PEHIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBUM C€ MYyHKTOM 8 W MOAMYHKTOM «0» mnyHkta 19 IlpaBun
roCyJ1apCTBEHHOM perucrpauuu U nepeperucTpanuu yCTaHaBJIUBAEMBbIX
MIPOU3BOJAUTESIMUA  JIEKAPCTBEHHBIX MPENapaToB TMPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@eaepanuu ot 29.10.2010 No 865 (manee — IlpaBuina),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 30.06.2016 Ne 20-4-4015203-c, u ipuHsiia perieHue oo
OTKa3e B cormacoBaHuW mpeaenbHor otmyckHo 1eHbl OO0 «Pysdapmay (Poccus),
3asBJICHHOM Ha TMEpPEepEerucTpPalii0 B COOTBETCTBUMU C TMOJIMYHKTOM «0» myHKTa 19
[IpaBwi1, Ha CHERYIOIIMI JEKAPCTBEHHBIN ITPENapart, BKIOYEHHBIN B IEPEUYEHb KU3HEHHO
HEOOXOJMMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

Hedazonun (MHH — Lledazonun), mopomok s OpUTrOTOBIEHUS pacTBOpa s
BHYTPUBEHHOTO M BHYTPHUMBIIIEYHOTO BBeneHUs 1 1, — dumakonsl (50) — kopoOku
KapTOHHBIE, B pazmepe 758,75 pyo.

[IpenenbHass OTHYCKHAasl Ii€HA HAa YKa3aHHBIM JIEKQpCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennn skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apPETUCTPUPOBAHHON NPEAEIBbHONW OTIIYCKHOM LIEHbl HA BBIIIECYKAa3aHHBIA Ipernapar
3asBJICH Tpou3BojautesneM B pasmepe 6,4 %. Ilpu 3TOM, U3 pacuyeTOB BEJIUYUHBI
YIOpPOKaHUsA, MNPEACTABICHHBIX NPOU3BOAMUTENEM B mpuiokeHun Ne 5 k Meronuke
pacyeTa yCTaHaBIMBAEMbIX MPOU3BOAUTEISIMU JICKAPCTBEHHBIX MpPENapaTroB MPeaesbHbIX
OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIE MpEMaparbl, BKIIOUEHHbIC B MEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX M BaKHEWIIUX JICKAPCTBEHHBIX IPENaparoB, MPU UX TOCYAAPCTBEHHOU
perucTpandu M TepeperucTpanuy, YTBEPKICHHOW mocTaHoBleHueM [IpaBuTenncTBa
Poccuiickoit @eneparuu ot 15 centadps 2015 . Ne 979 (nanee — MeTtoauka), ciaeayer,
4TO0 (PAKTUUECKOE YBEJIMUYECHHE II€H Ha ChIphE U MaTepualibl, HCIOJIb3yeMbIC MPU
MIPOU3BOCTBE BBILICYKAa3aHHOTO IIpenapara, cocrtasiseT MeHee 6,4 %.

B cBs3U ¢ BBIIEU3I0KEHHBIM, B COOTBETCTBUM C IOAINYHKTOM «B» IyHKTa 13
IIpaBun mnpeBbILICHUE MPEACTABISEMON Ul TOCYJAapCTBEHHOW pErucTpauuyd WIIH
MEPEPETUCTPALIMN TIPEACIBbHON OTITYCKHOM II€HbI MPOW3BOAMUTEISI HA JIEKAPCTBEHHBIN
Ipernapar Haja L[EHOM, pPAacCYMTAaHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHUEM ISl OTKa3a B COIVIACOBAHHUM TOCYJApPCTBEHHOW PETUCTPALMM MPEACIIbHOM
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JICKAPCTBEHHBIN Mpenapar.
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