EBPA3UNCKASI SKOHOMMNYECKASI KOMUCCHUS
KOJUIETI'USA

PEINEHHUE

«29» nexabps 2015 r. Ne 177 r. Mocksa

O IIpaBuiax BeleHUs] HOMEHKJIATYPbI
MEIHIHHCKHX H3IeJTHH

B coorBerctBuM ¢ nyHktoMm 2 crarbu 31 [JoroBopa o EBpasuiickom
SKOHOMHYECKOM coroze oT 29 mas 2014 ropa, ab3auem BTOpbIM NyHKTa 4
cratbu 4 CornameHus O eAMHBIX MPUHLMIAX M [paBUax oOpaleHus
MEJIMLUMHCKUX  W3JeNuid  (M3AeNuid  MEIMUMHCKOrO  Ha3Ha4YeHWs |
MEIMLMHCKOW TEeXHUKH) B pamkKax EBpa3zuiickoro 3KOHOMHMYECKOTO CO3a
or 23 nexabps 2014 ropa, nynktoMm 24 npwioxenus Ne 2 k Pernamenry
paboTel  EBpa3uiickoil  SKOHOMHMYECKOH KOMHCCHM, YTBEPKIEHHOMY
PemenneM Briciiero EBpazuiickoro 5JKoHOMH4e€CKOro coBeTta oT 23 nexadps
2014 r. Ne 98, u B uenax ucnojiHeHus: Pemenus Beiciiero EBpasuiickoro
sKOHOMHUYeCcKOro coBera oT 23 nexadbps 2014 r. Ne 109 «O peanuzauuu
CornaimieHus 0 eAMHBIX MPUHLIMUIAX U IpaBWIAX OOpalIeHUs MEIULUHCKHUX
u3fenuil (M3euidi MeIMUUHCKOr0 Ha3HA4YEeHUs U MEJULUHCKOM TeXHUKH)
B paMkax EBpasuiickoro sxoHoMmuueckoro corosza» Komnerus Epaszuiickoit
KOHOMHUYECKOH KOMUCCHH p el Haa:

1. YVrBepauts mnpuiaraemsle [IpaBuina BeneHUST HOMEHKJIATYPHI

MEIMIIMHCKUX U3/IEIIUH.
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2. OnpelenuTh ONMEpPaTOpoM HOMEHKJIATYpbl MEIULMHCKUX W3JeIUi
EBpaswuiickoro skoHOMUYeckoro coto3a DejepalibHyI0 ClIyK0y 1O Haa30py
B chepe 34paBOOXpaHEHHUS.

3. EBpasuiickoli =~ OKOHOMHYECKOW  KOMHUCCHMHM  COBMECTHO €
YIOJHOMOYEHHBIMH OpraHaMu TOCyAapcTB — wieHoB EBpasuiickoro
SKOHOMHYECKOIo cOlo3a B cepe 3/1paBOOXpaHEHHS] pacCCMOTPETh BOIPOC O
co3maHuM paboyeil Trpynmbl A8 KOOPAMHALMM padoT MO CO3/aHUI0 U
BEJEHHWI0O  HOMEHKJATypbl  MEIMUMHCKMX  u3aenud  EBpasuiickoro
SKOHOMHMYECKOTO COI03a.

4. Hactossmiee  Pemienue BeTymaeT B CHIYy 110 MCTEYEHHMH
30 kajleHJapHBIX JAHEH ¢ OaThl BCTyIUleHHs B cuily CorameHus O eMHbIX
NpUHIMIAX M MpaBwiax oOpailleHUus: MEeAMLIMHCKMX H3Jelnui (M31enui
MEJMIMHCKOTO Ha3HAuYeHHWs W MEJMLMHCKOM TeXHHKH) B paMKax
EBpa3uiickoro sKOHOMHYECKOro coto3a oT 23 nekadbps 2014 roma nmubo ¢
natbl BCTyIieHus B cuiy [Iporokona, moamucanHoro 2 aexabps 2015 r.,
o mnpucoenuHeHun PecnyOmvku Apmenus k CornameHur0 O €IMHBIX
MPUHIMIAX U MpaBWiIax oOpalleHUs MEAWLUHCKUX U3Jenui (u3aenui
MEJMIMHCKOrO Ha3HauYeHHWs W MEJMLMHCKOM TeXHUKH) B  paMKax
EBpasuifickoro 3KOHOMHYeCKoro corwos3a ot 23 pexadbps 2014 ropa
B 3aBUCHMOCTH OT TOTO, Kakas jJara siBjisieTcs OoJjiee MO03JHEH, HO He paHee
yeM 10 wucredeHur 30 KaJeHOApHBIX JAHEeW ¢ Jatel OQUIHATLHOIO

oIyOJIMKOBaHMS HacTosIero Pemenus.

[Ipencenarens Konnerun

EBpa3uiicKoil 3KOHOMHUUYECKON KOMHUC B. Xpucrenko




YTBEPX/IEHBI

Pemenunem Kosuteruu

EBpa3uiickoil 5KOHOMMYECKOH KOMUCCHH
oT 20 1. Ne

ITPABUJA
BeJeHHsI HOMEHKJIATYPbI MeJHIHHCKHX H3/1e/IHi

1. O01IMe momoXKeHus

1. Hacrosiue IlpaBuia pa3paOboTaHbl B COOTBETCTBHUHM C IIYHKTOM 2
cratbu 31 JloroBopa o EBpa3uiicKoM 3KOHOMHYECKOM COrO3€ OT 29 Mas
2014 roma u ab3aueM BTOpeIM NMyHKTa 4 crarbu 4 CornameHus O eQUHBIX
MPUHLMIAX M [paBWiaX OOpalleHuss MEJULUHCKUX HM3JENuA (M3aenui
MEIMLUHCKOTO Ha3HaYeHWs M MEJMIMHCKOH TEeXHUKH) B  paMKax
EBpasuiickoro 5SKOHOMHYEcKoro corosza oT 23 jgexabps 2014 ropa,
paclpoOCTPaHSIOTCS Ha MEIULIMHCKHE H3JeIMd, 3aperucTpUpPOBaHHBIC
B paMKax EBpasuiickoro skoHOMHueckoro corosa (manee — Coros), u
ONMpENESIIOT ~ MOPSJ0K  (OPMUPOBAaHHSA M BEIEHUSA  HOMEHKJIATYpBI
MeaquuuHckux usneaui Corosa.

2. Jlna neneidi Hactosuux [IpaBuil UCIIONB3YIOTCS MOHATHS, KOTOPBIC
03HAYaloT cleayroulee:

«ArentcTBo [7100a1bHON HOMEHKIATYPBl MEIULUHCKUAX H3JIEIHNH» —
OpraHusalys, OTBETCTBEHHAs 3a (GopMHpoBaHue U BejeHHe ITobanbHOMN
HOMEHKJIATYPbl MEAULUHCKUX U3EIIUH;

«BHJ MEIOUIIMHCKOTO U3JeJusl» — COBOKYIHOCTH MEIUUHMHCKUX
W3IEMi, MMEIOIIUX aHaJIOTHYHOe JIMOO CcXokKee Ha3HAYeHHe ¥ (unn)
YCTPOMCTBO;

«['moGanbHas HOMEHKJIaTypa MeauUMHCKUX u3nenuit» (Global Medical

Device Nomenclature) — cHCTeMaTU3UpPOBAHHBIM  HOMEHKJIATYPHBIH
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K1acCUQUKATOP BHIOB MEJULIUMHCKHX W3JEJIUHA, TPUMEHSACMbIH B IEJIX

UACHTH(PUKAIMU MEAULUHCKUX U3/IETNN,

«HOMEHKJIaTypa MEJULIMHCKHUX 123 (S04 07 Coroza» -
CUCTEMATU3UPOBAHHbIN HOMEHKJIaTypHBIH KiIaccuuKaTop BU/IOB
MEULIMHCKHUX U3JEIIUH, rapMOHHU3UPOBAHHBIN c ['mobanpHOi

HOMEHKJIaTypOi MEIUIMHCKIX U3/eIMil U TpUMeHseMbli B pamkax Coro3a.

I1. ITopsinok GpopmMUpOBaHUs U BEIEHUSA HOMEHKIIATYPBI
MeauuHcKkuX usaenui Corosza

3. Homenknarypa MenuuuHCKux usaeanii Corosa COMEpKHT MepeyeHb
BUIOB  MEOUUMHCKUX  H3JeIMH C  yKa3aHMEM  HOMEHKJIATYPHbBIX
Ha¥MMEHOBaHWH, YHUKAJIbHBIX KOJOB M ONUCAHUH BUIOB MEIUIIMHCKHX
W3JEJIMI, BKJIIOYAIOIMIMX KIacCH(DHUKAUMOHHbIE [PU3HAKKM MEIMIIMHCKHUX
M3/eMi B 3aBUCMMOCTH OT Ha3HAYeHHS METUIIMHCKUX M3/eMUi U (WIH) HX
yCTPOUCTBA.

4, HaumeHOBaHHe M OMKMCAHWE KAXXIOTO BHAA MEAULMHCKUX U3JIEIIHH,
BKJIIOYEHHBIE B HOMEHKJIATYPY MeIMUMHCKHX wu3aenuil Coros3a, AO0KHEI
COOTBETCTBOBAThH HAMMEHOBAHHUIO M OMMCAHMIO BUJIa MEIULIMHCKUX U3JIE/INH,
BKJIIOYEHHBIM B [ 7100a/IbHYI0O HOMEHKIIATYPY MEIULUHCKUX U3ECIIHH.

5.JIns  meneil  chcTeMaTH3allMd  BUAOB MEOUIMHCKHUX — HU3JIEJIHH,
BK/IIOYEHHBEIX B HOMEHKJIaTypy  MeauuuHckux  usgenuit  Corosa,
HCTIOJB3YIOTCS  KaTeropuM MENUUMHCKUX — M3Je/IMH, BKJIIOYEHHBIE B
['106anpHYy0 HOMEHKJIATYPY MEAULIMHCKUX U3/EIIUH.

6. Homenkyatypa menuuuHckux uzgenuii Coroza BXOJUT B COCTaB
eIMHOM  CHCTEMBI  HOPMATHBHO-CpaBOuHOM  uMHpopmauuu  Corosa,
dopmupyemoii B cooTBeTcTBUM ¢ IyHKTamu 4, 5 u 7 Ilporokomna o0
WH(GOPMAIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTHAX M HMH(POPMALMOHHOM

B3aMMOJIEUCTBMM B paMKax EBpasuiiCcKOro 53KOHOMHYECKOIO COHO3a
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(mpunoskenue Ne 3 k JloroBopy o EBpasuiicKoM 3KOHOMHYECKOM COIO3€
ot 29 mas 2014 roga).

7. Homenkiarypa wmeauuuHckux wuzgenuii Corosza Qopmupyercs u
BEJETCS OIEepaTOpOM HOMEHKIATypbl MenuuuHCckux usfenuii Coroza B
3JIEKTPOHHOM BHJIE, pa3Meniaercs EBpa3uiickoil 5JKOHOMUYECKOH KOMUCCUEN
(nanee — Kommccus) Ha uHpopmanmoHHom mnoprane Coro3a B
MH(OPMAIMOHHO-TEJIEKOMMYHUKAIMOHHOK ceTu «MHTepHeT» (nanee — ceTh
WurepHer), sBnsieTcsl 00IIENOCTYIHON U IPEJOCTaBISAETCS I0Jb30BaATEISAM
Ha 0€3BO3ME3THOH U HEAUCKPUMHUHALIMOHHONW OCHOBE.

8. Onmepatop  HOMeHKJaTypel  MeauuMHCKUX  u3gennii  Corosa
OCYILIECTBJIAET CIeAYIoMe QyHKIHUU:

a) obecrieyuBaeT IMEepeBOJl Ha PYCCKUH A3bIK HAaMMEHOBAaHHMKM BHJIOB
MEIULUHCKUX U3EJIMA U ONMMUCAHUH MX BHIAOB, BKIIIOYEHHBIX B [ T0OanbHyHO
HOMEHKJIATYPY MEIUIIMHCKUX M3/eJui, U BHOCUT HMX B HOMEHKJATYpPY
MeIMIMHCKUX u3enuid Coro3a ¢ IPMCBOCHHUEM YHUKAJIBHBIX KOJIOB;

0) obecrieunBaeT TMepeBOJA Ha PYCCKMH S3BIK TOJIY4YaeMbIX OT
ArenrcrBa  [7100anpbHOM ~ HOMEHKJIATypbl  MEIMLMHCKUX — M3JIEJIUMA
HAaWMEHOBAaHUI HOBBIX BHJIOB MEJMIMHCKHAX M3CJIMA U ONMUCAHUK UX BHJOB,
a TakKe CBeJeHHMH 00 H3MEHEeHMSX, BHOCHMBIX BO BKJIIOYEHHBIE B
['100anbHyI0 HOMEHKIJIATYpy MEAMLMHCKUX H3JE/IUi HauMEHOBaHWSA BUJIOB
MEIUIMHCKUX M3JEIMA U ONMUCAHUS UX BUJIOB, U BHOCUT COOTBETCTBYIOLIHE
M3MEHEHHs B HOMEHKJIAaTypy MeauiuHckux uzaenuii Corosa;

B) oOecreynBaeT MPUCBOCHHE YHUKAJIBHBIX KOJOB HOBBIM BHJaM
MEIULUHCKUX H3JEIHi, BKJIOYaEMbIM B HOMEHKIATYPY MEIUIMHCKHX
wsnenuii Corosa;

r) odecrieyrBaeT Ha OCHOBAaHMM IMOJIY4YaeMbIX OT ATrEHTCTBa

['mobanbHOM HOMEHKJIaTyPBbI MEIULAHCKUX 15K (SH) 17071 CBEJIEHUH
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00 wuckiaroYeHUH u3 [700anbHOW HOMEHKJIATYPhl MEIUIUHCKHUX H3IeNUi
OTJAEJIbHBIX BUJOB MEIMLUHCKUX W3JE/IUA HCKIIIOYEHHUE COOTBETCTBYIOLIUX
BHUJIOB MEIULMHCKUX M3JEJMH U ONUCAHUN UX BUJOB M3 HOMEHKJIATYPHI
MeauuuHeKkuX usnenuit Corosa;

1) HAallpaBJIsieT C  KCIOJIb30BAaHMEM  CPEIACTB  MHTErPHPOBAHHOM
nHpopmauuonHoii cucrembl Coroza B Komwuccuio wuHbpopmarmio o
BHECEHHBIX B HOMEHKJIATYpPy MeIULMHCKUX u3aenuit Coro3a HW3MEHEeHMSX
UL ee aKTyanu3auuu Ha uH@opmainuoHHoMm mnoptase Coro3a B ceTH
HurepHerT;

€) paccMarpuBaeT  oOpallleHHss M 3alpochl  MOJIb30Bareliei
HOMEHKJIATypbl ~ MeauuuHckux  um3genuit  Coroza,  Kacawpomuecs — ee
NPUMEHEHHUS;

) OCYIIECTBJISIET aHAIM3 U O00OOIIeHHe 3aMeUaHUud M TPeIOKEeHH
NoJb30BaTeeil HOMEHKIATyphl MeAMUMHCKHUX wu3genuit Coio3a mo ee
CTPYKTYpE U COJIepIKAHUIO;

3) bopMmHupyeT W TMpelacTaBisgeT Ha paccMoTpeHue Komuccum 1o
pe3ynpTaTaM aHaju3a 3aME€YaHMhW U T[PEeJIOKEHUNW MOoJb30BaTeeu
HOMEHKJIaTypbl MeAUUMHCKUX u3jeauid Coro3a npeaioXeHus M0 BHECEHHUIO
U3MeHeHMi B HacTosiuue [IpaBuna.

9. YnosiHOMOUYEHHbIe OpraHbl rocy1apcTB — wieHOB Coro3a 3aKjIH04aror
corjjlalieHus ¢ AreHTcTBOM [J100anbHOM HOMEHKJIATYPbl MEIULUHCKUX
U3JIeIMA 1O BOIPOCAaM MCHOJb30BaHUS OpPUTMHAIBHBIX KOJOB BHU/OB
MEAUIMHCKUX W3/eNUi, BKIIOUEHHBIX B [7100anpHYyr0 HOMEHKIATypy
MEAMIMHCKUX H3JENIMH, a TakKe MO BOMpocaM BKJIKOUeHUs B [mobanbHyro
HOMEHKJIATypy MEJUUUHCKUX H3LENUA HOBBIX BHIOB MEIUIMHCKUX

U3EJIHN.




