KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

[ N3MLNUTENHA ATEHUWA N0 NEKAPCTBATA

1. HME HA JTEKAPCTBEHHUA ITPOAYKT hfoamns XBpaKmepUCIUKa Ha npogyxma - [lpusoxerue 1
Kvm Pez. Ne ........... ‘2 021911&" ......................

'AJIAHTAMMH JIC 10 mg/ml nHxKeKLHOHEH pa3TBOp

GALANTAMIN DS 10 mg/ml solution for injection PaspeweHue Ne )% 1o
BG/MA/MP - ........5.. ‘D‘ ........... :F/ ............ s e
OGOBPEHUE N2 ....vvvesrrnrensiincans: Soisunsisirasenurnesnosunenscnss

2. KAYECTBEH U KOJIMYECTBEH ChCTAB
Beska amnyna or 1 ml MHKEKIMOHEH pa3TBOP ChAbPXKA AKTHBHO BEIIECTBO raJaHTAMHHOB
xuapobpomun (galantamine hydrobromide) 10 mg.

3a MBJIHKA CITUCHK HAa MTOMOLIHMTE BELIECTBA, BUXKTE Touka 6. 1.

3. JEKAPCTBEHA ®OPMA
HHkeKLIMOHEH pa3TBOp
BucTep, Ge3upereH 10 6110 KBIT pa3TBOP.

4. KJIMHUYHHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHSA

HespoJtorus
e 3alonseaHud Ha nepudepHaTa HepBHa cvcTeMa (MOJHPAJAMKYJIOHEBPHT, PaJMKYJIOHEBPHT,
HEBPHT, MOJIMHEBPHT, MOJTHHEBPOTIATHH);
e iepebpanHa mapanu3a (CbCTOSHWA Clel MO3BYEH HMHCYJT, JeTcKa liepebpajiHa napajiusa);
HapyuieHus Ha HEpBHO-MYCKYJIHHA CHHANC (MHACTEHHs rPaBHC, MYCKYyIHA JUCTpodH);
® CBCTOSHHSA, CBBP3aHHM C YBPEXKAAaHWS Ha MpeJHHTE pordera Ha rpbOHaYHMA MO3BK (cieln
MOJIHOMHEJTHT, MHEJTHT, CIIHHAJIHA MYCKYJIHA aTpodus).

AHecTe3HO/IOTHH H XHPYPrusi
® 3a npeMaxBaHe ed)eKTa Ha HeJenoJiA3HpaLluTe HEpPBHO-MYCKYJIHH OJIOKEpH M 3a JieueHHEe Ha
cJIeIoNepaTHBHU Mape3H Ha ThHKHTE YepBa W MHKO4YHHA MEXYP.

TokcHkoI0rHsA
® [IpH OTPaBsHE C AHTHUXOJIWHEPrHLH.

Pusnorepanus
®  iioHO(OpPEeTHYHO NMPH HEBPOJIOIHYHH YBPEXKIaHHA Ha nepudepHaTa HepBHa CUCTEMA, EHYPe3HC
HOKTYpHa.

4.2. lo3npoBKa H HAYHH HA NPUHJIOJKEHHE
Jlo3upoBKaTa U NPOIBKMTETHOCTTA Ha JIeYeHHE C rajlaHTAMHH 3aBHCAT OT TEXKECTTa Ha CUMITOMHTE
M MHHBHyalHaTa YyBCTBUTETHOCT HA MALMEHTA KbM JIEYEHHETO.

Hauun Ha npunoxenue
INanantamun JIC MHXEKLIMOHEH pa3TBOpP ce MpHJara noAKOXHO, HHTPAMYCKYJIHO MJIH HHTPaBEHO3HO.
["anantamun JIC nox gopmara Ha MHKEKLIMOHEH pa3sTBOP Ce M3M0J3Ba 33 KPAaTKOTpaHHO JieyeHHe Ha

KbM npuaoxkerue Ha [anantamun JIC noa ¢popmara Ha TabneTkH.



H(BHQOBK&

Hespojoras

BoipacTHH

O6uuaiiHo ce npuiara B gosa 0,03-0,28 mg/kg.

IIpenophuMTeNIHATA HayalHa 1032 e 2,5 mg AHeBHO. JIHeBHaTa 0032 NOCTENeHHO ce NOBHINABa npes3 3-
4 nuu ¢ no 2,5 mg, pasaencHa Ha 2 10 3 paBHH J03H. MaKCcHMa/lHaTa €IHOKpaTHa 1034 38 Bb3PacTHH €
10 mg nonxoxkHO, a MAKCHMAalTHaTa JAHeBHa no3a e 20 mg.

IleanaTpr4Ha nNomyRanHs

IMpu peua ao3uposkarta Ha Fanarramuu JIC uHkeKLMOHEH pa3TBOP ce ONpeaens OT Jekap, crnopen
TENeCHOTO TErNo Ha JAETETO B KMIOTPAMH, TEXKECTTa HA CHMIITOMHTE H HHAMBHIYa/IHAaTa MOHOCHMOCT
KBM JiedeHueTo, [Iprnara ce NOAKOXHO B CIEAHUTE JHEBHH BO3H:

Hena or 1 go 2 roagunu: 0,25-1 mg.

IMpu nena Han 3 rooguHM ce npwiara B ao3a 0,03-0,28 mg/kg win:

ot 3 po 5 roauHn: 9,5-5 mg;

ot 6 no 8 roguuu: 0,75-7,5 mg;

ot 9 o 11 rogunn: 1-10 mg;

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

Han 15 roguam: 1,25-15 mg.

AHeCTe3HOJIOTHA, XHPYPrEs H TOKCHKOJIOTRS

Karo aHTHKypape areHT W aHTHAOT NpH Npelo3HpaHe ¢ NepHPEpHH HEAENONAPH3UpALIH HEPBHO-
MYCKYJHH GokepH, anarramun JIC ce npunara MHTpaBeHo3Ho B 103a oT 10-20 mg nuesHo. [pu
ClleIONEepPaTHBHH MNape3d Ha CTOMALIHO-YPEBHHS TPaKT H MHMKOYHHA MEXYD C€ INPHNIara MOAKOXKHO,
MHTPaMYCKYJIHO FJTH HHTPaBEHO3HO B I03H CIOPEN BB3PacTTa, paz/ie/ieHH Ha 2-3 TbTH AHEBHO.

BnipacTHH
Obwuyaiino ce npunara B gosa 1,25-15 mg.

IlennaTpH9na nomy1anas

Ipu meua noszuposkara Ha [anaHtamuH JIC MIDKEKLMOHEH Pa3sTBOp ce Onpefens oT JieKap, cropel
TENIECHOTO TETIO Ha JETETO B KUNOTPaMH, TEXECTTa Ha CHMITTOMHTE H HHIAHBHAYalHaTa NOHOCHMOCT
KbM nedyenneto. [Ipinara ce HHTpaBeHO3HO B CNEIHHTE JO3H:

Jena ot 1 10 2 roauuu: 0,25-1 mg.

[pu nena wvap 3 roaunu lanantamun JIC HIDKEKLHMOHEH pasTBoOp ce npwiara B nosa 0,03-0,28 mg/kg
WIIH:

ot 3 go 5 roaunn: 0,5-5 mg;

ot 6 1o 8 roguan: 0,75-7,5 mg;

ot 9 xo 11 rogusn: 1-10 mg;

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

Hazg 15 rogunn: 1,25-15 mg.

PuinoTepanns
Honodoperuuno - 2,5 g0 5 mg raaHTaMuH (1IpH roJIEMHHA Ha €IEKTPHUYECKH TOK OT 1 A0 2 mA) 3a
10 MuHyTH 3a nepron 10-15 apu.

IManuent ¢ HapyueHa YepHoApoOHa (GYHKLMA: NPH NMAlLMEHTH ¢ YMEPEHO YBpeIeHa uepHOIpoOHa
¢yuxuua (7-9 crene no Child-Plough) e pp3MokHO 1a3MeHHTE KOHLIEHTPALMH HA FaldHTAMHH J1a Ce
MOBHILIAT, MOPajM KOETO ce NpenopbyBa pefyUHpPaHe HA AHEBHATa fo3a 10 15 mg. Ynorpebara Ha
rataHTaMMH T0pH [alBeHTH ¢ Texka uqepHompoOHa HenoctateyHocT (Child-Plough>9) e
NPOTHBOMNOKA3aHa (BX. TouKa 4.3).

[MaimenTH ¢ HapylueHa Gb0peuHa GyHKUMA: raaHTaMHH H HETOBHTE METAGOITHTH C& EKCKPE,
6n6perTe (Bxk. Touka 5.2). [Ipu naieHTH ¢ ymMepeHa 650peyHa HEAOCTaTBYHOCT A03aTa




Haapumasa 15 mg nueno. [lpu nmaumenTH ¢ Tekxa OBOpeyHa HEAOCTATHLHHOCT (KIMPBHC Ha
kpeatHHuHa noxa 10 ml/mMun), ynorpebara Ha 'anantamun JIC € npoTHBonokasaHa.

4.3, lIporuBonokazandasf
®  CBPBXYYBCTBHTENTHOCT KbM aKTHBHOTO BEI[ECTBO WIH KbM HAKOE OT NOMOILHHTE BELIECTBa,
n30poeHH B Touka 6.1;
Texxa 60peyHa HEZOCTATEYHOCT (KIIMPBHC Ha kpeaTHuHa nof 10 ml/min);
TexkKa uepHoapobHa HegoctaThyHocT (Child-Plough >9);
6poxxuanHa acTMa;
6pannkapaus;, AV-610k;
HcxeMH4Ha 6onecT Ha ChpLETO;
Texka cvpaeyHa HegoctarbyHocT {III-1V crenen no NYHA);
ENHIENCHS;
XUNEPKHHE3HH.

4.4. CneunaJanH NpeAynpexieHHs H NPeANAIHH MePKH NPH ynoTpeba

IMopamn cBoeto ¢apMakomorH4HO AeHCTBUE NApacHMMATHKOMHMETHLIMTE MoraT Ja oOKaxaT
BaroTOHHYHO AeHCTBHE BBHPXY CHpAEYHHA pUTBM (Opaawukapausa, AV-6nok). Tlo Tasu npuuuHa ce
H3UCKBA BHMMaHHWe TP MpUJlaraHe Ha ralaHTAMHH MPH NalMEHTH ChC CHHAPOM Ha 0OJHUA CHHYCOB
Bb3eJ WIH JApYTrH HaJxkaMepHH HapyLIEHHA Ha CbpAcYHATAa MPOBOSHMOCT, KAKTO M MPH MAaLHEHTH,
H3MON3BALLH €JHOBPEMEHHO JIeKApCTREHH BelLecTRa, 3a0aBALIH 3HAYHTETHO CHPAEYHHA PHTHM, KaTo
JUroKcHH Wi Gera-Grokepn WM NpPH NMaLMeHTH ¢ HEKOPHIHpaH eNeKTpoNuTeH GanaHc (Xunep- WiH
XHIOKAJTHEMHA).

I'Iopa,cm TOBA, HBOGXOJIHMO € BHHMAaHHE, KOraTo rajlaHTaMHH C€ IIpHiara Ha IanHEeHTH CbC
CBPACYHOCHAOBH 3a00NfBAHMA, HAMp. B NEPHONA HENMOCpeldCTBEHO ciel MNpekapaH HHQapKT Ha
MHOKapAd, HOBOMOABHIIO C€ MPEACHPAHO MBHKIOCHE, BTOPAa WIH I0-BHCOKA CTEMNEH CbpOCHECH 6J'IOK,
HecTabHIHA CTEHOKapAMs WIH 3acTOiHA Chple4yHa HeAoCTaThMHOCT, ocobeHo crenmenu III-1V no
NYHA.

MMa crolbiuenns 3a yaeokasane Ha QTc NpH nalueHTH, IpUnaraiiy TepaneBTHYHH 1034 rajJaHTaMHH,
H 3a torsade de pointes BbB Bpb3Kka ¢ npefosHpaHe {BxK. Touka 4.9). [lopaau ToBa, rananTaMHH TpA6Ba
Jia ce W3MOJ3Ba BHUMATEIHO NPH NALMEHTH C YALDkasale Ha QTc mHTepBana, NpH NMalHeHTH, NEKYBaHH
¢ nekapctBa, nosnuasawy QTc HMHTEpBana, WM NPH MALKMEHTH CbC CBOTBETHO HAIHYHO CHPAECYHO
3aGo/ABaHe WM eNEeKTPONHTHHE HapyLIEHHS.

[Topany XOTHHOMHMETHHHOTO CH JIeliCTBHE raJlaHTAMHH MOE J]a TIOBUIIH CTOMALIHATA CEKPELHA 1 a
npeau3BHKA HEXENaHH JeKapCTBEHH PeaklMH OT CTPaHa HA CTOMALIHO-YpeBHHUA TPaKT. [To-BHCOK pHCK
CBHILECTBYBA NMpH MALMEHTH C aHAMHe3a 3a A2BeHa OonecT, npe3 BE3CTAHOBMTENHHA NeEpHO. cliej
ofepalMH Ha CTOMaxa M [MIpH MALMEHTH Ha €JHOBPEMEHHO JIeYeHHe ¢ HeCcTepOMIHH
NIPOTHEOBB3NANIHTETHH NEKApPCTBEHH NMponyKTH. TIpy mpoBe)knaHe Ha JgYeHHE ¢ rajJJaHTAMHH, TE3H
nauueHTH TpaGBa aa 6vaT npocneasBaHH 332 CHMIITOMH Ha aKTHBHO MM OKYJTHO CTOMALIHO-YPEBHO
KbpBEHE.

I'anaHTaMMH TPSIGBa Aa ¢€ Ha3HavYaea ¢ BHHMaHHE TNpH MNALUHEHTH € XpOHHYHA OGCTPYKTHBHa
6enoapobra Gonecr.

He ce npenopbuBa Ha3HA4YaRAHETO MY MPH HALHEHTH CBC 3aTPYAHEHHA B YPHHHPAHETO, C/IEM CKOPOLIHA

PE3EKIHA Ha NpOoCTaTHAaTA AJ1e3a HIH NHKOYHHA MCXYP, KAKTO H NPH ONCPATHBHH HHTCPBCHLUHH NOoA
ITBJIHA QAHCCTC3HA.

CYKUHHHJIXOJHHOB THIT MO BPpEMC Ha QHECTE3INA.




l_[pPl JICYEHHETO C XOJIHHECTEPAa3HH HHXP]6HTOPH, BIJTIOUHMTENHO raJJaHTaMHH, B OTAEJHH CIIY4YaH MOXKe
Aace Ha0MmoJaBa MOHIKABAHE Ha TEJIECHOTO TEI0. B takuBa cjiyvaH € HGOGXOJIHMO Ja C€ KOHTpOJIiupa
TETMOTO HA NMALMEHTHTE.

TTapacMMNaTHKOMMMETHLUMTE TPHTEKABAT M3BECTEH MNOTEHLUMAN 33 TNpPEIW3BUKBAHE Ha I'bpPHOBE.
[ToBHilleHa rbpUOBATA AKTHBHOCT ce HabGnionaea NpH NauHeHTH ¢ Gonectra Ha Amxalimep. B penxu
CNy4YaH MapacHMNAaTHKOMMMETHLIMTE MOTAaT Ja MOBHIUNAT XONHHEPTHYHHA TOHYC H Ja Npean3BHKAT
BJOLIABaHE HAa CHMIITOMHTE Ha NAapKWHCOHH3EM.

[ananTamMuH TpabBa [a ce npunara ¢ BHUMAHKE H B MO-HACKH J03H NPH MAIlHEHTH ¢ Jieka OuOpeuna
HEJOCTaTh4HOCT, CIOpe] CTOHHOCTHTE Ha KPEATHHHHOBHSA KIIHPBHC.

JlekapCTBEHHAT NPOAYKT ChABPXKa NO-MTKo oT 1 mmol HaTpuit (23 mg) B enHa 1034, T.€. NPAKTHYECKH
HE CBABPHKA HATPHHA.

4.5. BaaMogelicTBHe ¢ Apyra JekapcTBeHd NPOIyKTH H APYrH (JopMH Ha B3aaMo/elicTBHE

DaApMAKOOUHAMUNHY TEKADCMEERY B3AUMOOCLICMEUAL

[MpH eAHOBpEMEHHO MpPWIOXKEHWE HA TAJAHTAMHH ¢ JPYrH XOAMHOMHMETHLH (TakHBa KaTo
aMOEHOHHYM, IOHETIPE3MT, HEOCTHIMHH, THPHAOCTHIMHEH HIIH CHCTEMHO NPHIIAraH MMHIOKAPNHH) MOXE
na ce Habmonasa YCHIBaHe Ha XOJHHOMHMETHYHOTO HM JeHCTBHE, MOpaJH KOETO Te He TpAdBa na ce
Npwiarat €JHOBPEMEHHO.

FaNaHTaAMHH AHTArOHM3Mpa IEHCTBHETO HA AHTHXOIMHEPrHYHH CpeiCTBa (aTpormdH M MoacOHH
cy0CTaHLMH), XEKCAMETOHHH © [pYrH TraHrTHOONOKEpH, HEJENOoNAPH3HPAIld MHOPENAaKCAHTH

(TyGokypapu).

BE3MOXHM ca B3aHMOJICHCTBYA HA FaJlaHTAMHMH [IPH SOHOBPEMEHHOTO MY TIPHJIOKEHHE C JIEKapCTBa,
KOHMTO NpeAM3BMKBAT 3abaBsHe Ha CBPJACUHHA PHTBM, KaTO HanpHMep AMIOKCHH, Oeta-Grokepw,
6nokepu Ha KanuHeBUTE KAHATH H aMHOZAPOH.

TTpoKaMHAMH, YHETO AEHCTBHE CE ABIAH YACTHYHO Ha AHTHXONHHEPTHYHATA MY aKTHBHOCT, He TpAGBa
na ce ynotpe6aBa eHOBPEMEHHO ¢ TaJlaHTaMKH, Thil KATO TOH MOXE Ja AHTArOHH3HPA TEPaNeBTHYHHS
My edeKT.

AMHHOITIHKO3HANTE (reHTaMHLHMH, aMHKallWH)} MOoraT Ja HaMaiAT TepaneBTHYHHA edekT Ha
FalaHTaMHH NpH myasthenia gravis.

JleHcTBHETO Ha AENO/APHIMpAILMTE HEPBHO-MYCKyNHH Gnokepn (cykcamerToHui) moxe na Obae
YCHIIEHO NpH €JHOBPEMEHHO TPWIOXKEHHE C TaflaHTAMMH, 0cOGEHO B CiyyaHTe Ha AedHLMT Ha
TICEBJOXOITHHECTEpa3a.

DapmaKoxunemuyHU 83auMoOeticmeus

TTpH enHOBPEMEHHO MPHIIOKEHHE C XpaHa ce 3a6aBA CKOpPOCTTa Ha pe3opbuuATa Ha ralaHTaMMH, HO He
ce MOBJTHABA CTeneHTa Ha pezopbumara My. [IpenoprpuBa ce npuemaHe Ha JIEKapCTBEHHS NIPOAYKT MO
BpeMe Ha XpaHEHE, ¢ L/ HaMansBaHe Ha BE3MOXKHHTE HexXeJTaHH XOMHHEPIHYHY edeKTH.

['anantamuH ce metabonusMpa oT 4yepHompoOHuTe m3oensuMH CYP3A4 u CYP2D6. JlexapcTeenu
BeLIeCTBA, KOMTO ce MeTaoIH3MpaT OT ChLIMTE H30EH3MMH, MOTaT [a B3aHMOICHCTBAT C rajlaHTaMHH
Ha (apMmakoknreTHYHO HHBO. HHxuGHTOpHTe Ha CYP2D6 (XMHHAMH, NapoKCeTHH, GIYOKCETHH) WIH
CYP3A4 (keToxoHa30/1, 3HAOBYAHH, PHTOHABHP, EPHTPOMHLIMH) MOTAT 13 MOBAHAAT Ha MeTabonuamMa
Ha rajaHTaMHH W 1a NpeJM3BHKAT NOBHILABaHe HA IU1a3MEHATa My KOHLEHTpalMsi d CHOTBETH




uMeTHAHH MO3KE Ja MOBHLIM GHOHANMYHOCTTA Ha [A/laHTaMHH.
T'anaHTaMHH He OKa3Ba BIMSHHE BbpXY apMaKOKHHETHKATA Ha Bap(apHH.

4,6, ©epTHINTET, OpEeMEHHOCT H KLpMeHe

bpemenHoct
HaMa JOCTaThYHO KJIHHMYHH ZIAHHH 3a De30MacHOCT OT [IPHAAraHeTO Ha ralaHTAMHH [IC BpEME HA

HpeMeHHOCT, MopajH KOeTo ynoTpebaTa My He ce NpenopeYBa.

KnpMeHe
Hsama naHHH 33 €KCKPETHpPAaHETO Ha ranaHTaMyH B KbpMaTa. He ca W38bpIIBaHH KIMHUYHH NPOYUBaHHS

BBPXY KbPMEILH JKEHH, 3aTOBA HE C¢ MPETNOPHYBaA NPHICKEHHE HA NPOAYKTa B MCPHOAA HA KbPMEHE.

Deprunuret
ExcriepHMeHTANHHTE NPOYYBAHHUSA TIPH XUBOTHH He TTOKa3BaT HENMPAKO WIH NPAKO BPEHO Bb3CHCTBHE

BBpPXY OpeMeHHOCTTa, eMOPHOHANHOTO/(peTaNHO Pa3BHTHE, PAXKIAHETO WIH NMOCTHATAITHOTO Pa3BHTHE,
{Bx. TOuKa 5.3),

4.7. EdexTH BLPXY cniocoGHOCTTA 32 modupane u paboTa ¢ MAIIAAA

Cananramua JIC Moxke Ja npeau3BHKa HApYLIEHHE Ha 3PEHHETO, ChHIIMBOCT, CBETOBBPTEX, 0cobeHo
HAYaNnoTO Ha NeueHHeTo (BX. Touka 4.8). B Te3u cnyyau ce npenopbuba H3GArBaHe Ha WOQHpaHE K
paboTa ¢ MALOHHH.

4.8, Hexenann JeKapcTBEHH PeAKIHE

HexenaHute NeKapCTBeHH peakiuHM c¢a KIacHOMLUMpaHH MO 4eCTOTa M 10 CHCTeéMa-OpraH-Kiac.
Yecrorata no MedDRA otrosapsa Ha: MHoro 4ectH (>1/10), gectn (>1/100 mo <1/10), newectn (>1/1
000 o <1/100), peaxw (>1/10 000 ao <1/1 000), mHoro peaku (<1/10 000), c Heu3BecTHA YecToTa (OT
HATHYHHTE JaHHKM He MOxe aa Obae HanpaBeHa OUCHKA):

Cuctema Opran  |HexesiaHa peaxknus
Kaae
HYecvora
Muoro YecTn HeuecTH Peaxsn
wecTH
Hapymennrs Ha CBpBXYYBCTBUTEIHOCT
HMYHHATA CHCTEMA
Hapymenus na 3ary6a Ha anetut |lexuaparaums
MeraGonnsma H
XpaHeHeTo AHopekeHs
IMeuxuaHn XamouMHauKe  |3pHTENTHH XaMOIWHALMH
RapymeHHs CIYXOBH X&JIOLIHHALIHA
Jlenpecus Kommapu
Hapymenns na 3amaiiBaHe INapacreann
HEPBHATA CHCTEMA
ComroneHTHOCT [[IMCcryesns
CuHKON XunepcoMHuA
Tpemop




I'masobonue

Jleraprus
Hapymienns Ha 3aMEBINIeHO 3peHHe
OUHTe
Hapymenua Ha Tunuryc
YX0TO H
sabupuHTa
Crpaevinn Bpanukapaus CynpaBreHTPHKYJIHH
HapymeHHs €KCTPacHCTOIH
ATpPHOBEHTPHKYJIapeH
6ok 1 crenen
CuHycoBa Gpaaukapams
TMannHTauuu
CoaoBH XHNepTeH3 s XunoTeH3nA
HapyUleAns
Torute BLJIHH
Cromammuo- laneue A6nomunanuy  ([lopaurase 3acHaBaHe Ha
YpeBHH |6onkn YpeBHATa
HapYIICeHHA [MoepuinaHe TIEPHCTAITHKA
ACOOMHHATHH
|6onku B ropHata
4acT, THapUA
Jucnencus
CromaiieH
nnckombopt
Upenen
nuckoMpopT
XenaToGuanapus XenatuTH
HapylleHHs
Hapymensas Ha Xunepxuaposa iCunpoM Ha
KOXXaTa B Stevens-Johnson
MOAKOXKHATA
ThKaH FOc'rpa
reHepaTH3IHpaHa
IycTy/103a
Epurema
MmynTiugopme
Hapymenda Ha MycKynHH MyckynHa cnaboct
MYCKYJHO- CHa3MH
CKeJIETHATA
CHCTEeMA H
CheHHHTEJHATA

ThKAH




O0mu Hapymenus VMopa Bonka Ha MACTOTO Ha
A edeKTE HA HHKEKTHpaHe
MACTOTO HA AcTeHHA
OpHJIcKEeHHE B13MOXHH ca MECTHH
|Cnaboct peakuMH npH
TIapeHTepalIHO
BbBEX/IaHe.
H3cneapanun IMoumxkapane Ha [[IoBHINEHH CTOHHOCTH
TENIECHOTO TerN0 [Ha YepHoApoGHHUTe
|essumu
HapanaBaHng, MMaganus
OTpaBSHHA H
YCJI0KHEeHH,
Bb3HHKHAIH B
pesyaTar Ha
HHTepBEHIHH

Q'boﬁmanane Ha NOAO3HPaHH HeXCITAHH PDEAKITHH

Cpo6IaBaHETO HA IOJO3UPAHH HEKETAHH PeakLMy cliefi paspelaBaHe 3a ynorpefa Ha JIeKapeTBeHUH
NpoAyKT € Baxkuo. Tosa Mo3BONABA Aa NMPOXB/DKH HabMOAEHHETO Ha CHOTHOLIEHHETO MON34/PUCK 33
JNleKapcTBEeHMA NpoayKT. OT MeAMIMHCKKTE CMEHHATHCTH Ce H3HCKBa 1a chollllaBaT BCAKa NOA03MpaHa
HeMeaHa peakUH1s 4pes:

H3ImenHATENHA areHLHA Mo AeKapcTsaTa

yn. ,,Jlamsan I'pyes” Ne 8

1303 Codus

Ten.: +35928903417

yebGcaiit; www.bda.bg
4.9. Ilpenosupane

Cumnmomu

IMpu3HaLMTe B CHMITTOMHTE Ha NPE03HPAHE ¢ FATAHTAMHH Ca CXOJHH ¢ Te3H Ha NPeA03HpaHe ¢ APYrH
napacuMnatHikoMuUMeTHLH. Te3n edexTn obukHoeeno 3acsrat LITHC, nmapacHMnarukycoBara HepBHa
CHCTEMA M HEPBHO-MYCKYJIHHTE cHHancH. OcBeH MycKynHa cnabocT WiH dacuMKyalliy, MOXKeE 1a ¢e
OpOSBAT HAKOM WIM BCHYKM MpPH3HALIM Ha XONHHEPrHYHA KpH3a. H3pa3eHO raleHe, MOBpLIUAHE,
CMAcTHYHH GOJIKM B 0O1acTTa Ha KOpeMa, JWapHs, CNIOHOOTACAHE, CBJ3EHE, MOBHIUCHO MOTEHe,
OpanuKapaus, XWMOTEH3Md, Konanc W repuoe. Ii3pasenara MyckynHa cnabocT, 3aeaHO ¢
XHIIEpCEKPELMs HA IIMrapHliaTa Ha TpaxesTa H OpOHXOCHA’3LM, MOXe Ia AOBEAAT A0 OCTHP
PEeCNHpPaTOpeH OUCTPEC CHHAPOM.

Hevenue

Heobxoaumo e a ce KOHTPOJMPAT PecrMpaTopHHTE H ChPAEHYHO-CHIOBH (QyHKuWH. JleyeHuero e
CHMITTOMATHYHO,

Kato anTaoT MoXe 1a ce H3MOA3Ba aTPONHH B Ao3a ot 0,5 no 1 mg BeHO3HO H 103aTa 13 ce MOBTOPH
B 3aBUCHMOCT OT KJIMHHYHATAa CHMITTOMAaTHKA.

5. PAPMAKOJIOITHYHH CBOMCTBA

5.1. ®apmakoAHHAMHYHH CBOHCTBA
MdapMmakoTepanesTHIHA rpyna: AHTHIEMEHTHH. AHTHXONIHHECTEPa3HH.




ATC xog: NO6DAO4

MexaHu3bM Ha JieficTBHE

lanaHTaMMH € TpeTHYeH ankKaloMA OT rpynara Ha NapacHMMaTHKOMHMETHLHTE ¢ HHAHPEKTHO
neiictaue. Toi € CeNeKTHBEH, KOMIETHTHBEH H OOpaTHM MHXHOMTOp Ha aleTH/IXONHHecTepasara.
[MpeaussHKBa MOBHINABAHE HMBATa HAa ALETHIXONMH B LieHTpanHaTa HepBHa cHcrema. OceeH karo
o0paTM HHXUOMTOP Ha allETHIXOJHHECTEpa3aTa, ACHCTBA M KaTo aJIOCTEPHYEH MOTEHLMPALI JIHMaH
BBbPXY Hali-pasnpocTpaHeHHTe B UCHTpaJHATA HEPBHA CHCTEMAa HHKOTHHOBH AaLCTWIXOJTHHOBH
peuierrropd oT noATHI alphad/beta2. [NoBHIDABa H HYBCTBHTENHOCTTA HA MOCTCHHAITTHYHHTE PELEITTOPH
KBM aueTHNXonuH. [anaHTaMMH TNpeMHHaBa npe3 Xxemaro-eHuedanHata OapHepa, y.ecHABa
npoexaadero Ha ummyncd B LTHC u yckopaea pp3GyauuTe mpouecH. IToBnwuiapa akTHBHOCTTa Ha
XOJIHHEPTHYHATA CHCTEMA, B PE3YJITAT Ha KOETO ce NOJ0OPABAT KOTHUTHBHHTE (BYHKLIMH.

B cpaBHeHHe C HEOCTHIMHH, TFalaHTAMMH OKa3Ba 3HAYMTENHO no-cnabo JelicTBHe BBPXY
MYCKapMHOBHTE PELIENITOPH.

dapmakoIHHAMAYHH edekTH

VnecHssa BBp30yqHaTa NPOBOAMMOCT B HEPBHO-MYCKY/IHMTE CHHAanNCH M BB3CTAHOBABA HEPBHO-
MYCKYJIHATA MPOBOXHMOCT, KOraTo € G10KHpaHa OT HEASTIONAPHIMPAIH HEPBHO-MYCKYTHU OGnoKepH.
TMoBHIIaBA TOHYCA HA MN1aKaTa MYCKYJIaTypa H YCHIIBA CEKPELIHATa HAa XPaHOCMHJIATE/IHHTE H NIOTHHTE
HUIE3U M PEHIBUKBA MHO3A.

Knunnusa edrkacHoct ¥ GesonacHocT

CuuTa ce, e NpHIOKEHHETO Ha MTapaCHMIIATHKOMHMMETHIM € CBBP3aHO ¢ PHCK OT pa3BHTHE Ha I'bPHOBE
(BBOpEKH, Ye He ca HabnoaaBaHyu Apy raTaHTaMuH). ToBa Halnara CTPUKTHO HabNoAeHHe Ha NaLHeHTH
¢ Gonectra Ha AnuxaiiMep, MPH KOUTO PHCKBT OT MOABA HA KOHBYJICHH € MOBHILEH.

5.2, PapMAaKOKHHETHYINE cBoficTBA

lanaHTaMKH € ankaaHO cherHeHHe ¢ fioHH3alHOHHa KkoHeraHTa pKa 8,2, Toii e cnabo nunoguneH ¢
KOS(HLIMEHT Ha pasnpeneNicHHe MEeXTY OKTaHoN H OydepeH pa3Teop, paeeH Ha 1,09, Pastsopumoctra
My BbB Bofa e 31 mg/ml.

A6copbums
I'anaHTamuH ce pe3opbipa 6Bp30 U MBJIHO Clel NepopaaHo MPHIoKEHHE.

He ce yeTaHOBABAT CTATHCTHYECKH 3HAYHMH pasiuua B cpeauTe cToliHocTH Ha AUC npu nepopanio
H NMapeHTEePATHO NPHImKEHHE Ha f1o3a oT 10 mg.

BbHoHanu4HoCTTa Ha ranaHTaMuH e 80-100% M e eqHa M ChbIla NMPH MEPOPAHH TEYHH H TBRBPAM
JIEKapcTBEHH HOPMH, a CBLIO NPH NAPEHTEPANHO H NEPOPATHO NPHIOKEHHE.

MakcHMaHH T1a3MeHH KOHLIGHTpaLHH ce HaGmoaasar 1-2 yaca ciiel BBBEXAAHETO MY.

ITpu nepopanHo NpHIOKEHHE HA FaJaHTaMHH, 3a€AHO ¢ XpaHa B fno3a or 10 mg, 3HauMTenHO ce
HaMaJIfBa CKOPOCTTa, HO He H CTENEHTa Ha HEroBara pesopOuua.

Pasnpenenenue
lananTaMMH ce cBBLp3Ba C IUIA3MEHHTE NMPOTEHHH B HHCKa cTeneH — 1o 18%. Toit npeMuHaBa necHO

npe3 xemaro-eHuUedanHaTa Oapuepa H ce OTKpHBA B MO3BYHHTE THKAaHH B 2-3 NMBTH MMO-BHCOKH
KOHLIEHTpaLMK OT Te3H B rasMara. ObeMbT Ha pasnpeneneHue e okono 175 1.

buorpancdopmauus

Ho 75% or npunoxeHaTa fo3a ranaHTaMHH ce Metaonn3npa B yepHHA Apob OCHOBHO OT cHCTeMara
uutoxpoM P450 (CYP3A4 u CYP2D6). B npoyusauns in vitro € yctaHoeeHo, ye CYP2D6 yuactea B
obpazyeaHeTo Ha O-necMeTinranantamuH, a CYP3A4 — B o6pasyBanero Ha N-okcua-ranaHtaMud. [Ipu
HHCKA eH3HMHa akKTHBHOCT (“nowk MeTabonn3aTopu™) ce YCTAHOBSBAT MO-BHCOKH CTOMHOCTH (10
HEMpOMEHEH rallaHTaMMH, B CPaBHEHHE ¢ Te3H NpH “Aobpure MetabonmzaTopu”.

OcHoBHHTE MeTabOITTH EMHrajlaHTAMHH, TATAHTAMUHOH M HOpralNaHTaMHH Ce OTKpHBAT B
ypuHata. HAMa naHHH 3a TAXHATa $papMaKoIOrH4HAa aKTHBHOCT.




EnuMuHupane
BpemeTo Ha NONYKMBOT Ha FAJIAHTAMMH € OKOJIO 5 yaca. ENHMHHHPAaHETO OT UEHTPATHHA KOMITAPTMEHT

e no-6bp30 B cpaBHeHue ¢ nepHdepHHa. [anaHTaMMH ce €NMMHMHHpPa OCHOBHO 4pe3 INTOMepy/iHa
dunpauus (go 74+23% 3a 72 yaca) B HEMPOMEHEH BHA M 107 popMaTa Ha MeTabOIHTH (ranaHTaMMHOH,
eNUralaHTaMHH). YCTaHOBEHO €, Ye OBbOpeUHUAT KITHPBHHC Ha ranaHTamul e okono 100 ml/min, koeto
€ 61130 10 KIMpBHCA HA HHYJIMH, PECTICKTHBHO KpeaTHHHH.

He ce koHtorupa B 4epHHs ApoS H ®UTbYHATA MY eKCKpeLus € HesHauuTenna — 0,2+0,1% 3a 24 yaca.

JluneiinocT/HENHHEHHOCT
dapMakOKHHETHKATA HA TAIAHTAMHMH € JMHEHHa B IPaHMLMTE Ha TepaneBTH4YHHTe m034. He ce
HabmonaBa KyMyauus ciel MHOIOKpaTHOTO MPHIOXKeHHE Ha FalaHTaMHH,

Bpnb3ka dapmaxokHHeTHKA-PapMakoaHHAMHKA
He e YCTaHOBEHA KOpehmalMi MEXIy IMa3MeHHTE KOHLICHTpallHH H TCPancBTHYHHA H HEXCITaHHTE
edeKTH Ha ralaHTaMHH.

(DapMaKOKHHETHKA NIpH OApeeIeHH IPYIH MALHEHTH
TIpH NailHeHTH ChC CPEAHH A0 TEXKKH HAPYILEHHA Ha YepHHA Apo6, croiinocTHTe Ha AUC ce nosuuasar

no 37-67%.

[Ipd ManWeHTH CBC CPENHOTEXNKH HApyLIEHHWA Ha 4YepHHA Apol, WIHPBHCHT HA TaNaHTaMHH ce
NIOHHKaBa ¢ oKono 25%.

JlaHHKTE OT NPOYYBAHHATA MIOKA3BAT, M€ MPH MALHEHTH C MOHKDKEH KIHPBHC Ha KPEATHHHH € Bb3MO)KHO
3abaBAHe Ha e/IHMHHHPAHETO Ha rajlaHTaMKH.

InazMeHHTe KOHLICHTPALIMH Ha FraTaHTaMHH €a MO-BHCOKH ¢ 0KkoJ10 30-40% npH nauMeHTH B CTap4ecKa
BB3pacT (Hag 65 roguuu).

He ca ycTaHOBEHH MONOBH H PacoOBH pa3iHyua BbB papMaKOKHHETHKATA HA raJlaHTaMHH.

5.3. TlpenxIHHHYHE AaHAH 33 Ge30macHOCT

Hexnunuunure fnanHM He mnokKa3Bat oco0eH pHCK 3a xopa Ha 6a3aTa Ha KOHBEHLIHOHATHHTE
(dapMaKkonoOrM4HK MpOy4BaHMs 33 O6el0MIacHOCT, TOKCHYHOCT MNpPH MHOTOKPAaTHO MpHiaraHe,
FEHOTOKCHYHOCT, KAPUMHOTECHEH TMOTEHUMAN, PENMPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a
Pa3BHUTHETO.

Tpu M3cneapaHe Ha XPOHHYHATA TOKCHMYHOCT Ha rajlaHTaMMH repopanto B ao3u ot 0,25; 0,5; 1 mg/kg
Terno; noakoxkeo - 0,125; 0,5 mg/kg Teryio B npoaw/ukeHHe HA 6 MeceLa Ha NooBo 3penH Wistar
ILTBXOBE, HEe ca HabmonaBaHH GHOMETpHUYHH, GHOXMMHYHM, XEMAaTONOTHYHH W MOp¢OJOrHYHH
OTKJIOHEHHA OT HOpMajHHWTe mapaMerpH. [Ipouecute Ha GpeMeHHOCTTa H POKEAHETO €3 NPOTHYAIH
HopMmanHo. He ca ycTaHOBEHHM CTATHCTHYECKH 3HaYHMH pa3iHuuA B 0DIOTO NoBeAeHHe, B CpaBHeHHE
¢ KOHTpPOJIHATa TpyIla, ¢ W3KIKOYEeHHE Ha MOBHIUEHA JBHraTesHa aKTHBHOCT 33 OKOJO 2 waca clieql
NPHIOKEHHETO Ha NMO-BHCOKHTE A03H. H3non3BaHHTE 103K ca €KBHBAIEHTHH Ha CPEJIHO TEPANEBTUYHH
IHEBHH [O3H, TpPHAAraHM NpPH XOpa, pasdeNeHH pPECNeKTHMBHO Ha €AHOKpaTeH JBYKpaTeH H
YETHPUKPATEH NPHEM.

6. PAPMAIIEBTHYHH JAHHH
6.1. CnyuchLK HA NOMOLIHEHTE BeIIECTBA
Harpuen xnopug

Boxa 3a HHXEKUMH

6.2. HeenBMecTHMOCTH
ITpu nKrica HA NPOYYBAHHA 32 HECHBMECTHMOCTH TO3H IEKApCTBEH MPOAYKT He TpAOBa Na ce cmec
JpYTH JEKapCTBEHH MPOAYKTH.

6.3. Cpok Ha rognoct




5 TORUHH.

6.4. CoenHa/IHH YCJIOBHS HA ChXPAHEHHE
Ja ce chxpaHsBa B OpHIHHAJIHATA ONAKOBKA NpH TeMnepatypa noa 25°C.

6.5. Bea H chbObpRAHHE HA ONMAKOBKATA

Amnynu oT Ge3LBETHO HEYTPAIHO CTHKUIO, THI I, ¢ BMecTHMocT 1 ml. 10 6pos aMITy/IH ce NOCTaBAT B
6nuctep ot PVC donmo. Beexn 6mctep (10 ammyn), NpHAPYKEH ¢ THCTOBKA 3a NallHeHTA ce N0CTaBA
B KapTOHEHa KYTHA.

6.6. CnenHAJIHH NpeAna3HH MEPKH NPH H3XBLPJsHe H paboTa
Hsama cnewaniy W3ucKBaHuA.

7. HPHTEXATEJ HA PABPEIIEHHETO 3A YIIOTPEBA
JAHCOH-BI" OO

yi. ,,Oren ITancnii™ Ne 26

2400 rp. Panomup

Brirapus

Ten.: 024519300

e-mail: office@danhson.com

8. HOMEP HA PAZPENIEHHETO 3A YIIOTPEBA

Perucrpaumonen Homep: 20210124

9. JATA HA ITBPBOTO PA3PEIMABAHE/TIOAHOBABAHE HA PAZPEIIEHHMETO 3A
YIIOTPEBA

Hara Ha nspBO pazpewarane: 21.05.2021 r.
Jlara Ha nocneano noAHoeseade: 19.05.2026 r.

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA

maii 2026 .




