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

B coorBercTBMM C MyHKTamMM & W TOANYHKTOM «0» mnyHkta 19 IlpaBun
roCyJ1apCTBEHHOM perucrpauuu 151 NepepPErucTpatuu YCTaHABIIMBAEMbIX
MIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MpPENapaTtoB MPEAEIbHBIX OTIHYCKHBIX II€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),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 13.03.2017 Ne 20-4-4038637-c, u ipuHsiia perieHue oo
OTKa3e B COMIacOBaHWM TmpeAenbHON otmyckHoi 1eHsl OAO «HoBocubxumdbapm»
(Poccust), 3adBIIEHHON Ha MEepEPErucTpanuio, Ha CIEAYIOIIHNI JEKapCTBEHHBIN Mpenapar,
BKJIIOYEHHBIN B TEPEUYCHb >KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
IIPENapaTos:

Hatpus tnocynsdpar (MHH — Harpus trocynedar), pactBop [uisi BHyTPUBEHHOTO
BBeneHusd, 300 mr/miu, 10 mi - amnynsl (10) / B KOMIUIEKTE C HOKOM aMITyJbHBIM WJIU
CKapu(UKATOPOM €CJIM HEOOXOAMM JIJIsl aMITyJl IaHHOTO TUNa / - KOpOOKM KapTOHHBIE, B
pasmepe 67,78 pyO.

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

IIpu npoBenenun 3xoHomMuueckoro anainuza MAC Poccuu BBIABIEHO, YTO POCT
3apPETUCTPUPOBAHHON NPEAEIBbHONW OTIIYCKHOM ILIEHbl HA BBIIIECYKAa3aHHbIA Ipenapar
3asBIeH npousBoauTesneM B pasMepe 4 %. Ilpm 3TOM, M3 pacyeToB BEITUYUHBI
YIOPOKaHUA, NPEACTABICHHBIX NPOU3BOAUTENEM B mpuioxkeHun Ne 5 k Meroauke
pacyeTa yCTaHaBIMBAEMbIX IIPOU3BOAMTEISIMU JIEKAPCTBEHHBIX MPENApaTOB NMPEAEIIBHBIX
OTIYCKHBIX ILI€H Ha JICKAPCTBECHHBIE MPENApaThl, BKIKOYEHHBIC B MEPEUCHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIUX JICKAPCTBEHHBIX IpPEnaparoB, MPU HUX TOCYAAPCTBEHHOU
pErMCTpallMd M MEpEepeErucTpaluu, YTBEPKICHHOW nocTaHoBieHHEM [IpaButenbcTBa
Poccuiickoit @eneparuu ot 15 centadps 2015 . Ne 979 (nanee — MeTtoauka), ciaeayer,
4yTO (haKTHMUECKOE YBEIMYEHHE II€H Ha ChIpbE M MaTepHalibl, HCIOJIb3yEMbIE MPHU
MIPOU3BOJCTBE BBINICYKAa3aHHOIO Mperapara, a TakKe HaKJIaJHbIX pPacXOJOB, COCTABIISIET
2,7 %.

B cBsi3U ¢ BBIIEU3II0KEHHBIM, B COOTBETCTBUU C IMOAINYHKTOM «B» NyHKTa 13
[IpaBun mnpeBBILICHUE MPEACTABISEMON Uil TOCYJAapCTBEHHOW PETrUCTpalvyd WIIH
MEPEPETUCTPALNA TPEICIbHON OTIIYCKHOM LEHBI ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJa [EHOM, pPAacCUYMTAHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHHEM JUIsI OTKa3a B COITIACOBAHWM TOCYJAaPCTBEHHOW PETHUCTPALMM IPEACIBHOU
OTITyCKHOM LIEHBI TPOU3BOAMUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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