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
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuH3apaea Poccum oT 16.10.2020 Ne 20-4-4149409-C, 1 MPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3asiBAeHHbIX OO0 «ApeKkcrma Crbupb» (Poccus), HO CAeAytoLLmne
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHDBIE B MEPEYEHD YKN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «PrHrep» (MHH — «~»), pacTtsop AAst UHOY3KMI, 200 MA, - KoHTenHep (30) -
LMK KOPTOHHbBIE (AASI CTALMOHAPOB), B pasmepe 744,60 py6b.

2. «PnHrep» (MHH — «~»), pacTBOp AAST MHOY3UMIA, 250 MA, - KOHTENHEP (24) -
LMK KOPTOHHbBIE (AASI CTALMOHAPOB), B pasmepe 636,00 pyb.

[lpeAeAbHble OTMYyCKHble LeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

B CBS13M C TEM, YTO NPEAEAbHBIE OTMYCKHbIE LiEHbI HA BbILLIEYKA3AHHbIE
AEKAPCTBEHHbIE MPENAPATH OTHOCSITCS K LEHOBOMY CErmMmeHTy cabie 500
pybAen, TakmMe LeHbl MOryT BbiTb NepeperncTPEUPOBAHBI TOALKO B
COOTBETCTBMM C MOAMYHKTOM «M» NYHKTA 32 [NpaBUA.

3AsIBAEHHbIE BEAVYMHDBI YBEAVUYEHMST 3APEMMCTPUPOBAHHBIX MPEAEABHbIX
OTNYCKHbIX UEH (6,07 % 1 6,08 %) HE yunTbIBAKOT TPEOOBAHUS NMYHKTOR 43-45
MeToAMKM pacHETA NMPEAEAbHBIX OTIMYCKHbIX LLEH MPON3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEOBXOAMMbBIX 11 BODKHENLLMNX AEKAPCTBEHHBIX MPENAPATOB, MPW UX
rOCYAQPCTBEHHOM PErncTpPauM N NepeperncTpaunm, yTBepXKAEHHO
nocTtaHoBAeHeM lMpaeutenbcTBa Poccuimckom Peaepaumm ot 15.09.2015 Ne
979 (Aanee — MeToAMKQ), A TAIOKE MPOTUBOPEYAT TPEDBOBAHMSIM MOAMYHKTA
«M» MYHKTA 32 [PaBUIA.

B cooteeTCcTBMM C NYHKTOM 14 MpaeuA, PAC Poccum HONPABAEHbBI 3AMPOCHI
oT 27.10.2020 Ne [13/93316/20 1 o1 08.12.2020 Ne TH/107304/20 o



NPEACTABAEHNM YTOYHEHHbBIX CBEAEHU, B TOM YACAE C YYETOM
BbILLEYKA3AHHbIX TPEOOBAHNM MeToANKN,

B npeAeAdx YCTAHOBAEHHOIO CPOKA B COOTBETCTBUN C YKA3AHHBIM 3AMPOCOM
OAC Poccum nHeopmMaums He NOCTYMAQ.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMW «B» U «» MYHKTA
19 MNpaBUA HEMPEACTABAEHME CBEAEHUN, NPEAYCMOTPEHHbBIX MYHKTOM 14
[NoOBUA, O TAOKKE MNPEBbLILLEHMNE NPEACTABASIEMON AASI TOCYAQPCTBEHHOMN
nepepermcTpaunm NpeAEAbHOM OTMNYCKHOW LIEHbBI MOOUN3BOAUTEAS HO
AEKAPCTBEHHbIN NPEenApAT HOA LEHOW, PACCHYUTAHHOW B COOTBETCTBUN C
[poaBnAOMU 1 MEeTOAMKON, SIBASIKOTCSI OCHOBQAHUSIMU AASI OTKA3A B
COrAQCOBOHUM FOCYAQPCTBEHHOM NMepeperncTpaumm npeAeAbHOM
OTMNYyCKHOW LIEHbI MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.
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