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Ha No oT

MeanUnHCKNe opraHmnsaumm
PelleHne 0 nepeBo/e IeKapCTBEHHOTO
CpefCcTBa Ha HECEPUNHBIA BbIGOPOUHbIA OpraHbl ynpasneHus
KOHTPO/Ib Ka4ecTsa 3[lpaBOOXpPaHEHNEM CYyOBLEKTOB
Poccuiickon ®epepaumm

denepansHOM Cny>K601 Mo HAA30pY B cpepe 34paBOOXPaHEHNS NMPUHATO PELLEHNE O
nepesode ¢ 05 umoHa 2018 rofga nekapcTBeHHoro cpeacrtea «CeHopMm, pacTsop AN
BHYTPMMbILLEYHOTO BBeAeHUs [MacnsaHblid] 50 mr/mn 1 mn, amnysbl TeMHoro crekna (5),
NOAAOHbI NMMacTUKOBblE (1), NaykyM KapTOHHble» npoun3BoacTBa «CaH dapmacbioTUKan
Nupactpus N1a» (MIHAMS) HA MOCEPUAHBIA BbIOOPOYHbIA KOHTPONb KavyecTBa B CBA3W C
MOBTOPHbIM  BbISIB/IEHWEM  HECOOTBETCTBMA  KayecTBa JIEKAPCTBEHHOIO0  CpeacTBa
YCTaHOB/IEHHbIM TPe6OBaHUAM.

[laHHOe pelleHne [OelCTBYeT B OTHOLLUEHMM Cepuid (MapTui) JNIEKapCTBEHHOIO
CPeAcTBa, BbIMYCKaeMblX B TpaXKAaHCKMIA 060POT Ha OCHOBaHMM [eKnapauuii o
COOTBETCTBMM (CEPTU(MKATOB COOTBETCTBUA), 3aPErUCTPMPOBaHHbIX (BblgAHHBLIX) MOC/e
Aatbl NPUHATMSA Poc3apaBHaA30pOM peLleHns 0 NepeBofe /IeKapCTBEHHOIO CPeAcTBa Ha
MOCEPUHBIA BbIGOPOYHBIA KOHTPO/b 4O MPUHATUS PELUEHMS O CHATUM C MOCEPUAHOr0
BbIGOPOYHOI0 KOHTPONS,

B cooTtBeTcTBMM C n. 38 Tlopsfgka OCyLWeCTB/eHUS BblIGOPOYHOIO KOHTPOSS
KayecTBa J1leKapPCTBEHHbIX CPEACTB A/19 MEeAWLMHCKOrOo MPUMEHEHUS, YTBEPXKAEHHOrO
npukasom Poc3gpasHagsopa ot 07.08.2015 Ne 5539, nekapctBeHHOe cpeAcTBO «CeHopM,
pacTBop A4/19 BHYTPUMbILLEYHOrO BBeAeHUSA [MacnaHbiA] 50 mr/mn 1 mn, amny/bl TEMHOIO
ctekna (5), nmopfoHbl nnacTMkosble (1), MaykMm KapTOHHble» npou3BoacTeBa «CaH
dapmacbroTukan Nupactpus JIta» (Hans), nepeBeeHHOe Ha MNOCEPUMHbIA BbIOOPOYHbII
KOHTPO/Ib, MOXEeT MOCTynaTb B rpaXKAaHCKMiA 060POT TONbKO HA OCHOBaHWW peLLeHus
Poc3fpaBHaz30pa O COOTBETCTBUM KayecTBa JIEKAPCTBEHHOro CpeAcTBa TpeboBaHWUAM
HOPMaTUBHOW JOKYMEHTaLNN.
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