PELLEHWE
06 OTKa3e B COrAQCOBAHUM MPEAEAbHBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN HA

AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeYeHb YKM3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MPOM3BOANTEAEN HA
AEKQAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX Y BAPKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010

Ne 865, PeAepanbHAST QHTVIMOHOMOABHAS CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3APOBA Poccum o1 01.02.2022 Ne 25-7-
4198556-C, 1 NpUHSIAQ pelleHne 06 OTKA3Ee B CONAQCOBAHUM MPEAEABHOM
OTMYCKHOW L€HbI, 3asiBA€HHOW HA perncTtpaumo OO0 «MOCDOAPM» (Poccus),
HA CACAYHIOLLMN AEKQPCTBEHHBIN MNPEnAPAT, BKAKOYEHHDBIV B NepeyYeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHENLLVX AEKAPCTBEHHbBIX MPENAPATOB:

«HaTpus xnopma» (MHH - «<HaTpust xAopua»), pacTBOp AAST UHOY 31, 0.9%,
1850 MA - KOHTENHEP (42) - LUK KOPTOHHbBIN (AAST CTALMOHAPOB), B pA3Mepe
882,00 py®.

HpeAe/\bHOﬂ OTrnyCKHAs LeHA HA BblLIJGYI(CI3OHHbII7I /\eI(OpCTBeHHbIVI noenapar
HEe COIrAAQCOBbIBAETCS NO CASAYIOWNMM OCHOBAHNSIM.

[pu NpoBeAEHNN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
NPeBbILLEHME 3ASIBASIEMON MPEASABHOW OTMYCKHOM LieHbl HA BblLLeYKA3AHHbI
AEKQPCTBEHHbIN NPEenApaAT HOA LLEHOW, PACCYUTAHHOW B COOTBETCTBUN C
TPEBOBAHUSIMMN MOAMYHKTA «O» MYHKTA 14 MeToAMKM pACHETA NPEAEAbHbBIX
OTMYCKHbIX LEH NPOM3BOANTEAEN HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
MNPEenapPATOoB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCHMMNCKON
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaMKa).

B cootBeTCcTBUM C NyHKTOM 14 Mpaua, PAC Poccum HaNPABAEH 3AnpocC
oT 15.02.2022 Ne TH/11259/22 0 Npe AOCTABAEHUN YTOYHEHHBIX PACYETOB
NpeAEAbHOW OTMYCKHOWM LiEHbl B COOTBETCTBMM C BbILLEYKA3AHHBIMU
TpeboBaHUSIMN MeTOANKN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHbBIM 30MPOCOM
OAC Poccum nHOopMaLms He NOCTYMAQ.



B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMW «B» U «» MYHKTA
19 MpOBUA NMpPeEBbILLEHNE MPEACTABAEHHOM AASI FOCYAQPCTBEHHOMN
perncTpaunn AN nepeperncTpaumm NpeAeAbHOM OTMYCKHOW LiEHb
MPON3BOAUTEASI HO AEKAPCTBEHHDBIV NPENAPAT HAA LLEHOM, PACCHYUTAHHOW B
COOTBETCTBMM C [1paBUAAMU N METOAMKON, A TAKXKE HEMPEACTABAEHMNE
CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 14 [NpaBUA, SIBASIETCSI OCHOBAHUNEM
AASI OTKA3A B COMAQCOBAHNM TOCYAQPCTBEHHOW PErMCTRALMM MPEAEABHON
OTMNYCKHOW LIEHbI MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.

T.B. Hmkeropoales



