PEHIEHUE
00 OTKa3e B COITIaCOBaHHUH MMPCACIbHBIX OTITYCKHBIX IICH HpOHSBOHHTCHGﬁ
Ha JICKaAPCTBCHHBLIC IIPCTIapaThbl, BKIIFOYCHHBIC B IICPCUYCHD JKU3HCHHO HCO6XO,Z[I/IMI)IX
1 BaXKHEHUIIINX JICKApCTBCHHLIX IIPCITIaparoB

B coorBercTBuM ¢ myHkTtamu 8 u 21 IlpaBun rocynapCTBEHHOM pEerucTpanvii u
MepepPErucTpaluu yCTAaHABIUBAEMbIX IPOU3BOJIUTEISAMHU JIEKAPCTBEHHBIX MpenaparoB
MpEACNIbHBIX OTITYCKHBIX 1IEH Ha JIEKAPCTBEHHBIC MpEnaparhl, BKIOYEHHBIE B MEPEYEHb
KU3HEHHO HEOOXOIMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIX
nocranoBiieHneM IlpaBurensctBa Poccmiickont @Pepepamuu ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHOINOJBHAS CIIy>)k0a paccMOTpesia JIOKyMEHTBI, MpPEICTaBICHHbIE
nucbMoM Munzapasa Poccuu ot 13.10.2016 Ne 20-4-4024631-c, u ipuHsiia peuieHue oo
OTKa3ze B corlacoBaHuM TpenesbHoi ormyckHo# 1eHbl OAO «ABBA PYC» (Poccus),
3asBJICHHOM Ha INIEPEPETHCTPALMI0, Ha CIEAYIOIIWM JIEKQpCTBEHHBIM Ipemnapar,
BKJIFOUEHHBII B TIE€pPeYeHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEHMIIHUX JIEKAPCTBEHHBIX
MpEenaparos:

Oxopyunn (MHH — Haramunun) cynno3utopun BaruHaibHbie 100 mr, 3 mrT. -
YIaKOBKHU STYEHKOBBIE KOHTYpHBIE (1) — mauku kapToHHbIE, B pazmepe 211,03 pyo.

[IpenenbHass OTIyCKHAasE L€HA HA YKa3aHHbIA JICKAPCTBEHHBIA IIpeEnapar He
CONNIACOBBIBAETCSA I10 CIEAYIOLIUM OCHOBAHUSM.

[Tpu npoBeaeHnn s3xkoHoMHuueckoro anannsa GAC Poccun BBISIBIEHO, YTO II€HA HA
BBIIICYKA3aHHBIM JIEKAPCTBEHHBIN npenapar 3apeructpuposana 14.08.2015, Bce cragun
IIPOU3BOZCTBA KOTOPOTO OCYLIECTBIIAIOTCA BO PpaHIMK, CIEA0BATENBHO, JICKAPCTBEHHBIN
npenapar «9koQyLUrH» Ha 1aTy PErUCTPALUU SBIISIICS HHOCTPAHHBIM.

B pamkax npoBenenus 3koHoMuueckoro ananusza @AC Poccum Takke BBISBICHO,
YTO POCT Kypca HAlMOHAJIbHOM BaJIOTHl T'OCYJApPCTBA-INIPOU3BOJAUTENS JEKAPCTBEHHBIX
npenaparoB K pyoOiio 3a MEepUoNl CO JIHA TOCYAAPCTBEHHOW PErucTpalyl MpeneabHbIX
OTIIYCKHBIX II€H NPOU3BOAMTENSI Ha JIEKAPCTBEHHbIC Npenaparbl A0 JAaTbl IOAa4u
JOKYMEHTOB Ha HUX OYEPEIHYI0 IEPEPErucTpalri0 HE MPEBBIIIAET MPOTHO3UPYEMBII
ypOBEHb MHQISALUUU TEKyLIEro Troja, YCTAHOBJICHHBIM (enepaabHbIM 3aKOHOM O
dbenepanbHOM OIOKETe HA COOTBETCTBYIOIIMM (PMHAHCOBBIA TOJ M IUIAHOBBIM TEPUO,
YTO MPOTUBOPEUUT MyHKTY 23 MeToauku pacuera yCTaHaBIMBAEMbIX MPOU3BOJUTEISIMHU
JIEKAPCTBEHHBIX IPENaparoB MPENEIbHBIX OTIYCKHBIX II€H Ha JIEKaPCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B IE€PEUYEHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIUX
JEKAPCTBEHHBIX  IpenaparoB, MpPH  MX  TOCYIApCTBEHHOM  pErucTpauud "
IEpEPETUCTPALlMM, YTBEPKIAECHHOM mnocraHoBieHueM IIpaBurensctBa Poccuiickon
®denepanuu ot 15.09.2015 Ne 979 (nane — MeToauka).

Kpome TOro, B mpeACTaBICHHBIX AOKYMEHTAaX OTCYTCTBYIOT JOKYMEHTHI IO
MHUHHMAaJIbHBIM OTITYCKHBIM LIEHAM B CTpPaHax, B COOTBETCTBUU C IpuioxeHuem Ne 4 k
Metonuke.

B cBsi3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOJIYHKTOM «B» ITyHKTa 13
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[IpaBun mpeBBINIEHUE TPEACTABISAEMON JUIsi TOCYJAPCTBEHHOW PETUCTpPAlMM WIIU
MepEeperucTpalii NPEACIbHON OTIYCKHOW II€HBI MPOU3BOAMUTENS HA JICKAPCTBEHHBIN
npenapar HaJl [EHOW, pPacCUYMTAaHHOM B COOTBETCTBMH C METOOUKON, SBISETCA
OCHOBAaHMEM JIJIsI OTKa3a B COMIACOBAHUM TOCYAAPCTBEHHOM PETUCTPAlMM MPEACIbHON
OTIYCKHOW IIE€HBI TPOU3BOAUTEIIS HA JICKAPCTBEHHBIN Mpernapar.

A.b. Kamesapos
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