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 LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010

Ne 865 (panee - MNpasnaa), PeAepanbHAST QHTUMOHOMOABHAOST CAYYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 14.08.2020 Ne 20-4-4143340-c, 1 o1 01.10.2020 Ne 20-4-4149303-C 1 NpUHSIAQ
pelweHne 06 OTKa3e COrAQCOBAHUM MPEAEABHbBIX OTMYCKHbBIX LIEH, 3ASIBAEHHbIX
Ha permnctpaumo OO0 «B3MPUD» (Poccus), HO CAEAYIOLLNN AEKAPCTBEHHBIN
NPENAPAT, BKAKOYEHHbIM B NEPEYEHD MNIHEHHO HEOBXOAMMbBIX 1 BOMKHEMLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «Atoroab» (MHH - «Moa+(Kaans noamna+IAULEPOA»), DACTBOP AAS
MECTHOIO npuMeHeHusl, 50 MA - GAAKOHbBI OPAHKEBOTO CTEKAQ (1) - NAYKM
KAPTOHHbIE, B pasmepe 75,36 pybaen

2. «A\toroab» (MHH - «Moa+(Kaans noama+IAULEPOA»), DACTBOP AAS
MECTHOIO npuMeHeHus1, 50 MA - GAQKOHbBI OPAHKEBOIO CTEKAQ (1)/B
KOMMNAEKTE C AO3ATOPOM M PACMBIAUTEAEM - NAYKN KAPTOHHbIE, B
pasmepe 75,36 pybaen.

Mo NPoBEAEHUN SKOHOMMYECKOTO aHAAM3a PAC Poccum BbiSIBAEH
PA3HbIM YPOBEHD LIEH HO AEKAQPCTBEHHBIV MPENAPAT C OAMHAKOBOM
AEKAPCTBEHHOM GOPMON, AO3MPOBKON 1 OBLLIMM KOAMYECTBOM BO
BTOPUYHOM MOTPEBUTEABCKON YNAKOBKE, YTO MPOTUBOPEYMNAO
TPEeBOBAHMSIM NYHKTA 24 MNPaBUA.

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpABAEH 3anpocC OT
28.08.2020 NeTH/74446/20 0 npe AOCTABAEHUN YTOYHEHHbBIX PACHYETOB
NpPeAEAbHbIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIN NpenapaT «AtoroAb» (MHH -
«oa+Kaamst noana+TAMLEDPOA»), B POPMAX BbIMYCKA «PACTBOPD AASI
MECTHOIO MPUMEHEHWSI, 25 MA» 1 «PACTBOP AASI MECTHOIO NpUMeHeHus1, 50
MA» C Y4E€TOM TPEDOOBAHUM NYHKTA 24 [TOABUA.

BmecTe ¢ TeM, NPEACTABAEHHBIE HO YKA3AHHbBIM 3AMPOC MMCbMOM
Munaapasa Poccum ot 01.10.2020 Ne 20-4-41493003-C YTOYHEHHbIE
NPEAEAbHbIE OTMYCKHbIE LIEHBI HO 3ASIBAEHHbBIN AECKAPCTBEHHBIV MPENAPAT B
DOPME BbINYCKA «PACTBOP AASI MECTHOIO NPpUMeHeEHMS1, 50 MA» NPEBbILLAKOT



LieHbl, PACCYUTAHHBIE C YH4ETOM MAKCHMAABHOM 3QPErnCTPUPOBAHHOM LiEHDI
HQ QHOAOTMNYHBI AEKQPCTBEHHbBIM MPENAPAT, ONPEAEAEHHON B COOTBETCTBUM
C TPebOBAHUSIMU MYHKTOB 34-35 MEeTOAMKN PACHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHDBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb Y>KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEnApPATOB, YTBEPYKAEHHOM NMOCTAHOBAEHMEM [1POBUTEABCTBA POCCUMMNCKON
QPeaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAUKO).

B CBS131 C BbILLEM3AOXKEHHBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19
[NoOBUA, NPEBbLILLEHNE MPEACTABAEHHON AASI TOCYAQPRCTBEHHOW PErMCTRAUNN
NpPeAEAbHOW OTMYCKHOWM LEHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN MpenapaT
HOA LLeHOM, PACCUYMTOHHOM B COOTBETCTBUMM C [lpasmAaMKM M MeTOoAMKON,
SIBASIETCSI OCHOBOHMEM AASI OTKA3A B COrAQCOBAHNM TOCYAQPCTBEHHOW
pernmcTpaunm NpeAEAbHOM OTMNYCKHOW LIEHbBI MOOUN3BOAUTEAS HO
AEKAPCTBEHHbBIN MPEnAPAT.

T.B. Hmkeropoaues






