PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTtBuM ¢ myHkTamMu 8 u 21 IIpaBui rocynapCTBEHHOW PETHCTPALUU U
MEPEPETUCTPALMU YCTAHABIMBAEMBIX MPOU3BOJMUTEISIMU JIEKAPCTBEHHBIX IPENAPaTOB
MIPEACIIBHBIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBIE MPENaparbl, BKIIOUYECHHBIE B IEPEUYCHb
’KU3HEHHO HEOOXOJMMBIX U Ba)XXHEWIIMX JIEKAPCTBEHHBIX IMPEMApaTOB, YTBEPKICHHBIX
nocraHoBiieHreM IIpaButennscTBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (manee
[IpaBuna), ®enepanbHas aHTUMOHONONBHASA CIy>K0a paccMOTpelia  JTOKYMEHTHI,
npeAcTaBieHHble TucbMoM MunsapaBa Poccum ot 27.04.2016 Ne 20-4-4009058-c, u
MPUHSIIA pellieHrne 00 0TKa3e B COTNIACOBAHUU MPEEITHHONU OTITYCKHOM 11€HBI, 3asBICHHON
Ha IEPEPETUCTPALMIO, JIEp)KATENs WM BJIAJEblla PETUCTPANMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpernapara, npousBojcTBa (Bce crtamuu) «b.bpayn Menb3dynren Al»
(I'epmanus), Ha CclIeQyIOMIMI JEKApCTBEHHBIM Ipenapar, BKJIIOYEHHBbIH B IEPEUYCHb
KU3HEHHO HEOOXOIUMbIX M BaXKHEHILINX JIEKAPCTBEHHBIX MPENapaToB:

Jlunomwmoc 20 (MHH - KupoBbie 3MynbCUM JUIsl MAPEHTEPATBHOIO IMHUTAHMS),
smynbcus A uapysui 20 %, 100 mu - OyTeuiku (10) - kopoOKM KapTOHHBIE, B pazMepe
2876,93 pyO.

[IpenenbHass OTIyCKHAas II€HA HAa YKa3aHHbIA JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBeaeHun »skoHOMHUYeckoro anHanmuza OAC Poccuu BbBISIBIEHO, YTO
3asBJICHHAs Ha IIEPEPETUCTPALMIO IIpEAeibHAas OTNYCKHAas L€HA Ha BbIIICYKA3aHHBIN
JIEKApCTBEHHBIN Mpenapar BbIIIE PACCUUTAHHON B COOTBETCTBUU C IMMYHKTOM 24 MeToauku
pacyuera yCTaHaBIMBAEMBIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MPENAPATOB MPEAECIbHBIX
OTIYCKHBIX II€H Ha JICKAPCTBEHHBIC MPENaparbl, BKIIOUCHHBIE B IEPEUCHb KWU3HCHHO
HEOOXOJUMBIX W Ba)XXHEWIIUX JIEKAPCTBEHHBIX IMPENaparToB, MPU HX TOCYIapCTBEHHOU
pErucTpalMid M NEPEPETUCTpalvM, YTBEPKACHHOM NOCTaHOBIeHHEM IIpaBurenbcTBa
Poccuiickoit ®denepaunu ot 15.09.2015 Ne 979 (nmanee — Metoauka), IOMyCTUMOMN
BEJIIMYMHON YBEIWYCHUS 3apETUCTPUPOBAHHOM NPEACIBHONW OTIYCKHOM LIEHbl Ha
nekapcTBeHHbIM mnpemapar Jlunommoc 20 (MHH - JKupoBble »smynabcum — Jjist
NapeHTePaTbHOTO MUTaHMs ), YTO MPOTUBOPEYUT MyHKTY 23 MeTonuku.

B CBsi3M C BBIIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» ITyHKTa 13
[IpaBun mnOpeBbIIEHUE NPEACTABICHHOM JUISI TOCYJApPCTBEHHOW PErUCTpallMU WU
MEepEPErUCTPALNM MPEAECIBHON OTIIYCKHOM II€HbI ITPOWU3BOJUTENS HA JIEKAPCTBEHHBIN
mpernapar HaJ L[EHOM, pAaCCUNTAHHOW B COOTBETCTBUM C METONHUKOW, SIBISETCS
OCHOBAaHMEM JUIsi OTKa3a B COIVIACOBAHMHU TOCYAAPCTBEHHOM PpETUCTpPalUH WJIU
IIEPEPETUCTPALMU TIPEAEIBbHON OTIYCKHOM ILIEHBl NPOWU3BOAMTENS HA JIEKAPCTBEHHBIN
npenapar.
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