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 MunH3Apasa Poccum ot 11.06.2021
Ne 20-4-4170960-c 1 o1 01.06.2021 Ne 20-4-4170960-A00M, V1 NPUHSIAQ PELLEHNE
06 OTKa3€e B COrAQCOBAHMM MPEAEABHOWM OTMYCKHOM LIEHBI, 3ASIBAEHHOW HO
PErMCTRAUMIO AEPXKATEAEM UAU BAOAEABLEEM PEMMCTPALUMNOHHOIO
YAOCTOBEPEHUSI ACKAPCTBEHHOIO npenapata OO0 «Meanpom KanmTtaa»
(Poccug), npomnssoacTea (ece ctaam) OAO HIK «2CKOM» (Poccus), Ha
CAEAYOLLNA AEKOPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeYeHb YXN3HEHHO
HEODOXOAMMbBIX V1 BADKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB:

HaTpus xnopma (MHH — HaTpust xAopuA), pacTBOR AAST MHOY3MKM, 0.9%, 250 MA
- ByThIAKA (25) - KOPOHBKA KAPTOHHAS (AASI CTAUMOHAPOB), B pa3mepe 658,37

pyob.

[peAeAbHQAST OTMNYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPenapaT He
COrAQCcoBbIBAETCSI MO CAeAYIOWMM OCHOBOHUSIM.

Mo NpoBeAeHU 9KOHOMMYeCcKoro aHaAn3a GPAC Poccum BbisIBAEHO
NpPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOM LE€Hbl HA BbiLLEeYKA3AHHbBI
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPEBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKM PACHETA NPEAEAbHBIX OTMYCKHbIX
LeH NpOon3BOANTEAEN HO AEKAPCTBEHHbIE NPEenApPAThl, BKAIOYEHHbIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenapaAToB, YTBEPMKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOM
Peaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAuKa).

B cootBeTCcTBUM C NyHKTOM 14 MNpaBnA PAC Poccum HONPABAEH 3aMnpocC

oT 18.05.2021 Ne TH/39667/21 0 NpeAOCTABAEHUN YTOYHEHHbIX PACYETOB
NPEeAEABHOW OTMYCKHOW LiEHbl B COOTBETCTBUN C TPEOOBAHUSIMU MYHKTOB 34-
36 MeToAMKN.

BmecTe C TeM, YTOYHEHHAST 3ASIBAEHHAST MPEAEAbHAST OTMYCKHAS LEHA HE
NPUBEAEHA B COOTBETCTBME C y4ETOM TPEDOOBAHUIN NYHKTOB 34-36 MeToAMKA,



B TOM YNCAE MPEACTABAEHHBIMM HA BbilLeyKa3aHHbIM 3anpoc GPAC Poccum
AOKYMEHTAOMU. KpoMe TOro, CKOPREKTUPOBAHHAS LIEHA NPOTUBOPEYNT
TPeboBAHUSAM NYHKTA 14 «a» MeToAMNKN,

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIW MPEnapAar.

T.B. Hmkeropoales



