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
nucbkMamu MunznpaBa Poccun ot 07.06.2016 Ne 20-4-4012684-c, u npuHsiia pelieHue
00 OTKa3e B COIMTACOBAHHWM MPEACIbHBIX OTMYCKHBIX 1eH mpou3BoactBa OO0 «Dupma
«BUTIC-ME]/l» (Poccus), 3asBIEHHBIX Ha [EPEPErucTpalyio, Ha CIEAYIOIIUe
JIEKapCTBEHHBIE Mpernaparbl, BKJIIOUYEHHBbIE B TMEPEUCHb >XU3HEHHO HEOOXOJUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMAPaTOB:

1. Kcunomerazonun (MHH — Kcunometaszonun), cipeit HazanbHbid 0.1%, 10 mi
— (1akoHbI ¢ pacHbUIUTENBHONU Haca ko (1) - mauku kapToHHBIE, B pa3Mepe 42,97 pyo.

2. Kcunometazonun (MHH — Kcunomerazonun), cpeit HazanbHbIN 0.05%, 10 M
— ¢1akoHBI ¢ paclbUIMTENBHOM Hacaako# (1) - mauku KapToHHBIE, B pazmepe 41,62 pyo.

[IpenenbHble OTIYCKHBIE IIEHBI HA YKa3aHHBIE JICKAPCTBEHHBIC IpPENaparbl HE
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennun skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apEeTUCTPUPOBAHHBIX MPEETbHBIX OTIYCKHBIX IIEH HA BBIICYKA3aHHBIE JIEKAPCTBEHHBIE
npenaparbl 3asBlieH mpousBoautesieM B pasmepe 6,4 %. Ilpu 3toM, U3 pacueToB
BEJIMYMHBI YIOPOKaHUS, TPEICTABICHHBIX MPOU3BOAUTENIEM B MNpuiiokeHHuH No 5 K
Meronuke pacyeTa yCTaHABIMBAEMBIX MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IpEnapaToB
Mpee/IbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIC IMpernaparhl, BKIIOUCHHBIC B NIEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaXXHEMIIMX JIEKAPCTBEHHBIX IMpenaparoB, IMpU HUX
rOCy/IapCTBEHHOM pErucTpanuyd U IMepeperucTpanuu, YTBEPKICHHOW MOCTaHOBICHUEM
[IpaButensctBa Poccuiickoii @enepauuu ot 15 centsadps 2015 r. Ne 979 (manmee —
Metoauka), cienyer, urto (aKTHUYECKOe YBEIMYEHHE IIeH Ha ChIphE U Marepuabl,
WCIIOJIb3YEMBIE TPU MPOU3BOJICTBE BBINIECYKA3AHHBIX MPENApaToB, a TAK)KE HAKIATHBIX
pacxojioB, coctapisieT 2,2 % u 2,1% COOTBETCTBEHHO.

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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