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
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
noctaHoBAeHremM [paeutenbcTea Poccuiickon @Pepepaupm ot 29.10.2010 Ne 865,
PeAepPAAbHAS AHTUMOHOMOABHASI CAY>KOA PACCMOTPEAO AOKYMEHTbI, MOEACTABAEHHbIE
nmcbMomM MuHsapasa Poccum ot 01.11.2016 Ne 20-4-4024998-C, 1 NPUHSIAQ pelleHne 06
OTKO3€ B CONAQCOBOHMM MPEACTOBAEHHBIX HA NepeperncTpaumio  npeAeAbHbIX
OTMNYCKHbIX UEeH NpounssoanTenst (ece ctaammn) «Atanpapmarko C.nAx»  (UTtaams), HO
CAEAYIOLLMA  AEKAPCTBEHHbIM  MPENAPAT, BKAKOYEHHbII B  MNEpPEeYeHb  YKUIHEHHO
HEOBXOAMMBIX V1 BODKHENVLLIMX AEKAPCTBEHHBIX MPENAPOTOBR:

remanakcaH (MHH — 2HokcanapmH), pAcTBOpP AAS MOAKOMHOro eeAeHMs1, 10 TblC.QHTK-
Xa ME/mA, 0.400 MA, - WNpuLbl C YCTPOMCTBOM 3ALLUNTBI UFAbL (6) - NAYKA KAPTOHHASI, B
pasmepe 1226,32 pyb.

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

Mpw NpoBeaeHUN aKOHOMMYECKOro aHaanza QAC Poccum BHISIBAEHO, YTO POCT Kypca
HOLMOHOABHOM BAAKOTHI FTOCYAQPCTBA-MPOUNIBOAUTENSI AEKAPCTBEHHOrO MpenapaTa K
PYOAIO (EBPO) 3a NEPUOA CO AHSI MOCAEAHEN PEMMCTRALMM MPEAEABHBIX OTMYCKHbIX LIEH
NPOUN3BOAUTEASI HO AEKAPCTBEHHbIM MPEnapaAT A0 AQTbl MOAQYM AOKYMEHTOB HA ee
oYepEeAHYIO MepeperncTPaumio He MPEBLILLAET MPOrHO3MPYeEMbI YPOBEHb NHDASILMA
TEKYLLEro roAd, YyCTAHOBAEHHBIN GEAEPAABbHBIM 3AKOHOM O PEAEPAABHOM BIOAYKETE HO
COOTBETCTBYIOLWMMN GUHAHCOBLIN FOA W NMAQHOBBIN NEPUOA, HTO NPOTUBOPEUNT MYHKTY 23
MeToAMKN pACcYETA YCTAHABAMBAEMbIX MPOUN3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEeH HAO AEKAPCTBEHHbIE MPEenapdaThl, BKAKOYEHHbIE B MNepedeHb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLLMX AEKAPCTBEHHBIX MNPENAPATOBR, MpU KX
FOCYAQPCTBEHHOM PErMCTRAUNK 1 MepeperncTpaunm, yTBEpPIKAEHHOM NOCTAHOBAEHNEM
MNpaeutenbcTea Poccumcrkom Geapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 lpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaummn nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnapPAT HAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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