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 LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
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 MuH3apaBa Poccum ot 22.03.2017 Ne 20-4-4039375-c, wm
MPUHSIAQ pelleHne o6 OTKa3e B COrAQCOBOHUM MPEAEAbHOW OTMyCKHOM LeHbl OAO
«Mapbrodapm» HO CAEAYIOLLNIA AEKOPCTBEHHbBIM NPENAPAT, BKAKOYEHHbBIM B NEepeYeHb
YKMBHEHHO HEOBXOAMMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

AueTnacaamumaoasl KMcAota (MHH — ALETUACOAMUUMAOBAST KUCAOTA), TabaeTkn, 500
Mr, 10 WT., - YNAKOBKM SIMEVNKOBbIE KOHTYPHbIE (2) — MAYKM KAPTOHHbIE B pa3mepe 10,68

pyo.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

M NpoBeAeHU aKOHOMMYecKkoro aHaAmda PAC Poccum BLISIBAEHO, YTO B PAMKAX
OAHOIMO  PErncCTPAUMOHHOTO YAOCTOBEPEHMSI AEKAQPCTBEHHOro npenaparta  npwu
N3MEHEHNN KOAMYECTBA AEKAPCTBEHHORO MPENAPATA BO BTOPUYHOM (MOTPEBUTEABCKOW)
YMNAKOBKE MPOU3OLLAO YBEAUYEHNE CTOMMOCTU OAHOW AEKAPCTBEHHOM (OPMbI, 4YTO
NPOTUBOPEYNT MYyHKTY & MeToAMKM pacyeTa YCTAHOBAMBOAEMbIX MPOUIBOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOB  MPEAEAbHbIX  OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPenapaATbl, BKAKOYEHHbIE B MNEPEYEHb MKUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX NpenapaToB, npu X FOCYAQPCTBEHHOM  pernctpaunm  u
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1pABUTEABCTBA  POCCUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 lNpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HOAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.

A.b. Kawesapos



