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00 0TKa3e B COMIaCOBAHUHM MPEAEIIbHBIX OTITYCKHBIX LIEH TPOU3BOIUTENEH
Ha JICKapCTBEHHBIE IIpenaparsl, BKIIOUEHHBIE B IEPEYCHD KU3HEHHO
HEOOXOIMMBIX M BAKHEHIINX JICKApPCTBEHHBIX MTPETIapaToB

B coorBerctBum ¢ myHktoM 34 [IpaBui  roCymapCTBEHHOW pEruCTpaluud M
NepeperucTpalnu MpeaeabHbIX OTIYCKHBIX IIEH MIPOU3BOAUTENEH Ha JIEKaPCTBEHHbBIE MTPENapaThl,
BKJIFOUCHHBIEC B TMIEPEUYCHb KU3HEHHO HEOOXOIMMBIX M BXKHEUIIUX JIEKAPCTBEHHBIX MPEMapaToB,
yTBepkAeHHBIX noctaHoBieHueM [IpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865
(nanee — IlpaBuna), ®exnepanbHas aHTUMOHOIOJNBHAS CIyk0a paccMoTpena JOKYMEHTHI,
npeacraBieHHble nucbMoM Mun3zapaa Poccun ot 12.10.2020 Ne 20-4-4149740-c, u nipuHsiia
pemieHne 00 OTKa3e B COIVIACOBAHMM TIPEIENBbHBIX OTIYCKHBIX II€H, 3asABICHHBIX Ha
NEPEPErucTpallvi0  JepKAaTelIeM WIM  BIAJENbLEM  PETUCTPALMOHHOIO  YIOCTOBEPEHUS
nexapctBeHHoro npenapara OAO «ABekcuma» (Poccust), mpon3BoaCTBO TOTOBOM JIEKapCTBEHHOM
dopmbl u nepBuuHas ynakoBka OOO «®apmanpum» (Pecnybnmuka Monmosa), BropuyHas
yHoakoBKa W OpraHu3alus, OCYIIECTBIAIOIIAs  BBIIYCKAIOMIMM  KOHTPOJIb  KadyecTBa
00O «Asekcuma Cubupb» (Poccust), Ha ciiefyromuye JeKapCTBEHHbIE TPeraparhbl, BKIOUEHHbIE
B [I€pEeUEHb )KM3HEHHO HEOOXOIMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB:

1. «IIpumadpyurun» (MHH - «Haramumuny), cynmno3utopuu BaruHanbhbie, 100 mr, 3 mT.
- KOHTYypHasl siYeiikoBasi ymakoBka (1) - mauka kapToHHas1, Bpasmepe 165,29 pyoO.

2. «lIpumadynrun» (MHH - «Haramuiuny), cynmno3utopuu BaruHaiabHbie, 100 mr, 3 mT.
- KOHTypHas siuelikoBas yrmakoBka (1) - mauka kaproHHas, B pasmepe 330,60 py0.

[IpenenbHble OTIYCKHBbIE LIEHbI Ha BBIINIEYKa3aHHbIE JIEKAPCTBEHHBIE Mpenaparbl HE
COMIACOBBIBAIOTCS MO CJEIYIOUIUM OCHOBAHUSM.

B coorBercTBMHM € NOANMYHKTOM «B» ITyHKTa 50 MeTtoguku pacuera MpeaesibHbIX
OTIYCKHBIX 1I€H MpPOU3BOJUTENECH Ha JEKAPCTBEHHBIC Mpenaparbl BKIIOYEHHBIE B IEpPEUYCHBb
YKU3HEHHO HEOOXOIUMBIX U BaXKHEUIIUX JICKAPCTBEHHBIX MPENApaToB, MPU UX TOCYJAPCTBEHHON
pPEruCTpaly U NePEPErUCTpalvy, YTBEpKIAECHHON nocTtaHoBiIeHueM [IpaButenscTBa Poccuiickoi
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@®enepannu ot 15.09.2015 Ne 979 (mamee — MeToauka), TmpeaelbHas OTIMYCKHAas II€HA Ha
JICKapCTBEHHBIN Mpenapar WHOCTPAHHOTO NPOHM3BOJACTBA, B TOM YHWCIE NEpBUYHAs U (WIN)
BTOPUYHAsl YMNAKOBKA KOTOPOTO OCYLIECTBIISIETCS WM IUIAHUPYETCS OCYLIECTBIIATHCS B
Poccuiickoit ®@eneparuu, Ha JEKapCTBEHHBIM Ipenapar NpU €€ IMEePEeperucTpalyy NOIJIEKUT
YBEJIMYEHUIO €CIIM TpelesibHas OTIYCKHas II€HAa Ha JIEKAPCTBEHHBIA Ipenapar MHOCTPAHHOTO
IIPOM3BOJCTBA MPU €€ NEPEPErnCcTpaluy HE NPEBBIIAET MUHHUMAJIBHYIO OTIYCKHYIO LIEHY Ha
JIEKapCTBEHHBI Ipenapar MHOCTPAHHOTO MPOM3BOACTBA B HHOCTPAHHBIX TOCYAApCTBax,
yKa3aHHbIX B npuiiokeHun Ne 2 MeTtoauke.

®AC Poccun B X0[€ PKOHOMHUYECKOIO aHAJIM3a MPOBEACHA MPOBEPKA IO OMPEEIECHUIO
MUHUMAaJbHBIX LIEH IPOM3BOAMUTENS Ha JIeKapCTBEHHbIE Mpenapathl «IIpumadyHrun» B cTpaHax B
COOTBETCTBUH C npuiioxkeHnem Ne 2 k Metoauke.

B coorBerctBumn ¢ nynktoM 14 IlpaBui, ®AC Poccun nanpasien 3ampoc ot 02.11.2020
Ne T13/95632/20 o mpencTaBieHUM YTOUHEHHBIX PAacueTOB 3asiBICHHBIX MPEAETbHBIX OTITYCKHBIX
IEH C YYEeTOM MUHUMAaJbHBIX OTIYCKHBIX I[€H MPOM3BOAMUTENS Ha JIEKAPCTBEHHBIM Mpenapar
«IIpumadynrun» B Pecniybnuke MomngoBa (CTpaHa MpoU3BOJICTBA).

B nmpenenax yCTaHOBIEHHOIO CpOKa, 3asBJICHHBIE IIPEJIEIbHBIE OTIYCKHBIE LIEHBI
POU3BOUTENS Ha JIeKapCcTBEHHBIN npenapar «lIpumadyHruny He mpuBeIeHbI B COOTBETCTBHE C
LIEHaMH, PACCUNTAHHBIMU B COOTBETCTBUM ¢ lIpaBunamu u MeToaukoil, B TOM 4YHCii€ MTMCbMOM
sasiBuTenst OT 16.11.2020 Ne 10-2209, npencraBieHHbIM Ha BbllleykazaHHbI 3ampoc DAC
Poccun.

B cBA3M ¢ BBIIEU3I0KEHHBIM, B COOTBETCTBUM C NOJIYHKTOM «I» IyHKTa 19 IlpaBmi
MPEBBIIEHUE MPEJICTABIAEMBIX I TOCYJapCTBEHHOW NEPEpPEerucTpalvi  MPeAesbHBIX
OTIIyCKHBIX LIEH IIPOU3BOAMTEIS HA JIEKAPCTBEHHBIE MpENaparbl HaJl IEHAMH, PAaCCUUTaHHBIMHU B
cootBeTcTBUHU C [IpaBriiamn m MeTONMKOH, SIBISIETCS OCHOBAHMEM JUIS OTKa3a B CONIACOBAHMH
rOCyIapCTBEHHOMN perucTpanuy npeaeibHbIX OTIYCKHBIX LIEH MPOU3BOAUTENS HA JIEKAPCTBEHHbBIE
Ipenaparsl.
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