT U3MEHEHUS XapaKTEPUCTUK CHIPhS B IMUPOKOM
Jyarna3oHe (Hampumep, pacupeiesieHue YacTull MO pa3Mepam, COJIep>KaHHE
BJIar', PEOJIOTUYECKHE CBOMCTBA), N3MEHEHNE TEXHOJIOTUYECKUX Olepalui u
napameTpoB MPOIECcCa;

UL OIEHKH KPUTHYECKUX XapaKTePUCTHUK HCXOJHOTO  CHIPbS,
pacTBOpUTENIECH, MCXOJHOTO ChIPbS I AKTUBHBIX (hapMalleBTUUECKUX
cyocraniuii  (ADC), cammux ADC, BcnoMoraTelbHbIX BEHIECTB WIIH
yIaKOBOYHBIX MAaTE€pUAJIOB;

JUIsl YCTQHOBJIEHUS COOTBETCTBYIOIIMX CHEUU(DUKALNA, ONMpeaeseHus
KPUTUYECKHX T[apaMETPOB IMpollecca W OpraHu3allud MPOU3BOJICTBEHHOTO
KOHTPOJIA (HampuMep, Ha OCHOBAaHUH WH(OPMAIIUN O KIMHUYECKU 3HAYMMBIX
MOKa3aTeNsaX KayecTBa, IMOJYYEHHOM Ha »dTane (papmaneBTUHYECKOM
pa3paboTKH, a Tak:Ke 0 BO3MOKHOCTH KOHTPOJIUPOBATh UX B XOJ€ Mpolecca);

JUIsl YMEHBILIEHUsI HETOCTOSHCTBA IOKa3arelied KauecTBa (CHUXKEHUE
KOJM4ecTBa J1e(PEeKTOB MPOAYKIMU, MCXOTHOTO CBHIPbS U MaTEPHUAJIOB,
OTKJIOHEHUH TPU TIPOU3BO/ICTBE);

JUIT  OLUEHKM  HEOOXOJUMOCTH  TPOBEJAEHUSI  JOMOJHUTEIbHBIX
UCCIIEeIOBaHU  (HampuMmep, OHO3KBHBAJIECHTHOCTh, CTAOWJIBHOCTh) MPH

MaCI_HTa6I/Ip0BaHI/II/I H IICPCHOCC TCXHOJIOTHUH,



JJIA HCITIOJIB30BaHUA KOHIICIIINHU «IIPOCTPAHCTBA IMPOCKTHBIX

apaMeTpPOBY.

I1.4. YnpaBnenne  puckamu  JJIsi  KayecTBa B OTHOIICHUU
MPOU3BOJICTBEHHBIX MOMENIEHUN, OOOpYJOBaHUS W CHUCTEM OOECIEUYEHUS
IpeanojaraeT NpoBeICHNUE CAEAYIOMNX MEPONPUATHI:

OPOEKTUPOBAHUE  NPOU3ZBOACTBEHHBIX  IMOMEIIEHUH U (WiIM)
000pyI0BaHUS

VIS ONPEAENEHUS COOTBETCTBYIOIIMX 30H IMPU TMPOECKTUPOBAHUU
31aHUM U IPOU3BOJACTBEHHBIX MOMEIIICHUH, BKJIKOYAs B TOM YHCIIE!

onpeJIeJICHUuE HallpaBJIeHUN OTOKOB MaTEPHAJIOB U IIEPCOHANA;

CBEJICHUE K MUHUMYMY KOHTaMUHAIUU;

POBEJCHUE MEPONPUATUI 110 KOHTPOJIIO IMAPAZUTOB;

NpEAYNPEKICHUE IEPETYTHIBAHMS;

CpaBHEHHE 000PYAOBAHUS OTKPHITOTO U 3aKPHITOTO TUIIOB;

CPaBHEHHE YUCTHIX ITOMEIIEHUN C N30JIMPYIOIIECH TEXHOIOTHUEN;

ONPEACIICHUE CHEHHAIBHO NPEAHA3HAYEHHBIX WA  BBIIECIICHHBIX
MPOU3BOCTBEHHBIX MOMEIEHUN U (MIM) 000py0BaHUS;

JUTsL OIIPENIeNIEHUs] COOTBETCTBYIOIIMX MaTepUalioB AJisi 000pYI0BaHMUS
U KOHTEUHEPOB, KOHTAKTUPYIOIIUX C MPOAYKIMEH (HampuMep, BEIOOp MapKu
HEPXKABEIOIIEH CTAJIM, CAJIbHUKOB, CMAa30UYHbIX MAaT€pUAIIOB);

VTSI OTIpEJIETICHUSI COOTBETCTBYIOIIMX CUCTEM OOecriedeHus (Harpumep,
nap, rasbl, HMCTOYHUK [HTaHUSA, CXKaThlii BO3QyX, CHUCTEMa Harpena,
BEHTWISLIMM U KOHJAUIIMOHUPOBAHUS BO3/yXa, BOJA);

JUIsL ompenesieHus MPO(UIAKTUYECKOTO OOCIIyKUBaHUS CBSI3aHHOTO
Ipyr C JpyroM oOopyaoBaHus (HampuMep, MNEPEUYeHb HEOOXOIUMBIX
3aMacHbIX YacTen);

B paMKaX 'MI'M€HbI B IIOMCIICHUAX .
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JUTSL 3aIATHI MPOYKIIMHU OT OMMACHOCTH CO CTOPOHBI ITPOU3BOICTBEHHOM
CpeIlbl, B TOM YHCJIC€ OT XUMHYECKUX, MUKPOOHOJIOTHUECKIX U (DU3NIECKUX
(akTOpOB OMAcCHOCTH (HANpUMEpP, OMpPEACICHHE HaJIJIeKalleh OJekKIbl U
OpraHu3alus rapJIepoOHON, TUTUEHBI);

JUISL 3alIATHl TTPOM3BOJICTBEHHON Cpejlbl U TMEepCOoHaja OT OMAaCHOCTEM,
CBSI3aHHBIX C TMPOM3BOJUMON TIPOAYKIIMEH BCIEACTBUE TEPEKPECTHOM
KOHTaMHUHAIIWH,

B paMKaxX  KBaJIH(UKAIMA  TMPOU3BOJCTBCHHBIX  ITOMEIICHUM
(oOopymoBaHUsI, CUCTEM OOECIICUEHUs) — ONpeIeICHHe 00JacTH U MaciTada
KBaTU(UKAIIMK TTOMEIIEHUM, 3JaHUi M TEXHOJIOTHYECKOTO 000pyA0OBaHUs, a
TaKke Ja0OpaTOpHBIX TPUOOPOB (B TOM 4YHCIE HANICKAINIUX METOJOB
KaJIMOPOBKH);

B paMKaxX OYHCTKH OOOpYAOBaHUS W KOHTPOJIb IMPOU3BOJICTBEHHOMU
CpeIIbI:

JUISL PAllMOHAJIBHOTO PACTIPE/ICSICHUs] YCUIIUNA U TIPUHATHUS PEIICHUH, ¢
y4eTOM TMpe/IHa3HAauYCHUs] O00O0pYIOBaHHS (HAMpUMEP, MHOTOIEIEBOE WIIH
CHEIUAJIBHO TIpeHa3HAauYeHHOe 000pYyI0BaHUE, CEPUITHOE MPOU3BOIACTBO HIIH
HEMPEPHIBHBIA TEXHOJIOTHYECKUH TTPOIIECC);

TUTSI OTIPEICIICHIS TIPEIEIIOB TPUEMIIEMOCTH JIJISI BAIUIAIINA OYUCTKH;

B paMKax  IpOBeJAcHUS  KaauOpoBka  (MpOQHIaKTHIECKOTO
00CTyKUBaHUsA) — COCTaBJICHHE rpauKoB KaJIMOpOBKHU u
poGUIAKTHIECKOTO 00CITYKUBAHUS;

B paMKax HCIOJB30BaHUS KOMIBIOTEPHBIX CHCTEM W O00OPYIOBaHUS,
KOHTPOJIUPYEMOTO C TIOMOIIIO KOMITBIOTEPOB:

Ui BeIOOpa KOHGUTypalud KOMIIBIOTEPOB M MPOTPAMMHOIO
obecrnieueHus (HampuMmep, MOAYJbHAs, CTPYKTypHpOBaHHas, yCTOWYWBas K
cOO0sIM cucTeMa);

JUISL OTIpeJieNIeHusT MaciiTada BajluIaliu, B TOM YHCIIe:
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OTpe/ICICHNE KPUTHIECKUX (PYHKIIMOHAIBHBIX IMApaMETPOB,;
BBIOODP TpeOOBaHU U KOHCTPYKIIUH;

MPOBEPKA KOJOB;

MacITad MCHBITAHWN W METOJBI UCITBITAHUM;

IMPAaBUJIIBHOCTD 3JICKTPOHHBIX 3anucer 1 MOAIMCEH.

I1.5. YopaBnenne puckamu [ KadecTBa KakK 4YacTh YIpaBJICHUs
VCXOAHBIM CBIPHEM M MATEpHANAMU MPEIIONAracT MPOBEACHUE CIIEIYIOIINX
MEPOTIPUSATHI:

ONPENCIICHUE M OLEHKAa TIOCTAaBIIMKOB M MPOU3BOAUTENEH II0
KOHTPAKTY IS OOECIEUECHHS BCECTOPOHHEW OILIEHKH MOCTABIIUKOB H
MPOU3BOAUTENECH 1O KOHTpPaKTy (Hampumep, MpPOBEIECHUE UX ayJuTa,
3aKJIFOUYEHUE COTJIAIICHHUH C MOCTAaBIIMKAMH OTHOCUTEIBHO Ka4yeCTBa):

KOHTPOJIb HMCXOJHOTO CBIPbSl i1 OLUEHKH pPa3uyuid U BO3MOKHBIX
PHUCKOB Il Kad€CTBA, CBSI3aHHBIX C W3MEHYHMBOCTBIO HMCXOIJHOIO CHIPbS
(HampuMep, CPOK XpaHEHUsI, CXeMa CUHTE3a);

B PaMKax MCIOJIb30BaHUS HCXOJHOIO ChIPbSl 1 MAaTEPUATIOB:

UL ONPEAENEHUsT TOrO, SBIAOTCS JIM  OPUEMIIEMBIMH IS
VCIIOJIb30BaHUSI UCXOAHOE ChIPhE M MaTepualibl, HAXOASAIMECA B KAPAHTUHE
(HampuMep, U1 JATbHENIIIEr0 TEXHOJIOTMYECKOTO TPOIIecca);

UL ONPENENCHUsS  HAUIEKAIIErO0  OCYLIECTBIECHUS  IOBTOPHOU
00paboTKu, NepepabOTKH, UCIOIB30BAHUS BO3BPAIICHHON MPOIYKIIUH;

B paMKax oOOecleueHHs YCIOBUW XpaHEHUsS M ONTOBOM TOPIOBIIH,
JIOTUCTUKH:

InIE: OLECHKHA  TOJIHOTBI COTJIAIEHUW IO 00€eCIEeUEHN IO
COOTBETCTBYIOIIUX YCIOBUN XpaHEHUS W TPAHCHOPTUPOBAHUA (HAMpPUMED,
TEMIIEPATYpPa, BIAKHOCTh, KOHCTPYKIIUSI KOHTEMHEPA);

IUISl ONIPENEIICHUSI BIMSIHUS HECOOTBETCTBHUI B YCIOBUSX XPAaHEHUS H

TPAHCIIOPTUPOBAHUS (HAIIPUMEP, «OOSCIICUCHUE XOJI0IOBOU TIETIHY);
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ISl PYHKIMOHUPOBAHUS MHPPACTPYKTYpHl (HApUMeEp, BO3MOKHOCTh
o0ecnieunBaTh HAJJICKANIUE YCIOBUS OTIPY3KH, BPEMEHHOTO XpaHEHUS,
oOpallleHle C OMACHBIMU MaTepualiaMu U MOJKOHTPOJIBHBIMU BEIIECTBAMH,
TaMO>K€HHAasi OUUCTKA);

IUIsl TipeAocTaBieHuss uHdopmanuu o0 o0ecrneuyeHud MPUTOAHOCTH
JIEKapCTBEHHBIX TpenaparoB (HalpUMep, PaHKUPOBAHUE PUCKOB IS LIEMH

IIOCTaBKH).

[1.6. YrpaBnenue puckamu JUisi KauyecTBa, KaK YacTh IMPOU3BOJACTBA
IpeJIoiaracT MPOBEACHHUE CIACAYIOIIUX MEPOTIPHUSITHIA:

BaJIIALIMS

IUTsL oTpesieNieHus: 00JacTH U MaciiTada OCyIIECTBICHUS AESITEIIbHOCTU
N0  TOATBEPXKICHUIO, KBAIMPUKAIMUM W  BaIUJauuu  (Hampumep,
AaHAJIMTUYECKUE METOAMKH, IMPOLECChl, OOOpyJAOBaHHE M  MPOLETYPHI
OUUCTKH);

IUTsL OTIpesieNIeHUsT MaciTabda OCYIIECTBICHUS OCIEYIOINX IEeHCTBUMA
(HarpuMep, 0TOOpP MPOO, MOHUTOPHUHT U TIOBTOPHAS BaJIMIAIHA);

JUISl pa3TpaHUYEHUs] KPUTHUYECKUX M HEKPUTHUYECKUX CTaAuil mpoliecca
JUISL TIOMOIIY B TUTAHUPOBAHUH BaJIUIAlIMOHHBIX UCTIBITAHUN;

oTOop TPoO (MCIBITAaHKE B X0JI€ TIPoIiecca MPOU3BOICTBA):

Ui OLIGHKM 4YacTOThl M MaciTaba TpOBEAEHUS KOHTPOJIBHBIX
UCTIBITAHUN B TIpoliecce MPOM3BOJACTBA (Hampumep, Mg OOOCHOBaHUSA
yYMEHBIIEHN 00beMa UCTIBITAaHUH B YCIOBUX JIOKa3aHHOTO KOHTPOJIS);

UL  OUEHKHM W OOOCHOBAaHMS  HCIOJB30BAaHUA  IPOIECCHO-
aHayTHdeckor TexHosioruu (PAT) Hapsimy ¢ BBITYCKOM IO TMapaMeTpam |
BBIITYCKOM B pe€ajbHOM BPEMEHU;

IUTAHUPOBAHUE TIPOU3BOJICTBA — COCTABJIICHHE COOTBETCTBYIOIIETO

IJIaHa IMpON3BOACTBA (HaanMep, CIIcaJIbHO MPpCAHA3HAYCHHOC
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IMpOn3BOACTBO, IMPOHU3BOACTBO KaMIIAHUAMU (I_[I/IKJ'IaMI/I HpOI/I3BO,Z[CTBa) 151

O4YCPCAHOCTD COIMYTCTBYIOINUX TCXHOJIOTHMYCCKUX HpOHeCCOB).

I1.7. YnpaBnenue puckamu Jjisi KauecTBa KaK 4YacTh J1a0OpPATOPHOIO
KOHTPOJII M MCCIEIOBAHMI CTAaOWJIBHOCTH MPENIoiaraeT IpOBEICHUE
CIEIYIOLINX MEPOIPUATUN:

B paMKaxX pe3yJbTaToOB, HE COOTBETCTBYIOLIMX CHEUUPUKAIMSI —
YCTAHOBJICHHE  BO3MOJKHBIX  OCHOBHBIX NPUYMH M  OINPEIEICHHE
KOPPEKTUPYIOLIUX MEPONPUATHI B XOAE PACCIEAOBAaHUS PE3YIbTATOB, HE
COOTBETCTBYIOIIUX CHEIUPUKAIUAM;

B paMKax OINpEIeJICHUs TMepuojia /O MPOBEACHUS MOBTOPHBIX
UCTIBITAaHWH (1aThl OKOHYAHHUS CPOKa TOJAHOCTH) — OIlEHKA MPaBUIBHOCTH
XpaHEHHUs] W TPOBEIACHHUE UCIBITAHUN MPOMEXKYTOUYHOM MPOIYKIIUH,

BCIIOMOTAaTCJIbHBIX BCUICCTB U UCXOAHOT'O ChIPbI.

I1.8. YnpaBnenne puckamu i1 KadyecTBa KakK dYacTh YINAKOBKA U
MApKHAPOBKH MPEAIIOIAracT MPOBEACHHUE CIAEAYIOMINX MEPOIIPUSITHMN:

MPOCKTUPOBAHNE BTOPUYHOM YIAKOBKH, IPEIHA3HAYEHHOW I
3alUTHl IEPBUYHOMN YMAKOBKM MPOIYKUUM (HANpUMeEp, YTOObI 00eCreurTh
MOJIMHHOCTD MPOAYKIIMH, pa300pUUBYIO HAJIUCH HA STUKETKE);

ONPEJCICHUE KPUTHUUYECKUX XAPAKTEPUCTUK CHUCTEMBI  YKYIOPKH
KOHTEIHEpa MPU BBIOOPE CUCTEMBI YKYITOPKH KOHTEUHEPA;

TUTAHUPOBAHUE MPOLEAYP KOHTPOJIS 3TUKETOK, C YUETOM BO3MOKHOCTH
NEPENYTHIBAHUS 3TUKETOK pPAa3jMYHOM NPOAYKIMH, B TOM YHCIE pPa3HbIX

BEPCUM OJHOU U TOM K€ ITUKETKH.
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['naga III. @apmaneBTuyeckas CucTemMa KadyecTBa

[IpenucnoBue

[IpousBoguTeIsIM JIEGKAPCTBEHHBIX CPEACTB CIEAyeT pa3padoTaTh H
BHEIpUTh S(PHEKTUBHYIO (PapMalleBTUUECKYI0 CHUCTEMY KauecTBa, YTOOBI
o0ecnieynuTh  COOTBETCTBUE  TpeOOBaHUsSM  Hactosmux IlpaBun
NPUJEPKUBATHCS TMOJI0XKEHUM, U3JIOKEHHBIX B IaBe 1 dactu I HacTosmmx
[TpaBuir.

Hacrosimas rimaBa onmuchkiBaeT moaxoj K (apmaiieBTUYECKON cucTeMe
KaueCcTBa, KOTOPYIO MOXHO MPUMEHSTh Ha PA3IUYHBIX CTAJIUSIX KU3HEHHOTO
nukiaa npoaykuuu. CraeaoBaTeNbHO, YKa3aHUs JAHHOW TJIaBbl BBIXOJAT 3a
pamku TpeboBanui Hactosmux [IpaBun (mockoisbky Hactosmue [IpaBuna, 3a
HCKJIIOUEHUEM IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB ISl KIMHUYECKUX
HCCIICIOBAHUM, HE PACHPOCTPAHSIIOTCS HA YacTh KWU3HEHHOTO IIHMKJIa
JIEKApCTBEHHOT'0 CPEJICTBA, KOTOpas CBsS3aHa C €ro pa3padoTkoii). JlaHHBIM
pazjien A0onojHIeT TpeboBanus HacTosmux [IpaBuii, mo3BossieT BHEPUTH Ha
OpeanpuiaTu  (papManeBTUUYECKYI0 CHCTEMY KadecTBa. lcmonb3oBaHue
MOJIOKEHUN HacTosIIeH TrjaBbl OyJaeT CcrnocoOCTBOBATh HWHHOBAIUSM,
MIOCTOSIHHOMY  YJYYIIEHWIO W YCHWJICHUIO  B3aUMOCBSI3M  MEXKIY

dbapMaiieBTUUECKON pa3pabOTKON U MPOU3BOJICTBEHHOMN JIEATEIIbHOCTBIO.
1. ®apMmarieBTUUYECKAsl CUCTEMA KaueCTBa

1.1. BBeneuue

Hacrosimass rnaBa rapmonusupoBana ¢ PykoBomcreom ICH QI0,
KOTOPOE OMHUCHIBAET MOJIeNb 3PHEKTUBHON CUCTEMBI YIIPABIEHUS Ka4e€CTBOM
uist (apMaleBTUUECKON MPOMBIIUIEHHOCTH (nanee — (apMaleBTHUecKas

cucTeMa KadecTBa). B KOHTEKCcTe  HAcTOsIEed  TJIaBbl  TEPMHUH
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«papmarieBTHUECKasE CUCTEMa Ka4eCTBa» OTHOCHUTCS K MOJICJIM, OITMCAHHOU B
nokymente ICH Q10.

B noxymente ICH Q10 ommcana emwHas BCECTOPOHHSSI MOJECIb
apdexTuBHOM  (apMalleBTUUECKOM  CHCTEMbl  KadyecTBa,  KOTOpas
OCHOBBIBAETCS Ha KOHIIEMIIMM KauyecTBa MeXTyHapOoaHOM OpraHu3alluu T0
crangaptuzanuu (1SO), BKIIFOYAET COOTBETCTBYIOIIME IOJIOKECHHS IPABHI
HaJJIeKAIero Mpou3BOACTBA M jomonHseT jgokymentsl ICH Q8
«Dapmanetuueckas pazpadborka» u ICH Q9 «YmnpaBnenue puckamu mjis
KadecTBa». Hacrosmias riraBa SBISETCS MOMACHBIO IS (papMaleBTHUSCKOM
CHUCTEMBbl KaueCcTBa, KOTOpas MOXET MPUMEHAThCS Ha Pa3IMUHBIX I3Tarax
KU3HEHHOTO IIUKJA TMPOAYKIHMH. BOJBIIMHCTBO TMOJIOKEHUM HACTOSIICH
IJIaBbl, TPUMEHSIEMBIX K TPOU3BOJICTBEHHBIM MPEANPUITHAM, TOAPOOHO
u3JlaraeTcss B JpYrux pasaenax Hactosmmx [IpaBuin. Hacrosmias rmasa
peaHa3HayYeHa sl YCTAHOBIICHUS KaKUX-JTMOO HOBBIX MOJIOKEHUN, KOTOPBIC
BBIXOJIAT 32 PaMKH JICUCTBYIOIMX HOPMATUBHBIX TpeboBaHui. Ilosoxxenus,
COJIep Kalllecs] B HACTOSIIEH TJ1aBe, NOMOJHAIOT HacTosmme [IpaBuna u He
SIBJISIIOTCST 00s13aTEILHBIMH.

Hacrosmas riaBa ciy>XKUT JOKa3aTeIbCTBOM TOTO, YTO TTPOU3BOIUTEIH
u YIOJTHOMOYCHHBIC OpTraHbl MOAACPKUBAIOT 3¢ (PeKTHBHYIO
(dbapMaIlieBTUUECKYI0 CHUCTEMY KauecTBa C IEJIbI0 YIYUIIEHUS KadyecTBa U
JOCTYITHOCTH JIEKApCTBEHHBIX IIpErapaToB BO BCEM MHPE B HHTEpecax
3npaBooxpaHeHus. [IpuMeHeHMe HacTosed TJaBbl Ha MPOTSHIKCHUH
KU3HCHHOTO IMKJIAa TMPOAYKIMU OyJeT CImocOOCTBOBATH WHHOBAITUSAM U
MOCTOSIHHOMY ~ YJAY4YIIEHHI0, a TakKe YIPOYHCHHUIO CBSI3H  MEXKIY

dapmaneBTHUECKOM pa3padOTKON U MPOU3BOJACTBEHHON JEATEIHHOCTBIO.
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1.2. O61acTh IpUMEHEHUS

Hacrosiast riaBa pacnpocTpaHsieTCss Ha CHCTEMbI, 00E€CTIeUMBAIOIINE
(dbapmaneBTHUECKY IO pa3paboTKy U IPOU3BOACTBO aKTUBHBIX
dapmanepTrueckux cyocranumiit (ADPC), a Takke JEKapCTBEHHBIX
mpenaparoB,  BKJIIOYas ~ JIGKAPCTBEHHBIE  OHMOTEXHOJOTHYECKHE U
OWoJoTHYeCKNE JIEKApCTBEHHBIC TpemnapaThl, Ha MPOTSHKEHUU BCEX ATAIOB
KU3HEHHOTO ITUKJIA TPOTYKIIUH.

CTpyKTypHBIE 3JI€MEHTHl HACTOSIIEH TIJIaBhl JOJHKHBI MPUMEHSTHCA
COOTBETCTBEHHO W MPOTOPIHOHATIBHO KKIOMY 3Tamly JKH3HEHHOTO ITHKJIA
MPOIYKIIMK C YYETOM Pa3IMuiid MEXIYy dTHMH dTarlaMu W Pa3IndHON IeTn
KaKI0T0 dTana (CM. pa3zen 3 HacTOSIICH II1aBbl).

JUist 1eneil HACTOSIIEr0 AOKYMEHTA KU3HEHHBIA LMK MPOIYKIIHH
BKJIIOYAET CIEAYIONIYI0 MPOU3BOJCTBEHHYIO NESITEIBHOCTh HOBBIX U YK€
CYIIIECTBYIOIINX JIEKAPCTBEHHBIX IIPETIAPATOB:

Ha 3Tarne gpapMaleBTUUECKON pa3pabOTKU:

pa3paboTKa akTUBHOM (papMaleBTUUECKON CyOCTaHIIUY;

pa3paboTka coctaBa (BKJIIOYAs CHCTEMY «KOHTeiHHEp (CpeacTBo
YKYIIOPKI»));

MPOUW3BOJICTBO  JICKAPCTBEHHBIX  MpenapaToB JUIA  KIMHUYECKUX
HACCIeI0BaHHM;

pa3paboTKa CUCTEMBI JOCTABKH (MIPU HEOOXOIUMOCTH);

pa3paboTKa TEXHOJOTUYECKOT0 Mpoliecca U MacllITaOupOBaHUE;

pa3paboTKa METOJUK aHaJN3a;

Ha dTare NepeHoca TeXHOJIOTHH:

MePEHOC HOBOU MPOAYKITUU U3 Pa3pabOTKU B MPOU3BOJICTBO;

NEPEHOC TEXHOJIOTHUU MPOU3BOJICTBA 3aPETUCTPUPOBAHHON MPOIYKIIUU
BHYTPU WM MEXIy MPOU3BOJACTBEHHBIMA WJIH KOHTPOJUPYIOIIUMHU
OIpa3AeIICHUSIMHU;

Ha 9TallC IIPOMBIINIJIICHHOI'O IIPOMU3BOACTBA:
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pUOOpETEeHNE U KOHTPOJIb UCXOTHOTO CHIPhSl 1 MATEPUAJIOB;

MPeIOCTaBICHUE MIOMEIICHHUH AJIs MPOU3BOACTBA, CUCTEM OO0ECIICUECHHUS
1 000pyI0OBaHUS;

TEXHOJIOTHYECKUH TTpoIiecC (BKII0Uast YIIAKOBKY U MApKHUPOBKY);

KOHTPOJIh Ka4eCcTBa U 00eCIeueHUE KaueCcTBa;

BbIJIaya pa3perieHus Ha BBITYCK MPOTYKITUH;

XpaHEHUE;

peanuzaiys (3a UCKJIIOUEHUEM ONTOBOW TOPTOBIIN);

Ha dTare MPeKpaIieHus BBITyCKa MPOTyKITHH:

XpaHeHue JOKYMEHTAIUH;

XpaHeHue o0pasIloB;

Mpoa0JKArImadACsa OICHKA IMMPOAYKINHU U COCTABJICHUC OTUYCTOB.

1.3. B3aumocBs3b HacTOAIIEH TJIaBBI ¢ TPEOOBAHUSAMH YacTh | HacTOSIIIIMX
[TpaBun, cranmapramu ISO u nokymentom ICH Q7

TpeboBanust Hacrosiux IlpaBui, PykoBoactBo ICH Q7 «lIpaBuia
HAJUIeKAIEro MPOU3BOJICTBA AKTUBHBIX (hapMalleBTUUECKUX CyOCTaHLIUI» U
PykoBoacTBa cucTteMoM yrpaBiieHHs KadecTBa ISO SBISIOTCA OCHOBOM
HacTOSIEN TaBbl. ISl TOCTH>KEHUSI M3JIOKECHHBIX HHXKE ILIEJIEN HACTOSIIas
maBa pacmupsier 4dactb | Hactosimux IlpaBun onmcaHueM XapakTEpHBIX
AJIEMEHTOB CUCTEMBbI KAU€CTBA U OTBETCTBEHHOCTH PYKOBOACTBA. Hacrosmmi
pazzen obecreunBaeT MOJEIb, COYETAIOUIYI0 (HapMalleBTUYECKYIO CUCTEMY
KauecTBa Ha BCEX 3Tanax >KM3HEHHOrO LHUKJIA MPOAYKIMHU ¢ TpeOOBAHUSIMU
Hactosamux [IpaBun mig KX COBMECTHOTO IPUMEHEHHUS.

TpeboBanus HacTosAmux [IpaBuil He HanpaBIeHbI HEMTOCPECTBEHHO HA
BCE ATambl >XW3HEHHOTO IMKIA MPOAYKIHMHU (HAmpuMep, Ha pa3padoTKy).
OneMeHThl (hapMalleBTUYECKONM CHUCTEMbl KadyecTBa W OTBETCTBEHHOCTh

PYKOBOACTBA, OIIMCAHHBIC B HaCTOSIICH riiaBe, IIPCAHAZHAYCHBI JIA



232

COﬂCﬁCTBHH IMPUMCHCHUIO HAYYHBIX IMOAXOJ0B U IIOAXOOI0B, OCHOBAHHBIX Ha
OLICHKC PHUCKOB, Ha KaXJ10M oTaIIc KHU3HCHHOTI'O OUKJIa
IMPpOAYKIIUH, CHOCO6CTBy51 TEM CaMbIM INOCTOAHHOMY  YJIYYHICHHIO

MMPpOAYKIUHN Ha IMPOTAKCHHUUN BCCTO JKU3HCHHOI'O IUKIJIA.

1.4. B3auMOCBSI3b HACTOSIIETO JOKYMEHTA C MPUHITUTIAMH
rOCyJIapCTBEHHOT'O KOHTPOJIS

[TpuHIMIIBI TOCYAAPCTBEHHOTO KOHTPOJS B OTHOIIEHUHU OIPENeICHHOM
OPOAYKIUM WIA TNPEANPUITUS-TIPOU3BOIUTENSI  JIOJDKHBI  COOTBETCTBOBATh
YPOBHIO TPOJIYKIMH, TOHUMAHHUIO TIPOLECCa, pe3yJibTaTaM YIpaBICHUS
pucKamMu Ui KadecTBa W A(PPEKTUBHOCTH (HAPMALIEBTUUYECKOM CHCTEMBI
KadecTBa. D(PQPeKkTUBHOCTH (hapMaIleBTUUECKON CHCTEMbI KauyecTBa TOCIE €€
BHEJIPCHUSI MOXKET TOATBEPXKAATbCS B OOBIYHOM PEXUME TMPU MPOBEIACHHUU
WHCIEKIIMA TPEIIPUSITUS YIOJTHOMOYEHHBIMUA OpraHamu. lloTeHuuanbHble
BO3MOXKHOCTH YJIYUIIICHHWS HAyYHBIX W OCHOBAaHHBIX Ha aHAJIN3€ PHUCKOB
HAJ[30PHBIX MOXO/I0OB M3JI0KeHBI B TorotHeHUH Ne 1 k HacTosiium [IpaBuiam.
[TpuHIMIIBI TOCYIAPCTBEHHOTO KOHTPOJIS OMPEACNISIOTCS 3aKOHOIATEILCTBOM

COOTBCTCTBYIOIICTO TOCYAApCTBA-1JICHA.

1.5. llenu HacTOAIIETO JOKYMEHTA

Buenpenne Monenu ¢dhapmaieBTHUYECKOM CHUCTEMbI KadecTBa JOJDKHO
MPUBECTH K JOCTHIKCHHIO 3 OCHOBHBIX II€JIel, KOTOpBI€ MOMOJHSIOT WU
COBEPIIIEHCTBYIOT TpeOoBaHus HacTosmux [Ipapui:

JTOCTUYb pean3aluy NpOAYKIUHU (CO3/1aTh, BHEAPUTh U MOJJCPKUBATH
CHUCTEMY, KOTOpas OOecCreuyrMBaeT IIOCTaBKy MPOJYKIIMU C IOKa3aTeIsIMu
KaueCTBa, COOTBETCTBYIOIIUMH MMOTPEOHOCTSM TMAI[MEHTOB, MEIUIIMHCKUX

pabOTHUKOB,  YNOJHOMOYEHHBIX  OpPraHoB  (BKJIIOYasi  COOTBETCTBUE
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YCTaHOBJICHHBIM TpeOOBaHUSAM), a TaKXKe BHYTPEHHUX U BHEIIHUX
noTpeoureneii);

YCTAaHOBUTh W  TOJJEPKHBATH  KOHTPOJUPYEMOE  COCTOSHHE
(pa3zpaboTaTh W HUCHOJB30BaTh 3P(HEKTUBHBIE CUCTEMbl MOHUTOPHUHTA H
KOHTPOJIS d(PPEKTUBHOCTH Tporiecca W KadecTBa MPOAYKIIMH, 00ecreunBast
TaKUM 00pa30oM TapaHTHUIO MPUTOIHOCTH M BO3MOXKHOCTEH mporeccoB. [Ipu
OpraHM3aIliil CUCTEM MOHHUTOPUHTA M KOHTPOJISI MOXKET OBITH TOJIE3HBIM
yIpaBJieHUE PUCKaMU JIJIsl Ka4eCTBa);

CIIOCOOCTBOBAaTh TOCTOSSHHOMY YJIYYIIICHHUIO (BBISIBISTH W BHEIPSATH
COOTBETCTBYIOIIME METOJIbI YIYUYIICHHUs] KadyecTBa MPOIYKIIUU U MPOIIECCOB,
CHIDKCHUS WX HECTaOWIBHOCTH TPHHUMATh WHHOBAIMOHHBIC DEIICHUS |
ylIyqmaTth (papManeBTUYECKyI0 CHCTEMYy KauecTBa, oOOecreuuBas TaKUM
o0pa3oM TOCTOSHHOE YAOBJIETBOPEHHE TOTPEOHOCTEH B OTHOIICHUU
kadecTBa. [lpw BBISIBJICHWM TPUOPUTETHBIX oOJacTed, TpeOyrommx
MIOCTOSIHHOTO YJTYUIIIEHUS, MOKET OBITH MOJIE3HBIM YIIPABICHUE PUCKAMH JIJIS

Ka4yeCTBa).

1.6. CpenctBa ynydllieHUs: YIIpaBleHWEe 3HAHUSIMU U YIIPaBJICHUE pPUCKAMU
JUIS1 KaueCcTBa

VYrhpapieHue 3HaHUSMU W YIPABJICHUWE PUCKAMU IS KadyecTBa
SIBJISIFOTCSL  CPEJICTBAMHU, KOTOpBIE JAIOT BO3MOXKHOCTh NPEANPUSATUSIM
3G (PEKTUBHO M YCHENIHO MPUMEHHUTh HACTOSIIIYIO TJIaBy. OTH CpEACTBa
OyIayT crnocoOCTBOBaTh AOCTIKEHMIO II€Jield, OMHCaHHBIX B MyHKTE 1.5
HACTOSIIIEN TIJIaBbl, W oOecnedyaT OCHOBaHUA JJid NPUHATUSA PELICHUMH,
OCHOBAaHHBIX HA HAy4YHBIX 3HAHHUSX M 3HAHUSAX O PUCKAX B OTHOUICHUH

Ka4yeCTBa MPOAYKIIUH.
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1.6.1. Ynpapnenue 3HaHUSIMU

3HaHUSIMU O MNPOAYKIMU W Tpolleccax HEOOXOIWMO YIPAaBIATH IMPU
pa3paboTKe, HA MPOTSKEHUH MEPUO/Ia HAXOXKJICHUS! TPOAYKIIMA HA PBIHKE U
0 TpEeKpalleHuss €€ MPOU3BOACTBA M MEIMIIMHCKOTO MPUMEHEHHS.
Hampumep, aesTenbHOCTh HpH pa3pabOTKE C HMCHOJb30BAHUEM HAYYHBIX
MOAXOJ0B OOEecrneynMBaeT 3HAaHWE MNPOAYKIMH U TIOHMMaHUE TMPOLIECCOB.
VYrpaBineHue 3HaHUSIMHU SBJISIETCS CHUCTEMATHYECKUM IMOAXOJ0M, KOTOPBIN
3aKJIIOYAETCs B MPUOOPETEHUH, aHAIN3€, HAKOIUIEHUH U PacClpOCTPAHCHUU
uHpopManuu 0 NPOIYKIINU, TEXHOJOTMYECKUX MPOIEeCcCaX U KOMIIOHEHTaX.
Wcrounnku nHGOpMaIMU BKIIOYAIOT B ¢€0s1, B TOM YHCIIe, IEPBUYHO 3HAHUS
(oO1IEen3BECTHBIE WM JOKYMEHTAIBLHO OQOPMIIEHHBIE BHYTPH NPEIIPUATHS),
uccie0BaHus B 001acTu papmarieBTUUECKUX pa3paboToK, AESTEIbLHOCTh 110
MEPEHOCY TEXHOJOTHI, WCCIENOBAaHUS 1O BaJIMUJAIMU MPOILECCOB Ha
OPOTSKEHUM KU3HEHHOrO0 [HKJIA TMPOJYKIIMH, OIBIT MPOU3BOJICTBA,
WHHOBAIlMU, MOCTOSHHOE YJYYIIIEHUE U JIeITeIbHOCTh, HAIMPABJICHHYIO Ha

YIpaBJICHUC U3MCHCHUAMU.

1.6.2. YnopapieHnue puckaMu JiJisi KauecTBa

VYnpaBneHue puckaMu JJig KauecTBa SBISETCS HEOTHEMJIEMOM 4YacThIO
dbapmareBTUUEeCKOM  cucTeMbl  KadecTBa. (OHO  MOXET  00eCHeuYuTh
npoUIAKTUYECKUIN TMOJXO0/ K BBIABICHUIO, HAYYHON OIEHKE W KOHTPOJIIO
MOTEHIIMAIBHBIX PHUCKOB JIJII KauyecTBa. IJTO CIOCOOCTBYET IMOCTOSHHOMY
ynyuiieHuo 3G (PEeKTUBHOCTH TMpollecca U KadecTBa MPOAYKIMH Ha BCEX
JTarnax >KM3HeHHoro 1ukia. [lonoxenus raasel || HacTosment yactu [IpaBun
NPEJCTABISIIOT MNPUHIUIBI U TPUMEPbl HHCTPYMEHTOB MO YMPABICHUIO
pUCKaMM IS KauyecTBa, KOTOPHIE MOTYT MPUMEHSTHCS K Pa3IUYHBIM

ACIICKTaM q)apMaLIGBTI/ILICCKOTO KadcCTBa.
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1.7. CtpykTypa u coaepxanue hpapMaieBTUIECKON CUCTEMbI KauecTBa

CtpykTypa, opraHusanusi M  JOKYMEHTaJIbHOE  OQopMIICHUE
(hapMaleBTHUECKON CHUCTEMBI KaueCTBA JIOJDKHBI ObITh MOHATHBIMH U YETKO
CTPYKTYPUPOBaHHbIMU 11 OOJIerYeHHsT  OOIIero  NOHUMAaHusi |
MOCJEA0BATEIBHOIO IPUMEHEHHUS.

[Ipu pazpaboTke HOBOW (hapMalleBTUYECKON CHCTEMBbl KadyecTBa HIIU
npu  MoOAU(UKAIIMM CYIIECTBYIOIIEH CHUCTEMbI HEOOXOAMMO YUYWUTHIBATH
O0BEM U  CIOXHOCTb JIEATEIbHOCTH Hpeanpuatrus. B cTpykTypy
(apMaleBTUUECKOM CHCTEMBbl KauyecTBa JIOJDKHBI  OBITh  BKIIFOUEHBI
COOTBETCTBYIOIIME MPUHIUIBI YIPABICHUS pPUCKaAMUA. XOTS HEKOTOPBIE
acmeKkThl (hapMalEeBTHUYECKON CHCTEMBbl KauecTBa MOTYT MPUMEHSTBHCS K
NEATEIbBHOCTH BCETO NPEANPUATHS, A HHBIE — TOJBKO K OIPEACICHHBIM
nojapaszfieneHusiM, 3(pPEeKTUBHOCTh BHEAPEHUST (hapMalleBTUUECKON CUCTEMBI
KauyecTBa OOBIYHO JEMOHCTPHUPYETCS HA YPOBHE MOAPa3ACICHUS.

QapmaneBTUUYECKass ~ CACTEMa  KadecTBa  JOJDKHA  BKJIKOYATh
COOTBETCTBYIOIIME  MPOLECCHI, PECYpChl MW  OTBETCTBEHHOCTh  JJIA
oOecrieueHrs KadyecTBa pabOT MO KOHTPAKTy M 3aKy[aeMoro ChIpbsi U
MaTE€pHUAJIOB, KaK OMMCAHO B ITYHKTE 2.7 HACTOSIIEH TJIABBI.

B pamkax (QapmaneBTHYECKOW  CHUCTEMBI  KadecTBa  JIOJKHA
ONPENEIATBCA OTBETCTBEHHOCTh PYKOBOJICTBA, KAaK ONMCAaHO B pasneie 2
HACTOSAILEH TJ1aBBhl.

dapmMareBTUUYECKasl CUCTEMA KaueCcTBA JOJDKHA BKIIFOYATh CIEAYIOLINE
AJIEMEHTBI: MOHUTOPUHT 3()PEKTUBHOCTH IPOLIECCa U KavyecTBa MPOIYKIIHH,
KOPPEKTUPYIOIIME W NPEAYNPEKAAOINE  JCUCTBUSA,  YIPABICHHE
VU3MEHECHHUSMH U IPOBEPKH CO CTOPOHBI PYKOBOJCTBA, KaK OIIMCAHO B Pa3eIe
3 HACTOSIIEH TJIABHI.

OCHOBHBIE TOKAa3aTENW PE3YJIbTATUBHOCTH JIOJDKHBI BBISBIATHCA U

UCIIOJB30BaThCsl JJisl TPOBEPKU A(DPEKTUBHOCTH TMPOIIECCOB B pamKax
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q)apMaLICBTI/ILIGCKOI\/'I CUCTEMBI KaydCCTBA, KdK OIIMCAHO B PpPa3aciic 4

HACTOSIIEN TJ1aBBbI.

1.8. PykoBOCTBO 1O KaueCTBY

JloJbkHO  OBITH  pa3pabOTaHO PYKOBOJACTBO IO KA4yeCTBY WIIH
PaBHOLICHHBIN JTOKYMEHT, BKJTFOYAFOTITU I B ceost OIHMCaHUE
(dapMaIeBTHIeCKON CUCTEMBI KAUeCTBa, B TOM YHCIIC:

MOJINTHKY B 00JIaCTH Ka4eCTBa,

omnmcaHue cepbl IPUMEHEHUS (hapMaIeBTHIECKON CHCTEMbI KaueCTBa,;

ompeielieHue TPOIECCOB B pamMKax (apMareBTUYECKOW CHCTEMBI
KauyecTBa, a TakkKe MX  II0CIeIOBAaTEIbHOCTH, B3aWMMOCBS3M U
B3aMMO03aBHCUMOCTH. KapThl mporieccoB U rpad)MKd TMOTOKOB MOTYT OBITh
MOJIC3HBIMU WHCTPYMEHTaMU JUTsI OOJICTUYCHHSI ONMKMCAHUS WX B rpaduuecKoM
BH/IC;

OTIMCaHHE OTBETCTBEHHOCTH PYKOBOJCTBA B paMKax

(dhapmareBTHUECKOM CUCTEMbI KaueCTBa.

2. OTBETCTBEHHOCTh PYKOBOJICTBA

PyKkoBOACTBO MpEANpUATHS HECET OTBETCTBEHHOCTh 3a YCTAaHOBJICHUE W
00eCIie4eHNE BBITIOJTHEHUST 00SI13aTENIbCTB B OTHOILIEHUU KaY€CTBA MPOIYKIIUU U
spdexktuBHOCTH  (hapMalleBTUUECKOM  CHUCTEMbl KadecTBa Ha  YPOBHE

MPEATPUSTHSL.

2.1. O6s3aHHOCTH PYKOBOJICTBA

a) [Ipu nmoctwkenun 1eneil B chepe KavyecTBa BBICIICE PYKOBOJCTBO
HECET OCHOBHYIO  OTBETCTBEHHOCTh 3a  OOecrledeHUEe  BHEIpEHUs

apdexTuBHOM  (apMalleBTUUECKOM CHUCTEMbl KadecTBa, OIpEeJICHUE
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00s13aHHOCTEMN, OTBETCTBEHHOCTH U TIOJITHOMOYMH, TI0BEJICHUE UX JIO CBEACHUS
NepcoHasa, a TakKe UCIOJIHEHUE UX BCEMU TMOJIPa3/ICICHUSIMU PETNPUSITHUS.

b) PykoBOICTBO TOJKHO:

1) yyacTBoBaTh B  pa3pabOTKe, BHEJAPCHHHM, MOHUTOPHUHTEC U
nojjiepxaHuu (HapMaleBTUIECKON CUCTEMBI KaYECTBA;

2) IEMOHCTPUPOBATh  TOJJICPKKY  (DapMarleBTHUECKOW  CHCTEMBI
KAa4ueCcTBA U FapaHTUPOBATH €€ BHEIPEHHUE HA BCEX YPOBHSX MPEAIPUATHS;

3) obecrieynBaTh HaJIMYHE CBOCBPEMEHHBIX M 3(P(EKTHBHBIX CPEIICTB
CBSI3U U MPOILIEAYP PACIPOCTPAHECHUSI HUHPOPMAIIUU JIJI IOBEJCHUS CBEJCHUM
0 MpobJieMax KauecTBa /10 PYKOBOJICTBA COOTBETCTBYIOIIETO YPOBHS;

4) ompeienATh  MEPCOHAIBHBIE WM  KOJUICKTUBHBIC  OO0S3aHHOCTH,
OTBETCTBEHHOCTh M IMOJHOMOYHS, a TAKKE B3aMMOCBSI3M BCEX CTPYKTYPHBIX
noApa3/IeICHU, HUMEIOIIUX OTHOIIEHHWE K (hapMalleBTUUECKON CHUCTEME
KadecTBa. ['apaHTUPOBATh, UTO AT B3aUMOCBSI3U YCTAHOBJICHBI U MOHSTHI HA
BCEX YPOBHSX OpraHu3anuu. Tpedyercss Haluuue HE3aBHUCHUMOrO OTela
(mompasaeneHus), OTBETCTBEHHOTO 3a KaUueCTBO, MMECIOIETO TIOJTHOMOYHS Ha
OCYILIECTBJIEHUE ONpEeIEIICHHBIX 00s13aHHOCTEH, CBSI3aHHBIX c
(dhapmalreBTHUECKONM CUCTEMOM KaueCcTBa;

5) mpoBOANTH MPOBEPKU B OTHOIICHHH 3()PEKTUBHOCTH Mpolecca U
KauecTBa MPOAYKIMH, a TakkKe (HhapMalleBTUYECKON CUCTEMBI KaueCTBa;

6) moaIep>KUBaTh TIOCTOSIHHOE YITy4IlICHUE,

7) BBIICNATH COOTBETCTBYIOIIUE PECYPCHI.

2.2. IToauTuka B 00J1aCTH Ka4yeCcTBa

a) PYKOBOI[CTBO HOJDKHO YCTAHOBHUTL IIOJIMTUKY B obnacTn Ka4dycCTBa,
KOTOpasa  OIIMChbIBACT O6H_II/IG o W HallpaBJIICHUA  JCATCIIbBHOCTH

nNpeaAmnnpuATrAaA B OTHOINCHHUN Ka4YCCTBA.
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b) TlonuTrka B 00JacTH KayecTBa JOJKHA BKIIFOYATh B CeOs IeiH
BBIIIOJIHEHHSI YCTAHOBJICHHBIX TpeOOBaHMI, a TakKXKe CII0COOCTBOBATH
NOCTOSIHHOMY YJIYYIIEHUIO (papMalieBTUYECKON CUCTEMBI KauecTBa.

c) [omuTuka B 00acTH KavyecTBa JOJDKHA JTOBOJUTHCS /IO CBEICHUS U
Pa3bICHATHCS MIEPCOHATY HA BCEX YPOBHSX MPEATPUSITHU.

d) Ins oOecriedeHuss TOCTOSHHONH S()()EKTHBHOCTH TMOJIMTUKA B

00J1aCTH KayecTBa AOJDKHA IICPUOANYICCKHU IICPCCMATPUBATHCA.

2.3. IlmannpoBanme KayecTBa

a) Briciiee pyKOBOJCTBO JO/DKHO OOCCIICUMBATH OMNpEACIiCHUE W
JOBEJICHUE 10 CBEJEHUs TepcoHajia Iejel KayecTBa, HEOOXOMUMBIX IS
BHEJIPECHUS TTOJIMTUKHU B 00JIACTH KauecTBa.

b) Ilenn xayecTBa MOJDKHBI TOJACPKUBATHCA Ha BCEX YPOBHAX
MpEINPUATHS.

¢) Llenn xayecTBa IOKHBI COOTBETCTBOBATh CTPATCTHMUECKUM ILJIaHAM
MPEINPUATHS U COTJIACOBBIBATHCS C MOJUTUKOM B 001aCTH KauecTBa.

d) PykoBOACTBO JOJIKHO MPEAOCTABIIATH COOTBETCTBYIOIINE PECYPCHI U
BO3MOYXHOCTh O0YUEHHMS JJIs TOCTHXKEHUS 11eJIe KauecTBa.

e) Cirienyer ycraHaBIIMBaTh, KOHTPOJIUPOBATh, TOCTOSHHO JOBOJIUTH JI0
CBEJICHUS W BBINOJHATh TMOKa3areau 3(P(EKTUBHOCTH, KOTOPBIE CIYy>KaT
MEpOM JOCTMIKEHMSI I1IeJied KauyecTBa, B COOTBETCTBUM C MmyHKTOM 4.1

HACTOSIIICH TJIaBHI.

2.4. YripaBiieHHE pecypcamMu

a) PyKoBOJICTBO JOJIKHO OMPEICNATh U MPEIOCTABIATh JOCTATOYHBIC
pecypcbl  (denoBedeckue, (UHAHCOBBIC, MaTepHAIbHBIC, TOMEIICHHUS W
o0Opy/ZOBaHUE) Il BHEAPEHUS U TOAJAEpKaHUs (PapMalleBTUUECKOU

CUCTEMBI KaUCCTBA U ITOCTOAHHOI'O YIIYUIICHUA €C Bq)(l)eKTI/IBHOCTI/I.
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b) PykoBOACTBO IOKHO oOOecIeurBaTh HaJjIeKallee HCIIOIb30BaHNE
pPECYpCOB COOTBETCTBEHHO MPOMYKIIMH, MPOIIECCY WM MPOU3BOICTBEHHOM

IUIONIAJIKE.

2.5. BuyTpennuit oomMeH uHpopmarmei

a) PykoBOACTBO JOJDKHO 00€CIEYUTh YCTAHOBJICHHE M BHEIPCHHE
BHYTpU  NPEINPHUATHS  MEXaHH3MOB  COOTBETCTBYIOIICTO  OOMcHa
uHpopmaruen.

b) IIporeccsr oOMeHa wHpOpPMAaIUEH TOJDKHBI 00€CIIeYnBaTh Mepeaavy
IOTOKA COOTBETCTBYIOIIEH HMH(OpPMAIMH MEXKIY BCEMH  YPOBHIMH
IPEIITPUATHS.

c) [Iporieccbr oOmeHa  uHboOpManMer  JAOMKHBI — 0OCCIIEUHBATH
CBOEBPEMEHHYIO Iepenauy HH(pOpManuu 00 OINpeaeleHHBIX Ipo0iieMax C

KaueCTBOM MPOAYKIHUH U ¢ (papMalleBTUUECKON CUCTEMOM KauecTBa.

2.6. IIpoBepku, MpOBOANMBIE PYKOBOJCTBOM

a) Briciiee pyKoBOICTBO TOCPEICTBOM IPOBEACHHUS MPOBEPOK JIOHKHO
HECTH OTBETCTBEHHOCTH 3a yIIpaBlieHHE (apMaleBTHUYECKOH CHCTEMO
KadecTBa s obecneueHus ee 3GpPEKTUBHOCTH M MOCTOSHHOTO COOTBETCTBHS
YCTaHOBJICHHBIM TPEOOBAHHSIM.

b) PykoBOJICTBO JOJDKHO OIIGHWBATh PE3YJIBTAThl TEPUOIHMYCCKHX
npoBepoK 3(PGEKTUBHOCTH Ipoliecca M KadyecTBa MPOAYKIMH, a TaKkKe
(bapMalleBTHYECKON CHCTEMbI KauecTBa, B COOTBETCTBUU C pasjeiaMu 3 u 4

HACTOSIIICH TJIaBHI.

2.7. YnpasieHue paboTaMu MO KOHTPAKTY U 3aKyIllaeMbIMU MaTepuaiaMu

(DapMaI_[eBTI/I‘-IeCKaH CUCTCMaAa Ka4dcCTB4, BKIIO4Yasd OIIMCAHHYHO B

HaCcToAmMEM pas3aciic OTBCTCTBCHHOCTb PYKOBOJICTBA, PACIIPOCTPAHACTCA Ha
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KOHTPOJb M IPOBEPKY pabOT IO KOHTPAKTy M KadyeCTBO 3aKylacMOro
UCXOJHOTO CBHIpbS U MaTepHasioB. [IpOM3BOAUTENH JIEKAPCTBEHHBIX CPEACTB
HECET, B KOHECYHOM CYETE, OTBETCTBEHHOCTh 3a TapaHTHIO OCYIIECTBICHUS
IIPOIIECCOB, HEOOXOMUMBIX ISl 00eCIIeYeHUsT KOHTPOJIT PabOT 10 KOHTPAKTY
U KOHTPOJISI KauecTBa 3aKylaeMbIX HMCXOJHOTO ChIpbS M MaTepUajioB. DTH
IPOLECChl JOJKHBI OBITh OOBEAMHEHBI C yIPABICHUEM pPHCKaMH IS
Ka4yecTBa M JIOJDKHBI BKJIIOYATh B CeOsI:

a) OCYIIIECTBJICHUE OIICHKU (HAIpUMep, MyTeM TMPOBEIACHUS ayIUTOB,
KOHTPOJII MCXOIHOTO CBIpbS M MaTEPHAJIOB, MPOBEIACHUS KBaIU(DHKALIIH)
UCIOJHUTENCH pabOT MO0 KOHTPAKTY U IOCTABIIUKOB ChIPbS. Takas OILIeHKa
OCYIIECTBIIIETCA JO IMPOBEJACHUS pPaOOT IO KOHTPAKTy WM JIO BBIOOpa
IIOCTABIIHUKOB UCXOAHOIO CHIPhS U MAaTEPHAJIOB Ha MPEAMET MX MPUTOAHOCTH
U COOTBETCTBHUS TPCOOBAHHUSAM K BBINOJHECHHUIO TaKWX PaOOT WM MOCTaBKU
UCXOJHOTO CHIPhSI I MaTEPHAIIOB C HCIIOJIh30BAHUEM YCTAHOBJICHHOW IETTH
IIOCTaBKH;

b) onpenenenue cdep OTBETCTBEHHOCTH M IPOICCCOB  Iepeaadn
UHGOpMAIlMK B OTHOIICHHH padOT, CBS3aHHBIX C KauyeCTBOM, B KOTOPBIC
BOBJICUCHBI 3aMHTEPECOBAHHBIC CTOPOHBI. B OTHOIICHHH pabOT 1O KOHTPAKTY
3TO JIOJDKHO OBITh BKIIFOUEHO B TUCHMEHHOE COTJIANICHUE MEXKTY 3aKa3YuKOM
U UCTIOJTHUTEIIEM;

C) MOHUTOPHUHT U MPOBEPKA JEATCIbHOCTH UCIOJHUTENS UM KayecTBa
UCXOJTHOTO ChIPbS U MaTE€pHaJIOB OT IOCTABINMKA, a TAKXKE OMNpPEICICHHE U
BHEJIPCHHE HEOOXOUMBIX YITYUIICHHIA;

d) MOHUTOPHHI HCXOJHOIO CBHIPbS M MAaTEpUAIOB I OOeCIeUYCHUs
rapaHTHUd TOTO, YTO OHH IIOJyYEHbl M3 YTBEP)KICHHBIX HCTOYHHUKOB C

HCIOJIb30BAHUEM COTJIACOBAHHOM LIEH ITOCTABKH.
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2.8. YnpasieHre U3MEHEHUSIMU B ITpaBe COOCTBEHHOCTH Ha MPOIYKIIHIO

B ciyuae ecnmu  mpouCXOAWT M3MEHEHHUE B MpaBe COOCTBEHHOCTH Ha
OPOAYKIMIO (HAMpUMEP, B PE3YyJbTAaTe€ IMOKYNKHU), PYKOBOACTBO JIOJKHO
MPUHUMATh BO BHHUMaHHUE CJIOKHOCTH 3TOTO MpoIlecCa M TapaHTUPOBATh
() (14% 0] 11 (SIS

a) Ui KaXJI0W 3aJeiCTBOBAHHOM B MPOIIECCE CTOPOHBI OIpejeieHa
TEeKyIasi OTBETCTBEHHOCTb;

b) nepenana Bcs HeoOXoUMast HHGOPMAIIHS.

3. [loctrosinHOE yyurienue 3(PEeKTUBHOCTH MpoIiecca U KauecTBa
MPOYKIINH

B 3tom pa3zgene onucansbl nenu (papManeBTUYECKON CUCTEMBI KaueCTBA
Ha pa3IMYHBIX JTanax >JKU3HEHHOIO LUWKJIAa MpPOAYKIHMH, a Takxke 4
XapaKTepHbIX 3JeMeHTa (hapMalleBTUYECKOW CHCTEMBbl KauecTBa, KOTOpPbIE
pacmMpstoT TpeOoBaHMs Hactosmmx IlpaBun s AOCTHXKEHHS 1eseu
JAHHOTO JOKYMEHTA, ONpPEIEICHHBIX B pasgene 1.5 HacTosAlmEd IJIaBbl.
[Tosto>keHHsT HACTOSILEro pas3zesia He W3MEHSIOT TPeOOBAHMSI HACTOSILIUX

[IpaBuir.
3.1. [lenu Ha sTanax >KM3HEHHOTO ITUKJIA TTPOAYKIIUU
Huwxe omnucanbl 1end s KaxJIOro dTana >XU3HEHHOTO IMKJIa
TIPOTYKITHH.
3.1.1. ®apmaneBTHYCCKAsA pa3pabOTKa

Lenpto nesTeabHOCTH 1O (apMalleBTUUECKON pa3paboTKe sBIsSETCA
pa3paboTKa TPOAYKLIMM W Tpoliecca €€ MPOU3BOJACTBA Il MOCTOSHHOIO
oOecreueHrs 0KMIaeMbIX XapaKTepUCTUK U yJAOBIETBOPEHUS MOTPEOHOCTEMN

NalMeHTOB, MEIUIUHCKUX PAOOTHUKOB, TPEOOBAHUIN YIOJTHOMOYEHHBIX
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OpraHoB W BHYTpeHHHX mnorpeduteneit. llonxoasl k (apmainieBTHUECKOM
pa3paboTKe OMHUCaHbl B COOTBETCTBYIOIIMX HOPMATHUBHBIX MPABOBBIX aKTaXx.
Pe3ynbTaThl HCCIIENOBATENbCKUX PA0OT U KIMHUYECKHX HCCIEIOBaHUM,
KOTOpbIE HE BXOAIT B cdepy NPUMEHEHUS HACTOSIIEro JOKYMEHTa,

ABIIAIOTCA UCXOJHBIMH JaHHBIMU JJIA q)apMaHGBTquCKOﬁ pa3pa60TKI/I.

3.1.2. Ilepenoc TeXHOJIOTHUU

Lenpro nesATETbHOCTH, CBI3AHHOM C MEPEHOCOM TEXHOJOTUH, SIBISETCS
nepefadya 3HAHUKW O TMPOAYKIMH M Tpolecce OT pa3pabdOTUYUKOB K
NPOU3BOJUTENSIM, a TakKKe BHYTPU WM MEXKJIYy HPOU3BOJICTBEHHBIMU
IUIOIIAKAMH JJIsI TIPOU3BOJACTBA MPOAYKIIMH, COOTBETCTBYIOUIEH CBOEMY
npeaHa3HauYeHUI0. JTU 3HAHUS COCTABIISIIOT OCHOBY IMpOIecca MPOU3BO/ICTBA,
CTpaTeTUH KOHTPOJS, MOAXO0Ja K MpOIeCCY BaIMAALMU W HEHPEPHIBHOTO

YIIy4YLIEHUS.

3.1.3. IIpombINIIEeHHOE MPOU3BOICTBO

[lensMy TPOMBIIIJICHHOTO IIPOU3BOACTBA  SIBJSIOTCS ITPOM3BOJCTBO
NPOIYKIINH, COOTBETCTBYIOIICH CBOEMY IpPEIHA3HAUYCHUIO, YCTAHOBICHUEC W
TojyIep KaHie KOHTPOJIUPYEMOT'O COCTOSIHHSI I CTIOCOOCTBOBAHHUE TIOCTOSIHHOMY
yiaydmiennto. dapmarieBTrdeckas cucreMa KadecTBa JODKHA OOeCTeunBarh
MOCTOSIHHOE TIOMJIEP’)KaHUE JKEIaeMOTo KadecTBa MPOMYKIIUH, IOCTHIKCHHE
HE00X0auMOoM A(DPEKTUBHOCTH MPOIIeCcCca, COOTBETCTBHE PA3IMYHBIX CPEICTB
KOHTPOJIS, ONpECIICHUE M OIEHKY BO3MOXKHOCTEH YIyYIIEHUS, a TaKxkKe

IMOCTOAHHOC YBCIIMYCHUC 00beMa 3HAHUM.

3.1.4. IlpekpaiiieHrie MPOU3BOJICTBA TPOAYKIIUU

[{enbr0 mpoBeAECHUS MEPONPUATHN IO MPEKPAIICHUID MPOU3BOACTBA

OpOAYKIMU sABIsieTCs A(PEPEKTUBHOE YIPABICHUE KOHEUHBIM 3TaroM
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KU3HEHHOTO IMKJIA MPOAYKIUU. [l ymnpaBiaeHUS MEpPONPHUATHIMU TI0
NPEKPAIICHUI0  MPOU3BOJICTBA MPOAYKIIMU  JIOJDKHBI  MCIIOJIB30BAThCS
MPEBAPUTEIIBHO YCTAHOBIICHHBIE TMOJXOJbl: XPAHEHHE JIOKYMEHTAllMU M
o0pa3loB, TIOCTOSIHHAS OIIEHKa MNPOJAYKIMU (HampuMmep, padota cC
NPETEH3UsIMH U HUCTIBITAaHUS CTAaOWIBHOCTH), COCTaBJICHUE OTYETOB B

COOTBCTCTBUHU C YCTAHOBJICHHBIMU Tpe60BaHI/I$IMI/I.

3.2. DnemMeHTHI (papMaleBTUUECKOM CUCTEMbI KaueCcTBa

DJIEMEHTBI, ONKMCAHHBIE HUXKE, YaCTUYHO BXOIAT B JAPYTHE Pa3lIeiibl
Hacrosmux [Ipasun u npuinoxenus Kk HactosmuM [IpaBuiiam. Takada mojenb
MpEIHA3HAYECHA IS YCOBEPIICHCTBOBAHUS JTUX DIIEMEHTOB C LEJIBIO
COJCUCTBUA MIPUMEHEHHIO MTOJAX0/1a K KAY€CTBY, OCHOBAHHOI'O HA KU3HECHHOM
UKJIE POIYKIIMUA. ITO CIACIYIONIUE YETHIPE DJIEMEHTA:

cucTeMa MOHUTOPUHTA 3((EKTUBHOCTH IPOLIeCcCa U Ka4eCTBA MPOAYKIIUH;

cUCTeMa KOPPEKTUPYIOMUX | npeaynpexnatomux aericteuii (CAPA);

CHCTEMA YIIPABJICHUS U3MECHEHUSIMU;

poBEpKa CO CTOPOHBI PYKOBOJCTBA 3(PGPEKTUBHOCTH TIporiecca u
Ka4yecTBA MPOLYKIHH.

OTH  DJIEMEHThl  JOJKHBI ~ NMPUMEHATHCS  COOTBETCTBEHHO W
MPOMOPIHOHANIBHO KAXKAOMY M3 3TANOB KU3HCHHOTO HHKJIA MPOAYKIUU C
YYETOM Pa3JIMYUi MEXIYy HUMH W PA3IMYHOM LEIM KaxXaoro jstama. Ha
KQXJIOM JTafe >XU3HEHHOTO UHUKJIA MNPOAYKIMH MPEANPUATUS HOJKHBI
OLICHMBATh NEPCHEKTUBBI [JI1 BHEAPEHUS HWHHOBAIIMOHHBIX MOJAXOIOB IO
YIYUYILICHUIO Ka4eCTBa MPOLYKIIUH.

OnucaHue KaXkJIOro 3JIEMEHTa 3aBepIlaeTcs TaOiuIeld ¢ mpuMepaMu
MIPUMEHCHUST KAXKAOTO JIEMEHTAa K KOHKPETHOMY 3Taly XW3HEHHOTO IHKJIA

MPOAYKITUH.
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3.2.1. Cucrema MoHUTOpHHTA 3(PHEKTUBHOCTH MPOIIECca U KauecTBa
IPOYyKIIUU

[TponsBoguTeny JIEKApCTBEHHBIX CPEACTB JODKHBI IUIAHUPOBATh M
NPUMEHSATh CUCTEMY MOHUTOpPUHra 3((GEKTUBHOCTH Mpollecca M KavyecTBa
MPOMYKIINH, a TAKXKe 00ECIIEUYNBATh MOICPKAHNE KOHTPOJIHUPYEMOTO COCTOSHUSI.
O¢d(heKTUBHOCT, CUCTEMbl MOHUTOPUHIA MpeaycMarpuBaeT oOecreyeHue
MOCTOSIHHOW  TIPOM3BOAUTENLHOCTA TPOLIECCOB W CPEICTB  KOHTPOJS  JUIA
MPOM3BOACTBA TMPOMYKIIMM HKEJIAeMOTO KadecTBa M BBIBICHUS chep i
MIOCTOSIHHOTO YITyUIIICHUSI.

Cucrema MoHuTOpHHTAa 3(PEKTUBHOCTH MpoIecca M KadyecTBa
IPOJIYKIIMH JTOJKHA:

d) UICTIOJIb30BaTh ~ YNPABICHHE  pPHUCKAaMHM  JUIS  KadecTBa  JUIA
YCTAaHOBJICHHUSI CTpATETWMH KOHTPOJIA. Takas cTpaTeruss MOXKET BKJIIOYaTh
mapamMeTpel M XapaKTePUCTHKH,  OTHOCSIIHUECS K  aKTHBHBIM
dapMareBTHUYeCKUM CyOCTaHIIUSAM, WCXOJHOMY CBIPHIO W KOMIIOHEHTaM
JIEKapCTBEHHBIX IPENaparoB, YCJIOBUSM JKCIUTyaTalldkd TOMEIIEHUW U
000OpyI0BaHUsI, KOHTPOJIO B IpPOIIECCe MPOU3BOACTBA, CHElUU(PUKALUIM Ha
TOTOBYIO MPOAYKITHIO, a TaKKE€ CBSI3aHHBICE METOABI W YaCTOTy MPOBEICHUS
MOHUTOPHUHTAa M KOHTpOJsi. CTpareruss KOHTPOJIA JOKHA CIIOCOOCTBOBATH
CBOCBPEMCHHOH  oOpaTHOW  (MPsAMOM) CBSI3M HM  COOTBETCTBYIOIIMM
KOPPEKTUPYIOIIUM U TIPEAYIPEKAAIONTUM ACHCTBUAM;

b) oGecrieurBaTh HHCTPYMEHTHI JUISI M3MEPEHUS U aHAJIN3a MapaMeTpPOB
U CBOICTB, OINpPEACICHHBIX B CTPATErMy KOHTPOJsS (HampuMmep, yrpaBieHUe
JTAHHBIMU ¥ CTATUCTUYECKUE NHCTPYMEHTHI);

C) aHAIM3UPOBATh MApaMETPbl M XapaKTEPUCTUKH, OIpPEJCICHHBIC B
CTpaT€TUH KOHTPOJIS, [JIi TOATBEPXKIECHHUS TOCTOSHHOW paboThl B

KOHTPOJIHUPYCMOM COCTOAHUU,
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d) ompenenuTh HMCTOYHUKK  OTKJIIOHEHWH, KOTOpBIE BJMSIOT Ha
3¢ (PEKTUBHOCTDh MPOIIECCa U KAaYECTBO MPOAYKIIMH, C IEJIbI0O BO3MOXKHOTO
MOCTOSIHHOTO YJIYYIIICHUsI, HAIMPaBIICHHOTO HA CHUXEHUE WU KOHTPOJIb
U3MEHYUBOCTH;

e) conepkaTh WHPOPMAIUIO O Ka4eCTBE MPOIYKIUH, MMOCTYIUBIIYIO B
BUJIe OOpAaTHOM CBSI3U KaK OT BHYTPEHHHUX, TaK U OT BHEIIHUX UCTOYHUKOB,
HarpuMep, MPETEeH3UH, OTKa3bl OT MPOAYKIMU, HECOOTBETCTBUS, OT3bIBBI
OPOAYKIMUA, OTKJIOHEHUS, AayJAUTOPCKHE TPOBEPKU U  HMHCIEKIUU
YIOJTHOMOYEHHBIX OPTaHOB U UX 3aKIIOYCHHUS;

f) oOecnieunBaTh 3HAHUSAMU IS YJIyYIICHUS TIOHUMaHHUS IpoIiecca,
pacHIMPSITh MPOCTPAHCTBO MPOEKTHBIX MAPaMETPOB (€CITU OHU YCTAHOBJIECHBI)
U JaBaThb BO3MOXXHOCTh NPUMEHEHUS HWHHOBAIIMOHHBIX TOJXOJOB K

BaJIMJIAlAN TTpoIiecca.
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Tabnuua 1
[IpumeHeHne cucTeMbl MOHUTOPHHTA (D PEKTHBHOCTH MpoIlecca U KauecTBa
MPOIYKIIMH HA MPOTSHKEHUH KU3HEHHOTO ITUKJIA TIPOTYKITHH

®apmaneBtuueckas | IlepeHoc TexHonoruu [IpoMmebInieHHOE [Ipexpamnienue
pa3paboTka MIPOU3BOJICTBO MIPOU3BOJICTBA
IPOAYKINH
3HaHus o npouecce | MOHUTOPUHT ITpU Yerko IIpu npexpareHun
U IPOAYKIINU U MIPOBEJCHUH PalOoT 110 orpezeneHHas MPOW3BO/ICTBA
pe3yNbTaThI UX MacIITaOUPOBAHHIO cucrema MOHHUTOPHHT (Harpumep,
MOHHUTOPHHTA, MOXeT 00eCeYnTh MOHHUTOPHHTA MpOBE/ICHNE
MIOJIyYCHHBIC B NpeIBAPUTENBHYIO 3¢ HEKTUBHOCTH UCCIIIOBAHMS
mporiecce orieHKy 3(GEeKTUBHOCTH | TIpoIiecca U Ka4ecTBa | CTAaOMIILHOCTH) IOJDKEH
pa3paboTku npolLecca U YCTIEIHOoe NPOAYKIIUH JTOJDKHA | MPOAOIIKATHCS 10
JIEKapCTBEHHOT'O BHEJIPEHUE B MIPUMEHSTHCS JIJIs 3aBepILIeHHUs BCeX
npernapara, MOKHO | IIPOM3BOACTBO. 3HAHMsI, | oOecreueHus UCTIBITAHUN
WCITOJTH30BaTh IS TTOJTyYCHHBIE BO BpeMsI 3¢ pexTUBHOCTH B (McnbITaHUR ).
YCTAHOBJICHHS MepeHoca TEXHOJIOTUI U | KOHTPOJIHPYEMOM B coorBercTBHM €
CTpaTeruu KOHTPOJIS | MacIiTaOupoBaHUs, COCTOSIHUH U IS YCTaHOBJICHHBIMU
Ha JTane MOT'YT OBITh TIOJIE3HBIMH | BBISBIICHHS chep, TpeOOBaHUSIMHI
IIPOU3BOJICTBA IUTSL TaJIbHEeHIe TpeOyrommx UCTIBITaHUS] HEOOXOTUMO
pa3pabOTKU CTpareruv | yaydIieHus MIPOAOJKATE IPOBOIUTH
KOHTPOJIS Ha JIEKapCTBEHHBIX
nperaparax,
HaXOJISIIUXCS B 000pPOTE

3.2.2. Cucrema KOPPEKTUPYIOIINX U MPEAYTPEKIAIOMNX ACHCTBUN

[IpousBoauTens JEKAPCTBEHHBIX CPEJCTB JOJDKEH HMETh CHUCTEMY
KOPPEKTUPYIOIIUX W TPEAYNPEKAAONUX IEeUCTBUIM, KOTOpBIE SBIISIOTCS
pe3yabTaTOM  pacclefOBaHUs MPETEH3HM, OTKa30B OT MPOAYKIIUH,
HECOOTBETCTBUM, OT3bIBOB, OTKJIOHEHHM, ayJAUTOPCKUX 3aKIIOYEHUUH U
WHCIICKIIMI yIOJHOMOUYEHHBIX OPraHOB, & TAaKXE€ TEHJICHIIUMU, BBISIBICHHBIX
IpyU MOPOBEJACHUU MOHUTOpPUHra 3P(PEKTUBHOCTH TpoIlecca M KadecTBa
npoaykiuu. C 1enbl0 BBISIBICHUS OCHOBHOM TMPUYMHBI B MPOLECCE
paccieioBaHusl JIOJDKEH HCIOJIb30BAThCSl CTPYKTYPUPOBAHHBIA TMOAXOJ.
YpoBenb ycunuii, dopManM3alMd U JIOKYMEHTAJIBHOrO OQopMIeHus
paccienoBaHus JOJKEH ObITh COPa3MEPHBIM YPOBHIO PUCKOB COTJIACHO IJIaBE

Il mHacTosieit yactu IlpaBui. Pe3ynbTaToM METO0JI0TUHA KOPPEKTUPYIOITUX
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U TOPEeAYNPEKIAONIUX JTSUCTBUM JOJDKHO OBITh YJIyUIlICHHE MPOIYKIIUU U

mponecca, a TakKiKC yJIIyUIICHUC ITIOHMMAaHUS ITPOAYKIHNH U IIPpOoLeCCa.

Tabnuua 2

[IpuMeHeHne cucTeMbl KOPPEKTUPYIOIIUX U MPEIyIPEKIAOMIMNX JeHCTBUIMA
Ha IPOTSHKEHUH KU3HEHHOTO 1UKIIA MPOAYKIIUU

dapmarieBTUUYECKas [Tepenoc [TpombInuieHHOE [Ipekparmienue
pa3paboTka TEXHOJIOTUU MPOU3BOJICTBO | IPOU3BOJICTBA MPOIYKIIUU

Uccnenyercs CAPA Mmoxer Crnenyer Cucrema CAPA noipxkHa
U3MECHYUBOCTD HUCITOJb30BATHCA B HUCITIOJb30BATh npoaOJIKATh MPUMCHATHCA
MIPOJIYKIIUN UITH KauecTBe cuctemy CAPA, | mocine npexpamieHus
nporiecca. 3¢ deKTUBHON IIPU 3TOM JIOJKHA | IPOU3BOCTBA
Meronomorus CAPA CUCTEMBI OOpaTHOU OLIEHUBATHCS npoaykuuu. J{ommkHO
MOYET OBITh MOJIE3HOM, | CBA3H, IPAMOM CBsA3H | 3((HEKTUBHOCTH YYUTBIBAThCA BIUAHUE HA
Korja Y TIOCTOSTHHOTO MPENPUHSITHIX MPOJYKIIHIO, KOTOPAs
KOpPEKTUPYIOLIUE U YIIy4ILIeHUSA NENCTBUN ocraercsi B 000poTe,
IpeIynpexIaonme a TaKKe Ha JIPYTyIo

JICHCTBHSI BHEAPEHBI B
UTEPATUBHYIO CXEMY H
POoIeCcC pa3paboTKu

MPOIYKIINIO, HA KOTOPYIO
MOTJIO OBITH OKa3aHO
BIIUSAHHUC
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3.2.3. Cuctema ympaBiieHUs] U3MEHEHUSIMU

WMuHOBauu, TOCTOSHHOE YIIyYIIEHWEe, pe3yJbTaThl MOHUTOPWHTA
abdexTuBHOCTH TIporiecca W KadecTBa mnponaykinmu u cuctema CAPA
(koppekTupytone W Mmpeaynpexaame aericTBus, corrective action and
preventive action, CAPA KOppeKTHpYIOIIHMe U ACHCTBHUS) MPHUBOIAT K
U3MeHeHUsM. J[Ji1 TpaBWIIbHON OIEHKH, YTBEPXKICHUS W BHEAPEHUS ITHUX
U3MCHEHUW  TPEANpPHUSATHE JOJDKHO HUMeTh JI(P(PEKTHBHYI  CHCTEMY
YIPABJICHUS N3MCHECHUSIMU.

B oOmiem ciiyyae CymecTBYOT pa3inuusi B COOMI0IeHUN (DOpMaTIbHOM
CTOPOHBI MTPOLIECCOB yMPAaBIICHUS U3MEHEHHUSIMH J0 MEPBOHAYATHLHON TOIa4uH
JOKYMEHTOB B YIIOJIHOMOUYEHHBIM OpraH W IIOCJIe TaKOW IoJadd, eclu
WU3MEHEHHUS K TIOJIaHHBIM JIOKYMEHTaM MOTYT TpeOOBaThCsl B COOTBETCTBHH C
YCTaHOBJICHHBIMH HOPMAaMH.

Cucrema ympaBiieHHs] WU3MEHEHHSIMH OOECIEUYHBAET OCYIIECTBICHUE
MIOCTOSTHHOTO, CBO€BpEMEHHOTO U 3(dexkTuBHOTO yayunieHnus. OHa T0JDKHA
o0ecrieurBaTh BBICOKYIO CTENEHb YBEPEHHOCTH B TOM, YTO HW3MCHECHHE HE
IIPUBEIET K HETIPEACKA3YEMBIM ITOCIIEICTBHSIM.

Cucrema ymnpaBieHUS HW3MEHCHHSMHU B 3aBHCUMOCTH OT JTaloB
KU3HEHHOTO ITUKJIa TTPOIYKIINH BKIIFOUAET B ce0s CleayroIee:

a) yrpaBJeHWe  pHCKaMH  JUIsi  KadecTBa, KOTOpO€  JIOJHKHO
UCTIOJIb30BaThCS TUTST OIICHKHU npeiaraeMpIx M3MEHEHUH.
[TpennpuauMaemMbie ASHCTBUS U cOOMO/IeHHE (POpMaTbHOCTEH TIPHU OIICHKE
JOJDKHBI COOTBETCTBOBATh YPOBHIO PHUCKOB,;

b) onenka mpeaIaraeMbIX W3MEHEHUI B OTHOIIIEHUHA
PETUCTPAIMOHHOTO J0ChE, BKIIFOYAsl MPOCTPAHCTBO MPOEKTHBIX MapaMeTpOB
(ecmu OHU YCTAHOBJICHBI) W (WJIM) TEKylllee IMOHUMAaHUE MPOAYKIHUUA |
nporieccoB. OmeHKa JOJDKHA OBITH MpOBEACHA JUIsl OMpPENeJeHHS TOro,

Tpe6yeTc;1 JIU BHECEHME U3MCHCHUH B PETUCTPAIMOHHOC O0CBEC B
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COOTBETCTBUU C YCTAaHOBJICHHbIMM HOpMamH. Pa0oTa BHYTpU NpPOEKTHBIX
NapaMeTpoOB HE CUMTAETCSd W3MEHEHHEM C TOYKU 3PEHHS HOPMATUBHBIX
TpeboBanuii. OjHAaKO, C TOYKM 3peHus (HapMalleBTUUECKON CHUCTEMBI
KauecTBa, BCE WM3MEHEHUS JIOJDKHBI OIEHUBATHCS C TOMOIIBIO CHUCTEMBI
yIpaBJICHUS U3MEHEHUSIMU Ha MIPEANPUSITHY;

C) OIICHKa TPEIOKEHHBIX W3MEHEHUH TPYIION 3KCIEPTOB, KOTOPHIC
UMEIOT HEOOXOJMMBIA ONBIT M 3HAHUS B COOTBETCTBYIOIIEH o0OJacTu
(mampumep, B cdepe QapmalneBTUUECKON pa3pabOTKH, MPOU3BO/JICTBA,
KauecTBa, MEIUIMHbBI, B3aUMOJCHCTBUS C YMOJHOMOYEHHBIMH OpraHamu).
JIOMKHO TapaHTHUPOBATHCA, YTO HM3MEHEHUsS OOOCHOBAHBI C TEXHUYECKOU
TOUYKW 3peHud. s mnpejmaraeMoro H3MEHEHHUs CIeAyeT YCTaHOBUTH
OyIyline KpUTepUH OLICHKHU;

d) onleHKa TPOBEJACHHBIX M3MEHEHHH TIOCIE WX BHEAPEHUS IS
MOATBEPKJCHUS TOTO, UYTO 11€JIb U3MEHEHUN ObLIa IOCTUTHYTA U YTO 3TO HE
OTPa3WJIOCh HETAaTUBHO HA Kau€CTBE MPOIYKIIUH.

Tabnuua 3
[IpuMeHeHne cHCTeMBI YIIPaBICHUS U3MCHEHUSIMH Ha MPOTSHKCHUN
KU3HEHHOTO ITUKJIA TTPOTYKITHH

dapMalieBTUUECKAS [Tepenoc [IpoMebIieHHOE [Ipexpamnienue

pa3paboTka TEXHOJIOTUU IIPOU3BOJICTBO IIPOU3BOJICTBA
IPOIYKINH

W3meneHue saBisercs Cucrema [Ipy pOMBIIIIEHHOM JIroOble U3MEHEHUs

HEOTHEMJIEMOM YaCThIO | YIPaBIICHUS MIPOU3BOJICTBE AOKHA nocine

npoiiecca pa3paboTKi | U3MEHEHUSIMH OBbITH BHEApPEHA MpeKpamieHus

U JIOJKHO OBIThH JOJKHA oduManpHas cucreMa IIPOU3BOJICTBA

odopmieno o0ecreynThb yIpaBJIeHUs MPOIYKLIUH

JIOKYMEHTaJIbHO. yIpaBjeHUE U n3MeHeHusMU. KOoHTponb, | JOMKHBI

Crenenp JOKYMEHTaJIbHOE OCYILIECTBIISIEMBIN OTIEJIOM | IPOXOAUTH UEPE3

dbopmabHOCTH odopmiieHre KadecTBa, JOJDKEH COOTBETCTBYIOIIYIO

Ipolecca yIpaBJIeHUsl | MOIPaBoOK, obecrieunBaTh CUCTEMY

U3MEHEHHUSMH JO0JDKHA | BHECEHHBIX B COOTBETCTBYIOIIUE yIpaBiIeHUS

COOTBETCTBOBATH IIPOLIECC MPHU OLICHKH, OCHOBAHHBIE HA W3MEHEHUSIMU

cTaauu nepeHoce HAyYHBIX 3HAHUSAX U

(dapmareBTUIECKOI TEXHOJIOTHHI 3HAHUAX 10 AHAINU3Y

pa3paboTKu PHCKOB




250

3.2.4. ITpoBepka pykoBoACTBOM 3(D(PEKTUBHOCTH Mpoliecca U KauecTBa
IPOTYKITUN

[IpoBepka, mpoBoaAWMAsT PYKOBOACTBOM, JOJDKHA TapaHTHUPOBATH
ynpasiieHne 3(G(PEKTUBHOCTBIO TMPOIECCa M KAueCTBOM MPOAYKIHMH Ha
MPOTSDKEHUH JKU3HEHHOTO IUKJIA MPOAYKINHU. B 3aBUCMMOCTH OT pasmepa u
CIIO)KHOCTH CTPYKTYPBI MPEANPUATHS, MTPOBEPKA CO CTOPOHBI PYKOBOACTBA
MOJKET COCTOSITh M3 CEPUU MPOBEPOK HA PA3IMYHBIX YPOBHSIX YIPaBICHUSI.
OHa JOKHA BKJIIOYaTh CBOEBPEMEHHBbIM U 3(PHEeKTUBHBIM OOMEH
uHopMaIield, a TaKKe MEXaHWU3Mbl JIOBEIICHUS O CBEICHHS BBICIIETO
PYKOBOACTBa MH(OpMAMK O COOTBETCTBYIOIIUX MPOOJIeMax, CBSI3aHHBIX C
Ka4yeCTBOM, ISl KX OIICHKH.

a) Cucrema TPOBEPOK, TPOBOJUMBIX PYKOBOJCTBOM, JIOJDKHA
BKJIIOUYATh B CEOS:

1) pe3yabTaThl MHCHIEKIMH  YIOJHOMOYCHHBIX OpPraHOB W HX
3aKJTIOYEHUs, AayJIWTOPCKUE U JPYrUe OIEHKH, 00s3aTeahCcTBA TEpen
YIOJTHOMOYCHHBIMU OpTaHaAMH;

2) nepuoauveckue 0030pbl Ka4ecTBa MPOAYKIIUU, B TOM YHCIIE:

1) OIICHKY CTEIEHU YJOBJICTBOPEHHOCTH IOTPEOUTENICH IMMOCPEICTBOM
paccieIoBaHus IPETEH3UM U aHAITN3a OT3BIBOB MPOIYKITUH;

Il) 3aKJIFOYCHHUS 1O  pe3yJibTaTaM MOHUTOpUHTA  3(PPEKTUBHOCTH
npoliecca M KauecTBa MpOayKIIHUH;

Ili) 5 peKTUBHOCTH M3MEHEHMI IIpolecca M MPOAYKIHH (BKJIHOYAs
U3MCHEHHUS, KOTOphIE SBIAIOTCS  PE3yIbTaTOM KOPPEKTHPYIONIMX U
peIynpeKIaroNIX ICHCTBUN);

3) Mro0OBIe MOCHIETYIOIINE MEPOIIPUATHS MOCIIC MMPOBEPOK, MPOBOIUMBIX
PYKOBOJICTBOM.

b) Cucrema mpoBepoK, MPOBOJAMMBIX PYKOBOJCTBOM, JIOJIKHA

OIIPEALCIIATh COOTBCTCTBYIOIIHUE MEPOIIPUATHA, HAIPHUMEP.
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2) obOecrieueHue
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pecypcamu,

niepepacmpeieiiCHIe pecypCcoB;

OpraHu3aIus

3) mproOpeTeHre U pacpoCTpaHEHUE 3HAHUH.

oOydueHusT U

(vm)

Tabnuua 4

[IpoBeaeHue pykoBoOICTBOM NMPOBEPOK 3 (HEKTUBHOCTHU MPOIIECCa U KaYECTBA
MPOJIYKIIMH HA MPOTSKEHUHU KUZHEHHOTO ITUKJIA TTPOTYKIIUH

dapMalieBTUUECKAS IlepeHoc TexHOTOTHU [TpombInieHHOE [Ipekparmienue
paspaboTka MIPOU3BOJICTBO MPOU3BOJICTBA
MIPOTYKITUHI

ITogxomel, ITogxoapl, OCHOBaHHEIC ITpoBepka, [IpoBepka,
OCHOBAHHBIE Ha Ha IIPOBEPKaX, MpOBOAUMA MIpoBOAUMAs
MPOBEpKax, MIPOBOAMMBIX PYKOBOJCTBOM, PYKOBOJICTBOM,
MMPOBOAUMBIX PYKOBOACTBOM, JOJIZKHBL JOJI’KHa GBITB JOJI’)KHA BKJIFOYATh B
PYKOBOJCTBOM, MOTYT | IPUMEHSTHCS IS CTPYKTYpUPOBAHHOM | ce0sl, CTaOUIIbHOCTD

HpI/IMeHHTI:CH JUIA
obecneyeHus
COOTBECTCTBUS
pa3paboTku
MPOIYKIIMH H
TEXHOJIOTHUYECCKOI'O
mporecca

obecreueHust
BO3MOYKHOCTH
IPOM3BOJICTBA
pa3zpaboTaHHO
MPOJYKIIMH B
HpOMBIL[IJIeHHOM
MacirTade

CHCTEMOM, KaK 3TO
M3JI0KEHO BBIIIE, U
JIOJDKHA
COJIEHCTBOBATh
MOCTOSIHHOMY
YIIYUIICHUIO

MPOAYKLIHUH U
paccienoBaHue
MPETEH3U B
OTHOILICHUU €€
KadecTBa

4. TlocrosiHHOE yiy4llleHHe (papMalieBTUYECKOW CUCTEMbI KaueCTBa

B »Tom pasaciic OIMCaHbl MCPOIIPUATHA, KOTOPLIC H€O6XOI[I/IMO

IMPOBOAUTL AJIA YIIPABJIICHHUA U ITOCTOAHHOTO YIIYHIICHUA q)apMaHGBTHqCCKOﬁ

CHUCTCMBI Ka4CCTBaA.

4.1. IIpoBepka pyKoOBOJICTBOM (hapMalleBTUUECKON CUCTEMbI KaUeCTBa

PykoBOACTBO JOJKHO HCIHOJB30BaTh (POpMaIM30BAHHBIE MPOLIECCHI

JUIsl TIPOBECHUS MEPUOAMYECKUX MPOBEPOK (HhapMalleBTUUECKON CHCTEMBI

KadecTBa. Takue ITPOBCPKHU BKIIIOYAIOT B ceOst:

a) Cucremy

(dhapMalleBTUUECKON CUCTEMOM KauecTBa;

Mep IS

JOCTHUKCHUA

1eJIeH,

CBs3aHHBIX C
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b) Ouenky  mokaszatenedl  3(QQPEKTUBHOCTH,  KOTOPbIE  MOTYT
UCIIOJB30BaThCS I MPOBEPKHU A(DPEKTUBHOCTH CIEAYIOIIUX MPOILIECCOB B
pamMkax (hapMarleBTUUYECKON CUCTEMbI KaueCTBa!

1) nperensun, otknonenus, CAPA w mporeccel  ymnpaBiacHHUS
U3MEHEHUSIMU;

2) oOpatHas CBsI3b B OTHOILLIEHUH PA0OT MO KOHTPAKTY;

3) mporiecchl  CaMOOIICHKH, BKJIOYAs OICHKY PHUCKOB, aHAJH3
TEHJICHIIUN U ayUThI;

4) BHEUTHUE OIICHKH, B TOM 4YHCJIC€ MHCIICKIIMH YITOJTHOMOYCHHBIX

OpraHOB M UX 3dKJIFOUYCHHUA, d TAKIKC Ay AUTHI HOTpC6I/IT€Hef/'I.

4.2. MOHUTOPUHT BHYTPEHHUX U BHEIIHUX (DAKTOPOB, KOTOPHIE
BIUSIIOT HAa (papMalleBTUUECKYI0 CUCTEMY KayecTBa

dakTOopbl, TPOBEPSEMbIE PYKOBOJICTBOM, MOT'YT BKJIIOUATh B CEOSI:

a) HOBbIC HOpPMAaTHBHBIC TPeOOBaHUs, PYKOBOACTBA M IyOJUKAIIUH
OTHOCUTEIBHO KayecTBa, KOTOPHIE MOTYT BIMSATH Ha (hapMalleBTUUECKYIO
CUCTEMY Ka4yeCTBa;

b) uHHOBAIMK, CHOCOOHBIC YIIYUIIUTh (DAPMAIICBTHUECKYIO CHCTEMY
KauecTBa;

C) U3MCHCHMS YCJIOBHH M LIEJICH JIeATEeIbHOCTH;

d) u3smMeHeHus B IpaBe COOCTBEHHOCTH Ha MPOTYKITHIO.

4.3. Pe3ynbTaThl NpOBEPKH, MPOBOJUMOIN PYKOBOJICTBOM, U MOHUTOPUHTA

Utorn mnpoBepku PYKOBOJACTBOM  (hapMarieBTUUYECKOW  CHUCTEMBI
KauecTBAa M MOHUTOPHUHTa BHYTPEHHUX M BHEIIHMX (HaKTOPOB MOTYT
BKJIIOYATh B CeOI:

a) yiydireHue QapManeBTHUECKOH CHCTEMbl KauyecTBa M CBSI3aHHBIX

IMponcCCOB,
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b) pacnipenenenne wiM mepepacnpeneieHue pecypcoB U (WUIH)
oOyueHue nepcoHaa;

C) mepecMOTp MOJIUTHKH B 00JIACTH KaueCcTBa U IeJIel Ka4eCTBa;

d) nokymeHTaabHOE odopmiicHHE pEe3yJIbTaTOB TIPOBEPKH,
IIPOBEJICHHON PYKOBOJCTBOM, U TPEANPHHSITHIX JEHCTBUH, a TaKxKe
CBOeBpeMeHHbIH U 3 PekTUBHBIA O0OMEeH WH(OpMalmel o HUX, BKIOUas

I/IH(bOpMI/IPOBaHI/IC BBICIICTO PYKOBOACTBA O COOTBCTCTBYIOIIIUX PE3yJIbTAaTax.

5. TepMuHsbl U onpeaeIeHus

Tepmunst ICH u ISO ucnons3yroTcst B HACTOSIIEM JOKYMEHTE TaM, TJIe
B HMX BO3HHUKAeT HEOOXOJMMOCTh. B ciydae, eci B KOHTEKCTE HACTOSIIEH
TJIaBBI CITIOBA «TPeOOBaHMUE», «TPECOOBAHUS» UIN «HEOOXOIMMOY TTOSBIISFOTCS
B onpeneneHun 1SO, To OHM HE00s3aTE€IBHO OTPAKAIOT HOPMATHBHBIC
TpeboBanusA. Ecim HEe OBLIO BO3MOXKHOCTH NpUMEHUTH ompeaencHus ICH
i 1SO, paspaboranbl POPMYITHPOBKHU TSI UCIOJIB30BAHUS MX MUMEHHO B
HACTOSIIIEH TJIaBe.

Jis 1ieneit HacTOSIIEH TJIaBbl MCIOJIB3YIOTCS TIOHSATHS, KOTOpPBIC
O3HAYAIOT CJICAYIOIIEE:

«BO3MOXHOCTh mporecca» (capability of a process) — cmocoOHOCTB
mporecca  Co3JaBaTh MPOAYKIMIO, KOTOpass OyJeT COOTBETCTBOBATH
TpeObOBaHUSIM K 3TOW mpoaykiuu. KoHIenmmss BO3MOXHOCTH TIpoliecca
TaK)Ke€ MOYKET OMPEICATHCS MPU IMTOMOIIH CTATUCTHYESCKUX TEPMHUHOB;

«BBICIIICE PYKOBOJCTBO» (Senior management) — nuio (auia), KOTopoe
PYKOBOAUT W OCYIISCTBJISIET Ha BBICIIEM yPOBHE KOHTPOJb 32
JEATEIbHOCTBIO TPEANPUATHS WM 3a €ro OTACIBHOHN IUIOMIAIKOM, a TaKkXKe
UMEET TIOJTHOMOYHMS W HECET OTBETCTBEHHOCTh, YTOOBI 3aJCHCTBOBATH

PECYPCHI NPCAIIPHUATHUA UIIN CT'O OTACIbHOMN IJIOIaAKH,
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«IEATENLHOCTD, IepeaaBaeMast Ul BBIIOJHEHHS APYTroil OpraHu3aluu
(ayrcopcunr)» (out sourced activities) — nesATEIBHOCTD, OCYIICCTBIIICMAs

NOAPSAAYUKOM 110 TMCBMCHHOMY JJOTOBOPY C 3aKa34YHMKOM,

«uHHOBars» (innovation) — BHeApeHWE HOBBIX TEXHOJIOTHH WIH
METO I0JI0THH;
«kauectBo» (quality) — cremeHb, B KOTOPOH COBOKYIHOCTBH

HEOTHEMJIEMBIX CBOMCTB MPOAYKIIMU, CUCTEMbI WJIN MPOIIECCa COOTBETCTBYET
TpeOOBaHUSIM;

«KOHTpoJpyeMoe coctossaue» (State of control) — yciosuwe, npu
KOTOPOM KOMILJICKC KOHTPOJIBHBIX MEPOTIPUATHI 00eCreurnBaeT CTa0MIbHYIO
3 PEKTUBHOCTD MPOIECCca U KaYeCTBO MPOAYKIINH;

«KOppekTupyromue aeciictBue» (corrective action) - geictBue,
HampaBJICHHOES HAa yCTPaHEHHE MPUYUHBI BBISBICHHOTO HECOOTBETCTBHS HJIH
IpyroMl  HEXKenaTenbHOW  curyanuud.  KoppekTupymomee — IeHUCTBUE
OCYIIECTBIISICTCS IS PEOTBPAIICHUS IOBTOPEHUS COOBITHS;

«obOparnas cBsa3p» (feed-back) — wmommdukamus wiIM KOHTPOJIb
nporecca JJMO00 CUCTEMBI UCXOJS U3 MX PeallbHO TOJYYCHHBIX PE3yJIbTaTOB
uu 3¢ dextuBHOCTU. OOpPaTHYIO CBS3b MOKHO TEXHUYECKU MCIOJIB30BaTh B
CTpaTerdd KOHTPOJSA IIpollecca M  KOHIENTYalbHO — B YIPaBICHHH
Ka4eCTBOM;

«manupoBanne kaudectBa» (quality planning) — wacte ynpaBiieHus
Ka4eCTBOM, HAIPaBJICHHAS HA YCTAHOBJICHUE TICJICH KauecTBa U ONPE/ICIICHUE
HEOOXOJMMBIX OIEPAIMOHHBIX IMPOIECCOB M COOTBETCTBYIOIIUX PECYpPCOB
JUISL JOCTHXKEHUS ITHX IIeJICH;

«mokazarenu s dexruBnoctr»  (performance  indicators) -
U3MepsIeMbIE 3HAYCHHMSI, MCIIOJIb3YEMbIC JIJIS KOJMYSCTBCHHOTO BBIPAYKCHUSI

) () (S Ka4CCTBa, OTPAKAIOIIUX 3(1)(1)CKTI/IBHOCTB OopraHusanuy, IMponecca u
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cUCTeMbl. B HEKOTOpBIX pEermoHax HCIOJb3YyeTCS TEPMHUH «METPHKa
(D HEeKTUBHOCTHY;

«mojauTuka B oOjactu kadectBa» (quality policy) — obGmue memu u
HarpaBjICHHE IEATCIILHOCTH OPraHU3aIlii OTHOCHTEIBHO KauecTBa, KOTOPHIC
ounranbHO GOPMYITUPYIOTCS BBICIITHM PYKOBOICTBOM;

«IOCTOSIHHOE  yirydrieHue» (continual improvement) — mocrosiHHas
JCSITeILHOCTh, HAIIPABJICHHAS Ha YBEJIMYCHUE CIIOCOOHOCTH COOTBETCTBOBATH
TpEeOOBaHUSIM;

«Ipemynpexnaromee aeicTBue» (preventive action) — ngeiictBue,
HaNpaBJICHHOE HAa yCTPAaHCHHUE TPUYUH IMOTCHIIMATBHBIX HECOOTBETCTBUI HITH
APYTUX  HEXeNaTeNbHbIX  cuTyaruil. [Ipemynpexnparomee — JeHCTBUC
OCYIIECTBIISICTCS IS IPEOTBPAIICHUS COOBITHS;

«IPOCTPAHCTBO  IPOEKTHBIX  mapamerpoB»  (design space) -
MHOTOMEpHasi KOMOMHAIlMA M B3aMMOJCHCTBHE PaA3IHUYHBIX HMCXOIHBIX
NepEeMEHHBIX (HampuMep, CBOWCTB MAaTEpHAlOB), a TaKKe IapaMeTpPOB
nporiecca, py KOTOPBIX T0OKa3aHO 00eCIeueHNe KaueCTBa;

«rpsmast  ces3b»  (feed-forward) — wmoaudukanus wim KOHTPOJIb
MPOIECCa UCXOIS U3 UX MTPOTHO3UPYEMBIX PE3yIbTaTOB WU 3P(HEKTUBHOCTH.
[IpsiMy10 CBSI3b MOXKHO TEXHMYECKH HCII0Jb30BaTh B CTPATETHH KOHTPOJIS
IIPOIIECCa U KOHIICTITYaJIbHO — B YIIPABJICHUH KAueCTBOM;

«peanuzanys  npoxaykiuu» (product realisation) — nmocTmkeHHe
IPOU3BOJICTBA MPOIYKIIMKM C TOKA3aTeIsIMH KayeCTBa, COOTBETCTBYIOIIUMHU
HOTPEOHOCTSM TAIMEHTOB, MEIUIIMHCKUX PAOOTHHUKOB, YIOJIHOMOYEHHBIX
OpraHoB (BKJIFOYasi COOTBETCTBUE YCTAHOBJIECHHBIM TPEOOBAHUSIM), a TaK¥Ke
BHYTPCHHHX TIOTPEOUTENCH;

«pyKoBOJCTBO IO KadecTBy» (quality manual) - mgokymeHr,
COJCpXKAIIMH  CUCTEMYy  YIpPaBJICHUS KAueCTBOM, MPUMCHICMYIO B

OpraHu3alluy,
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«cpeactBo yayumieHus» (enabler) — wumHCTpymMeHT wim mporiecc,
o0ecreunBaroIiee CpeICTBa s TOCTHKCHHS LIETIH;

«ctpaterus koHTposs»  (control  strategy) — 3aruraHMpOBaHHBIN
KOMILIEKC MEPOIIPHUATHIA 110 KOHTPOJIIO, OCHOBAHHBIN Ha MOHUMAHUH JaHHOM
NPOAYKIIMK W TIporiecca, U obecneunBaromue 3PpQGEeKTUBHOCTD IMpoiecca M
KadecTBO mponykimu. CTpaTerus KOHTPOJIS MOMKET BKIOYATh B ceOs
KOHTPOJIb TApaMETPOB U XapaKTEPHCTUK, OTHOCSAIIMXCSA K aAKTUBHBIM
(bapMalieBTHYECKHM CyOCTaHIUSAM, MCXOJHOMY CBIPBIO W KOMIIOHEHTaM
JIEKapCTBEHHBIX IPEHapaToB, YCIOBHSIM OKCIUTyaTallMM IIOMELICHHHA U
00OpyIOBaHMsI, KOHTPOJIIO B TPOIECCE MPOU3BOACTBA, CHCIM(PHUKAIMSIM Ha
TOTOBYIO TPOJYKIIUIO, & TAK)KE CBS3aHHBIC METOIBI M YaCTOTY MPOBEICHHUS
MOHHUTOPHUHTA U KOHTPOJIS;

«yIpaBJICHHUE 3HAHUSIMI» (knowledge management) -
CHCTEMaTHYeCKUH  MOoAXoa K  cOOpy, aHaau3y, HaKOIUICHHIO |
paclpocTpaHeHHIO WHGPOpPMAIlMK O NPOAYKIHH, IPOU3BOJCTBCHHBIX
npoIeccax ¥ KOMIIOHEHTAX;

«yIpaBJICHHE WU3MECHECHHUSIMU» (change management) -
CHCTEMATHYECKUH TOAXO0J K TPEMIOKEHUIO, OIEHKE, YTBEPIKICHHIO,
BHEJPEHUIO U MPOBEPKE U3MEHEHHUIA,

«ynpaBlIeHHe pUCKaMu g kadectBa» (quality risk management) —
CHCTEMAaTHUYECKUH TMPOIECC JIs OOIIeld OICHKW, KOHTPOJS, Iepeaadu
UH(pOpMAIK 1 0030pa PUCKOB JJIs Ka4eCTBa JICKAPCTBEHHBIX MPEIapaToB Ha
POTSHKEHUH JKU3HEHHOTO IMKJIA TIPOAYKIINY;

«papmareBrrueckas cucrema kadectBa» (PCK) (pharmaceutical
quality system, PQS) — cuctema ynpaBieHusI JIsl HallPaBJICHUS ¥ KOHTPOJIS
(apMareBTHYeCKONH KOMITAHUY B OTHOIIICHUHM Ka4eCTBa;

«uenn kadectBa» (quality objectives) — cpeacrtBa mpeoOpa3zoBaHus

TTOJIMTHKHU B 00JaCTH Ka4eCTBA U CTpaTeI‘I/Iﬁ B UBMCPACMYIO ACATCIIbBHOCTD.



JOIIOJIHEHHME Ne 3

K [IpaBriiam Hagexaien
MPOM3BOJICTBEHHOM MTPAKTUKHU
EBpa3niickoro 5KOHOMHYECKOTO COK03a

IToTennuaabHbIE BO3MOKHOCTH VYAYYHICHHSA HAYYHBIX
H OCHOBAHHBIX HAa aHAJIM3€ PUCKOB HAA30PHLIX ITOAX0A0B

IIman gelictBuil

IloTennuansHast BO3MOXHOCTh

1. CootBercTBOBaThH TpeOoBaHusM [IpaBut
HaJUJIeXKaIIEH MPOU3BOJCTBEHHON TPAKTUKH
EBpa3uiickoro 3KOHOMUYECKOTO COr03a
(manee — IlpaBuina)

COOTBETCTBUE — 00A3aTEIHLHO

2.JlemoHcTpupoBaTh 3PHEKTHBHYIO
(bapMaIieBTUYECKYIO0 CUCTEMY KauecTBa,
BKJTIO4as 3 (HEKTUBHOE UCTIOJIb30BAHNE
MIPUHIIMIIOB YIIPABICHUS PUCKAMU JJIsI
KauecTBa (HarpuMmep, HaCTOSALINI TOKYMEHT
u rnasa |l wactu Il IlpaBun «Ynpasnenue
PHCKaMU TSl Ka4eCTBay).

YBEIUYECHHUE UCII0JIb30BaHUS [TOAXO0B,
OCHOBAHHBIX Ha aHAJIM3€ PUCKOB, IIPU
IIPOBEJCHUH UHCIIEKIIMH YIIOJTHOMOYEHHBIMHU
opraHamu

3. JleMOHCTpHUpOBaTh TOHUMaHUE
MPOAYKIIMH U MPOLECCca, BKIIIOYAs

3¢ PEeKTUBHOE MCIIOTH30BAHUE TPUHITUTIOB
YIpaBIEHUS] PUCKAMH TSI KAYeCTBa
(Hanpumep, JOKYMEHT « Y IIpaBlIeHHE
PUCKaMU JJIs1 KaYECTBA» HACTOSIIUX
[IpaBun u nokymeHT «PapMalieBTUUECKas
pazpadotka» (ICH Q8).

COJICUCTBUE HAYYHO OOOCHOBAHHOM OIICHKE
(dhapMareBTUYECKOT0 KauecTBa

obecreueHre BO3MOKHOCTH TPUMEHEHUS
MHHOBAILIMOHHBIX MOAXO0B K IIPOLIEecCy
BaJIUALNHU

BHEJIPEHUE MEXaHU3MOB BBIJJaUM pa3pellCHUs Ha
BBIITYCK B PEAIbHOM BPEMEHHU

4. leMoHCTpUPOBATH 3P PEKTUBHYIO
(bapmaleBTUUECKYIO CUCTEMY KayecTBa U
MMOHWUMAaHKEe MPOIYKIINH U TIpolecca,
BKJTIOYas 3 (HEKTUBHOE UCTIOJIB30BAHNE
MIPUHIIMIIOB yIIPABICHUS PUCKAMU JJIsI
KauecTBa (Harpumep, HaCTOSIIHMA
JOKYMEHT, TOKyMeHT «DapMarieBTuieckas
paszpabotka» (ICH Q8) u rnasa Il wactu 11
Hacrosiuux [IpaBun)

YBCIIMYCHUC UCITIOJIb30BAHUSA ITOAXO0B,
OCHOBAHHBIX Ha aHAJIM3€ PHUCKOB, IIPH IIPOBCACHUN
I/IHCHGKI_[I/Iﬁ YIIOJJHOMOYCHHBIMH OpraHaMun

COZICHICTBUE HAYYHO-00OCHOBAHHOM OIICHKE
(apmaIeBTHIeCKOro KauecTna

ONTUMU3AIS HAYYHO 000CHOBAHHBIX
OCHOBaHHBIX Ha aHAJIM3€ PUCKOB MPOLIECCOB
W3MEHEHUI, BHOCUMBIX MTOCJIC PErUCTPALIN
.HGKapCTBeHHI:IX CpeI[CTB, JUTsI U3BJICUCHUA
MAaKCHMAJIbHOM ITOJIB36I OT MHHOBALMI 1
IIOCTOSHHOIO YIIy4YILIEHHS

obecrieuyeHre BO3SMOKHOCTH TIPUMEHEHHS
VHHOBALIMOHHBIX NOAXOJ0B K IPOLIECCY BAIUIALUU

BHCAPCHNUEC MCXaHN3MOB BbIJa4X pa3spClICHUA Ha
BBIITYCK B p€aJIbHOM BPpCMCHU
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Hacrosimuii  1OKyMEHT OTpa)kaeT MNOTCHIUAIbHBIE BO3MOXKHOCTHU
YIAYYUIEHUS IOAXOI0B, KOTOPbIE MOTYT NPUMEHATHCS YIOJHOMOYEHHBIMU
opraHamu (OpraHu3alusMi) rocyaapcTB-4wieHoB. DakTUUeCKUil HaA30PHBIMI
IpOLIECC OIpeIeNsAeTCs 3aKOHOJATEIBCTBOM COOTBETCTBYIOLLETO

rocyagapcrBa-dJICHaA.
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EBpasu

w

IMPOU3BOJACTBCHHOU IIPAKTHKH

— IlpaBuna), kak moka3zaHo Ha cxeMe. Cxema Take MOKa3bIBAET TO, YTO
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TpeboBanus [IpaBmil pacnpoCTpaHsIOTCS Ha MPOU3BOACTBO JIEKAPCTBEHHBIX
MpenapaToB JJisi KIMHUYECKUX UCCIIEI0BAHUM.

Btopoii  ropu3OHTANbHBIM  OJIOK  WUTIOCTPUPYET  BAXHOCTH
OTBETCTBEHHOCTU PYKOBOJCTBA (KOTOpasi pa3bsACHSETCS B pasuene 2
rinaeel |1l gactu |1l [IpaBui) B OTHOIIEHUH BCEX ATAIOB KM3HEHHOTO ITHMKIIA
npoaykiuu. B criepyromeM 3a HUM TOPU3OHTAIBHOM OJIOKE TIPUBENICH
nepeueHb 31eMeHTOB DCK, KoTOopbie SABISIOTCS OMOPHBIMHU IS MOJEIU
OCK. OTH »>JEeMEHTBI CIEAYEeT COOTBETCTBEHHO U MPOMNOPLIHOHAIBHO
NPUMEHATh K KaXJOMY ATally >KM3HEHHOTO IMKJa MPOJYKIIMH, OCO3HaBas
BO3MO>KHOCTH BBISBJICHUS CPep IS MOCTOSIHHOTO YIyUIlICHHUS.

B Habope ropuzoHTaNbHBIX 0JI0KOB B HIKHEH YacTH CXEMbI TTOKa3aHbI
CpEeICTBa YJIYUIICHUS: YIPaBICHUE 3HAHUAMHU U YIPABICHUE PUCKAMH IS
KaueCcTBa, KOTOPhIE IPUMEHSIOTCS Ha MPOTSHXKEHUU BCEX ATANOB KU3HEHHOTO
[UKJIa MPOAYKIMU. DTU CPEACTBA YJIYUIIECHUS MMOMOTAIT MPU JOCTUKEHUU
uener @CK B OTHOIIEHWHM TPOU3BOJCTBA MPOJIYKIMH, COOTBETCTBYIOIIEH
CBOEMY IpEIHA3HAYEHUIO, YCTAHOBIICHUS U TIOJICPKAHUS KOHTPOJIUPYEMOTO

COCTOAHHUA " COI[CI\/’ICTBYIOT IMOCTOAHHOMY YIIYUHIICHHUIO.
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['naBa V. MexnyHapoaHbie rapMOHU3UPOBAHHBIE TPEOOBAHUS
K cepTu(dUKaAIUU CEpUU

OcHoOBHBIE TpeOOBaHMUS

B Hacrosmien rinaBe U3n0KeHbl MEKTYHAPOAHBIE TAPMOHU3UPOBAHHBIC
TpeOOBaHUS K COJICPHKAHUIO CEPTU(PUKATA CEPUU JIEKAPCTBEHHOT'O CPEJICTBA.

Kaxnayro ceputo JIeKapCTBEHHOIO  CpEACTBa, B TOM  UHCIIE
nepeMeniaeMyro Mexay CTpaHaMHu, B KOTOPBIX COOMIOJAIOTCS TpeOOBaHUs
HaJJIeKAIIEro MPOU3BOACTBA, HEOOXOIMMO COMPOBOXKIATh CEPTU(PUKATOM
CEpUH, BBIJJAHHBIM MPOU3BOJUTENIEM JIEKAPCTBEHHOTO CPEJICTBRA.

Takolt cepTudukar BbIJAETCA TMOCIE IMOJIHOTO KauyeCTBEHHOTO U
KOJIMYECTBEHHOI'O  aHAJIN3a BCEX [ICUCTBYIOIIMX BEIIECTB W  HMHBIX
COOTBETCTBYIOIIUX HMHIPEAUEHTOB JIsi TapaHTUU TOTO, YTO KayeCTBO
JIEKapCTBEHHOTO Cpe/AcTBa COOTBETCTBYET BCEM TpeOOBaHUSIM
PEruCTpallMOHHOTO Joche. CepTU(UKAT CEpUU JIOIKEH MOATBEPKAATh, YTO
cepusi COOTBETCTBYET chenuUKalusM U MPOU3BEIEHA B COOTBETCTBUH C
pErUCTpallUOHHBIM Jloche. B  cepTudukare A0MKHBI OBITh TNPUBEICHBI
noApoOHbIe crenu@uKanuu Ha JIEKapCTBEHHOE CPEICTBO, CCHUIKM Ha
AHAJIUTUYECKUE  METOJbl, TOJYYEHHBIE PE3YyJIbTaThl  AHAIUTUYECKUX
UCIBITAHUM, a TaKXe JOJKHO COJIEPKAThCS MOATBEPXKICHHUE TOrO, YTO
3allUCA 10 TIPOU3BOJICTBY, VYIAKOBKE M KOHTPOJIIO KayecTBa CEpUH
IPOBEPEHBI U CJeNaH BbIBOA 00 UX COOTBETCTBUM TPeOOBAHMSIM HACTOSIIMX
[IpaBun. Ceprudukar cepud JOMKEH ObITh MOANUCAH  JIUIIOM,
OTBETCTBEHHBIM 3a MOJITBEPKICHUE TOTO, UTO CEPUs MIPUTOJIHA K BBHIITYCKY B
peau3aInio WK JJIs IOCTaBOK (IKCIopTa).

Opranuzanus, peanu3yromas JEKapCTBEHHOE CPEICTBO, JOJDKHA
MOJYYUTh M COXPAHATh BBLIAHHBIN TpousBoauTenem ceptudukar. Ilo
3ampocy ATOT cepTUPUKAT AOKEH OBbITh JIETKOJOCTYIEH COTPYAHUKAM
YIOJHOMOYEHHBIX oOpraHoB. Takod cepTuUKaT NPOUZBOAMUTEN O

COOTBCTCTBHHM CCPHH MOKCT HMCTb oco0oe 3HaYCHHE JJIA TOTIO, 9TOOBI HE
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POBOJIUTH TOBTOPHBIN KOHTPOJb, €CIU 3TO Pa3perieHo COOTBETCTBYIOLUIUMU
HOPMATHUBHBIMU ITPABOBBIMU aKTaMH.

[Ipy HEOOXOAUMOCTH TaKOW cepTUPUKAT TaKKE MOXKET OBITh BBIJIAH
JUIsL TaKoW TPOAYKUMHU, HE SBIAIOMICHCS TOTOBBIM JIEKAPCTBEHHBIM
npenaparoM, Kak TMpPOMEXYTOYHas NpPOIyKLMs, HepachacoBaHHAs WU
YaCTUYHO yIaKOBaHHAs TIPOTYKITHSL.

Takolt ceprudukar Takke MOXKET OBITb BbJIAH Ha AaKTHUBHbBIC
dbapmaneBTHUECKHE ~ CYOCTaHIMM U HUCCIEAYyeMble  JIEKaPCTBEHHbIE
penaparsl, UCIOIb3yEeMbIe B KIIMHUYECKUX UCCIIeIOBaHMIX. PekoMenmyeTcs
UCIIOJIB30BaTh ~ TEPMHUHOJIOTHIO, KOTOpas  TpHWBEACHA B  pasiele
«OnpeneneHus» HACTOSIIECH TI1aBbl.

CepTudukar cepuu JEKapCTBEHHOTO cpelcTtBa odopmisieTcs Ha
OJlaHKE U JOJDKEH COAEPIKaTh CIEAYIOIINE CBEICHUS:

1. Ha3zBanue npoiyKiuu

2. CtpaHa-umnopTrep

3. HoMep peructpaninOHHOTO YAOCTOBEPEHHUS WM HOMEP pas3pelieHus
Ha TIPOBEICHUE KIMHUYECKUX UCCIIEIOBaHUIN

4. Jlo3upoBKa (aKTHBHOCTB)

5. JlekapcTBenHast popma

6. Paszmep u U ynakoBKH

7. Homep cepun

8. [laTa mpou3BoACTBa

9. laTa OKOHYaHHSI CpOKA TOAHOCTH

10. Ha3BaHms, ajmpeca W HOMEpa JUIECH3WH BCEX IPOU3BOJACTBEHHBIX
IJIOIIAIOK M MECT IPOBEACHUSI KOHTPOJIS KauecTBa

11. Ceptudukatbl cooTBeTCTBHS TpeboBaHusaM I[lpaBun Haiexariei
IPOU3BOACTBEHHON NPAKTUKU EBPasulCKOrO 3KOHOMHYECKOrO COKO3a IS
BCEX IUIOLIAJ0K, MPUBEACHHBIX B MyHKTE 10

12. Pe3ynbTaThl aHAJIU30B
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13. KommenTapuu

14. 3asBnenue o cepTudUKaAUU

15. ®damums U A0DKHOCTH (3BaHKE) JIUIA, BBIABIICTO pa3pelleHrue Ha
BBIIYCK CEpUU

16. [Moamnucek nuIia, BRIIABIIETO pa3pelieHrne Ha BBIITYCK CEPUU

17. JaTta noanvcaHus

Iosicuenus u OIIPCACIICHUA

1. Ha3zBanue npoiyKuuu

VYKka3pIBaeTCs MMAaTEHTOBAaHHOE Ha3BaHHWE, TOProBOE€ HA3BaHHME WIIU
MPUCBOCHHOE HAa3BaHUE B CTpaHE-UMIIOpTEpe (B 3aBUCUMOCTH OT TOTO, YTO
NpUMEHUMO). B ciydae JeKapCTBEHHBIX MPENapaToB i KIMHUYECKUX
UCCIICIOBAHUI — HOMEP KOJa, COJAEpPKAIMIICA B 3asiBKE Ha KIMHUYECKUE
UCCJIEI0BaHUSI.

2. CtpaHa-umnopTrep

VYka3pIBaeTCsd HAUMEHOBAHUE TOCYAAPCTBA, OCYLIECTBISIOIIET0 UMIIOPT
CEpHH JIEKAPCTBEHHOT'O CPEACTBA.

3. HoMep peructpaninOHHOTO YIAOCTOBEPEHHUS WM HOMEP pa3perieHus
Ha IIPOBEICHUE KIMHUYECKUX UCCIEA0BaHUMN

VYKka3plBaeTC  HOMEpP  PETUCTPALMOHHOTO  YJIOCTOBEPEHHS  Ha
JIEKapCTBEHHOE CpEACTBO B cTpaHe-ummnoprepe. g JeKapCTBEHHBIX
npenapaTroB sl KIMHUYECKUX MCCIEAOBAHUM — HOMEp pa3pelieHusi Ha
MPOBEJICHUE KIMHUYECKUX MCCIEAOBAHUM WIIM CChUJIKA Ha KCCIEIO0OBaHUS
(Tpu HATMYMH).

4. Jlo3upoBKa (aKTHBHOCTB)

VYKka3bpIBalOTCsl Ha3BaHUE U KOJUYECTBO B EIUHUIIEC JEKAPCTBEHHOU
(GOpMBI BCEX aKTHUBHBIX (hapMaleBTHUCCKHX CYOCTaHIMH (KOMITOHCHTOB).

B ciyuyae nekapCTBEHHBIX NPENAPATOB ISl KIMHUYECKUX HCCIEHOBAHUU,
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BKJIIOUas 11anedo, crnocod MmpeaocTaBiIeHUs] Takol WHPOpMAIIUU HE JOJDKEH
CIIOCOOCTBOBAThH PACKOIUPOBAHHIO «CJIETIOT0Y» UCCIICIOBAHUS.

5. JIekapcTBeHHas dhopma

VYka3biBaeTcs JiekapcTBeHHas (Gopma (Hampumep, TaOJETKH, KaICyJIbl,
Ma3H).

6. Pazmep u TUN yrmakoBKU

VYka3pIBaeTCsd BMECTUMOCTh KOHTEWHEpa W €ro Tum (Hampumep,
aMITyJIbl, PJIaKOHBI, OJIMCTEPHI U T.I1.).

7. Homep cepun

VYka3pIBaeTCs HOMEp CEpUM WJIM HOMEp NapTHUU, OTHOCSIIUUCST K
NPOAYKIIMUA. YHUKaJIbHas KomOuHanuus I1udp, OYKB UM CHMBOJIOB,
UISHTU(UIUPYIONIAs CEePHUI0, MO KOTOPOM MOXKHO MPOCIECAUTh HCTOPHIO
MPOU3BOJICTBA U ONITOBOW TOPTOBJIM CEPUH.

8. Jlata mpou3BOACTBA

VYka3bIBaeTCs B COOTBETCTBUU C HAI[MOHAJIHHBIMU (PETMOHAJIBLHBIMH)
TpeOOBaHUSIMHU CTPAHBI-UMIIOPTEPA.

9. laTa OKOHYaHUS CPOKA TOAHOCTH

VYka3pIBaeTcs pa3MellleHHas Ha KOHTelHepe (PTHKETKe) jgara Jyis
ONpENCIICHUS BPEMEHU, Ha TMPOTSIKEHUH KOTOPOTO OXKHUJAETCS, YTO
OpPOAYKIUSI TPU €€ XPAaHEHUH B TPEOYEMBIX YCIOBUSIX COOTBETCTBYET
YTBEPXKJIECHHBIM B CTpaHE-UMIIOpTEpe crheruduKanusM, JACHCTBYIOIMIMM B
TEUEHHE BCET0 CPOKA TOJHOCTH; TTOCIIE ATOM AAThl MPOIYKIIUIO PUMEHATH HE
clenyer.

10. Ha3Banms, agpeca W HOMEpa JUIECH3WM BCEX IPOU3BOJACTBEHHBIX
IJIOIIA/IOK M MECT MPOBEICHUSI KOHTPOJISI KAaUeCTBa

VYka3pIBaloTCs BCE TPOU3BOJCTBEHHBIC IUIOMIAJIKH, CBSI3aHHBIE C
JaHHBIM TIPOM3BOJICTBOM, BKIIIOYas YMaKOBKY (MapKHPOBKY) M KOHTPOJIb

Ka4geCTBa CCPHUHU C YKA3aHUEM HaA3BaHUA, aapceCa W HOMCpaA JIMICH3HH.
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Ha3Banusa u agpeca AOMKHBI COOTBETCTBOBATh YKa3aHHBIM B JIMLIEH3UU Ha
IPOU3BOJICTBO.

11. Ceptudukatbl COOTBETCTBHUS TpeOoBaHUsAM HacTosmx IIpaBun
JUIsL BCEX IIPOM3BOJCTBEHHBIX IUIONMIAJIOK, YKa3aHHBIX B cepTudukare
JIEKapCTBEHHOT'O CPEJICTRA.

VYka3bpIBatoTCsl HOMEpa cepTU(UKATOB.

12. Pe3ynbTaThl aHAJIU30B

VYKa3pIBalOTCS  yTBEP)KACHHBIC CHENU(UKAIIMNA, BCE TOJyYCHHBIC
pe3yabTaThl U CCBUIKMA Ha TMPUMEHEHHBIE METOMBI (MOKHO TIPUBECTH CCHUIKY
Ha OTJAEJbHBIA TOAMUCAHHBIM M JAaTUPOBAHHBIA cepTU(UKAT aHAIM3a,
KOTOPBIHN JOJIKEH ObITh MPUITIOKEH ).

13. KommenTapuu

VYka3pIBaeTcs Kakas-TuO0 JOMOJHHUTENbHAs WH(OpMamus, KOTOpas
MOXKET OBITh TOJIE3HOM i1 uMmopTepa u  (WIM) HMHCIEKTOpa,
MOA