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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaBa Poccum ot 15.08.2016 Ne 20-4-4018853-c, um
MPUHSIAQ pelleHne o6 OTKa3e B COrAQCOBOHUM MPEAEAbHOW OTMyCKHOM LeHbl OAO
«ABBA PYC» - Poccusi HO CAepyrowmnn AEKAPCTBEHHbBIM MPEnAPAT, BKAKOYEHHBIN B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

AaktyAno3a (MHH — AakTyAosa), cupon, 667 mr/mA, 1000 MA., - DAAKOHbI NTAOCTMACCOBbIE
(1) /B KOMNAEKTE C MEPHBIM CTAKOHYMKOM/ MAYKM KAPTOHHbIE, B pa3mepe 1100 pyo.

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

Mpn NpoBeAeHN 3KOHOMMYeCKOro aHaAm3a QAC Poccum BBISIBAEHO, YTO MPEAEAbHAS
OTMYCKHAST LEeHA HA BbILEYKA3AHHbIM BOCMPOM3BEAEHHBIN AEKAPCTBEHHbIM MPenapdar,
PACCUYMTAHHAST MCXOAST M3 CTOMMOCTU OAHOM AEKAPCTBEHHOM (GOPMbI, npeBbiwaeT 80
NPOUEHTOB  CpeAHer  3QPErncCTpPUPOBAHHOM  MPEAEAbHOWM  OTMYCKHOM  LieHbl
NPON3BOAUTEAST HO pPEedEepEeHTHbIV MPEenapaT, PACCYATAHHOM MCXOAST U3 CTOMMOCTU
OAHOM AEKAPCTBEHHOW GOPMbI 3a NEPUOA 3 AET, YTO MPOTUBOPEYUT NYHKTY 21 MeToAnKN
pacyeta  YCTOHABAMBOEMbIX  MPOUM3BOAUTEASIMUN  AEKOPCTBEHHbIX  MPEenapaToB
NPEAEAbHBIX OTMYCKHbIX LEeH HAO AEKOPCTBEHHbIE MPEenapaThl, BKAKOYEHHbIE B MNepedeHb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLLMX AEKAPCTBEHHBIX MNPENAPATOBR, MpU KX
rOCY AQPCTBEHHOW PErVCTPALUNM N NEPEPErNCTPALNN, YTBEPIKAEHHON NMOCTAHOBAEHNEM
Mpasutenbctea Poccumckon Qeapepaumm ot 15 ceHtabps 2015 r. Ne 979 (aanee —
MeTtoaAnKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 [paBuA
MOEBLILLEHNE  MPEACTOBAEHHOM  AASI  TOCYAQPCTBEHHOW  perucrpauunm  UAuU
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HAA LEHOWM, POCCYUTAHHOWM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASl OTKO3A B COFAQCOBOHUM TOCYAQPCTBEHHOW pPErncTpauunm nAm
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
npenapar.

A.b. Kawesapos



