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1. HAMMEHOBAHUE HA JIEKAPCTBEHUA IIPOAYKT
Gabitril 5 mg film-coated tablets

'adurpua 5 mg puiIMHpPAHH Ta0JIeTKH

2. KOJIMYMECTBEH U KAYECTBEH CHCTAB
Bcdaka TabmeTka cpaBpKa:

Tuarabun 6e3BoIeH 5 Mg (KATO XUAPOXIIOPUA MOHOXUIpaT) (tiagabine hydrochloride
monohydrate).

3a IBbJIHUS CIIHCHK Ha [IOMOIIHUTE BellecTBa: BUXK T. 6.1.

3. JEKAPCTBEHA ®OPMA

5 mg: Tabnetka. bsana, opajHa, J€Ko H3NMbKHAIA GUAMHpaHa TabJeTKa, MapKHpaHa C
“251” ot enHara crpaHna.

4. KJIIMHUYHU AAHHU

4.1. TepanesTHYHH MOKA3ZAHHSA
JIoOOBIHUTENHO JICHCHWE HA NApPIUAATIHKA I[pUIIaIbin ¢ wim  0e3 BTOpHYHA
reHepajn3anisd, KOWTO HE ca JICKYBaHH YCICIIHO C JAPYTH AHTHCITHJICITHIHH
NEKApCTBEHU IIPOAYKTH.

JlexkapcTBOoTO TPsIOBA Jla € M3MOJI3BA CaMO IIPH BB3pacTHU | A¢lia Hal 12 roauHHu.

4.2. 103upoBKA H HAYHH HA IPUI0KECHHE
Gabitril ce npunara nepopaitto u TpsaOBa Ja ce IpHueMa II0 BpeMe Ha XpaHeHe.
CxeMaTa Ha po3upaHe TpadBa Ja OblJe HHAHBHAYAIU3UPAHA CIIOpen OCODEHOCTUTE HAa
BCEKH ITAlIUEHT, KAaTO BH3pacT, yepHoApoOHa QYHKIIUA U CHITBTCTBAIIC JICUECHHUE (BUIK.
4.5 BzauMoaeiicTBHA ¢ APYTH JeKapcTBa U Apyrd GopMu Ha B3aWHMOLEACTBHS ).
Havansara gueBHa A03a TpsOBa aa Opje npuera €JHOKPATHO WIH pa3felicHa B JIBE
no3u. Ilopoepxaiara JHEBHA 103a TpAOBa Aa € pa3AcicHa B JIBEC WK TPH €IUHHYHU

HJO3H.

Tiagabine He ce npenopbhyBa 3a ynotpeda mpu aeua nox 12 roJuHu nopaay Junca Ha
ITaHHMY 3a 0e30macHOCT B ePuxacHoCT (Bux 4.4).

Bw3pacmnu u 0deya nao 12 co0unu.

[1py e fHOBPEMCHHO MMPHEMAHE C ICKAPCTBA, CH3UMHH HHIYKTOPH:!
Hauasinara auHeBHa no3a e 5 — 10 mg tiagabine, mocjeABaHO OT CEAMHYHO
MOBUINABaHE Ha jgo3ara ¢ 5 — 10 mg/mHeBHO. O6HMuaknaTa MOATBPK iie
[TAUHEHTH, KOHMTO IIpHeMaT JeKapcTBa, HHAYLHpAallU 4YepHOIApPoO
cucteMH € 30 — 50 mg/nuesHo. Jlo3n no 70 mg/nHEBHO c€ TIOHACAT 110
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[Ipy manveHTd, KOHTO HE TpHEeMar JIGKApCTBa, WMHAYIHPAIK 4epHOAPOOHUTE
CH3UMHH CUCTEMH

Hawamuara aueBHa no3a ¢ 5 — 10 mg tiagabine, nocieOBAHO OT CEIMIYHO
MOBHIIABaHe Ha Jo3aTta ¢ 5 — 10 mg/mueBno. Obuyaiinata noagppKala n03a IpH

MallMCHTH, KOMTO IIpHEMAaT JIeKapcTBa, WHAYLHUPAIIM HYCPHOAPOOHHTE €H3IUMHU
cucteMu € 15 — 30 mg/aHeBHoO.

llayuenmu 6 nanpeonana ev3pacm. HsaMa chilecTBEHAa IPOMSHA  BEB
(hapMaKOKHHETHYHHTE CBOWCTBa Ha tiagabine mpH NAMEHTH B HAIPEAHAIA BBH3PACT.
Hsiva mocTaThyHO maHHH OT KIMHWYHATaA [IpakTHKa 3a yrmoTpebarta Ha Gabitril mpu
NallieHTH B HamnpegHada BB3pacT. llpemopruBa ce tiagabine nma ce m3monssa ¢
BHUMAHHUE B Ta3W Bb3PacToBa I'PyIia.

Hayuenmu ¢ 6vbpeuna nedocmamwvuHocm. brOpedHaTa HENOCTATHYHOCT HE
moBjusBa (apMakOKMHETHKaTa Ha tlagabine, 3aToBa IIpM Te3W IALMEHTH HE €
HeOOXOMUMa TIPOMSAHA B JO3HPOBKAaTA.

Hlayuenmuy ¢ yepedena wepnodpobua gyuxyua. Tiagabine ce MeTabonMU3Hpa B YepHUS
Apod. PapMaKOKHHETHKATa Ha JIEKAPCTBOTO € MPOMEHEeHa INPH MalHeHTH C JIEKO [0
YMEPEHO YBpeAeHa YepHoApobHa pyHKUus (BHXK 5.2, PapMaKOKHHETHYHH CBOMCTBA),
3aTOBa JO3HpoBKaTa Ha (abitrll TpabBa ma 6bphe amanTHpana upe3 HaMaldBaHe Ha
UHIUBHAYATHATE JO3H W/WIKM YABJDKABAHE HA HMHTCPBAIATE MCXKIY OTHACITHHUTE
IPHEMH.

4.3. IIlpoTuBONOKA3AHUA
Gabitnll He TpabBa na ce U3I0JI3Ba IPH:
- CBPBXUYBCTBUTEIHOCT KbM tlagabine vl HIKOE OT MIOMOIIMHUTE BEIICCTBRA.
- TeXKO YBpeleHa yepHoApoOHa GyHITHS.

llopanu munca Ba JaHHHA OT KIMHUYHATA npaktuka, (Gabitril 5 mg oOukHOBEHO He ce
NIPEHOPHYRA [IPHA TEHEpAIU3MPaHa SIHICICHA, 0COOCHO IIPU HAUOIMIATHIHATE (POPMHU C
abcancym ¥ cuHapoM Ha Lennox Gestaut, unum nmomobnu dopMm (BHXK Touka 4.4,
Crnenuansy IpeaynpexXIcHH U CIICIHMATHE Opeia3Hi MEPKH 3a yroTpeda).

4.4. CrienquaJ HH NPEAYNPEXKIACeHU ¥ CIIENUATHH NpealasHi MEPKH 3a yroTpeba

[lpn manyenTy, NEKYBAHU ¢ AHTUENTWICIITHYHHM JICKAPCTBA 11O Pa3IuYHA [IOKAa3aHHs Ca
ChOOIaBaH! CYHMUMIHA UICAllM U IIOBCACHHE. MeTa aHanu3 Ha paHIOMH3HpaHH,
1a1e00-KOHTPOJIHPABY U3IIATBAHUA HA aHTUEITHICIITHYHH JICKApCTBa CHINO II0Ka3Ba
MaJIbK, HO [IOBHIIEH PUCK OT CYHIHAHA HACAIIHA K MOBEACHUE. MeXaHu3MBT Ha TO3HU
PHUCK HE € ACEH U HUTHYHHUTE JIJAHHH HE U3KIIOUBAT BE3MOXKHOCTTA 3& MMOBUIICH PUCK
IIpU THArabuH.

3aToBa IMamHEHTHTE TpAOBa da ObIaT MpocieIaBaHH 3a IIPU3HANY Ha CYHIUIHA
HJIcaid ¥ NOBEJeHHUE 1 TpAOBa Ja ce IpeAnprueMe CHTBETHOTO JIeucHUE. Ha
MAIUEHTUTE (M XOPaTa, KOUTO CE TPHXKAT 33 TAX) TpsAOBa aa ce 00LpHE BHUMAHHBE 13
MOTHPCAT IEKAPCKH CHBET, B C/Iy4al, Ue ce MOABAT NPUIHALM Ha CYULMHA UTeallud U
[TOBEICHUE, T

IlocT MapKeTHHIOBH AOKJIAAW IIOKAa3BaT, 4de yvirorpedara Ha (Gabitri
IOsIBA Ha HOBH IIPUIAABIMN M status epilepticus npu nanueHTH
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Bbnpexku, e npunaibiy ca choOMABaHM W IpH NAUMCHTH, NPHEMAIM HOPMAIHH
JIHEBHH 1034 OT tiagabine, IOBEYETO OT CHLOOINABAHWTE CIyYaM Ca OHAM CBBP3aHH C
npenosupane (8ux 4.9, Ilpenozupane) unm cieacTeie Ha OEP30 THTPHPAHE HA {O34TA.
Jlpyru ¢akropu, KOHTO Morar ja IOIpPUHECAT 3a pa3sBHTHE Ha NPHIANBIH TPH
NAlUEeHTd ©Oe3 OaHHM 3a CINWJIENCHS, BKIOYBAT MEIHIIMHCKHM CBCTOSHMS WIH
CBITBTCTBAIIO JICYEHHUE, KOUTO MOTAT Ja [IOHWXAaT IIpara 3a MmosiBa Ha IpUIaIbLH.

besonacHoCcTTa M edekTHBHOCTTa Ha Gabitril He ca OWIM YCTAaHOBEHH 3a IPYro
NOKa3aHWe, OCBEH KaTO JOIILIIHATENHO JeYeHHe Ha MAapHHAIHU IpUNalIbly ¢ UM 6e3
BTOpPHYHA I'e¢HEpaJIN3allds IIPH BBE3PacTHU H IIOJApacTBaIlX Haja 12 roIuHy, KOUTO HE
ca JIEKYBaHH YCIICIIHO ¢ XPYTH AHTUECTIHIETITUYHH JICKapCTBEHH IIPOAYKTH.

T1agabine He ce mpemopryBa Ha Jena mod 12 rojuHM IOpajgd JHICA HA JAaHHH 33
OezonacHocTTa U eheKTUBHOCTTA (BUXK 4.2).

[Topanu dakra, ye tiagabine neitctea mo GABA-epruyed MeXaHU3bM U Bb3 OCHOBA
Ha JaHHUTE OT MPOYYBAHHA IIPH EKCICPMMEHTAJIHH >KHBOTHHY, HE MOXE 14 Cce
M3KJIOYH PHCK OT BJOIIaBaHe Ha abcaHCHTE NpH MallMeHTH ¢ TeHepaM3MpaHa
CIIUIIETICHS, JIeKyBanu ¢ (Gabitril.

KakTo mpH BCHUKH IPOTHBOCHUICHTHYHM JIEKApPCTBA, BHE3AMHOTO IPEKHCBAHE HA
JICYSHHETO MOXKE Ja IIPHYMHY BH3CTAaHOBIBAHE HA I'bpYoBeTe. [IpenmopruBa ce no3ara
Ja ce HaMaJIgBa IOCTEIIEHHO 3a MIEPHO OT 2-3 CEIMUIIH.

[Ipy manmeHTH ¢ aHAMHECTUYHH IaHHU 3a CEPHO3HM IOBEACHYECKH IpoOieMu,
BKIIIOYBAINM T'EHEpANMU3UpaHO OC3MOKONUCTBO M JENPECHs, HNMa PHCK OT
BE300HOBSIBAaHE HA TE3U CHUMIITOMH IO BpeMe Ha JedenueTo ¢ Gabitril. Tesu edexrn
MoraT Aa ce HaOJIMAaBaT M C JAPYTrH IPOTUBOCHUIICIITUYHH JcKapcTpa. JledeHHeTO
Tp40Ba 1a 3all049He C HUCKa HayallHa 4034 IPH BHAMATEIHO KIMHHYHO HaOIIoMeHHE.

[Ipu yrnotpedara Ha tiagabine, 1ogo6H0 HA APYrd aHTHECTHISIITHYHH JICKAPCTBA, MPH
HAKOHM MTauueHTH O MOIVIO Aa HaO/IroAaBa YBENMUABAHE HA 4YECTOTATa HA I'bPYOBETE
HJIM II0JIyYaBaHE HA HOB BHJ I'bpYOBE. T€3M ABNEHHS OMXa MOIIM Jla ce OBhJDKaT Ha
IpeO3UpaHe, IOHIKABAHC HAa I[UIA3MEHHWTE KOHIIEHTpAlMM Ha eJXHOBPEMEHHO
[IpUJIaraHy IPYyrd aHTHENTWISIITUYHY JICKApCTRa, IIporpecupane Ha 3adogBaHeTO WIH
napajgokcaieH eexT.

JloknmaasaHu ca CHOHTAHHY €KXHMO3H I[pH yIoTpebara Ha tiagabine. AKo ce
HaOMOAaBaT €KXUMO3H, € HeOoOXOAUMO H3Cie/BaHe Ha NI'hJHA KpPbBHA KapTHHA C
adgepeHInanio OpoeHe, BKIIOYATENHO OpoeHe Ha TPOMOOIIATHTE,

OnucaHu ca peKd ciaydad Ha JedekTtd B 3puTeaHoTo noje. IIpw BL3HMKBaHe HA
3pUTEIIHU CUMIITOMH, [MAIUEHTHT Ja ¢€ HACOYBA KBM O(TAIMOJIOr 33 JONBIHUTCIHA
OLICHKA, BKJIIOYUTEIHO HEPUMETPHUS.

[lopagy Hanmu4uero HA JIAKTO3a B JIEKAPCTBCHUS MPOAYKT, NAUUEHTH C _PEAKY
L S
HacCJICACTBEHH HapyIIeHHS, KaTO TAlaKkTO3ECMHs, JTaKTO3Ha HEﬂGCT&Pﬁﬁ@@H ;@\ﬁi\
TTHOKO3€H/ TalakTO3¢eH CHHAPOM Ha ManabcopOIHsa He TpabBa ma/AippeMar —To3i
NeKapCTBEH NPOOVYKT. Z 5
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4.5. BzanmoneicTBus ¢ APYTH JeKAPCTBA H APYrH GOPMH HA B3aHMOJeCTBHS
IlpoTuBOCIIUNIENITHYHKTE ICKAPCTBA, KOUTO MHAYLUHPAT YEPHOAPOOHHTE E€H3MMH OT

rpynmata Ha CYP450 xaro denutonn, xapbamazenun, GpeHoGapbHTAT M IPHUMUIOH,
MoBHMIIABAT MeTabOIHM3Ma Ha Ha tiagabine.,

Pudamnmnun (maxykrop Ha CYP450) nosmumasa MetabomsMa Ha tiagabine.

llpn xomMOMHHpaHe Ha €IHO HJIM HAKOJIKO OT Te3d NeKapCTBa (aHTHEMHICNTHYHH
CpelCTBa, pHpaMIHIMH), Jo3aTa Ha tiagabine 64 morna ga 6bae aganTupaHa upes
[IOBUHICHHE Ha JHEBHATA 4034 W/HIH IIO-YECTH IIPHEMH, 3a 4 C€ MOCTUTHE KIHHNYEH
eexT.

Gabitrll HAMa KIMHHYHO 3HAYMM e(eKT BBPXY IUIA3MEHHTE KOHIEHTpADHH Ha
¢pennTonH, KapbamazenmuH, ¢eHobapburan, BammpoaTw, BapapdHH, THFOKCHE,
TCOQUIINH U IEPOPATHUTE XOPMOHAIHY KOHTPALIEIITHBH.

CHMeTHIIMH HAMA KIMHUYHO 3HAa4MM e(eKT BBEPXY IUIa3MEHMTE KOHIEHTPAIlMM Ha
tiagabine.

4.6. bpeMeHHOCT ¥ KbpMeHe
[Ipy onmuTH ¢ CKCICPHMEHTAIHH >KHBOTHM HE € YCTAHOBEH TEPATOreHEH e(eKkT Ha
tiagabine.
IIpy mpunoxeHue Ha tiagabine B MHOIO BHCOKH 103H, o0aue, ce HabmonaBa epu- U
NOCTHATATHA TOKCHYHOCT IIPH €KCIEPHMEHTATHUTE XHUBOTHH.

Knuavanuar onut ¢ ynoTpedara Ha (abitril npu OpeMeHHM KeHu € OrpaHHYEH.
Hsima nasau 3a ynotpeba na Gabitril mmo BpeMe Ha KbpMeEHE.

[lopagun munca Ha JOCTATBYHO KIMHUYEH ONHUT, HE Ce Ipemnoppusa yIorpebara Ha
(rabitril mo BpemMe Ha OpeMEHHOCT U KbpMEHE.

4.7. K exTH BBPXY cniocofHOCTTA 32 modupaHe H padora ¢ MAIHHH
Gabitrll MoxXxe Ma npuuMHM BHEHE HA CBAT WM IPYTH HEBPOJOTHYHU CHUMITOMH,
0co0eHO B Ha4aiOTO Ha JedeHueto. [IpenoppuBa ce BHUMaHHE IPH yrnoTpedaTa Ha
JIEKAPCTBOTO OT CTPaHAa Ha NALMEHTHUTE, [IpH modHupaHe UM IpH paboTa ¢ MalIAHH.

4.8. HexxemaHM JIeKapCTBEHH peaKINH
Hexemanure JiekapcTBEHH peakuuy ca OOMKHOBEHO JIEKH OO yMmepeHH. [loBeueTo

PCaKIUHU Ca IIPEXOIHHU CC H 11O0ABABAT I10 BpECME HaA @%&Ta Ha THTpallii.

I{enmpanna u nepucpepra nepena ciucmema

MHuoro gectu (>1/10): BUCHE Ha CBAT, TPEMOD.

Peaku (>1/10000; <1/1000): HekoHBYJICHBCH eMUICIITHYEH craryc, 3abasena EEI,
CBBp3aHa ¢ Obp3a TUTpaUNOHHA (ha3a MK IpH DOBHINIABaHE HA 03aTa Ha tiagabine.

Buzyannu napywienun
Penxu (>1/10000; <1/1000): medekTr B 3pHTEIHOTO THoJC (BHXK T. 4.4

NpeOyIpe)KICHUA U CIICIMAIHU ITPpEeAIa3HU MEPKH 3a yIIoTpeba)

HHcuxuampuurnu HapyueHun



Fabumpun 5 mg puamupanu mabremxu 5

MHoro yectd (>1/10): CLHIUBOCT, MOTUCHATO HACTPOEHHE, Oe3PHYHHHA HEPBHOCT,
3aTPYAHEHHS B KOHIIEHTPAIIUITA.

Hectu (>1/100; <1/10): emounoHaIHa 1aGHIHOCT.

Penxu (>1/10000; <1/1000): ofbpkaHocT, mapaHOHMAHH pEAKNMH (XATONHHALIMH,
BH30YV1a).

HeunzsecTHa vecrora: eHuehanonaTvs.

APAHOCMUIAMEHA CUCMEMA
Yectu (>1/100; <1/10): nmapus.

Kpve u kppeomeopra cucmema
Yectu (>1/100; <1/10): exxumosum (Bwk 1. 4.4. Crneudanny IOpeRylpexIcHUS H
CIICIMAIIHY [IPEAIIa3HU MEPKH 3a ynoTpeba)

Apyzu
Yectu (>1/10): otnagHamocT.

[locTMapKeTHHTOBH

llocTMapkeTuHroBu cr00LICHUA NoKa3Bar, ye ynoTpedara Ha (Gabitril, Moxe na 6bae
CBbP3aHA C IpOsBa Ha HOBU TI'BPYOBE W status epilepticus npu mamueHTH O€3
EIUIICNICHA, JTEKYBaHU ¢ tiagabine 3a Heo/obpeHO mokazanue (BUXK 4.4. Crenuaind
OpeayIpeXICHNS U CICINATIHY IpeAIIa3Hy MEPKH 3a yroTpeba).

4.9. IIpexosupane

CHUMIITOMHTE, KOMTO 4YECTO CBIBTCTBAT Npeno3upaHeto Ha Gabitril, npuroxen
CaMOCTOSTE/IHO HIIH B KOMOMHALMA C APYTH JeKapCcTBa, BKIOUBAT status epilepticus
IPYA MAMUECHTH ¢ UK Oe3 aHaMHe3a 3a CHHIICIICHSA, MBIYAIMB U 3aTBOpeH B cede cH
ManueHT, KOMa, aTaKkCus UM HAPYIIEHWE B KOOpPAHWHALMATA, CHHIUBOCT, 3aMaiiBaHE,
OOBpKBaHe, HAapyILIEHUs B rOBOpa, Bb3OyHa, MUOKJIOHHYHH I'bPUYOBE, BBIHOOOpazeH
CTYIOP, TPEMOP, NOBPBUIAHE U BpaXaeOHOCT.

B pesynrar o1 npunagbuuTe Moxe aa 0pa¢ HabnogapaHa pecnupaTopHa Aenpecus.

HsaMa moCTMapKETHHIOBH CHOOIIECHUS 3a (PaTaTHO NpeAo3upaHe HpH CaMOCTOSATEIHO
npuiioxkende Ha Gabitril (no3u mo 720 mg), BpOpPEeKH 4Ye NpH OmpeaeciaeH Opoi
MAlMCHTH C€ € HamoXmWia HMHTYOAllUuss W amapaTHa BEHTWIANHUA, KATo YacT OT
JICYCHHUETO Ha status epilepticus.

B ClIydal H4a NpCao3upaHc C€ IPCHoOpbhYBa CTAHAAPTHO CHMTOMATHYHO JICYCHHC.
Moxe Jdd CC IIPCHIOPhHd XOCIIUTATH3AIHA B CJIYHaH Ha TCKKO CBPBXI03HUpPaHC.

5. PAPMAKOJIOT'HYHU CBOHCTBA
3.1. PapmMaxkoANHAMHYHY CBOHCTBA

(dapMmaxkoTepancBTHYHA I'PYNa; aHTHENHIESITAYHO TEKapCTBO.
ATC roa: NO3A G06.

Tiagabine € aKTHBEH ¥ CENCKTUBEH HHXHOWTOP HA HEBPOHATHHA U I
Ha LiHC meBpomenmnaropa raMmaaMuHoMaciieHa kucejmHa (GABA).
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Jleuenuerto ¢ Gabitril Boau 1o noeumnapa Ha kKoHIeHTpauusaTa Ha GABA B MO3BKa.

Tiagabine He nposBsiBa 3HAYMM a(QUHUTET KbM Apyru HeppoMeauaTopu B LIHC, u He
[IOBJIMABA TIXHOTO PEHENTOPHO CBBP3BaHE MM uptake B MO3BKA.

5.2. PapMaKOKHHETHIHH CBOHCTBA
Abcopbyus
Tiagabine Obp30 ¥ HoOYTH HaABIHO ce abcopbHpa OT raCTPOMHTCCTHHATHUS TPAaKT.
AbcomoTHata My ouonannmuHoct € 89%. Ilpunoxenuero Ha tiagabine mo BpeMme Ha
XpaHEHE IOHM)XaBa MakcMMyMa M 3a0aBsi BpeMETO 3a JIOCTUraHe Ha MAaKCHUMAaJIHa
Ja3MeHa KOHIEHTpauus, Ho 0e3 mpoMaHa B 001I0TO abcopOUpaHo KOJIUYECTRO.

Paznpeoenenue
O0eMpT Ha pasznpenciacHue ¢ npubmuzutenHo 1 L/kg. CBbp3BaHeTo ¢ MJIa3MEHHU
IPOTEHHU € 0KOJIO 96%.

buompanchopmayun/Enumunupane

[Ipu xopa, tiagabine ce meraboausupa OCHOBHO upe3 eH3UMHaTa cucteMa Ha CYP3A
B UepHHUS Ip00.

Hsama mokazarenctra, 4e tiagabine maayuupa wim uaxudupa CYPP450.

[Ipy enHOBpeMEHHO IIPWIOXKEHHWE, APYrd AaHTHENWICONTHYHH JICKapCTBa KATO
¢enutond, kapbamazenur, peHoGapOUTal U MPUMHUIOH, IOBUINABAT YepHOAPOOHHA
KJIHPBHC Ha tiagabine.

[Tpr koMOMHAIHS C TE€3M JICKApCTBa, ILUIA3MEHUAT IIOJYKHMBOT Ha tiagabine, KOHTO
HOpMaJiHo € 7 — 9 yaca, ce noHMkasa 0 2 — 3 yaca.

[To-mankxo oT 1% ce eKCKpeTHpa HEIPOMEHEH B ypUHaTa, a 14% ce eKkcKperupa Iox
dopmaTra Ha IBa 5-0KCO-THOJIEH M3oMepa. (OcraHanmara 4acT ¢€ €KCKpeTHpa IIoJ
dopmara Ha MeTabOMUTH BHB (ekamuute. He ca HACHTHOUUUpaHW aKTHBHU
METa0O0HNTH HA JIEKapCTBOTO.

Yepnoopobna neoocmanmetnocm

[IpoyuBaHe HpH TMAUMEHTH C JIEKa OO CPEAHO YBpeAcHa YepHOApoOHA (PYHKIMA e
nokazano 50% IoBUIleHNEe HAa MAKCHMAJTHATA [JTa3MeHa KOHIEHTpalus Ha tiagabine u
70% yBenuueHue Ha minowra nox Kpusara (AUC). Bpemero Ha nosyXKMBOT Ha
tiagabine ce yIbXKaBa B 3aBUCHMOCT OT CTeIEHTa Ha yBpeXkJaHe Ha YepHOIpoOHATA
byukuus. [lanmeHTH ¢ TeXXKo yBpeXaaHe Ha YyepHOIpoOHara (pyHKius, obave, He ca
BKJIFOUEHH B H3CIIEOBAHETO (BHK T. 4.3., IIpoTUBOIIOKA3aHHA).

JlozupoBkara Ha tlagabine TpsadOBa Ja ce KOpUIrHpa IpH HalHeHTH ¢ IEKO 10 YMEPEHO
yBpeXJaHe Ha dyepHoApoOHara QYHKUMA (BHX Toduka 4.2., JI03HpOBKa M HA4YHMH Ha
[TPUIIOKEHUE).

5.3. [IpeakIMHMYHEN JAHHHA 32 0€30MACHOCT
[TpoABIKHUTEIHO NPOYYBAHE 3a KaHIEPOIeHHOCT IIpH IIBXO0BE, II0KA3Ba JIEKO

MOBUNIABAHE YECTOTATa HA CIYYauTe ¢ XCHATOLETYJIapHH RJCHOMH INPH JKEHCKHUTE
JKUBOTHU BBB BHCOKH ao3m (200 mg/kg). JlekapcTBOoTO HE NposBsBa T 13y

epeKTH.,
KnuHu9HOTO 3HaYeHHE HAa Te3W aHOMAJIHH € HEU3BECTHO.

6. DPAPMAIEBTUYHH CBOUCTBA
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6.1. CniMCBbK HA NOMOIIHHTE BEIECTBA
Tabnerka:
Mukpoxkpuctainia nenynosa (E460) (Cellulose, microcrystalline)
AckopbuHoBa kucesmua (E300) (Ascorbic acid)
JlakTo3a, Ge3roana (Lactose, anhydrous)
[IpexxenaTHHHU3HpaHO IapeBH4YHO HumIecTe (Starch, pregelatinised (maize)
Kpocniosraon (Crospovidone)
Cumnnues quokcus, xonouneH 6e3sogeH (E551) (Silica, colloidal anhydrous)
XugporeHupaHo pacturenHo macio (Type I) (Hydrogenated vegetable oil)
CreapuHoBa kucenmna (Stearic acid)
Maruesues cteapat (Magnesium stearate)

OuamMoBo NoKpHUTHE:

Xumnpomenosza (Hypromellose)

Xugpokcunponunenynosa (E463) (Hydroxypropylcellulose)
Twranos auokcuy (E171) (Titanium Dioxide)

0.2. PDH3UKO-XHMHYHH HECHLBMECTHMOCTH
He ca u3BecTHH

6.3. Cpox Ba rogaoct
3 roavHu

0.4. CneusasiHA yCJI0BHS HA ChbXPaHEHHE

0
Ja He ce oxnaxaa (Mexzay 2° C u 8° C) wnu 3aMpa3gna.
Jla ce ChXpaHsaBa B OpHI'HHAIHATA OHAaKOBKA.

6.5. CbcTaB H CHABLPXAHNE HA 0ONAKOBKATA
bey nMonueTHIEHOBH IIHUINIEHLA ¢ TOJMHIPOIHISHORA Kamayka Ha BHHT, o6e30maceHu
3a Jena. Begxko IDMIIEHIE CBABpPXa CBABPXKA MOJUIPONIICHOB KOHTEHHED C
eKCUKaTopeH areHT. Onakoskure chabpkaT 50 winu 100 tabnetkn.

0.6. Hauun Ha npuioKeHne HA JIEKAPCTBEHHA NPOIYKT
Hama crienmaniu npenopbKH.

7. Ume 1 aapec Ha NPUTERATENSI HA pa3pelIeHHETO 32 yoTpeda
Torrex Chiesi Pharma GmbH,
(Gonzagagasse 16/16, A-1010 Vienna

ABCTpUSA

8. Perucrpannoder HoMep:
20000031

9. Jlata Ha NMBLPBO paspemienHe 3a ynorpeéa WM NOJHOBABAHE HAa pa3peHIeHHETO 32

ynorpeda e
26. 07. 2005 .

10. daTa Ha akTyaau3anMga HA TEKCTA
JlexkemBpn, 2008 r.



