JIncroska: undopmanug 3a norpeburens

Tpunentan 300 mg puamupanu TabiaeTkn
Tpunenran 600 mg punmMupann TabireTKu
Trileptal 300 mg film-coated tablets
Trileptal 600 mg film-coated tablets
okckapbazenuH (oxcarbazepine)

IIpoueTere BHNMATENHO USJIATA JUCTOBKA, NPEAH IR 3aH04HETE A2 NPHEMATE TOBA JIEKAPCTBO, Thil
KATO TH CbALPKA BaxHa 3a Bac nudopmanns.

KakBo chABLPKE TA3H JIHCTOBKS

Aol el S

1.

3anaszere Tas JUMCTOBKA. Moxke /1a ¢e HalokH Ja 3 NPoYETETE OTHOBO.

AKO MMare HAKAKBU JOMBIHHUTEIHH BBNIPOCH, nonuTadTe Baluuga nexap, papMauesTt UM
MEAMLMHCKA CecTpa.

ToBa fekapcTBO € MpeAnydcaHo Nu4HO Ha Bac. He ro npeorcrensafite #Ha Apyru xopa. To Moxe 1a
HM HaBpeH, HE3aBUCHMO 4e NIPU3HALMTE Ha TAXHOTO 3abossBaHe ca chiuTe KaTo Baiure.

AKO MONy4HTe HAKAKBH HEXeNaHy peakuuH, yeejomMere Bauus nekap, papmanesT niu
MEAMLMHCKA cecTpa. ToBa BKJIIOYBA W BCHUKH Bh3MOXHHU HEXENaHHW peakiii, HEOMUCAHHU B Ta3H
NucTOBKa. BHKTE TOUKE 4.

MIMLAHNTENNA AIEHLIKR O REXKAPCTBATA

Kakpo npeacrasnasa Tpuiaentai ¥ 3a KAKBO C€ U3MON3BA Sucmobaa - [puscmerns 2

Kakso TpaOra na 3HaeTe, npeay Ra pHEMETE TpHaenTan (RG

KﬂK na HPHEMETE TpHﬂeﬂTﬂﬂ ..............................................
BBb3MOXHK HeXeNany peakuvy

Kak na cexpaHArate Tpunentan

CrabpxaHue Ha ONAKOBKATA W AOMbIHUTEIHA HHGOPMALIHS
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Kaxso npeacrapiasasa Tpuaentan H 3a KaKBO ¢€ H3M03Ba

KaxBo npeacrasisisa TpHaentTan
Tpunentan CbAbPXa aKTHBHOTO BELLECTBO OKCKapOasernuH.
Tpunentan NpUHAMIEXKU KbM IPYMNa JEKApPCTBA, HAPEUEHH AHTUKOHBYJICAHTH HJIK AHTHETTUIETI THLIH.

3a KakBO ce n3noa3Ba Tpuaenrall

JlexapctBa kato TpunenTaa ca CTaHRAPTHOTO JIEYEHHE HA EMUCNICUATA.

MNauueHTUTE ¢ NOCTABEHA AMATHO3A NUNENCHS HMAT MOBTAPALLH C€ IPUCTLIIH HIH I'bPYOBE.
[MpucTENMTE HACTBIBAT OPAIH BPEMEHHO Pa3CTPONCTBO B MO3bYHATA €JIEKTPONPOBOAUMOCT. HopManHo
MOIBYHHUTE KINETKH KOOPAMHUPAT ABHIKEHHATA HA TAI0TO Ype3 U3npalllaHe Ha OpraHu3upaHyu U
MoJAPENSHH CUTHANU NO HepBUTE A0 Myckynute. [lpu enunencus MO3bUHHTE KIETKH U3nNpauar
NpeKaIeHO MHOTO HEOpraHu3upaHy CHFHaNK. Pe3ynTaTsT Moxe 1a ObJie HEKOOPAMHMPAHK MYCKYJIHHU
ABHXXEHHS, KOUTO C& HApH4aT eMUIESNTHYCH NPUCTDIIL.

TpusaenTan ce H3MOA3BA 3a JIEUEeHUE Ha NapLMalHU IPUCTBIIH ChC HITH €3 BTOPUYHO reHepau3upaHu
TOHHYHO-KIOHWYHH rbpuoBe. [lapuuanHuTe NPUCTBHIM 3aCATaT OrpaHHYeHa 001acT OT MO3bKa, HO MOraT
Aa Ce pasnpPOCTPAHAT B LEIHA MO3BK H A NPEAU3BHKAT FeHEPANU3UPaH TOHHYHO-KIOHHYEH IbpH.

ChbllecTBYBAT [Ba BUIa NapiidanHy NPUCTHIH: NPOCTH H KOMNJIEKCHU. [1pn npocTrTe na

MPOMEHEHO.




Tpunenrtan AcicTBa KATO AbPXH MOJ KOKTPOJ “CBPbXBb30YANMHUTE” HEPBHHU KIIETKH. [To TO3H HauMH
MOTHCKA WY HaMaJIABa YeCTOTaTa Ha MPUCTDBIIHTE.

TpuaenTan MoXe Jia C€ U3NOMI3Ba CAMOCTOATETHO MIIH B KOMOHHAUMS ¢ IPYTH aHTHENHJIENTUYHH
CpeaCTRa.

B nali-o6uus cnydail 1ekapaT Lie ¢ ON1Ta Ja HaMepH €HO JIEKapCTBO, KOETO NeHCTRa Hall-nobpe Ha
Bac unu Bauwero aete, HO NPH MO-TEXKKHATE GOPMH HA EMTUENCH 38 KOHTPOJI HA MPUCTBIIHTE MOXE 1a €
HeoOxonuMma koMOUHALIKHA OT JBE€ HIIH MOBEUE JIEKApCTBA,

Tpunenran e npeAHa3Ha4eH 3a ynorpeba npu Bb3pacTHH U AeLia Hal 6 FOAMHH.

AKO UMATE HIKAKBH BENPOCH OTHOCHO AEHCTBUETO HA TPHAENTAN HIIH 3a110 TOBA JICKAPCTBO €
npeanucaHo #a Bac, nonutafite Bawns nexap.

2. Kaxso Tpalgra xa 3HaeTe, npean Aa npuemere Tpuaenral

CnenpaliTe BHUMATENHO BCHYKH HHCTPYKLUHMH, AaAeHU Bu oT Baluus nekap, 10pH ako Te ce pa3nuyaBar
OT HH(pOpMALIMATE, ChEbPIKALIA CE B Ta3H JTUCTOBKA.

IIpocaeasiBaHe Ha JedeRHETO ¢ TpHaenTan

[peay 1 no BpeMe Ha neueHueTo ¢ Tpunentan, Bamust nekap Moxe na Bu HanpaB¥ KpbBHH
H3icneJBaHKg, 3a Ja ce ONnpelenu noaxoasiiara 3a Bac no3a. BawumaT nexap we npeueHu xora ga By
ObJaT HanpaBeHH TE3H W3CJICABAHUA,

He npremaiite Tpuaenran

o aKO CTE aJIeprHuHH KbM OKCKapba3enHH HIIH KbM HAKOS OT OCTAHAJIMTE CLCTABKH HA TOBA
nekapeTBo (M3GpOeHH B ToUKA 6), HITK aKO CTE aNepruyHyu KbM ecnuKapbasenu .

AKO TOBa ce oTHacA 3a Bac, kaxete Ha Bawua nekap npenu aa npuemere Tpunenrain. AKO MHCIIHTE, Y€

MOXe [a CTe ajiepruyuHy, oObpHeTe ce 3a ChbBeT KbM Baniusa gekap.

IpeaynpexaeHus B NPEeANa3HA MEPKH
"oBopete ¢ Baiiusa nekap uny papMalesT, npeay aa npuemere Tpunenrtan:

e aKo CTe UMaiy HeoGavailiHa YyBCTBATENHOCT (0OpHB MK APYTH NMPH3HAUM 32 ajteprui) KbM
kap6aMa3eniH Ui KbM JpYTH JiekapcTBa. AKO CTe anepruyHM KbM kapbaMasenuH, 1aHCoBETe Ja
cTe aNepruyHH KbM okckapbasenuH (Tpunentan) ca npubauzutento 1 koM 4 (25%);
ako umarte 6L0peano 3abonaBane,;
aAKO UMAaTe TEXKKO YyepnoapodHo 3ad01ABaHE;

o axo HpHEMATe AAYPeTHNY (JIeKapcTBa, N3NO0N3BAHY 3a NoAnoMaraHe Ha 0b0peuuTe na OTaeNAT
CONM U BOJA Ype3 NOBHIICHO oOpa3yBaHe Ha YpHHA);

» aKo CTpajaTe OT chpAeuHo 3aboaAaBaHe, 3aAyX W/ UK MOJYyBaHE HA XOAKWNATA M KpaKaTa nopaju
HaTpyNBaHE Ha TEHHOCT,

. aKo 3HaeTe, Ye HUBOTO HA HATPHIt B KpbBTa Br e mucko (BHxTe TOUka 4 ,,Bb3MOXKHM HEXENAHH
peakLHH");

. aKo MpueMare ApyrH JiekapcTsa (BxkTe ,,Jlpyry nekapctsa u Tpunentan™);

o aKO CTE XKEeHa H NPHEMATE XOPMOHAJIHHA KOHTPaNenTHBH (Hamp. ,.Xan4e MpoTUB

3abpemeHsBane™), Tpunenran MoXe 1a HafpaBH Te3N KOHTpaUenTHBK HeedekTHBHU. I1o Ta3n

fleKap WM 3ApaBeH CelHaIHCT.




PUCKDBT OT CEPUO3HH KOXHU PEaKLMy NPH NALKEHTH ¢ KHTAHCKK N TaiNaHACKY NPOU3X0., CBBP3aH C
kapbaMasenuH WM XHMHYECKH MOA0OHY CTPYKTYPH, MOXe a ObJie NpeAcKa3aH 4pe3 TECTBAHE Ha
KpBBHHM NPpobK OT Te3u naunenTy. Bawnsat nexap Tpabea aa Bu nocbeeTBa, ako € HE0OXOANM KPBBEH
TecT NMPeaH NPHEM HA OKCKapOaslenuH.

AKO cJie 3amouBane Ha Jeuyensero ¢ Tpuaenraa pa3suere HAKOH OT U30poeHHTE CHMIITOMH,
uudopMupaiite He3a6aBHo Bamns nexap Wian OTHAETE B CHEIIHOTO OTAEIeHHE HA Hali-0.1H3KaTa
1o Bac 6oanuna:

. aKO MMaTe aJlepragsa Peaknus ciiel 3ano4usane Ha nedeHuero ¢ Tpuaenran, CHMITOMHTE
BKJTIOYBAT MOAYBAaHE HA YCTHUTE, KJENa4HTe, THUETO, MbPIOTO, yCTaTa Wi BHE3anHM npobieMu
Npu AMLIGHE, BACOKA TEMNEPATypa U NoJyBaHe Ha TUMGHUTE BB3/IM, OOpUB HIH MEXYDH N0
koxara (BHxTe Touka 4 ,,BL3MOKHA HeXeIaHH PEAaKHRRY),

. aK0 PA3BHETE TEXKKH KOXHHA peakldH KaTo 0OpHMB, 3a4epBEeHa KOXa, MEXYPH N0 YCTHUTE, OHHTE
WM yCTaTa, MOUIEHE Ha KOXara, ChbIPOBOAEHO C TPECKA (BHIKTE TOYKA 4 ,,Bh3MONKHH HEXKENAHH
peakuun®). Te3u peakLuy Morar 12 6bJaT NO-YECTH NPYU NALUEHTH B HAKOH a3NaTCKH CTPAHH
(wanp, TaitsaH, Manaiians 1 UAHINIMHKTE) U MPH NALKUEHTH C KHTAHCKH IPOH3XOA,

. AKO MeCTOTATA HA NPHCTHNHTE Bu ce nosuinn. Tosa e ocobeHo BaXKHO 3a 1eNa, HO MOXe Ja ce
C/IYYH U NPH BBL3PACTHH,;

* aKo 3abesexHuTe CHMITOMH Ha XeMATHT KaTo XbATEeHHLA (NOXbATIBAHE Ha KOXKATa HITH OsJIOTO Ha
QUHTE);

. aKo 3abenexuTe CHMIITOMH NPH HAPYUIEHHS] HA KPLBTA KaTO yMOpa, HeJOCTAI Ha Bb3AYyX NpPH

¢u3nuecko HaTroBapeaHe, 6neNoCT, rnasobonue, BTpUcaHe, 3aMasHOCT, YeCTH HHPEKUNH, BOAELIHN
710 BUCOKA TeMIiepaTypa, 3a4€pBeHO MbPII0, pa3fA3BiBaHUA M0 yCTaTa, 0-/ICCHO KbPBEHE HIIH
HACHHABAHE OT HOPMAIHOTO, KbPBEHE OT HOCA, YEPBEHMKABH HAH MOPABY NETHA, UJIH TOABA Ha
eTHa no xoxara 0e3 4CHa NpPUHHHA;

° ManKa 4acT OT X0paTa, IeKyBaHH C AHTHETHIENTHIHM KaTo OKCKapba3enyH, ca UMand MHCIY 32
caMOHSpansiBaAHE HJIH caMoyOnicTBO. AKO CE NOABAT TaKHBa, He3a0aBHO ce 00bpHEeTE KbM

Bauiug nexap;
o aKo UMaTe yckopena nan HeoGnuaiino 3a6asena cbpaeuHa AeHHOCT.

He cnupatite neuenuero ¢ TpunenTan npeay mbpBo Ja C€ KOHCYyATHpaTe ¢ Baiua siekap. 3a na ce
NpefoTBPATH BHE3ANHO BJIOINABAHE HA NPUCTLIUTE, HE NPEYCTAHOBABANTE MPUEMA HA JIEKAPCTRBOTO
pA3Ko.

Jeig H IOHOIIH
JlekapsT MOXeE Aa NpEnopbiya MOHUTOPHPAHE pyHKUHATA HA IMTOBHAHATA XKJ1€3a Ha BauieTo aere npeay

H 110 BpeEMe Ha TepanuaTa.

dpyrs Jekapcerea B Tpuaental
Tpabea na xakeTe Ha Baluua nekap Unu ¢dapmaueBT, ako fipHeMare, HaCKOpO CTe NPHEMAH WK €

BB3MOXHO [1a MPUEeMaTe APYTH JIEKapCTBa.

ToBa ce oTHacA CrieLMANHO 3a.

¢  XOPMOHAJIHH KOHTpALENTUBY (HANp. Xanmze NPOTHB 3a0peMeHABaHe) (BUKTE I PEAY HPEXKREHUS Y
npeana3Hy Mepku™);

e  ApYr¥ aHTHENUNENTUHHM JIEKAPCTBA H JIEKAPCTBA, HHAY WMpallld EH3UMHTE KaTo kapbamasenus,
deHnobapOuTan, GeHUTOMH H pHPAMITHLNIH;

e  (denoaunun (IEKapCTBO, U3NOI3BAHO 33 IYCHHE HA BUCOKO KPBBHO Hangaraue);

®  neKapcTBa, KOMTO MOHMXKABAT HUBATA HA HATPUA B XpbBTa BH, Hanp. auypeTuuH (
M3MOJI3BAHH 3a noanomaraHe Ha 6bOpeunTe 12 OTAENAT COMH H BOAA Ype3 NMOBU

ypHrHua),




®  NlekapcTBa, KOMTO KOHTPOJMpaT AMyHHATa CUCTeMa Ha Balins opraHiu3bM KaTo Hamp.
LHKJIOCTIOPHH,

TpraenTan ¢ Xpana H HANHTKH
TpunenTtan Moxe Ja ce NpHema Che WK Oe3 xpaHa.
AJIKOXON'ET MOXE Na nosyuiiy cenaTuBHuTe edekty Ha Tpunaentan. M3bsrealiTe KONKOTO € Bb3MOXKHO

noBeye ynotpedara Ha ankoxoa ¥ ce oObpHeTe KbM Batliis iekap 3a CbBeT,

Xopa B cTapuyecKa Bb3pacT
Tpunentan Moxe Ja Gbae H3NON3BAH [IPH XOPa HA BL3PACT HA M HaJl 65 rORMHHU, NPUABPKAHKH CE KbM

HRCTPYKLIMUTE Ha JIeKap4.

BpeMeHHOCT, KbpMeHe H QepTHAATET

bBpemeHHOCT

Ako cTe GpeMeHHa WilM KbpPMHTE, CMATATE, 4€ MOXE Aa CTe OpeMenHa Wi niaHupate OpeMEeHHOCT,
nockBeTBaiiTe ce ¢ Bamusa aekap npeay ynorpedarta Ha TOBa JIEKapCTBO.

BaxxHo e 1o BpeMe Ha OPEMEHHOCTTA 1a KOHTPONHPATE €MUIIENTHYHUTE NPHCTHIH. Bee nak, axko
npueMarte aHTHETIMIETTHYHH JIEKApCTBa N0 BpeMe Ha GpeMEHHOCTTa, MOXE 12 MMa DHCK 3a BaieTo aere.

Bpoaenn gedextH

[TpoyuBaHHUATA HE MOKA3BaT yBEJIMYEH PHCK OT BPOAEHH ACPEKTH, CBbP3aH C ynorpebaTa Ha
OKCKapbazernH 1o BpeMe Ha 6PEMEHHOCT, BBIIPEKH TOBA, PUCKBT OT BPOJEHU ACQEKTH NPH AETETO, ¢
KOeTO CTe OpeMenHa, He MOXXE HallbJIHO d C€ H3KJIIOUH.

HapywmeHnus Ha HEBPONOTHYHOTO Pa3BUTHE

Hskou npoy4BaHnA MOKA3BAT, Ye H3NaraHe Ha okckapbasenuH B yTpobaTa BIHAE HEraTHBHO BbPXY
pa3BUTHETO HA MO3bYHaTa QyHKIMA (HEBPONOrHYHOTO pa3BUTHE) NpH JEUA, JOKATO B APYrH NPOY4BaHHS
TakbB eexT He € YyCTaHOBeH. Bb3MOXKHOCTTA 32 MOBJ/IMABAHE HA HEBPOJIOrHYHOTO Pa3BUTHE HE MOXKE /1a
C€ UIKNIOUH.

BaiuusT nexap we Bu nHpopMupa 3a Non3uTe H BB3IMOXHUTE PHCKOBE, M 1ie By noMorue a peiure
Aand TpabBa na npuemare TpuiaenTan.

He criupaiite neuenneto ci ¢ TpuienTan no Bpeme Ha OpeMeHHOCTTa Oe3 npeau ToBa Aa ce
KoHcynTupare ¢ Bauius nekap.

[MocwhBeTRaiite ce ¢ Bawus sekap wiM dapMalesT npeay ynorpebara Ha KO€TO M Ja € NeKapcTBo no
BpeMe Ha OpeMEHHOCTTA.

Kupmene

AKO nNpHeEMaTe TOBA JIeKapCTRO, MOChBETBANTE ce ¢ Baiunsg nekap Mpean Aa 3anovHeETe 1a KbpMUTE,
AKTHBHOTO BElECTBO Ha TpuienTal NpeMHHABa B KbpMaTa, BeNpekH Ye HATHUHUTE JlaHHY Co4aT, Ue
KOJM4eCTBOTO TPHIIENTAN, KOETO NPEMHKEABA B KbPMA4€TO, € MAJIKO, PUCKBT OT HEWKEIAHN PEAKUHH NpH
6efeTo He Moxke aa ce u3kmoud, Bauuat nekap uie 0b6cbhau ¢ Bac non3nre ¥ NOTEHUHANHATE PUCKOBE OT
KbPMEHETO, KOKATO npueMare TpunenTan. AKO KbpMHTE, 10KaTO npueMare TpuienTtan, H MUCIHTE, ve
BaweTo 6e6e HMa HeXeNnaHH peakLMH KaTo MPeKOMEpHa ChbHIMBOCT Wik ¢nabo HajaaBaHe Ha TErno,
kakete Ha Bainus nekap HezabaBHO.

AeHd B aeTepoaHa Bb3pacT
AKO npHeMaTe XOPMOHANHH KOHTPaLEeNTHBY (Hamp. APOTHBO3a4aTb4HH tabnetkn), TpunenTtan Moxe aa

HaTpaBH TO3M BHJ KOHTpauenuus HeedekrusHa. [lopaau T0Ba no speMe Ha nipuem Ha Tp a

BbTPEMATOUHH CpeJCTBa 32 NpeAna3paHe OT 3adpeMeHABaKe).



IHodupane n pabora ¢ MAIHHH

Baxcho e na ofcbaute ¢ Balus nekap nanm Moxete na woduparte UM paboTHTE ¢ MalllKHH, Thil KaTo
Tpunenrtan MOXe [1a NpeJu3BUKA CHHIIMBOCT HJIH 3aMAAHOCT, U/IH MOXeE 14 PUYNHH 3aMbIIICHO
BHXK/aHe, NBOMHO BUXAAHE, IUICA HA MYCKYJIHA KOOpAUHALMSA WIH MOHWKEHO HHBO HA Ch3HAHUE,
ocofeHO NpH 3aMoyYBaHe Ha JIEYEHHETO WM NPH NOBHILIABAHE HA A0O3aTa.

3. Kak 1a npuemate Tpuaentan

Bruary npuemMalTe TOBa 1EKapcTBO TOYHO KakTo BH € kasan Bawmat nexap unu gapmauesTt, 10pH ako
TOBA C¢ pa3NliuaBa OT HHGPOPMALIUATA, ChABPHKALLA CE B TA3H TUCTOBKA. AKO HE CTE CUTYPHH B HELlO,
nonurtalite Bammua nekap unu gapmayesT.

He npesuinasaiite npenopbyuTeNHaTa R03MPOBKaA, MpeAnyMcaHa oT Bauus nekap.

He npekpaTrasaiiTe BHe3anHo npuema na Tpaaentas, 6e3 ga cte ro oOchanny ¢ Bauius nekap.
Bamuat nexap uie By kake Jaiy H KOra MOXeTe Ja ClpeTe NPpHEMa Ha TOBA JIeKapCcTBO (BHXKTE

HIlpeaynpexxaeHas H NpeanasH MEpPKH®).

Koaxo Tpuaenrtan na npHeMaTe
Jo3apoBKa OpH Bb3PACTHH

* O6uuaiiHaTa HAaYaJ HA 2032 HA TpuiaenTan 3a Bp3pacTHH { BKIIIOYKATENHO NALIMEHTH B CTApYECKA
pb3pact) € 600 mg Ha aeH. [Ipuemaiite no eana tabnerka ot 300 mg ABa NBTH HA JCH.

- BawuaT nekap Moxe Aa NoBUILIN Ao3aTa Bu nocTteneHHo, ako ¢e Hanara, 10 NOCTHraHe Ha HaH-
nobpute pesynrati. Toa 00MKHOBEHO cTaBa npu jAo3u Mexay 600 mg v 2 400 mg Ha feH.

. Ho3ata € cbLuaTa, ako TpUNENTan ¢e npyeMa 3aeAHo ¢ ApYro aHTHENMIENTHYHO JICKApCTBO.

Hauannata 403a npM NalMeHTH cbe 3a001ABaHHs Ha ObOpenmTe (¢ Hapymeﬂa ObbpeuHa pyHKLMS)
e mOJIOBHHATa oT obuyaliHaTa Ha4vanHa no3a.

Ho3upoBKa NpH aena
TpuaenTan MOXe ja ce IpuemMa oT Aella Hall 6 roAulIHA Bb3PacT.
Jlo3upoBKaTa MpH Jieiia 3aBHUCH OT TErJIOTO UM, KaTo HeobxoauMara 103a iue ObJle M34HCcieHa OT

JIEKyBaLHA IeKap.

° Hauannara go3a e 8 no 10 mg/kg TenecHo Tersio Ha AeH, pa3encHa B ase n034. Hanpumep eaxo
30-KuI0rpamMoBo AeTe 61 3aMOYHANO Ne4eHHE ¢ eAMHMUHA 1032 0T 150 mg ABa NBTH Ha JIEH.
° AKO e HeoDxoauMo, BauMaT iekap MOXe 2a MOBHILIABA Ta3H 033 MOCTENEHHO 40 NOCTHIaHE Ha

Hali-nobpuTe pesyntati. Tosa 06HKHOBEHO ce nocTHra npy Jao3a ot 30 mg/kg TenecHo Terno Ha
neH, Makcumanuara 103a 3a aeua € 46 mg/kg TenecHo Terno Ha JeH.

Kak na npremate Tpaaenradi

. [ npTHETe TabneTkUTE ¢ MATKO BOJAA.

. AKoO e HeobxoauMo, TabneTkute Morat Aa ObJar pasuyrneHHu HanoJOBNHA, 3a Ja C€ nperabilar no-
necko. He pasuynsaiite TabneTkara, 3a Aa NpHEMETE CaMO MOJIOBUHATA OT Jo3aTta. [lenurenHara
4epTa € camo 3a yJ1eCHIBaHe Ha cHyNBaHeTo, ako By e TpyHO na ribTHeTe LsiaTta Tabnerka.

. 3a MaJIKMTE AcLd, KOUTO HE MOTaT Aa I'bJTAT TabjJeTKH MM KOUTO HE MOTaT Aa noay4ar

HeoOXOoNMMaTa UM 1032, JafeHa 8 TabnetHa dopma, TpunenTtan ce npessiara Mox popmara Ha
nepopanua cycnensus. [lonutadite Bawns nexap win gapMaLeBT 3a ChBeT.

Kora 1 Konko anaro aa npuaemare Tpuienrad
TpunenTtan Tpabsa Aa ce npuemMa ABa NbTH JHEBHO, BCEKH ACH, 10 €AHO U ChLIO B
ako BawuaT nekap sHe Bu xaxe apyro. [lpuemanero Ha TpunenTan no efiHO U Cb
nonpuHece 3a Hali-no6bp KOHTpoN Ha enunencudTa. Taka cso we B noMorue
npuemare TpunenTtal.




Bamuart nekap uie By kaxke KOAKO AbAro wie nNpoab/kd Baiieto neuenue/nedeHnero Ha Baiero aere ¢
Tpunenran. [IpoAbLIKHUTENHOCTTA HA IE4EHHETO 3aBUCH OT BUAA HA Bawnte npucTbniu/NpucTbnuTe Ha
Bauero aete. BL3MOXHO € Aa e HAJIOXKH JieueHHe, MPOoAbAKABALIO ¢ FOAHHH, 3a Ja CE NOCTHIHE
KOHTpOJ1 Ha NpucThhnTe, He npoMeHsiite nosara U He cnupaiTe NeueHUeTo Oe3 MLPBO 1a FOBOPHTE C

Bawus nexap.

AKO CTe NpHeJH noBe4e 0T HeobxoaumaTa n103a Tpuaenran
AKO CTe MpHETH nosede TabneTky, oTkonkoTo By e npeanncan BaluusT nekap, CBbpxeTe ce He3abaBHO ¢
Hero Wiy Hafi-Onuskara Oonunua. CUMNTOMUTE Ha npefo3upaHe ¢ TpunenTtan MoxXe Ja BKIKOYBAT:

® CBHJIMBOCT, 3aMasAHOCT, NpoOJeMH C KOOPAMHALUATA W/UIH HEBONHU JIBUKCHHA HA OYHTE,
MYCKYJIHO MOTpPEeNBaHe WK 3HAYWTEIHO BNOLIaBaHe Ha IPUCTBINTE, I1aBobonue, 3aryba Ha

Cb3HAHHUE, KOMa,

rafieHe, NOBPhLIAHe, TOBUUICHA Y€CTOTAa HA HEKOHTPOJIIMPYEMH JBHKEHHS,
neTaprus, ABOIHO BUXKAAHE, CTECHABAHE HA 3CHULUTE, 3aMBIJIEHO 3PEHHUE,
yMOpa,

MO-pAAKO ¥ MOBbPXHOCTHO JHIIaHE (HAMAIABAHE Ha JUXATE/IHATA HeCTOTa),
HapyLUEHHA HA CbpAeYHNS pUTbM (yabmkaBaHe Ha QTc wHTepBana),
TpenepeHe, rinaBobosye, koMa, HAMAJIEHO HUBO Ha Cb3HAHME, HEKOHTPONHPYEMH IBHIKEHHA HA
ycrara, €3MKa H KpaHMUHTE,

arpecus, TPEBOXKHOCT, 00BbPKaHOCT,

® HHMCKO KPbBHO HaJIAraHE,

® 3aTpyAHEHO AHMLIAHE.

AKO CTe nponycHaJMH AA npreMere Tpraenral

Ako cre 3a0paBH/K Ja MpUEeMEeTe CaMo €AHa 1034, IPHEMETE 1 KOJIKOTO C€ MOXE MO-CKOpO, C1e/l KaTo CH
CIIOMHHUTE. AKO obaue e BpeMe 3a ClieABallaTa 103a, He pueMaiiTe nponycHarara po3sa. I1pocro ce
BbpHETE KbM peRoBHHMA rpaduk Ha Ao3uTe. He B3emaiite ABoAHA N03a, 3 Ja KOMIICHCHPATE

NponyCcHaTaTa 103a.
Cebpxere ce ¢ Bawus nexap, ako He cTe CHIYPHH WM cTe 3a0paBiiin 1a NpUEMETE HIKOAKO J03H.

Axo cTe copein npueMa ua Tpriaenrtan
He cnupaiite npremMa Ha Baieto nekapereo, 0cBeH ako Bauiuar nexap He Bn kake.
3a fa ce NpeAoTBPaTH BHE3AMHO BloiuasaHe Ha Baiinre NpUCThNH, HHKOra HE NMPEKpaTABanTe BHE3AMHO

npHema Ha BauieTo nexkapcrso.
AKO fiedeHueTo By ce cniupa, ToBa TpaOBa Ja cTaHE NOCTENEHHO CIIOPEN HHCTPYKUMUTE Ha Baumsa nekap.

AKO HMate HAKAKBH JOITBIHUTENHHU BhIIPOCH, CBbP3aHH ¢ ynotpebara Ha TOBa NE€KApCTBO, NONUTANTE
Baius nexap unu dapmalesT.

4. Bb3MOXKHE HEXXCIaHH PEAKIHH

KakTo BCHYKH IeKapCTBa, TOBA JIEKAPCTBO MOXKE Ja NPEeIU3BHKa HeXeNaHH peakUuH, BbIPEKH 4€ He
BCEKH I'M MOJTy4aBa.

Hugropmupaiime nezabaerno Bawua nexap unu omudeme & cneuinomo omoeilenue Ha Hau-bauskama
00 Bac Gonnuua, ako noaysume HAKOR OM CAEOHUME HEXCENARU PeaKyui:

U36poeHnTe HEXENaHU peakuuy Ca NPU3HAIK Ha MOTEHLHANHO CEPHO3HH HeXeaH! peakKLui, KOUTO
MOXE J1a U3MCKBAT He3abaBHa MeHLIHHCKA NMOMOLL, JlekapsaT uie pelliyd Chillo Taka Ja D Mo
Tpunenrtan Tpadea aa Onje cnpaH He3abaBHO U KaK Liig NPOABIINKH N0-HATATHIIHOT u@}; i€




HeuecTu (Morar Aa 3acerHat ao |1 Ha 100 gyumn):

e HajnaBaHe Ha TErJio, yMopa, Kocomnaj, MyCKyJaHa cnadocT, YyBCTBO Ha CTYJ (NPpU3HALKM HA MOHHUXEHA
GYHKIMA Ha LIMTOBUAHATA XKIIE3a);

® majaHe.

Peaxn (Morat fa 3acerdar 10 1 Ha 1 000 gyuin):

¢ [OAYBaHe HAa YCTHUTE, Kenayure, JHLIETO, ILPAOTO HIH YCTaTa, ChIIPOBOAEHO OT 3aTPYAHECHHA B
IMLIAHETO, FOBOPA HJIK NPEriabliaHeTo (CUMITOMH HA aHA(HIIAKTHYHH PEAKLIMK U aHTHOEIEM );

e KOMEH 0OpHB W/HIM BUCOKA TEMNIEPATYPa, KOXTO MOXe Aa ca nposAsy Ha DRESS (nexapcraed oOpus
¢ eosnHodunus u cucreMru cumnromu), AGEP (ocTpa renepanusipaHa ex3aHTEMHa RYCTyn03a),

® yMmoOpa, HEAOCTHI Ha Bb3AYX NpH PU3IHUECKO yCUNHE, BneHOCT, rnaBodonue, BTpUcate, 3aMasHocT,
yecTH KH(EKLHH BoAeLIY JO BHCOKA TEMIIEPATypa, 3a4EPBEHO rbpJlo, pasA3BsBaHUA B yCTaTa, NO-
JIECHO OT HOPMANHOTO KbPBECHE NIIH HACHHABAHE, KbPBEHE OT HOCA, YePBEHHKABH UIH BHOJIETOBH
IeTHAa WIK HeoDACHUMH TNIEeTHa MO KoXKaTa (NPU3HALIM Ha NOHWKeH Opoll Ha TPOMOOLUKMTHUTE B KPLBTA
WJIM HA NOHWKEH Opoit Ha BennTe KPHBHH KIETKH);

¢ Jjeraprus, O0BPKaHOCT, MOTPENBAaHE HA MYCKYJIUTE WAtk 3HAYHTENHO BJIOABAHE Ha NPHCTBIHTE
(BB3MOKHHM CHMIITOMH Ha HUCKHA HHBA HAa HATPHUA B KpLBTa) (BHXKTE , [IpeaynpexaeHus U npeanasHu
MEPKHU ).

Muoro peakn (Morar ja 3acerHar 2o | Ha 10 000 nyiun):

® CHMITOMH Ha PeaklMy Ha CBPBX4YBCTBUTENRHOCT KaTO KOXeH o6puB, BUCOKA TeMnepaTypa u Oonka B
MYCKYJIUTE U CTABUTE;

® TEXKO M3MPHIIBAHE HAa KOXKATA W/H/IY NUTaBULMTE HA YCTHHTE, OUUTE, YCTaTa, HOCHHTE NPOXOAH HIIH
reHHTATMUTE (CUMIITOMHE Ha CEpHO3Ha ajiepruvHa peakijus, BKIIOUYHTENTHO CUHAPOM Ha Lyell,
cuHApoM Ha Stevens-Johnson u erythema multiforme);

e 00pus noa popmaTa Ha HEPBEHM MIETHA MO JIMUETO, KOATO MOXeE J1a € ChIIPOBOJAEH OT yMOpa,
MOBMLLEHA TEMIEPATYpPa, raeHe Uiy 3aryba Ha aneTuT (IpU3HAaLM Ha CHCTEMEH JTYyTyC
EPUTEMATOLEC);

¢ rpunonoAoGHH CHMIITOMH € XXBITEHHLA (MOXBATABAHE HA KOXKATA MK Ha DANOTO Ha OuuTe)
(MpU3HALM HA XeNaTHT),

® TEXKH CTOMAlIHH (KOopeMHH) OOJIKH, NOBpBUIaHE, 3aryba Ha aneTuT (NpU3HaLK Ha Bb3MaNeHue Ha
naHkpeaca).

TpaGea a1a xaxere na BaniHg JeKap Bb3MOXKHO Hal-CKOPO, AK0 HOJIYIHTE HAKOR OT CJAECAHHTE
HeKEJIAHH PeAKIHH, Thif KATO MOXE /1a C€ HAI0XKH MEAHLIMHCKA NOMOLLL.
Yecru (Morar aa 3acerdar a0 1 Ha 10 gywu):
e TpenepeHe, NpobneMn C KOOPAYHALMSTA, HEBOJIEBH JIBUXEHHA HA OUUTE, TPEBOXKHOCT H
HEepBHOCT, NeNpecHs, MPOMEHN B HACTPOEHHETO, OOpHB.
Muoro peaxs (Morat jga 3acerHar Ao 1 Ha 10 000 aynmin):
® HempasuiiHa chpAcHHa AeiHOCT WKW MHOTO YCKOpEeHa WM MHOro 3abaseHa cbpiieyHa eHHOCT,

JIpyrn HexeNaHH peakuiH, KOHTO MOXe 12 Bb3HHKHAT:
Te ca OOHKHOBEHO Neky 10 YMEPEHH HexenaHu peaklyH. [10BeYeTO OT TAX ca NPEXOIHH ¥ OTWYMSBAT C

BPEMETO.
Mmuoro yecTH (Morar Aa 3acerHar nosede ot 1 Ha 10 aywn):

e  yMopa, rmasofonue, 3aMasHOCT, ChHIMBOCT, FaZicHe, NOBPbIllaHe, ABOHHO BHXKAHE.

YecTn (Morat Aa 3acernat go 1 na 10 qywn):

» cnabocT, HapylIeHHs HAa NaMeTTa, HaMalleHa KOHLIeHTpauys, anatus, npess3dyaa, oobpkeaHe,
3aMBINIEHO BHXKAAHE, HAPYINEHHS Ha 3PEHHUETO, 3aleK, ANapHs, CTOMAIHKY (KOpeMHK) DOJIKHM,
aKHe, Koconaj, npobieMu ¢ paBHOBECHETO, HAJlaBaHe Ha Terno, HapylCHH Ha rOBORA.

Heuecra (Morar ja 3acersar o | Ha 100 nywu): -
® BHCOKO KPbBHO HANATAHE, YPTHKapHA,

e jokaro npueMate Tpunentan, MOXe ChILO TaKa Ja UMATEe NOBHUICHHU HHB
EH3UMH.




Peaxu (Morar aa 3acerHat a0 | Ha | 000 aywn):
¢ UMa ChOOILIEHUSA 34 TIOBNUABAHE Ha KOCTHUTE, BKIIFKOUHTE/IHO OCTEONEHHS W OCTEONOpo3a
(HaManeHa MHHepaJiHa IIbTHOCT Ka KOCTUTE), H PppakTypy. ['oBopeTe ¢ Bawua nexap, ako €Te Ha
IBIrOCPOYHA TEpanus ¢ aHTHENUNENTHYHY JIEKAPCTBA, UMATe aHaMHe3a 3a 0CTEoNnopo3a UK

npUeMaTe CTCPOHIH.

CrobInaBaHe HA HEXKENAHH PEAKIIHH
AKO NOJIy4YHTE HAKAKBH HEXENaHH JIeKapcTBEHU peakLnH, yBeaomere Bauiug nexap unu gapmauesT.
Topa BK/IOYBA BCHYKH BL3MOXKHH HEOMMCAHH B Ta3M JIUCTOBKA HEXENaHH peakuuy. MoxeTe Chio Ja

CLOOIUTE HEXENAHH PEaKLiHU JHPEKTHO 4pe3:

HM3nbaHuTeNHa areHuyud no AeKapcTBaTa
yn. ,,Jamsan 'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato chobinlapate HexenaHy peakdy, MoOXeTe J1a Jafere CBOsS NPHHOC 3a oIy 4aBaHe Ha MoBeYe
uHopMalus OTHOCHO 6e30NMacHOCTTa Ha TOBA JICKapCTRO.

5. Kax aa chxpanasate TpHaenTan

Jla ce cbxpaHsBa Ha MACTO, HENOCTHIHO 32 JeLa.

He m3non3saiiTe TOBa JIEKApPCTBO Clle]] CpOKa Ha FOAHOCT, 0TOENA3aH BbpXY ONMCTEPHTE U KapTOHEHaTa
onaxkoBka. CpOKBT Ha FOJHOCT OTIOBapA Ha MOCNEAHHR ACH OT NOCOYCHHUSA MECELL,

He u3noa3BaiiTe TOBA JIeKapcTBO, ako 3abenexure, Ye onakoBkara € NoBpeASHa UK HMa Oenesu 3a
MOATPABSHE.

He u3xBbpisiiTe JeKapcTBaTa B KAHAJIM3ALUATA WM B KOHTEHEPa 3a ioMalltHi oTnanbuy. [lonuTakTe
Bauins dapMaLeBT Kak 1a U3XBbDIIATE EKapcTBaTa, KOMTO Beye He uanonssare. Te3d MepkH e
CMIOMOTHAT 3a OI1a3BaHe Ha OKOJIHATA Cpela.

6. CoabpxKaHHe HA ONAKOBKATA H JONBJIHHTEIHA HHPOPMALHS

Kaxpo cuanpxka Tpuaenran
AKTHBHO BELIECTBO: OKCKapOa3eIHH.
Tpunentan 300 mg dunmupanu TabneTku: Besika punmupana Tabnerka cbabpia 300 mg okckapba3senuH.

Tpunentan 600 mg punmupanu Tabnetku: Bcska punmupana tabnerka cbabpxka 600 mg okckapbasenuy.

JIpyry CbCTaBKH:
Chpuesuna Ha TaGneTkaTa: KONOHNCH 6e3BOJCH CUTMLMEB IHOKCH, MHUKPOKDHCTANIHA LIENY /1032,

XHNPOMEN03a, KPOCNOBHIOH, MarHe3HeB CTeapar.

O6saBKa na Tabaerkara:
- 3a Tabaerxute or 300 mg: xunpomenosa, Makporon 8 000, xcwaT xenezen okeni (E 172), Tank, THTaHOB

nuokcun (E 171);
- 3a TabneTkuTe oT 600 mg: xunpomenosa, makporoa 4 000, uepsen xenesen okcun (E 172), yepex

wenesen okcup (E 172), tank, TuraHoB auokcHa (E 171).




Kak n3raexaa Tpriaenrtaa H KaKBO ChAbPKA ONAKOBKATA

Ta6nerkara ot 300 mg e bJiTa, OBAJIHA, JIEKO JABOHHOM3MbKHANA, C JIE/IUTE/IHA YepTa OT ABeTe CTPaHH, C
BIbOHATO penedHo o3Hayenue ,,TE™, nenurenna yepra, oobpHaro ,,TE" ot eqnara crpana u ,,CG",
fenuTeNHa yepra, oobpHaro ,,CG™ ot Apyrara cTpaHa.

Tabnerkara or 600 mg e Gie0po30Ba, OBajHA, JIEKO ABOHHOU3MbKHAA, C ICJIUTE/IHA YepTa OT ABETE
cTpaHH, ¢ BATLOHaTO penedHo o3nauenue ,, TF*, nenurenna yepra, odbpharo ,, TF* ot eanara crpana u
.CG*, nenurtenna yepra, oobpHaro ,,CG" oT Apyrara cTpaHa.

dunmupanuTe TabJeTKU ca HATMYHH B OJIMCTEPHU ONAKOBKH, ChAbpKalin SO TadneTKy.
He BcMUKH BH0BE ONAKOBKK MOrar Ja ObJaT nyCcHaTH Ha rnasapa.

[puTexares HA pa3pelIeHHETO 32 ynorpeoda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus

[IpousBoauTeE
Novartis Pharma GmbH
Roonstrasse 25

00429 Nuernberg
[‘'epmaHus

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 1oMbJIHUTENIHA HH(OPMALMA OTHOCHO TOBA JIEKAPCTBO, MOJIs, CBbPXKETE CE C JIOKAJIHUA MTPEACTABUTE!I
Ha MpHUTEXAaTe s Ha pa3peleHneTo 3a ynorpeoba:

Novartis Bulgaria EOOD

oyn. ..Hukona Banuapos® Ne 55

EKCITO 2000, crpaaa 4, er. 4

Codus 1407

Tein.: 02/489 98 28; dakc: 02/489 98 29

JlaTa HA MOCJIe/IHO npepasrjex/aaHe Ha JHCTOBKATA!




