PEILIEHUE
00 OTKa3e B COIIACOBAaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JIEKapCTBEHHBIE MPeTaparhl, BKIIIOYCHHBIE B TIEPEUYCHDb KU3HEHHO HEOOXOUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBHM ¢ myHKkTamu 8 1 21 [IpaBun rocy1apCTBEHHON PETUCTPALIUU U
NepeperucTpaly yCTaHaBIMBAEMbIX TPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB
NpelebHbIX OTIYCKHBIX II€H Ha JEeKapCTBEHHbIE IMpenaparbl, BKJIIOYEHHbIE B
nepeyeHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpENaparos,
YTBEPXKJICHHBIX mnocTaHoBieHHEeM [IpaButensctBa Poccuiickont ®enepauuu OT
29.10.2010 Ne 865 (manee IlpaBuna), denepanbHas aHTUMOHOIOJNbHAS CIyxk0a
paccMoTpena JOKYMEHTBI, IPEACTABICHHbIE INHCbMOM MuH3apaBa Poccun ot
06.09.2016 Ne 20-4-4020486-c, u mpuHsANIa perieHue 00 OTKa3e B COMIACOBAHUU
MPEAEIBbHON OTIYCKHOM LEHBI, 3asBJICHHOW Ha MEPEPETUCTPALNIO, IEPKATEIS WU
BJaJIeNIblla  PErUCTPALMOHHOIO  yAOCTOBEPEHHUs JIEKAPCTBEHHOIO  Ipemnapara,
npousBojcTBa (Bce cranun) «b.bpayn Mens3zynren Al (I'epManus) Ha cieayromuii
JIEKapCTBEHHBII Ipenapar, BKJIIOYEHHbIH B NEPEYEHb >KU3HEHHO HEOOXOIUMBIX H
BaXHEHIINX JIEKAPCTBEHHBIX MIPENaparoB:

Jlunopynauan  MCT/JICT 10% (MHH - JKupoBbie »sMynbcuu Jist
NapeHTePabHOTO MUTaHUA), SMYyJbcus s uHpy3uit 10 %, 250 mi - Oytbuiku (10) -
KOpoOKa KapToHHasl, B pazmepe 2498,43 pyO.

[IpenenbHasi OTIyCKHas LI€HA HAa YKa3aHHBIM JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS 110 CIEAYIOIIMM OCHOBAaHHUSM.

®AC Poccum B x0/1€ 5KOHOMUYECKOTO aHalln3a Oblja MpoBeJeHa MPOBEpKa IO
ONPEACIICHUIO 3apETUCTPUPOBAHHBIX 1I€H Ha BBIIICYKAa3aHHbIA JIEKAPCTBEHHBIN
npenapar B CTpaHax B COOTBETCTBMM ¢ mpuiiokeHueM Ne 4 k Meroauke pacuera
YCTAHABIMBAEMbIX MPOU3BOAUTEIIMHU JIEKAPCTBEHHBIX IPENApaTroB MpPEaeSbHbIX
OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE NPENAaparhl, BKIOUeHHbIE B niepeueHb JKHBJIII,
OpU HMX TOCYJapCTBEHHOW PEruCTpallud W MEpPEeperucTpalnuy, YTBEpKICHHOU
nocranoBiienneM IIpaButenbctBa Poccuiickoin @enepannu ot 29.10.2010 Ne 865
(manee - MeTtonuka).

Ha ocHoBaHuM oQuUIMAIbHOTO WHTEPHET-UCTOUHMKA http://www.dari.kz

YCTaHOBJIEHO, 4YTO Ha JiekapcTBeHHbIM mnpemnapar Jlunopynaua MCT/JICT 10%
(MHH - KupoBbie sMylbcUU AJIS TMApPEHTEPATBLHOTO MUTAHUS) 3apEerucTpUpOBaHA
OTIyCKHasi 1IleHa mpous3BojuTens (0e3 yuera NPOU3BOJICTBEHHBIX IUIOIIAJIOK,
y4acTBYIOIIIMX B Ipoliecce MpousBojcTBa) B Kaszaxcrane, kotopas B mepecyere Ha
OIHY JI€KapCTBEHHYIO (JOpMY 3HAYUTEIBbHO HIKE 3asBJICHHON Ha MEPeperucTparuio
MPEACIbHON OTIYCKHOM WEHbl HAa YKAa3aHHBIM JIEKAPCTBECHHBIM IIPENApar, 4TO
IIPOTUBOPEYUT MOAIYHKTY «B» ITyHKTa 23 MeToauku.

B cBs3M C BBIIEU3II0KEHHBIM, B COOTBETCTBUH C MOAIYHKTOM «B» ITyHKTa 13
[IpaBuy1 NpeBBIIEHWE NPEICTABICHHOW I TOCYIAPCTBEHHOM PETUCTPALMHU WU
MEpEPETUCTPALMN TIPEAEITBHON OTIIYCKHOM IIEHBI POU3BOIUTENS HA JIEKAPCTBEHHBIN
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Ipernapar HaJl LIEHOW, pPAacCUYMTaHHOM B COOTBETCTBMM C METOOUMKOW SIBISETCS
OCHOBAaHMEM JUIsl OTKa3a B CONNIACOBAHWHM TOCYIAPCTBEHHOM PErUCTpPALMU  WIIH
MEPEPETUCTPALMA MPEACIBHON OTIHYCKHOM LEHBI MPOW3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar.

A.b. Kameaposn
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