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HND oT

MegunumHCKMe opraHusaunm
O npekpatleHun obpateHns

CeEpPUnN NeKapCTBEHHOIO cpeacTBa
P P PeA OpraHbl ynpasieHns

34paBOOXpaHeHneM CyOHLEKTOB
Poccuiickon depaepaunm

depnepanbHOn cnyxx60i No Haa3opy B cdiepe 34paBOOXPaHEHNS NPUHATO PELLUEHNME O
npekpaLleHmmn obpalLieHns TeKapCTBEHHOMO cpefcTBa «CuMM3ns, pacTBOp A4/18 MOAKOXHOro
BBefeHns 200 mr/mn 1 ma, wnpuubl (2), B KOMMIEKTe C cangeTkamu (2), KHUXeyka
KapToHHaa «ByMaXKHUK»» cepun 246778 npounssofcTBa «Bettep dapma-DepTUryHr
MmM6X n Ko.KI», MNepmanHns/ «kKOCb ®apma C.A.», benbrusa (ceptudmkar COOTBETCTBUSA
Ne POCC BE.®M08.B05042 ot 25.07.2018), B CBA3N C MH(opmauMen O BbISBNEHUN
3KCNepTHOM opraHuzaumein ®rey «MMULI3IYAOCMI» Poc3apaBHaazopa (MoCKoBCKas
naboparopus) B pamKax BblOOPOYHOrO KOHTPONSA KayecTBa JIEKAPCTBEHHbLIX CPEACTB
HECOOTBETCTBMA MapTUM  BblLIEYKA3aHHOrO JIeKapCTBEHHOrO cpefAcTBa TpeboBaHWAM
HOPMaTUBHON  [JOKyMeHTaumu no  nokasatensm:  «[lognuHHocTb  (Buonpo6a)»,
«Cneundunyeckas  aKTUBHOCTb»;  Bfageniey, NapTuM  NIeKapCTBEHHOro  CpefcTsa
000 «HOCBE dapma JTorucTuke.

CybbekTam 06palleHus 1eKapCTBEHHbIX CPeACTB, BKIOYasA  MeAMLMHCKME
opraHusaumn, HagIeXxuT MPUHATbL Mepbl, HanpaefieHHble Ha Co6/oAeHVe TpeboBaHWiA
n. 30 [paBun Hagnexawled nNPaKTUKA XPaHeHUS U MepeBO3KU  NIeKapCTBEHHbIX
npenaparoB A1 MeAMLMHCKOro MPUMEHeHWs, YTBEPXAEHHbIX MpukasoM MwuH3gpaBa
Poccum ot 31.08.2016 Ne 646H. O pesynbTatax MpPoOBeAeHHOW paboTbl cnefyet
NHJOpPMUPOBaTL TEPPUTOPUA/IbHBIE OpraHbl Poc3apaBHag3opa.

TepputopnanbHbiM — opraHam  Poc3gpaBHafs3opa 06ecneynmTtb  KOHTPO/b  3a
BbISIB/IEHNEM U U3bATUEM W3 0OpaLLeHUs YKa3aHHOW Cepuy NeKapCTBEHHOro CPeacTBa,
Haxogswlencs B oOpalweHMM  Ha  OCHOBaHUW  cepTU(Mkata  COOTBETCTBUSA
Ne POCC BE.®M08.B05042 ot 25.07.2018. O npoBeAeHHOW paboTe WMHMOOPMUPOBATb
Poe3apaBHaa3op.

depepasibHad  cny)kba nNo  Hagsopy B cepe 34paBOOXPaHEHUs  YKas3biBaeT
usrotosutento  (mpogasuy, vuy,  BbINOMHAKOWEMY  (YHKUMM  MHOCTPAHHOro
N3roToBUTENS) AaHHbIX CEPUIA NEKapCTBEHHOMO CPeACcTBa Ha HEOBXOAMMOCTL NPoBeAeHNs
MepOonpuATUA, NPedyCMOTPEHHbIX cTaTbeil 38 PeaepanbHOro 3akoHa oT 27.12.2002
No184-d3 «O TeXHNYECKOM PerynmpoBaHum».



Poc3apaBHag30p NpeAnucbIBaeT M3roToBuUTeNto (MpogasLy, NNLY, BbIMOMHAOLEMY
(bYHKLUMM MHOCTPAHHOIO M3roTOBUTENS) B TeUeHMe AECATU [Heli C MOMeHTa MonyyeHus
MHAOPMaLMM O HECOOTBETCTBUW NEKAPCTBEHHOrO CPeACTBa 06s3aTeNlbHbIM TPE6OBaHMSAM
K KauecTBY pa3paboTaTb W cOrnacoBaTb C Poc3gpaBHaA30pOM MporpammMy MeponpusiTuia
Mo NPeAOTBPALLEHMIO YTPO3bl NPUYMHEHNS BPEAA XKU3HW 1 30POBbI0 FpaXKaaH.
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