PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN
HO A€KAPCTBEHHbIE MPEenapaAThl, BKAKOYEHHbIE B NepeYeHb >KM3HEHHO

HEODOXOAMMbIX 1 BAYKHENLLINX NEeKAPCTBEHHbIX MPenaparonb

B cooTBETCTBUM C MYHKTOM 13 1 MOAMYHKTOM «Q» MyHKTA 32 [NPpaBUA
FOCYAQPCTBEHHOM PEMMCTPALMN U NEPEPETNCTRALMM MPEAEABHDBIX OTMYCKHbIX
LEeH NPOn3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbBIX 1 BAPKHENLLIMX AEKAPCTBEHHbIX
NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM [TDABUTEALCTBA POCCUNCKOWM
Peapepaumm oT 29.10.2010 Ne 865, DeaepaAbHAST AHTVMOHOMOABHAST CAYXKO6Q
PACCMOTPEAD AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAMKM MUH3APOBA Poccumn
oT 27.02.2023 Ne 25-7-4242190-c, o1 24.03.2023 Ne 25-7-4242190-A0M, N MPUHSIAQ
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asBAeHHON Ha nepeperncTpaumio NAO «Kpacpapmar» (Poccus), HO
CAEAYIOLWNA AEKAPCTBEHHbIM MNPENAPAT, BKAKOYEHHBIV B NepeyeHb MKN3HEHHO
HEODBXOAMMbBIX 1 BADKHENLLNX AEKAPCTBEHHbIX MPENAPATOB:

«LUeotpnakcorH» (MHH - «LledTprakCoH»), NMOPOLLOK AAST MPUTOTOBAEHMS
PACTBOPA AASI BHYTPVBEHHOIO 1 BHYTPVMbILLEYHOIrO BBEAEHMS, 1 T, GAQKOH (1)
- MAYKA KAPTOHHAS, B pasmMepe 50,62 pybaen.

[peAeAbHAsT OTNYCKHAS LEeHA HA BbllLUeYKA3AHHbINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAaCoOBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

COranacHo TpebOoBAHMSIM MOAMYHKTA «Q» MNYyHKTA 39 MeToAMKM pacyeTa
MNPeAEAbHbBIX OTMYCKHbBIX LIEH MPOUN3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI,
BKAIOYEHHBIE B MepeYveHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHOM MOCTAHOBAEHVEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 15.09.2015 Ne 979 (aanee —
MeToAVKQ), MPEeAEAbHAST OTMYCKHAS LEeHA MPOM3BOAUTEAST HO AEKAPCTBEHHBIN
NpPenapaT NpY ee NepeperncTpraummn B COOTBETCTBUNM C NMOAMYHKTOM «QO»
NYHKTA 32 [TPABUA MOAAEKUT YBEANHEHNIO HO BEANHUHY YAOPOXKCOHUS ChIPbS U
MOTEPUAAOB.

B XOA€ DKOHOMMYECKOrO OHAAM3A HO OCHOBAHMM MPEACTABAEHHbIX
BbILLEYKA3AHHBIM MMCbMOM MUH3APABA POCCUM AOKYMEHTOB, A TAIKXKE HA
OCHOBOHUM AOKYMEHTOB, PAHEE MPEACTABAEHHbBIX B COOTBETCTBUN C
OCcoBEHHOCTSIMMN FOCYAQPCTBEHHOIO PETNYANPOBAHMS MPEAEABHBIX OTIMY CKHbIX
LLEH NPOU3BOAMUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeyeHb YKU3HEHHO HEOBXOAMMBIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
NPEenapPATOB, YTBEPXKAEHHBIMM MOCTAHOBAEHMEM [TPABUTEABCTBA



Poccumckonm Qeapepaumm ot 31.10.2020 Ne 1771 (oanee — OcobeHHOCT),
YCTOHOBAEHO CAEAYoLLEE,

CTOMMOCTb MCMNOAb3YyEMbIX MPW MPON3BOACTBE YKA3ZAHHOIO AEKAPCTBEHHOIO
NPENAPATA ChiPbS 1 MATEPWAAOB, C ydeTom koToponr PAC Poccum
COrAQCOBQHQ NepeperncTpauust NpeAEAbLHOM OTMNYCKHOW LUEHbI B
cooTBeTCTBMN C OCOBEHHOCTIMM (LEHA NEPEPErNCTOUPOBAHA MPUKA3OM
MuH3apaBa Poccunn o1 29.04.2022 Ne 423/20-22/0C), NpeBbILLAET TEKYLLYIO
CTOVIMOCTb CbIPb$ 1 MOTEPUAAOB, YTO MPOTUBOPEYMT TPEOOBAHMSIM
MNOAMYHKTA «Q» MyHKTA 39 MeToAMKN.

B aTOM CBS3M B COOTBETCTBMM C NyHKTOM 14 MNpasna PAC Poccum HONPABAEH
3anpoc oT 13.03.2023 Ne 33/17640/23 0 NpeAOCTABAEHNN YTOYHEHHDIX
PACYETOBR N HEOBXOAUMbBIX AOKYMEHTOB B COOTBETCTBUM C TPEOOBAHMSIMIA
[NpoaBUA 1 MeToANKN.

BMmecTe c TeM npeACTABASHHBIMK 3asiBUTEAeM Ha 3anpoc PAC Poccum
AOKYMEHTAMW 3ASIBAEHHAS MPEAEABHAST OTNYCKHAS LEHA N €€ PACYETHI HE
NpUBEAEHbBI B COOTBETCTBME C TPEDOBAHMUSIMU NMOAMYHKTA «Q» MYyHKTA 39
MeToANKN.

B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [paBUA, NpeBbILLEHMNE
NPEACTABASIEMON AAS TOCYAQPCTBEHHON PErMCTRPALNM MAK
nepeperncTpaumm npeAeAbHOM OTNyCKHOM LiEeHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 MEeTOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUNN TOCYAQPCTBEHHOW NepeperncTpaumm npeAeAbHomn
OTMYCKHOWM LIEHDBI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.

T.B. Hmkeropoaues



