PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865, pacCMOTPEAQ AOKYMEHThI, MPEACTABAEHHBIE MMCbMOM MIMH3APOBA
Poccun ot 29.08.2022 Ne 25-7-4224160-C, 1 MPUHIAQ peLleHmne 06 OTKa3e B
COrAQCOBOHUW NPEeAEAbHOM OTMYCKHOW LIEHbI, 3ASIBAEHHOW HA perncTpaumto
3A0 «FOD» (Poccus), HO CAEAYIOLLMA AEKAPCTBEHHBIN MPENAPAT,
BKAIOYEHHbBIN B NEPEYEHD MUBHEHHO HEOBOXOANMbBIX 1N BOKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«2TAOBbIM cnPT» (MHH — «2TAHOA»), KOHUEHTPAT AAS MOUTOTOBAEHUS
PACTBOPA AAST HOPY>KHOrO npuMeHeHust, 95%, 100 MA - @AQKOHBI (1) - NnA4Km
KAPTOHHbIE, B pasmMepe 21,21 pyb.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapPAT
HE COrAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

[pn NpoBeAEHUN SKOHOMMYECKOTO AHAAM3A PAC Poccum BhISIBAEHO
MPEBbILLEHME 3ASIBASIEMbBIX MPEAEAbHbBIX OTMYCKHbIX LUEH HA BblLLEYKA3AHHbI
AEKQPCTBEHHbIN NPEenapaAT HOA LLEHOMWN, PACCYUTAHHBIMA B COOTBETCTBUN C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKM PACHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NpOon3BOANTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEenapPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1paBUTEABCTBA POCCHMMNCKON
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaMKa).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpABAEH 3anpocC OT
15.09.2022 Ne M /85741/22 0 Npe AOCTABAEHUN YTOYHEHHBIX PACYETOB
NPeAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBUM C TPEOOBAHMSIMM MYHKTOB 34-36
MeToAMKN.

BmecTe C TeM, 3asIBAEHHAS NPEAEABHAST OTMYCKHAS LLEHA HE MPUBEAEHA B
COOTBETCTBME C TPEDOOBAHNIMM NMYHKTOB 34-36 METOAMKU, B TOM YNCAE
NPeACTOBAEHHBIMM HA BbILLEYKA3AHHbIM 3anpoc PAC Poccum AOKYMEHTAMU.

B CBS131 C BbILLEUN3AOYMKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMM «B» N «I™» MYHKTA
19 MpaBUA NPEBbILLEHME MPEACTABASHHOM AAS TOCYAQPCTBEHHOM



PerncTpaUnn NAV NepeperncTpaLnm NpeAeAbHOM OTMYCKHOW LiEHbI
MPOU3BOAUTEAST HO AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHUTAHHOW B
COOTBETCTBMU C [paBUAOMU M MEeTOAMKOW, A TAKXKE HEMPEACTABASHME
CBEAEHUN, MPEAYCMOTPEHHDBIX MYHKTOM 14 [1pABUA, SIBASIETCSI OCHOBAHWEM
AN OTKA3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErnMCTRALMK NPEAEABHON
OTMYCKHOW LIEHbl MPOUN3BOAUTEASI HO AEKAPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoales



