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PEIHEHUE
00 OTKa3e B COINIACOBAHUM IIPEACNBHBIX OTIYCKHKIX LI€H NIPON3BOIATENEH
Ha JIEKAPCTBEHHEIE NPENapaThl, BKIIIOUEHHBIE B NEpeYeHb )KU3HEHHO HEOOXOIUMEBIX
U BaOXXHCHIINX JIEKAPCTBEHHBIX [IPENAPATOR

B coorserctBuu ¢ nOyHkTamd 8 u 21 IIpaBua rocyzapcTBeHHOR perucrpanud u
IepeperucTpalil yCTAHARIMBACMEIX NPOM3BOAMUTENAMU JIEKAPCTBEHHBIX IIPelaparoB
NpefeNbHBIX OTIYCKHBIX L€H Ha JICKAPCTBEHHBIE NpeNaparsl, BKIIOYEHHHE B MepeYeHb
XKHM3HEHHO HEOOXONUMEIX M BAXHEHINUX NEKapCTBEHHBIX IPENaparoB, YTBEPXKICHHBIX
nocranoninenueM [IpasarenscTBa Poccutickolt @enepauun ot 29.10.2010 Ne 865 (nanee -
IIpaBuna), DelcpanpHas AaHTHUMOHOMNOJBHAA ciyx0a paccMOTpena HOKYMEHTHI,
npepcrarieHnbie nuceMoM Mumnsapasa Poccuu or 29.02.2016 Ne 20-4-4003955-c, u
NpUHANA peleHHe 06 0TKaze B COIIACORAHMU TIPENEIbHON OTIyCKHOM LEHBI, 3aABISHHOM
Ha TiepeperHcTpalyio, AcpiKarens WM BIafenbla perucTPalMOHHOND YIOCTOBEPEHHA
NIEKAPCTBEHHOTO mpernapara ¥ npoussoictea «bpucton Maiiepe Cxeub6» (CIIA), Ilp.,
Bpucron Maiiepc Ckau66 (CIIA), Ileps.,Yn.Brop., Yn.Bem.k.-Bpucron Maiiepc Cksu66
C.pJI., (Mramaa) Ha cnenyrommil JeKapCTBEHHBIH Mpenapat, BKIIOYECHHEIR B IepedeHb
’KA3HEHHO HEOOXOIUMBIX U BAXHEHIHUX JIEKAPCTBEHHBIX IPENapaToB:

Bunexc (MHH — JIuparo3uH), Kancynsl KHIIEYHOPAcTBOpEMELE, 250 Mr, 10 wiT. -
O6mactepsl (3) — IMaukd KapTOHHEIE, B pasMepe 1905,86 pyo.

[IpenenpHad OTHYCKHAA LEHAE Ha YKa3aHHHEIK JeKapCTBEHHBI mpenapar He
COIMIACOBBIBAETCA IO CAEAYIOIIMM OCHOBAHHUAM.

ITpu nposemenmu skoHOMHMYeckoro apanusza ©OAC Poccuu BERISBIEHO, HTO
3agBleHHAs Ha TEpeperMcTpaldio INpeAenbHAas OTIMYCKHAas 1eHa Ha BRINIEYKA3aHHBIA
JIEKAPCTBEHHBIN Ipenapar BEHIIIE PACCYUTAHHONW B COOTBETCTBUM C MMYHKTOM 24 MeToauku
pacdeTa yCTaHaBIHMBAeMBIX IIPOU3BOAUTEIAMH JIEKapCTBEHHBIX NPENaparoB IpenesibHBIX
OTHYCKHBIX LIEH Ha JIEKAPCTBEHHHIC INpenaparhi, BKIIOYEHHBIE B MEPEUCHb XKAU3HEHHO
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HeoOXOMMMBIX U Ba)KHEHIINX JIEKAPCTBEHHBIX IPENapaToB, NPU WX TOCYIapCTBEHHOM
perucTpaliid ¥ IEpeperucTpanyy, YTBEep)KICHHON mocTaHoBneHueM I[lpaButenscrea
Poccutickoit ®@emepauun ot 15.09.2015 Ne 979 (manee — Meroauka), AONYCTAMO#N
BeTUYMHON YBEIWYEHHA 3aperuCTpUPOBAHHOM IpEAENbHON OTMYCKHOH II€HBEI HAa
nexapcTeeHHbIM Npenapar Buaeke (MHH — Jlupano3sHH), 4TO IPOTHBOPEYUT IMYHKTY 23
Meronuka.

B CBA3M ¢ BBIIEM3IOXEHHBIM, B COOTBETCTBUH C IOXIYHKTOM «B» HyHKTa 13
[IpaBun npeBpllIcHAE TMPEACTABIEHHON JANId rOCYJapCTBEHHOM perucTpailud WM
HEpEePEerucTpalMy Npefe/ibHON OTIYCKHOA NEHBI INPOM3BOAMTENA HA JEKapCTBEHHBIN
npenapar Haj LEeHOHW, pacCUMT4HHOW B COOTBETCTBMM ¢ MeTtoauxoi, sBiIsgeTcs
OCHOBaHMEM MJI1 OTKasa B CONIACOBAaHHH TOCYJapCTBEHHOHM PpETUCTpalMy WU
nepeperucTpaniu MpeIepHOM OTMYCKHOH [EHB! NPOM3BOAMTENA Ha JEKapCTBEHHBIN
npernapar.
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