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1. HAUMEHOBAHWE HA JEKAPCTBEHWS TPO/
Gabitril® 15 mg film-coated tablets

Gabitril® 15 mg dnamupann rabaeTKH

2. KOMMIECTBEH ¥ KAYECTBEH CHhCTAB
Bosika Tabnetka Gabitril® 15 mg ceoppxa:
AxtiuBHO BelecTBO: tiagabine anhydrous 15 mg (mon dQopmara Ha
hydrochloride monchydrate).
IToMomuu BemecTea: BUX T. 6.1. .

3. JEKAPCTBEHA ®OPMA
Dunmupany TabieTku.
Bsna, opanHa, JNexo H3IrbkHana TabNeTka ¢ ASMMTENHA 4ePTa OT rOpHATa
CTpaHa.
TaGnerkire Gabitril® 15 mg ca mapxupasm ¢ 253 OT [BeTe CTpaHM Ha
JEeNHTENHATA YepTa.

4. KNTWHAYHA TAHHW

4.1, TepaneBTHIHA MOKA3AHHA -
JIOMLIHKTENHO JieYeHMe Ha TapUHaiHM Tpunagsly ¢ Wi Oes BTOpHHHA
reHepanu3aiisi, KOMTO He Ca JIEKYBaHH YCIEITHO ¢ APYTH aHTHENHNEeNTHYHY
JIEKAPCTBEHU NPOIYKTH,

JIexapcTBoTo TpsAOBa fia ce H3MON3Ba CaMo MpH BB3PacTHH M Hena Hax 12
rOAMHM.

4.2. lo3upoBKa ¥ HAYUH KA NPATOKCHHE

JHepHaTa no3a TpsAbBa na Obxe pasnpeneneHa B TPH OTASTHH HO3H.
Gabitril® 15 mg ce npurara mepopanHo u TpsOBa Ha ce NpreMa [0 Bpeme Ha
XPaHeHe. ‘

Buspacmuu u deya nad 12 zodunu: Havannara mresna posa € 7.5 — 15 mg

T T tidgabine, OCHeiBaHo OT CEAMIHO ToBHIaBaHe Ha jo3zata ¢ 5 — 13

mg/nuesso. ObuyaiiHaTa nopabprkaIna 033 NP NAUMEHTH, KOUTO IpHeMar

AEKApCTBa, HHAYLMPAIH eHsuMHuTe cucremu € 30 — 50 mg/nuesno. Josu mo
70 mg/nHeBHO ce moxacsT xobpe.

IIpr naliueHTH, KOWTO He NpHeMaT eH3MM - HHAYLHpally NeKapcTBa,

- MOXEBpIKAINATa 71033 B Ha4yanoro TpsOBa ma Obpae Hamanenwa no 15 — 30

mg/aqHEBHO.

Hayuenne ¢ 6wbpeyna nedocmamvynocm: brOpeunaTa HEAOCTATHY

nownHsiea papMakoxnuHeTukatTa Ha tiagabine, 3aToBa npH Te3u nanue
HeOOXOAUMA NPOMsIHA B AO3MPOBKATA.



- Gabitril® 15 mg film-coated tablets

Hayuenmu e wanpeonana ewspacm: Hava CbIECTBEHZ TPOMSIHA BLB
dapMaKOKMHETHIHHTE CBOiicTBAa Ha tiagabine npm manMeHTH B HampenHana
BB3PACT. Hsma AOCTATBYHO A@HHHM OT KIMHUYHATA IPaKTHKA 3a ynorpebara
Ha Gabitril® 15 Mg NpY NMaLHeHTH B Hanpenﬂana Bb3pacT. IIpenopwuea ce
tiagabine za ce M3MON3Ba C BHUMAHHE B Ta3H BH3PAcTOBA Ipyma.

Hayuenmu c yepedena yepnoopobua dyurxyus: Tiagabine ce meTabonusupa B
yepHus Apob. tI)apmaKomHe'mKa'ra HA JIEKaPCTBOTO € MPOMEHEHA IpH
HalHeHTH ¢ JIEKO OO0 YMEPEHO pre,ueHa uepHoApobHa yHKuws! (BPI}K 52,
DapMaKOKHHETHYHH CBOHCTBA), 33TOBa NO3MpOBKaTa Ha Gabitril® 15 mg
TpsibBa pa Obhe apanTHpaHa upe3 HaMajsBaHe Ha WHRHBHAYAJIHUTE NO3M
w/uny yobiKapaHe Ha HHTEPBAHTE MEXAY OTHETHHTE MPHEMH.

4.3. Ilporusonokazanus
Gabitril® we Tpsabsa aa ce u3noN3Ba NpH:
- CBPBXYYBCTBHTEIHOCT KBbM tiagabine HNK HIKOE OT IIOMOIIHNTE BEIIECTBA
- TEXKO YBPEReHa uepHoApoOHa hyHuus.

Tlopapy nuMnca Ha JaHHH OT KIMHWYHATA TIPAKTHKE, Gabitdl® 15 mg
0OMKHOBEHO He ce INpPeHopbYBa IIpM TeHepaNn3HpaHa emwiencus, ocobeHo
Apn uAHOnaTHyHUTEe Qopmu ¢ abcadou u curapoM Ha Lennox Gestaut, wm
niono6ru Gopmu (Brk Touka 4.4., CielHaTHH NPeRyNnpekaeHHs H CHELHATHI
NpennasHyu MEepKH 3a ynorpeda).

4.4. Cienuanuy NPeAYNPEKRIAEHN M CHEHANHN NPEAa3HI MepKH 32 ynoTpeba
Hopanu daxra, ye tiagabine peiicrsa no GABA-epru4eH MEraHH3b»M H Bb3
OCHOBAa Ha HAaHHHTE OT NpPOYYBaHHS MPU EKCICPHMEHTANHH JKHBOTHH, HE
MOJKe 2 Ce M3KJIOYH PHCK OT BIOINaBaHe Ha abcaHcwTe MpHM NaUMEHTH C
reHepaNn3upaHa enIencys, JekyBany ¢ Gabitril®.

Kakto npu BCHUKM NPOTHBOENMIENTHYHHM JIEKAapCTBA, BHE3ANMHOTO
NpeKLCBAHE HA JIeYeHHETO MO)Ke [Ha NpPHYHHH Bb3CTAHOBSABAHE HA
NpUMNAJBIHTE. HpenoquBa ce [K03aTa na ce HaMangBa MOCTENIEHHO 3a NepPHOL
OT 2-3 ceaMHLH,

Tlpy manMeHTH ¢ aMHECTHYHH JaHHM 33 CEPHO3HM MOBeJleHuIecKy npobnemu,
BKJIOMBAUIH TreHepanusupano 0Oe3nmoxoiicTso M AEApEcHs, HMa puck oT
BE30GHOBABAKE Ha TE3U CHMITTOMH 110 Bpeme Ha jevennero ¢ Gabitril®. Tesu
" eeKTH MOTaT jia ce Habmmonaar i € APYTH TIPOTHBOCNMNENTHYHH JIEKapCTBA.
Jleuennero TpAGBa Ha 3anouHe C HHUCKA HAualHa niosa npu ‘BHUMATEJHO

IKIMHAYHO HabmoneHue,

Ilpn ymorpebara Ha tiagabine, nomobHo Ha JpYrH aHTHENMICITHYHH
NeKapcTBa, NMPH HAKOH NanueHTH 6u Morno Aa HaOmonaBa yRenUdaBaHe Ha
4ecTOTaTa Ha NPHUOAgbLMTE WM NOJyYaBaHe HAa HOB BHA ApHnambim. Tesu
ABNicHHs Ouxa MOTJHM Jia Ce JBIDKAT Ha [pefo3upase, NOHIDKABaHe
MIA3MEHUTE  KOHLEHTpAallMd Ha  €JHOBPEMEHHO  NpMIIaraHu /HPXEHtEHHg,? »
aHTHeTTMNENTHYHH JiekapcTBa, mnporpecupaHe Ha 3abosapax ~0’
napapoxcaneH edexr.
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JloxnanBaly ca CIIOHTAHHM €KXHMMO3M NpH yrnoTpebata Ha tiagabine. Axo ce
HaOMoABaT €KXKMO3Y, € He0OXOAUMO H3CIeaBane Ha NbJIHA KPHBHA KapTHHA
¢ RudeperuuanHo OpoeHe, BKIIOYHTENHO OpoeHe Ha TpombonuTHTeE.

Onucany ca penky ciydyau Ha gedextr B 3puTenHoTo none. Ilpu psHuxsane
HA4 3pUTENHH CHMMTOMM, NaUHEHTHT Ad C& HacouBa KbM OQTanmonor 3a
JONBHUTENHA OLEHKA, BKIFOUHTENHO [TepHMETPHSL.

Ilopapu namuHeTO HA JIAKTO32 B NeRAPCTBEHHS NPOAYKT, TIALMEHTH © PEIKH
HACJICACTBEHH HApYLIeHWs, Karo TajlakKTO3eMHsd, JIaKTa3Ha He0CTaThYHOCT
WIM rEOKo3eH/ TaNakTo3eH CHHAPOM Ha Manabcopbuus He TpsfBa nma
IPHEMAT TO3H JIEKapCTBEH NPOJYKT.

4.5. BzanmogeiicTBMA ¢ APYra JiekapeTsa u Apyrd GopMM HA B3aUMOgecTBHS

TIpoTuBOEnUACITHYHUTE JEKAPCTBA, KOMTO MHAYLMpAT 4epHOApOOHHTE
ensumu ot rpynata Ha CYP450 xaro denaround, kapGamasenuH,
¢enobapburan u npuMUNOH, MOBHINaBaT MeTabolnsma Ha Ha tiagabine.

Pudamnuuus (urayxrop Ha CYP450) nosuinasa metabonusma Ha tiagabine.
Ilpu xombuHMpaHe Ha €HHO UM HIKOJNKO OT Te3H JieKapersa
(amTenunenTHuRN cpexcTha, pudamnuumH), Aosata Ha tiagabine 6u moraa
Fa GBpAe apanTHpaHa uYpes MOBHINEHME HA JHEBHATA 034 WHIM MO-4ecTH
npueMy, 3a A2 e MOCTHIHE KiHYeH edekT.

Gabitril® HAMa KIMHMUHO 3HauHM edeKT BHPXY MIA3MEHHTE KOHLEHTPAlHH
na denutoun, kapbamasenu, ¢eHoOapburan, Banmnpoatd, Baphapu,
JHIOKCHH, TEO(UIIMH H NepOPaHUTE XOPMOHANTHH KOHTPAaUeITHBH.

CuMeTHAWMH HAMAa KIMHMYHO 3HauuM  edexT BHPXy MmiasMeHHTe
KOHLIEHTpaL1H Ha tiagabine. -

4.6. bpemenroCT H KbpMeHe

YIp¥ OTIHTH C EKCIEPHMEHTANIHH XHBOTHH HE € YCTAHOBEH TepaToresneH ediekT
Ha tiagabine.

TIpu npunoxenue Ha tiagabine B MHOTO BHCOKH £o3H, ofade, ce HaOmMO#aBa
MEpH- M NOCTHATANHA TOKCHYHOCT IIPY EKCIIEPMMEHTAIHUTE KHBOTHHU.

KnuuysHEAT onmuT ¢ yrorpebara ma Gabitril® npu GpemenHu xeHu €

OFpaHuYeH. '
Hsawma pnannum 32 ynotpeba Ha Gabitril® no Bpeme Ha KbpMeHe.

Tlopanu junca Ha . JOCTATBYHO KJMHUYEH ONMT, HE Ce §penopbusa
ynorpebara Ha Gabitril® o Bpeme Ha GpeMEHHOCT H KbPMEHE.

4.7. Edexru BbpXy crocofHOCTTA 32 wodupaHe u pabora ¢ MAINNHYE

_—

Gabitril®. Moxe A3 NpPHYMHH BHEeHe HAa CBAT MIH JPYTH HEBPONOTHMHMY:
cumnTomH, ocofeHo B HavanoTo Ha aedenuero. Ilpemoprusa ce Bﬂuym}
npu ynoTpeGaTa Ha JEKAPCTBOTO OT CTPaHA HA TIALMEHTHTE, HpH modhpal

Wiy nipy padoTa ¢ MalIMHN.




Gabitril® 15 mg film-coated tablets

4.8. He:xenanu JieKapcTBeHH PEaKIHK
Hexenanure nexapcTBeHH peakiii ca ODMKHOBEHOC NEKH [0 YMEpEHH.
TlopeueTo peakuyH Cca NPEXOOHHM C€ U MOSBABAT 1O Bpeme Ha asata Ha

THTpaLs.

Henmpanna u nepugpepna nepena cucmema

Msoro uecta (>1/10): BueHe Ha CBAT, TPeMOP.

Penxu (>1/10000; <1/1000). HexoHBYJNCHBEH ENMICNTHYEH cTaTyc, 3abaBeHa
EET, ceopsana ¢ 6up3a TUTpanoHHa (as3a MM IpH NOBMUIIABAHE HA JI03aTa
Ha tiagabine.

Busyannu napywmenus
Penxu (>1/10000; <1/1000). nedexru B spurenHoro noxne (suwx T. 4.4.,
Crieupainy npeaynpexaeHus U crnellHaliii NpeinasHi MepkH 3a yrnoTpeda)

. Heuxuampuunu napymwenus
Mruoro uect (>1/10): ¢HHIMBOCT, MOTHUCHATO HacTpoeHue, Oe3npHHMHHHA
HEPBHOCT, 3aTPYLHEHHs B KOHIEHTPALIHSTA.
Yecru (>1/100; <1/10): emouroHanHa 1abMWIHOCT.
Penxkn  (>1/10000; <1/1000): oOBpkaHOCT, NapaHOMAHH peaKHUH
(xamonunanuy, Be36yna). '

Xpanocuunamenna cucmema
Yecru (>1/100; <1/10): auapus.

Kpve u xpveomeopna cucmema
Yecru (>1/100; <1/10): exxxumosu (Bux T. 4.4. Cnenpanai NpenynpexacHus
W CrnieuManHu NpeanasHu Mepku 3a ynorpeba)

Apyau
Yecrtu (>1/100): oTnagnanocr.

‘ 4.9. Openozupase
)
ChobuieHH ca cam0 HSKOAKO Ciydas Ha mnpenosupane ¢ Gabitril™,
CuUMOTOMHTE Ha Npedo3UpaHe ¢a CHHIMBOCT, 3aMaiiBaHe, TPEMOp, aTaKCHA
HAH HapylLleHHe B KOOPAMHALMATA W B TNO-TEXKH CIy4ad — MBIYalUB H
3aTBOpEH B ce0e CH MALHEHT, PHCK OT KOHBYJICHH.

¥ma crobenne 3a ciyqali Ha KOMa NPH oMo NMPeAO3HpaHe.
B ciyuaii Ha npemo3upaHe ¢e HPEHOPBHYBA CTaHAAPTHO CHMITTOMATHYHO

neuenune. Ilpu BoHukM chiyuau Ha mpeposupane ¢ Gabitril® nanuenrute ce
Bb3cTaHOBSBAT OBp30, 683 HUKAKBU NOCHENHNM.

5. PAPMAKOJIOT'HYHA CBOVICTBA
5.1. @apmakogUHAMHYHHE CBOMCTEA

DapmaKkoTepaneBTHYHA rPYIIa; aHTHEIISNITHYHO JIEKapCTBO
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ATC xom: NO3A GOo

Tiagabine e akTiBeH U celeKTHBEH MHXHOHTOP HA HEBPOHANHKS U TIUANHHS
uptake na ITHC nespomenuaropa ramaamMuHoMaciera kucennna (GABA).

Jleuennero ¢ Gabitril® BOXM IO NOBHINABa Ha KoHueHTpaiwmsata Ha GABA B
MO3BbKa.

Tiagabine He nposBsBa 3HaunM adHHHTET KBM NPYrH HEBPOMENHATOPH B
IHC, u He MOBNMABA THXHOTO PSUENTOPHO CBEP3BAHE WK uptake B MO3BKA. .

5.2. ®apMaKOKHHETHYHA CBOICTBA
Aécopbuyun
Tiagabine 65p30 u mouTH HambaHO ce abcopbupa OT raCTPOHMHTECTHHANIHHS
Tpakt. ABcomoTHata My GuoHanHuHOCT & 89%. IIpunoxkenueTo Ha tiagabine
1o BpeMe Ha XPaHeHe MOHMXaBa MakCHMyMa H 3a0aBs BpeMero 33 JOCTHIaHe
HA MakCHMaJHa IJIasMeHa KOHUeHTpaius, Ho Oe3 npomsHa B 0OWOTO
aGcopOupano KOMMYECTRO.

Pasnpedenenue
O6emsT Ha pasnpenenenne e npubmmsurenso 1 L/kg. Cewmpsganero ¢
MasMeHd NMPOTEeHHH e okoJo 96%.

Buompancpopmayus/Enumunupane

TTpu xopa, tiagabine ce MeTaGoXH3HUpA OCHOBHO Hpe3 €H3HMHATA CHCTEMA Ha
CYP3A B uepHus npob.

Hama noxasarencrsa, ue tiagabine uumynupa win naxnoupa CYPP450.

TIpu enHOBpPEMEHHO MPMIOKEHKE, APYrH AHTHENMUNENTHYHH JIEKapCTBa KATO
(enuronn, KapOaMasenun, ¢enoGapbutan ¥ DNPHMHIOH, IOBHINABAT
yepHOZIpoOHNA KIMPEHC Ha tiagabine.

Ipr KOMOWHAIMS C Te3W NEKapCTBa, IUa3sMEHHMAT MOJYXKUBOT Ha tiagabine,
KOHMTO HOpMalHO € 7 — 9 1aca, ce noHmwxkara 10 2 — 3 yaca.

Ho-manko or 1% ce ekckperwpa HenpomeHeH B ypuHata, a 14% ce
eKckperHpa nox opmara Ha xasa S5-oxco-THOJIEH H3oMepa. Ocranaiarta 4acr
ce ekckperupa noza dopmara va Merabonurr BLB (dexanuure. He ca
uaeHTUOUIHpaHY akTHBHA MeTab0JINTH Ha JIEKapPCTBOTO.

Yeproopodna nedocmamepunocm
IlpoyuBaHe Npu NaLHEHTH C Jieka NO CPEeNHO yBpedeHa dYepHOApoOHA
oo eerdhyHKOMA € nokasano 50% TriosmitieHre “Ha  MakchManHaTta  IUla3MeHa
KOHLEHTpauus Ha tiagabine u 70% ysenuyeHue Ha WiomMTa 1107, KpHBATa
(AUC). Bpemero Ha nonyXuBoT Ha tiagabine ce yamnxkapa B 3aBHCHMOCT OT
CTENEeHTa Ha YBpexyaHe Ha depHoapoOxara ¢ynknus. IlauHenTH ¢ TEXKO
yBEpexxiaHe Ha uepHoppoOHara dyHkiis, obade, He ca BKIIOYEHH B
uzcaensaneTo (Bx T. 4.3., IIpoTHBONOKa3aHH).

Hosuposkarta Ha tiagabine Tpsa0Ba fa ce kOpurupa npH NALHEHTH C JIEKO,
yMEpeHO yBpexhaHe Ha uepHoApoOHara ¢yHknusa (BHXX TOUK gs\/i?,bjtméﬁ;? 7
Jo3UpoBKa ¥ Ha4HH Ha NPHNIOKEHUE). g G
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5.3. HpenxauHIYHM JaHHHE 32 0€30HACHOCT
TIpOABLIDKHTENHO NPOYYBaHE 33 KaHLIEPOTSHHOCT NPH IUILXOBE, NOKA3Ba JIEKO
NOBMINABAHE YECTOTATZ HA CIYYaWTe C XeraTOLeNyJapHH ajeHOMH NpH
YKEHCKUTE >XHBOTHH BBB BMCOKH 103U (200 mg/kg). JlekapcTBOTO He nposBsABa
TEHOTOKCHYHH ePEeKTH.
KIuHHYHOTO 3HAYEHHE Ha TE3H aHOMAIHHU € HEU3BECTHO.

6. DPAPMANEBTHYHW CBOVICTBA

6.1. Cnyucek HA NOMOUIHKETE BEIIECTBA

Tabnerka:
Anda Toxodepon 1.65 mg.
Maxkporoxn 6000 30.0 mg.
Jlakto3a OezBopa pmo 480 mg.
Tank 24 mg.

dunmoso MMOKPHTHE!

Xunpomenosa 5.64mg.
Maxkporon 6000 6.76 mg.
Turanos guokenn (E 171) 2.25 mg.
Tank -

6.2. HecbBMECTHMOCTH
He ca u3ssecTHH

6.3. Cpox Ha rogHocT
3 roguHH

6.4, CrienuaiHy yCJIOBHS HA ChXPAHeHHe
Jla ce cpxpaHsABa NpH TEMIIEPATYPa MOx 25°C.
Jla He ce chXxpaHsBa NPH TEMNEPaTypa MEXAY 2°C 1 8°C (B xnamunuux) u na
HE ce 3aMpasaBa.

6.5. ChcraB W ChABPIKAHHE HA ONAKOBKATA
Benu nonueTMNEHOBH IIHMLIEHUA ¢ HNOMMIPONMIEHOBZ Kanayka HA BHHT,
GezomacHu 3a Aela.
Onaxosxure chabpsxar S0 uau 100 Tabnerku.

6.6. Ilpenopnku 3a ynoTpeda
Hsama criennasHy NpenopbKy

7. llpuTexaren Ha PA3PENIEHHETO 32 yIoTpeda
Torrex Pharma GesmbH,
Lange Gasse 76/12, A-1080 Vienna,
Austria

8. Per. Ne na pazpemenreTo 3a ynmorpeda:
20000033/04.02.2000
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