YTBEPXJIEHBI

nocraHoBjeHHeM [IpaBuTennCTBa
Poccuiickoii Oenepariuu
oT 12 Mas 2018 r. Ne 572

U3IMEHEHMHAHA,

KOTOpbi€ BHOCATCH B NocTaHoB/IeHHe [IpaBuTe/bCTBA
Poccuniickoit Penepaunn or 30 HosiOps 2015 r. Ne 1289

1. Homonuute nynxtamu 1' u 12 CHIEYIOLIEro COJCPHKaHHA:

"1'.B Clly4yae €ClIM TIIoClie OTKJIOHEHUS 3afBOK (OKOHYATelbHBIX
NPEIJIOKEHUH) B TOpAKE, YCTAHOBAEHHOM IIYHKTOM | HAacTOALIECro
NOCTAHOBJICHHS, XOTA Obl oOjxHa 3asBKa (OKOHYATENbHOE TIPENJIOKEHHE)
COAEPXKHT IpeIJOXKEHHE O IIOCTABKE NEKAPCTBEHHBIX MpenapaToB, BCE CTaguM
MpPOM3BOJACTBA KOTOpBIX, B TOM 4YHCJle CHHTe3 MOJIEKYJbl AEeHCTBYIOIIEro
BellleCcTBa pu NPOH3BOJCTBE dbapManeBTHYECKUX cybcTaHIMH,
OCYWIECTBJIAIOTCA Ha TEPPUTOPHAX TOCYJapCTB - 4ieHOB EBpasuiickoro
3KOHOMHYECKOr'0 CO03a, H IIPH 3TOM CBEJEHHS O TaKuxX (apManeBTHIECKHX
CyOCTaHIIMAX B YCTAHOBICHHOM IOpSAJKE BKIIOYEHBI B PETHCTPALIMOHHOE J0ChE
Ha 3T JIEKapCTBEHHbIE IIpernapaTthl, B OTHOIICHHH TAKHUX JIEKapCTBEHHBIX
[IpenapaToB NPUMEHAIOTCS YCIOBUS JOIMycKa Ui Leledl OCyHIeCTBICHHS
3aKyIIOK TOBAapoOB, IPOMCXOMAALIMX U3 HHOCTPAHHOIO TOCYAAapCTBA WJIM IPYIIIBI
HHOCTPAHHBIX  TIOCYAApCTB, yCTaHOBIEHHble  (elepalbHBIM  OpPraHOM
UCMOJIHUTENIbHOM  BJACTH, OCYLIECTBISAIOIIMUM (YHKIMH 10 BbIpaboTke
rOCYAapCTBCHHOM MONUTHKHM W HOPMAaTHBHO-NPABOBOMY pEryJIMpOBaHHIO B
cepe OCYLIECTBICHHS 3aKyNOK TOBapoB, paboT, ycnyr mnsd obecrnedeHHs
roCyAapCTBEHHbBIX 1 MyHULIMNAIBHBIX HYX.

1% IonTBepxaeHHEM COOTBETCTBHS JIEKAPCTBEHHOro TMpernapata |
(apmauieBTHYECKOH CYOCTAaHIMM TpeGOBaHHMAM, YKa3aHHBIM B ITyHKTe '
HACTOSAILETO MTOCTAHOBJIEHHS, SBIAETCA NCKIAPUPOBaHHE YYACTHUKOM 3aKyTNKH
B 3ajdBKe (OKOHYATENbHOM TpEeATOXEHWH) CBeNeHMH O JOKYMEHTe,
MOATBEPXKAAIOLIEM COOTBETCTBHE NMPOU3BOAUTENS JIEKAPCTBEHHBIX CPENCTB IS
MEAMIMHCKOro fIpuMeHeHns TpeboBaHusM [IpaBin Hagexaiuei Mpou3BOACTBEHHOM
NpakTHKY EBpa3uiickoro 3kOHOMHYECKOTIO COI03a, YTBEPXAEHHbIX PemieHuem
Cosera EBpasmuiickoii skoHOMH4eckoil KOMHCCHM OT 3 HosOps 2016 1. Ne 77
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"O6 yrsepxneHud IlpaBun Hamiexame#d NPOM3BOACTBEHHOM [PaKTUKU
EBpasuiickoro  skoHOMHdeckoro coro3a", wmaM IlpaBun  Hajexallew
MPOM3BOACTBEHHON NpaKTUKH, YTBEPKACHHBIX MuHHCTEPCTBOM
NpOMBILIIEHHOCTH U ToproBiu Poccuiickoit Penepal B COOTBETCTBUU C
yacTeio 1 craThu 45 DepepansHoro 3akoHa "O6 oOpallleHHH JeKapCTBEHHBIX
cpeacTB", M CBENCHHH O [OKYMEHTE, CONEPXKAaIlleM CBEAEHHS O CTaAusax
TEXHOJIOTHYECKOro IpoLecca MPOU3BOJACTBA JIE€KAPCTBEHHOIO CpeicTBa A
MEeJUIMHCKOrO NPUMEHEHHUs, OCYLIECTBIIEMBIX Ha TeppUTOpur EBpasuiickoro
9KOHOMHMYECKOTO COr03a (B TOM YHUCJE O CTagusaX MpPOU3BOACTBA MOJEKYIbI
JEeHCTBYIOLIEr0 BellecTBa (papMaleBTHYECKOM CYOCTaHIHH), BbIIAaBaEMOM
MMHUCTEPCTBOM MIPOMBILUICHHOCTH M TOpProBid Poccuiickodt Pegepauud B
YCTaHOBJIEHHOM UM nopsike.".

2. TIyHKT 2 W3J10XKHUTh B CEAYIOLIEH pelakiMH:

"2.IlogTBep)KaeHHEM  CTpaHbl  MPOHCXOXKIEHHSA  JIEKapCTBEHHOIO
nperiapaTa ABISETCS OAUH U3 CIECOYIOMHUX NTOKYMEHTOB:

a) cepTudukat 0 TIPOHCXOXACHUH TOBapa, BBIIABAEMBIN
YIIONIHOMOYEHHbIM  OpraHoM (opraHu3auveii) rocygapcTBa -  4ieHa
EBpazmiickoro 3Kk0HOMHYECKOTO cOot03a Mo ¢opme, yctanorneHHoH [IpaBunamu
olpezencHUs CTpaHbl IPOUCXOXIAECHUS TOBAaPOB, SBISIOIIMMHUCA HEOThEMIIEMOM
yacTeto Cornamenus o IlpaBunax omnpeneiieHHs CTpaHbl MPOMCXOXKIAECHHSA
toBapoB B CoapyxectBe HezaBucumerx I'ocynapcts ot 20 Hos0psa 2009 1., u B
COOTBETCTBHM C KPUTEPUSMHU OMpeNeNeHHA CTpaHbl NPOUCXOXKACHHUA TOBApOB,
npeaycMOTpeHHBIMH yKa3aHHbIMU | IpaBunamy;

0) 3aKio4eHe O TIOATBEPXKAEHHM IPOM3BOACTBA IPOMBILIUIEHHOH
npoaykuuu Ha Teppuropun  Poccumiickoit  ®Penepanuy, BblaBaeMoe
MunucTepcTBOM IIPOMBILLIEHHOCTH U Toproeiau Poccuiickoli ®epnepauud B
cooTBeTcTBHM ¢ IlpaBunamMu BblAa4u 3aKIIOYEHHA O ITOATBEPXKACHHUHU
NPOU3BOACTBA IIPOMBIUUIEHHON MNpOAYKUMH Ha Tteppuropun Poccuiickoit
Denepaiyu, yTBepKACHHBIMH noctaHoBieHHeM IlpaButensctBa PoccHiickon
®enepaunu ot 17 wong 2015 r. Ne 719 "O nmoarBepxAeHUM NPOU3BOJACTBA

"

IIPOMBILLIEHHOH MPOAyKIMH Ha TeppuTopuu Poccuiickon @enepauun’.”.
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