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PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbIE B IEPEUEHDb KU3HEHHO HEOOXOAUMBIX U
BaYKHEWILINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ mNyHKTOM 13 W moanmyHKTOM «r» mnyHkra 32 IlpaBun
rOCy/IapCTBEHHOM pErucTpalvd W MEPEeperucTpalu MPEAeiIbHbIX OTIYCKHBIX LIEH
IIPOU3BOJUTENEN Ha JIEKAPCTBEHHBIE INPENApaThl, BKIIOUYECHHBIE B NEPEYEHb KU3HEHHO
HEOOXOMUMBIX W  BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEPIKICHHBIX
nocranoBiienrem IIpaButensctBa Poccuiickoit ®enepauun ot 29.10.2010 Ne 865
(manee — IlpaBuia), @enepabHasi aHTUMOHOMOJBHAS CIIy)0a paccMoTpena JOKYMEHTHI,
npeacrasieHHble nmucekMamMu  Munsapasa Poccun ot 27.08.2020 Ne 20-4-4145060-c,
ot 07.09.2020 Neo 20-4-4145060-n0m1, U mpuHsia pelieHue o0 OTKa3e B COIIACOBAHUU
MIPEIEIbHOU OTIyCKHOM LICHBI, 3asBJICHHOMN Ha [IEpEPErUCTPALIAIO
AO «®IT «O6onenckoe» (Poccus), Ha cruenyroumil JIeKapCTBEHHBIA Ipenapar,
BKJIIOUEHHBII B TMEpPEYEHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEMIIHX JEKapCTBEHHBIX
MIpEnaparos:

«Munekcom» (MHH — «lIpamunekcon»), tabmerku, 1 mr, 10 mT. KoHTypHas
suerkoBas yrmakoBka (3) mauka KapToHHas, B pazmepe 715,76 py0.

[IpenenbHass OTHyCKHas II€HA Ha YKAa3aHHBIM JIEKAPCTBEHHBIM IMpenapar He
COIIACOBBIBAETCS O CIEAYIOIIMM OCHOBAaHHUSM.

B xone »sxonommueckoro anamm3a POAC Poccumn, BBISBICHO, YTO 3asBJICHHAS
BEJIMYMHA YBEJIMYECHMUS 3APETUCTPUPOBAHHOW MPENEIbHOM OTIYCKHOW IIEHBl Ha
BBIIIEYKa3aHHbIA JEKAPCTBEHHBIN Mpenapar MpeBbIIAeT AOIMYCTUMYIO, PACCUUTAHHYIO B
COOTBETCTBMM C MyHKTOM 45 Meroauku pacdyera NpeaeiabHbIX OTIYCKHBIX LEH
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MIPOU3BOAUTENIEH HA JICKAPCTBEHHBIC MpPENaparbl, BKIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOIMMBIX M B@XHEHIIMX  JIGKAPCTBEHHBIX  MpENaparoB,  YTBEP)KICHHOH
nocranoBiienreM [IpaButensctBa Poccuiickoit @enepauun ot 15.09.2015 Ne 979 (nanee
— Mertoauka).

B coorBerctBun ¢ myHktoMm 14 IlpaBun DAC Poccum HampaBieH 3ampoc OT
04.09.2020 Ne TH/76568/20 o He0OXOMMMOCTH TPEACTABUTh YTOUYHEHHBIH pacyeT
3asBJICHHBIX MPEJEIbHBIX OTIYCKHBIX 1IEH B COOTBETCTBUU C TPEOOBAHUSIMHU NyHKTA 45
Meroauku.

[Ipu »TOM, B mpeneiax yCTaHOBIEHHOIO CPOKA, 3asiBJICHHAA IMpEJAeIbHAsl OTIYCKHAs
[IEHAa MPOU3BOJAUTEIISI HAa JICKAPCTBEHHBIM IpPENapar HE MPUBEAEHA B COOTBETCTBHUE C
TpeboBaHUSIMU TIyHKTa 45 MeToauku, B TOM 4YHCJE€ MPEJICTABICHHBIMU Ha
BbILIEYKa3aHHbIN 3arpoc PAC Poccum JOKyMEHTaMH.

B cBf3M ¢ BBIIEH3IOKEHHBIM, B COOTBETCTBUM C IMOAIYHKTaMH «I» ITyHKTa 19
[IpaBus1 TpEBBILIEHHE NPEACTABIECHHON Uil TOCYJApCTBEHHOW MEpEeperucTpalnu
MPEAEIbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar Haja LEHOM,
paccunuTaHHOW B cOOTBETCTBUM C [IpaBriiamu m MeTonukoi, sBISE€TCS OCHOBAHUEM IS
OTKa3a B CONIACOBAaHHWM T'OCYIAPCTBEHHOW PETUCTPALUM NPEAECIBbHONW OTIIYCKHOM LIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Ipenapar.
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