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 NYHKTAMU 13 1 MOAMYHKTOM «O» MYyHKTA 32 [MpaBMA
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 (panee— lMpaenaa), PeaepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuHaapaea Poccum oT 02.10.2020 Ne 20-4-4149759-c n ot 05.11.2020
Ne 20-4-4149759-pA00M, U NPUHSIAG pelleHne 06 OTKa3e B COrAQCOBOHUM
NpeAEeAbHOW OTIMYCKHOM LiEHbl, 3ASIBAEHHOW HA NepeperncTpaulmo

AO «[1PK «OBHOBAEHME», HO CAEAYIOLLININ AEKAPCTBEHHbBIV MPENAPAT,
BKAIOYEHHbBIN B NEPEYEHD MUBHEHHO HEOBOXOANMbBIX 1 BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«ArokcuH» (MHH — « Anrokcun»), Tabaetkm, 0.25 mr, 14 WT. - yNaKOBKU
SIMENKOBbBIE KOHTYPHbIE (4) - NAYKM KAPTOHHbIE, B padmepe 50,38 pyb (anst BCeEX
LUTPUXOBbBIX KOAOB).

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbBIBAETCS MO CAEAYHOLMM OCHOBAHWSIM.

B cooTtBeTCTBMM C NMYHKTOM 39 MeToAVKM pacHeTa NpeASAbHbIX OTMYCKHbIX
LeH NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B
nepeyYeHb >KN3HEHHO HEODBXOAMMBIX 1 BADKHENLLVX AEKAPCTBEHHbIX
NPenapaAToB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUMNCKON
Peaepaumm o1 15.09.2015 Ne 979 (Aanee —MeTOAMKQ), MPEAEABHAOS
OTMYCKHAS LeHA HA AEKAPCTBEHHBIV MPENAPAT MOAAEXUT YBEANYEHMNIO HA
BEAVYMHY Y AOPOXKAHKST ChiPbsl I MATEPUAAOB 1 HO BEAUYVHY U3MEHEHWMS
HAKAQAHbBIX PAOCXOAOB.

B cooteeTCcTBMM C NyHKTOM 14 MpaeuA, DAC Poccum HONPABAEH 3AnpPOC
oT 15.10.2020 Ne TH/89912/20 0 npeACTABAEHUNN YTOYHEHHbBIX CBEAEHUI, B TOM
YNCAE C YYETOM YKAIAHHBIX TPEOOBAHMN MEeTOAMKMN.

COrAQCHO AOKYMEHTAM U CBEAEHUSIM, MPEACTAOBAEHHBIM B OTBET HO
YKO3QAHHbIV 3AMPOC, 3ASIBAEHHAS BEAUYMHA YBEAUYEHWS NMPEAEABHON
OTnycKHOM LeHbl (6,09 %) NpeBbIlLaeT AONYCTUMYIO (3,28 %) C y4eToM
BEANYMHBI Y AOPOXKAHMS ChlPbSl 1 MAOTEPUAAOB MPU OTCYTCTBUM UBMEHEHMS
HOKAQAHBIX PACXOAOB, YTO MPOTUBOPEUUT TPEDOBAHUSIM MYHKTA 39 MeToAMKN.



B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[ToaBUA, NPEBbILLEHNE NPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PErNCTPALUNN
NAU NMepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapar.
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