MuHuCTEPCTBO 3APaBOOXPAHEHUS
Poccniickoit denepannu

PaxmanoBckuii iep, 1. 3/25
127994, I'CII-4, r. MockBa

PEILIEHUE
00 OTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIMYCKHBIX 1IEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbBIE MPEnaparhl, BKIOYCHHbBIE B IEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBerctBun ¢ mnyHkroM 8 IlpaBun TrocynapCTBEHHOW perucTpalud U
MepeperucTpaluu yCTAHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpEACIbHBIX OTIYCKHBIX 1IEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbBIE B MEPEUCHb
YKU3HEHHO HEOOXOJMMBIX W BaXXKHEWIIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranoienreM [IpaButensctBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHasi aHTUMOHONOJBHAS CIy>)k0a paccMoTpena  JIOKyMEHTHI,
npeacrapieHubie mucbMoM MunszapaBa Poccun ot 10.04.2018 No 20-4-4066427-c, n
MPUHSIIA pellleHre 00 0TKa3e B COIIACOBAHUU 3asBJICHHBIX B BBINICYKa3aHHOM MUChME Ha
peructpanuio 9 npeaenbHbIX OTHYCKHBIX 1IeH 3A0 «3Banapy (Poccus) Ha nexkapcTBEHHBIN
npenapar Opsuc Ummyno (MHH — Tunopon), BKJIIOUEHHBI B TEpEeYEHb KU3HEHHO
HEOOXOIMMBIX M BAXKHEUIIINX JIGKAPCTBEHHBIX MPETapaToB.

[IpenenbHble OTIYCKHBIE LI€HbI HA YKa3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
COMIACOBBIBAIOTCS TIO CJIEYIOIIUM OCHOBAHUSIM.

B cootBerctBuu ¢ nuceMom @I'BY «HIIDCMID» Munszapasa Poccun ot 15.03.2018
No 3950, wnampaBnenHeiM MunzapaBom Poccum B cocTaBe KOMIUIEKTa JOKYMEHTOB,
cooO1aercs, 4TO BBIIIICYyKa3aHHBIN JIEKapCTBEHHBIHN npenapar  SIBJISIETCS
BOCIIPOM3BEJEHHBIM, a Takxke, uro npenapar Amukcun (MHH - Tunopon) B
JIEKapCTBEHHON (QopMe «TabJIeTKH, TMOKPHITHIE TUICHOYHOM 00ojoukon, 125 mr»
(npousBoautesib — OAO «Dapmcrangapt-Tomckxumbapm», Poccus) (JICP-000175/08 ot
24.01.2008) sBisieTcs peepeHTHBIM.

[Ipu mnpoBenenun skoHOMHUYeckoro ananmza OAC Poccun BBISIBICHO, 4YTO
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MIpEACIIbHBIE OTIMYCKHBIE IIEHBI HA BBIIICYKAa3aHHbII BOCIPOM3BEICHHBIN JEKAPCTBEHHBIM
mpernapar, pacCUMTaHHbIE UCXONId W3 CTOMMOCTH OJHOW JIEKapCTBEHHOH (HOPMBI,
npeBblmatoT 80 MPOLEHTOB CPEeAHEN 3apETUCTPUPOBAHHON MPEAEIBHON OTITYCKHOM LIEHBI
MIPOU3BOIUTENS HA YKa3aHHBIN peepeHTHBIN JIEKapCTBEHHBIN Mpenapar, pacCYuTaHHOM 3a
nepuon 3 JIeT 0 MPEACTaBICHHS Jep:KarelieM WU BIAJEIbleM PErHCTPALMOHHOTO
yIOCTOBEpPEHUs (YIMOTHOMOYEHHBIM MM JIMIIOM) YKa3aHHOTO BOCIPOU3BEIAECHHOTO
JIEKaPCTBEHHOTO TIpernapara NpeacsibHOM OTIMYCKHOM II€HBI, PACCUMTAHHOM HUCXOAS W3
CTOMMOCTHA OJIHOM JIEKapCTBEHHOW (OpPMBI, YTO MNPOTUBOPEUYUT MYHKTYy 6 Metoauku
pacyuera yCTaHaBJIMBAEMbIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB MPEACIbHBIX
OTIYCKHBIX I[EH HA JIEKAPCTBEHHBIE MpENaparhbl, BKIIOUEHHBIE B MNEPEUYCHb KU3ZHEHHO
HEOOXOJUMBIX M BaXKHEHUIIUX JIEKAPCTBEHHBIX IMpENaparoB, MPU HUX TOCYAAPCTBEHHOU
perucTpani M TMEpEeperucTpalum, YTBEPXKIACHHOW TMocTaHoOBIeHMEM [IpaBuTenbCcTBa
Poccuiickoit denepanun ot 15 centsiops 2015 r. Ne 979 (nanee — MeToauka).

B cBfi3M C U310KEHHBIM, B COOTBETCTBUM C MOJIYHKTOM «B» myHKTa 13 IlpaBun
IIPEBBILIEHUE NPEICTABICHHON ISl TOCYIAPCTBEHHON PErMCTPALIMU WU [IEPEPETUCTPALIUN
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
pPacCCUUTAaHHOW B COOTBETCTBUU C METOOMKOW, SIBIISIETCS OCHOBAaHWEM [UJIs OTKas3a B
COITIaCOBAHMU  TOCYIAPCTBEHHOM  PETrUCTpalMd  MPEACIbHBIX  OTHYCKHBIX  LIEH
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.
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