PELLEHWE

06 OTKO3e B COrAQCOBAHUM NMepeperncTpaLMm NPeAeAbHbIX OTMYCKHbIX LeH
NPOU3BOAUTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAIOYEHHbBIE B NEepeYeHb
YKNBHEHHO HEOBOXOAMMBIX V1 BODKHEWLLIVIX AEKAPCTBEHHBIX MPENAPATOR

B cooTtBeTCTBUM C NYHKTOM 9 OCOBEHHOCTEN TOCYAQPCTBEHHOIO
PErYAMPOBAHMST MPEAEABHDBIX OTMYCKHbBIX LEH MPOUN3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHmneMm lNMpaButenbcTea Poccuimckom Geaepaumm ot 31.10.2020

Ne 1771 (aanee — OcobeHHoCcTN), DepepaAbHAS AHTUMOHOMOABHAS CAY>KO6A
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 10.02.2021 Ne 20-4/191, AAS1 OCYLLECTBAEHMSI SKOHOMUNYECKOTO AHAAM3A
npeAeAbHOW OTNYCKHOWN LeHbl MPOM3BOAMUTEAS HO AEKAPCTBEHHBIV NPenapar,
cooTseTCcTBYOWMM MHH «ATpOMNMH», 3ASIBAEHHOW K NepeperncTpaumm
AEprKaTeAeM AN BAOAEABLEM PEMMCTPAUMOHHOIO YAOCTOBEPEHMS
AekapcTteeHHoro npenapata Oyl «MoCcKkoBCKMN SHAOKPVIHHBIV 3ABOA»
(Poccus).

COraAacHoO NpeACTABAEHHBIM AOKYMEHTAM U 3AKAKOHEHMIO POC3APOBHOA3OPA
oT 22.01.2021 Ne 02-3035/21 B OTHOLLUEHUN AEKAPCTBEHHOIO MNPENAPATA,
cooTseTcTBytowero MHH «ATponmH», B @OpMe BbiNyCKA «KAMAW FAQ3Hble, 1%»
BbISIBAEHbI PUCKN BO3HUKHOBEHMSI AEDEKTYPbI B CBSI3M C LLEHOODBPA30BAHNEM
HQ HKX.

COrAQCHO NPeACTAOBAEHHBIM AOKYMEHTAM M CBEAEHUSIM, 3ASIBASHHAS]

Pryn «MoCcKoBCKMN SHAOKPWHHBIN 3ABOA» MPEAEABHAS OTMYCKHAS LIEHA
NPOV3BOAUTEASI HO AEKAPCTBEHHbIV MPEenapAT «ATPOMMH» B GOPME BbIMyCKa
«KAMNAV FTAQ3HbIE, 1%» npesbillaeT (HA 49 %) 3AsIBAEHHbIE LiEHbI APYTroro
NPOV3BOAUTEAS], MNPV STOM AEKAPCTBEHHBIMK MPENAPATAMU APYrOro
NPOM3BOANTEAS MOAHOCTbIO OBECNEYBAETCS CPEAHETOAOBON OObEM
NOCTYNAEHMS B FTPAPKAQHCKMIN OBOPOT TAKMX AEKAPCTBEHHBIX MPENAPATOB 34
npeablayLime 2 roaa.

BmecTe ¢ tem, PIYT «MOCKOBCKUIN SHAOKPWHHBINA 3ABOA» OTKA3AHO B
CHVYKEHMN 3ASIBAEHHOW MPEAEABHOW OTMYCKHOW LEHbI.

YUnTbIBASI UBAOXKEHHOE, B COOTBETCTBMM C MOAMYHKTOM «B» MYHKTA 12
OcobenHocTen, PAC Poccum npuHSTo pelueHmne o6 OTKa3e B COrAQCOBAHNM
nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHbI HO CAEAYIOLLIMN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUIHEHHO HEOOXOANMbIX
N BODKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«ATpornmH» (MHH — «ATpOMMH»), KANAW FAQ3HbIE, 1%, & MA - DAAKOHbI (1) B



KOMMNAEKTE C KPbILLKOMN-KANEAbHULEN/ - NAYKN KAPTOHHbIE, B pa3mepe 76,00
pyo.

T.B. Hmkeropoaues



