PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooteeTcTBMM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUUN U
nepepermcTpaunm MnPEAEAbHbIX  OTMYCKHbIX UEeH MPOM3BOAUTEAEN HA
AEKAQPCTBEHHbIE  MPENnAPAThl, BKAIOYEHHBIE B  MNEepeyeHb  YKU3HEHHO
HEODXOAUMBIX U BOOPKHEMLLMX AEKOAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneMm [MNpaeutenbcTea Poccumckon ®eapepaumm ot 29.10.2010 Ne
865, PepepAAbHAsST OHTUMOHOMOABHAST CAY>KOQ PACCMOTPEAD AOKYMEHTHI,
NPEACTABAEHHBIE MMCbMaMM MuH3ppOBa Poccum oT 26.10.2023 Ne 25-7-
4266814-c n o1 04.12.2023 Ne 25-7-4266814-p0M, 1 MPUHSIAQ pelleHne 06
OTKO3E B COrAQCOBOHUM MPEAEAbHBIX OTMYCKHbIX LEH, 3QSIBAEHHbIX HA
PErNCTPAUMIO  AEPXKATEAEM VAU BAGAEABLUEM  PETUCTPAUMOHHOIO
YAOCTOBEPEHMSI ACKAPCTBEHHOIO Npenapara

0]0]0) «BECT» (Poccug), MNPOM3BOACTBO (BCe CTaAUWN) OAO
«Camapameanpom» (Poccust), HO CAeAyroWLME AEKAPCTBEHHBIE MPENAPAThHI,
BKAIOYEHHBIE B MEPEYEHb  YKMBHEHHO HEOOXOAMMbBIX W BODKHEWMLUWX
AEKAPCTBEHHbBIX NPENAPATOB:

1. «AKBA3AH TMoeunpoH-Moa» (MHH — «oBuaoH-Moa»), pacTBOp AAS
MECTHOIro 1 HApPyXHOro npumMmeHeHus, 10%, 1000 MA - ®AAKOHbI (8) - AAS
CTAUMOHAPOB, KOPOBKM KAPTOHHbIE, B padmepe 5276,72 pyb.

2. «AKBA3AH TMoeunaoH-Mloa» (MHH — «oBuaoH-Moa»), pacTBOpP AAS
MECTHOro 1 HAPYXHOro npumMmeHeHus, 10%, 1000 MA - ®AAKOHbI (8) - AAS
CTAUMOHAPOB, NAEHKQ, B pasmMepe 5276,72 pyb.

[loepAeAbHble  OTMNyCKHble UeHbl HA  BbllWeyKA3AHHbE  AeKOQPCTBEHHbIE
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLLKM OCHOBAHNSIM.

MNon npoBepaeHU aKoHoMuyeckoro aHaamza QPAC Poccun  BbISIBAEHO
MNPEBbILLEHNE 3ASIBASIEMbBIX MPEAEAbHBIX OTMYCKHbIX LEH HA BbllLEYKA3AHHbI
AEKAPCTBEHHbBIV MPENAPAT HAOA LEHAMM, PACCYUTOHHBIMW B COOTBETCTBUMM C
TPeOOBAHMSIMM MYHKTOB 34-36 MeTOAMKU pacyeTa MPEeAEAbHbIX OTMYCKHbIX
LEH TMPOUM3BOAUTEAEN HA AEKAPCTBEHHbIE MPENAPATbl, BKAIOYEHHbIE B
nepeyeHb H>KMIHEHHO HEOBXOAUMbBbIX U BODKHEWLUMX  AEKAPCTBEHHbIX
NPEenapaAToB, YTBEPXKAEHHOM NMOCTAHOBAEHMEM [lpaBUTEABCTBA POCCUMMNCKOM
Peaepaumm oT 15.09.2015 Ne 979 (panee — MeToAUKA).

B cooteetctBUM C nyHKTOM 14 Mparma GPAC Poccum HONMPABAEH 3AMpoC OT
24112023 Ne TH/9Q8765/23 O nNPEACTABAEHUM YTOYHEHHBIX PACYETOBR
305IBASIEMbBIX MPEAEABHBIX OTMYCKHbIX LIEH HA BbILLIEYKA3OHHBIN AEKAPCTBEHHbI



npenapaT ¢ y4etom TpeboBaHU NyHKTOB 34-36 MeToANKN.

BvecTte C TEM YTOYHEHHbIE 3ASIBAEHHbIE MPEAEAbHbIE OTMYCKHbIE LEHbl HE
NPVBEAEHbI B COOTBETCTBME C TPEOOBAHMSIMM MYHKTOB 34-36 METOAUKM, B TOM
YNCAE MPEACTOBAEHHBIMM HA  BbllEYKA3aOHHbIM  3anpoc (PAC Poccum
AOKYMEHTAOMU. COrAQCHO MPEACTABAEHHBIM AOKYMEHTOM MCMOAbIYEMAST AASI
pacyeTbl 3ASIBAEHHOW LeHbl 3AperncTpUpOBAHHAS MPEeAEAbHAST OTMYyCKHAS
LEHO HA MOTPEBUTEABCKYID  YMAKOBKY AEKAPCTBEHHONO MPENAPATA,
coenaaatowero no MHH 1 AekapcTBEHHOM popMe, onpeaeneHa B6e3 yyeTta
ToeboBaHUM NYHKTA 35 MeToAMKN,

B CBS13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «» MyHKTA 19
[paBsmA npeBbllUeHne NPEeACTOBASIEMON ANS] roCyAQPCTBEHHOMN
nepeperncTpaumMmn npPeAeAbHOM OTMYCKHOM  LUEHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUMN C
[NpoasuAnaM 1 MEeTOAMKOW,  SIBASIETCSI  OCHOBOHMEM  AASI  OTKA3A B
COrAQCOBOHUN TFOCYAQPCTBEHHOW perncTpaunm npeAeAbHOM  OTMYCKHOW
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.
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