PEIIIEHUE
00 OTKa3e B COMIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IE€H TPOU3BOAUTENCH
Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOYCHHBIE B IIEPEUEHb KUZHEHHO HEOOXOIMMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IIPENApaToOB

B coorBercTBMM ¢ INyHKTaMH & W TIOAIYHKTOM «B» IyHKTa 19 IlpaBun
roCyJ1apCTBEHHOM perucrpauuu u nepeperucTpaium yCTaHABJIMBAEMbIX
MPOU3BOJAUTEISIMUA  JIGKAPCTBEHHBIX MPEMaparoB TMPEACIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYCHHBbIE B IEPEUYCHb >KU3HEHHO HEOOXOAMMBIX H
BAXHEWIINX  JICKAPDCTBEHHBIX  IPENApPaTOB,  YTBEPKIAECHHBIX  ITOCTAHOBICHHEM
[IpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJBHAS CIy)K0a paccMoTpena JOKYMEHTHI, MpeJCTaBICHHbBIC
nrcbMoM MunsnpaBa Poccun ot 12.02.2018 Ne 20-4-4062228-c, u nipuHsiIa pemeHune 0o
OTKa3€¢ B COIVIACOBAaHUM MpEAEIIbHONW OTIyCKHOM ILeHbl, AO «®PapmaleBTHUYECKOe
npeanpusitue «OOoneHckoe» (Poccust), Ha clenyromuii JIEKapCTBEHHBIA Mpenapar,
BKJIIOYEHHBI B TEpPEYCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
IIPENapaTos:

®unacrepun-OBL (MHH - ®unacrepun), TaONeTKU, MNOKPBITHIC TUICHOYHOMN
oOosioukoit, 5 mr, 10 mWT., yNmakoBKU SYEHKOBBIE KOHTYpHbIE (3) Mayku KapTOHHBIE, B
pasmepe 197,37 py0.

[IpenenbHass OTHYCKHAsl II€HA HA YKa3aHHBIN JIEKAPCTBEHHBIA IMpernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennun skoHOMHYeckoro aHanuza @OAC Poccun BBISBIEHO, 4TO
3asBJI€HHAs Ha MEPEPEeTUCTPALMI0 MpEeeTbHasl OTIYCKHAasl II€Ha Ha BbIIICYKa3aHHbIN
JIEKApCTBEHHBIN TMpenapar BbIINIE PACCUMTAHHOM B COOTBETCTBUHU C HYHKTOM 17
Meronuku pacuera yCTaHaBIMBAEMbBIX MPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
MpeACNIbHBIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIE Mpernaparbl, BKIOYEHHBIE B MEPEYEHb
JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIGKAPCTBEHHBIX MpEMaparoB, NpU HX
roCyJapCTBEHHOW PETUCTpallMi U MEePEepPerucTpalny, yTBEP>KIEHHOW MOCTAaHOBICHHEM
[IpaButennctBa Poccuiickoit denepannu ot 15.09.2015 Ne 979 (manee — Metoauka),
JIOMyCTUMOM BEIMYMHON YBEJIUYEHUSI 3apPETHUCTPUPOBAHHBIX IPEACIBHBIX OTITYCKHBIX
IIEH, YTO MPOTUBOPEUUT MyHKTY 16 MeToauku.

B cBs3u ¢ BBIIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOAIYHKTOM «B» ITyHKTa 13
[IpaBus1 TIpEBBIIEHUE TMPEACTABICHHOW [JI1 TOCYJapCTBEHHOM pErucTpalud WIn
[IEPEPETUCTPALINA TIPEIEIbHON OTIIYCKHOW LIEHBI IMPOU3BOAUTENS HA JIEKapCTBEHHBIN
mpernapar HajJ LEHOM, pPAaCCUUTAHHOM B COOTBETCTBUU € METOOUKOW, SBISETCS
OCHOBAaHHMEM [IJii OTKa3a B CONNJACOBAHUM TOCYJapCTBEHHOW PErucTpaluyd WiIu
MEPEPETUCTPALN TPEICIbHON OTIIYCKHOW LEHBI MPOWU3BOAUTENS HA JIEKAPCTBEHHBIN
Ipenapar.
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