PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 31.10.2016 Ne 20-4-4025603-c, wm
NPUVHAAQ pelleHne 06 OTKa3e B COrAQCOBAHNM MPEAEAbHBIX OTMYCKHbIX LIEH

OAO «bopucoscKkmnm 3aBOA MEAULMHCKMX mpenapaTos» (Pecnybamka beaapycb) HaO
CAEAYIOLLMA  AEKAPCTBEHHbIM  MPENAPAT, BKAKOYEHHbII B  MNEpPEeYeHb  YKUIHEHHO
HEOBXOAMMBIX V1 BODKHENVLLIMX AEKAPCTBEHHBIX MPENAPOTOBR:

1. NopataamH (MHH — AopataaunH), TabaeTtkmn 10 mr, 10 WT. - YNOKOBKN SIMENKOBbBIE
KOHTYPHbIE (1) — NAYkmM KAPTOHHbIE , B pa3mepe 31,33 pyob.

2. NopataanH (MHH — AopataauH), Tabaetkm 10 mr, 10 WT. - YNOKOBKN SIMENKOBbLIE
KOHTYPHbIE (3) — NAYKM KAPTOHHbIE, B pasmepe 106,12 pyb.

[MpepaeAbHble  OTMYCKHble LUeHbl HA  YKA3AHHbII  AEKAPCTBEHHbIM  MPENnAPAT He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

Moy nNpoBeAEHUr  aKOoHoMKMYeckoro aHaamda QOAC  Poccum  BLIIBAEHO, 4TO
NPON3BOAMTEAEM 30BbILLIEHDbI LUEHbl HA Cbipbe U MATEPWAAbBI, WUCMOAb3yemMble MNpu
NPON3BOACTBE BbILLEYKA3AHHbIX AEKAPCTBEHHbBIX MPENAPATOB (3ABbILLEH KYPC AOAAAPQ,
€eBp0).

Kpome TOro, B COOTBETCTBUM C MNYHKTOM & MeToAMKM paAcYeTd YCTAOHABAMBAEMbIX
MPOOM3BOAUTEASIMN  AEKAPCTBEHHBIX MPENAPATOR MPEAEAbHBIX OTMYCKHbIX LEH HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MNEPEYEHb >KMBHEHHO HEODBXOAUMBIX W
BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOBR, MPU UX FOCYAQPCTBEHHOM PErncTpaumm u
nepeperncTpaunm, YTBEPIKAEHHOW MNOCTOHOBAEHVEM [1paBUTEABCTBA POCCUNCKOW
Peaepaumm ot 15092015 Ne 979 (Aanee — MeToAMKA), MPU PACYETE MPEAEABHOM
OTMYCKHOM LEHbl HA AEKAPCTBEHHbIM MPENAPAT MPOM3BOACTBA FOCYAQPCTB-YAEHOB
EBPQA3NMCKOrO SKOHOMUYECKOrO COK3ad B  PAMKAOX OAHOro PErncTpaALMOHHOro
YAOCTOBEPEHUST  AEKAPCTBEHHOIrO  MPENnApPATa Mpvt  M3MEHEHUM  KOAMYECTBA
AEKAPCTBEHHOrO MPEnapATa  BO BTOPUYHOW  (MOTPEOUTEABCKOM) YMOKOBKE He
AOMNYCKAETCS YBEAUYEHNST CTOUMOCTU OAHOW AEKAPCTBEHHOW QOPMbI.

MK 3TOM, HO AEKAPCTBEHHbIN NpenapaT AopataanH (MHH — AopaTtaamnH), TabaeTtikm 10
Mr, 10 WT. - YNOKOBKMN SIHEMKOBbIE KOHTYPHblE (3) — MAYKM KAPTOHHbIE, BbLISIBAEHO
30BbILUEHNE MPEAEABHOW OTMNYCKHOW LEHbl MO CPOBHEHUMIO C  AEKAPCTBEHHbLIM
npenapatom AopataanH (MHH — AopataaunH), Tabaetkm 10 mr, 10 WT. - YNOKOBKM
SI4EKOBbIE KOHTYPHblE (1) — MAYKM KAQPTOHHbIE, B NEepecyeTe HA OAHY AEKAPCTBEHHYIO



DOPMY, 4TO NPOTUBOPEYUUT NMYHKTY 5 MeToanKn.

B CBSI3N C BBHILLEN3AONKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NPeBbILUEeHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHOM  PEeructpaumm  UAU
nepeperucTpaumMr NPEeAEAbHOM OTMYCKHOW LiEeHbl MPOU3BOAUTEAST HO ASKAPCTBEHHbIV
NPenapaT HOA LEeHOM, PACCYUTOHHOM B COOTBETCTBUMM C METOAUKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaLmMmM NPeASAbHOM
OTMYCKHOW LieHbl MPON3BOAUTEAST HO AEKAPCTBEHHbIN MPEenapaT.

A.b. Kawesapos



