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1. AME HA JIEKAPCTBEHUA ITPOAYKT

['AJIAHTAMMUH JIC 5 mg/ml unkexkuuoneH pasrsop
GALANTAMIN DS 5 mg/ml solution for injection

2. KAHECTBEH U KOJIMYECTBEH CBbCTAB

Beaka amnyaa ot 1 ml MHXKEKUMOHEH pa3TBOpP CbAbpPKAa AKTHBHO BELIECTBO rajlaHTAMHUHOB
xuapobpomun (galantamine hydrobromide) 5 mg.

3a IMBJIHUSA CITUCHK HA NMOMOILIHMTE BellleCcTBa, BUKTE TOoUuKa 6. 1.

3. JEKAPCTBEHA ®OPMA

MHKEeKUHOHEH pa3TBOp
buctbp, 0e3uBetTeH a0 0J1€10 KbIT pa3TBOP.

4. KIMHUYHHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHS

HeBpoJiorus

e 3a0onABaHUs Ha nepudepHata HepBHA cHcTeMa (TMOJUPAJAMKYJIOHEBPHUT, PaJHKYJIOHEBPHT,
HEBPHT, MOJMHEBPUT, MOJIMHEBPONATHH):

e epebpanHa napanusa (CbCTOAHMA CJI€J MO3BYEH HWHCYJIT, JIETCKa LepedpaiHa napaiusa).
HapywieHus Ha HepBHO-MYCKYJIHUS CUHAIC (MHACTEHHWs IPABUC, MYCKYJIHA AUCTPODUs);

® CBHCTOSIHUA, CBBP3aHU C YBPEXKJAHUS HaA MNpeJIHUTE poryera Ha rpbOHA4YHUS MO3BK (cliej
MOJIMOMMEJTUT, MHUEJIHUT, CIIMHAJIHA MYCKYJIHA aTpodus).

AHECTEe3HOIOrHS H XHPYPIrus

® 3a npemMaxBaHe e(eKTa Ha HeAeMnoJA3UpallUTe HEPBHO-MYCKYJIHHU OJIOKEpPU W 3a JieUeHHe Ha
CJIC/IONEPATUBHH Mape3H HAa TBHKUTE YEpPBA U NMUKOYHHUSA MEXYP.

TokcHKO1I0THS
® [IpH OTPaBSAHE C AHTUXOJIMHEPIULIH.

Puznorepanus
® HOHO(OPETHUHO MPHU HEBPOJIOIHYHH YBPEK/IaHUs Ha neprdepHaTa HEpBHA CUCTEMA, EHYPE3HUC
HOKTYpHa.

4.2. 103MpOBKA H HAYHH HA NPHJIOKEHHE
Jlo3upoBKaTa U NPOABIHKUTEIHOCTTA HA JICYEHHUE C raJ/lJaHTAMHUH 3aBUCAT OT TE€KECTTa HA CUMITTOMMUTE
U MHMBHU/1yaTHaTa YyBCTBUTEJIHOCT Ha MallMEHTa KbM JICYEHHUETO.

HauuH Ha npuaoKeHue

["anantamun JIC MHKEKUIMOHEH pa3TBOp ce MNpuJjiara nojJK0KHO, HHTPAMYCKYJIHO Hﬂlj{ﬁﬁﬂﬂeﬂOBHm
['anantamuu JIC noa dopmara Ha MHKEKUMOHEH pa3TBOP CE€ M3II0JI3BAa 3a KPaTKOT, IHHO ,neqe.-HuE'Ha \
MaLMEHTH, NMPU KOUTO € HEBB3MOKHO NepopasiHo npuiioxeHue. [Ipu nbpea BL3MO)I(/ T ce npeﬁfuflﬂéqa |
KbM npuioxkeHue Ha ['anantamud J1C noa ¢popmara Ha TabneTkH. (| & [ ARV S
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o3upoBKa

Hespoaorus

Br3pacTHH

O6uuaiiro ce npunara B n03a 0,03-0,28 mg/kg.

[IpenopbunTenHara HavajlHa f103a € 2,5 mg AHEeBHO. /[HeBHaTa 4033 NOCTENEHHO Ce NNOBHULLABA Npe3 3-
4 1HM ¢ no 2,5 mg, pasaeneHa Ha 2 10 3 paBHH J03W. MakcuMaiiHaTa ¢AHOKpaTHa J03a 33 Bb3PacTHH €

10 mg noakoXXHO, a MAKCHMAIHATa JHEBHA 034 e 20 mg.

[TeanaTpuyuHa nonyJaanus
[Ipu neua nozupoBkara Ha Ianantamun JC uMHXeKUHMOHEH pa3TBOp ce onpeaesis OT Jiekap, cropen

TEJECHOTO TErJIO Ha ASTETO B KUIOrPAMH, TEKECTTa Ha CUMIITOMHUTE U HHAKBUAYAIIHATa [TOHOCHMOCT
KbM JieueHueTo. [Tpunara ce noakoxHo B cnejHuTe AHeBHU no3u: Jeua ot 1 go 2 rogunu: 0,25-1 mg.
[Ipy neua nag 3 roauHu ce npunara B go3a 0,03-0,28 mg/kg unu:

oT 3 1o 5 roaunHu: 0,5-5 mg;

or 6 1o 8 roaunu: 0,75-7,5 mg;

ot 9 no 11 roauHu: 1-10 mg;

ot 12 go 15 roauum: 1,25-12,5 mg;

Haa 15 roawuu: 1,25-15 mg,

AHECTe3IHOJIOTHA, XHPYPI'HS H TOKCHKOJOIHSA

KaTo aHTHKypape areHT U aHTHIOT MpH Npeac3dpaHe ¢ nepudepHH HeOenoNsApH3Mpalld HepBHO-
MYCKYJTHU Oaokepy, I anantamun [IC ce npunara uHTtpaBeHo3HO B n03a ot 10-20 mg aHesHo. [lpu
CNeAONEPaTUBHU NMape3d HAa CTOMALUHO-YPEBHUA TPAKT M NHUKOYHHUSA MEXYp Ce€ NpHAara NnoiKOXKHO,
HHTPaMYCKYJTHO WKW UHTPABEHO3HO B 03U CIOpe] Bb3pacTra, pasaeneHu Ha 2-3 [TbTH JHEBHO.

BbipacTHH
OOuyaiiHo ce npunara B ao3a 1,25-15 mg.

IleanaTpH4YHa nonyJialHA

[Tpy pneua nosupoBkara Ha I'amantamuu JIC MHXEKUMOHEH pa3TBOp ce omnpeaens OT Jekap, cropel
TEJECHOTO TErJI0 Ha AETETO B KWIOTrpPaMH, TEKECTTA Ha CUMIITOMMTE U HHAUBUAYANHATa NOHOCUMOCT
KbM NleyeHueTo. [Ipunara ce HHTpaBeHO3HO B cieaHuTe A03u: Jeua ot 1 1o 2 rogunu: 0,25-1 mg.

[Tpy neua Han 3 rogunu [Nananramun JC uibkeKUMOHEH pa3TBop ce npufara B go3a 0,03-0,28 mg/kg

WIH:
oT 3 1o 5 roauHH: 0,5-5 mg;

ot 6 10 8 roaunum: 0,75-7,5 mg;

oT 9 1o 11 roaunn: 1-10 mg;

ot 12 1o 15 rogunwn: 1,25-12.5 mg;
Hana |5 rogunu: 1,25-15 mg.

PuzHorepanun
HoHodopeTHuHo - 2,5 10 5 mg ranaHTaMHuH (TIpU rONeMHHA HA eneKTpuueckns ToK oT 1 10 2 TA) 3a 10

MUHYTH 3a nepuroa 10-15 gHn.

[TaupenTy ¢ HapyueHa yepHoApodbHa (PYHKLMA: NMPM NALUMEHTH ¢ YMEPEHO YBpeAeHa udepHoApoOHa
dbyHkuua (7-9 crenen no Child-Plough) € Bb3MOXHO 11a3sMeHUTe KOHLIEHTPALIMH HA TaTaHTaAMHWH 1a Ce
MOBHLLAT, MOpaAHd KOETO Ce Ipernopbysa peayudpaHe HA AHEBHATa R03a Ao 15 mg. Ynorpebara Ha
rajlaHTaMHH NpH NAalMeHTHM C Texka uepHoaApoOra Heaoctarbunoct (Child- Plough >0) e
MpOTHBOMOKa3aHa (B, Touka 4.3).

[TaitneHTH ¢ HapyuieHa 6BOpeyHa dyHKUMA: ranaHTAMHUH W HeroBuTe MeTabonu
Ov6pewuTe (BK. Touka 5.2). [Ipu nauneHTH ¢ ymepeHa 60peyHa HeoCTaTbUH




Haasuuiasa 15 mg adeBHo. IlpM naumeHTH ¢ Texkkka ObOpeuHa HEAOCTATHLUYHOCT (KIMPBLHC Ha
kpeaTHHHHa noa 10 ml/Mun), ynotpebara Ha ["anantamuu JJC e npotHBonokasaHa.

4.3. lIpoTuBonoKa3anus
® CBPBLXUYBCTBHUTEJIHOCT KbM aKTHUBHOTO BEUIECTBO MM KbM HAKOE OT NMOMOILHKTE BELIECTBA,
n3dpoenu B Touka 6.1;
Texkka ObOpeyHa HEAOCTaThYHOCT (KNHUPBHC Ha KpeaThHUHA noZa 10 ml/min);
Texxka yepHoapobHa HeaoctarbuHOCT (Child-Plough >9);
OpoHXHaJIHA aCTMa,;
Opanukapaus; AV-6nok;
HcxeMHyHa 60necT Ha ChpUeTo;
TeXKa cbpaeuHa HegocTaTbuHOCT (I1I-1V crenen no NYHA);

CHHJICTICHI,
XHIIEPKHUHE3HH.

4.4. CoenHAJIAN NpexyNpexIeH s 4 NpeIna3iHu MepKH NpH ynorpeda
[lopaan cBoeTO (PapMaKOJOrHHHO JOCHCTBHE MAapacHMNAaTUKOMMMETHIIMTE MOraT Ja OKaxar

BArOTOHMYHO ACHCTBHE BBPXY ChpAeUHHSA pUTBM (Opamukapaus, AV-6nok). [lo Tasu npuuuHa ce
M3UCKBA BHMMAHME NpPH NpPUJIaraHe Ha rajJaHTAMUH NPU MALUMEHTH CbC CHHAPOM Ha OOJIHMA CHHYCOB
Bb3eJl WIH APYTH HaJKaMEPHH HAPYLUEHHUA HA CbPIAEYHATA [POBOAMMOCT, KAKTO W MpPH NallHEHTH,
M3MO/I3BAILM €JHOBPEMEHHO JIEKAPCTBEHH BELUECTRA, 3aDaBAIIM 3HAYHTENHO CHPACYHHS PUTBM, KaTo
IWMOKCHH UK OeTa-0loKkepH MNH MpH NAaLUKWEeHTH ¢ HEKOPUIHPaH €JIEKTPOJIMTEH DanaHe (Xunep- HUnu

XHIMOKAJIUEMHA ).

[lopagu ToOBa, HeoOXO0AMMO € BHHMaHHE, KOraro rajlaHTaMHH C€ IpHJara Ha nNalLHeHTH CbC
Chp/€UYROCHAOBH 3abonsaBaHHMA, HaNp. B NEPUOAA HEMOCPEACTBERO CAEH NpeKapaH HWHQApPKT Ha
MHOKapaa, HOBOMOABWIO CE MPEACHPAHO MBXKACHE, BTOpa WM NO-BUCOKA CTENEH ChbpAedeH ONOK,
HecTaDUIIHA CTEHOKApAMS WJIM 3aCTOHHA cbpledHa HerocTaThuHocT, ocobeno crenenu 1lI-IV no
NYHA.

HUma crobineHna 3a yapmkaBane Ha QTc npy nauueHTH, npuiaralii TepaneBTHYHN 103U ralaHTaMHUH,
K 3a torsade de pointes BbB Bpb3Ka ¢ npefosnupane (Bx. Touxa 4.9). [lopanu Tora, ranaHTaMuH TpaA0Ba
71a C€ W3MOJI3Ba BHUMATEITHO NPH MaLMEHTH ¢ yab/xasaHe Ha QTc HHTepBasa, NpH NalHeHTH, IeKYBaHH
¢ nekapctsa, noepausasaild QTc uHTepBana, WIM NpH NAUUEHTH CbC CBHOTBETHO HAJIMYHO ChPAEHHO

3a00NABaHe UIIH €NEKTPOJMTHH HApYLUCHHS.

HOPELE[H XOJTHHOMHUMETHYHOTO CH ACHUCTBUE FAJITAHTAMHH MOXKE 4 [TOBHMILUHA CTOMAIIHATA CCKpPEUHUA K a4

NPpEAU3IBHKA HEXKEIAHHW ICKAPCTBCHH PEAKIIHWH OT CTPAaHA Ha CTOMALLIHO-YPEBHHUA TPAKT. [lo-BHCOK PHCK
CbIUECTBYBa NPH MNMAUUCHTH C AHAMHE34 34 A3BCHa 60.116(:1‘, Nnpc3 Bb3CTAaHOBHUTCIIHHUHA NCPHOA CJICA
onepalMdi Ha CToMaxa WM ITIpM NNAUHCHTH H4a CAHOBPEMCHHO JICHCHHC € HCCTCPOMIHH
MPpOTHBOBBIIMATTHTEIIHH JICKAPCTBCHH TIPOAYKTH. ﬂpu NMPOBEXKAAHE HA JICHEHHE C IaJIAHTAMHH, TE3H
NMatMuEeHTH TpHﬁBﬂ A GB,I[HT (IpOoCNEAABaAHHA 3a CHMIITOMK Ha AKTHBHO HJ/TH OKYJITHO CTOMALLHO-HYPCBHO

KbPREHE.

[anantamMiH TpaOBa [Ja ce Ha3zHayaBa ¢ BHHMaHWe MPH MALUMEHTH C XpOHHYHA OOCTPYKTHBHA
benoapobHa GonecT.

He ce npernopbyYBa Ha3HAYABAHETO MY MPH MAaLUEHTH CBC 3aTPYAHEHHA B YPUHHUPAHETO, CJie/l CKOPOLLHA
pe3eKLHA Ha NMPOCTATHATA KJ1e3a WIH NHKOYHHUA MEXYp, KakTO H MpH ONEPATUBHH '

MBbJIHA aHECTE3Ud. m W %
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XONMHOMHUMETHLHMTE Morar Ja NOTCHLHUPAT EE])E]{T& Ha HCPBHO-MY
CYKUHHHAXONKHOB THI HIC BPEME Ha aHECTC3HUA.



[1pH neyeHUETO ¢ XOIMUHECTEPAZHH UHXUOHUTOPH, BIIHOYHTENHO rajlaHTaMKH, B OTAEJHM CITy4daH MOXe
aa ce HaboaaBa MoHHKaBaHE Ha TeleCHOTO Terno. B Takuea cny4vaun e HeoOX0AUMO 1a ce KOHTpON1pa
TErJI0TO Ha NMalUUEHTHTE.

[TapacMMNaTHKOMUMETHLIMTE TIPUTEXABaT H3BECTEH I[1O0TCHILMAN 3a MPEAM3BMKBAHE HA TIBPYOBE,
[TosHllleHa MbpYOBATa aKTUBHOCT ce HabmoaBa NpH nauMeHTH ¢ bonecTra Ha Anuxaiimep. B peaku

ciy4yan napaCcHMNaTHKOMUMCTHUHMTC MOTaT Na MOBHILIAT XOJWHCPIrHYHHA TOHYC H Oa TIPpCAH3BHUKAT
BJI¢GLIABAHEC HA CUMITTOMHUTC HA [IAPKHHCOHHU3BM.,

[ananTamMuH TpAOBa 1a ce Npujara ¢ BHUMaHHE W B MO-HUCKH JO3H MPH MAaUMEHTH ¢ Neka ObOpeyHa
HEAOCTATBYHOCT, CIIOpe] CTOMHOCTUTE HA KPEATHHUHOBUS KIUPBHC.

JlekapCTBEHHUAT MPOAYKT ChAbPKaA No-Manko oT 1 mmol HatpuH (23 mg) B enHa 1034, T.€. NPAKTHYECKH
HE ChABbPKa HATPHH.

4.5. BzanmoeiicTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrd QOpMH HA B3aHMOJEHCTBHE

DapMakoOUHAMUYHU TEKAPCIBCHU 3AUMO0CUCNEUA

[Ipy eOHOBpeMEHHO TNPWIOKEHHE HA rajJaHTaMUH C APYrH XOJIMHOMHMETHLHM (TAaKMBa Karto
aMOEHOHHYM, JOHENPE3U1, HEOCTHTMMH, MTHPHUAOCTUTMHH WIH CHCTEMHO NPHJIAraH MWIOKapITHH) MOXE
Aa ce Hab/MAaBa YCHIBaHE HA XOJMHOMMMETHYHOTO UM AEHCTBHE, MOpaau KoeTo Te He TpAdBa fa ce
MpUiIaraT €JHOBPEMEHHO.

[ajlaHTaMUH aHTaroHM3ypa JEHCTBHETO HAa AHTHXOJIMHEPrHYHH CpelcTBa (aTporMHH M NOA0OHH
cyOCTaHLIMM), XEKCAMETOHHH W Jpyrd raHrauobioxepH, HEAENMOJApHU3UpAIH  MHOpEIaKCaHTH

(TyOOKypapuH).

B13MOXHH ca B3aUMOJAEHCTBHUS HA raNaHTaAMHUH NPH €JHOBPEMEHHOTO MY MPHIOKEHHE C JIEKAPCTRa,
KOMTO TNpeJH3BUKBAT 3a0aBAHEe Ha CHLPACYHMUA PUTBM, KaTO HanpUMep IHIOKCHH, Oera-0nokepw,
OJI0OKEPH HAa KANLMEBUTE KaHAIHW H AMHOJAPOH.

[TpokanHaMK, YHETO JEHCTBHE C€ NBJDKH YACTHYHO Ha aHTHXOJIMHEPrUYHATa My aKTHBHOCT, HE TPAOBa
na ce ynorpedssa eIHOBPEMEHHO C rajlaHTaMHH, ThH KaTO TOH MOXKE Ja AaHTaroHW3Upa TepaneBTHYHUA

MY e(EeKT.

AMMHOMNTMKO3MINTE (reéHTAMHLIMH, aMHKAlMH) MOraT Ja HaMaliAT TepancBTHYHHA edeKT Ha
ranaHTaMUH NpU myasthenia gravis.

JIeHcTBMETO Ha AETIONSpU3MPAILMTE HEPBHO-MYCKYJNHU Onokepd (CyKcaMeTOHUH) MoXe jda Obae
YCHIIEHO MpH €IHOBPEMEHHO TPHIIOKEHUE ¢ ranaHTaMHH, OCOOEHO B C/ydyauTe Ha AEPULMT Ha
MCeBAOXOJIMHECTEPA3A.

DapMakoxuHe MUHU 63AUMOO0CUCTIGUA

[Ipu eqHOBpEMERHO NPHIOKEHHE C XpaHa ce 3a0aBs CKOPOCTTa Ha pe3opbuusTa Ha raJlaHTaMHH, HO He
ce MOBJHABA CTETNEHTA Ha pe3opbuuaTta my. [penopbuBa ce NpUEMaHe Ha TEKApCTBEHHUS NPOAYKT MO
BpeMe Ha XpaHeHe, ¢ LeJl HAaMaJIIBaHe Ha Bb3MOMKHHTE HEXKEJIAaHH XOIMHEPTHYHU €QEKTH.

"anantaMuH ce merabonusupa oT uepHoapobuure uzoeH3uMU CYP3A4 u CYP2D6. JlexapcTeenu
BELLIECTBA, KOUTO ¢€ MeTaOOMHU3UPAT OT CBIIMTE M30€HIWMH, MOTaT Aa B3aHMOAEHCTRAT C rajlaHTaMHH
HA cbapmammﬂemquu HUBO. HHxnﬁnmpme Ha CYP2D6 (xvHUaHH, MapOKCETHH, cbnyoxce*mn) WITH
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L{uMeTHaAMH MOe 1a NMOBUILY OHOHAJIMYMHOCTTA Ha FalaHTaMHH.
["anaHTamMuH He oxasBa BAKAHHE BbPXY PapMaKOKHHETHKATA Ha Bap(apHH.
4.6. PepTHIANTET, OPEMEHHOCT U KEPMeEHe

bpeMeHHOCT

HsaMa 1ocTaThyHO KJIMHUYHM AaHHH 3a 0e30MacHOCT OT [PUIAraHeTO Ha raJlaHTaMHH 110 BPEME Ha
OpeMeHHOCT, NOpaaAn KoeTo ynoTpebaTta My HE Ce MpenopbyBa.

KbpMeHe
Hsama paHHM 3a eKCKpeTHpaHeTO Ha rajlaHTaMUH B KbpMara. He ca H3BbpllBaHW KNHHHYHH NPOY4YBAHHMA

BBDXY KBEPMELLH 2)KE€HH, 3aTOBA HE CC NPEINOPhYBaA NIPHUIGKEHHUC Ha NPO/IYKTa B NNCpHOAa HA KbpMEHC.

DepTHIHTET
ExcniepuMeHTanHUTE NPOYHBAHUA NPH XKUBOTHH HE NOKA3BaT HENIPAKO UIH NPAKO BPEAHO Bb3IEHCTBHE

BLPXY OpeMeHHOCTTa, eMOPHOHATHOTO/QETATHO Pa3BUTHUE, PAXKIAHETO WIH MOCTHATATHOTO Pa3BUTHE.
(BXK. TOYKA 5.3).

4,.7. Edextn BLpXY cnoCOOHOCTTA 32 1ohHpaHe H padoTa ¢ MAIIHHY

[Nanantamun JC Moxke 1a npeau3BHKa HapyllleHHE HA 3pEeHHETO, CHHIMBOCT, CBETOBBLPTEXK, 0COOEHO
Ha4anoTo Ha nedeHHeTo (Bx. Touka 4.8). B Te3u cnywan ce npenopbuBa M3bareaHe Ha wodHpaHe U

paboTa ¢ MallURH.

4.8. HexxenaHm jiekapcTBeHH peaklHU
Hexenanute fnexkapcTBeHH peakLHH ca KlacHPHUMpaHH IO 4YECcTOoTa U [0 CHUCTEMa-opraH-kiac.

YectotaTta mo MedDRA otroeaps na: MmHoro 4ectd (>1/10), uectd (>1/100 no <1/10), HeuwecTu (>1/1
000 no <1/100), peaxn (>1/10 000 no <1/1 000), muoro peaxu (<1/10 000), c HeusBecTHA YecTOoTa (OT
HAJIHYHUTE JaHHHW He MoXke Ja ObAe HanpaBeHa OlLIEHKa):

Cucrema Opraun Knac Hexenana peaknus
YecToTa
MHuoro YecTn HeuecTn Peaxn
|
JeCcTH
Hapymienus Ha CBpbX4YBCTBUTEAHOCT
HMYHHATA CHCTEMA
Hapyumenus Ha 3aryOa Ha aneTuT |lexunparaunus
MeTa00IM3MAa H
XPaHEHETO AHopeKcuﬂ
IIcHXHYHH HAPYIIEHHS XanwiMHaUMH  |3pUTe/IHHA XamroLHHaUNK
CJIYXOBM XaJIIOLIMHALHMY
Henpecus
HapymeHHA Ha 3amaiBaHe [lapacTezum

HEpPBHATA CHCTEMA
ComHoneHTHOCT |/ucryesus

CHHkon XHNEPCOMHHNA

Tpemop
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I naBobonue

JleTaprus

Hapyinenusa Ha ouHTE

3aMBIJICHO 3PEHHE

HapyuwieHus Ha yXoTo

H J1ADHpPHHTA
h—

Tunutyc

CynpaBeHTPUKYJIHU
EKCTPACHCTOIH

|ATPHOBEHTPUKYIIAPEH
onok I creneH

CunycoBa Opaaukapaus
I

ITaanurauru

XHUIIOTEeH3IUA

Tonny BBIHU

HapymeHus Ha
KO0XKATA H NOJKOXKHATA
ThKAH

CbpaeuHu HaApYlLIeHHSA bpanukapans
Cba0BM HApYIIEHHA XunepreH3us
CroManmHo-YpeBHH ["apene ASNOMHHATHH
HApPYILIEHHSA fonku
[IoBpbLiaHe
AboMHHATIHH
OOJIKHM B FOpPHATA
4acT, AUapus
| Tucnencus
CToMaileH
auckoMdopT
|
UpeseH
OUckoM$opT
XenaToOHIHAPHN
HapYILeHHA

Hapymenus Ha
MYCKYJHO-CKEJIETHATA
CHCTEMA H
Che{HHHTEJIHATA
ThKaH

O0mH HApYILIEeHHS H
e eKTH HA MACTOTO HA
NPHIOKEHHE

MycCKyJIHH
CIla3MH

YMmopa

AcTeHuns

[TopauraHe

XHNEePpXHApO3a

MyckynHa cnabocr
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3acHnpaHe Ha
ypeBHATa
NEePUCTANITHKA

XenaTuTH

CuHOpoM Ha
Stevens-Johnson

OcTpa
reHepaiM3upana
nycTyno3a
Eputema
MYJITU(DOpME
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| Cnaboct ré;3M0}KHH ca MECTHH
peaKUHH NMpu
NNapeHTePaTHO
BbBEKAHE,

Hicaeapanus IToruxkasane Ha {[1oBHUILIEHH CTOMHOCTH
TEJIECHOTO TETJIO [HA YepHOAPOOHUTE
eH3UMHU

Hapausganus, [TagaHuA
OTPABAHHA H
YCJIOKHEHNN,
BH3HUKHAJIH B
pe3yJaTAT HA .
HHTEepBEeHLHR

CrobuiapaHe Ha NOAO3UPAHHN HEXKETAHU PEaKLIHY
CrobuiapaneTo Ha MOAO3UPAHH HEXKENAHW PEaKUMH chell paspelliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS

NPOAYKT € BaKHO. ToBa No3BoJigBa Ja Npoab/HkH HabIOAEHUETO Ha CHOTHOLLIEHHETO MON3a/pUck 3a
neKapcTBeHMd NpoAYKT. OT MEAWLIMHCKUTE CIIELIMANTUCTH C€ U3UCKBA Aa ChOOIIABaT BCAKA NOJI03UpaHa
HEXeNaHa peakiLus uypes:

HanbnuutennaTa areHUMs Mo JeKapcTBara

ya. ,Jlamsas ['pyen” Ne 8

1303 Codus

Ten.: +35928903417

yebcaiiT: www.bda.bg

4.9. Ilpeaozapane

Cumnmonmu

[Tpu3HaLHUTE H CHMITTOMUTE Ha NPEAO3UPAHE C TANTAHTAMUH Ca CXOQHH € TE3H HA NPEIO3UpPaHE C IpyrH
napacuMnatikoMuMeTHlU. Tesn edexktu obukHoBeHo 3acarat LHC, napacumMnaTtukycoBaTa HepBHa
CHCTEMA M HEPBHO-MYCKYJHUTE cHHancH. OcBeH MycKysHa cnabocTt win dacuuMKynaluyi, MOXe 1a ce
NMPOABAT HAKOW MM BCHMKHM TMPH3HALIM Ha XOJNHMHEPrHYHa KpH3a: U3pa3eHo rafieHe, NOBPbLIAHE,
CracTH4YHHW SonkH B obnacTra Ha Kopema, AUWapus, CIIOHOOTAENAHE, ChbI3€He, MOBHMIUEHO MNOTEHE,
OpaaudkapIns, XHITIOTEH3HA, Konanc M repyore. H3apaszeHata MyckynaHa crnabocT, 3aegHo ¢
XUMEPCEKpeLMe Ha JIMTAaBULara Ha TpaxeATa M OpoHXOocMa3bM, MOXE Jla AOBEAaT JAC OCTHp

PECITUPATOPEH AUCTPEC CHHAPOM.

Jevernue
HeobxoauMo € ma ce KOHTPOJUPAT peCrTMpaTOPHUTE U CBPACYHO-CHAOBH QYHKLMH. JleweHweTo e

CUMITTOMATHYHO.
KaTo aHTHIOT MOXKe Aa ¢€ H3MOJI3Ba aTponUH B 103a oT (0,5 1o | mg BEHO3HO H A03aTa Aa ce OBTOPU
B 3aBUCHMOCT OT KIMHHWYHATA CHMIITOMAaTHKa. | |

5. PAPMAKOJIOI'HUHHA CBOUCTBA

3.1. PapMaKOAHHAMHYHH CBOHCTBA
@apmakoTepaneBTHYHA Ipyna: AHTHAEMEHTHH, AHTUXOIMHECTEPA3HH.
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[peaM3BHKBa NOBHIIAaBaHE HMBAaTa Ha aUETUIXOJNMH B LEHTPalHaTa HepBHA cucTeMa. OCBEH KaTo
oOpaTUM MHXHMOHMTOp Ha aLeTHIXONIMHECTEpa3aTa, AeHCTBA H KATO aIOCTCPHYEH MOTEHLMPpALLl AUraHA
BbPXY Ha-pa3npocTpaHEeHUTE B IEHTpalHaTa HEpBHA CHCTEMA HMKOTHHOBH ALETHIXONHHOBH .
peuenTopy oT noatnmn alphad/beta2. ITopuinasa U 4yBCTBHTENHOCTTA HA NOCTCHHANTTHYHHTE PELIENTOPH
KbM aleTHIXOAWH. [anaHTamMuH mnpeMuHaBa Tpe3 Xemarto-eHuedannara ©Oapuepa, yJecHsBa
npoeexaaHero Ha umnyiacH B LIHC u yckopspa sb3dyaHute npouecn. IloBHilasa aKTUBHOCTTa Ha
XOJMMHEPrHyHaTa CHCTEMa, B PE3YJITAT Ha KOETO ce NoJodpaBaT KOTHUTUBHUTE PYHKLHH.

B cpaBHeHMe ¢ HEOCTMIMHWH, TalaHTaMHH OKa3Ba 3HA4YMTEIHO Mo-cnabo JeHCcTBHE BBPXY

MYCKAapHHOBHTC PCLEIITOPH.

dapMakoAHHAMHUYHH €HEKTH

VrecHsBa Bb30yaHATA NPOBOAUMOCT B HEPBHO-MYCKYJHHMTE CHHAaNcH H Bb3CTaHOBABA HEPBHO-
MYCKYJIHAaTa NPOBOJHMOCT, KOraTo € O10KMpaHa oT HeAenoNspH3upallii HEPBHO-MYCKY/IHK ONOKEpH.
[ToBHILARa TOHYCA HA INaAKaTa MYCKYJaTypa ¥ YCHIIBA CEKPELIHATA HA XPAHOCMMIIATETHUTE ¥ MOTHUTE
K134 M Npe/IM3BHKBA MUO34.

Knununyna edmxacHocT U 6e301acHoCT

CuMTa ce, Ye NPUIOKEHHETO Ha NaPaCHMNATHKOMKBMETHLIMY € CBLP3aHO C PHCK OT pa3BHTHE Ha FbPHOBE
(BBIIPEKH, Y€ He ca HabMIoAaBaHy NP rajlaHTamuH). ToBa Hanara CTpPUKTHO HaOTIOICHUE HA MALIMEHTH
¢ DonecTra Ha ANlxaiiMep, NPH KOHTO PUCKBT OT MOSABa HA KOHBYJICHH € MOBHLUEH.

5.2. DapMaKOKHHETHYHH CBOHCTBA

[aslaHTaMHH € ATKATHO CheMHEHHE ¢ HoHu3anmnoHHa KoHcTaHTa pKa 8,2. Toi e ciabo nunodunen ¢
KoePMLIMEHT Ha pasnpeneneHne Mexay okTanon U OydepeH pastsop, paseH Ha 1,09. Paztsopumoctra
My BBB Boda € 31 mg/ml.

Abcopbuns
["anaHTaMuH ce pe3opOHpa OBP30 U MBAHO Cled NEPOPANTHO NMPHNOKEHHE.

He ce ycTaHOBSABAT CTATUCTHYECKH 3HAYMUMH pa3/ivuud B cpeaHUTE cTOHHOCTH Ha AUC npu nepopanino
U NapeHTepaHO NpUAcKeHHe Ha no3a oT 10 mg,

BbuonanuuyHocTTa Ha ranaHTaMMH ¢ 80-100% ¥ e egHa u Cblla NPUH NEPopaHA TEYHH U TBBPIU
JeKapcTBEHH (GOPMH, a CBLLO MPH MNAPEHTEPATHO H MEPOPATTHO MPHIIOKEHHE.

MaxkcuMaliHH 11a3MeHN KOHLICHTpALMY ¢e Habnroaasar 1-2 Haca cnell BbBeXKIAaHETO MY.

[Ipu nepopanHo NMPUIOKEHWE HA TAJIAHTaMHUH, 3a€OHO ¢ XpaHa B ao3a ot 10 mg, 3HauyuTenHo ce
HaMaJIiBa CKOpPOCTTa, HO HE U CTENEHTA HA HEroBaTa pe3opoLus.

PasnpeaencHue

["anaHTaMHUH Ce CBBP3Ba C MIAa3MEHUTE MPOTEHMHH B HUCKA creneH — 00 18%. Tol npeMHHaBa ecHo
npe3 xemaTto-eHuedanHara Oapuepa U ce OTKPHBA B MO3BYHHMTE TBHKAHH B 2-3 NBTH MO-BHCOKH
KOHLIEHTPALWH OT Te3H B 1wiasmara. O0eMbT Ha pasmnpeaesneHue € okono 175 1.

bBuoTrpancdopmanng

o 75% oT npunoxeHaTa A03a rajaHTaMuH ce MeTaboJiH3upa B YepHHUS ApoO OCHOBHO OT CUCTEMATA
uutoxpoM P450 (CYP3A4 u CYP2D6). B npoyusanus in vitro e ycraHoeHo, ue CYP2D6 yyacTea B
oOpasyBaHeTo Ha O-necMeTuaranantaMun, a CYP3 A4 — B obpasysaHeTo Ha N-okcHa-ranaHTaMuH. [lpu
HUCKa EH3MMHA aKTHBHOCT (““/10LIM MeTabOoIU3aTOPH ) C€ YCTAHOBRBAT NO-BUCOKHU CTOHHOCTH (10 50%)
HETIPOMEHEH rajlaHTaMKH, B CPaBHeHMe ¢ Te3U NpH “nobpute metabonusaTopu’ .

OCHOBHHTE MeTabOJIMTH €NUralaHTaMUH, FAJJAHTAMHHOH M HOpPrajlaHTAMHH C€ OTKPHUBAT B J1a3MaTAa U
ypyHaTta. HaMa naHHM 3a TaXHaTa gapMakoIori4Ha akTHBHOCT.

EnuMuHUpaHe
BpeMeTO Ha NONY>KUBOT Ha FAJIJAHTAMHH € OKOJI0 5 Yaca. ENMMUHHPAHETO OT LIEH

e no-6bp30 B cpasHeHHe ¢ nepudepHrs. ['anaHTaMHH ce eJTHMHHHpa OCHO
duntpaums (10 74+23% 3a 72 vyaca) B HeNMPOMEHEH BUA U 1o/l popmara Ha MET&TPJ&I‘]‘H (ra.tla]}rr:aMHHbH
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ENMUraaHTAMHH). YCTaHOBEHO €, ye OBbOpeUyHHAT KIHPBHC Ha ranaHTtaMuH € okono 100 ml/min, koeto
e ONMH30 /10 KTMPBHCA Ha HHYJIHH, PECTIEKTHBHO KPEaTHHHH. |
He ce xoHiorupa B yepHus Apod M xiTbYHATa MY eKCKpelms e HesHauuTenHa — (0,2+0,1% 3a 24 vaca.

JIMHeHHOCT/HENMUHEAHOCT
(dapMakOKHMHETHKATA HAa TaJlaHTaMHH € JIMHeliHAa B rpaHMLMTE Ha TepaneBTHYHHTE A03uM. He ce

HaOJIloJaBa KyMyJalMs cliell MHOTOKPAaTHOTO NPHAOMXKEHHE Ha raJlaHTaMHH.

Bpb3ka dapMakOKHHETHKA-(apMaKOAUHAMHKA : -
He e ycraHoBeHa KopenauMs MeXAy MJa3MEHHTE KOHLIEHTPAUHHM M TEpaneBTHYHHA U HEXEJaHWTe

E(I)EKTH HA4 IraJiaHTAaMHH.

dapMaKOKHHETHKA NIPYU ONPEAENIEHH TPYNH MALKEHTH

[Tpy naLueHTH CBC CPeIHH IO TEXKKH HapyLIEHHA Ha YepHU4 Apod, cTolirocTHTEe HAa AUC ce noBuinasar
no 37-67%.

[Ipy nNaLMEHTH CBLC CPEAHOTEXKKHA HapYILUEHWSs Ha 4YEepHHMs Jpo0, KIMPBHCHT Ha TaJIAHTAMHH Ce
NOHWXAaBa ¢ okono 25%.

JlaHHHTE OT MpOYYBaHMATA NOKA3BAT, Y€ ITPH MALHEHTH C MOHWKEH KIUPBHC Ha XPEaTHHHH € BB3MOXKHO

3abaBAHE Ha €TUMHUHUPAHETO HA ralaHTAMMH.

[Ina3MeHUTE KOHLIEHTPALIMK Ha ralJaHTAMMH ¢a NMo-BUCOKH ¢ 0Kk0J10 30-40% npH nanueHTH B cTap4ecka
BB3pacT (Haa 65 roguHM).

He ca ycTaHOBeHH NONOBH M pacOBH pa3iH4Hs BbB (ApMaKOKHHETHKATA Ha rajlaHTaMHH.

3.3. [IpeAKNHHEYHH JAHHH 32 0e30MacCHOCT

HexnuHW4YHWTEe JaHHW HE nokKa3BaT o0coDEH pucK 3a xopa Ha Oazara Ha KOHBEHLIMOHATHMTE
(hapMaKoiOrMYHY TMpOoy4YBaHHS 3a ©O€30NMacHOCT, TOKCHYHOCT [IPM  MHOTOKPAaTHO MNpHJarasHe,
T€EHOTOKCHUYHOCT, KAPUMHOFEHEH NOTEeHUHaNn, penpoayKTHBHA TOKCHYHOCT M TOKCHYHOCT 34

Pa3BHTHETO.

[Tpu u3caeaBaHe HA XPOHHYHATA TOKCUYHOCT HA ralaHTaMHH nepopainHo B aozu ot 0,25; 0,5; 1 mg/kg
Terno; nogkoxHo - 0,125; 0,5 mg/kg Tterno B npogbkeHne Ha 6 Meceua Ha NOJOBO 3pesiH Wistar
ILXOBE, He ca HabmogaBaHH OHOMETPUUYHH, OUOXUMHWYHH, XEMATOJOTHYHU U MOPPONOrUYHU
OTKJIOHEHHA OT HOpMaJIHWTE napameTpd. [Ipouecute Ha OpeMEHHOCTTa B paAXAAHETO ca NPOTHYAIH
HopMaJiHo. He ca yCTaHOBEHH CTATUCTHYECKHU 3HAYUMH pazIHUHa B ODUIOTO NMOBEJAECHHE, B CPABHEHHE
¢ KOHTpPOJIHAaTa rpyna, ¢ U3KJIKUEHWE HAa NOBHUIICHA JBMrarejiHa aKTHBHOCT 3a OKoJo 2 4aca cief
NMPUIOKEHHUETO HAa NO-BUCOKUTE 103H. U3non3BaHuTe 1031 ca eKBUBATIEHTHU HA CPEAHO TepaneBTUYHH
IHCBHKH 103U, NpHIaraHd INpA XOpa, pa3feleHH pECNEeXTHBHO Ha €AHOKpaTeH JIBYKpaTeéH H
YETUPHKPATEH MPHEM.

6. PAPMAILIEBTHYHU NAHHH

6.1. CnuchbK HA NOMOLIHHTE BelllecTBA
Hatpuep xnopua
Bona 3a MHXeKLHA

6.2. HechbBMECTHMOCTH
He ca M3BecTHH

6.3. Cpok Ha roanocT
5 FOAMHH.

6.4. CneilHATHH YCJIOBHA HA ChbXPaHeHHe
Ja ce cbxpaHsaBa B OpHrMHanHaTa oflakoBKa NpH TeMneparypa non 25°C.
Ha ce cbXxpaHsiBa Ha MACTO, HEAOCTBITHO 3a [ena.
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6.5. Bua u chanpKaHHe HA ONNAKOBKATA

AMINYJH OT 6e3LBETHO HEYTPAIHO CTbLKIIO (THN |, ¢ BMecTUMocT 1 mi).

10 6pos amnynu ca noctaseHH B Onuctep ot PVC-donno.

Bceexu Onucrtep (10 amMmnyan), NpuapyxKeH ¢ NTUCTOBKA 3a NaUMEHTA CE [10CTaB] B KAPTOHEHA KYTHA.

6.6. CnenHa/THH OpeANA3HH MEePKH IIPH H3XBbLpJasHe H padoTa
Hama cneunanHy H3MCKBaHHA.

7. IPUTEXATEJI HA PAZPEINEHHUETO 3A YIIOTPEBA

HAHCOH-BI' OO/

yi. ,,Orent ITancui* Ne 26
2400 rp. PanpoMup
bbiarapus

Ten.: 024519300

email: office@danhson.com

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Perucrpaunoned Homep: 20200189

9. TATA HA IIBPBOTO PA3PEINIABAHEMIOTHOBSABAHE HA PA3PEHIEHUETO 3A
YIIOTPEBA

Hata Ha nbpBo pazpelnasane: 20.10.2020
JlaTta Ha NnocJeJHO NOAHOBABAHE:!

10. IATA HA AKTYAJIMBUPAHE HA TEKCTA
deBpyapu 2025 r.
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