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OpraHusauum, ocyLLecTBAOLLMe
IKCMEPTU3Y KayecTBa

™6 oT3bIBe M3 06paLeHus I NIEKapPCTBEHHbLIX CPEACTB

NeKapCcTBEHHOrO npenapara

Ha Ne oT

MeaunLMHCKMe opraHmn3aLmm

OpraHbl yrpasfeHums
34paBOOXpaHeHVeEM CyObeKTOB
Poccuiickori degepaumm

defiepanibHad Cnyxkb6a Mo HaA3opy B ciepe 34paBOOXPaHEHUS WH(OPMUPYET O
npuHaToM OO0 «pxofac IKCMNOUM» PeLLeHUM 0TO3BaTb M3 06palleHUs NTeKapCTBEHHbIIA
npenapat «/[lekcameTasoH, pacTBOp A1 MHbeKUMA 4 mr/mn 2 ma, amnynbl (25), nadku
KapTOHHbIe» cepumn JD2393 npownssoacTea «[kogac dkcnoum MeT.Jita.» (HAMS) B CBA3W C
BbIsIB/leHWEM HeCOOTBETCTBMA KauecTBa MapTuM [LaHHOW cepun npenaparta Mo rnokasaresto
«OnuncaHue».

O BbIFBNEHNM HECOOTBETCTBUA cepun JD2393 npenapata CyObeKTbl 06paLleHs
NNeKapCTBEHHbIX CPeACTB MH(opMMpoBaHbl NUCbMOM Poc3gpaBHaasopa ot 17.11.2021
Ne OLL-1511/21.

PocagpasHaazop npeanaraet OO0 «[bkogac IKCMOUM» MpPeaocTaBUTb CBEAEHUA 06
N3BATUN U3 0OpaLLEHNSA YKa3aHHOWN Cepum IeKapCTBEHHOIO npernapara.

PefiepanbHas cnyxoba no Haa3opy B ciepe 34paBOOXPaHEHVs Npen/iaraet cyobeKTam
06paLLEeHNs NekapCTBEHHbIX CPeACTB, BKNOYas MeAMLMHCKME opraHu3auum, NpeaocTaBuTh B
TeppuTopua/ibHbIA  opraH Poc3apaBHazA30pa CBeAeHWs, MOATBEPXKAAOLLME COOMOAEHME
Tpe6oBaHuin CT. 57 ®PegepanbHOro 3akoHa OT 12.04.2010 Ne 61-P3 «O6 ob6palieHnn
NeKapCTBeHHbIX cpeacT», nn. 30, 45 [lpaBun Haanexallein npakTUKN XpaHeHUs W
MepeBO3KN /IEKApPCTBEHHLIX MpenapaTtoB A1 MeAULMHCKOro NMPUMEHEHUs, YTBEePXAEHHbIX
npukasom MuH3gpasa Poccum ot 31.08.2016 Ne 646H.

TepputopmnasibHbIM opraHam Poc3apaBHaA30pa 06ecneynTb KOHTPO/b 3a U3bATUEM U3
obpalleHns  BblLeYKa3aHHOW Cepuy NIeKapCTBEHHOro Mpenapata M 3a COO/MOAEHNEM
CyObeKTamy  0bpalleHVss  NTeKapCTBEHHbIX CPEACTB  BbILLENepPeUnC/ieHHbIX TpeboBaHWi
3aKoHOaTeNbCTBa B Chepe obpalleHUs NleKapCTBEHHbIX cpeAcTB. O MpoBefeHHON paboTe
NH(hopMMpoBaTh Poc3apaBHaa3op.
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