PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

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
nMcbMoM MuH3apaea Poccum o1 02.02.2021 Ne 20-4-4163433-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3as1BAeHHOM Ha nepeperncTpaumio OAO «Aarbxmmepapm» (Poccus), HA
CAEAYOLLNM AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B NMepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«QYOUAAMHY (MHH «AMUHODUAAMHY), TABAETKK, 1560 Mr, 10 WIT. YNOKOBKM
S4ENKOBbIE KOHTYPHbIE (3) NAYKM KAPTOHHbIE, B pasmepe 14,00 pyb.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapaT
HE COrAQCOBbLIBAETCS MO CAEAYOLMM OCHOBOHMSIM.

B cootBeTCTBMM C NYHKTOM 37 [PABUA, NPpK NepeperncTpaLmm npeAEAbHOM
OTMYCKHOW LIEHbBI MPOUN3BOANTEAST HO AEKAPCTBEHHBIM MPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPUHUMAETCS NEPUOA, UCTEKLLMIN CO AHST MPOUHSITAS
peLLlEeHMs O TOCYAQPCTBEHHOM PEMMCTPALMM (MOCAEAHEN MEPEPETNCTPALMN,
obgasarenbHOM nepepermnctpaumm B 2019 - 2020 ropax) NnpeAeAbHOMN
OTMNYCKHOW LIEHbI HO A€Hb NOAQYM B MMH3APAOB POCCUKM 3ASIBAEHMST O
nepepernmcTpaummn.

MuH3APOBOM Poccum npumHaTo peluerne o6 ob53aTeAbHON
nepepermctpaunm B 2019 - 2020 roAQx HA 3ASIBASIEMbIA AEKAPCTBEHHbIV
npenapat (Npukas MuHsapasa Poccum ot 18.12.2020 Ne 645/20-20-OT1P).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpaABAEH 3anpocC oT
12.02.2021 Ne TH/10196/21 0 npe AOCTABAEHUN MHOOPMALNN, B TOM YACAE
YTOYHEHHbBIN PEECTP OTIPY30K AEKAPCTBEHHOIO MPENAPATA COrAACHO
NPUAOXKeEHMIO Ne 1 K MeToAMKE pacyeTa NpeAEAbHbBIX OTMYCKHbIX LIEH
NPOV3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B MEPEYEHb



YKN3HEHHO HEOBXOAMMbBIX N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB,
yTBEPIXKASHHOM NocTaHoBAeHMeEM [NpaemtenbcTBa Poccuickom Peaepaumm
oT 15.09.2015 Ne 979 (aoanee — MeToAMKA), 30 OTYHETHBIV Nnepuoa (¢ 18.12.2020
no 25.01.2021) ¢ yyetom TpeboBaHUM NyHKTA 16 METOAMKN 1 NMYHKTA 37
[poaBuUA.

BmecTe ¢ TeM NpeACTABAEHHBIM MMCbMOM 3asiBUTEAS OT 20.02.2021

Ne 28697/21 coobLEHO O TOM, YTO OTIPY3KM BbILLEYKA3AHHOIO
AeKapCcTBEHHOrO npenapata ¢ 18.12.2020 no 25.01.2021, TO eCTb 34 OTYETHbLIV
NepuoA HE OCYLLIECTBASIAUCH, YTO MPOTUBOPEYNT TPEDOBAHNSIM MOAMYHKTA «M»
NYHKTA 32 [TPABUA U NMYHKTOB 44 1 45 MeToAMNKN.

B CBSI13U C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYyHKTA 19 [NpaBUA,
MPEBbILLEHME MPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PETNCTPALMMN UAK
nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHbI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpoaBnAaMU 1 MEeTOAUKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LEeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoales



