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 MYHKTOM 13 1 MOAMYHKTOM «Q» MyHKTA 32 [MpaBUA
FOCYAQPCTBEHHOM PErMCTRALMM N NepepeErncCTRaLUMM MPeAEAbHBIX OTMYCKHbIX
LlEH NPOM3BOAUTEAEN HO AEKAPCTBEHHbBIE MNPENAPATHI, BKAKOYEHHDBIE B
nepeyYeHb YKN3HEHHO HEODBXOAMMBIX 1 BADKHENLLVX AEKAPCTBEHHbIX
NPEnAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHMEM [1pABUTEABCTBA POCCUNCKOW
Pepepaumm o1 29.10.2010 Ne 865 (aanee — MpaBrAd), DeAepPOAbHAS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMmamm MuHsapaesa Poccum ot 04.06.2021 Ne 20-4-4174904-c m

OT 24.06.2021 Ne 20-4-4174904-p0M, U NPVHSAQ peLlleHmne o6 oTKa3e B
COMAQCOBOHUM MPEAEAbHOW OTMYCKHOM LieHbl, 3AsiBAEHHOW HA
nepepernctpaumo AO «Meancopb» (Poccust), HO CAEAYIOLLINIA
AEKAPCTBEHHBIN NPENAPAT, BKAKOYEHHDBIN B NEepeYeHb MMNIHEHHO HEOBXO AMMbIX
N BADKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB:

Kanbumst ratokoHaT Meancop®d (MHH — Kaabumst FAIOKOHAT), TabaeTkn, 0.5 T,
10 WT. - yNAKoOBKM S14EMKOBbIEe KOHTYPHbIE (2) - NAYKMN KAPTOHHbIE, B pA3Mepe
22,12 pyb.

[peAeAbHQAS OTNYCKHAS LeHA HO YKA3AHHBINM AEKAPCTBEHHbIV NpenapaT He
COIrAQCOBbBIBAETCS MO CASAYHIOLLMM OCHOBOHWSIM.

B cootBeTCTBUM C NMYHKTOM 39 MEeTOAVKM pAcHETA NPEeAEAbHBIX OTIMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIN
MNPEnNAPATOB, YTBEPYKAEHHOM NMOCTAHOBAEHMEM [1POBUTEABCTBA POCCUMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (Aanee— MeToAMKA), MPEeAEABHAOS
OTMYCKHAS LleHA NPOU3BOAUTEASI TOCYAQPCTBA - YAEHA EBPA3NINCKOro
3KOHOMMYECKOrO COKO3A HA AEKAPCTBEHHBIM MNPENAPAT Npu ee
nepeperncTpaunm, NOAAENXUT YBEANYEHMIO HO BEANYMHY Y AOPOXKAHMST CbiPbS]
1 MATEPUMAAOB, A TAKXKE HA BEAUYMHY MBMEHEHMST HOKAOAHBIX PACXOAOB.

B cootBeTCcTBUM C NyHKTOM 14 Mpasua, PAC Poccum HaONPABAEH 3ANPOC

oT 09.06.2021 Ne TH/47387 /21 noaApOBHbIE PA3BSICHEHWS MO HECOOTBETCTBUIO
NPeAOCTOBAEHHbBIX AQHHbBIX, YKA3AHHbBIX B MPUAOXKEHUN Ne 7 11 MPUAOXKEHMIN Ne
10 K MeToAMKE B YHOCTM MAQHOBbLIX 3ATPAT HO MATEPWAAbI A
0BLLENPON3BOACTBEHHBIE PACXOADBI, MUCMOAb3YEMbIE MPU MPOU3BOACTBE
3QSIBAEHHOIO AEKAPCTBEHHOIO MNPENAPATA.

BmecTe c TeMm, B MPeACTOBAEHHbIX HA BbiLLeyKa3aHHbIV 3anpoc PAC Poccum
AOKYMEHTAX, PAKTUYECKOE YBEANYEHME LUEHDBI HO 3ASIBAEHHBI AEKAPCTBEHHbIN



npenapart (7,97%), COrAQCHO OTKOPPEKTUPOBAHHOMY MPUAOXKEHMIO Ne 10 K
MeToAMKE, HMKE 3ASIBAEHHOIO POCTA 3APEMNMCTPUPOBAHHOW MPEeAEABHON
OTIMYCKHOW LIEHbI HO BbILLEYKA3AHHbIM AEKAPCTBEHHBIV Npenapar (8,79%), 4To
NPOTUBOPEYNT TPEBOBAHMSIM NYHKTA 39 MeToAMKN.

B CBSI131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUMN C NOAMYHKTOM «I» MyHKTA 19
[NoABUA, NPEBbLILLEHNE MPEACTABASIEMON AASI TOCYAQPCTBEHHOW PEMMCTRALNN
NAU NEPEPErNCTRALUMU MPEAEABHOW OTIMYCKHOM LEHbI MPOOU3BOAUTEAST HO
AEKAPCTBEHHbLIV MNPENAPAT HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUMN C
[NpoaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKA3A B
COrAQCOBQAHUN TOCYAQPCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOM
L€Hbl MPOU3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoales



