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00 OTKa3e B COITIaCOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH TPOU3BOUTENEH Ha
JIEKapCTBEHHBIE MpEnaparbl, BKIOYEHHBIE B IEPEUYECHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ mnyHkroM 13 IlpaBuii rocymapCTBEHHOW perucTpanudu Hu
MEPEPETUCTPALIMM YCTAHABIUBAEMBIX MPOU3BOAUTEIIAMHU JIEKAPCTBEHHBIX IIPENAapaToB
MPEACIIbHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHBIE B IEPEUCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEWIIUX JICKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoBienneM [IpaBurensctBa Poccuiickoit @eaeparuu ot 29.10.2010 Ne 865 (nanee
— IIpaBuna), denepasbHas aHTUMOHOIONBbHAS CIYXkK0a paccMoTpena JOKYMEHTHI,
npeAcTaBieHHble TucbMoM Mun3apaBa Poccum ot 13.08.2020 Ne 20-4-4145079-c, u
MpUHsJIA pelIeHue 00 OTKa3e B COIIACOBAHUM MPEEIbHBIX OTIYCKHBIX IIE€H, 3asBICHHBIX
Ha peructpanuio AO «IIOK OO6nosnenue» (Poccus), Ha ciemyronue JEKapCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B MEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB:

1. «Dnorapaua»y (MHH — «Twunopon»), TabieTKu, MOKPBITHIE IJICHOYHON
o0osnoukoit, 60 mr, 10 WT. - yNakoBKU sYEHKOBbIE KOHTYpHbIE (1) - Mauku KapTOHHbIE, B
pasmepe 408,83 pyoOuieid.

2. «Dnorapaua»y (MHH — «Twiopon»), TaOleTKH, TOKPBITHIC IIJIEHOYHOU
o0osoukoit, 60 Mr, 3 MT. - YMAKOBKU SYEMKOBBIE KOHTYpHBIE (1) - Mayku KapTOHHBIC, B
pasmepe 122,66 pybneit.

[IpenenbHbie OTIMYCKHBIE IIEHbI HAa YyKa3aHHbBIE JICKAPCTBEHHbIC IMpENaparbl HE
COMIACOBBIBAIOTCS 1O CJIEYIOIIUM OCHOBAHUSIM.

[Ipu npoBenenun 3xoHoMuueckoro ananuza GAC Poccuu BBISIBICHO MPEBBIILICHUE
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3asBISIEMBIX TNPENEIBbHBIX OTIIYCKHBIX II€H Ha BBIIICYKA3aHHbIE JIEKAPCTBEHHBIC
npenaparbl HaJl [EHAMU, PACCYUTAHHBIMU B COOTBETCTBUM C TPEOOBAHMSIMHU TOITYHKTA
«O» myHkta 14 MeTtoauku pacuera MpenelbHbIX OTIYCKHBIX IIEH MPOW3BOAUTENCH Ha
JeKapCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B INEPEYCHb HKU3HEHHO HEOOXOAUMBIX MU
BOXHEUMIINX  JIGKAPCTBEHHBIX  IpPENaparos, YTBEPKICHHON IIOCTAHOBJICHUEM
[TpaButennctBa Poccuiickoit ®enepaunn ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B coorBerctBum ¢ nyHktoM 14 IlpaBun PAC Poccum HampaBieH 3amnpoc
ot 28.08.2020 Ne TH/74580/20 o0 mpenocTaBlI€HHH YTOYHEHHBIX PACUETOB MPEIECIbHBIX
OTITYyCKHBIX IIEH.

Bmecte ¢ TeMm, mpencTtaBieHHBIE Ha YKazaHHbIA 3anpoc nucbMoM AQO «IIOK
Oo6nosnenue» ot 31.08.2020 Ne 08-188 yTouHeHHbIE 3asBICHHbIE MTPEIEIbHBIE OTITYCKHbIE
LEHbl paccuuTaHbl 0e3 ydera CpeaHero apu@MeTHYecKoro 3HaYeHUsi MOCIEeIHUX
3apErUCTPUPOBAHHBIX I1I€H Ha OMKallliue CMEXHbIE JO3UPOBKH  3asBIISIEMOIO
JIEKapCTBEHHOTO Mpernapara, 4YTo IPOTUBOPEUUT TPEOOBAHUAMHU MOINYHKTa «O» myHKTa 14
Meroauku.

B cBf3M C BBIIEH3IOKEHHBIM, B COOTBETCTBHHM C IOJAIYHKTOM «I» IyHKTa 19
[IpaBui, npeBbIICHUE MTPEACTABICHHON U1l TOCYAAPCTBEHHOM PErMCTPALlMU MTPEACIbHON
OTIYCKHOM LEHBI MPOU3BOJUTEIIS HA JICKAPCTBEHHBIN NMpenapar HaJl [IEHOM, paCCUNTAaHHOU
B coorBercTBuM C [IpaBmwiiamum u Meronukou, sBISIETCS OCHOBAaHHEM [UJII OTKas3a B
COMIACOBAHMM  TOCYHAPCTBEHHOM  PETUCTPAllMM  IPEACIbHOM  OTIYCKHOM  LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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