PELIEHUE
00 OTKa3e B CONIaCOBAaHUHU MNpeACIbHBIX OTITYCKHBIX IICH HpOPI?;BO,ZIHTGJIGfI
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBerctBUM ¢ TMyHKTOM 8§ W MOAMYHKTOM «0» miyHkra 19 IlpaBun
rOCylapCTBEHHOU perucTpanuu " nepeperucTpanuu YCTaHABJINBAEMbIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX IMPENAPATOB MPEAENIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE Ipenaparbl, BKIIOYEHHbIE B IE€PEUEHb KXU3HEHHO HEOOXOOUMBIX U
BOKHEWIINX  JICKADCTBEHHBIX  IPENApaToB,  yTBEPXKACHHBIX  IOCTAHOBICHHEM
[IpaButennctBa Poccuiickoit ®@enepanuu ot 29.10.2010 Neo 865 (manee- IlpaBuna),
®denepanbHasi aHTUMOHOMOJbHAS CIYyX)0a paccMOTpesia JTOKYMEHTBI, MPEICTABICHHbIE
nucbMoM Munznpasa Poccun ot 26.05.2016 Ne 20-4-4011560-c, u mpuHsiia pernieHue oo
OTKa3€ B cOIIacoBaHUU mpeaenbHor ornyckHo 1eHsl OO0 «Pupma «BUIIC - ME]I»
(Poccust), 3asaBiIeHHON Ha TIEPEPErUCTPALIMIO B COOTBETCTBUH C MOAMYHKTOM «0» MyHKTa
19 IlpaBwi, Ha cleAyrOUMH JEKAPCTBEHHBIM MpEnapar, BKJIOYEHHBIII B IIEPEUYCHb
’KU3HEHHO HEOOXO/IMMBIX U BAXKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB:

bap - BUIIC (MHH — bapus cynbdar), mopomiok Jijisi MPUroTOBICHUS CyCIIEH3UN
st mpuema BHYTph 240 1. - maketsl (40) — KOpoOKM KapTOHHBIE, B pa3Mepe
3 007,90 py6.

[IpenenbHass OTHYCKHAas IeHA HAa YKa3aHHBIM JICKAPCTBEHHBIM IIpenapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipn npoBenennn skoHOMHUYeckoro ananusza PAC Poccum BBIABIEHO, YTO POCT
3apETUCTPUPOBAHHON IIPEAECIBbHONW OTIIYCKHOM II€Hbl HA BBIINICYKa3aHHBIA IIpernapar
3asBJICH Mpou3BoautTeneM B pasmepe 6,4 %. Ilpu 3TOM, W3 pacyeroB BEIMYUHBI
YIOpOXKaHUs, IMPEACTABICHHBIX IpOM3BoAUTENEM B mpwiokeHuu Ne 5 k Metoguke
pacyeTra yCTaHaBIMBAEMBIX ITPOU3BOAUTENSIMU JIEKAPCTBEHHBIX NIPENAPATOB MPEAEIbHBIX
OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MPENApaThl, BKIIOUEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOMMBIX U BaKHEUIUX JIEKAPCTBEHHBIX MPENaparoB, MPU WX TOCYAapCTBEHHOUN
pPErucTpalii W IEepeperucTpalvy, YTBEPKICHHOW IocTaHoBiIeHHEM [IpaBurennbcrBa
Poccutickoit @enepanuu ot 15 centsops 2015 . Ne 979 (manee — Mertonuka), ciemyer,
4yT0 (PaKTHUYECKOE YBEIMYEHHE IIeH Ha ChIphE M MaTepuaibl, HCIOJIb3yeMbIe MpH
IIPOU3BOJICTBE BBIIEYKA3aHHOIO Mpernapara, cocTapiseT meHee 6,4 %.

B CBsI3uM C BBIIIECH30KEHHBIM, B COOTBETCTBUM C MOJIIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TIpeBBIIEHHE MPEACTABIAEMON [UI1 TOCYJAPCTBEHHOW PErMCTpauvyd WU
MEPEPETUCTPALMU TIPEAEIBHON OTIIYCKHOM ILIEHBI IPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ LEHOM, pPAaCCUMTAHHOM B COOTBETCTBUM C METONUKOW, SIBIAETCS
OCHOBAaHHUEM JUIsI OTKa3a B COIVIACOBAHUM T'OCYJApPCTBEHHOW PETHUCTPALMM IPEACIBHOU
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.
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