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Cepunn NeKapCTBeHHOro cpeacrtea OpraHbI ynpasnexns

3[paBOOXpPaHeHNeM CyObeKTOB
Poccuiickoin degepaunm

defepanbHOl cnyX60i No Hag3opy B ciepe 34paBOOXPaHEHUS MPUHATO peLleHue o
npekpatleHnn obpalleHns nekapctBeHHoro cpeactea «POCPOPAJ/TI POM®APM, rpaHy/bl
4NA NPUrOTOB/IEHNA pacTeBopa AnAa npuvema BHYTpb 3 1, naketmkum 8.0 r (1), nauku
KapTOHHbIe» cepumn 1720311 npowussoactBa «K.O.Pompapm KomnaHu C.P.J1.» (PymMblHUSA) B
CBA3N C UHopMaumel 0 BbISBNEHUN 3KCNepTHON opraHmsaumein ®reyY «MMLUI3IYAOCMIT»
PoesgpaBHag3opa (MockoBckasa niabopatopusa) B pamKax BbIOOPOYHOro KOHTPO/ISA KauyecTBa
NNIEKapPCTBEHHbIX CPEeACTB  HECOOTBETCTBUA NapTUM  BbllleyKa3aHHOro JIeKapCTBEHHOr0
cpefcTBa TpeboBaHMSAM HOpPMaTMBHOW [OKYyMeHTauuu o nokasatento «Bopax»; Bnagenew,
napTum nekapcteeHHoro cpegcrtea OO0 «<POMPAPMANY.

CybbekTaMm  obpalleHUs  /IeKapCTBEHHbIX  CPeACcTB,  BK/WYasA  MeAULMHCKME
opraHusaunun, HafneXXuT NPUHATbL Mepbl, Hanpas/ieHHble Ha cobtofeHne TpebosBaHui n. 30
MpaBun Hagnexawer NPakTUKU XpaHeHUs N NepeBO3KW JIeKapCTBEHHbIX MpenapaToB /s
MeANLVHCKOro NPUMeHeHUs, YTBEPXAEHHbIX npukasoMm MwuH3gpasa Poccum ot 31.08.2016
Ne 646H. O pe3ynbTaTax NPoOBeAeHHOW paboTbl crefyeT MHHDOPMUPOBATL TEPPUTOPUATIbHbIE
opraHbl Poe3gpaBHasopa.

TeppuTopuasibHbIM opraHam Poe3gpaBHaf3opa 06ecneynTb KOHTPO/Ib 33 BbISIB/IEHNEM
N N3bATUEM U3 06paLLEeHUs YKa3aHHOW Cepun /leKapCTBeHHOro npenapata. O NpoBeLeHHOW
paboTe nHopMmpoBaTb Poe3apaBHaa3op.

defepanbHaa cnyxbéa Mo  Hag3opy B cepe  34paBoOXpaHEHUA  yKasblBaeT
N3roToBUTeNto (MpogasLy, /NLY, BbINOMHAKLWEMY (PYHKLUWM MHOCTPAHHOIO M3rOoTOBUTESA)
[aHHbIX CepUin NeKapCTBEHHOro CpeAcTBa Ha HE0OXOAMMOCTb MPOBEAEHUS MeponpuUATURA,
NpeaycMOTPEHHbIX CcTaTbel 38 defepasibHOro 3akoHa OT 27.12.2002 Nel84-d3 «O
TEXHUYECKOM PeryinpoBaHum».

Poe3spaBHaA30p MpefnucbiBaeT WU3roToBUTENH (MpogasLy, Nuvuy, BbINOMHAKOLWEMY
(hYHKUUN MHOCTPAHHOIO0 W3roTOBUTENS) B TeyeHMe [AeCATW [Heill ¢ MOMEHTa MNoJy4deHUs
nHopMaLmn 0 HECOOTBETCTBMW JIEKAPCTBEHHOI0 CpPeAcTBa 06fA3aTesibHbIM TpPeboBaHMAM K
KayecTBy paspabotaTb M cornacosaTb C Poe3gpaBHaA30pOM nporpaMmy MEePOMNPUATUIA MO
NnpefoTBPALLEHNIO YTPO3bl MPUUYMHEHNSA BPeLa XXU3HN 1 300POBbI0 rPaXkaaH.
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