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00 OTKa3e B COIIACOBAHUM MPEJIETbHBIX OTITYCKHBIX 1IE€H MPOU3BOUTENICH HA
JIEKapCTBEHHBIC Mpenaparhl, BKIIOUCHHBIC B TIEPEUEHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToOB

B coorBerctBUM ¢ mnyHKTOM 13 u mnoanyHKTOM «a» nyHkta 32 IlpaBun
rOCy/IapCTBEHHOM PErucTpald W MNEPEeperucTpal MNPEAeIbHbIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOIMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBienrem [IpaButensctBa Poccuiickoit ®enepauuu ot 29.10.2010 Neo 865
(manmee — IlpaBuia), denepanbHasi aHTUMOHOTIONBHAS CITy)0a paccMoTpena JOKyMEHTHI,
npeacrasieHublie mucbMoM MunsapaBa Poccum ot 05.10.2020 Ne 20-4-4149509-c, u
MpUHsJIA pelieHue 00 OTKa3e B COIIACOBAHUM MPEETbHBIX OTIYCKHBIX IIE€H, 3asBIEHHBIX
Ha MEPEePErucTPaLMIO JEepHKATeIEeM WM BIAJENIbIEM PETUCTPALMOHHOIO YA0CTOBEPEHUS
AO «IIDOK O6uHoBnenue» (Poccusi), Ha creaymromnue JeKapCTBEHHbIE Mpenaparsl,
BKJIIOYCHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX
penaparos:

1. «Keropomak» (MHH - «Keroponak»), TabmeTku, MOKPHIThIE ILJICHOYHOM
ob6onoukoit, 10 mr, 14 mT. - yrmakoBKH SYEHKOBBIE KOHTYpHBIC (2) - Mayku KapTOHHEIE,
B pasmepe 51,74 py0.

2. «Keropomaxk» (MHH - «Kertoponak»), TaOleTKH, TOKPBIThIE IJICHOYHOM
obonoukoit, 10 mr, 14 mT. - ynakoBKH SYEHKOBBIE KOHTYpHBIE (1) - Mavyku KapTOHHBIE,
B pasmepe 27,23 pyo.

[IpenenbHbie OTIMYCKHBIE II€HHI HAa YyKa3aHHBIE JICKAPCTBEHHbIC IMpENaparhl HE
COIIACOBBIBAIOTCSA I10 CIETYIOUIUM OCHOBAHUSIM.
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B coorBerctBUM ¢ myHKTOM 39 MeTOOuKHN pacuera NpeleibHbIX OTIYCKHBIX ILIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIOYEHHBIE B IEPEUCHb KUZHEHHO
HEOOXOIMMBIX W BKHEMIIUX  JIEKAPCTBEHHBIN  MpenaparoB,  YTBEP)KJICHHON
nocranoBienneM I[IpaBurensbctBa Poccuiickoit ®enepauun ot 15.09.2015 Ne 979
(manee — Meronuka), npeaeabHas OTIYCKHAsl lI€Ha MPOU3BOJIUTENS TOCYIapCTBa - YJ€Ha
EBpa3uiickoro SKOHOMHYECKOTO COI03a Ha JICKAPCTBEHHBIM Ipemapar IpH €€
MIEPEPETUCTPALN, TMOJICKUT YBEIUYCHUIO HAa BEIWYMHY VYIOPOKAHUSA CBHIPbS W
MAaTE€pUAJIOB, a TAKKE HA BEJIMYMHY MU3MEHEHUS HAKIIAIHBIX PACXO/0B.

B coorBerctBun ¢ mnynkrom 14 IlpaBui, ®AC Poccum HampaBieH 3ampoc
ot 16.10.2020 Ne TH/90359/20 o mpeacTaBieHUU YTOYHEHHBIX CBEACHUMN, B TOM YHCIIE,
YTOUHEHHBIE pacyueThl 3aABJISIEMON NPEAECIbHONW OTIYCKHOM II€HBI Ha JIEKAPCTBEHHBIC
npenaparbl ¢ y4eToM TpeOOBaHUN MOMNYHKTa «a» MNyHKTa 39 MeTomuku, ¢ y4yeToMm
JAHHBIX TIPEICTaBIEHHBIX B npuiiokeHUuu Ne 10 k Metoauke.

B mpenenax ycCTaHOBIEHHOIO CpOKa B COOTBETCTBHMM C YKa3aHHBIM 3alpOCOM
OAC Poccum nndopmaiiys He MOCTYMHIIA.

B cBs131 C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAITYHKTAMU «B» U «I» IIyHKTA
19 IlpaBun mnpeBbINIEHUE NPEICTABICHHON [JIsi TOCYJApCTBEHHOW PETHCTpalluy WIH
MEPEPETUCTPALIMM TIPEACIbHON OTITYCKHOM II€HbI MPOW3BOAMUTEISI HA JIEKAPCTBEHHBIN
Ipenapar HajJ UEHOW, pacCUMTaHHOW B cooTBeTcTBUM ¢ [IpaBmiiamum m Metonukoi, a
TAK)K€ HEMPEJCTABICHUE CBEACHUN, MPEAYCMOTPEHHBIX NMyHKTOM 14 IlpaBun, sBisercs
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOW PETUCTPALMM MPEACIbHOU
OTIYCKHOU IIEHBI MPOU3BOAUTENSL HA JICKAPCTBEHHBIN Mpenapar.
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