PELLEHWE

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

B cooteetctBUM C MyHKTOM 13 TPOBUA TOCYAQPCTBEHHOW PErMCTRALUUNN 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 (aonee — Tlpaemaa), DPepepOaAbHAST AHTUMOHOMOABHAST  CAYXKOO
PACCMOTPEAA AOKYMEHTDI, MPEACTABAEHHBIE NMMCbMAOMKM MUH3APOBO Poccum
0 729.03.2024 Ne 25-7-4282169-c, ot 14.06.2024 Ne 25-7/4259, n npuHSIAQ
peweHne o6 OoTKa3e B COMAAQCOBOHUM MPEAEAbHOWM OTMYCKHOWM LEHHbI,
3Q5IBAEHHOW HQO PErnmcTPAUMIO AEPIKATEAEM NAU BAOAEABLEM
PEMMCTPAUMOHHOIO  YAOCTOBEPEHUST AEKApCTBeHHOro npenapata OO0
«PapM-CuHTtes» (Poccus), NponsBOACTBA FOTOBOW AEKAPCTBEHHOW (GOPMbI,
nepeunyHAs 1 BTOpUYHAS ynakoeka OOO «HosaMeamka NHHOTeEX» (Poccus),
OPraHMN3aLMS, OCYLLECTBASIOLLAST BbINMYCKALWMN KOHTPOAbA KadecTea OOO
«Papm-CuHtesd» (Poccus), HA CAEAYIOWMA  AEKOPCTBEHHbIM MPEenapar,
BKAIOYEHHBIN B MEepPEeYEHb  YKM3HEHHO HEOBXOAUMbBIX U BOMKHEWLLWX
AEKAPCTBEHHbBIX NPENAPATOB:

Anoypatr (MHH — AMeTUAGYMQPAT), KAMCYAbl KMLEeYHOpacTeopuMble, 120
M, 14 WT. - YNOKOBKM SMEMKOBbIE KOHTYPHble (1) - MNAYKM KOAPTOHHbIE, B
pasmepe 3027,56 pyob.

[peAeAbHQAST OTMYCKHAS LUEHA HA YKA3AHHbI AEKAPCTBEHHbBIM NPEnApAT He
COraAaCcoBbiBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

Moy npoBepaeHU 3KOHOMUYecKkoro aHanmza QAC Poccum  BBISIBAEHO
MPEBbLILLEHNE 3ASIBASIEMON NMPEAEABHOM OTMYCKHOM LIEHBI HA BbILLEYKA3AHHbIN
AEKOPCTBEHHBIM MPENAPAT HOA LEHOW, PACCYUATAHHOM B COOTBETCTBUMM C
TPeboBAHMSIMM MYyHKTOBR 34-36 MeTOAMKU pacyeTa MPeAEAbHbIX OTMYCKHbIX
LeH nMNpOM3BOAMTEAEN HA AEKOPCTBEHHbIE MPEnapPATbl, BKAIOYEHHbIE B
NnepedYeHb  MKMBHEHHO  HEODOXOAMMbBIX W BODKHEMLLIMX  AEKOPCTBEHHbIX
NPEenApPATOB, YTBEPXKAEHHOM NMOCTAHOBAEHMEM [lpaBUTEABCTBA POCCUMMNCKOM
Peapepaumm o1 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cooteetctBUM C nyHKTOM 14 TMpasma GPAC Poccum HOMPABAEH 3AMPOC OT
02.06.2024 Ne 33/38133/24 0O nNPEAOCTABAEHMM YTOYHEHHBIX PACYETOB
NPeAEAbHOW OTMYCKHOW LieHbl B COOTBETCTBUM C TPEBOBAHMSIMU MYHKTOBR 34-
36 MeToAnKU.



BmecTe C TeM, YTOYHEeHHQSs 3AsIBASHHAS MPEeAESAbHAST OTMNYCKHAST LeHa He
NPVBEAEHA B COOTBETCTBME TPEDBOBAHUSIMU NYHKTA 36 MeToAMKM. B pacyeTax
3ABUTENS], MPEACTOBAEHHBIX HA BbILEYKA3OHHbIM 3anpoc PAC Poccum
HEeKOPPEKTHO PACCHUUTAH NOHMMKAOLLNA KOSDOUUMEHT K.

B CBSI3M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MyHKTA 19
[NoaBUA NpeBbILLEHNE NPEACTOBASIEMON ANS] rOCyAQPCTBEHHOMN
nepepermcTpaunm nNPeAEAbHOM  OTMYCKHOM  UEHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUMN C
[oaoBuAaaMmr 11 METOAMKOWN, SIBASIETCST OCHOBOHMEM  AASI  OTKQ3Q B
COrAQCOBQOHMMN TOCYAQPCTBEHHOW PErnCcTRPAUMMN MNPEAEABHOM OTMNYCKHOW
L€Hbl MPOU3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.
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