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MWHUCTEPCTBO 34paBOOXPaHEHUS
Poccwiickoin depepaumm

®EOEPANTBHAA CNYXBA MO HAAL3OPY r CybbeKTbl 0bpalleHuns

B COEPE 34PABOOXPAHEHUNA

(POC3/IPABHA/I30P) NeKapCTBEHHbLIX CPeaAcTB

PYKOBOAWTE/b TepputopmranbHble opraHbl
CnaBsiHcKaa nn. 4, CTp. 1, Mocksa, 109074 q)e,ﬂ,epaﬂbHOVI Cﬂy)K6b| no Hap|30py B
TenedioH: (495) 698 45 38; (495) 698 15 74 cthepe 3ApaBoOXPAHEHNS
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Ha Ne oT MeanumHcKne opraHmsaunm

O npekpaLLeHM obpaLleHns !

cepunn NeKapCcTBEHHOI0 cpeacTea OpraHb! ynpas/neHns

34paBoOXpaHeHNeM CyObeKTOB
Poccuitckoii depepaumnmn

degepanbHOM cnyX60i No Hag3opy B chepe 34paBOOXPaHEHUS MPUHATO pPeLUeHne o
npekpawieHnn  obpalleHnss  NeKapCTBeHHOro  cpeficTBa  «AKCeTUH®, MOpOWOK  AnA
NPUroToBNEHNA pacTBopa ANA BHYTPUBEHHOr0O M BHYTPUMbILWEYHOro BBefeHWA 15 T,
(nakoHbl (1), navykn KapToHHble» cepun CK22AG npowussofcTBa «Megokemun Jitg.», Kunp
(peknapauyma o coorBetctBuM Ne POCC CY.®M!1.008491 ot 15.02.2018) B CBA3N C
MH(OpMaUVein O BbISBIEHUN 3KCNepTHOW opraHuzaymein Prey «MMUIYAOCMI»
PoesgpaBHag3opa (KpacHosipckuii ¢ununan) B paMKax BblG0POYHOro KOHTPONS KadecTBa
/IeKapCTBEHHbIX CPeACcTB  HECOOTBETCTBMA MNapTuM  BbllleyKasaHHOro JIeKapCTBEHHOIO
cpeacTBa  TpeboBaHMSAM  HOPMATUBHOW  AOKYMeHTauuuM Mo nokasaTento «LIBeTHOCTb
pacTBopa»; Bnagenel, napTum nekapcTBeHHoro cpeactea 3A0 «<AVNTEMC CKNALbI».

CybbekTam  obpaleHns  NIeKapCTBEHHbIX  CPeACTB,  BK/IWYas  MeguLMHCKUe
opraHusaunun, HagneXxuT MPUHATL Mepbl, HanpaB/ieHHble Ha cobngeHune TpeboBaHuin n. 30
MpaBun Hagnexatlen NPakTUKW XpaHeHUs U MNepeBO3KM JIEKAPCTBEHHbIX MpenapaToB [A1s
MeANLWNHCKOro MPUMEHEHNA, YTBEPXAEHHbIX NMpuKasom MwuH3gpaBa Poccum ot 31.08.2016
Ne 646H. O pe3ynbTaTax MpPOBeLeHHON paboTbl cnefyeT MHMOPMUPOBATb TePPUTOPUA/IbHbIE
opraHbl Poe3ipaBHag3opa.

TepputopuanbHbiM opraHam PoesgpaBHaj3opa 06ecrnedmTb KOHTPO/b 3@ BbISABIEHUEM
N N3BATMEM K3 0OpalleHUsA yKaszaHHOW Cepun NIeKapCTBEHHOr0 CPeAcTBa, HaxoAslleincs B
obpallleHMN Ha OCHOBaHUWM aeknapaunm o cooTeBeTcTBUM Ne POCC CY.®M11.408491 ot
15.02.2018. O npoBeaeHHON paboTe MHDopMmnpoBaTb Poe3apaBHaa3op.

depepanbHas cnyxba Mo  Haglopy B cdepe 34paBOOXpPaHeHMA  yKasbiBaeT
n3rotoBuTento (npogasly, Nuvuy, BbIMNOMHAKOWEMY (YHKLAN WHOCTPAHHOIO0 W3roTOBUTENSA)
[AaHHbIX CEepUn NeKapCTBEHHOro cpeAcTBa Ha HeoOXOAMMOCTb MPOBEAEHUS MepPONpPUATURA,
NpeaycCMOTPEHHbLIX CcTaTbeir 38 PefepanbHOro 3akoHa OT 27.12.2002 Nel84-»3 «O
TEXHNYECKOM PEerysimpoBaHunmn».

PoesgpaBHaa30p npeAnucbiBaeT W3roToBuUTento (Npofasly, ULy, BbINOMHAKOLLIEMY
(PYHKUMN MHOCTPAHHOIro W3roTOBUTENA) B TeYeHWe [ecATU [Heln C MOMeHTa MosyyvYeHus
NH(OpMaLMN O HECOOTBETCTBUM JIEKAPCTBEHHOIO CpefcTBa 06s3aTeflbHbIM TPeboBaHUAM K
KayecTBy paspaboTaTb M cornacoBatb ¢ Poe3fpaBHaj30poM nporpamMmmy MeponpusaTUii no
NnpeaoTBpPaLLEHNIO YTPO3bl MPUYNHEHUA BPea XU3HW U 3L0POBbI0 rpakiaH.
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