PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM ¢ NyHKTaMH & W TOAIYHKTOM «a» myHkTa 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®enepanbHas aHTUMOHOIOJIbHAS CIykK0a paccMoOTpena JOKYMEHThI, MpPEICTaBICHHBIE
nrucbMoM MunsnpaBa Poccun ot 05.05.2016 Ne 20-4-4010286-c, u ipuHsiia perieHue oo
OTKa3€¢ B CONIACOBAaHMM MPEACIbHBIX OTIYCKHBIX LIEH BIIaJeibla WIH JepiKareis
PETUCTPALMOHHOTO YIIOCTOBEPEHUS 000 «ITPOTEK-CBM» (Poccus);
[Ip.,IlepB.Yu.,Btop.,¥Y.,Bein.k. - OO0 «®apmKonuent» (Poccus), 3asBIEHHBIX Ha
NEPEPETUCTPALIIO, HA CIEAYIOUME JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHBIE B
nepeyeHb KU3HEHHO HEOOXOIUMbIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

1. Hedrpuakcon-JIEKCBM (MHH - Dedrpuakcon), mnopomoxk aus
MPUTOTOBJIEHUSI PACTBOPA JJIsi BHYTPUBEHHOIO U BHYTPUMBIIIEUHOTO BBeneHus, 1,0 T, -
¢bnakonsl (1) — mauku kapToHHBIE, B pazmepe 30,00 pyoO.

2. Uedrpuakcon-JIEKCBM (MHH - [IledTpuakcon), mOpoOmOK Jyis
MIPUTOTOBJIEHUSI pAcTBOpA Jii BHYTPUBEHHOIO M BHYTPHUMBIIIEYHOTrO BBeAeHus, 1,0 1, -
dmaxonsl (50) — kopoOKku KapToHHBIE, B pazmepe 1174,08 pyO.

[IpenenpHble OTHYCKHBIE LIEHBI HA YKa3aHHBIE JIEKAPCTBEHHBIC IIpernaparbl HE
COIIACOBBIBAIOTCA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

[Tpn npoBenennn s3xoHomMuueckoro ananuza GAC Poccum BBIABIEHO, YTO POCT
3apEruCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LIEH Ha BbINIEYKAa3aHHbIE MpernapaTsl
3asBiieH mnpousBoguteneM B pasmepe 20,13%. Ilpu sTomM, U3 pacyeToB BEIWYHUHBI
YIOpPO’KaHUsI, MPEACTABICHHBIX MNPOU3BOAUTENEM B mnpuioxkeHuu Ne 5 k Meroauke
pacuera yCTaHaBIMBAEMbIX MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX MPEMApPaTOB MPEAEIbHbIX
OTIYCKHBIX 1I€H Ha JIEKAPCTBEHHbIE MpEnaparbl, BKIIOYEHHbIE B NEPEYEHb >KMU3HEHHO
HEOOXOIMMBIX U BaKHEWIIUX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX TOCYAapCTBEHHOU
perucTpalui M MEepeperucTpalvy, YTBEPKICHHOW mocTaHoBiieHHeM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 15 centsOps 2015 . Ne 979 (nanee — Mertonuka), ciemnyer,
4yT0 (PaKTHUECKOE YBEIMYEHUE IIeH Ha ChIphE M MaTepuaibl, HCIOJIb3yeMble MpU
IIPOU3BOJICTBE BBILIEYKA3aHHOTO Mperapara, a TaAKXKe HAKIAJHBIX PacXO/I0B, COCTABISAET
meHee 20,13%.

Kpome Ttoro, nekapctBenubii mpenapar lLleptpuakcon-JIEKCBM — ¢nakonst
Ne 50 HEe OTHOCHTCA K HMKHECPEAHEMY LEHOBOMY CETMEHTY CTOMMOCTBIO 10 500
pyOJieid, YTO TPOTUBOPEUUT TPEOOBAHUSAM MOANMYHKTA «a» myHKTa 19 IIpaBui.

B cBs3M ¢ BBIIEU3T0KEHHBIM, B COOTBETCTBUU C TMOAMYHKTOM «B» MyHKTa 13
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[IpaBun mpeBbIILICHUE NPEACTABISIEMON [JII TOCYAApPCTBEHHOM PETUCTpallU MU
MepEepEerucTpali MpeaeTIbHON OTIYCKHON II€Hbl MPOMW3BOJUTEINSI HA JIEKapCTBEHHBIN
npenapar HajJ LEHOM, pacCYUTAaHHOM B COOTBETCTBMU C METOOUKOW, SIBISETCS
OCHOBAaHMEM JUIsI OTKa3a B COMIACOBAaHUM TOCYJAPCTBEHHOW PETUCTPAlMM IPEACIbHOU
OTIYCKHOW IIE€HBI TPOU3BOAUTEIIS HA JICKAPCTBEHHBIN Mpernapar.
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