PEIIEHUE
00 OTKa3e B COTIACOBAHUHU MPEACIHHON OTITYCKHOW IEHBI IPOU3BOAUTEIS
Ha JIEKapCTBEHHBIN Mpenapar, BKIIOYEHHBIN B IEPEUCHb KU3HEHHO HEOOXOANMBIX
Y BAOKHEHUIIINX JICKAPCTBEHHBIX MTPENAPATOB

B coorBercTBMM ¢ TyHKTOM & W TOANYHKTOM «B» myHkTa 13 IlpaBun
roCyJ1apCTBEHHOM perucTpauuu u IepeperucTpauuu YCTaHABJIMBAEMbIX
MPOU3BOAUTENSIMU  JICKAPCTBEHHBIX IPENAPATOB MPEIEIbHBIX OTIHYCKHBIX II€H Ha
JIEKapCTBEHHBIE IMpernaparbl, BKIIOUYEHHbIE B TEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEWIINX  JICKAPCTBEHHBIX  IPEMAPATOB,  YTBEPKIAEHHBIX  I[OCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee — IlpaBuia),
®denepanbHas aHTUMOHOIOJIBHAS CIIyX)0a paccMOTpesia JOKYMEHTHI, MpPECTaBICHHBIC
nrcbMoM Mun3zapasa Poccun ot 29.03.2017 Ne 20-4-4040064-c, n npuHsuta penieHue 00
OTKa3€ B CONIACOBAHMM INPEICIBHON OTITYCKHOW LEHBI, 3asIBJIEHHON HA MEPEPETUCTPALUIO
OAO «¥Ypanouodapm» (Poccust), Ha creayromuii JieKapCTBEHHBIN Mpenapar, BKIIOYCHHBIN
B MI€PEUYECHB KU3HEHHO HEOOXOAMMBIX U BaXKHEHIITUX JICKAPCTBEHHBIX MPENaparoB:

«/poraBepun-Ybd» (MHH «/IpotaBepun»), Tabnaetku, 40 mr, 10 1mT., - ynakoBKu
SYEUKOBBIC KOHTYPHBIC (5) - MaYKu KapTOHHKIE, B pazMepe 25,10 pyo.

IIpenenbHas oOTHyCKHas I€HA HAa YKa3aHHbIM JIEKAPCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCS I10 CIEAYIOIIUM OCHOBAHUSIM.

[Ipn mnpoBenenun »skoHomMuyeckoro aHamm3a ©OAC Poccun BBISBIEHO, 4TO
3asBJICHHAs Ha NEPEPETHCTPALMIO TpeAeibHas OTIyCKHas II€Ha Ha BbIIICYKa3aHHBIM
JIEKApCTBEHHBIN Mpenapar BbIIIE PACCUYMTAHHON B COOTBETCTBUU C MyHKTOM 17 Metoauku
pacyeTra yCTaHaBIMBAEMbBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IMPEMAPATOB MPEIEIbHBIX
OTIIYCKHBIX II€H Ha JICKAPCTBEHHBIE Mpenaparbl, BKIIOUECHHbIE B IEPEYEHb >KMU3HEHHO
HEOOXOMMMBIX W BAXKHEWINNX JIEKAPCTBEHHBIX MPEMapaToB, MPH WX TOCYIAPCTBEHHOM
pErUCTpalMid M TEPEPETUCTPALNM, YTBEPKACHHOW mnocTaHoBieHueMm [IpaBurenscTBa
Poccuiickoit ®@enepanuu ot 15.09.2015 Ne 979 (manee — Meroauka), JOMYCTUMOM
BEJIMYMHON YBEIUYEHUS 3apErMCTPUPOBAHHBIX MPEACIbHBIX OTHYCKHBIX II€H, YTO
IIPOTUBOPEYUT ITyHKTY 16 Metonuku.

Kpome Toro, mpu ananuze npeacraBieHHbIX JaHHBIX DAC Poccun BBISBIEHO, YTO
cpelHeB3BelIeHHas (haKTHUecKasi OTIyCKHasl IleHa Ha BBIIICYKa3aHHbBIN JIeKapCTBEHHBIN
npenapar 3a nepuoji, HICTEKIINI ¢ MOMEHTA perucTpaluu (epeperucTpalimn) eHbl, HUxKe
3aperuCTPUPOBAHHON IIeHbl Oojiee 4YeM Ha MPOTHO3UPYEMBI ypOBEHb HHQIISINH
TEKYILIETO roJia, YTO TaKkKe MPOTUBOPEUUT MYHKTY 16 MeTonuku.

B cBs3u C BBIIIEU3IIOKEHHBIM B COOTBETCTBHUM C TOJIYHKTOM «B» IyHKTa 13
[IpaBun mnpeBbIICHUE NPEACTABICHHOMW Uil TOCYIAPCTBEHHOM PpETrUCTpalvyd WIIH
MEPEPETUCTPALUA TIPEAEIBHON OTIYCKHOM LEHBI IPOM3BOAUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJ [EHOW, pPACCUUTAHHOM B COOTBETCTBHM C METOAMKOM, SIBISETCS
OCHOBAaHHMEM JUIsl OTKa3a B CONIACOBAHMM TOCYHAPCTBEHHOW PpETUCTPAlM WU
IEPEPETUCTPALMN TIPEAEIBHON OTIYCKHOW ILIEHBl IPOM3BOAMUTENS HA JIEKAPCTBEHHBIN
npemnapar.

Nnentuduxarop



