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PEILIEHHUE
00 oTKa3e B COIacoBaHHH NpeACIbHBIX OTITYCKHBIX LI€EH l'IpOHBBOIIHTeJ'Ieﬁ
Ha JICKaApCTBECHHBIC ITperaparbl, BKJIIFOYECHHBIC B [IEPEYCHDb X KU3HCHHO HGOGXOIIHMBIX

¥ BaXHEHIIMX JIEKAPCTBEHHBIX MpPerapaToB

B coorBercTtBUM ¢ mnyHkToM 6 IlpaBMn rocynapCTBEHHON perucTpaluu
NpeNeIbHBIX OTIMYCKHBIX LE€H MPOU3BOAUTENECH HA JIEKapCTBEHHBIE IIpenaparsl,
BKIJIIOYEHHbIE B Mepe4YeHb XU3HEHHO HEOOXOOUMBIX M BaKHEHINWX JIEKapCTBEHHBIX
npernaparoB, YTBEpP)KAEHHbIX mocTtaHoBieHHMeM [IpaButenbctBa Poccuiickoi
®enepanun ot 29.10.2010 Ne 865 (manee - [IlpaBuna), PenepasibHas
aHTUMOHOIIONBHAsA cloy)ba paccMoTpena JOKYMEHTbI, MpPEACTaBIEHHbIE NHCbMOM
Munzapasa Poccun ot 13.08.2015 Ne 20-4-489581-c, u npuHsna peuieHre o6 oTkasze
B COMNIacOBaHWM NpenenbHbX oTmyckHbIX HeH OO0 ®upma « DEPMEHT», Poccus,
3asBJIEHHBIX Ha MEPEeperucTpaniio B COOTBETCTBHHM C MOAMYHKTOM «a» INyHKTa 14
IIpaBun (M3MeHEHHUE IIeH Ha ChIpb€ M MaTepHallbl, a TAKXKE M3MEHEHHE HaKJIaIHbIX
pacxo[0OB) Ha CleAyIOLlWe JIeKapCTBEHHbIE Ipenaparbl, BKIIOYEHHBIH B IEpE4YEHb
U3HEHHO HEOOXOAMMBIX U BXKHEHIIIUX JIEKAPCTBEHHBIX NPENaparoBs:

1. Mekcukop (MHH - DTUIMETHITHAPOKCUTTUPUANHA CYKIIMHAT), paCTBOP JJIs
BHYTPUBEHHOrO M BHYTpUMbIIeyHOro BBeaeHus 50 mr/mui, 2 mu - amnyasl (5) -
YITaKOBKH SIY€HKOBbIE KOHTYPHEIE (2) - MayKH KapTOHHbIE, B pa3mepe 316,27 pyb.

2. Mekcukop (MHH - DTunMeTHnruApOKCHIIMPUAMHA CYKIIMHAT), pPacTBOP JIs
BHYTPHBEHHOTrO W BHYTPHUMBILIEYHOro BBeAeHUst S50 mr/miu, 5 mu - ammynsl (5) -
yTaKOBKH SYeHKOBBIE KOHTYpHBIE (1) - mauku kapToHHbIE, B pa3mepe 318,22 pyb.

3. Mekcukop (MHH - DTHAMETHITHAPOKCUITUPHANHA CYKIIMHAT), PacTBOp s
BHYTPUBEHHOTO M BHYTpUMbIIeyHoro BBeaeHuss 50 mr/mu, 5 mu - ammynsl (5) -
YIIAaKOBKH STYeWKOBBIE KOHTYPHBIE (2) - mayKu KapToHHbIe, B pasMepe 391,91 py6.

4. Mexcukop (MHH - DTHIMETHITHAPOKCHITUPHANHA CYKLIMHAT), pPacTBOp s
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BHYTPHBEHHOTO ¥ BHYTpUMbINIeYHOro BBeAeHHs 50 mr/miu, 5 mn - ammynel (5) -
YIIAaKOBKHM STYE€HKOBBIE KOHTYPHBIE (4) - Mauku KapToHHBIE, B pasmepe 709,64 pyb.

[TpenensHble OTNYCKHBIE IIEHBl HA yKa3aHHBIE JIEKapCTBEHHBLIE INpenaparbl He
COIVIACOBBIBAIOTCA MO CIEAYIOMHUM OCHOBAHHSIM.

Ha ocHoBanuu myHkra 8 [IpaBui NpoU3BOAUTENIO YKa3aHHBIX JIEKAPCTBEHHBIX
npemaparoB HamnpasieH 3ampoc oT 26.08.2015 Ne AK/45111/15 B nensix yTouHeHHUs
CBEICHHH, CONEep)KAIIUXCS B TIPEACTABICHHBIX JOKYMEHTaX, a HMEHHO pacyer
BETUYMUHbI YAOPOKAHUS CBIPbS H MaTrepHasos, MOJTBEPKIAECHHYIO
COOTBETCTBYIOIIMMH KOHTPAaKTaMH CO CpPOKaMHM [eHCTBHs, 3aBEpILIAIOIIMMHUCS He
paHee, 4eM depe3 IIECTh MECALEB OT JaThl Nojaa4yd 3asBiaeHus. I[lpu ananuze
NPEICTABICHHBIX [aHHBIX YCTAHOBJIEHO, 4YTO CpPOK MAEHCTBUS KOHTpakTta Ne
[1/2013/01-2/C ot 16 suBaps 2013 r. ucrekaer 31 nexabpst 2015 r., T0 ecTh 4yepes
4eThIpe ¢ MOJOBUHOM Mecsla OT JaThl NOJa4M 3asBIEHHS, CPOK AEHCTBHUS KOHTpaKTa
Ne 1131-T-XM ot 9 HosiOpst 2010 . ucrekaer 31 pexabps 2015 r., To ecTh yepes
yeTbipe C MOJOBMHOM Mecslla OT JaThl MOJ1a4M 3asiBIEHUs, a TaKXKe CPOK JECHCTBUSA
koHTpakta Ne 245/1017 ot 24 suBaps 2009 r. ucrekaer 25 sHBapsa 2016 r., To ecTh
yepe3 NATh C MOJIOBUHOW MeCsALeB OT Jarhl MOAAYW 3asBIICHMS, YTO NPOTHBOPEYUT
NOANYHKTY «a» TyHKTa 7 MeTOOuKM YCTAaHOBJIEHHS [POU3BOAUTENSIMHU
NEKapCTBEHHBIX MpPENaparoB Npeae/bHbIX OTNYCKHBIX LEH Ha JIeKapCTBEHHbIE
npenaparbl, BkmoueHHble B nepedeHb JKHBJIII, yTBepxaeHHON mpUKa3zoM
Munsapasconpas3sutus Poccuu u @CT Poccuu ot 03.11.2010 Ne 961n/527-a (nanee
— Mertonuka).

Kpome Toro, pocT 3aperucTpupoBaHHBIX OTIYCKHBIX LI€H Ha JIEKApCTBEHHbIN
npernapatr MeKCHKOp BhIIIEyKa3aHHBIX JO3UPOBOK 3asiBIeH MPOM3BOAUTEIIEM B
pasmepe 12,2 %, npH 3TOM, U3 pacdeTOB BEIWYWHBI YAOPOXKAHUS, IIPEACTaBIEHHBIX
MPOM3BOAUTENEM ClIeAyeT, 4TO (aKTHYEeCKOe YBEIHYEHHE 3aperuCTPUPOBaHHBIX
OTIyCKHBIX II€H Ha yKa3aHHbIe Mpenaparbl cocTtaBiser MeHee 12,2 %.

B coorBercTBMM ¢ mnoanmyHKToM «B» myHKTa 11 IlpaBun npessienue
NPeICTaBIIeHHOU IS TOCYyIapCTBEHHOM PEerucTpaluu MpenenbHOH OTIYCKHOM LIEHBI
NPOU3BOAMTENS Ha JIeKapCTBEHHBIH Ipenapar Haj LEeHOW, pacCYUTAaHHOH B
COOTBETCTBHM C MeTOAMKOH, SIBNSIOTCS OCHOBAHHMEM /Ui OTKa3a B COIVIACOBAaHUHU
rOCYyJapCTBEHHOM pErucTpaldy IpeJeabHON OTIYCKHOW LEHBI NMPOW3BOAMTENS Ha
JIeKapCTBEHHBIN Ipenapar.
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