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
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 19.07.2022 Ne 25-7-42155589-C, 1 NpUHSIAQ pelleHne o6 OTKa3e B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepeperncTpraUmio BAOAEABLEM UAN AEPKATEAEM PEMMCTPALMOHHOTO
yaocTtoeepeHns OO0 «NPBUH 2» (Poccus), Npon3BoACTBO (BCE CTAAUN)
3A0 «3nO-3A0p0BbEY, HO CAEAYIOLLN AEKAPCTBEHHBIV NPENAPAT,
BKAIOYEHHbBIM B NEpPEeYEHb MUIBHEHHO HEOBXOANMbBIX 1N BODKHEWLLINX
AEKOAPCTBEHHbBIX MPENAPATOB:

«FenTpazdaH» (MHH — «KAAEMETUNOHUHY), TOBAETKU KMLLEYHOPACTBOPUMbIE, 400
Mr 10 WT., — YNOKOBKW SIMENKOBbIE KOHTYPHbIE (2.000) — NA4YKM KAPTOHHbIE, B
pasmepe 1012,00 py©.

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

PAC Poccum B Xxopae 9KOHOMMYECKOTO AHAAM3A YCTAHOBAEHO, YTO
3ASIBAEHHAST BEAVYNHA YBEAUYEHMS 3APEMMCTPUPOBAHHOW MPEAEABHOM
OTMNYCKHOW LIEHbI HA BblLLEYKA3AHHbIM AEKAPCTBEHHbIM npenapaT (15%.)
NpPeBRbILLAET AOMYCTUMYIO (2,62%), YTO NPOTUBOPEUUT TPEDOBAHMSIM MYHKTA 45
MeToAMKN.

B CBS13M C BbISIBAEHMEM HECOOTBETCTBUN TPEDOBAHUSIM MYHKTA 45 MeToAMKN
PACYETA NPEAEABHBIX OTMYCKHbIX LIEH MPOOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEPEYEHb YKUZHEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHOW MOCTAHOBAEHMEM
MpaeuTenbcTea Poccumckom Geaepaumm ot 15.09.2015 Ne 979 (aonee —
MeToAnKQ), 1 npUAoXKeHnUa Ne 11 K MeToauKe, HO OCHOBQOHUWM MyHKTA 14
Mpaemun PAC Poccum HanpaBAeH 3anpoc oT 05.08.2022

Ne TH/74202/22 o0 npeAOCTABAEHNN MHOOPMALMN, B TOM YACAE YTOYHEHHDBIE



pacYeThbl C y4ETOM YKA3AHHBIX TPEDOOBAHNN,

B npeAenax yCTAHOBAEHHOIO CPOKA B COOTBETCTBUM C 3anpocom PAC
Poccun
oT 05.08.2022 NeTH/74202/22 vHOOPMALUN HE MOCTYMNAO.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «M» MYHKTA 19
[oaBUA NpeBbILLEHNE MPEACTABAEHHOW AASI TOCY AQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.

.. MarasmnHos



