PEIIEHUE
00 OTKa3e B COMTACOBAHUHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHBIC MIPEnaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToB

B coorBerctBum ¢ myHkroM &8 IIpaBun TrocymapCTBEHHOW pErMCTpalvd M|
NepeperucTpaluu yCTAHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpeAeIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaXKHEWIIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranosiienreM [IpaButenscTBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHasi aHTUMOHONOJBHAS CIy’)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble MUCbMOM MunszapaBa Poccun ot 26.12.2016 No 20-4-4031049-c, u
MPUHSUIA PElIeHHe 00 0TKa3e B COMIACOBAHUU 3asBJICHHBIX B BBINICYKAa3aHHOM IMUChME Ha
peructpanuto 32 npeaenbHbiXx  oTnyckHeIX  1meH  OAO  «Yconbe-Cubupckuit
xumbapm3aBon» (Poccusi) Ha nekapCTBEHHBIN Ipemapar, BKJIIOYECHHBIH B TEpEeYCHb
KU3HCHHO HEOOXOMMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX mpemnaparoB, deHobapourta
(MHH — ®enobapOuTtan) B JekapcTBeHHOU popme «TabneTkm» B 103upoBKe « 100 Mry».

[IpenenbHbie OTIMYCKHBIE IIEHBI HAa YyKa3aHHbBIE JICKAPCTBEHHBIC IMpenaparbl HE
COIIACOBBIBAIOTCS I10 CJIETYIOUIUM OCHOBAHUSIM.

Ha ocHoBanuu myHkrta 10 IlpaBui nmpou3BOAMTENO YKA3aHHOTO JIEKAPCTBEHHOIO
npenapara HampamieH 3amnpoc oT 16.01.2017 Ne AK/1578/17 B uensix yTOUYHEHUS
CBEJICHUM, COACPKAIIMXCA B MPEACTABICHHBIX JOKYMEHTaX, B TOM YKCJIE€ 3aIllpOIICHBI
JOKYMEHTBI, MOATBEPKIAIOIINE LIEHbI HAa ChIPpbE M MATEpUalbl, HCHOJb3yEMbIE IPU
MIPOU3BOACTBE JIEKAPCTBEHHOro npenapara. [lpu aHanm3e NpeACTaBICHHBIX JaHHBIX
YCTaHOBJIEHO, YTO HA YacTh CTaT€ll pacXolOB HA ChIPhE M MaTepuajbl HE MPEACTABICHO
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JIOKYMEHTAJIbHOE TOATBEpXkJACHHE. Takke B MPEACTaBICHHBIX AoroBopax ot 26.09.2013
Ne 194P/13, or 28.11.2013 Ne 55, or 04.10.2011 No A11-114/151-410/10-11, ot
09.01.2014 Ne 1, or 01.01.2011 Ne 151-192/01-11, ot 26.04.2016 Neo 1-26/04/16, ot
09.01.2017 Ne 1701-1-8 OTCYTCTBYIOT IPHJIOKEHUS C YKa3aHUEM OIKMCAHUA U CTOUMOCTH
MPOIYKIIMH, KOTOPBIE ABIISIIOTCS HEOTHhEMJIEMOW YaCThIO JJOTOBOPA.

B cBsi3M ¢ BBINICHU3IIOKEHHBIM, B COOTBETCTBUU C TMOAMYHKTOM «0» myHKTa 13
[IpaBun mnpexncraBieHWE JOKYMEHTOB B HENOJIHOM 00beMe€ M (WIH) HEMOJHOTA
COJIepKaIIUXCsl B HUX CBEJCHUHN SBJISETCS OCHOBAaHUEM I OTKa3a B COIVIACOBAHUU
TrOCYJAapCTBEHHOM PErUCTPALMU MPEICIbHON OTMYCKHOM II€Hbl MPOU3BOAUTENS Ha
JIEKApCTBEHHBIN NIpenapar.
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