MUWHUCTEPCTBO 34paBOOXPaHeHNS
Poccuiickoin degepaumn oo8868
PELEPANBHAA CNY)XBA NO HAA3OPY
B C®EPE 3PABOOXPAHEHWNA

(POC3APABHAA3OP) Cy0ObeKTbl obpaleHuns
PYKOBOAWNTE/b NeKapCTBEHHbLIX CPEACTB
CnaBsaHckasa nn. 4. ctp. 1, Mocksa, 109074
TenedoH: (495) 698 45 38; (495) 698 15 74 TeppMTopmaanHe opraHbl
defepanbHOR cnyx6bl NO HaA30py B
Ha Ne oT ccbepe 34paBooOXpaHeEHNA

MeauuMHCKME opraHun3aLmnm

PeweHune o0 nepeBofe NeKapCTBEHHOIO
cpencTBa Ha ﬂOCGpVIVIHbIVI Bb|60p0‘-|HbIVI OpraHb| yrnpaBneHus

KOHTPO/Ib ka4ecTsa 3paBoOXpaHeHneM Cy6beKTOB
Poccuiickoin degepaumnm

defepanbHON cNyX60M NO HaA30py B chepe 34paBOOXPAHEHUNA NMPUHATO peLleHne o
nepesoge ¢ 29 uwoHA 2018 roga NeKapCTBEHHOrNo CpeacTBa «YTo/ib aKTUBUPOBAHHbIN-
Yb®, Tabnetrkm 250 mr 10 wT., ynakoBKN 6€3bSAYENKOBbIe KOHTYpPHbIE» MPON3BOACTBA
OAO «Ypan6tuogapm» (Poccusa) Ha NOCEPUIMHBIA BbIGOPOUYHBIA KOHTPO/Ib KayecTBa B
CBSA3M C NOBTOPHbIM BbISAB/IEHWEM HECOOTBETCTBUA KauyecTBa /IeKapCTBEHHOrO cpefcTBa
yCTaHOBJ/IEHHbIM TpeboBaHUAM.

[JaHHOe peweHne p[elAcTBYeT B OTHOWEHUW cepuin (NapTuin) JieKapCTBEHHOIO
CpefAcTBa, BbIMNYCKaeMbIX B rpaxgaHCKUA 060p0T Ha OCHOBaHMM fJekfapauuii o
COOTBETCTBUM (CepTUUKATOB COOTBETCTBUSA), 3apPermcTpupoBaHHbIX (BblAaHHbIX) Mnocne
fjaTbl NpUHATUA Poe3gpaBHaA30pOM pelleHUss 0 NepeBOje /IeKapCTBEHHOro cpeAcTBa Ha
NOCEPUNHBLIA BblIBOPOUYHbLIA KOHTPO/Ib A0 MPUHATUSA PELUEHUST 0 CHATUWU C MOCEPUNHOTO
BbI6OPOYHOI0 KOHTPO/IS.

B CcoOTBeTCTBMM ¢ n. 38 TllopsAfka oOCyuw,eCcTB/IEHUA BbIGOPOYHOro KOHTPOA
KayecTBa JIeKapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro MPUMEHEHUS, YTBEPXAEHHOro
npukasom Poe3gpaBHaa3opa o1 07.08.2015 Ne 5539, nekapCTBeHHOe CpeAcTBO
«YroNb aKTUBUPOBaHHbIN-YB®, Tabnetkm 250 mr 10 wT., ynakoBKN 6e3bAYENKOBbIE
KOHTYpHble» npoussoactBa OAO «Ypan6buogapm» (Poccmsa), nepeBefeHHOE Ha
NOCEPUNHLIN BbIGOPOUYHBLIA KOHTPO/Ib, MOXET MOCTynaTb B rpaXAgaHCKWUil 060p0T TO/IbKO
Ha OCHOBaHMM peweHns Poe3jpaBHaj3opa 0 COOTBETCTBUM KayecTBa JIEKAPCTBEHHOIO
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