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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooteetctBMM C nyHKTaMK 8 M 21 [IpOBUA TOCYAQPCTBEHHOM pPErncTpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lMpaBuTenbCcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTAOBAEHHbIE MMCbMOM MuH3apaBa Poccum ot 18.10.2016 Ne 20-4-4023836-c, wm
NPUHIAQ  pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEABHOM OTMYCKHOW  LEeHbl,
3asBAeHHON HA nepepermncTpaunio OAO «epeoH Puxtep» (BeHrpust), HO CAEAYOLWNIN
AEKOPCTBEHHbIN MPENAPAT, BKAIOYEHHbLIN B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

OkcutounH-Puxtep (MHH — OKCUTOUMH), PACTBOP AAS MHOY3UA U BHYTPUMbILLEYHOIO
BeeAeHUs, 5 ME/MA, 1 MA - amniyAbl (B) - YNAKOBKM KOHTYPHbIE NAQCTUMKOBbBIE (1) - NAYKM
KQPTOHHbIE, B pasmepe 44,86 pyb.

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 23 METOAMKM PACHETA YCTAHABAMBAEMBbIX
NPOUN3BOAUTEASIMUA  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHBIX OTMYCKHbIX LUeH HA
AEKOPCTBEHHbIE MPENAPAThI, BKAIOYEHHBIE B MEPEYEHDb MKM3HEHHO HEOBXOAUMbBIX W
BODKHEVLLMX AEKAPCTBEHHbIX MPEnApATOB, MPU KX FOCYAQPCTBEHHOMN perncTpaumm um
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1PABUTEABCTBA  POCCKUMINCKOM
Qepepaumm o1 15 ceHtab6ps 2015 . Ne 979 (Aanee — MeToAMKA), MPEAEAbBHAS
OTMYCKHAST LEeHA HO AEKAPCTBEHHbIM NPEnapaT MHOCTPOHHOIO MPOU3BOAUTEAS NPUN ee
nepeperncTpaumm 6e3 yyeta PACXOAOB, CBSI3OHHBIX C TAMOYXXEHHBIM ODOPMAEHUEM
(TOMOXXEHHOW MOLWAVHBI U TOMOMXEHHBIX COOPOB 30 TAMOMEHHOE OPOPMAEHMUE), HE
MOXKET MPEBLILLATL PA3MEPA MUHMMOABHOM OTMYCKHOM LIEHBI MPON3BOAUTEAS (HE3 y4yeTa
NPON3BOACTBEHHbBIX MAOLLOAOK, YYACTBYIOLLMX B Mpouecce MNpOM3BOACTBA) HA TAKOWM
AEKAPCTBEHHbIN MPEenapaT B CTRPAHAX, YKA3AHHbBIX B NPUAOXKEHUN 4 K MeToAMKE, MCXOAS
13 CTOMMOCTV OAHOM AEKAPCTBEHHOW POPMBbI,

QAC Poccun B XOAE SKOHOMMYECKOro CGHAAM3A ObIAQ MPOBEAEHA MPOBEPKA Mo
OMNPEAEAEHNIO 3APEMCTPUPOBAHHDBIX LEH HA nMpenapaT «OKCUTOUUH-PUXTEP» B CTPAHAOX
B COOTBETCTBMM C MnpuAoeHnem Ne 4 Kk Metoamke. HaO OCHOBAHMM ODULMAAbHBIX
NHTEPHET-MCTOYHMKOB YCTAHOBAEHO, YTO OTIMYCKHbIE LEHbl HO AEKAPCTBEHHbBIV NPEnapaAT
«OQreuToUMH-PnxTep»  npomndepoantenst (6e3 y4eta MnpOon3BOACTBEHHbBIX MAOLLAAOK,
YYACTBYIOLLMX B MPOLEecce Npon3BOACTBA) B Pecnybanke KA3axCTAH HKe 3ASIBAEHHOW
HQ NepeperncTpaumio NPeASAbHOW OTMYCKHOW LEHDI.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C NOAMYHKTOM «B» MyHKTA 13 [pABUA
NPEBbILLEHNE NPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMN UAU



nepeperncTpaunm NPeAEAbHOM OTMYCKHOW LEeHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIN
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOM LEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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