PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBeTrcTBMM C NOyHKTOM & MW MOIIYHKTOM «B» IIyHKTa 19 IlpaBun
rocyaapCTBEHHOM perucrpanuu u nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSIMU  JICKAPCTBEHHBIX IPENapaToB MPEACNIbHBIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOUEHHbIE B TNEPEYEHb KU3HEHHO HEOOXOAUMBIX H
BOXHEUIINX  JIEKAPCTBEHHBIX  IPENaparoB,  YTBEPKIAEHHBIX  I[OCTAaHOBJICHUEM
[IpaButenbctBa Poccuiickoit ®@enepauuu ot 29.10.2010 Ne 865 (manee - IlpaBuina),
®denepanbHas aHTUMOHOMONBHAS CIIy)k0a paccMOTpesia JTIOKyMEHTBI, MpEICTaBICHHbIC
nrucbMoM Munsapasa Poccun ot 27.02.2017 Ne 20-4-4036630-c, u ipuHsiia penieHue oo
OTKaze B comiacoBaHuu npeaenbHo otmyckHoil 1eHsl OO0 «O30n» (Poccus),
3asBJICHHOM Ha MEPEPErUCTPalvIo, Ha CICAYIOWMN JIEKAPCTBEHHBIM IpEIapar,
BKJIFOUEHHBII B N€PEYEHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEMILIMX JIEKaPCTBEHHBIX
penaparos:

Auuknosup (MHH — AnuknoBup), tabnetkun 200 mr, 10 mr - ynakoBku
SUYEUKOBBIC KOHTYpPHBIC (2) — Mauku KapTOHHBIE, B pazmepe 23,31 pyo.

[IpenenvHass OTHyCKHasi IleHA HA YKa3aHHbBIM JIEKQpCTBEHHBIM IMpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

Ha ocnoBanuu nmynkra 10 [IpaBui B iensix yTOUYHEHUS CBEACHUM, CONEPKALLUXCS B
MPECTABICHHBIX  JIOKYMEHTaX, M TOJY4YEHHUS JIONOJHUTEIHHOM  HEOOXOJUMOi
uH(pOpPMAIIMKM TIPOU3BOJIUTENIO YKa3aHHOTO JekapcTBeHHoro mnpemnapara GAC Poccun
HanpasiieH 3anpoc ot 14.03.2017 Ne AK/16060/17.

OtBer OO0 «O30n» (Poccus), nanpasnenubiii muckMoMm oT 16.03.2017 No 74,
COACPKHUT HEMOJHYI0 HH(OpPMAILMIO, & WMEHHO TNPOU3BOJUTENIEM HE MpPECTaBICHbI
KOIIMY TOBAapHBIX HAKJIAIHBIX C HAUOOJBIINM YIEIHLHOM BECOM B 00bEME peaslh3aluy 3a
NEepUO, MCTEKIIMI CO JHS TOCYAapCTBEHHOW perucrpauuu (mepeperucTparim)
IIPEACIIBHON OTITYCKHOM II€HBI Ha BBINICYKA3aHHBIM JICKAPCTBEHHBIN IIpENapar Io Aary
IIOJIaYM 3asIBJICHUS O nepeperucrpauuu B Munsapas Poccun.

Kpome Ttoro, B mpeacraBimenHoMm OOO «O3zon» (Poccus) peectpe OTrpy30K u
KONMSAX TOBAPHBIX HAKIAAHBIX Ha pAx no3uuui dDenepalibHOW aHTUMOHOIIOJIBHON
CiIy’k0O0l BBISIBIEHO HECOOTBETCTBME YKa3aHHBIX JaT MU KOJMUYECTBA OTTPYKEHHOTO
JIEKAPCTBEHHOTO IIpernapara ALMKIOBUD, B CBSI3M B YEM MPOBECTH SKOHOMHUYECKHUI
aHaJIu3 3asABJICHHOM K PETUCTPAllMU LIEHbl B COOTBETCTBUM ¢ METOOUMKON pacuera
YCTaHABIMBAEMbIX  IPOU3BOAUTEISIMU  JIEKAPCTBEHHBIX  MPENAparoB  MPEAEIbHBIX
OTIIYCKHBIX II€H Ha JICKAPCTBEHHBIC IIPEINApaThbl, BKIIOYEHHBIC B IIEPEYEHb JKU3HEHHO
HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPU HX TOCYAAPCTBEHHOU
pErucTpalMi M NEPEPETrUCTPalvM, YTBEPKIAECHHOM nocTaHoBiaeHueM IIpaBurenbcrBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Metoauka), He PeICTABISIETCS
BO3MOYKHBIM.
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B coorBerctBUM ¢ moamyHKTOM «0» mnyHkTta 13 IlpaBun mpeacraBieHue
JIOKYMEHTOB B HEIIOJTHOM 0ObeMe M (MJIM) HEMOJIHOTA COMEPIKAIIUXCS B HUX CBEJICHUH, a
TaK)kK€ B COOTBETCTBUM C TIOAIMYHKTOM «B» TiyHkTa 13 [IlpaBui mnpeBbIlIeHUE
MPEJICTABICHHOW U TOCYAAPCTBEHHON PETUCTPALMH WIIA TIEPEPETUCTPALAN TIPEICIIbHON
OTIYyCKHOM IL€Hbl MPOU3BOAUTENS HA JICKAPCTBEHHBIA Ipenapar HaJ LEHOW,
pPAaCCUMTAHHOW B COOTBETCTBUU C METOIUKOM, SABISETCS OCHOBAaHMEM ISl OTKaza B
COITIAaCOBAHMU  TOCYHAPCTBEHHOM  PErUCTpAllMM  MPEACIbHBIX  OTIYCKHBIX  II€H
MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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