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

B coorBercTBUM C€ TNyHKTOM 8§ W MOAMYHKTOM «0» mnyHkta 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu 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 ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM Munsnpasa Poccun ot 23.05.2016 Ne 20-4-4011554-c, u mpuHsiia perieHue oo
OTKa3€ B COMIACOBaHMH IPEAEIbHON OTITYCKHOU LieHbI ipon3BoacTBa 3A0 « BUDGUTEX»
(Poccust), 3adBieHHON Ha MepeperucTpanuio, Ha CIeayoIUi JeKapCTBEHHBIN Mpernapar,
BKJIIOYEHHBIN B NEPEUYCHb >KM3HEHHO HEOOXOIUMBIX M BaXKHEWIIHMX JIEKAPCTBEHHBIX
penaparos:

[Mnarupumnun (MHH — Ilnatudunnun), pacTBop sl MOJKOKHOTO BBEIEHUS
2 mr/mia, 1 mi - ammynsl (5) — yHNakoBKH SYEHKOBBIE KOHTYpHbIE (2) /B KOMIUIEKTE C
HOXKOM aMIMYJIbHBIM WJIM CKapuU(PHUKATOPOM, €CIIM HEOOXOAUM JJIsi aMIlysl JaHHOTO Thma/
- MAYKHW KapTOHHBIE, B paszMmepe 36,37 pyo.

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

[Ipu npoBenennun skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apErUCTPUPOBAHHON  MPEACIbHOM  OTHYCKHOM  II€Hbl  HA  BBINICYKa3aHHbBIN
JIEKapCTBEHHBIN Mpernapar 3asBlIeH Npou3BoautenemM B pasmepe 6,4 %. Ilpu stom, u3
pacyeToB BEIWYMHBI YAOPOXKAHUS, MPEICTABICHHBIX MPOU3BOJIUTENIEM B NPUIOKECHUU
Noe5 x Mertonuke pacuyeTta yCTAHABIMBAEMBIX MMPOU3BOAUTEISMHU JIEKAPCTBEHHBIX
MpenapaToB MPeIeIbHBIX OTIYCKHBIX II€H Ha JIEKApCTBEHHBIE MperapaThl, BKJIIOUCHHbIC B
MepeveHb KU3HEHHO HEOOXOAMMBIX U BOXKHEHUIINX JIEKAPCTBEHHBIX MpenaparoB, MpU UX
roCyJapCTBEHHOW PETUCTpAIlMU W TEepPEepPerucTpaluu, YTBEPKACHHOW MOCTAHOBIEHUEM
[IpaButensctBa Poccuiickoii @enepauuu ot 15 centsadps 2015 r. Ne 979 (manmee —
Metoauka), cienyer, uto (aKTHUYECKOe YBEIMYEHHE IIeH Ha ChIphE U MarepHuabl,
HCIIOJIb3YEMBIE TIPU MPOU3BOJICTBE BBIIICYKA3aHHOIO IIperapara, a TakKe HaKIIaIHbIX
pacxojioB, coctasiuseT 1,75 %.

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
OCHOBAaHHMEM JJI1 OTKa3a B COIIACOBAHWM TOCYIAapCTBEHHON PErMCTpaluu MpeaebHON
OTITYCKHOM II€HbI TPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.
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