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00 OTKa3e B COIIACOBAHUM MPEJIETbHBIX OTITYCKHBIX 1IE€H MPOU3BOIUTEIICH HA
JIEKapCTBEHHBIC Mpenaparhl, BKIIOUCHHBIC B TIEPEUEHb )KU3HEHHO HEOOXOUMBIX U
BAKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToOB

B coorBerctBUM ¢ mnyHKTOM 13 u mnoanmyHKTOM «a» TnyHkta 32 IlpaBun
rOCyJapCTBEHHOW PETUCTpAllMd U TEPEePEerucTpalvi MpeNeIbHbIX OTIYCKHBIX II€H
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXONMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBienremM [IpaButensctBa Poccuiickoit ®enepanuu ot 29.10.2010 Ne 865
(manmee — IlpaBuia), denepanbHasi aHTUMOHOTIONBHAS CITy)0a paccMoTpena JOKyMEHTHI,
npeacrasieHublie nucbmMamMu Munsapasa Poccum ot 12.10.2020 Neo 20-4-4149757-c n
ot 09.11.2020 Ne 20-4-4149757-non, U mpuHsAJa pelieHue 00 OTKa3e B COIVIAaCOBAHUU
npeaesbHOM OTHnyCcKHOU 1ieHbl, 3asBiaeHHOM AO «IIOK OOnosnenue» (Poccus), Ha
CICNYIOIIMI  JIGKapCTBEHHBIM Tpenapar, BKJIIOYEHHBIH B TEepe4YeHb KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIIIHX JICKAPCTBEHHBIX MPENapaToB:

«ITunokapnun» (MHH — «ITunokapnuny), kamu miasseie, 1%, 5 mi, - TIOOHK-
KareabHUITHI (1) - mayku KapToHHBIE, B pasmepe 33,36 pyo.

[IpenenvHass OTIyCKHAsl I1I€Ha Ha YKa3aHHBIM JIEKapCTBEHHBIM TMpenapar He
COIIACOBBIBAETCS 10 CIAEAYIOUIUM OCHOBAHUSIM.

B coorBercTBUM ¢ myHKTOM 39 MeToauku pacuera OpelelbHbIX OTIYCKHBIX IIEH
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIE Mpenaparbl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOMUMBIX W BWKHEWININX  JIEKAPCTBEHHBIM  MpenaparoB,  YTBEPKICHHOU
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nocraHoBiieHueM IIpaBurensctBa Poccuiickoii ®eneparuu ot 15.09.2015  Ne 979
(manee — Meronuka), npeaenbHas OTIYCKHAs IIeHa MPOU3BOAMUTENS TOCYIapCTBa - YieHa
EBpa3uiickoro SKOHOMHYECKOTO COK3a Ha JICKAPCTBEHHBIM Ipemapar IpH €€
MIEPEPETUCTPALN, TMOJIEKUT YBEIUUYCHUIO HA BEIWYMHY VYIOPOKAHUSA CBHIPbS U
MAaTE€pUANIOB, a TAKKE HA BEJIMYMHY MU3MEHEHUS HAKIIAIHBIX PACXO0B.

B coorBerctBun ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBlieH 3ampoc
ot 28.10.2020 Ne 113/93931/20 o mpencTaBieHUH yTOYHCHHBIX CBEIACHHUI, B TOM YHUCIIC
YTOYHECHHBIC PACUETHhl 3asBJISIEMOM MPEACIbHOM OTHYCKHOW II€HbI HA JIEKApCTBEHHBIN
npenapar ¢ y4eToM TpeOOBaHHM MOJAMYHKTa «ay» MyHKTa 39 MeToiuku, ¢ y4eToM JaHHBIX,
npeacTaBiaeHHbIX B puinoxeHnu Ne 10 k Meronuke.

Bwmecte ¢ TeM, yToOuHEHHAas 3asBJICHHAs MPeAeibHas OTIYCKHas 1IeHa HEe IPUBEICHA
B COOTBETCTBHUE C TPEOOBAaHUAMH NyHKTa 39 MeToauKu, B TOM YUCIIE MPECTaBICHHBIMU
Ha BhIlIeykazaHHbii 3anpoc ®AC Poccun 1okyMeHTaMu.

B cBs3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» IyHKTa 19
[IpaBun, mpeBBIIIEHUE MPEACTABISEMON Uil TOCYJapCTBEHHOW PErMCTpaluy WA
MEPEPETUCTPALIMN TIPEACIbHON OTITYCKHOM II€HbI IMPOW3BOAMUTEINSI HaA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOM, pacCuuTaHHOW B coorBeTcTBUU C [IpaBumamum u Meronukoi,
ABJISICTCS. OCHOBAaHHMEM Ui OTKa3a B COIVIACOBAHMM TOCYJApCTBEHHOW PETHUCTPALNU
IIPEAEIIBHON OTITYCKHOM LIEHBI MPOU3BOAUTEIIS HA JICKAPCTBEHHBIN MIpEIapar.

Mecmo dns nodnucu
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