PELLEHWE
06 OTKa3e B COrAQCOBAHUM MPEAEAbHBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN HA

AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeYeHb YKM3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cootBeTCTBUM C MNYyHKTOM 13 U TMOAMYHKTOM «» MNyHKTA 32 [lpaBuA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LEH TMPOU3BOAUTEAEN HA AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B
NnepedYeHb MKMBHEHHO  HEODOXOAMMbBIX UM BODKHEMLLIMX  AEKOPCTBEHHbIX
NPEenapPATOB, YTBEPMKAEHHBIX NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUMNCKOM
QPepepaumm o1 29.10.2010 Ne 865 (aaonee - T[lpaeunnaa), PepepanbHOSs
OHTVMMOHOMOABHAST CAY>KOA PACCMOTPEAT  AOKYMEHTHI, MPEACTOBAEHHbIE
nMcbMoM MuH3apaea Poccum oT 06.03.2024 Ne 25-7-4280149-C, 1 MPUHSIAG
peweHne o6 OoTKa3e B COrAAQCOBOHUM MPEAEAbBHOW OTMYCKHOWM LEHHbI,
3a9IBAEHHOM Ha nepeperncTtpauuio  NMAO  «Kpacoapmar  (Poccus), Ha
CAEAYIOLNM AEKAPCTBEHHBIM MPENAPAT, BKAIOYEHHBIN B MEPEYEHD YKU3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«MeTpoHnaazon» (MHH - «MeTPOHMAQ3OA»), PACTBOP AAST MHOY3UN, S MI/MA,
50 MA, KOHTemHep (72) MK KAPTOHHBIM (AAST CTAOUMOHAPOB), B pA3MEpE
1046.,96 py®.

[lpeAeAbHQAsT OTMNYCKHAS LeHA HA BbilLEeYKA3AHHbIM AEKAPCTBEHHbBIW MPenapaT
HE COIrAACOBbIBAETCSI NO CAeAYOWNMM OCHOBOHMSIM,

Mo nNpoBeAeHN 3KOHOMMYeCKOro aHoamda QAC Poccum  BbISIBAEHO
NPEBbILLEHME 3ASIBASIEMON MPEAEABHOM OTMYCKHOW LUEeHbl HO BblLLEYKA3AHHbI
AEKOPCTBEHHBIM MPENAPAT HAA LEHOWM, PACCYUTAHHOM B COOTBETCTBMM C
TPEOOBAHMSIMM  MYHKTA 45 MEeTOAMKU PACYETA MPEAEAbHBIX OTMYCKHbIX LIEH
MPOM3BOAUTEAEN HO AEKOQPCTBEHHbIE MPEnapPAThl, BKAIOYEHHBIE B MNepeyeHb
YKMBHEHHO HEOOXOAMMBIX U BODKHEMLUMX AEKOPCTBEHHBIX MPEnapATOB,
YTBEPYKAEHHOW MOCTOHOBAEHMEM [lpaeutenbcTea Poccuimckon Peaepaumm
0T715.09.2015 Ne 979 (Aoanee — MeToAMKQ), U MPUAOXKEHKMST Ne 11 K MeToAMKe.

3ASIBAEHHAST BEAMYMHA  YBEAUYEHUST  3APETMCTPUPOBAHHOM  MPEAEABHON
OTMYCKHOWM LEHbl HAO BbILLEYKA3AHHbBI ASKAQPCTBEHHbBIN MPENAPAT MPEBRLILLAET
MPEAEABHO  AOMYCTUMYIO BEAUYMHY YBEAUMYEHUST  3APErMCTPUPOBAHHOM
NPEeAEAbHOW OTMYCKHOW LEHbl, YTO MPOTUBOPEYUT TPEOOBAHUSIMU MYyHKTA 45
MeToANKN.

B cootBeTcTBMM C nyHKTOM 14 Mpasmna QAC Poccum HAMPOBAEH 3AMNpOoC OT



04.04.2023 Ne TH/28482/24 o nNpPepAOCTOBAEHUM YTOYHEHHBIX PACYETOB C
y4yeToM TPpebOoBAHUM NYHKTA 45 MeToAMKN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 3AMOOCOM
OAC Poccum nHeopmMaums He NOCTYMAQ.

B CBS131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C MOAMYHKTAMMU «B» U «» MYHKTA
19 TlpaBUA NpeBbllUEHME  MPEACTOBAEHHOW  AAST  FTOCYAQPCTBEHHOMN
permcTpaunm  UAM  nepeperncTpaumm  npeAeAbHOW  OTMNYyCKHOWM  LeHbl
MPOOU3BOAUTEAST HO AEKAPCTBEHHBIM NPENAPAT HOA LEHOW, PACCYUNTAHHOW B
cooTBeTCTBMM C [lpaBvAaMn 1 MeToAMKOM, A TAKXKE HEMPEeACTABAEHME
CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 14 [lpaBUWA, SIBASETCSI OCHOBOHMEM
ANSI OTKO3O B COrMAQCOBAHVM TOCYAQPCTBEHHOW perncTpaunm npeAeAbHOn
OTMNYyCKHOW LIEHbI MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.

T.B. Hmkeropoaues



