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PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTITYCKHBIX LIEH POU3BOAUTENEH
Ha JIEKapCTBEHHbIE MTPENapaThl, BKIOUEHHbIE B IEPEUEHb KU3HEHHO HEOOXOAUMBIX
Y B&KHEWIIINX JIEKAPCTBEHHBIX MPENApaToOB

B coorBerctBunm ¢ mnyHktoM &8 IIpaBWiI TroCymapCTBEHHOM pETHCTPALMU U
NepeperucTpaluu yCTAHABIUBAEMbIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB
MpeeNIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIC Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaXKHEWIIUX JICKAPCTBEHHBIX MPEMapaToB, YTBEPKICHHBIX
nocranoBiienreM [IpaButenscTBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuia), @enepanbHas aHTUMOHONOJBHAS  CIyk0a paccMoTpena JOKyMEHTHI,
npeacraBieHHble mucbMoM MunszapaBa Poccum ot 16.08.2018 Ne 20-4-4078752-c, u
NpUHSUIA pelieHre 00 OTKa3e B CONNIACOBAHUU MPEIEIbHBIX OTIMYCKHBIX IIE€H
3A0 «Oxo®apmllmtoc» (Poccus) Ha nexapctBenHbiit mpenapar «lIporamun» (MHH -
«IIporamuna cynbdar»), BKIIOYCHHBIH B TIEPEUEHb JKU3HEHHO HEOOXOJUMBIX U
BaKHEUIIINX JIEKAPCTBEHHBIX MPEMApPaATOB.

[IpenenbHblE OTIYCKHBIE LIEHBI HA YKAa3aHHBIA JICKAPCTBEHHBIM IIpErapar He
COMIACOBBIBAIOTCS 1O CJICTYIOIIUM OCHOBAHUSIM.

Ha ocnoBannu nynkra 10 IIpaBun 3A0 «Oxo®apmlliroc» Hampasien 3ampoc GAC
Poccun ot 03.09.2018 Ne AIl/69979/18 B 1ensix yTOUHEHUS! CBEJICHUM, COAEPKAIIMXCS B
MpeACTaBIECHHBIX JIOKYMEHTax. Bwmecte ¢ TeMm, 3ampollieHHass JOKYMEHTaJbHO
opopmiienHas uHpopManus B ycraHoBieHHBIM cpok (06.09.2018) B ®AC Poccuu He
Ipe/ICTaBIICHA.

Takum  oOpa3oMm, TMpPOBECTH  JKOHOMHUYECKHMWA  aHAIM3  3adBICHHBIX K
MEepEPETUCTPAllMU MPEAEIbHBIX OTIYCKHBIX LIEH B COOTBETCTBHM C MeETOOMKON pacuera
YCTaHABIMBAEMbIX  MPOU3BOAUTEINSIMUA  JICKAPCTBEHHBIX  IPENapaToB  MPEAENIbHBIX



OTIIYCKHBIX II€H Ha JIEKAPCTBEHHBIC IPENaparbl, BKIIOYEHHBIE B IEPEYCHb >KU3HEHHO
HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPH UX TOCYAApCTBEHHOU
pEerucTpali W MEPEeperucTpalny, yTBEPXKACHHOM MocTaHoBiIeHUuEeM IlpaBurenbcTBa
Poccniickont ®enepannn ot 15.09.2015 Ne 979, He npencraBisieTcss BO3SMOKHBIM.

B cBsI3u ¢ U310XKEHHBIM, B COOTBETCTBUM C MOAIYHKTOM «0» myHkTa 13 IlpaBun
NPE/ICTAaBIEHNE JOKYMEHTOB B HENOJHOM 00beMe W (WJIM) HEMOJHOTA COAEpIKallIUXCs B
HUX CBEICHHUU SIBISETCA OCHOBAHMEM JUIsl OTKa3a B CONIACOBAHUM TOCYIAapCTBEHHOU
MEPEPETUCTPALIMU TPEACIbHBIX OTIIYCKHBIX ILI€H IPOU3BOAWTENS Ha JIEKAPCTBEHHBIN
npenapar.
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