PELLEHWE

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

B cootBeTCcTBUM C NyHKTAMK 13 1 32 TPABUA TOCYAQPCTBEHHOW PErMCTRALNU
N NepeperncTpaumnm NpeAeAbHbIX OTMYCKHbIX LEH MPOU3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010

Ne 865 (aanee — Mpasnaa), PeAepaAbHAST AHTVIMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 02.10.2020 Ne 20-4-4149512-c 1 o1 09.11.2020 Ne 20-4-4149512-p0n 1
MNPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3asiBA€HHOM Ha nepeperncTpaumio AO «[PK ObHoBAeHMe» (Poccus), Ha
CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«AekcameTadoH» (MHH — «AekcameTasoH»), TabaeTkn, 0,5 mr, 14 wr. -
YMNOKOBKM SI4EMKOBbBIE KOHTYPHbBIE (4) - NAYKM KOPTOHHbIE, B pasmepe 34,69 pyb.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapPAT
HE COrAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

B cooTtBeTCTBUM C NMYHKTOM 39 MEeTOAVKM pACHETA NPEAEAbHBIX OTIMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb Y>KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbIX
MNPEnApPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (Aanee —MeToAMKA), NPEAEABHAOS
OTMYCKHAS LeHA HO AEKAPCTBEHHBIV MPEenapaT MOAAEXKUT YBEAUYEHNIO HA
BEANYMHY YAOPOXKAHMST ChiPbsl M MATEPUAAOB 1 HO BEANYMHY MBMEHEHMS
HOKAQAHBIX PACXOAOB.

B cooteeTCcTBMM C NMyHKTOM 14 Mpaeua, DAC Poccum HONPABAEH 3AMpPOC
oT 22.10.2020 Ne TH/92022/20 0 npe ACTOBAEHUM YTOYHEHHBIX CBEAEHU, B TOM
YNCAE C YHETOM YKA3AHHbIX TPEeBOBAHMM MeToAMKN.

COrAQCHO AOKYMEHTOM U CBEAEHUSIM, MPEACTOBAEHHBIM B OTBET HA
YKQ3AHHbIM 30MPOC, 3ASIBAEHHAST BEAUYNHA YBEAUYEHUS MPEAEABHOM
OTNyCcKHOM LeHbl (6,09 %) NpeBbilLaeT AONYyCTUMYIO (2,02 %) C y4eTOM
BEANYMHBI Y AOPOXKAHKS ChIPbSl 1 MATEPUAAOB MPU OTCYTCTBUM UBMEHEHMS
HOKAQAHBIX PACXOAOB, YTO MPOTUBOPEUUT TPEDOOBAHMSIM NMYHKTA 39 MeToANKN.

B CBS131 C BbILLEM3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M MYHKTA 19



[NoOBUA, NPEBbLILLEHNE MPEACTABASIEMON AASI TOCYAQPCTBEHHOW PEMMCTRALNN
NAU NepEPErnCTPAUMM MPEAEABHOW OTMYCKHOM LEHbI MPOOM3BOAUTEAST HO
AEKAPCTBEHHBIN NPEenApPAT HOA LEHOW, PACCHYUTAHHOW B COOTBETCTBUN C
[NpaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBQOHUM FOCYAQPCTBEHHON PErMCTRPAUMM NPEeAEABHOM OTMYCKHOW
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHDBIV Npenapdar.

T.B. Hmkeropoales



