PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B cootrBerctBuM ¢ mnyHkToM & IlpaBun rocyaapCTBEHHOM perucTpalvv U
MepEepPErucTpali yCTAaHABIMBAEMbIX MPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX IPENapaToB
MpEACNIbHBIX OTIMYCKHBIX IIEH Ha JICKAPCTBEHHbIEC Mpenaparbl, BKIOYEHHbIE B MEPEUYCHb
KU3HCHHO HEOOXOMMMBIX M BXKHEUINNX JICKAPCTBEHHBIX MPETMapaToB, YTBEPKICHHBIX
noctaHoBieHreM lIpasurensctBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @PexnepanpHas aHTUMOHONOJBbHAS Cly>)k0a paccMoTpena JOKYMEHTHI,
npeacrasieHuble mucbMoM MunsnapaBa Poccun ot 07.04.2017 Ne 20-4-4039414-c, un
OpUHSUIA pelleHre 00 OTKa3e B CONIACOBAaHUU NPENEIbHONM OTHYCKHOM IIEHbI
npousBoguTenass OAO «Cunte3» (Poccusi) Ha clieqyroliuii JISKApCTBEHHBIA Mpenapar,
BKJIIOYCHHBIM B TMEPEUEHb JKU3HEHHO HEOOXOAMMBIX W BaXXKHEUIIMX JIEKAPCTBEHHBIX
MIpEnaparos:

Punopyc (MHH — Kcunomerazonun), rens Hazanbhblid, 0.1 %, 10 . — TyOBI
amomunueBbie (1) — mauku kapToHHsle, B pazmepe 101,50 pyO.

[IpenenpHass OTIIyCKHAs I1i€HA Ha YKA3aHHBIM JICKaPCTBEHHBIM Mpemnapar He
CONNIACOBBIBAETCA I10 CIEAYIOLIUM OCHOBAHUSM.

B coorBerctBUuM ¢ muceMoM ®PI'BY «HIIDCMIID» Munzapaa Poccum ot
13.03.2017 Ne 4189, wnanpasinenHsiM Mun3apaBom Poccum B cocraBe KOMILIEKTa
JOKYMEHTOB, JUI BBIIIEYKa3aHHOTO BOCHPOW3BEACHHOIO JIEKAPCTBEHHOIO IIpenapara B
KayecTBe peepeHTHOIrO paccMarpuBaeTcs JiekapcTBeHHbI npenapar Otpusudn (MHH —
KcunomerasonuHn) B iekapcTBeHHOU (popme «karu HazanbHbie 0.05 %» (mpou3BogUTEH
- «<HoBaptuc Koncesromep Xenc CAy», llBeitapus).

[Ipu npoBeneHum skoHOMHUeckoro ananmu3za OAC Poccum BBISBICHO, 4TO
npezelibHasl OTIyCKHAsl 1I€Ha Ha BBIIICYKA3aHHBIA BOCIPOU3BEICHHBIN JIEKAPCTBEHHBIN
npernapar, pacCuMTaHHas MHCXOAs M3 CTOMMOCTH OJHOW JIEKapCTBEHHOH (HOpPMBI,
npebimaeT 80 MPOUEHTOB CPEAHEN 3apEruCTPUPOBAHHOM MPEAEIIBHON OTIYCKHOW LIEHBI
POU3BOIUTENS HA pedepeHTHBIN Tpernapar, paCCYMTAHHOW UCXOJ U3 CTOUMOCTU OJTHOM
JIEKapCTBEHHOM (hOPMBI 3a TIepHoJ] 3 JIET, YTO MPOTUBOPEUUT MyHKTY 6 MeToanku pacuera
YCTaHABJIMBAEMbIX  IMPOU3BOJUTEISIMU  JICKAPCTBEHHBIX  IPEMApaTOB  MPEIETbHbBIX
OTIYCKHBIX I[I€H Ha JIEKapCTBEHHBbIE Mpemnaparbl, BKIIOYEHHBIE B MEPEYEHb >KU3HEHHO
HEOOXOJUMBIX W BaXXKHEHIIUX JICKAPCTBEHHBIX MPEMApaTOB, MPU HX TOCYJapPCTBEHHOU
pErucTpalid W IEpeperucTpaluy, YTBEPKIAECHHOM IOCTaHOBIIEHHEM lIpaBurenbcTBa
Poccuiickoit ®enepanun ot 15 centsiopst 2015 r. Ne 979 (nanee — Metoauka).

Taxxke PAC Poccum yCTaHOBJIEHO, YTO Ha JIEKAPCTBEHHBIN mpenapar PuHopyc
(MHH — Kcunomera3onuH) B JIEKapCTBEHHOW (popme, aHAJIOTMYHOW JIEKapCTBEHHOM
dbopMe pedepeHTHOro JIEKapCTBEHHOrO Mpemapara - Kamwid HazaubHbie 0.1 %
npousBosicTBa OAO «Cunre3» (Poccust) 3apeructpupoBana npeneibHas OTIyCKHAs 1IeHa
B pa3zmepe 15,88 py06. (mpuka3z Munsnpasa Poccun ot 05.08.2016 Ne 635/20-16). Takum
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o0Opa3oMm, 3asBIICHHAs] K PErUCTpally TpeleibHas OTIYCKHAas IIeHa IMPEBBIIIAECT paHee
3apETUCTPUPOBAHHYIO MPEAEIbHYI0 OTIYCKHYIO LIEHY Ha aHAJIOTUYHBIN JIEKApCTBEHHBIN
npenapar Toro e rnpoussogurens B 6,4 pasa.

B cBsi3W C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C MOJIMYHKTOM «B» MyHKTa 13
[IpaBun mpeBBIIEHUE NPEACTABISIEMONM JUISI TOCYIAPCTBEHHOM PErUCTpallMU WIIH
MEPEPETUCTPALA MPEACIBHON OTIHYCKHOM LEHBI IMPOW3BOAUTENS HA JIEKAPCTBEHHBIN
nmpenapar HajJ LIEHOW, pPACCUUTAHHOM B COOTBETCTBMM C METONHMKOU, SBISETCS
OCHOBAHUEM [UJIsI OTKa3a B COIIACOBAHMMU T'OCYIAPCTBEHHOW PETHUCTPAlMU MPEACIbHOU
OTIYCKHOM II€HBI MPOU3BOAUTENSL HA JIEKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsn
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