O BHeCceHUM U3MeHeHUH B nocTaHoBsieHue MpaBuTennCcTBa
Poccumnckon Pepepauum ot 30 HOAOpa 2015 r. Ne 1289

MocTtaHoBneHue - Ne 572 - o1 12.05.2018 - MpaBuTenbcTBO Poccuiickon Genepauun - LencTByeT 6€3 namMeHeHUn

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 12 MAA 2018 . Ne 572
MOCKBA

O BHeCeHUN U3MeHeHUn B nocTaHoBeHue MNpaBnTenbcTBa Poccuiickon Penepaunn ot 30 Hosbps 2015 T.
Ne 1289

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBEpANTbL Npuiaraemble N3MEHEHUS, KOTOPble BHOCATCSA B MOCTaHOB/eHNe MMpaBuTenscTBa POCCMNCKON
®epepaumm ot 30 Hoabps 2015 r. Ne 1289 "O6 orpaHMYeHUsAX U YCNOBUAX AOMYCKa NPOUCXOAALLUNX U3
MHOCTPaHHbIX FOCYAaPCTB JIEKAaPCTBEHHBIX NMPEMNapaToB, BKAOYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOANMbIX
N BaXKHENLINX NIeKapCTBEHHLIX NPenapaToB, AN Lefei 0CyLLeCTBAeHNS 3aKynoK Aas obecnevyeHuns
rOCYyAapCTBEHHbIX 1 MyHUUMNanbHbiX Hyx 4" (CobpaHne 3akoHofaTensCcTBa Poccunckon ®epepaumm, 2015,
Ne 49, cT. 6981; 2017, Ne 23, cT. 3359).

2. HacToAllee nocTaHOBNeHMe BCTynaeT B cuay ¢ 1 aHBapa 2019 r. n NnpuMeHAeTCH K OTHOLLEHNAM,
CBAI3aHHbIM C OCYLLECTB/IEHNEM 3aKYMOK JIEKapCTBEHHbIX NPenapaToB, BKIOYEHHbIX B MepeyYeHb XNU3HEHHO
HeobX04MMbIX N BaXXHENLUMX IEKaPCTBEHHbIX MpenapaTos, Ans obecnevyeHns rocyLapCTBEHHbLIX U
MYHULMMNANbHbBIX HYXXA, N3BELLEHNS 06 OCYLLECTBAEHNN KOTOPbIX Pa3MeLLeHbl B eIVHOA MH(OPMaLIMIOHHON
cucTeMe B chepe 3akynok Anbo npurnalleHns NPUHATb y4acTue B ONpefeeHnn NocTaBLLMKa KOTOPbIX
HanpasJfieHbl NoCne YKa3aHHON AaThl.

MNpencenatens MpaBuTenscTea
Poccunckon ®epepaunn O.Mensenes

YTBEPXIEHbI

nocTaHoBeHVeM lNpaBUTeNbCTBa
Poccuinckon ®epepauun

oT 12 mas 2018 r. Ne 572

W3MEHEHUA,
KOTOpbI€ BHOCATCS B NOCTaHOBNeHMe MpaButenscTBa Poccuinckon depepauun ot 30 HOs6pa 2015 r. Ne
1289

1. JononHnTb NyHKTamMn 1 1 1 1 2 cnepyrowero cogepxaHus:

"11.B cny4yae ecnm nocse oTKAOHEHNS 3a5BOK (OKOHYATENbHbIX NPEASIOKEHNN) B NOPAAKE,
YCTaHOBJIEHHOM MYHKTOM 1 HaCTOSILLEro NOCTaHOBEHUS, XOTA 6bl OHa 3asBKa (OKOHYaTeNbHOe
NpeaJsoKeHNEe) COQEPXKUT NPeasoxXeHne 0 NoCTaBKe IEKAaPCTBEHHbIX NpenapaTos, BCe CTaaumn
NMPOM3BOACTBa KOTOPLIX, B TOM YMC/Ie CMHTE3 MOJIEKY bl LENCTBYIOLLEro BELLEeCTBa NP1 Npon3BoACTBE
hapMaLeBTNYeCKNX CybCTaHUMIA, OCYLLECTBASIOTCS Ha TEPPUTOPUAX FOCYAapCTB - YaeHoB EBpa3niickoro
3KOHOMUYECKOro COK3a, U NPU 3TOM CBEAEHNS 0 TaKMX (hapMaLleBTUYeCKnX cybCcTaHLMAX B yCTaHOBAEHHOM
nopsakKe BKJOYEHb! B perncTpaumnoHHoe AOCbe Ha 3TU JIeKapCTBEHHbIE NpenapaThbl, B OTHOLWEHUN TaKnX
JIeKapCTBEHHLIX NpenapaToB NPUMEHSIOTCS YCI0BUA LOMYCKa N5 Lefel 0CyLWeCTBeHNS 3aKynoK
TOBapOB, MPONCXOAALLMX N3 MHOCTPAHHOIO rOCyAapCTBa WM rPynmbl MHOCTPaHHbIX FOCYAapCTB,
YCTaHOBJIEHHbIE (pe,uepaanuM opraHom NCNONHNTENBHON B/1aCTW, ocyLlecTBaAOWNM qI)yHKLI,VII/I Mo
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BblpaboTKe rocyAapCTBEHHOM MNOANTUKN 1 HOPMaTMBHO-NPABOBOMY peryJiMpoBaHuto B cepe
OCYLLECTBJIEHNS 3aKYMOK TOBapoB, paboT, ycnyr ana obecnevyeHnsa rocyapCTBEHHbIX Y MYHULMNAbHbIX
HYX Q.

12 . lMonTBepXXAeHNEM COOTBETCTBUSA JIEKAPCTBEHHOIO NpenapaTta 1 hapMaLeBTUYeCKon cybcTaHLmm
TpeboBaHMAM, yKa3aHHbIM B MyHKTe 1 1 HacToALWero NnoCTaHOBAEHWS, ABASETCA AeKlapupoBaHue
YYaCTHMKOM 3aKYMKKN B 3a5BKe (OKOHYaTesIbHOM NPeasio)KeHN ) CBEAEHNA O LOKYMEHTe,
noATBepXaloleM COOTBETCTBUE MPOU3BOAMNTENS JIEeKapCTBEHHbIX CPEACTB AN MeANLIMHCKOro
npumeHeHuns TpebosaHnsaM MpaBua Hagnexallen NPON3BOACTBEHHOM MPaKTMKN EBPa3nMinCcKkoro
3KOHOMMYECKOro COK03a, YTBEPXKAEHHbIX PewweHnem CoeTa EBPa3nNCKON 3KOHOMUYECKON KoMUccum ot 3
HoA6ps 2016 r. Ne 77 "O6 yTBepxaeHWM MNpaBun Hagnexallen Npou3BoACTBEHHON NPaKTUKN
EBpa3nnCKoro 3KOHOMUYECKOro coto3a”, nam MpaBna Hagnexallen Npon3BoACTBEHHON MPaKTUKN,
yTBEPXAEHHbIX MUHUCTEPCTBOM MPOMBILLIEHHOCTY 1 TOProsan Poccminckon depgepauum B COOTBETCTBUM C
YyacTbio 1 cTaTbm 45 GenepanbHOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX CPeACTB", U CBEAEHWIA O
LOKYMeHTe, COLepXalleM CBeleHUs 0 CTafamax TEXHONOrMYeCKoro npoLecca npon3BoacTBa
JIEKapCTBEHHOrO CPeAcTBa A1 MeAULIMHCKOrO NPUMEHEHUS, OCYLLECTBISEMbIX HA TEPPUTOPUN
EBpa3nnCcKoro 3SKOHOMUYECKOrO COto3a (B TOM Yuce 0 CTaamax NpoM3BoACTBa MOJIEKY bl AENCTBYHIOLLErO
BellecTBa (hapMaLeBTUYeCcKon CybcTaHuum), BblaaBaeMoM MUHUCTEPCTBOM MPOMbILLIIEHHOCTY U TOProBan
Poccninckon degepaunm B yCTaHOBJIEHHOM MM nopsake.".

2. MyHKT 2 N300XNTb B C/IeAyIOLLEN pefaKLnm:

"2. MoaTBep)XAeHNeM CTPaHbl NPOUCXOXOEHNS JIEKAPCTBEHHOM O NpenapaTa SBASeTCs OAUH U3 Cneayowmx
LLOKYMEHTOB:

a) cepTUdUKaT 0 NPOUCXOXAEHNUM TOBapa, BblAaBaeMbll yNOJHOMOYEHHbLIM OpraHoM (opraHu3aunen)
rocygapcTea - YieHa EBpa3minckoro 3KOHOMMYeCKOro coto3a no opme, yCtaHoBeHHOW MpaBmnamu
onpeneneHns cTpaHbl NPOUCXOXAEHNS TOBApOB, ABASIOWLMMUCS HEOTbEMIEMON YacTbio CornalleHms o
MpaBunax onpegeneHns CTpaHbl NPOMCX0oXXAeHNSA ToBapoB B CoapyxecTBe HesaBncuMbIX [oCcyapcTs OT
20 Hos6pa 2009 r., 1 B COOTBETCTBMM C KPUTEPMSAMM OMpefeneHns CTpaHbl MPOUCXOXAEHNS TOBApOB,
npenycMOTPEHHbIMI yKa3aHHbIMK MMpaBuiamu;

6) 3aK/l04YEHNe 0 MOATBEPXKAEHNM NPOM3BOACTBA NPOMBbILLIEHHON NPOAYKLIMM Ha TeppuTopunn Poccuinckom
depepaumm, BblaBaeMoe MUHUCTEPCTBOM MPOMbILLAEHHOCTM U TOproeau Poccuinckon ®epepaunu B
COOTBETCTBUM C lMpaBmniamMn BbiAayn 3aKI0HeHNA O MOATBEPXKAEHUN NPOM3BOACTBA NPOMbILLIEHHON
NpoAyKUUM Ha Tepputopumn Poccuinckon depepaLimmn, yTBEPXX AEHHLIMU NOCTaHOBAEHWEM MpaBuTeNbCTBA
Poccninckon ®epgepaunm ot 17 nons 2015 r. Ne 719 "O noaTBEpP)XAEHUMN MPON3BOACTBA MNPOMBILLIIEHHON
nNpoayKuUun Ha Tepputopun Poccuinckon Genepauun™.".
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