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JIncroBka: nudopmanus 3a norpedHTE s A/

Tpuaentan 300 mg puamMupanu TadJIeTKH
Tpuaentan 600 mg ¢uamupanu TadjieTKH
Trileptal 300 mg film-coated tablets
Trileptal 600 mg film-coated tablets
okckapOa3zenuH (oxcarbazepine)

[Ipouerere BHHMATEHO UAJ1ATA JHCTOBKA, NIPE/IH /12 3aNI04HeTe 1a IPHEMAaTe TOBA JIEKAPCTBO, ThH

KaTo TH ChAbp:Ka BakHa 3a Bac nudopmanns.

- 3amnasere Ta3u JTMCTOBKA. MoOXe J1a ce HalloXkKH Ja s NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTEIHH BbIIPOCH, nonuTaiTe Bawus nekap, papmMaueBT HiH
ME/IMLIMHCKA CcecTpa.

- ToBa nekapcTBo € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrensaiite Ha pyru xopa. To moxe na
UM HaBpE/H, HE3aBUCHMO Y€ MPHU3HALMTE HAa TAXHOTO 3aDoJisBaHe ca chluMTe Kato Bawuure.

- AKO NOJIyYHTE HIKAKBM HEXENaHu peakluu, yseaomere Bauusg nekap, gpapMaueBT nin
MeJMLIMHCKa cecTpa. ToBa BK/IKOUBA U BCHYKH Bb3MOXKHH HEXKeJIaHW peakluHi, HEONUCaHH B Ta3u

nuctoBka. Buxkre Touka 4.

KakBo cbAbpxKa Ta3H JHCTOBKA

KakBo npejcrasnspa TpuienTan v 3a KakBO Ce€ M3I10J13Ba
KaxBo TpsOBa aa 3Haere, npeau jaa npuemere Tpuienran
Kak na npuemare Tpuienrai

Bb3M0okHM HEXEJIaHH peaKkLvu

Kak na cexpansBare Tpuienrai

ChbabpKaHKe HAa ONAKOBKATA W JAOMbIHUTEIHA HH(OPMALIMS

R

1. Kakso npeacraBasiBa Tpuienraj ¥ 3a KakBo ce H3110/13Ba

KakBo npeacrasasiBa Tpriaenrad
Tpuisienran cb/AbpkKa akTHBHOTO BELIECTBO OKCKapOa3emnuH.
Tpusientan npuHaAlexH KbM rpyna JieKapCcTBa, Hape4eHH aHTHKOHBYJICAHTH WJIH aHTHENHWJIeNTHLN.

3a xakBo ce u3noua3sa TpuJjenra

JlekapcTBa kaTo TpuienTta ca CTaHJIapTHOTO JIeYeHHE Ha EMHJIETICHATA.

[TauMeHTHUTE C MOCTaBeHa JIMarHo3a enuiercus UMart NoBTapsLLU CE MPUCTBITH HIIH IbPYOBE.
[IpucTbNMTE HACTBIBAT MOPAJAH BPEMEHHO pa3CcTPOHCTBO B MO3bYHATA €JIeKTPONpoBoaAnMocT. HopmaiHo
MO3bYHHUTE KJIETKH KOOPJAMHUPAT JIBUKEHHUATA HA TAJIOTO Ype3 H3lpallaHe Ha OpraHu3upaHu U
NOJPE/IEHH CUTHAJIM MO HEpBUTE 10 MycKyauTe. [1pu enuiencus MO3bYHUTE KJIETKH H3MNpalat
NpeKajeHo MHOIro HeopraHu3MupaHu curHaiu. PesyntarbT Moke aa Ob/Je HEKOOPIMHHPAHH MYCKYJIHH
JNBHKEHMSA, KOUTO C€ Hapu4aT enuJIenTHYEH MPUCTDII.

TpunenTan ce W3M0J3Ba 3a JICYEHHE HA NapLHAJIHU PHCTBIH CbC WK 0€3 BTOPUUHO reHepan3upaHi
TOHWYHO-KJIOHHYHH rbpuoBe. [lapLuuanHuTe NpUCTbHNM 3acAraT OrpaHuyYeHa 001acT OT MO3bka, HO MOraT
71a ce pa3snpoCTPAHAT B LN MO3bK M J1a NIPE/IM3BUKAT reHepaii3upaH TOHUHYHO-KJIIOHHYEH I'bpy.
ChlL1eCTBYBAT /IBa BU/Ia MAPLMAIHU MPUCTBIHU: MPOCTH H KOMIUIEKCHH. [Ipn npocTHTe napunantu
MPHCTBIK NAallMEHTHTE OCTABAT B Chb3HAHME, OKATO MPH KOMIUIEKCHUTE Ch3HAHHETO Ha MallMeHTa e
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Tpunenran AeHcTBa KaTo AbPKH NMOJ KOHTPO “CBPbXBb30yAuMHUTE” HEPBHHU KiIeTKH. 1o TO3K HauuH
MOTHCKA HJIM HAMAJIABA YECTOTaTa Ha MPHCTHITHUTE.

Tpunentan MOXe Aa ce U3N0A3Ba CAMOCTOATENIHO MK B KOMOMHALMSA € APYTH AHTHENKHIENTHYHH
CpeacTRa.

B Haii-061Ma cny4aii IeKapArT Lie ce OMUTa Aa HaMepy €4HO JIEKApPCTBO, KOETo JeAcTBa Hain-100pe Ha
Bac unu Bawero aere, HO MpH NO-TEXKUTE GOPMU HA EMUAENCHS 33 KOHTPO. Ha MPHUCTBIINTE MOXE Ja €
HeoOxoanMa KOMOHHALIMA OT ABE WM NOBEYE NEKApCTBa.

Tpunentan e npeaHasHaveH 3a ynotpe6ba npH Bb3pacTHH H J€Ua Haa 6 roAnHH,

AKO HMaTe HAKAKBH BBIIPOCH OTHOCHO AEHCTBHETO Ha Tpuientan HiIH 3all0o TOBa JEKAPCTBO €
npeandcano Ha Bac, nonura#ite Bawua nekap.

2. Kakpo Tpa0Ba aa 30aeTe, Npean Aa npuemere Tpuaenran

Cneagaiite BHHMATENHO BCHYKH HHCTPYKLHH, JaaeHud By ot Bamng nekap, 1opn ako Te ce pa3/jiyyasar
OT HHGOPMALIUATA, ChABPKALLA CE B TA3H JIHCTOBKA.

IIpocaensBaHe Ha JedeHHeTo ¢ Tpuaentan
[lpeaun u no BpeMe Ha neueHnero ¢ Tpunentan, Bawnar nekap Moxe Aa By Hanpaeu KpbBHH
W3CNIeIBAHKA, 3a /1a Ce ONpeeiH noaxoasiuara 3a Bac no3a. Bauinsr nekap we npeueHy Kora aa Bu

ObJAT HAaNPAaBEHH TE3W U3CNIEABAHMS.

He npuemaiiTe Tpuientan

. aKO CTe ANIEPrMYHU KbM OKCKapOa3enuH UK KbM HAKOA OT OCTAHANUTE ChCTABKH HA TOBA
NeKkapcTBo (M30POCHHU B TOMKA 6), UITH AKO CTE aNepruuHy KbM eciukapOasenmH.

AKO TOBa ce oTHaci 3a Bac, kaxere Ha Bamua nekap npeau aa npueMere Tpuiaentan. AKO MUCIHTE, 4e

MOXE Jla CTe ajiepruyiHu, oObpHeTe ce 3a ChBET KbM Bainng nekap.

[IpeaynpexieHus B NpeANa3HH MEPKH
[oBopete ¢ Bawua nekap unu papMauest, fipeiy Aa NpUEMETe TpunenTan:

° axo CTe HManH reoOnualiHa yyBcTBHTENHOCT (0OpUB UM APYrH NPH3HALM 3a aNeprii) KbM
kapOaMa3zenuH UM KbM ApYrH fiekapcTea. AKO CTe aIepruuHy KbM KapbamasenuH, iaHCoBETe aa

CTe anepriuuHi KbM okckapGasenud (TpunenTan) ca npuban3uTenHo 1 kM 4 (25%);
ako uMate OnLOpedno 3abonaBane;
aKo UMaTe TEXKO deproapodHo 3abonaBane;

o aKo mpueMare AHYPETRIH (/1eKapCcTBa, H3NOA3BAHH 32 MOANOMAraHe Ha ObOpeluTe na oTAeNAT
COJIM U BOJA upe3 NMOBHLUEHO 00pa3yBaHe Ha YpHHA);

. aKo cTpajaare oT Cbpae4Ho 3aboJisBane, 331y X U/WIK MIOYBaHE HAa XOMaTa U KpakaTa nopaiu
HATPYNBaHE HA TEUHOCT;

. aKo 3HaeTe, 4e HHBOTO HA HATPHI B KpLBTa BH € HHCKO (BUXTE ToUKa 4 ,,Bb3MOXKHHN HeKEaHH
peaxuuu™);

° aKo mpUeMare Apyry nexapctsa (Buxre ,,JIpyru nekapctaa u Tpunentan™);

° aKo CTe XKEeHAa H MPHEeMATe XOPMOHAJIHH KOHTPALENTHBR (Hanp. ,,xanye ApOTHB

sabpemenssane’”), TpunenTtan Moe [1a HaNpasHy TE3W KOHTpAUENTHBH HeedekTUBHH. [10 Tasu
MPUYMHA [0 BpeMe Ha npuema Ha TpuienTtan TpadBa a H3NON3BATE Pa3/IMnieH WIH ACMbIIHHATENEH
HEXOPMOHAJIeH METOJ 33 KOHTpauenuus (Hanp. BbTPEMaTO4HH CPEACTBA 3a NPEANa3BaHe oT
3abpemensBane). Toff Le CIIOMOrHe 3a MPeA0TBPATABAHE HA HEXENaHa ODPEMEHHOCT.
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PHCKBT OT CEpHO3HH KOXHH PEaKLMHU NPU NAUKEHTH ¢ KUTARCKH H TAHIIAHACKH [POU3X0[, CBbp3aH C
kapbaMasenuH WM XHMH4ECKH MOROOHH CTPYKTYpH, MOXe a Oble NpeAcKasaH upe3 TeCTBaHe Ha
KpbBHH NPO6H OT Te3x nauxeHTH. BawusaT nekap Tpabsa fa Bu nocbheeTsa, ako € He0OX0JMM KpbBeH
TECT NPEAU MPHEM Ha OKCKapOa3enuH,

AKO c¢Jie] 3ano4YBaHe Ha JeuenreTo ¢ TpuaenTan paiBHeTe HAKOH OT H3bpoenHTE CHMNTOMH,
nudopmupaiite HezabarHo Bamnsa nexap HiH OTHIETE B CNEWHOTO OTJe/leHHE HAa HaH-0.TH3KaTa
A0 Bac 6oaxnna:

. aKO MMaTe aJepruYHa peaKIus clie] 3ano4YBaHe Ha nedenneto ¢ Tpunentan. CuMnToMuTe
BK/TIFOUBAT MOAYBAHE Ha YCTHHTE, KIIENAaUuMTe, TULETO, MbPAOTO, YCTATa MK BHE3AMHH MpodiemMH
MPH JULIAHE, BUCOKA TEMAEPATYpa K MOJYBAHE HA NUMPHHUTE Bb3H, OOPHB HIIM MEXYPH 1O
KOKaTa (BHXKTE TOYKA 4 ,,BL3MOKHH HEXKEJTAHH PEAKIHH ),

. AKO pPa3BHETE TeXKKH KOKHH pPeaKIHH KaTo 0OpHUB, 3a4epBeHa KOXa, MEXYPH NO YCTHUTE, OHHTE
MM yCTaTa, MIOLEHE Ha KOXaTa, ChIPOBOAEHO € TpecKa (BHKTe ToUKa 4 ,Bb3MoxkHR HexkelaHH
peaknuu®). Te3n peakuuy Morat Aa ObJaT NO-YECTH NPH MNALKEHTH B HAKOM a3UATCKH CTPaHH
(Hanp. Taiipan, Manaisugd 1 QUIHIHHKATE) U (IPH TALHEHTH C KHTaHCKN NPOU3XOA;

o aKO MecTOTATa HA NPHcThOHTe Br ce moaamR. Topa € 0cobeHO BaXKHO 32 Aeua, HO MOXe Ja ce
CJIY4YU U NPHU BL3PACTHH;

* aKo 3abeNiexHTe CUMIITOMH Ha XeNATHAT KaTO XbATeHKLA (TOXKBJITABAHE HA KOXKATA UJH OANOTO Ha
OMHTE);

. aKo 3abenexxuTe CHMNTOMH IPA HAPYUIEHHA HA KPbLBTA Kato YMOpa, HEAOCTHT Ha Bb3AYX MpH

¢u3HUecko HaToBapBaHe, fnejocrt, riiasobonue, BTpHCaHE, 3aMasHOCT, YeCTH HHbeKUHH, BOACLLN
110 BUCOKA TeMmnepaTypa, 3a4epBeHO Mbpno, pa3a3BiBaHUA N0 YCTATa, N0-/1€CHO KbPBEHE HITH
HACHHSBAHE OT HOPMAJTHOTO, KbPBEHE OT HOCA, UEPBEHUKABH HJIH MODPaBH NMETHA, HJIH MO49Ba Ha
MeTHa Nno Koxara 6e3 AcHa Npu4uHuHa,

) MAJIKa YaCT OT XOpaTa, NEKYBaHHU C AHTHEMHIENTHLH KaTO OKCKapOa3enHH, ca HMAIH MHCJIH 32
CaMOHAPAHABAHE HJIH CAaMOYOHIHCTBO. AKO CE TOABAT TAKHUBA, He3abaBHO ce 00BbpHETE KbM
Bawng nekap,

° aKO MMAaTe YCKOPERA HJAHN HeoOnvaino 3a0aBeHa chbpaevyHa NeHHOCT.

He cnupaiite neuenuero ¢ TpunenTtan npead MbpBO Aa ¢€ KOHCyATHpaTe ¢ Bawuus siekap. 3a aa ce
NpeJOTBPaTH BHE3AMHO BIIOLIABAHE HA MPUCTHINUTE, HE NPEYCTAHORSBAHTE NpHEMa Ha JIEKapCTBOTO
PR3KO.

Jlena ¥ WOHOUIH
JlekapsT Moxe Aa Npenopbyua MOHMTOpHpaHe PyHKLUMATA HA WHTOBHAHATA XNe3a Ha Bawero sere npeau

H NO BpEMEC Ha TCpallUATaA.

JApyrn aexapcrsa 1 Tpuaenran
Tpabra na xaxere Ha Bawus nekap unu dapmaleBT, ako NpueMare, HaCKOpo CTe NpUeMai HIb €

Bb3MOXKHO Aa pMeMare OpYrH JNeKapCcTBa.

ToBa ce oTHacq cneuranHo 3a:

e  XOPMOHAIHM KOHTPALENTHBU (Hanp. xanuye npotus 3abpemenssane) (Buxre I Ipeaynpexaenus u
npeaAna3Hy MEPKH™);

e  JpYrd aHTHENHU/ENTHYHH IEKAPCTBA H JIEKAPCTBA, HHAY UHPALLM EH3MMHTE KaTo KapbaMasenuH,
denobapOuTa1, peHHTONH U pHaMIHUMH;

e  (enoannHH (1€KapCTBO, H3MOM3BAHO 34 JIEYEHHE Ha BUCOKO KPLBHO HansraHe,

®  11eKapCTBA, KOMTO NOHH)XABAT HUBATA HA HATPHS B KPbBTA By, Hanp. AnypeTnuu (nie
M3N0J3BaHK 33 NOANOMAarade Ha ObLOpenuTe 1a OTAECAAT COJNKM M BOAA 4Ype3 NMOBULU

ypUHa);
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®  IeKapcTBa, KOMTO KOHTPOAMPAT HMYHHaTa CHCTeMa Ha Bawung opraHu3bM KaTo Hanp.
LIMKJIOCTIOPHH.

TpujaenTan ¢ XpaHa H HANHTKH
Tpunenrtan MoXe a ce NpuemMa ¢bC Hiu 6e3 xpaHa.
AJIKOXONBT MOXe J1a NoBHIIM ceaaTuBHHTE edekTn Ha Tprnentan. H30iareanTe KOIKOTO € Bb3MOXKHO

noBede ynorpedata Ha ankoxon 1 ce obbpHere KbM Baiuus nekap 3a ChBeT.

Xopa B cTapuecka BL3PacT
Tpunentan Moxe aa Objie H3NON3BaH NPH XOpa Ha Bb3pacT HAa U Hall 65 rOAHHH, NPHABPKAHKH CE KbM

HHCTPYKLMHTE HA JieKaps.

BpeMeHHOCT, KbpMeHe H QepTHIIHTET

bpeMeHHOCT

Axo cTe OpeMeHHa HIH KbPMHTE, CMATATE, Ye MOXe Ja cTe HpeMeHHa WK nnaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bawna nekap npeau ynorpebata Ha T0Ba JIEKAPCTBO.

BaxxHO € o BpeMe Ha OPeMEHHOCTTA 1a KOHTPOJIMPATe eNUIENTHYHHTE NIPHCTBITK, Bee nak, ako
pUEMaTe aHTHENMWIENTHYHH JieKapcTBa No BpeMe Ha OpeMeHHOCTTa, MOXeE 1a HMa pHCK 3a Bauero nere.

BponeHu aedexTH

[IpoyuBaHHMATA HE MOKA3BAT YBENH4EH PUCK OT BpoJeHH AedeKTH, CBBp3aH ¢ ynoTpedata Ha
oxckapbasenuH Mo BpeMe Ha GpeMEHHOCT, BBNPEKU TOBA, PUCKBLT OT BPOJASHH ICPEKTH NIPH JETETO, C
KOETO CTe OpeMeHHa, HE MOXKE HAMMBIHO Ja €€ H3KITKOUH,

HapylieHus Ha HEBpONTOrHYHOTO Pa3BuTHE

Hskou npoyusaHus IOKAa3BaT, Ye H3naraHe Ha okckapbasenuH B yTpobarTa BiKse HEraTHBHO BBPXY
Pa3BUTHETO Ha MO3buHAaTa dyHKUKA (HEBPOJIOTHYHOTO Pa3BUTHE) NPHU eLa, AOKATO B APYTH NPOY4BaHHUS
TakbB eeKT He € YCTaHOBeH. Bb3MOKHOCTTA 32 NOB/IMABAHE HA HEBPOJOTHYHOTO PA3BUTHE HE MOXKE Ja
Ce M3KIIIOMM.

Terno npu paxjaaHe

Axo n3noassate Tpunenrtan no speme Ha GpemeHHoCT, BameTto aete Moxe na 6bAe MO-MANKO H 8 TEXH
I0-MAJIKO OT OYaKBAHOTO NPH pakAaHETO [poaeHO MalKo 3a recralioHHaTa cu Bb3pact (MI'B)]. Cpen
KEHNTE C eNUNencus B eAHo npoyyeade okono 15 ot Bcexku 100 aeua, poaeHH oT MalKn, KOMTO ca
nmpreMany oxckapba3enuu no BpeMe Ha OPEeMEHHOCTTA, Ca NO-MaJKH M TEXAT NO-MaJIKO OT O4aKBAHOTO

NpH paxaaHeTo B cpaBHeHUeE ¢ oxoJio 11 ot Bcekn 100 aeua, poaeHH OT XEHH, KOUTO HE Ca NpuemMany
NPOTUBOrBPUOBO JIEKAPCTBO NO BpeMe Ha OpeMEHHOCTTA.

Bawuar nexap me Bu uudopMipa 32 NON3KTE U BE3MOXKHHTE PHCKOBE, H Lile Ba nomorue Ja pelure
naay Tpabsa na npuemare TpuaenTan.

He cnupaiite neuenuero cu ¢ Tpunentan no Bpeme Ha GpeMeHHoCTTa €3 Mpejii ToBa Ja ce
KOHCYNTHpaTte ¢ Baluus nexkap.

IMocwhBeTBaiiTe ce ¢ Bawns nekap uau dapmauesT npeau ynorpedara Ha KOETO H Aa € JIEKapCTBO MO
BpeMe Ha OpeMEeHHOCTTa.

KbpMeHe
AKO MpHEMATe TOBA JIeKapCcTBO, NOCHBETBANTE ce ¢ Bauiug nexap npeau Aa 3al09HETE 1a KbPMUTE.

AKTHBHOTO BelLecTBO HAa TpuaenTan npeMrHapa B KbpMaTa. BbIpeky Y€ HaNHYHATE JaHHHK COovaT, e
KONKH4ecTBOTO TpHIenTan, KOETO MPEMHUHABA B KbPMay€TO, € MAJIKO, PUCKBT OT HEXKEIAHH PE
GebeTo He MOXe [a ce H3KIoUU. BalwuuaTt nekap we obcwau ¢ Bac non3ure H NOTeHUH

A e
KbPMEHETO, ROKATO npHeMaTe Tpunentan. AKO KbpMHTE, JOKATO NpHeMare Tpuaentgi, u IATE gL
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JKeHHK B geTepoiHa BL3pacT
AKO mpUeMaTe XOPMOHATHH KOHTPaUeNnTUBU (HANp. MPOTHRO3aYaTLYHM TabneTkn), Tpunentan Moxe Ja

HaNpaBd TO3H BHJ KOHTpauenuua HeeekTupHa. [Topaau ToBa 1o BpeMe Ha npuem Ha Tpunentan Tpadsa
1a H3M03BATE Pa3iMueH UK JOMBIHUTENEH HEXOPMOHANIEH METO/ HAa KOHTpaLenuus (Hanp.
RLTPEMATO4YHH CPEACTBA 3a IpeANna3BaHe 0T 3abpemMeHaBaHe).

[lodupane » pabora ¢ MAIIHHH
Baxno e na obcvaute ¢ Bawina nekap aanu Moxete aa wodupare unn paboTUTe ¢ MALMHH, ThbH KaTo

TpHHEHTﬂJ’[ MOXE 1A NpeJU3BHKA CBHJIHUBOCT HNH 3aMadHOCT, HJIH MOXKE 1d MPHYKHH 3dMBIIICHO
BUXKaHe, JBONHO BHXAAHE, TUICA HA MYCKYJIHA KOOpAHHALIUA WJIH NOHKWXXCHO HUBO HA Ch3HAHUE,
0cobDeHOo NpH 3aN04YBaHE Ha ACHEHHUETO WIIH TIDH NOBHLIABAHEC Ha A03aTa.

3. Kax na npeemarte Tpuiaenran

Bunary npremaiiTe TOBa JIEKapCTBO TOYHO KakTo BH e Kazan BawuaT nexap unn gapMauest, 10pH ako
TOBA C€ pa3nnyasa oT UHGOpMALMLTaA, ChABPAKALLA CE B Ta3H TUCTOBKA. AKO HE CTE€ CHTYPHH B HELLD,
nonuTtaiite Bamug nekap wiu gpapMaLeBT.

He npesninapaiite npenopb4nTeHaTa JO3MPOBKA, NpeAnycata ot Bauius nekap.

He npexparaBaiite BHe3anao npHema Ha Tpunentaa, 6€3 1a cre ro odcbannn ¢ Bawuns nekap.
Bawmusat nekap wie Bu kake aanu W kora MoxeTe Aa CIIPETE IPHEMA HA TOBA JIEKAPCTBO (BHXKTE

Hpeaynpexaenna U npeAnaind MEPKH®).

Koaxko TpaaenTaj Ja npHeMaTe
J0o3upoBKa NPH BL3PACTHH

. OGuuaiinaTa Havyaana 103a Ha TpusenTtan 3a Bb3pacTHH (BKAKOUYUTENHO MALMEHTH B CTapyecKa
Bb3pacT) e 600 mg Ha aeH. [Ipuemaiite no eana tabaerka ot 300 mg ABa NbTH Ha OEH.
® BamusT nekap MoXe Aa MOBHILIH A03aTa Bu nocTeneHHo, ako ce Hanara, X0 NOCTHraHe Ha HaH-

nobpute pesyntati. Toa obukHoseHO cTaBa npu 403K Mexay 600 mg u 2 400 mg Ha neH.
. Jlo3arta e cblaTa, ako TpuaenTan ce npueMa 3aeaHo ¢ ApYro aHTHEMUIIENTHYHO JIEKAPCTBO.

Hauannata no3a npM mauMeHTH cbe 3a00naBanusa Ha 6bOpeunte (¢ HapyLueHa ObOpeuHa hyHKLKS)
€ MOJIOBUHATa OT obu4yalHaTa HayalHa Jo3a.

Ho3mpoBKka npH Aena
Tpunentan Moxe f1a ce npuema oT Aeua Haja 6 roaviuHa Bb3pacT.
Jlo3upoBKATa NpH JeLla 3aBUCH OT TerJO0TO UM, KaTo HeoOXxoauMaTa Jo3a we Oble H34HCIeHa oOT

NEKyBallMA JeKap.

* HauannaTa no3a € 8 1o 10 mg/kg TenecHo Terno Ha JeH, pa3ielieHa B ABe 103H. HanpuMep €AHo
30-kunorpamMoBo Aete O 3an0OYHANIO NeYeHNe ¢ eAMHUYHA 1032 oT 150 mg ABa bTH Ha JICH.
* Axo e HeobxoauMo, BaliMaT nekap Moxe aa noBHLIAaBa Ta3u 403a MOCTENEHHO A0 NOCTHIraHe Ha

Haii-no6pure pesynrtari. ToBa 0OMKHOBEHO ce NOCTHra npH Ao3a oT 30 mg/kg TenecHo Terno Ha
aeH. MakcumalnHaTta n03a 3a geua € 46 mg/kg TenecHo Terno Ha aeH.

Kak na npunemare Tpuaenrtan
. nbTHeTe TabaeTKHTE ¢ MAIKO BOJA.

e e
* AKO e HeoOxoaumo, TabneTkuTe Morat Ja ObaaT pa3vyneHu HanoloBHHA, 3a Aa ce/ﬂpe’ LTpUan

necHo. He pazdyneaiite Tabnerkara, 3a Aa NPpUEMETE CAMO MOJIOBUHATA OT J03aT#: ﬂ&hm \
yepTa € caMo 3a yJIECHABaHE Ha CUYNBAHETO, ako Bu e TpyAHO Aa rMBTHETE U ‘;ﬁné‘f,;a \
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. 3a MafIKHTE Aela, KOUTO He MOTAT Aa rbJTAT TaONeTKH WIK KOUTO HE MOraT Ja [ojy4at
HeoOXONMMAaTa UM 1033, NaAcHa B TabneTHa ¢popma, Tpuaenran ce npeanara noj ¢opmara Ha
nepopanHa cycneusua. [lonuralite Bawus nexap unu gapMalesT 3a ChBeT.

Kora u KoaKo AbLJaro aa npuemate Tpuiaenrtan

Tpuaenrtan Tpsabsa 1a ce npuema JBa MbTH JHEBHO, BCEKH JIEH, MO €HO U CbLIO BpeMe Ha JIeH:A, OCBEH
axo Bawusr nexap ve Bu xaxe apyro. [lpuemanero Ha TpunenTai no €3HO U CbLUO BPEME BCEKH AEH Ie
ZIONpUHECE 3a Hali-n06bp KOHTPON Ha ENUIENCHATA. Taka ChIilO e By noMorHe aa 3afnoOMHHMTE Kora aa

npuemare 1punernraln.

Bawunart nexap uie By kake KONKO XbATo e NpoAbky Bauleto neucHue/neyennero Ha Baiuero aete ¢
Tpuaenran. [IpoAbIKNTENHOCTTA HA IEHEHUETO 3aBUCH OT BHJa Ha BawuTe npuCTbNH/NPUCTBIMTE HA
BaweTo aere. Bb3M0XHO € 1@ c€ HaNOXH JIeHEHHE, MPOABLNKABAUIO ¢ FOJANHH, 32 Ja Ce NOCTUTHE
KOHTpOJ Ha NpucThUTe. He npomeHsiiTe 103aTa W He CUpaiiTe neveHneTo 0e3 MbPBO Aa rOBOPHUTE C

Bauiusa nexap.

AKo cTe npHeaH nosede oT Heobxoaumara ao03a TpamenTal
AKo cte npuenu noseue TabneTku, orkonkoro By e npeanucan Bawuat nekap, cBbpxeTe ce He3abaBHO ¢
Hero Wiu Hai-6nuskara 6onHuLa. CHMIITOMUTE Ha npeao3upale ¢ TpuiaenTan Moxe Aa BKlOYBarT:

® CHHJMBOCT, 3aMastHOCT, NPOONEMH C KOOPAHHALIMATE H/HIIM HEBOJIHH JBH)XCHHA Ha OYHTE,
MYCKYJ/IHO MOTPENBAHE WIIH 3HAYHUTEIHO BNOIIABAHE HA MPUCTBIINTE, rnaBobonue, 3aryba Ha

Ch3HaHHE, KOMA,

rajeHe, NoBpbliaHe, NOBHIIEHA YeCTOTa HA HEKOHTPONHPYEMH NBHKEHHA,
fieTaprus, ABOHHO BHXJAHe, CTECHABAHE HA 3€HHLMTE, 3aMBIIICHO 3pEHue,
yMOPa,

No-pAAKO H MOBbPXHOCTHO AULIAHE (HAMANABaHE HA IMXATEIHATA YECTOTA),
HapylleHHs Ha CbpACYHHS pUTbM (YAbkaBane Ha QTc untepsana),
TpenepeHe, rnaBofoine, KoMa, HAMANEHO HUBO HA Ch3HAHHE, HEKOHTPONIMPYEMH IBHXXEHHA Ha
yCTaTa, e31Mka M KpaHHHUHTE,

arpecHus, TPEBOXKHOCT, 0O0BpKaAHOCT,

® HUCKO KpbBHO HalATaHe,

® 3aTPYAHEHO JUIIAHE,

AKO cTe nponycHaJin Aa npuemere TpHiaenTta

AKko cTe 3abpaBHiin J1a NPpHEMeTe CaMo elHa 1034, PHEMETE A KOJIKOTO €& MOXE NO-CKOPO, CNEJ KaTo CH
crIOMHHTE. AKo 0o0ade € BpeMe 3a cieBaliara 103a, He pueMaiite npomnycHarara fo3a. Ilpocto ce
BLPHETE KbM PEZIOBHUA rpapuk Ha no3ute. He B3eMaiiTe JBOMHA 10348, 3a Aa KOMMEHCHpaTe
MponycHaTara 403a.

CrebpxeTe ce ¢ Balina nekap, ako He CT€ CUTYPHY HIIH CTe 3a0paBHIIM Aa NpUeMeTe HAKOMKO N03H.

AKo cTe cnpenu npuemMa Ha TpuaentaJ
He cninpaiite npuema Ha BaweTo nekapctBo, ocBeH ako Bawusar nekap He Bu kaxe.

3a #a ce NpeAOTBPaTH BHE3AMHO BIOLIaBaHe Ha Baninre NpUCTLIH, HAKOra HE NPEKPaTABAHTE BHE3ANHO

npueMa Ha BaweTo nexapCTio.
Ako nedernneto Bu ce cnupa, ToBa TpAbBa na cTaHe NOCTENEHHO CNOpe] HHCTPYKUMKTE HA Bauiua nekap.

AKO MMaTe HAKaKBH JONBIHUTENHH BBAPOCH, CBBP3aHHU € ynoTpedara Ha TOBa JIEKapCTBO, MONUTANTE
Bawusa nekap uau gapMaLesT.




4. Bb3MOXKHH HEXEJaHH PeaKIHH

KakTo BCHUKHU NIEKApCTBA, TOBA JIEKAPCTBO MOXKE Ad MPEAU3BHKA HEXKENAHH PCAKUHH, BBIIPEKH € He
BCEKM T'H MOJyHaBa.

Hugopmupaiime nezabasno Bawua nexap uau omudeme 8 cneuwsHomo onoeesue Ha Hai-dauzkama

0o Bac boanuua, ako noayvume HAKOR OM CAEORUME HENCEAGHU PEAKUHU:

M36poeHuTe HeXeNlaH! peaKury ca NPU3HALK Ha NOTEHLHANIHO CEPUO3HH HeXeJIaHH peaklMH, KOHTO

MOXKeE J1a U3UCKBAT He3a0aBHA MeAHLIMHCKA oMo, JleKapaT 1e peliyd Cbo Taka Jajiik NpHEMbT Ha

Tpunentan Tpabea Aa Obje cipsH HezabaBHO K KaK LIe MPOAB/IKH MO-HATATHIUHOTO JEYEHHE.

Heuecrn (Morart aa 3acerHat Ao 1 Ha 100 aywm):

® HAJJaBaHE Ha TerJio, YMOpa, Koconaja, MyCKYyJ/lHa ¢1abocT, 4yBCTBO Ha CTY/ (NPU3HALH HA NOHMXKEHA
(byHKLMSA HA LIHTOBHAHATA XKIIE3a),

e [1agaxe.

Peaxun (Morar jia 3acerHat 10 | Ha 1 000 ayuu):

¢ [OJYyBaHe HA YCTHHTE, KIENayuTe, TULUETO, bPNOTO HUIIK YCTATa, CHNPOBOJCHO OT 3aTPyAHEHHS B
AKLIAHETO, FOBOpA WK MPErTbIaHeTO (CUMITTOMH Ha AaHA(PHIIAKTHYHH PeakUHH H aHTHOEAEM);

e KOXEeH OOpMB W/UIIH BUCOKA TEMIIEPATYpa, KOMTO MOXe Aa ca nposisu Ha DRESS (nekapcTeeH obpus
¢ eo3uHO(uNg U cucteMHd cumntomn), AGEP (ocTpa reHepani3npana ek3aHTEMHa NyCTy103a);

® yMOpA, HEAOCTHI Ha BB3AYX NpH dhu3nyecKo yCcunune, bneaHocT, rnasobone, BTpUcate, 3aMasHoCT,
yecTH HHPEKL UK BOACUIM A0 BUCOKA TEMIIEPaTypa, 3a4€pBEHO I'bpNo, pa3g3BABaHHUA B yCTaTa, Nno-
JIECHO OT HOPMAJIHOTO KbpBEHE WM HACHHSABAHE, KEPBEHE OT HOCA, HEPBEHHWKABH UM BHONETOBU
IeTHA Wik HeoOSCHUMH NMEeTHA Mo KoxaTa (Npy3Halu Ha NOHWXEH Dpoit Ha TPOMOOLMTHTE B KPBBTA
HIIM Ha NOHMXeH Opoil Ha DenuTe KpbBHU KIIETKH),

e JleTaprus, 00BLPKAHOCT, MOTPENBAHE HA MYCKY/IMTE HIIH 3HAYUTEIIHO BAOLIABAHE HA MPUCTBLIIKTE
(BB3MOXKHH CHMIITOMH Ha HHCKM HMBA HA HATPHUR B KPbBTA) (BHKTE , [lpeaynpexaeHus U npeanastu
MEPKH™).

Mpuoro penxn (Morar aa 3acersar ao 1 va 10 000 gywu):

® CHMNTOMH Ha peaklMH HA CBPbXYYBCTBHTEIHOCT KaTO KOXEH OOPHB, BUCOKA TeMMmepaTtypa H OoJika B
MYCKYJIMTE U CTABHUTE;

¢ TEXKO W3MPHIUBAHE HA KOXKATA M/MJIH THTABHLIUTE HA YCTHUTE, OYHTE, YCTaTa, HOCHUTE NPOXOAH HIiTH
reHUTaNuUTE (CHMNTOMH Ha CEpPHO3HA AJIEprUYHa peakLus, BKIIOUMTENHO CHHAPOM Ha Lyell,
cuHApOM Ha Stevens-Johnson u erythema multiforme);

e 00puB noa popMara Ha HEPBEHH NETHA MO JIMUETO, KOHTO MOXE 13 € ChIIPOBOAEH OT YMOpa,
MOBHILIEHA TEMNEPATYPA, raeHe HiH 3aryfa Ha aneTHT (MPU3HALIH HA CHCTEMEH Nynyc
epUTEMATOAEC);

® rpuUnonoAo6HN CHMITOMH C KbATEHHUA (TTOXKBITABAHE HA KOXATa UK HA DAN0TO HA OYKTE)
(NpU3HAUM HA XEMaTUT),

® TEKKH CTOMAINHM (KOpeMHM) OOJIKH, MOBpbIUAHe, 3aryba Ha aneTHT (MpH3HALK Ha Bb3NalNeHHE Ha
naHkpeaca).

TpabBa aa kaxere Ha Bamna Jexkap BL3M0KHO HAH-CKOPO, AK0 O YYHTE HAKOSA OT C/ICIHATE
HEXKeJAaHH peakIHi, Thil KaTO MOXKe J1a Ce HaJIOXKH MEAUMLIMHCKA MOMO1L,.
YecTn (Morar Ja 3acerHat 10 1 a 10 aywn):
¢ TpenepeHe, NpobIeMH C KOOPAHHALHATA, HEBOJIEBH ABH)KCHHUA Ha OUUTE, TPEBOKHOCT H
HEPBHOCT, AEMPECHs, IPOMEHU B HACTpoeHHeTo, 0OpuB.
Muoro peaku (Morar aa 3acerHat ac 1 Ha 10 000 aywm):
® HenpaBWIHA CbPAEYHA AEHHOCT WK MHOIO YCKOPEHa NN MHOTO 3a0aBena cbpeyHa AeHHOCT.




JpYrH HekeNaHR peaKiuHH, KOHTO MOXKe A3 Bh3HHKHAT!
Te ca 0OMKHOBEHO NEKH JO YMEPEHH HexXeNlaHU peakuHH. [1oBeueTo OT TAX ca NPEXO0AHH U OTLIYMSABAT ¢
BPEMETO,
MHuoro yectd (Morar Ja 3acerHar nopede ot | Ha 10 aywn):
e  yMOpa, rnaBobonne, 3aMasHOCT, CEHIUBOCT, rafieHe, NoBphLIaHe, JBOHHO BHXKAAHE.
Yecrn (Morar fa 3acerHat a0 1 Ha 10 aywn):

e cnaboCT, HApYLIEHHUA HA MaMeTTa, HamalleHa KOHLIEHTpauus, anaTig, Npesb3dyna, 00bpKBaKe,
3aMbIIICHO BHXKJAHE, HApyLIEeHHUA Ha 3peHUEeTO, 3aneK, Anapus, CTOMaWHU (KOpeMHH) DOJIKH,
aKHe, Kkoconajl, npo0JeMy C paBHOBECHETO, HAAAaBaAHE HA TErNO, HAPYLUEHHA Ha MrOBOpa.

HeuectHn (Morar aa 3acerHar 2o 1 Ha 100 aywin):

® BHCOKO KPBLBHO Halsrale, ypTHKapHS;

e noKaTo ripueMare TpHIenTan, MOXe Chillo TaKa A2 UMATE MOBHLIEHH HMBA HA YEPHOAPOOHUTE
CH3UMH.

Peaxu (Morat aa 3acersar o0 1 Ha 1 000 nywuy):

& KMa ChOOLIEeHHA 32 NOBJHABAHE HA KOCTHTE, BKIKOUYHTENHO OCTEONMEHHA H OCTEONOPO3a
(HaManeHa MHHEpPaNHa MUILTHOCT Ha KOocTUTe), U (ppaktypH. ['oBopete ¢ Balunsa nexap, ako cre Ha
ABATOCPOYHA TEpanus C aKTHENUIENTHYHH JIEKapCTBa, HMATE aHAMHE3a 33 OCTE0NOPO3a UK
MpHEMaTe CTEPOHIH.

CrofmaBaHe HA HeXeNaHH PeakKnHH

AKO MORYUYMTE HAKAKBH HEXENaHH NeKapCTBEHH peakliy, yBeaoMeTe Baiuns nekap unu gapmMauesT.
ToBa BKIIOMBA BCUUKH BH3MOXHH HEOMHMCAHH B Ta3H JTUCTOBKA HEXKENAHHW peakuvn. MoxeTe ChUlo Aa
CHLOOLIMTE HEeXeJIaHH PeaKIUd JHPEKTHO 4Ypes3:

HM3nbaHuTeNHA areéHUMA O IEKapCcTBaTa
yi. ,,JJamsH ['pyeB” Ne 8
1303 Codmus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

KaTo chobiiapaTe HeXXeNnaHy peaklui, MOXETe Aa AaJeTe CBOS NIPHHOC 3a NOJyYaBaHe Ha MmoBeye
yHpOpMaIMA OTHOCHO O€30NacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak na cexpaunssate Tpuaenran

Jla ce cbxpaHsiBa Ha MACTO, HEAOCTBLIHO 34 JAeLa.

He u3non3Baiite TOBa IEKAPCTBO CIIEH CPOKA HA TOAHOCT, 0TOENA3aH BbpXY OJHCTEpUTE H KapTOHEHAaTa
onakoBka. CpoKbT Ha FOAHOCT OTFOBAPSA HA I0C/ICAHUA AEH OT NOCOUEHHUS MECELL.

He w3non3saiite ToBa NEKapCTRO, ako 3abenexuTe, Ye OrnaKopBkaTa € NoBpeAcHa i UMa OenesH 3a
nOAMpaBsHE.

He u3xpbpnaiiTe NekapcTBaTa B KaHaNW3alMATA UM B KOHTEHHEPa 3a IoMalllK oTnaabUM. [lonuTaiire
Bawuns dapMalieBT KaK Aa H3XBLPATE JIEKapcTBaTa, KOMTO BEYE HE n3nonssare. Te3n Mepky Lie
CIIOMOTHAT 3a OINa3BaHe Ha OKOJIHATa Cpeaa.

6. CoabpX2HHE HA ONAKOBKATA H JONBJIHATEIHA HHPOpMANHA

Kakpo coanpxka Tpuiaenran

AXTHBHO BEILECTBO: OKCKapbasenuH.
Tpunenrtan 300 mg ¢punmupanu TabneTku: Bcaka punmupana tabnerka cbabpka 300
Tpunenrtan 600 mg dunmupanu TabneTku: Bcaka punmupana tabnerka cbappxka 60




JIpyru ¢bCTaBKH:
CohpueBrHa HA TaGJeTKAaTA: KOJOW/IEH O€3BO/ICH CHIIMLIMEB IMOKCH/L, MUKPOKPHCTAIHA 111y /1033,

XUnpomenosa, KpoCrnoBHJA0H, MArHe3ueB CTCapar.

OO0BuBKa HA TaldjeTKaTA:
- 3a Tabnetkute ot 300 mg: xunpomesnosa, makporon 8 000, xwat kenezen okeua (E 172), rank, TuTaHoB

nuokeua (E 171);
- 3a TabneTkuTe ot 600 mg: xunpomenosa, makporo 4 000, yepseH xene3zeH okcua (E 172), uepen
skenesen okcun (E 172), rank, tutanoB auokcua (E 171).

Kak n3raexaa Tpuiaenraa v KaKBO ChAbPKa ONaKOBKAaTa

Ta6nerkara ot 300 mg e xbJiTa, OBaJIHA, JIEKO JBOHHOU3IIbKHANA, C JIETUTE/IHA YePTa OT ABETE CTPAHM, C
B1TbOHATO penedro o3Havenue ,, TE™, nenurenna uepra, oobpHaro ,,TE" ot eanara crpana u ,,CG™,
nenuTesHa dyepra, oobpHaro ,,CG™ ot Apyrara cTpaHa.

Tabnerkara or 600 mg e 61e10po30Ba, OBajHA, JIEKO JABOHHOU3IIbKHANA, C C/IUTEIHA YepTa OT ABETE
cTpaHu, ¢ BATLOHATO penedpHo ozHayenune ., TF*, nesurenna yepra, oobpuaro ,, TF" ot enHara crpana u
.CG*", nenurenna yepra, oobpHaro ,,CG™ ot apyrara crpaHa.

dunMupanuTe TabJIETKH Ca HATMYHH B OIMCTEPHH ONAKOBKH, ChAbpxkawn 50 TadbneTky.

He BcuukM BHAOBE OMAKOBKH MOrar jia Ob1aT nycHaTH Ha nasapa.

[MpuTexkaTen HA pa3pelieHHETO 3a ynorpeoda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4
Upnanaus

[IpousBoanTe
Novartis Farma SpA
Via Provinciale Schito, 131

80058 Torre Annunziata (NA)
HUranus

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus

3a 1oMbJIHUTEIHA HHOPMALIMA OTHOCHO TOBA JIEKapCTBO, MOJIsl, CBbPIKETE Ce C JIOKAJIHUS NpPe/ICTaBUTE]l
Ha MpUTeXaTess Ha pa3pelieHueTo 3a ynorpeoda:

Novartis Bulgaria EOOD

oyn. .,Hukona Banuapos™ Ne 55

EKCITO 2000, crpaaa 4, er. 4

Codus 1407
Ten.: 02/489 98 28; daxkc: 02/489 98 29

JlaTa HA MOCJIEHO Mpepasriexiane Ha Jucropkara: 12/2025 /455, LR\



