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KPATKA XAPAKTEPUCTHKA HA TTPOAYRKTA

EPILAN-D GEROT tabl.160 mg
(Emmnnan-J I'epor 126:1.100 Mr)

1. THPIOBCKO HAMMEHOBAHHE HA ITIPOAYKTA
EPILAN-D GEROT

2. KAYECTBEH 1 KOJIHYECTBEH CHCTAB
1 Tabnerka ceaspaka 100 mg phenytoin.
3a moMOIHK BellecTBa BIDK T.6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka.

4. KIayIaA JAHHN

4.1. TepanesTHIHA HHARKIIEH

EmuienTHyHy MEPYOBE: TeHepaiu3UpaHd TOHHYHO-KIOHMYHHM (grand mal) ¥ oruuimpy
(JlxaKCHHOBH) FBPYOBE, XICHXOMOTOPHE I'bp40Be (TIPH OTHHIIE B TEMIIOPATTHES AL).

4.2. Jo3HpoBKa H BAYAE BAa NPAIGKEeHAE

Brapactuu:

ITayuenmu, xoumo He ca nexyeanu npedu moea:

JleueupeTo ce 3amousa ¢ easa tadnerka (100 mg) nHeBHO 32 €fHa CEAMHULR, Cllel KOeTo
fpe3 BTOpaTa CeIMuNa Fo3aTa ce yBeiaHuapa Ha JBe TablneTKH (200 mg) mmesHo. Ilo-
HATaTBK FO3aTa MOXKe A2 Ce yBeluyasa A0 clHpaHe Ha repuosere. Cles TOBa h03aTa
MOXe Ja ce HaManmH, HOKaTo Ce HaMepd WHJAVMBMAyalHAaTa NOAABpkama Aosa. B
roBedeTo ciydaw T e Tpu Tabnerku (300 mg) guHeBHO, paszieneHd Ha TPH OTHENMHH
npreMa.

Maxcumanaa aHeBHa Kosa: 5 Tabnetku (500 mg denuTouH).

Hayuenmu, xoumo ca nexysanu npedu mosa:

IlpesuecTBaOTO Heuenue TpaOBa Ja ObAe peAynupaHo H 3amereHo ¢ 1 Tabuerxa (100
mg $eHuToMH) AHEBHO Npe3 HBpBarta ceiMulla, 2 Tabnetku (200 mg) npes BTOpara
cemMHIR B T. H. Cnen okono 3 — 5 ceiMUIM IBPBOHAYANHO IPHEMAaHHA JEKapCTBEH
IpOIyKT Tpsi6Ba Ha 6be HambIHO 3ameHeH ¢ Tabaerkute Epilan-D Gerot. Tpsbea Aa ce
U30ArBaT BHE3AIIHWTE NPOMEHHM B Tepanuira, Thif KaTo TOBa MOXKe lia JOBSAE IO OCIPO
BE300HOBsABaNE Ha I'BPYOBETE.

ﬂega:

IpenopruMTenHaTa AO3HPOBKA 3a Zena e 4-7 mg Ha KUJIOrpaM TelecHa Maca JHEBHO,
pasfielieHa Ha [Ba Wiy Tpd nprema. MakcaManHa gaesHa nosa: 300 mg.
B oThenHH clyuad He3afOBONMTENeH KIMHWYEH edexr MoXe fa ce JRBIDKA Ha

TpyIaraHeTo Ha HEcKa 7osa. Toraea nosaTa TpsGBa fa ce yReNMUaBa TIOCTEHSHHD C 237~
# ol -

30 mg, rpy BH3MOKHO MOHHTOPHPAHE Ha CEPYMHOTO HHBO Ha JIEKapCTBEH
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TepanepTiunuTe CEpYMHH KOHLEHTpAlM Ha JEKAapCTBEHMI IPOAYKT ca B
rpaguigTe 5-20 mg/l (20-80 umol/l).

ﬂoamgomca IpH TaN¥EeHTH C TeXKa 6’1’)6Q6‘-IH3. HCHOCTATHEIHOCT:,

broHaNMYHOCTTa Ha JeKapcTBOTO HapacTBa IOpaiy HaMalliBaHe Ha CBBP3BAHETO MY C
nporeunnte. Jlozata TpabBa ma ObAe ajganTHpana Ha 0a3aTa Ha CEPYMHOTO HMBO Ha
(heHMTONHa, KaKTO H B CHOTBETCTBHE ¢ 00aTa KIMHUYHA KapTHHA.

Haunn va npunoxeHue
Tabnerkure TpaOBa Aa ce IPUeMaT ¢ MHOIO TEHHOCT Ii0 BpeMe HilM clef XpaHene, 6e3 na

ce CIBBKBAT.

4.3. ITpoTHBONOKA3ARH

CBpBXYYBCTBHTENHOCT KbM (EHUTOMH ¥ XUJAHTOMHOBH IPOM3BONHH, KaKTO M KBbM
TIOMOIIHHTe Bemecrsa, AV 010K BTOpa U TPeTa CTEIEH ¢ KaMePeH 3aMEeCTHTEIICH PHTEM,
SA 6nok, TeBKONeH:, JEKOMIIEHCHPaHa YepHOAPOOHA HeIOCTATEIHOCT.

4.4. Chenuanup npeAynpexieHas ¥ NPexna3sHl MepKH OPE ynorpeda

Tlo Bpeme Ha JIEUEHHETO Ce H3HMCKBA PEXOBHO cliefleHe Ha KPBBHHTE M YepHOAPOOHMTE
riokaszateny.C MOBUIIEHO BHAMAHHE JISKapCTRBEHOTO CPeACTBO TpAbBa fa ce nipunara IpH
HanHeHTH, CTpafallli OT TEXKKH YePHOIPOOHH YBPEKAHIA H XUIIEPIITHKEMHU.

Tlopazu BepOATHOCTTA OT NOBIMABAHE Ha NEWHOCTTAa Ha IMWTOBMAHATA >Kiesa IIPH
NpONBIDKUTEIHO NpPOBEXIaHa [NPOTHBOCHMICHTHYHA Tepamusi, Ce IPenophyBar
sa0opaTopHy M3CIeIBaHHA Ha BCEKH IIeCT Mecena. ToBa € H3KIFOUHTETHO BAXKHO NPH
Jela.

BHE2an#0T0 CIMpaHe Ha Jiewennero ¢ GeHHTOMH MOXKE Ja HPOBOKHpA I'bpuoBe. Beako
HaMmallIBaHe Ha J03aTa TpsadBa Ja ce H3BHPIIBA NOCTENEHHO, 32 NMEPHOZ OT HAKOJKO
CEIMHIIA.

B cnyuali ma amepruyHa peakiji, KOATO H3MCKBa He3ab6aBHOTO IpeKpardBane Ha
JIEUeHUeTO ¢ TOBAa JIeKapeTBO, TOH 7TpabBa Aa Ce 3aMECTH C aNTepHATHBEH
NPOTHUBOCIIMIENTHYER IEKApCTBEH NPOAYKT, KOHTO HE € 0T rpylara Ha XMIAHTOWHHTE.
Oxono 20% oT namueHTHTe, KOUTO Ce JIEKyBaT ¢ (EHUTOHH, DA3BHBAT XHNEPINasHud Ha
BeHLMTE. [losBaTa HA Ta3W HEXENAHA Peaklus U HelHuTe YCHOKHeHHS MOXEe fa ce
uzberye 4pes noJgoOpABaHe Ha XUrHeHaTa Ha YCTHATa KyXuHa.

Ilpu pasButye Ha MeranobiacTHa aHeMHs B XoJa Ha JICUEHHMETO C (QEHUTOMH, Ce
[penopphYBa 3aMecTHTENHA Tepanys ¢ Goauesa Kucenuna. B cnydail Ha ocTeoManalyis,
Ce MpenophuBa 3aMECTHTENHA Tepanus ¢ BuramuH [, Ilpx HpoabiKMTenHa Tepanui
TpsabBa ga ce npubasy BuTamue I B 032 Hali-mamko 100 mxr (4000 enmmuuy) Ha
ceIMUIIA.

Teil Xaro QeHuTOMHBT MOXEe Ja HaMand edekra Ha OpalHHTE KOHTPaleNTHBH,
TpEeNopEYEa ce Ja Ce W3T0N3BAT alTepHaTHBHA METOAM 34 KOHTPANeIIIH.

Ilpu neveHue ¢ benuTonH TpsOBa Ja ce H306:ArBa KOHCyMaluiaTa Ha alKoXoJ.




4.5. BzamMoJeliCTBHA ¢ JPYrH JeKapcTBeHM NpPOAYXTH B Apyrm (opME Ha
B3auMOeicTBEA

Husara na ¢eHuTOMHA MOTaT K2 HapacHaT IPH [IpHeMade Ha:

ankoxon (ocrpo npuemane), tolbutamide, chlordiazepoxide, coumarin, disulfiram,
chloramphenicol, isoniazid, cyngonamunmy, canummnary, phenylbutazone, denornasuny,
diazepam, ecrporenw, ethosuximide, halothane, methylphenidate, cimetidine,
omeprazole, imipramine, trazodone, fenyramidol, sultiame, viloxazine, THpEOHITHH
NpenapaTH.

Huisara Ha GeHUTONRA MOTAT Aa ce HaMAaJAT NPH NpueMaHe Ha:

ankoxol (¥poHW4Ha ynotpeba), reserpine, carbamazepine, 6apOurypaTu.

Hupata ya GeHUTOMHA MOTAT KaKTO Lia HApACHAT, TAKa W Ja chnajgHaT oT denobapburan
HIIH BaJlIPOSBa KHCEINHA.

@DeHUTOHHBT MOKe Ja Hamanu edexra Ha cleqHuTe jJekapcrsa: quinidine, vitamin D,
digitoxin, rifampin, doxycycline, furosemide, verapamil, KOPTHKOCTEpOMIM, OpDAIHH
KOHTpaUENTHBH, OpallHi AHTHKOAryNaHTH.

ITopapn wsmectBane nHa methotrexate or 3anaBHMTE MY MecTa BBPXY INPOTSHHHUTE,
denuTOMHFT MOXKE Ja DpHYMHM HapacTBaHe Ha cBobopsms methotrexate W mo To3m
HAYHH J1a TOTEHUMPa HErORMS e(eKT.

JlaGoparopHu TecToBe:

DeHUTONHET MOXKE [a NOBIMAS METHPaNOHOBMA M AEKCaMeTa3OHOBHA TECT, KakToO M
KpPBBHHATE TECTOBE 3a Kaliuii M rimoxo3a. PEHUTOMHBT MOXE A4 HAMaly CBBP3aHUA C
IPOTEHHKTE HOX I0pajii H3MECTBaHe.

4.6. BpeMeHHOCT U KhpMEHe.

AKO CKIOHHOCTTa KbM EIIIIENTHYHH BPUOBE CE NPOSBH 32 IBPBH NIBT N0 BpeMe Ha
OpemenHocTTa, PEeHUTONH He TpsiOBa Ja ce BIKIIOYBA B TepaluiTa.

B cimyyauTe, KOraTo TepanuiaTa ¢ (PEHMTOHH € BEYe YCTAHOBEHa, J03aTa Ha JEKapcTBOTO
TpabBa na ObAe HaMaNeHa IO MHHHMMaiHara edekrusHa fo3a, ocobeno mexay 20 u 40
JeH OT OpeMEeHHOCTTa, THH KaTo ChHINECTBYBa PHCK OT Da3BHTHE H4 XMAAHTOHHOB
CHHIPOM ¥ III0a.

IIpomsHaTa Ha MeTaGONHTHHTE BBE3MOXKHOCTH O BpeMe Ha GpeMeHHoCTTa TpAGBa Ia ce
HMa Ipen BUZ, KaTO TOBa C€ KOHTPONMpa ¢ MOHMTOpHpAaHE Ha CepyMHHTE HHUBA Ha
nexapcrsoro. [IpH BE3MOXKHOCT ce npenopbuBa w3barsane Ha KOMOMHYMpPEHOTO JIEUSHHUE
¢ IPYTH JeKapCTBEHH HPORYKTH.

IIpunarageto Ha BuTaMuH JI, doxneBa xucendHa M BuTamuH K npes mocleJHHTe ABA
Mecella OT OpeMEeHHOCTTa, OKasBaT OJarompusTHO BE3NeiicTBue 3a H30sArBaHe Ha
ocTeOMalialisa M HeOHATalHO KBpPBEHE.

DeHnTOHHET Ca OTHENS C KBPMaTa, HOpajM Koero ce INpernophypa M3bsrsape Ha
KBPMEHETO.

4.7. EjpexTn BEPXY cHocoGHOCTTA 32 modapane B padoTa ¢ MAMIMHH

B HauanoTo Ha JeYeHHETO ¢ (PEHUTORH, KOrato o NPUIAraT NOBUIIABANIH C& J03H W/ HIH
xoraTo (eduTOHH ce KOMOHHHpPa ¢ JApPYFH jeKapcTsa, KOMTO IIOBIMABAT HEHTpalHaTa
HEpBHA CHCTEMa, PeaKTHBHOCTTa Ha NAlHeHTa MOXKe [a NOBAMsIHA, KOSTo OT CBOA CTpaHa




Jia ce OTpasy Ha BE3MOXKHOCTTa 3a modupane wiu 32 paborta ¢ MamuHU. ToBa ce oTHacH
0coOeH0 U 1ipu KOMOUHEpPaHE C aJIKOXOIL.

4.8. Hexxenrangm MeKapcTBeHH peaknan

Cmomanino-upegen mpaxm: TajeHe, NOBpBIIaHe, cToMallHa 60JKa, XHNepriasHd Ha
BeHImTe (IpeIUMHO Y HOAPACTBalH), 3aneK, THIaHTOXeHIIs;

Yepen dpob: napacreane Ha GGT wim ankanHaTa docharasa, XeNATUT, KbITCHHIA.
Kpwve: noTHCKaHe Ha KOCTHHA MO3BK C aiUIacTH9HA aHEMEA, NaHUUTONeHH, IEBKOTICHMA,
arpaHyiIOIHTO3a, TPOMOOLMTONEHN, TIPAaHyJFOLMTONEHN, MeranoblacToa aHeMus
(donuero-mehuLIMTHA aHEME), SO3UHOGHIINA.

Jumgna  cucmema: Jo6poKauecTBeHAa  XHOepmnasusi Ha  JaMOEHTE  BEB3IM,
ncesromambom, Gonect va Hodgkin, pexozeH Aeuuar Ha aHTHTENA.

Kooica u cvedunumenna moxan: XAp3yaTH3sM (MIPEAMMHO Y HOJPACTBAlM MOMHYETE),
XJ0a3Ma, KOHTpakTypa Ha Dupuytren, Gomecr Ha Peyronie, HOJO3EH NaHapTepwT,
BACKYJIMT, IYIYC epuTeMaTofiec, MopOmmibopMeH umd ckKapiaru(hOpMeH eKsaHTeM,
cHHIpOM Ha Stevens-Jones, cuaznpoM Ha Lyell.

Hepsna cucmema: GeanoxoiicTeo, Oe3chHHE, INaBofonHe, HEPBHOCT, 0OBPKAHOCT,
YMOPSEMOCT, NENMpHH HMHIMACHTH, TPEMOP, MHOKIOHHH, ACTEPUKCHC, Ge3rioKOHCTBO,
nepuepHa HEBPONATHA, HMCTAarbM, 3PUTEIHHM HapyIMIEHHd, HNHCTOHMA, aTaxcud,
Lepebepanya JereHepanysi, XUIIEPKUHE3Ms, XOpes, BpeMeHHa XeMMIiapesa, clacTHYHa
TIapaili3a, BIolIaBaye Ha MAACTeHHs FPaBlC, 3aTPY IHEHIA B rOBOpA.

Hpyeu  uexcenanu  peaxyuu: Tpecka, XWIEPrIUKeMHs, MHOKapIOHT, JHCIIHEd,
METEPCTHUHANHA  NHEBMOHMA,  OemoZpoGHHM  MHQUATPATH,  CHJEHOMETailHd,
HHTEpCTHLMaNeH HedpHT, OCTeOMANalis, NPOBOJHH HapyIFeHHI HA CBpPACYHATA
BeHHOCT, NoIMapTponaTys.

4.9. Iipenozupane

Hauannume cumnmomu Ha ocmpa UHmMOKCUKAYUL €q. BUCTarbM, aTaKCHi U HU3apTpUs.
[TamuesTsT MOXKE [Ia W3TaJHe B KOMA, IPH KOATO ¢ YCTaHOBABAT JIHIICA HA 3CHUYHH
peaKIiH ¥ XH0TOHHA. BB3MoikeR e daTalieH H3X0/ opany HOTHCKaHe Ha AMIIaHETO.

Heuenue Ha ocmpama URMOKCUKAYUA

JleuermeTo e HecmelU(DWYHO MOpaj@ JNulica Ha aHTHRoT. [IyGnmKyeakure OO cera
cliy4Yad Ha Ipefo3Mpade ITOKa3BaT, Y& XeMOJuali3aTa, NEpUTOHEanHata IHAIM3a,
ITBNHOTO 3aMECTMTENHO KPBBOIPENHBaHe MIIE (OpCHpaHaTa JHYypesa ¢a ¢ OTpaHKYeH
edekT mopagu ToBa, 4e 90% OT QEeHUTOHHA € CHIHO CBEP3aH C MPOTEMHHTE M e c1abo
pasTBOPHM BEB BoJA. IIpenophyBa ce NPOBEXXIaHe Ha MHTeH3WBHa obula Tepamusd H
TIOIABPIKANIH MepKH, Ge3 CielHaHy Ae3WHTOKCHKaIMOoR | npoueaypy. [Ipenopsusa ce
clIeZieHe Ha CepYMHOTO HMBO Ha IpeliapaTa.

5. ®APMAKOJIOI'WYHH JAHEHN

5.1. @apmaxoagnHAMHEYIAH CBOMCYTBA

DeHNTOUHET HaMAlABa BBH30OYIMMOCTTA Ha HEpPBHHUTE H MYCKYRHHTE CIDYKTYPH dpes
MeMOpaHHa cTa0unu3alus (XHUNePIIoIpH3alis) | dpe3 CTHMYIHpaHe reHepHpaHeTo Ha
HHXMOHTOPHH HMITYICH NOCPECTBOM BEBpOTpaHeMUTepHaTa cucTeMa Ha GABA. Oceex
TOBa (EHWTOHMHBT JeficTBa H Karo KOMNUETHTHBEH aHTarcHHCT IO OTHOLICHHE Ha
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IOUTHTANKCOBUTE pPENENTOpPH Ha MuMOKapia. AHTHKOHBYJICHBHOTO JelCTBHe Ha
denuToMHA ce IBIDKH TIABHO Ha MHXWOMpaHe Ha KOPTHKAIHAA H CyOKOPTHKANEH IIOTOK
OT WMIYJCH, HNPOM3XOXIAIM OT E[MISNTHYHOTO OTHHME B MO3PKA. DEHHTOMHBT
HposiBsABA TepaneBTHdeH edexT M B ciIydyauTe Ha NApOKCH3MalHa Heppanrwyna Gonka
(Hamp. TPEreMHHANIHa HEBPAJIHs).

5.2. GapMaKoKHHETHYAH CBoOlicTBA

Karo cnaba xvcenusa, GeHHTOMHET € NPaKTHYECKH HEPA3TBOPHM B KHCeAaTa cpeja Ha
cTOMamEMI CoK. AGCcopOLMATa HACTHIBA [NABHO B ABAaHAJECETONPHTHMKA H HeloHyMa.
Cren mnpHemaHero Ha eJHOKpaTHa fA03a OT Iperapara, MakCHMalHata IasMeHa
KOHIEHTpanKs ce noaydasa cuef 4-12 gaca.

Crnen abcop6ips, GeHUTOMHELT ce CBBp3ea B 90% ¢ miasMeHMTe NPOTeHHH, NpeJUMHO ¢
anbymuHa. AXO YAIMEHTBT MMa HMCKM HuBa Ha anbyMHH, KOeTo ce Monywasa IIPH
ciydait Ha XpaHUTENeH HBeJOMMBK, depHompoSHo wwim Onbpeuno 3abonssaHe,
KOHI[EHTpaUMUTe Ha CBOOOXHNN (eHWTOuH HapacTsar. lliasmMeHMAT IOJNYXHMBOT Ha
denuTonHa e 7-42 yaca, Xaro TepaNeBTHYHH KOHLEHTPALMHA B PaBHOBECHO CBCTOAHHE
/steady state/ Ha IeKapcTBOTO ce JOCTUTAT B pa3cToaxue Ha 7-10 aum.

denuToMHET CBOOOZHO MpeMHHABA Mpe3 IIalleHTapHatTa Oapuepa, KaTo HUBaTa B
MaifurHaTa 1 eranHaTa KpbB ca HanaHcHpaHi.

Camo oxono 5% oT npueTnsa (EHHTOHH ce EKCKpEeTHpa HENpOMEHeH C YpHHata |
H3NpaKHEHMATA. B 10-TosMara ci YacT PEHMTOMHET ce MeTabonm3upa B YepHus Jpob
1o 5-(p-xunpoxcrteHmN)-5-QeHUIXMAAHTOMH, CBBP3al ¢ MIIOKOPOHOBa KHCENMHA, KaTO
ce eNMMMHHApA OT OpTaHM3Ma upe3 GHOpelUTe [OCPEACTBOM IIIOMepyIHa QHITpanus U
TyOyIIHa CeKpeuus.

TTonyxuBoTET Ha GSHHTOMHA HapacTBa C IIOKa4YBaHe Ha IUIA3MEHNTe KOHICHTPaluH Ha
Tpenapara (Hanp. Hax 25 pgfml), crefpaliku caTypankoHHA KMHEeTHKa. ToBa BEPOATHO Ce
JI6TKH Ha CaTypalyaTa Ha MeTaboNusHpalna eHsuMHa cacTeMa (muToxpom P-450) u Ha
KOMIETHTHBHA MHXUOHIMA Ha UepHOAPOOHATE XIAPOKCHIA3H OT IliaBHuAs MeTaboHT. B
PE3YNITAT Ha TOBA HapacTBa N03aTa Ha (EHHTOMHA ¥ YIPH HAKOHM INAIMEHTH MOXE 1A ce
pasBHe MHTOKCHKANWs, JOPH IpY NPHEMAHETO Ha OOHKHOBEHO NPEANHCBAaHATA H032 OT
100 mo 300 mg muesno. ToBa mMoxxe ma ce 00ACHY ¢ (JaKTa, Ue CEPYMHOTO HMBO MOXE Jia
HapacTBa eKCTIIOHEHIMANHO NpH DpHJiaraHe Ha [0-BUCOKH JIO3H Ha Ipernapara.

5.3. XpepxhanIus J2HHH 32 (e30aCHOCT

WzcnenpadusaTa BBPXY OCTpa TOKCHYHOCT, HM3BBPIIEHH Clie[l OpajlHO M IIOJKOXHO
IPWIOKEHHe Ha MUIOKH, ITX0BE M 3aiuu, codar HuBa Ha LDsp Mexmy 200 (zaiiuy,
npuem mpes ycrara) ¥ 2500 (nmpxose, IpueM npe3 ycrara) mg/kg TelecHo Tersio.
XpoHMYHATA TOKCHYHOCT € M3clefsaHa npu Hepopamsu fosu no 100 mgkg renecno
Teryo IHEBHO Ha KyueTa H nnsxose. He ca orfenssany 6enesu Ha HEBPOTOKCHYHOCT.

6. PAPMANEBTHYHM JAHHU

6.1. CnuchK HAa IOMOMHATE BEIMECTRA
Lactose, corn starch, gelatine, sodium carboxymethylcellulose, magnesium stearate,

colloidal anhydrous silica.




6.2. HechbBMECTHMOCTH

He ca u3Bectrm.

6.3. Cpok Ha rogHOCT

60 Mecerra

6.4, Cienuajiau yCJIOBHS H2 ChXpAHEHHE

JHa ce cpxpaHsBa Ipa TeMneparypa Hax 25°C.
Ha ce ma3u oT CBETJIMHA — Jia ¢& ChXpaHsiBa B KyTHIL.

6.5. JlanBA 32 ON2KOBKATA

Bavicrepn B onakoska o 100 tabnerxu.

7. NPETEAKATEJL HA PASPENIEHUETO 3A YHHOTPEBA

Gerot Pharmazeutika Ges;m.b.H., Amethgasse 3, A-1160, Vienna, Austria

8. PETHCTPAIITIOHEH HOMEP B PETHCTBPA T10 4J1.28 OT 3JIAXM
9600015/10.01.1996

9.JJATA HA ITHPBA PETHCTPAIIAA (BBJTAPHA)

10.01.1996

10. TATA HA IOCJIENHA PEJAKINAA HA TEKCTA
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