PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWINNX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ nyHkToM & IIpaBun rocymapCTBEHHOM pEruMCTpaliv U
NEPEePEerucTpalui yCTAaHABIUBAEMbBIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX MpEnaparoB
IpelebHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIEC IMpEnaparbl, BKIOUYEHHbIE B MEpeYeHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocraHoBiienreM IIpaButennbcTBa Poccuiickoit @enepanmu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @exepanbHas aHTUMOHOMNOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeAcTaBiIeHHble UcbMOM MuHn3apaBa Poccun ot 22.03.2017 Ne 20-4-4038138-c, u
OpUHSJA pelleHne o0 OTKa3e B CONIAaCOBAHMM TPEACNbHOM OTIYCKHOM IEHBI
OAO «KemepoBckass (dapmaneruueckas (adpuka» (Poccus), Ha ciemyromnmii
JIeKapCTBEHHBIM TMpemnapaT, BKJIIOUEHHBIM B TMEpeUeHb >KU3HEHHO HEOOXOAUMBIX H
BaXHEHIINX JIEKAPCTBEHHBIX MIPENApaToB:

Otunoblid ciupt (MHH — Dtanon), KOHIIEHTpar Jyisi IPUTOTOBJICHUS] pacTBOpa
JUIsl HApY>KHOTO TMPUMEHEHUs M TMPUTOTOBIIEHUS JIEKAPCTBEHHBIX (opM, 95 %, 3 7, -
KaHUCTPHI MoaudTUIIeHOBRIE (1) (a1 crarmonapos), B pazmepe 395,00 pyO.

[IpenenpHass OTHyCKHAasi 1I€Ha Ha YKa3aHHBIM JIEKAPCTBEHHBIM TIIpemnapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

Ha ocnoBanuu nynkra 10 IIpaBui B nensix yTOUHEHUs CBEAEHUM, COACPIKAIINUXCS B
MPE/CTABICHHBIX  JOKYMEHTaX, U T[OJXy4YeHUS JIOTIOJHUTEIBHOM  HEOOXOIUMOM
uHGOpMaIMM TMPOU3BOAUTENIO YyKa3zaHHOro JiekapcTBeHHoro mnpemnapara M®AC Poccuu
HanpasiieH 3amnpoc ot 11.04.2017 Ne PI1/23920/17.

OtBer OAO «KemepoBckass (apmarieBTuyeckass ¢abpuka», HarpaBICHHBINA
nucekMoM  OoT 19.04.2017 Ne 19, comepXutT HeMmoiHy0 WHGOPMAIHMIO, a WMEHHO
IPOU3BOJUTEIEM HE IMPEICTABIEHbl MOSCHEHHUS II0 HECOOTBETCTBUSAM CBEICHUN B
KJIbKYJISIIAM 3aTPaT ChIPh U TOBAPHOM HAKIAJHOW HA « DTUIIOBBIA CIUPT.

Takum oOpa3oM, mnpu mnpoBeaeHun d3koHoMuueckoro aHanmuza DOAC Poccum
YCTaHOBJIEHO, YTO MPOM3BOAMTENIEM 3aBBILIEHBI IIEHBI HA CHIPbE, HCIOJb3YEMOE IMPHU
IIPOU3BOCTBE BBILIECYKAa3aHHOTO JIEKAPCTBEHHOIO Mpenapara.

Kpome Ttoro, mpu anammse mnpencrabiieHHbIX naHHbIX (DAC Poccum BeisiBUIIA
3HAQUUTEIbHBIE PACXOXKIEHUS B KalbKYJISLMHA 3aTpaT Ha ChIpb€ U B JIOKYMEHTaXx,
MPEACTABICHHBIX B Ka4€CTBE ITOATBEPKICHHUS TPAHCHOPTHBIX PACXO/IOB HA IMOCTAaBKY
CBIPbSI « DTUJIOBBII CIUPTY.

B cBsi3u ¢ W310KEHHBIM, B COOTBETCTBUU C MOMMYHKTOM «O» myHkTa 13 ITlpaBun
NPECTaBICHNUE TOKYMEHTOB B HEMOJIHOM O0ObeMe M (MJIM) HEMOJIHOTa COAEPKAIINXCS B
HUX CBEICHUN, a TAaKXE B COOTBETCTBUM C IOANYHKTOM «B» NyHKTa 13 IlpaBui
NPEBBIIICHUE  MPEACTAaBICHHOW s  TOCYJApCTBEHHOM  perucrpauuud  Wiu
NepPEePErucTpaluy MNpeaeabHOM OTMYCKHOM ILIEHBl NPOU3BOJAUTENS Ha JIEKAPCTBEHHBIN
mmpernapar HaJ LIEHOM, pacCYUTaHHOM B COOTBETCTBUM ¢ Meronukou pacuera
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YCTAHABJIMBAEMBIX  IIPOU3BOJUTEISIMU  JICKAPCTBEHHBIX  MPEMAaparoB  MPeIeTbHbBIX
OTITYCKHBIX II€H Ha JIEKAPCTBEHHBIE IIpernaparhl, BKJIIOYEHHBIE B TEPEUYCHb >KM3HEHHO
HEOOXOJUMBIX W BaXKHEHIIIMX JICKAPCTBEHHBIX IPEMaparoB, MPU HX TOCYIapCTBEHHOU
perucTpalii M TEepeperucTpaiuy, YTBEPKIACHHOMW IMocTaHoBlIeHHEeM IIpaBuTenncTBa
Poccuiickoit @enepaniun ot 15.09.2015 Ne 979, sBnsiercss oCHOBaHMEM JJIsI OTKas3a B
COMIACOBAaHUU  TOCYJAPCTBEHHOW  PErucTpalid  MOPENesbHbIX  OTIYCKHBIX  IEH
MPOU3BOJUTENS HA JIEKAPCTBEHHBIN Ipenapar.

P.A. Ilerpocsan
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