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PEIIIEHUE
00 oTka3e B COracCOBaHUH MpeIeNIbHbIX OTIYCKHBIX LIEH MPOU3BOAUTEIIEH
Ha JIEKapCTBEHHbIE Npenaparbl, BKJIIOYEHHbIE B IEPEUEHb KU3HEHHO HEOOXOAUMBIX
¥ BaXHEUITUX JIEKAPCTBEHHBIX ITpenapaToB

B coorBerctBUM ¢ myHKTOM 6, TNOANYHKTOM «B» TmyHkta 11 IlpaBun
rocyllapCTBEHHON pEerucTpanid TMpefesbHbIX OTIYCKHBIX LEH IPOM3BOAUTENEH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHBIE B IepeYeHb MKU3HEHHO HEOOXONHUMBIX H
BaOXHEHIIUX  JIEKAPCTBEHHBIX  MPENaparoB,  YTBEPKIEHHBIX  IOCTAaHOBJIEHHEM
IlpaButensctBa Poccuiickoit @epepanuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
QenepabHasi aHTUMOHOMOJbHAS CiIyXk0a paccMoTpena JOKYMEHTHI, MpeICTaBlIeHHbIE
nuceMoM Munszapasa Poccun ot 25.06.2015 Ne 2049325-20-4, u npuHsisia pemeHue 06
OTKa3e B COMIacoBaHUHU IpenenbHbIX OTHYCKHBIX HeH 3A0 « BUOUTEX» (Poccus) Ha
Clefylolye JIeKapCTBEHHBIE TMpenaparbl, BKIIOYEHHbIE B IE€peYeHb IKHU3HEHHO
HEOOXOIMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX MTPENaparToB:

1. IpotaBepuH, pacTBOp At HHBbeKIUH 20 MI/mil, aMnysibl TEMHOTO CTekjia 2 Ml
(5) — ynmakoBKH sueHKOBble KOHTypHBbIe (2) — madyku KapToHHBIe B pasMepe 40,81 pyo.

2. ITnatuunnus, pacTBOp IS MIOAKOXKHOIO BBEAEHHUS 2 MI/M, 1 Ma — aMiyisl (5)
— YNaKOBKH KOHTYpHBIE sTYeiiKoBble (2) — nayku KapTOHHbIE B pa3mepe 38,35 pyo.

B coorBerctBuM ¢ myHkTOM 9 METOOWKH YCTaHOBIEHHS [POU3BOAUTEISIMH
JIEKapCTBEHHBIX IIPENaparoB MpeAeNbHbIX OTHYCKHBIX IIeH Ha JIeKapCTBEHHBIE
npenaparsl, BKIro4YeHHbIe B nepedeHb KHBIII, yTBepk1eHHO! COBMECTHBIM MPUKA30M
Munsapasconpazsutus Poccum u ®CT Poccum or 03.11.2010 Ne 961n/527-a,
npefenbHas OTIYCKHas LIeHa Ha JIKApCTBEHHBIH Ipernapar NpH ee NepeperucTpaluy B
Clly4ae, yCTaHOBJIIEHHOM IMOAIMYHKTOM «0» myHkTa 14 TlpaBWi, MOIIEKUT YBEITHYESHUIO
Ha MPOrHO3UPYEMBIH YPOBEHb WHOISAIUH, yCTaHOBJIEHHBbIE (eaepalbHbIM 3aKOHOM O
(enepansHom Oromkere Ha odepeqHOW (DMUHAHCOBBIM TOJ M HA IUIAHOBLIA NMEPHON, B
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Clly4ae, €CliM CpelHeB3BelIeHHas (aKTHueckas OTIYCKHas IeHa Ha JIeKapCTBEHHBIN
npenapar 3a IMepHOl, MCTEKIIMH ¢ MOMEHTAa pPEerucTpaluu (nepeperucTpaiuu) IeHHl,
Oblla HMJKE 3aperMCTPUPOBAHHOM HA JTOT TEpPHOJ LEeHbBl He 6olee 4YeM Ha
MPOTHO3UPYEMBIH YpOBeHb MH(ISALWHU, YCTAHOBIEHHBIA HAa TEeKYILIUi (PMHAHCOBBINA roj
(benepanbHBIM 3aKOHOM O (elnepalbHOM OFOIKeTe Ha COOTBETCTBYIOUIHMH (HHHAHCOBHIN
ro/l ¥ Ha IIAHOBLIA MEPUOI.

IIpn ananuse npencTaBIeHHBIX NAaHHBIX YCTAHOBIIEHO, YTO CpEOHEB3BELICHHBIE
(pakTHYECKHe OTIYCKHBIE LIEHbl Ha JaHHbIE MPenapaThl 3a NepUOJl, MCTEKIIHHA C MOMEHTA
PErucTpaluy (MepeperucTpaluu) LeH, ObUIM HUKEe 3aperiCTPUpPOBAHHBIX HA 3TOT
nepuos ueH Oonee 4eM Ha MPOTHO3UPYEMBIH YpOBEHb MH(MISAILMHU, YCTAHOBICHHBIH Ha
TEKyIIMi (UHAHCOBBIH roj (enepaibHBIM 3aKOHOM O (enepanbHOM OromKeTe Ha
COOTBETCTBYIOIIMH (PUHAHCOBBIN roj] U Ha MIAHOBBIA MEPHO, B CBA3H C YeM Ipe/eIbHbIe
OTITyCKHBIE LIEHbI HA YKa3aHHbIE Mpenaparhl He MOAJIeXaT NepeperucTpaLuu.

B coorBercTBMM ¢ noamyHkToM «B» myHkta 11 IlpaBun npeBblieHue
MPEJCTABIEHHON sl T'OCYAApCTBEHHOW PpPErucTpaluy MpeAebHOM OTIYCKHOW LIEHBI
MIPOM3BOMTENISA Ha JIEKAPCTBEHHBIH Ipenapar HaJl [eHOW, paCCYUTAHHOU B COOTBETCTBHH
¢ Meroaukoii, siBNseTcss OCHOBaHMEM [UIS OTKa3a B COINIACOBAHUU TOCYJAapCTBEHHOM
pPErucTpanMy TMpelebHOM OTIIYCKHOM LEHbl NPOM3BOAMUTENsSS Ha JI€KapCTBEHHBIU
npemnapar.
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