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
noctaHoBAeHremM [paeutenbcTea Poccuiickon @Pepepaupm ot 29.10.2010 Ne 865,
PeAepPAAbHAS AHTUMOHOMOABHASI CAY>KOA PACCMOTPEAO AOKYMEHTbI, MOEACTABAEHHbIE
nMcbMoM MuHaapaesa Poccunm o1 21.08.2017 Ne 20-4-4050758-c,

N MPUHSIAG pelleHne o6 OTKA3e B COrAQCOBOHMM MPEAEABHOM OTMYCKHOM LEHbI,
npeACTaBAeHHOM Ha nepepernctpaumio 3A0 «PapmPupma «Coteke» (Poccus): np.,
neps. yn. - PEMNAEK ®APM OOO Ckonbe (PecnybAmnka MakeAOHMSs); BTOP. Y., BbIM. K. -
3A0 «DapmOPrpma «Coteke» (Poccus) HO CAEAYIOLWMM AEKOPCTBEHHBIM Mpenapdar,
BKAKOYEHHBIN B MEPEYEHDb MKMIHEHHO HEODXOAVMbBIX UM BODKHENMLLUMX AEKOPCTBEHHbIX
NpenapaToB:

dramakc popTte (MHH — KetonpodeH), TaBAETKM, MOKPbITbIE MAEHOYHOM oBoAodKkom, 100
Mr, 10 WT., - KOHTYPHbIE SIMEMKOBBIE YMAKOBKM (2) — NAYKM KAPTOHHbIE, B pa3smepe 122,90

pyo.

[MpeAeAbHasT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM - AEKAPCTBEHHBIM  MNPENAPAT  HEe
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Mpw NpoBeaeHUN aKOHOMMYECKOro aHaanza QAC Poccum BHISIBAEHO, YTO POCT Kypca
HAUMOHOABHOWM BOAKTbHI FOCYAQPCTBA-MPOU3BOAUTEASI AEKAOPCTBEHHOIO MPEnapaATa K
PYyBAIO 30 MEeprop  CO  AHSI  FTOCYAQPCTBEHHOW  perncTtpaumm  (MOCAEeAHeEN
nepeperncTpaunm) npeAeAbHOM OTMYCKHOM LEHbl MPOM3BOAUTEAST HO AEKAPCTBEHHDIW
NPEnapaAT A0 AQTbl MOAQYM AOKYMEHTOB HA WX OYEPEAHYIO MNepepernctTpaumto He
MPEBLILLAET MPOrHO3NPYEMbIN YPOBEHb MHDASILAM TEKYLLEro road, YCTAHOBAEHHbIV
dEeAEPAABHBIM 3AKOHOM O PEAEPAABHOM BIOAMKETE HO COOTBETCTBYIOLLMM GUHAHCOBbIN
FOA W MAQHOBLIM MEPUOA, HYTO MPOTUBOPEUYMT MOAMYHKTY «Q» MYHKTA 23 METOAVKMU
pACYETA  YCTAHABAMBAEMbIX  MPOU3BOAUTEASIMM  AEKAPCTBEHHBIX  MPENnApATOB
NPEAEAbHBIX OTMYCKHbIX LEeH HA AEKAPCTBEHHblIE MPENAPATHI, BKAKOYEHHbIE B MEepeYeHb
YKM3HEHHO HEOOXOAUMBIX W BODKHEMLLUMX AEKAPCTBEHHbIX MPEenapaToB, Mpu  UX
rOCYAQPCTBEHHOM PErNCTRAUNK 1 MepeperncTpraunm, yTBEpPIKAEHHOM NOCTAHOBAEHNEM
MNpaeutenbcTea Poccumcikom Geapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 [NpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaunm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnapAT HAA UEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAMKOW SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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