PELLEHWE

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

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOWM PEMMCTRALMM U NEPEPETrNCTRALUN MPEAEABHBIX OTMYCKHbIX
LieH NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MNPENAPATHI, BKAKOYEHHBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB, YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOW
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum o1 03.11.2021 Ne 25-7-4188410-C, 1 NPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbIX HO NEPEPErNCTPALUNIO ACPIKATEAEM VAN BAOAEABLIEEM
PErMCTPAUMOHHOIO YAOCTOBEPEHMSI AEKOPCTBEHHOIO NPENAPATA

OO0 XPK «MUNP» (Poccus), npomnseoacTso (Bce ctaamm) OAO HIMK
«QCKOM» (Poccus), Ha CAeAYoLME AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEePEYEHDb YKU3HEHHO HEODBXOAMMBIX U BAYKHEMLLIX
AEKAPCTBEHHbIX MPENAPATOB:

1. «HosokanH» (MHH — «[1poKauH»), pACTBOP AASI MHbeKUUA, 2,5 Mr/MA 100 MA
- BYTHIAKM AAST KPOBW U KPOBE3AMEHUTEAEN (28) - KOPOBKM KAPTOHHBIE (AAS
CTAUMOHAPOB), B pasmepe 560,24 pyo.

2. «HoeokanH» (MHH — «[TpOKauH»), paCTBOP AAS MHbeKUMN, 2,5 Mr/MA 200 MA
-BYTHIAKM AAST KPOBW U KPOBE3AMEHUTEAEN (28) - KOPOBKM KAPTOHHBIE (AAS
CTAUMOHAPOB), B pasmepe 700,92 pyo.

[peAeAbHble OTMNYyCKHble LeHbl HA BbilLeyKA3AHHbIE AEKAPCTBEHHbIE
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLLKM OCHOBAHNSIM.

B xoAe 9KOHOMMYECKOrO AHOAMN3A YCTAHOBAEHO, YTO 3ASIBASHHAST BEAVYMHA
YBEAUYEHUS MPEAEABHBIX OTMYCKHbIX LEH PACCUYMTAHA 6e3 yyeTa TpeboBAHM
NYHKTA 45 MeTOoAMNKM pacyHeTa NpeAEAbHbBIX OTMYCKHbIX LeH NPOnN3BOANTEAEN
HO AeKQPCTBEHHbIE NPENAPAThl, BKAIOYEHHbIE B NMepeyeHb YXN3HEHHO
HEOBXOAMMbBIX 1 BODKHENLLMX AEKAPCTBEHHBIX MPEMNAPATOB, YTBEPXKAEHHOMN
noctaHoBAeHnem lNMpaeutenbcTea Poccuickom Geaepaumm ot 15.09.2015 Ne
979 (ranee — MeToAMKQ).

Moy 9TOM, PACYETHOE 3HAYEHNE BEANYUHBI YBEAMYEHWMS 3APErMCTRUPOBAHHBIX
MNPEeAEAbHbIX OTMYCKHbIX LLleH NCXOAS U3 MPEe ACTABASHHbBIX AOKYMEHTOB U
CBEAEHNA C y4eTOM TPebOBAHMIN NYHKTA 45 MeTOAMKM He MO3BOASIET
MPOU3BECTU KX NEPEPErUCTPALMIO B COOTBETCTBUM NMyHKTOM 32 MPaBUA.,



B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «IM» MYHKTA 19
[ToaBUWA MpeBbiLLeHNE MPEACTABAEHHOW AASI TOCYAQPCTBEHHOW PEMMCTRALNM
NAU NMepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasmAOMU M METOAMKOW, A TAKKE HEMPEACTOBAEHNE CBEAEHUN,
MPEAYCMOTPEHHBIX MYHKTOM 14 [TPABUA, SIBASIETCSI OCHOBAHMEM AASI OTKA3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOM
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBIN MPenapdar.

T.B. HmkeropoaLes



