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00 OTKa3e B COITIaCOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH TPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIE MpEMNaparbl, BKIOYEHHBIE B IEPEUYCHb )KU3HEHHO HEOOXOAUMBIX U
BaKHEWILINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBUM ¢ mnyHKTamMu 13 W noanmyHKTOM «a» myHkta 32 IlpaBun
rOCy/IapCTBEHHOM PErucTpald W MNEPEepEerucTpal MNPEAeiIbHbIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIC MpeNaparbl, BKIIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBiieHrueM IIpaButennbcTBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865 (nmanee
— IIpaBuna), denepasbHas aHTUMOHOIONBHAS CIYXK0a paccMoTpena JOKYMEHTHI,
npeacrasieHHble nmucbMoM MunsapaBa Poccum ot 02.10.2020 Ne 20-4-4149759-¢ n
or 05.11.2020 Ne 20-4-4149759-non, u npuHsula penieHue o0 OTKa3e B COIIACOBaHUH
MpeaETbHOU OTIIyCKHOM LIEHBI, 3as1BJICHHOM Ha MIEPEPETUCTPALIAIO
AO «IIDK «OOHOBIEHUEY, HA CIEAYIOIIMI JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIA B
nepeveHb KU3HEHHO HEOOXOAMMBIX U BAXKHEHUIIINX JIEKAPCTBEHHBIX MPENaparoB:

«urokcun» (MHH — «Jlurokcuny), tadnetku, 0.25 mr, 14 mr. - ynakoBKH
SYCUKOBBIC KOHTYpHbIe (4) - mauku KapToHHBIE, B pazmepe 50,38 pyd (mis Bcex
HITPUXOBBIX KOJIOB).

IIpenenpbHass OTHyCKHAs II€HA Ha YKAa3aHHBIM JIEKAPCTBEHHBIM IHpenapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBerctBUM ¢ myHKTOM 39 MeToauku pacuera mpelelbHbIX OTIYCKHBIX IIEH
MPOU3BOJAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb KU3HEHHO
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HEOOXOIMMBIX M B@XHEHIIMX  JIGKAPCTBEHHBIX  MpENaparoB,  YTBEP)KICHHOM
nocraHoBiieHueM [IpaBurenbcrBa Poccuiickoit ®deaeparuu ot 15.09.2015 Ne 979 (nmanee
—Meronuka), npenenabHas OTIYCKHAash LIEHA Ha JICKAPCTBEHHBIA Ipernapar MOMJIECKUAT
YBEIIMYEHUIO HAa BEJIMYHMHY yIOPOKaHUS ChIPbsl U1 MAaT€pUAJIOB U HA BEJIMUUHY U3MEHEHUS
HAKJIAIHBIX PACXOJIOB.

B coorBerctBun ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBlieH 3ampoc
ot 15.10.2020 Ne TH/89912/20 o mpencraBieHUr YTOUYHEHHBIX CBEICHHUM, B TOM YHCIE C
Y4ETOM yKa3aHHBIX TpeOoBaHU MeTOIHKH.

CornacHO JOKyMEHTaM M CBEJICHMSIM, MPEACTABICHHBIM B OTBET Ha YKa3aHHBIN
3ampoc, 3asBJICHHAS BEJIMYMHA YBEJIMYECHUS MpeAeibHOM oTmyckHOM uLeHsl (6,09 %)
npeBblmaerT jgonyctumyro (3,28 %) ¢ ydeToM BEIHMYMHBI YAOPOXKAHHS ChIpbS U
MaTepuajgoB MpPU OTCYTCTBUM HU3MEHEHHUS HAKJIAJHBIX PACXOJ0B, UYTO MPOTUBOPEUUT
TpeOOBaHMAM MyHKTa 39 Metonuku.

B cBs3u C BBINIEU3IOXKEHHBIM, B COOTBETCTBUU C MOMAMYHKTOM «I» MyHKTa 19
[IpaBun, mpeBbINIEHUE MPEACTABISAEMON Il TOCYJApCTBEHHOW PErUCTpPALMU WA
nepeperucTpauu MNpelebHOM OTIYCKHOM II€HBl TPOU3BOAMUTENS HA JIEKApCTBEHHBIM
rpenapar HaJl LEHOM, pPacCUMTAaHHOW B CcOOTBeTCTBUM C IIpaBuiamu m Meroaukon,
SBJISIETCSI OCHOBaHWUEM [UJII OTKa3a B CONNIACOBAHMM TOCYIApCTBEHHOW pETrUCTpaIlU
MIPEAEIIBHON OTITYCKHOM 1LIEHBI MPOWU3BOIUTEIIS HA JICKAPCTBEHHBIN MIpEapar.

Mecmo dns nodnucu
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