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MWHWCTEPCTBO 34pPaBOOXPaHEHNS
Poccuiickoii deaepaunn

DPEJEPAJIBHAA CNTY>XXBA O HAA3OPY

B COEPE 3[IPABOOXPAHEHMS CybbeKTbl 0bpallieHus
(POC3APABHA/ASOP) NeKapCTBEHHbIX CPeACTB
CnassiHckas nn, 4, ctp. 1, Mocksa, 109074
Tenedow; (495) 698 45 38: (495) 698 15 74 TeppuToprasibHble opraHbl
defepanbHOM Cny06bl Mo Haa30py B
'/3.08. cthepe 34paBoOXpaHeHUS
Ha No oT

MeALMHCKME OpraHu3aLmm

0 MNpeKpalleHMn obpalleHuns OpraHbl yrpaseHns
CeEpUU NIeKapCTBEHHOIO cpeacTaa
34paBoOXpaHeHnemM CyObLEKTOB
Poccuiickonn deaepaumm

defepanibHOM  CNy>60M MO  HaA3opy B cepe 34paBOOXPAHEHUA  TMPUHSATO
peLLeHne 0 NpeKpaLleHUn obpaLleHns NeKapCTBEHHOrO cpeacTBa «poTaBepuH, pacTeBop
AN nHbeKuMin 20 mr/mn 2 mn, amnynbl (5), YNakoBKM Si4EIMKOBble KOHTYpPHbIe (2), nayku
KapToHHble» cepun 0710918 npomssogctBa OAO «bBuoxmmunk» (Poccus), B CBA3N C
NHMOpPMaLMenl 0 BbISBIEHNN B pamMKax BbIOOPOYHOro KOHTPO/S KadeCTBa JIeKapCTBEHHbIX
CPeACTB 3KCMepTHOM opraHuzauven Prey «MMUIYAOCMI» Poc3gpaBHaasopa
(Kypckuii mnmnasnt) HeCOOTBETCTBUSA KadecTBa NapTuUX BblLLeyKa3aHHOI0 /1IeKapCTBEHHOIO
cpefcTBa TpeboBaHMAM HOPMATUBHOW [OKYMeHTauun Mo rnokasatento «CTepuibHOCTbY,
BMnafeney, naptun nekapcTBeHHoro cpefacrtesa Y3  «[JonropykoBckKas —pavioHHas
6onbHMLa» (Jlnneykas obnacTb, €. JoONropykoso, yn. TUMMUpsAseBa, 4. 24).

TeppuTtopranbHOMy opraHy Poc3fpaBHagsopa no Jluneukoi o6nacty obecnevnTb
KOHTPO/Ib 33 U3BATMEM U3 FPaX[aHCKOro 060pota M YHUUTOXEHWEM B YCTAaHOB/IEHHOM
nopsiAKe yKasaHHOW napTumn He06poKayeCTBEHHOI 0 JIEKapPCTBEHHOIO CPeaCTBa.

CybbekTaM 06palleHNs  NIeKapCTBEHHbIX CPeACTB, BK/O4Yas  MeULMHCKKeE
opraHusauun, HagneXuT MNPUHATb Mepbl, Hanpas/ieHHble Ha co6/oaeHne TpeboBaHUI
n. 30 [paBun Hagnexawleh nNPaKTUKN XPaHEHUSS W MEPEBO3KU  JIEKAPCTBEHHbIX
npenapartoB AN1A MeAVULMHCKOro MNPUMEHEHUSA, YTBEPXAEHHbIX MpuKasoM MuH3gpasa
Poccum ot 31.08.2016 Ne 646H. O pesynbTatax nMpoBeAeHHOMW paboTbl crnegyeT
NH(OPMUPOBATL TeppPUTOPUaNIbHbIE OpraHbl Poc3gpaBHaa3opa.

TeppuTopnasibHbiM ~ opraHam  PocsfpaBHag3opa 06ecnedynmTb  KOHTPONb  3a
BbISAB/IEHWEM U U3bATUEM W3 06paLLeHNsA yKasaHHOW CepUKN JIeKapCTBEHHOro npenapara.
O nposegeHHOM paboTe MHopMMpoBaTb Poc3gpaBHag3op.

defepasibHad cnyxba Mo Hag3opy B cgepe 34paBOOXpaHEHUA  YKasblBaeT
M3roToBuUTEN0  (Npofasyuy, NuUy,  BbIMNOJHAKOLWEMY  (MYHKUAW  WHOCTPaAHHOIO
N3roToBUTENSA) AaHHOW Cepuun IeKapCTBEHHOrO CpeacTBa Ha HeOOXOAMMOCTbL MPOBeAEeHUS
MEPONPUATUIA, MNPefyCMOTPEHHbIX cTaTbert 38 degepasnbHOro 3akoHa oT 27.12.2002
Ne 184-P3 «O TeEXHNYECKOM PerysimpoBaHun».



Poc3gpaBHaA30p NPeAnucbIBaeT U3roTOBUTENH (MPOAABLY, NNLLY, BbINOMHSOLEMY
(hYHKLUM MHOCTPAHHOIO M3roTOBUTENS) B TEUEeHME [eCATU AHE ¢ MOMeHTa Mofy4YeHus
MHoOpPMaLMN 0 HECOOTBETCTBMM NIeKAPCTBEHHOMO cpeAcTBa 06513aTe/IbHbIM TPeGOBaHNSM
K Ka4yecTBY pas3paboTaTb W cornacoBaTb ¢ Poc3gpaBHaA30pOM Mporpammy MeponpuaTuii
Mo NpefoTBPALLEHNIO YTPO3bl MPUYMHEHUSI BPea XXN3HW 1 340POBbI0 FpaXkaaH.
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