0

HD i COI‘JIAC0“‘1;4.}011'{“‘“E‘mﬂ
Mﬂmcmmwl?éwwpwm’ (f’memm
Mpukas MuancTepcTBa 34

566 - 2016| " mgrm, 4
HHCTPYKIIUA
0 MEJUIIHHCKOMY NPUMEHCHHIO Ipenapara
I'/IMATHJIMH

Toprosoe Ha3BaHHe npenapara: | TMaTHIMH
MexayHapoaHoe HENMATEHTOBAHHOE Ha3BaHUe: XOIKNHa anbdocuepar

JlekapcTBenHas popma:
KalcyJbl;
pacTBOp A1 BHYTPUBEHHOT'O ¥ BHYTPUMBIIIEYHOTO BBEICHHS.

Cocras

Kancyna

Kaxxas Karcyia CoOIepXuT: delicmeylouee seujecmeo - XoiuHa anbdocuepat- 400 Mr;
8cnomozamenvHble 6ewecmea; TIALEPHH, OUUIIICHHAS BOAA;

cocmae 060104YKU KANCYbl: XeIaTuH, 33UToN (CcMech MaHHUTONA U D-copburoina), copOUTaHEbI
(D-copbuton u 1,4-copburan), Harpus ostUamaparuapokcubensoar (E215), Hatpus
nponmmaparuaapokcubensoar (E217), turana quokcun (E171), xenesa okcun (E172).

PacTBOp 11 BHYTPHBEHHOTO ¥ BHYTPHMBIIICYHOTO BBEJCHUS
Kaxnas amnyna (4 M) COIEpIKUT: Oeticmeyloujee éeuyecmeo - XonuHa anbdocuepat - 1000 mr;
8CnoMozamenvHble eujecmed - BOAa JUIS HHBEKITHMA.

Onucanue

Kancyna: oBaJIbHBIE JXENThlE HENMpO3pauHble MSTKHE JKEIaTHHOBBIE KalCysbl, COAEpPKalllHe
BsA3KHii OECIIBETHBIN pacTBOP.

PacTBOp 11 BHYTPMBEHHOIO ¥ BHYTPHMBIIIEYHOTO BBEJCHWS: MPO3pavyHblii  OGeclBETHBIN
pacTtsop.

PapmakoTepaneBTHYeCKas Fpynna:

IIpoune cpencrtBa, mpUMeHseMble U1 JiedeHHsS 3a00JieBaHWM  HEPBHOM  CHCTEMBI.
[TapacumnaroMumeTnaeckue cpenctpa. [Ipodne napacuMiiaToMUMETHIECKHE CPEICTBa.

Kon ATX: N07AX02

PapmMaKoJIOrH4ecKue CBOMCTBA

®apmMakogMHaAMUKa

XonuHa anbdocuepar NpeacTaBiseT co00i TpaHCIOPTHYIO GOPMY XOJNIHHA H IIPEIIIECTBEHHUK
dochaTuanIXONMHA, KOTOPHIA NOTEHUHAIBHO CIIOCOOEH IPEAOTBPAlIATh IIOBPEXICHHE
MeMOpaH, KaKk ONHH u3 (aKTOPOB MAaToreHe3a IICHXOOPTaHHYECKOTO HHBOIIOMUOHHOTO
CHMHIPOMA,  XapakTEPHU3YIOUIEroCs  YMEHBIICHHUEM  XOJHMHEPrHYeCKOH  CHHANTHYECKOH
TPaHCMHCCHH H NOBpEXIeHUEM POoCHOTUITHIHOrO cocTaBa MeMOpaH HEHPOHOB.

X¥uMHYecKas CTpYKTypa xoiuHa ainbdocuepara (cogepxxamero 40,5% XONHHA) M CBSA3AHHBIE C
Hel (HM3MKO-XMMHUYECKHE CBOMCTBA MOJICKYJIBI 0OECIIEYHBAIOT IPOHMKHOBEHHE YaCTH XOJIMHA
Yyepe3 remMarodHUeanmdeckuil Oappep. Pe3ynmpraThl JOKIHHMYECKHMX M KIMHUYECKHX
HCCIIE0OBaHMMH IOATBEPXKIAIOT CIIOCOOHOCTH X0NIMHa anb(ocuepara OKa3bIBaTh BIUSHHE
IIPEUMYIIECTBEHHO Ha KOTHUTHBHO-MHECTHYECKHE (PYHKIMH, a Takke Ha SMOLHOHAIBHYIO H
MIOBEICHYECKYIO aKTUBHOCTb, HAPYIICHHBIE IIPH UHBOJIIOLMOHHOM ITATOJIOIMH T'OJIOBHOI'O MO3ra.
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PapMaKOKHMHETHKA.

DapMaKOKMHETHUECKUE XapaKTCPUCTHKM paJHOAKTHBHO MEYCHOrO IHpemnapara IpH €ro
BBEJICHMH OBUIM CXOINHBI y pPa3sHbIX BHAOB JKHBOTHBIX (KPBICHI, cO0aku, 00€3biHBI) H JaIH
CIIEIyIOLIHE Pe3yNbTaThl: OBICTPOE H IOJIHOE BCACBIBAHUE B HKEIYJOYHO-KHMIICYHOM TPAaKTE,
pacmpeie/ieHie XOJMHA U €r0 MeTaboJIMTOB B Pa3IUYHBIX OpraHaxX M TKaHAX, BKIIOYasd FOJIOBHOM
MO3T, MOYeYHas SKCKpeuus cocTaBuia okosio 10% BBemeHHOM n03bl 4depe3 96 yacos,
COJZIep)KaHHUe IMpenapara B TKaHAX TOJIOBHOTO MO3Ta BBIIIE 10 CPABHEHHIO C XOJIMHOM, MEYCHBIM
TPUTHEM.

ITokaszaHusi K NPUMEHEHHUIO

IIcuxoopraHuyeckuif CUHAPOM BCJIEJCTBHE MHBOMIOLMOHHBIX U ICTCHEPATUBHBIX IIPOIECCOB B
rOJIOBHOM MO3T€, IOCIIEICTBHS 11epeOpoBacKyIsApHON HEJOCTaTOYHOCTH, TAKHE KaK, IEPBUYHBIC
H BTOpHYHBIC KOTHHTHBHBIC HApyIICHHS Yy JIMI IIOXHJIOIO BO3pacTa, XapaKTEPU3YIOIIUECH
HapyIICHHEM IaMSTH, CIIyTaHHOCTBIO CO3HAHMA, AE30pHEHTALMeH, CHHXXEHHEM MOTHBAllUH,
HHUIMATHBHOCTH, CIIOCOOHOCTH K KOHLIEHTPAllUd BHUMaHHS.

Hapymenns noBenenus u addexkTuBHONH cdepbl B CTapuecKOM BO3pacTe: 3MOLHOHAIbHAsA
71abUIIbHOCTD, MTOBHIIEHHAS Pa3IpaXXUTEIHHOCTh, CHI)KEHUE HHTEpeca.

IIpornBonOKa3aHUN

I'mmep4yBCTBUTENPHOCTE K XONMHMHA  anb(ocrepary WM BCIOMOTAaTeNIBHBIM KOMIIOHEHTaM
npenapara.

BepemeHHOCTB, IEpHO]T IPYIHOTO BCKAPMITMBAHUST; IETCKU BO3pacT.

Ilpumenenne B nepuoj 6epeMeHHOCTH U JIAKTALIMH
[Ipumenenve ImarumHa Bo BpeMsi OEpeMEHHOCTH W JIakTaluu (TPYAHOrO BCKapMIIHBAHHS)
IPOTHUBOIIOKA3aHO.

Cnoco6 npumeHeHHs U 103bI

Ilpn HasHaveHWM Ipemnapara B BUAEC HHBEKIHN peKOMEHAyeMas 103a COCTaBJIIeT OAHA aMILyJia
(1000 mMr/4 mu) B CyTKM BHYTPHMBIIIEYHO WIM BHYTPHBEHHO (KamelbHO, MemieHHO). Ilpu
Ha3HAYCHHH IIperapara B BHJE Kalcyll peKOMEHIyeMas 103a COCTaBJIsET 10 OJHOM Kamncyne 2-3
pa3a B I€Hb JI0 €Ibl.

ITpr HeOOXOAMMOCTH [O3HPOBKA MOXET OBITH yBEJIHYEHA M0 PEKOMEHIAIMH JIEYAIlero Bpaya.
JUIATENBPHOCTh Kypca JICYCHHs OTPENENISETCS BpadoM C y4eToM 3a00JI€BaHus, TIEPEHOCUMOCTH
JIEKapCTBEHHOT'O CPEJCTBA U IOCTUTHYTOrO 3¢ deKra.

IToGounoe peiicTBHe

Tommora (xax crexcTBHE NONMaMHHEPTHYECKOM aKTHBALIMM), B 3TOM CIyYa€ CHHDKAIOT 03y
npenapara. Bo3MoxHbl auieprudeckie peakimu. O4yeHb PENKO BO3MOXKHBI GO B KHBOTE H
KpaTKOBpEMEHHAs CIIyTaHHOCTE CO3HAHHS.

B ciyyae BO3HMKHOBEHHS NMOGOYHBIX peaKi(uif, B TOM YHCJIE HE YKa3aHHBIX B MIHCTpYKIMH IIO
NPHUMECHEHHIO, HEOOXOIMMO 06PaTHTECS K Bpavy.

Ilepexo3npoBka
Cumnmombl: TOIIHOTA.
IIpu mosiBNeHNH NaHHOTO CUMIITOMa PEKOMEHAYIOT CHU3HUTh 03y Mpenaparta.
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ITpu nepeno3upoBKe MOKa3aHa CUMITOMaTH4YecKas Tepanys. D(QPEKTHBHOCTS IUaIk3a
HE YCTaHOBJIEHA.

IIpumenenue y nerei
INpenapar He npeAHa3HaY€eH I KCMIONB30BaHUS y AeTel. ONbIT MpUMEHEH): nperapara I IMaTiimH
y IETeH OTCYTCTBYET.

B3aumopeiicTBue ¢ APYIrHMH JIEKAPCTBCHHLIMH CPEACTBAMU
.HeKapCTBeHHOG B3aMMOJICICTBHE mnperapara 'muatumus He YCTaHOBJICHO.

Biansinue Ha c1oco0HOCTH YNPaBJIATH TPAHCIIOPTHHIMH CPeACTBaAMH

HJIH IPYTHMH MeXaHU3MaMH

Cnenyer coOmopaTh OCTOPOXXHOCTh IIPH YIPABICHHH TPAHCIOPTHBIMH CPEICTBAMH HIH
3aHATUAX JAPYIMMH BHIAMH JAEATENBHOCTH, TpeOYyOIMMMH IOBBINEHHOH KOHIIEHTpaLUH
BHUMaHUSI ¥ /MM OBICTPOTHI ICHXOMOTOPHBIX peaKIU.

®opma BbINMYyCKa

Kancyssr: no 400 mr 14 kanicyn B [IBX/amomMuHuEBOM OIHCTEpE;

1 6mucTep M HHCTPYKIMS II0 IPUMEHEHHIO B TaYKe KAPTOHHOMA.

PacTBOp 1y BHYTPHUBEHHOrO M BHYTPHMBIIEYHOro BBeaenus: 1000 mr/4 mim B ammynax
HEHTpaJIbHOrO OECIIBETHOTO CTEKIIA;

10 3 aMmynasl B KOHTYPHOU S4eHKOBOM yIakOBKE BMECTe ¢ HHCTPYKLHEH IO MPUMEHEHHIO B
IIaYKe KapTOHHOM.

YcnoBus xpanenust

Coucox b.

Karncynsl: npu Temneparype He Boie 25°C.

PacTBOp 1 BHYTPHBEHHOTO M BHYTPHMBINIEYHOrO BBENEHWS: IIPH TEMIIEpaType He BHIIIE
25°C.

XpaHHTH B HEAOCTYITHOM IS JeTeit MecTe!

Cpok rognoctH

Kancyssr: 3 roga

PacTBOp 19 BHYTPUBEHHOTO H BHYTPHUMBIIIEYHOTO BBEACHHUS: 5 JIET.
He ucnone3oBaTe MO0 HCTEYEHHH YKA3aHHOTO CPOKA FOJHOCTH.

Yc10BHS 0TIyCKA U3 aNITEK
I1o peuenrty.

IIpousBeneno:

“Urandapmako C.1m.A.”, Utamus / “Italfarmaco S.p.A”, Italy,
Buane ®@ynesuo Tectu, 330 - 20126 Munan (MI) - Uranus
Viale Fulvio Testi, 330 - 20126 Milan (MI) - Italy

Opranuzanus, NpeacTaBJASIONIas HHTEPeChl IPOU3BOAUTE/A Ha TeppuTopuH Ph:
220131, r. Munck, yi. ano, 148/3
OO «Besyna», Ten. +3475 17 280 25 83





