MWHWNCTEPCTBO 3JPABOOXPAHEHWA
OOHELIKON HAPOOHOW PECITYBJ/INKU

MPNKAS

2021 JloHeuK

MWUHUCTEPCTBO tocTnumm
OOHELKOW HAPOAHOWN
PECNYBNUNKWU

3APETUCTPUPMAHO
PerncTpaumoHHbIi Ne A0 /b

0 BHeCeHUW n3MeHeHui B INpaBmna PO3HUYHON TOProB/IN NIEKAPCTBEHHBIMY
cpeacTBamy Ana MeAMUMHCKOro NPUMEHEHWSA, YTBEPXKAEHHbIE NMPUKa30M
MuHuCTepcTBa 34paBooxpaHeHms JoHeuko HapogHoi Pecny6nmnku
ot 08 mas 2015 r. Ne 501

C Uenblo opraHu3aumm paboTbl MO HenpepbIBHOMY 06eCreyeHnto XuTenen
[JoHeukoin HapogHoi PecnybnmkKn KavyeCTBEHHbIMW JIEKAPCTBEHHbLIMU CPeLCcTBaMu,
PYKOBOACTBYACL noAnyHKTamyn 2.1.3, 2.1.6 nyHkta 2.1, nyHktamu 3.5, 4.2
MONOXEHMA O MWHWCTEPCTBE 34PABOOXPAHEHUA [OHELKOW
HAPO/JHOW PECMYBJ/IVIKW (HoBas pefakuys), yTBepKAeHHOro MocTaHoBeHEM
MpasuTenscTBa [oHelKoin HapogHon Pecny6nvkn ot 17 epans 2020 roga Ne 6-5,

NMPNKA3BIBAKO:

i BHecTu B [paBuna po3HNYHO TOProB/IN NEKAPCTBEHHLIMU CPeCcTBaMY

AN MELMUMHCKOrO  MPUMEHeHUs, YTBEPXAEHHble NpuKasoM MwuHUCTepcTBa
3apaBooxpaHeHust [loHeukoir HapogHoit Pecny6nvkm ot 08 mas 2015 r. Ne 501
«O6 yTBEpXXaeHUM paBun PO3HUYHON TOProB/W IEKAPCTBEHHLIMWU CpeACcTBaMU NS
MeAULMHCKOIOo NpUMeHeHus»  (3apernctpuposaH B  MMUMHUCTEPCTBE  HOCTULMM
[oHeukoin HapogHoin Pecny6nmkn 25 nioHa 2015 1. nog pernctpaunoHHbiM Ne 231)
(nanee - MNMpaBuna), cnefyroLine N3MeHEHUS:



11.  A63ay BTOpoM NyHKTa 2.10 MNpaBun U3NoXnTb B HOBOI pefaKuuu:

«B cnyvae XpaHeHUsi CEPTU(NKATOB KauyecTBa B BWE CKAHWPOBAHHbIX KOMWiA
cepTucmkatoB, CyObeKT X03fiCTBOBaHMS 006si3aH NpefocTaBuUTh (MO 3anpocy) WX
ByMaXKHble KOMUM, 3aBepeHHble neuaThtd CyOGbeKTa X03a/CTBOBAHWUS, B CPOK He
no3gHee [ABYyX pabouMx [Hel, 3a WCK/OUEHMEM KOMWUiA  cepTU(MKATOB Ha
NeKapCTBEHHble CPEeACTBa, CBEIEHMS O BBOAE B TPaXXAAHCKWIA 060POT KOTOPbIX
BHECEHbI B aBTOMATU3MPOBAHHYO MH(OPMALIMOHHYHO crucTemy deaepanbHOl CRyXobl
Mo Haz30py B chepe 3apaBoOXpaHeHMst Poccuiickoit degepauun.».

12. TMoanyHKT a) ab3aua TpeTbero UyHkKra 2.16 NpaBun N3N0XWUTb B HOBOW
pefakumm:

«a) NpoBepKa NeKapCTBeHHbIX CPeCTB, MOCTYNatoLWmMX B anTeKy, OTHOCUTENbHO
COMpPOBOANTENbHbIX AOKYMEHTOB (HaKNaaHbIX 1 p.), AOKYMEHTOB, NOATBEPXKAAIOLLIMX
KauyecTBO /IEKaPCTBEHHbIX CPEACTB, BblAaHHbLIX MPOU3BOAUTENSAMU WX OPYTUMUA
YNONHOMOYEHHbIMI OpraHamun (Ha 6YMaXXHbIX U/UIW 3NIEKTPOHHbLIX HOCUTENAX), WA
HaMuMs CBELEHW O BBOAE B IPaXKAaHCKUA 000POT NeKapCTBEHHbIX CPeACTB,
BHECEHHbIX B aBTOMATM3MPOBaHHYK WHMOPMaLUOHHY cuctemy PeaepanibHONA
CNy)XObl MO Hag3opy B cepe 34paBoOOXpaHeHMs Poccuiickon  degepauun,
MHOPMaLMN O PermcTpaumn NeKapcTBeHHbIX CPeACTB;».

2. KOpuauueckomy otaeny MuHWUCTEpPCTBA 3ApaBOOXpPaHeHnst  [oHeuKou
HapogHoin Pecny6nvkn obecneunTtb npeAcTaBneHne HacToswero [llpukasa B
MwuHucTepcTBo  tocTuuMm  [oHeukoir  HapogHouW  Pecnybnuku — ansa  ero
rocyapCTBEHHOIN perncTpaunm.

3. KOHTPO/b UCMONHEHNsI HacTosLLero MNpukasa 0CTaBso 3a COGOIA.

4, HacToswuii Mpukas BCTyNaeT B CUY CO AHA OuLUManbHOTO ony6MKoBaHMS.

.0. MuHuCTpa A.A. ONpuLLEHKO



