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
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTOBAEHHbBIE MMCbMOM MuH3papaesa Poccum ot 30.05.2016 Ne 20-4-4011561-c, wm
NPUHSAQ pelweHne o6 OTKa3e B COFAQCOBAHUM MPEAEAbBHOM OTMYCKHOW LEeHbl,
3ASIBAEHHOW HA NEPEPErNCTPALMIO AEPXKATEAEM UAU BAAAEABLEM PEMMCTPALMOHHONO
YAOCTOBEPEHNMST AeKkapcCTBeHHoro npenapata AO  «AAKCOCMUTKASNMH  XeAcKkep»
(Poccus), mpomssoactBa (Bce ctaamm) «Dapmakaep» (PPaHLMS), HO CAEAYIOLLINM
AEKOPCTBEHHbIN MPENAPAT, BKAIOYEHHbLIN B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

Aetcknin TTaHaaoA (MHH - TlapaueTamMoA), cynno3nTopun PeKTaAbHble 125 mr, 5 wWr. -
CTpUMbl (2) - NQYKM KOPTOHHbIE, B pasmepe 46,86 pyb.

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

Mpwn npoeeapeHM 3KOHOMKMYeckoro aHaamaa QOAC Poccum  yYCTAHOBAEHO, 4TO
3Q5IBAEHHAS HO NepeperncTpaumio NpeAeAbHAsT OTMYCKHAS LeHA HA BbileyKA3AHHbIN
AEKAPCTBEHHbIV MPEnAPAT BbllE PACCYUTAHHOM B COOTBETCTBUM C MYyHKTOM 24
MeToAMKN pAcYETA YCTAHABAMBAEMbIX MPOUN3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEeH HAO AEKOPCTBEHHbIE MPEenapaThl, BKAKOYEHHbIE B MNepedeHb
KN3ZHEHHO HEOOXOAUMbBIX U BODKHEMLUMX AEKAPCTBEHHBIX MPENAPATOBR, Mpv KX
rOCY AQPCTBEHHOW PErVCTPALUNM N NEPEPErNCTPALNN, YTBEPIKAEHHON NMOCTAHOBAEHNEM
Mpasutenbctea Poccumckon QPeaepaumm ot 15.09.2015 Ne 979 (aanee - Metoamka),
AOMYCTVIMOW BEAVYMHbBI YBEAVNYEHWS 3APErCTPUPOBAHHOW MPEAEABHOM OTMY CKHOM LieHbl
HO AEKAPCTBEHHbIM npenapaTr «Aetckmnn [laHapaoA» (MHH - [lapaueTtamoAa), 4To
NPOTUBOPEYNT MYHKTY 23 METOANKM,

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 lpaBuA
MNP EBbLIWEHNE NMPEACTAOBAEHHON  AASl  TOCYAQPCTBEHHOW  peructpauum  UAu
nepeperncTpaummn nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnapPAT HAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKO3A B COFAQCOBOHUM TOCYAQPCTBEHHOW pPErncTpauunm nAm
nepeperncTpaunm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
npenapar.
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