PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpraumm yCTAOHOBAMBAEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbDIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee —
MpaenAa), PeAepaAbHAST AHTVMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTHI, MPEACTABAEHHbIE MMCbMAMM MuH3APaBA Poccunm ot 23.03.2021
Ne 20-4-4167016-c n ot 21.04.2021 Ne 20-4-4167016-pA0M, V1 NPUHSIAQ PELLEHNE
06 OTKa3€e B COrAQCOBAHMM MPEAEABHOWM OTMYCKHOM LIEHBI, 3ASIBAEHHOW HO
pernctpaumio COOO «Aekdapm» (PecnybAnka beAapycb), HO CAEAYIOLLINIA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODXOANMbIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

KeTonpoopeH-Aekpapm (MHH — KeTonpodeH), paCTBOP AAS
BHYTOUMbILLEYHOIO BBE AEHUST U MHOY 3, 50 MIr/MA, 2 MA - aMnyAbl (5) - NAYKK
KAPTOHHbIE, B pasmepe 85,43 pyb.

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

[pn NpoeeAeHUN SKOHOMUYECKOTrO aHAAM3A PAC Poccum BhISIBAEHO
MPEBbILLEHME 3ASIBASIEMON MPEAEABHOM OTMNYCKHOW LIEHbI HA BbILLIEYKA3AHHbIV
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKN PACHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B
nepeyYeHb >KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEnNAPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1POBUTEABCTBA POCCUMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAUKA).

B cootBeTCcTBUM C NyHKTOM 14 MNpaBnA PAC Poccum HOMPABAEH 3AMNpPOC

oT 07.04.2021 Ne TH/27210/20 0 npe AOCTABAEHUN YTOYHEHHbBIX PACYETOB
NPeAEAbHOW OTIMYCKHOWM LieHbl B COOTBETCTBUM C TPEDOBAHNSMU MYyHKTOB 34-
36 MeToAMKN,

BmecTe ¢ TeM, YTOYHEHHAS 3ASIBAEHHAS NPEAEAbHAS OTMYCKHAS LIEHA HE
NnPVBEAEHA B COOTBETCTBME C TPEDOBAHNSIMU NYHKTOB 34-36 MeTOAMKN, B TOM
YMCAE NPEeACTABAEHHBIMU HA BbllLeyKA3aHHbIM 3anpoc GPAC Poccum
AOKYMEHTAOMU. B Npe ACTOBAEHHbBIX PACYETAX HE MCMNOAb3OBAAOCH CpeAHee



3HaYeHMe «Kn», 4TO NPOTUBOPEUUT TPEDBOBAHUSIM MYHKTA 36 MeToAMKN.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.

T.B. Hmkeropoales



