PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuH3apaea Poccum oT 19.03.2021 Ne 20-4-4165205-c, 1 NpUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asiBAeHHON Ha nepeperncTpaumio AO «ABBA PYC» (Poccus), HO
CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

CnaporokcauyH (MHH — Cnap®AOKCAUMH), TABAETKM MOKPbIThIE NMAEHOYHOW
obonoukown, 200 Mr, 6 WT. - YNAKOBKM Si4ENKOBbBIE KOHTYPHbIE (1) - NAYKM
KAPTOHHbIE, B pasmepe 197,88 pyb.

[peAeAbHQASsT OTMNYCKHAS LeHA HA BblLLlEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAEAYOWNM OCHOBOHMSIM,

B cootBeTCTBMM C NYyHKTOM 37 [PABUA, NMPpW NepeperncTpaumm npeAeAbHOM
OTMYCKHOW LieHbl MPOU3BOAUTEAST HO AEKAPCTBEHHBIN MPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPUHUMAETCS MEPUOA, UCTEKLLNMN CO AHSI MPOUHSITUAS
PELEHUST O TOCYAQPCTBEHHOW pPerncTpaunm (NOCAEAHEN NepeperncTpaLmn,
obgasateAbHOM nepeperncTpaumm B 2019 -2020 ropax) npeAeAbHOMN
OTMYCKHOW LIEHbI HO A€Hb MoAQYM B MUH3APAB POCCUM 3ASIBAEHMSI O
nepeperncTpaumn.

PeweHne o6 obasatenbHom nepepernctpaumm B 2019 - 2020 roaax
MNPEeAEAbHbBIX OTMYCKHbBIX LIEH HO 3ASIBASIEMbIN AEKAPCTBEHHBIN MPENAPAT
MNPUHATO NprKazom MuHsapasa Poccum ot 18.12.2020 Ne 612/20-20-OT1P.

B xoae npoBeaeHUs1 9KOHOMMYECKOro QHOAM3A YCTAHOBAEHO
HecooTBeTCTBME TPEDBOBAHNSIM MYHKTA 45 MEeTOAMKMN pACHETA MNPEAEAbHbBIX
OTMYCKHbIX LEH NPOM3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKM3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEnAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peaepaumm ot 15.09.2015 Ne 979 (panee — MeToAUKA) 1 MPUAOXKEHNST Ne 11 K
MeToAMKe.



B cooteeTCcTBMM C NyHKTOM 14 MparuA PAC Poccum HONPABAEH 3AMPOC OT
08.04.2021 Ne TH/27812/21 0 npe AOCTABAEHNN MHOOPMALMN, B TOM YACAE
YTOUYHEHHbBIN PeeCTP OTrPY30K AEKAPCTBEHHOIO MPEnApPATA COrAACHO
npUAoXKeHMo Ne 1 Kk MeToaMKe 3a OT4eTHBIV Nepuroa (¢ 18.12.2020 no
11.02.2021).

B npeaAeAdax yCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 3AMPOCOM
PAC Poccum nHeopmMaums He NOCTYMAQ.

B CBSI13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUMN C NMOAMNYHKTAMU «B» M «» MYyHKTA
19 MPOBUA NMPEBbILLEHNE MPEACTABAEHHOM AASI FTOCYAQPCTBEHHOMN
PErMCTRAUNU NAU MEPEPRENMCTRALUNN NPEAEABHOM OTMYCKHOW LIEHDI
MPOUN3BOAMTEAST HO AEKAPCTBEHHBIV NPENAPAT HAA, LIEHOW, PACCYUTAOHHOW B
COOTBETCTBMM C [lpaBnAaMU 1 MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 14 [NpaBUA, SIBASIETCSI OCHOBAHUNEM
ANASI OTKA3A B COrAQCOBOHUM FOCYAQPCTBEHHOW PErMCTRALMM NPEAEABHOMN
OTMYCKHOW LIEHbBI MPOM3BOANTEAST HO AEKAPCTBEHHBIV MNPENAPAT.
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