PEHIEHUE

00 OTKa3e B COIIACOBAHUHU MMPCACIbHBIX OTITYCKHBIX IICH HpOHBBOHHTeHeﬁ
Ha JICKApCTBCHHBLIC ITPCIIapaThl, BKIIFOUCHHBIC B IICPCHCHDb JKU3HCHHO H606XOI[I/IMBIX
1 BaXKHEUIITNX JICKAPCTBCHHBIX IIPCIIapaTOB

B coorBerctBUM ¢ nyHKTOM 8§ IIpaBUil TOCyZapCTBEHHOM pErucTpauud Hu
MEepEPEruCcCTpallii yCTAaHABIMBAEMbBIX MPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
MpEeACIbHBIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIE IMpENapaThl, BKIIOUEHHbIE B NIEPEUCHb
KU3HCHHO HEOOXOTUMBIX M BAKHEUINUX JICKAPCTBEHHBIX MPEMAPATOB, YTBEPIKICHHBIX
noctaHoBienreM I[IpaBurenscTBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), PenepanbHas AHTHUMOHOIIOJIBHAs CIyX)0a paccMoTpena JOKYMEHTHI,
npeacraBieHubie nucbMoM MunsnpaBa Poccun Ne 20-4-4008088-c ot 15.04.2016, u
NpUHsAJIa pelieHne 00 OTKa3e B CONIACOBAaHUU MPENETbHBIX OTIYCKHBIX II€H
000 «MOC®APM» (Poccust) Ha cienyroluil JIeKapCTBEHHbIN Mpenapart, BKIIOYSHHBIN
B [IEpEUYCHB KU3HEHHO HEOOXOAMMBIX U BOXKHEHIITUX JICKAPCTBEHHBIX MPENaparoB:

1. Harpus xnopun (MHH-Hatpus xnopun), pactBop mist undysuii, 0,9%, 200 mi,
- KoHTeHep (1) mentku moaumMepHele, B pazmepe 29,08 pyo.

2. Harpus xnopun (MHH-Harpus xmnopun), pactsop mnsa undysuit, 0,9%, 200 v,
- KoHTelHep (32) AUk KapTOHHBIE /IS CTallMOHApOB, B pazmepe 930,71 pyo.

[IpenenbHass OTIyCKHAas I1I€HA Ha YKa3aHHBIM JIEKAPCTBEHHBIA Mpemnapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Tpu npoBenennun 3xoHoMuueckoro ananuza @AC Poccun BBISBIEHO, UTO B paMKax
OJHOTO PErMCTPALMOHHOTO YIOCTOBEPEHHMSI JIEKAPCTBEHHOI'O Npenapara Npu U3MEHEHUU
KOJINYECTBA JICKAPCTBEHHOTO Ipernapara BO BTOPUYHOUN (TOTPEeOUTENIbCKOM) YIaKOBKE
MPOU30IIIO YBEJIUUYEHUE CTOMMOCTH OJHOU JICKAPCTBEHHOW (POPMBI, YTO MPOTUBOPEUUT
NyHKTY 5 MeToauKu pacuera YCTaHaBIMBA€MbIX IMPOU3BOJUTEISMH JIEKAPCTBEHHBIX
mpernapaToB MPeIeIbHBIX OTIYCKHBIX II€H Ha JIKApCTBEHHBIE MperapaThl, BKJIIOUCHHbBIC B
NepeyeHb KU3ZHEHHO HEOOXOIUMBIX M BOKHEWIINX JIEKAPCTBEHHBIX MpENapaTroB, MPH UX
rOCy/IapCTBEHHON PErucTpaluyd M MEepeperucTpalvy, YTBEP:KICHHOW MOCTAHOBIECHHEM
[TpaButenncTBa Poccuiickoit deneparun ot 15.09.2015 Ne 979 (nanee — Mertonuka).

B cBsi3U ¢ BBIIEU3II0KEHHBIM, B COOTBETCTBUU C IMOAINYHKTOM «B» NyHKTa 13
[IpaBun mnpeBBILICHUE MPEACTABISEMON Ul TOCYJAapCTBEHHOW PpETrUCTpalvyd WIIH
MEPEPETUCTPALNA TPEICIbHON OTIIYCKHOM LEHBI ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJa [EHOM, pPAacCUYMTAHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHHMEM JJI1 OTKa3a B COIIACOBAHWM TOCYIAapCTBEHHON PErMCTpaluu MpeaebHON
OTITYCKHOM II€HbI TPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.
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