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PEILIEHUE
00 OTKa3e B COMIACOBAHMM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MTpenaparkl, BKJIOUEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPaTOB

B cootBerctBum ¢ mnyHkTtoM 13 IIpaBui rocyqapCTBEHHOW pETHUCTpALlMM U
MEepEPErUCTPAllM  MPENEIbHBIX OTIYCKHBIX LI€H Ha JIEKAPCTBEHHBIE IPENaparsl,
BKJIIOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX
IIPEIaparoB, yTBEPKIACHHBIX nocTtaHoBieHueM I[IpasurenscrBa Poccuiickonn Penepaunu
or 29.10.2010 Ne 865 (manmee — IlpaBmma), denepanbHasi aHTUMOHOIIOJNBbHAS CITyK0a
paccMoTpena JOKYMEHTHI, Mpe/icTaBieHHble TucbMoM Mun3zapaBa Poccun ot 25.12.2019
No 20-4-4123831-c, u mpuHsaia penieHue 00 OTKa3e B COMIACOBAaHUU MPEAEIbHOMN
oTmmyckHOM 1eHbl, 3asBneHHOM, AO «HIIO «Muxkporen» (Poccusi), Ha clenyromuii
JIEKapCTBEHHBIN TMpenapar, BKIIOYEHHBIM B TMEPEYEHb JKU3HEHHO HEOOXOAUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MPENaparoB:

«Bakuuna Ky-nuxopagku M-44 xuBas cyxas (Bakununa Ky-nuxopanku M-44)
(MHH - «Bakmuna jis  npodunaktuku — Ky-nuxopaakwy»), nuodunuzar IS
MIPUTOTOBJICHUSI CYCIIEH3MM JUIsl HAKOKHOTO cKapudukanmoHHOro HaHecenus, 10 103 -
amnyibl (5) - / B KOMIUIEKT€ C pPAaCTBOPHUTENIEM: HATPHsS XJOPHUJ PACTBOPUTENb IS
MIPUTOTOBJICHUS JIEKAPCTBEHHBIX (popm it uabekiui 0,9% (ammysnbl) 5 mit - ST, / mavku
KapToHHEIE, B pazmepe 11 600,00 pybreit.

[IpenenbHass OTIyCKHas 1€HAa Ha YKAa3aHHBIM JICKAPCTBECHHBIM IIperapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.
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Ha 3anpoc ®AC Poccum ot 21.01.2020 Ne I13/3155/20, HampaBieHHBIN B
cooTBeTCTBUM ¢ mNyHKTOM 14 IlpaBun, 3asBuTenemM npeactaBieHa WHbopManus o0
OTCYTCTBUHU B oOpanieHuu Ha tepputopun Poccuiickoit @enepanuu B Teuenune 2019 romga
3asIBJICHHOTO JIeKapcTBeHHOTO npemnapara ( mucbMo ot 28.01.2020 Ne00/06-01/05/359).

Bwmecte ¢ Tem, Ha moBTopHsbIit 3arpoc DAC Poccum ot 31.01.2020 Ne AIL/6588/20
3asIBUTEJIEM TIPEJCTABICHBI CBEICHUS 00 OTrpy3KaxX BBIIMICYKa3aHHOTO JIEKAPCTBEHHOTO
npenapara B nepuox 2012 - 2019 rr. (mucemo ot 04.02.2020 Ne 10 acm), comtacHo
kotopeiMm B 2019 romy mnpowmsBomMTENEM OCYWIECTBISAIMCH OTIPY3KH JTAHHOTO
JIEKApCTBEHHOTO TMperapara, YTO YKa3blBa€T Ha MPEAOCTaBICHUE HEIOCTOBEPHBIX
CBEJICHUM.

[Ippu 5TOM, COIIaCHO MPEJICTABICHHBIM  JIOKYMEHTaM  CpeIHEB3BEIICHHAs
(daxkTU4eckas OTIyCKHAs IIeHa MPOU3BOJIUTENS YKA3aHHOTO JIGKAPCTBEHHOTO Mpernapara 3a
OTUETHBI MEPHOJ TMPEBBIIIAET 3aSBJICHHYIO MPEACIbHYI0 OTIYCKHYK LEHY, 4YTO
MPOTUBOPEUUT TPEeOOBAHUSM TOJIYHKTA «a» MyHKTa 3 MeToauKu pacueTa MpeaeibHbIX
OTIIYCKHBIX 1I€H MpPOW3BOAUTENIE Ha JIEKAPCTBEHHBIE IIPENApaThl, BKJIOYEHHBIE B
NepeueHb JKU3HEHHO HEOOXOAMMBIX U BaXHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
yTBepkIeHHOM nocTaHoBiieHreM [IpaBurensctBa Poccuiickoit @enepanuu ot 15.09.2015
No 979 (nanee — Metoauka).

B cBsI3u C BBIIIEU3II0KEHHBIM, B COOTBETCTBUU C MOAIYHKTAMHU «a» U «I» MyHKTa 19
[IpaBuii, mpeacTaBieHUe HEAOCTOBEPHBIX CBEJICHUM U MPEBBIICHUE MPEACTABISIEMON IS
TOCYJIapCTBEHHOM PErUCTpallui TPEACTbHONM OTHYCKHOW II€HBI IIPOM3BOJAUTENS Ha
JICKApCTBEHHBIM Ipemnapar Haja IIEHOW, PacCUMTAaHHOW B COOTBETCTBUU C METOIMKOM,
SBJISIETCS. OCHOBaHUEM [IJII OTKa3a B CONNIACOBAHMM TOCYIApCTBEHHOM pETrucTpaiuu
MpeICIbHOM OTITYCKHOM IIEHBI MPOW3BOIUTEIIS Ha JICKAPCTBEHHBIN Mperapar.

Mecmo dns nodnucu
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