POCCUIICKASI GELEPALINS
®EAEPAJIbHbBIN 3AKOH

O BHeceHUM M3MeHeHMs B cTaThIO 50 PegepaabHOTO 3aKk0HA «O0 OOpanieHN AeKapCTBEHHBIX CPeACTB»

Mpunat FocypapcTeeHHon lymoit
20 mas 2016 ropa

Opo6pex Cosetom Denepaumnmn
25 mas 2016 ropa

BHecTu B nyHKT 14acTn 1 cTathn 50 PenepansHoro 3akoHa o1 12 anpens 2010 roga Ne61-D3 «06 06pateHnn nekapcTeerHbIX cpeacTs» (CobpaHie 3akoHoaatensctea Poccuiickon ®epepaumnm,
2010, Ne16, c1.1815; 2011, Ne50, ¢1.7351; 2015, Ne27, ¢1.3951) n3MeHeHue, N310XMB ero B CNEAYIOLLEH peaakumm:

«1) IMYHOrO MCNONBb30BAHUS HU3NYECKMM LMK, NpubbIBLLIMMK B Poccuiickyio Pepepaumio. Mpu aTom BBO3 B Poccuiickyio Peaepaumio nekapCTBEHHbIX MPEnapaTos, COAEPXaLUMX CUNbHOAEN-
CTBYIOLLME U (MN1) AKOBUTLIE BELLECTBA, BKIIOYEHHbIE COOTBETCTBEHHO B CMUCOK CUAbHOAEMCTBYIOLLMX BELLECTB AN Lenei yronosBHoOro 3akoHogatenscrea Poccuiickoin Gegepaunm v B CnMcok
AN0BUTLIX BELLECTB N5 LieNeit yronoBHOro 3akoHoaatensctea Poccuiickon Gefepaunm, yreepxaeHHbie Mpasutenscteom Poccuiickon Geepaunm, 0CyLECTBASETCS NPY HAAUYU JOKYMEHTOB
(3aBEPEHHbIX KONUit JOKYMEHTOB MV 3aBEPEHHBIX BBINMCOK U3 HIIX), NOATBEPXAAIOLLMX Ha3HAYEHUE GU3MYECKOMY NNLY YKa3aHHbIX 1eKapCTBEHHbIX NPENnapaTos (3a NCKNI0YEHNEM NEKapCTBEHHBIX
npenaparos, 3aperucTpupoBarHbix B Poccuiickoin Peaepauuu u otnyckaemelx B Poccuiickoint Genepaunmy 6e3 peuenta Ha nekapCTBerHbIin npenapart). MoATBepXaatoLLme LOKyMeHTh! (Mx 3aBe-
PEHHbIE KONWM U 3aBEPEHHBIE BbIMMCKM U3 HIX) LOMKHBI COAEPXAaTb CBEAEHNS O HAMMEHOBAHWM 11 KONNYECTBE HA3HAYEHHOrO 1eKapCTBEHHOrO Npenapara. B cnyyae, ecnv NnoATBEpXAaloLe 10-
KYMEHTbI (MX 3aBEPEHHBIE KOMUM UM 3aBEPEHHBIE BBINMMUCKM 13 HWX) COCTABAEHb! HA NHOCTPAHHOM A13bIKE, K HUM NpunaraeTcs HoTapuanbHO 3aBePEHHbI NePeBOA, Ha PYCCKMIA A3bIK;».
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