PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm oT 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMMOHOMOABHAS CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMmamm MunHsapaesa Poccum ot 19.02.2021 Ne 20-4-4163097-c, oT 12.04.2021
Ne 20-4-4163097-A00, U NPUHSIAG pelleHne 06 OTKa3e B CONAQCOBAHNM
NpeAEAbHOW OTMYCKHOWM LEHbI, 3ASIBAEHHOWM HO nepepernctpaumo AO
«BaneHta Qapm» (Poccust), HO CAEAYIOLWNN AEKAPCTBEHHBIN NPENAPAT,
BKAIOYEHHDBIN B NEPEYEHD MUBHEHHO HEOBOXOANMbBIX 1N BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«PeHazenam» (MHH - «<BpoOMAUTMAPOXACPPEHNABEH3IOANA3ENMHY), TODAETKN,
2.5 Mr, 25 WT. yNAaKOBKM SIMEMKOBbBIE KOHTYPHbIE (2) NAYKM KOPTOHHbIE, B
pasmepe

145,35 py®.

[poeAeAbHAsT OTNYCKHAS LEeHA HA BbllLeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAacCoOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

B cooTteeTCcTBMM C NyHKTOM 37 TPABUA, NPU NEpEpErncTpaLmm NpeAEAbLHOMN
OTMNYCKHOW LIEHbBI MPON3BOANTEASI HO AEKAPCTBEHHBIM MPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPUHUMAETCS NEPUOA, UCTEKLLMIN CO AHST MPOUHSITAS
peLleHMs O TOCYAQPCTBEHHOM PErMCTPALMM (MOCAEAHEN NEpepPErnCTpaUmmn,
obgasarenbHOM nepepermnctpaumm B 2019 - 2020 ropax) NnpeAeAbHOMN
OTMNYCKHOW LIEHbl HO A€Hb NOAQYM B MMH3APAB POCCUM 3ASIBAEHMST O
nepepernmcTpaummn.

PelweHne 06 obg3atenbHom nepepermnctpaumm B 2019 - 2020 ropaax
NPeAEAbHbBIX OTMYCKHBIX LLEH HA 3ASIBASIEMbBIN AEKAPCTBEHHbIV MpenapaT
MNPUHSTO NPUKA3oM MunH3apaea Poccum oT 18.12.2020 Ne 632/20-20-OT1P.,

B xoaAe npoBeAeHUsT 9KOHOMMYECKOrO AHAAM3A YCTAHOBAEHO
HEeCOOTBETCTBUI Tpe6OBC1Hl/I$'IM NYHKTA 45 MeToAMKM pacyHeTa MpeAEAbHbIX



OTMYCKHbIX LLeH MPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPEenapAThl, BKAKOYEHHbIE
B NepeYeHb YKMZHEHHO HEOBXOAMMbBIX 1 BOMKHEMLLNX AEKAPCTBEHHbBIX
NPEenAPATOB, YTBEPXKAEHHOM MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUMNCKOM
Peaepaumm o1 15.09.2015 Ne 979 (Aanee — MeToOAUKA) 1 MPUAOXKEHMST Ne 11 K
MeTtoavike.

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpaABAEH 3anpocC OT
01.04.2021 Ne TH/25076/21 0 npe AOCTABAEHNN MHOOPMALMN, B TOM YACAE
YTOYHEHHbBIN PEECTP OTIPY30K AEKAPCTBEHHOIO MPENAPATA COrAACHO
NPEUAOXKEHMIO Ne T K MeToAMKe 30 OTYETHBIM Nepuoa (¢ 18.12.2020 no
21.01.2021).

COrAQCHO NpeACTABAEHHbBIM HA BbllLeyKA3AHHbIM 3AMpOC AOKYMEHTAM U
CBEAEHUSIM MO MPUAOXKEHMIO Ne 1 K MeToAMKE, OTIPY3KM BbilLEeYKA3AHHOIO
AeKkapcTBeHHOro npenaparta ¢ 18.12.2020 no 21.01.2021, TO €CTb 34 OTYETHbLIV
NeproA HE OCYLLECTBASIAUCD, YTO MPOTUBOPEUUT TPEBOBAHMSIM MOAMYHKTO «M»
NYHKTA 32 [1PABUA 1 MYHKTOB 44 1 45 MeToAMKN.

B CBSI13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMYHKTAM «» MYyHKTA 32
[NoOBUA MpeBbILLEHNE MPEACTABAEHHbBIX AASI FOCY AQPCTBEHHOW
nepeperncTpaunm NpeAEAbHbIX OTMYCKHbIX LEH MPOU3BOAUTEAST HA
AEKAPCTBEHHbBIE MPENAPATLI HOA LEHAMMU, PACCHUTOHHBIMW B COOTBETCTBUMM C
[NpoaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKAO3A B
COrMAQCOBOHUN FTOCYAQPCTBEHHOW PEMMCTRAUNN MPEAEABHBIX OTMYCKHbIX LIEH
MPON3BOAMTEASI HO AEKAPCTBEHHbIE MPENAPATHI.

T.B. Hmkeropoaues






