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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3aApasa Poccum ot 21.08.2017 Ne 20-4-4050757-c,

N MPUHSIAG pelleHne o6 OTKA3e B COrAQCOBOHMM MPEAEABHOM OTMYCKHOM LEHbI,
NPeACTOBAEHHOM HA nepepernctpaumito PEMAEK PAPM OOO Ckonbe (Pecnybamka
MakeaoHus): np., nep.. yn. - PEMAEK @APM OOO Ckonbe (Pecnybamka MakeAOHUsD);
BTOP. yn., Bbin. K. - 3A0 «Oapmbupma «Cotekc» (Poccus) HA CAEAYOLLNM
AEKOPCTBEHHbIN MPENAPAT, BKAIOYEHHbLIN B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

dAykoHa3on (MHH — DAYKOHO30A), KANCcyAbl, 150 Mr, 1 WT., - KOHTYPHAOS SYEMKOBAS
ynakoBKka (1) — NAYKka KAPTOHHQAS, B pasmepe 25,44 pyb.

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

Mpw NpoBeaeHUN aKOHOMMYECKOro aHaanza QAC Poccum BHISIBAEHO, YTO POCT Kypca
HOLMOHOABHOM BAAKOTBHI FTOCYAQPCTBA-MPOUNIBOAUTENSI AEKAPCTBEHHOrO MpenapaTa K
PYOAIO 3a MEPUOA CO AHSI MOCAEAHEN NEPEPErNCTPALMM NMPEAEABHOW OTMYCKHOW LIEHDI
NPOUN3BOAUTEASI HO AEKAPCTBEHHbIM MNPEnapaAT A0 AQATbl MOAQYM AOKYMEHTOB HA MX
OYEepPEeAHYIO MepeperncTpaumio He MPEBLILLAET MPOrHO3MPYEMbI YPOBEHb NHDASILMA
TEKYLLEro roAd, YyCTAHOBAEHHBIN GEAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAYXKETE HO
COOTBETCTBYIOLLNIA QUHAHCOBLIV FOA V1 MACHOBbBIV NEPUOA,, YTO MPOTUBOPEYNT MOAMYHKTY
«Qd»  MNyHKTA 23 MeToAMKM  paAcyeTa  YCTOHABAMBOEMbBIX  MPOU3BOAUTEASIMU
AEKOPCTBEHHbIX MPEenapaToB MPEAEAbHbIX  OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPEnapAToB, MNpW  UX  TFTOCYAQPCTBEHHOM  pernctpaumm  u
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1PABUTEABCTBA  POCCKUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

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