PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
KU3HEHHO HEOOXOJMMBIX U BAXKHEHUIIMX JIEKAPCTBEHHBIX IMPEMapaToB, YTBEPKICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepanbHas aHTUMOHOIIOJIbHAS Cyk0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble mUcbMoM Mun3zapaBa Poccum ot 10.05.2017 Ne 20-4-4041676-c, u
NpUHSJA pelieHue o0 OTKa3e B COIIAaCOBAaHWM IMPEACIbHON OTIYCKHOM IICHBI
00O «Pycropodapm» (Poccust); mp., mepB. ym., BTOp. ym., BbII. K. - KapHaraka
Antuonorukc & dapmacerotukanc Jlumuren (Muaus) Ha caeayromuid JeKapCTBEHHBIM
npenapar, BKJIIOYEHHBIH B TMEpEYEHb JKU3HEHHO HEOOXOAUMBIX U Ba)KHEUIIUX
JIEKapCTBEHHBIX MPENapPaTOB:

Tpamagon (MHH — Tpamanon), pactBop st uHbekuuid, 50 mr/mum, 1 mi, -
ammyJbl (5) — madku KapToHHbIe, B pazmepe 41,00 pyO.

[IpenenpHass OTHyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIM TMperapar He
COTJIACOBBIBACTCS I10 CIAEAYIOITUM OCHOBAHUSIM.

[Tpu npoBenennu 3xoHomuyeckoro ananuza GAC Poccun BBISBIICGHO, YTO B paMKax
OJIHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara Mpyu U3MEHEHUH
KOJINYECTBA JICKAPCTBEHHOI'O Mpernapara BO BTOPUYHOM (MOTPEOHUTEIIHCKOM) YyHaKOBKE
IIPOM30IIUIO YBEIIMUYCHUE CTOMMOCTH OJHOM JIEKQpCTBEHHOH (POPMBI, YTO IMPOTHBOPECUUT
nyHkty 20 MeTonuku pacyeTa yCTaHABIMBAEMbIX IMPOU3BOJIUTENSMH JIEKAPCTBEHHBIX
MpenapaToB MpeAesIbHBIX OTITYCKHBIX 1I€H Ha JIEKAPCTBEHHBIE MpENapaThl, BKIFOUCHHbBIC B
MEepPEUYCHb KU3ZHEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
rOCy/IapCTBEHHOM PErucTpalvu U NEepPeperucTpaiuu, yTBEPKJACHHON MOCTaHOBICHUEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonauka).

B cBsi3M ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUHM C TMOJMYHKTOM «B» ITyHKTa 13
[IpaBuy1 mMpeBBIICHUE MPEICTABISIEMON JUIsI TOCYJApCTBEHHOW pErucTpalud Wid
MepeperucTpanuyl MpeaeIbHOM OTIMYCKHOW IIEHBl MPOM3BOIAUTENS Ha JICKAPCTBEHHBIN
mpenapar HajJ I[€HOW, pacCYUTaHHOM B COOTBETCTBUM ¢ METONMKOM, SBISETCS
OCHOBAaHHUEM Il OTKa3a B COMIACOBAaHUM TOCYJAPCTBEHHOM PETHCTpAlMM TMPEAeIbHON
OTIYCKHOM II€HbI MPOU3BOAUTENIS Ha JICKAPCTBEHHBIN Mpenapar.

A.b. Kameapos
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