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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 12 NOHA 2017 . Ne 700
MOCKBA

O BHECEHUMN M3MEHEHWNI B MOCTaHoBAeHMe MNpaBmTenbcTBa Poccninckon degepaunm ot 28 asrycta 2014 r.
Ne 871

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

YTBEpAUTL NnpusiaraeMble N3MEHEHWS, KOTOPble BHOCATCA B NOCTaHOBJIeHNe [paBuTenbcTBa Poccuinckon
®epepaumm ot 28 aBrycta 2014 r. Ne 871 "O6 yTBep>xaeHuu Mpasun GopMUpoBaHNS NepeyHen
NleKapCTBEHHbIX NMpenapaToB AN MeAULUHCKOro MPUMEHeHNs 1 MUHNUMasIbHOr0 acCOPTUMEHTA
NEeKapCTBEHHbIX MpenapaToB, HEOBX0AMMBIX AN1F OKa3aHUsA MeanunHCKon nomowm" (CobpaHune
3aKoHogaTenbcTBa Poccuinckon ®epepaunun, 2014, Ne 36, cT. 4855).

Mpencenatenb MpaBuTensCTBa
Poccunckon ®epepaunn [.Mensenes

YTBEPXXIEHbI

noctaHoBneHneM MpaBUTENbLCTBA
Poccuiickon depepauun

oT 12 mioHa 2017 r. Ne 700

N3MEHEHWA,
KOTOpble BHOCATCS B NocTaHoBNeHMe MpaButenscTBa Poccunckon ®epepauum ot 28 aBrycta 2014 r. No
871

1. B npeambyne cnoBa "cTaTben 15" 3aMeHUTb cnoBamm "cTtaTben 44",

2. B MNpaBunax hopMnpoBaHmsa nepeyvHen NeKapCTBEHHbLIX MpenapaToB 419 MEAULUHCKOr0o MPUMEHEHNS U
MWHMMaJIbHOrO aCCOPTUMEHTA JIeKapCTBEHHbIX MPenapaToB, HEOOXOANMbIX A5 OKa3aHWUA MEANLNHCKOW
NOMOLLM, YTBEPXKAEHHbLIX YKa3aHHbIM NOCTaHOBIEHNEM:

a) B ab3aLle nepBoM NyHKTa 3 cnoBa "C y4eToM" 3aMeHNTb CnoBaMu "B npegenax”, cyioBa " Ha clegyowmn
KaneH4apHbIA ro4 U COOTBETCTBYIOWNA" 3aMeHNTb CJIOBaMU "Ha COOTBETCTBYIOLMINA (DUHAHCOBBIN Fof4 1";
6) nononHUTL NYHKTOM 3 1 cnefytoLlero Coaep)XxaHus:

"3 1. BknoyeHne nekapCTBEHHOrO NpenapaTa B nepevyeHb AOPOroCTOALWMX IEKAPCTBEHHbIX NPenapaTos U
npn HeobXoANMOCTU NCKIIOYEHNE U3 HEr0 B COOTBETCTBUN C MONIOXKEHNAMU HacToALWmMX MNpaBun
albTEPHATNBHOIO JIEKAPCTBEHHOMO NpenapaTa He JO/MKHO NPUBOANTL K YBEIUYEHUIO 06bEMOB

610 4)KETHbIX aCCUrHOBAHWI, NPeAYCMOTPEHHbIX B (hefepanbHOM BlofKeTe Ha COOTBETCTBYIOLLUIA
(PUHAHCOBLIN FO4 W NMAAHOBLIN Nepuoa.";

B) NYHKTbI 8 1 9 N3/1I0XKNTb B CIeAyIOLLEN pedakLnm:

"8. dopMupoBaHMe nepeyHen 1 MUHUMaIbHOr0 aCCOPTUMEHTA OCYLLEeCTBAsAeTCS 0bpa3oBaHHOM
MuHMCTEpCTBOM 34paBooOXpaHeHns Poccuinckon degepaumm KOMUCCMEN MO DOPMUPOBAHUIO NEPEYHEN
JleKapCTBEHHbIX NpenapaToB ¥ MAHMMaIbHOIO acCOPTUMEHTa (Jaliee - KoMuccus).

9. BHeceHne u3MeHeHUn B NepeyHn N MUHUMabHbIA aCCOPTUMEHT OCYLLECTBASETCA B COOTBETCTBUM C
NONOXEHNAMIN HacToAWMX Mpasun.";
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r) DONOMHUTbL NYHKTOM 9 1 cieayoLlero Coaep)XXxaHus:

"9 1. 0nepaTnBHOE BHECEHNE U3MEHEHUIN B MEPEYHN N MUHMMAJbHbLIA aCCOPTUMEHT OCYLLECTBAAETCS B
COOTBETCTBUM C MOJIOXKEHMNAMMN HACTOALWMX [TpaBua Ha OCHOBAHUN U B CPOK, KOTOPblE YCTaHOBJ/IEHbI
COOTBETCTBYOLWMM Nopy4vyeHneM lMpaBnutenscTBa Poccunckon denepaunm o pacCMOTPEHUN KOMUCCUEN
NpeanoXeHnn o BKYEHUN (06 NCKIOYEHNN) IEKAaPCTBEHHbIX NPENapaToB B NEPEYHN Y MUHMUMAIbHbIN
aCCOPTUMEHT.";

n) B ab3aLe nepsomM nyHKTa 11 cnosa "MuUHMCTEPCTBa perMoHansHOro passuTtus Poccuinckon ®epepauumm,”
NCKIIOYUTD;

€) B NyHKTe 36 cqioBa "MUHUCTEPCTBOM PervoHanbHOro passmtusa Poccunckon ®egepaumni,” NCKIYNTD;
) B npunoxeHun Ne 1 K yka3aHHbIM lNpasunam:

NOAMNYHKT 5.5.4 JONONMHNTb 3HAKOM CHOCKI "#F¥x!;

LOMNONHUTL CHOCKOMN ClefytoLlero CoaepXxaHns:

"Rk MnaHupyemas K rocyapCTBEHHOW perncTpaumm LieHa Ha eKapCTBEHHbIN NpenapaT pacCYMThIBAETCSA
C Y4eTOM MO0XKEeHN YacTun 3 cTaTby 61 PefepanbHOro 3akoHa "06 obpalleHny nekapCTBEHHbIX
cpencrs™.';

3) NO3ULMIO, KacaloLLyOCa Hann4ma NnpomM3BoACTBa (JloKanmsaunm) nekapCTBEHHOro npenaparta Ha
TeppuTopun Poccunckon depepaunn, pasgena "KonnyectseHHas oLeHKa AONONHUTENbHbIX AaHHbIX O
JleKkapCTBEHHOM npenapaTe" npunoxxeHns Ne 6 K yKasaHHbIM [paBuaam U3noXxnTb B Cledyouen
pefakumm:

"

Hannyune npon3BoLcCcTBa

(nokanm3aumsa) nekapCTBEHHOro npenapaTa Ha

TeppuTopun Poccninckon degepaumm

HeT

0

BTOPUYHAsA yNakosKa 1 (1n) BbIMyCKalOLWNUA KOHTPOJIb KaYecTBa - a
+1

BTOPWYHASA YMaKOBKa W (U11) BbIMYCKAIOLLIMA KOHTPOJIb Ka4eCTBa NPy HaM4YMK 3aKII04EHHOr 0
CNeLnanbHOro MHBECTULMOHHOIO KOHTPAKTa, NpeanoaratoLero co3gaHme B Poccuiickoin ®egepauinm
MPOV3BOACTBA FOTOBOM JIEKAPCTBEHHOW (DOPMbI, BKJTHOYas MPOU3BOACTBO hapMaLleBTUYECKON cybcTaHuun, -
na

+2

nepBuYHas U BTOPMYHAS YNAaKOBKa, BbIMyCKaOLWMUIA KOHTPO/Ib KaYecTBa - Aa
+2

nepBUYHas U BTOPUYHAS YNAaKOBKa, BbiMyCKAOLLMIA KOHTPO/Ib KAYeCTBa MNPU HAIMYMKN 3aK/04YEHHOr0
cneumnanbHOro MHBECTMLMOHHOIO KOHTPaKTa, NpeanosaratoLero co3gaHme B Poccniickon ®enepaunm
NPOV3BO/CTBA NOTOBOI JIEKAPCTBEHHOW (DOPMbI, BKJTHOYas NPOU3BOACTBO PapMaLleBTUYECKOR CyOCcTaHLuN, -
na

+3

BCE CTaAuMmn NpPon3BOACTBA, BK/OYas NPOM3BOACTBO FOTOBOWM JIEKapCTBEHHOW hopMbl (6e3 Npon3BOACTBa
thapMaueBTnYeckon cybcTaHumm), - ga
+4

BCE CTaAuMmn Npon3BOACTBA, BK/OYas NPOM3BOACTBO NOTOBOM JIeKapCTBEHHOW hopMbl (6e3 Npon3BOACTBa
hapMaueBTNYECKON CyOCTaHL M), MPW HAANYUKN 3aKII0HEHHOI0 CreunanbHOro MHBECTULMOHHOIO
KOHTpaKTa, npeanonaratoLlero cosgaHue B Poccuinckon ®epepaumm npom3BoaCcTBa roToBOK
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NeKapCTBEHHOM (DOPMbI, BKJIHOYasi MPOM3BOACTBO (hapMaLleBTUYECKON cybcTaHuUmm, - aa
+5

BCE CTaaun Npou3BOACTBA, BKJIlOYas NPOU3BOACTBO FOTOBOW JIEKAPCTBEHHOMN (hOPMbI 11 MPOU3BOACTBO
(hapMaueBTMYeckoi cybcTaHumy, - oa
+7".
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