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TPUTHUKO 75 mg TabJieTKH ¢ YABJKEeHO0 0¢cBO0OXK/1aBaHe
TRITTICO 75 mg prolonged-release tablets

TPa30,10HOB XH1poxJiopu (trazodone hydrochloride)

ITpouereTe BHHMATEIHO ISAJIATA JMCTOBKA IIPE/IH /1a 3alI0YHETE /1a IPHEMATE TOBA JIEKAPCTBO, ThH
KaTo TH Ch/IbP:Ka BaxHa 3a Bac nudopmanmus.
- 3anazere Ta3u JUCTOBKA. MOXe J1a ce HAJIOKH J1a s [IPOUYETETE OTHOBO.
- AKO MMAaTe HAKAKBH JIOMBbJHUTEIIHU BBIIPOCH, NonuTaite Bawus jiekap UM papMaesT.
- Tosa nekapcTBO € npejanucalo JuyHo Ha Bac. He ro npeorcrbnBaite Ha Jpyru xopa. To Moxe aa
UM HaBpEJIM, HE3aBUCHMO Y€ MPU3HAIIMTE Ha TSIXHOTO 3a00JIBaHe ca ChllluTe KaTo Baure.
- AKO IOJIYYHUTE HSKAKBH HEXKEJIAaHH JICKAapCTBCHH peakiUu yBejaomere Baiuus jiekap uiu
¢dapmanest. ToBa BK/IOUBA M BCHYKH Bb3MOXKHHU HEXEJIaHU peakiiii, HEOITMCAaHH B Ta3W JIMCTOBKA.
Buxxre To4ka 4.

KakBo ¢babpiKa Ta3H JIMCTOBKA:

1. KakBo npejcrasnsiBa TPUTHUKO 75 mg u 3a kakBO ce H3I10J13Ba
2. KakBo tpsioBa aa 3naere npeau jaa npuemere TPUTHUKO 75 mg
3. Kak na npuemare TPUTHUKO 75 mg

4. Bb3MOXKHHU HEXEJIaHH peaKlUu

5. Kak na cbxpansisare TPUTHUKO 75 mg

6. ChjbpkaHHe Ha ONIaKOBKATa W JION'bJIHUTEIHA HHPOpMALIHS

1. Kakso npeacrasiasiBa TPUTHUKO 75 mg u 3a KakBo ce H3110/13Ba

TPUTHUKO 75 mg e aekapcTBO, KOETO CE lpuJiara 3a JICUEHHUE Ha JICIIPECUBHH pa3CcTpoOHCTBa ¢ UK O€3
TPEBOXHOCT. T€3H JiIeKapCTBa C€ HApUYaT aHTUJECIIPECAHTH.

& KakBo TpsiOBa 1a 3uaere npean aa npuemere TPUTHUKO 75 mg

He npuemaiite TPUTHUKO 75 mg:
- AKO CTe aJIepru4HH KbM aKTUBHOTO BEILLECTBO MJIM KbM HSAKOSI OT OCTaHAJIMTE ChbCTABKH Ha TOBA
eKapcTBO (M30pOEHH B TOYKA 6) .
- Ilpu ankoxoJiHa HHTOKCHUKALIMSl U HHTOKCHKALIMS C XUITHOTHYHHU JIEKapCTBa.
- Ilpu Texxbk HHDAPKT HA MUOKapAa.

[Ipeaynpex/aeHuss H NpeaANIa3HH MEPKH
[leouampuyna nonyrayus

TPHUTHUKO 75 mg He TpsiOBa j1a ce u310Ji3Ba OT Jiella ¥ FOHOLIK Ha Bb3pacT noj 18 roauuu. [1pu ToBa, e
HY)KHO Jla C€ KaXke, Y€ KOraTto €€ M310oJ13Ba NpH MalueHTH noj 18 roanHu, ta3u rpyrna jekapcTsa MOxXe /1a
[NOBHMILIK PUCKA OT HEXEJIAaHU PeaKIlMH, KaTO OINMUT 3a caMOyOHUHCTBO, NJlaHWpaHe Ha caMOYOHMHCTBO H
BpaxJIecOHOCT (NMPEAMMHO arpeCMBHOCT, MOBEJAECHHUE HA NPOTHBOIOCTaBAHE U IHAB). OCBEH TOBA JIMIICBAT
JlaHHM 3a 0€30MacHOCTTA MPH ABJIroCpoyHa ynorpeda rnpH Jela U noapacTeailld OTHOCHO pacTexa,
Ch3PSABAHETO U KOTHUTHBHOTO M IOBEJICHYECKO Pa3BUTHE. ‘




CMmywerua npu mecmeane Ha ypuHa

Ako, gokato npuemare TPUTHUKO 75 mg ce u3BbpLLIN CKPUHHHT 3a HADKOTHLIM IIPH H3M0JI3BAHE Ha
crielHPUUYHN TEXHHKKH, BB3MMKHO € 1a ¢€ OTYeTe (PaNIUMB MO3ZUTUBCH pe3yTar.

ToBa ce AbJKH Ha AHAJIMTHYHH CMYILLIEHUA MEXAY MeTalo/IMTa Ha TPa3oJIoH U aM(peTaMUHOBHSA J€pHBaT
(excTtasn). B Te3u cayuait ce KOHCyTUparTe ¢ Baliug nekap U nouckanTe NOTBLPXK/AEHHE Ha aHANN3a, KaTo
ce W3MON3BaT APYTrK TeXHUKH ( Mac cnexkTpoMeTpua (MS) unu anTepHaTHBHO J1a C€ H3MOJI3Ba TeHHA
xpomMarorpadus - TaHaeM Mac criekrpoMerpus (LC- MS/MS), npy KONTO CIOMEHATHTE CMYILLCHHA He
HaCTBIBAT.

Camoybuticmeo/Cyuyuoru MUCAYU Wil KAUHUYHO BAOULABAHE

JlenpecusTa € CBbP3aHa ¢ MOBUUICH PUCK OT CYMLHHU MUCIIH, CAMOHapaHsaBaHe H caMoyOUHCTBO (CbOHTHS,
CBBP3aHH CbC caMoyOuitcTBO). PHCKBT ChllecTBYBa A0 JOCTHIaHe Ha 3HaUMMa peMHucHs. Thi KaTo
noAoOpeHne MoXe Ja HE HACTRIH NPE3 TBPBUTE HAKOJIKO CEAMULIK MM NOBeYe OT HA4YaNOTO Ha JICUCHHETO,
nauueHTuTe TpabBa BHUMATENHO Aa ¢e HabmogaeaT 1o nossara My. KUIMHHYHHUAT OMUT NOKa3Ba, ue
PHCKBT OT caMOyOHACTBO MOXe a HapacHE Npe3 paHHUTE €TaMH Ha Bb3CTAaHOBUTEHUSA NEPHOL.

M3secTHO e, ue naiMeHTH ¢ aHaMHe3a 3a ChONTHSA, CBbP3aHH CbC CaMOYOHICTBO MM NOKa3Bally B
FHAYUTENIHA CTeNEeH CYHUMAHH MUCIIY, IPEAY 3al04YBaHe Ha JIEUEHHETO ¢a H3/10)KEHH Ha NMO-BUCOK PUCK OT
CYHLHAHH MHCIIH WY ONMTH 3a caMoyOuiicTBo U TpsOea na 6bAaT HaOMI0JaBaHU BHUMATEIHO 10 BpeMe Ha
neueHneTo. MeTta-aHanW3 Ha KOHTPOJAKMPAHH ¢ NAaLe00 KIHHUYHH MPOYyYBaHHs Ha AaHTHACTPECAHTH IPH
Bbh3pacTHH MALMEHTH C NICUXHYHHK pa3CTpONCTBA 110Ka3Ba MMOBHILIEH PHCK OT CYHIIMAHO NTOBEACHUE NPH
nauMeHTH Noj 25 roAuIliHA Bb3PAcT, JIEKYBaHU C aHTHASNPECAHTH B CpaBHeHye ¢ manedo.

JlexapcTBeHaTta Tepanus TpsaOBa 1a ce ChIIBTCTBA CbC CTPOro HabNIOAEHUE HA MALIMEHTHTE H B YACTHOCT Ha
TE€3H C NOBHMIIEH PHCK, 0COOCHO B HAYAJIOTO HA JICYEHUETO U Cell MPOMEHH B Ao3ata. [lauueHTHTe (M TE3M,
KOWTO Ce TPIIKAT 3a T5X) TpsAOBa Aa ObjaT npeaynpeaeHu 3a He0OX0AUMOCTTa OT HabmoneHHe 32 BCEKH
NpH3HaK Ha KIHHHYHO BJOLIABaHE, CYHIIMAHO MOBEACHUE HIIM MUCIIH, U HeoOHYaHHH NPOMEHH B
NOBEJSHUETO, KAKTO U He3a0aBHO Jia NOTBPCAT KOHCYATAUMS C JIeKap, aKO TAKUBA CUMIITOMM C€ MOABAT.

KoncynTtupaiite ce ¢ Baiuus nekap npeau aa 3anoyHere aa npuemate TPUTHKO 75 mg B cneanute
CAy4au:
e Enunencus, no-crneumanHo aa ce u3daraa pA3Ko yBeJlHuaBaHe UM HaMAgBaHe Ha 1034Ta;
e [lauuenty ¢ yepHoapoOHa unu 6bLOpeYHA HEJOCTATHLYHOCT, OCODEHO TEXKKA;
e [laumeHTH CbC CHPAESHHH 3a009BaHHUS KATO aHTMHA nekTopyc (rpuana 6onka), HapylleHa
[IpOBOLMMOCT WJIH pa3finvHa cTeneH Ha AV 610K, CKOpoLIeH YH(APKT HA MUOKap/a,
e XHNEPTHPOUAHZIBM (YBENHYECHA PYHKLIHA HA LUIXTOBHAHATA XKJIE3a),
e HapylueHo ypunupaHe, Kato xuneprpodua (yBenMHUeHHe) Ha 1IpocTaTa, Makap npobdnemy aa He ce
O4YaKBaT, Thil KATO AHTHXOJMHEPrUYHMNAT (MOTHCKALL) ePEKT Ha TPA30A0HA € HE3HAUUNTENICH,

¢ OcTpa 3aKpHTOBI'bJIHA TNIayKOMa (OBHILEHO BLTPEOYHO HANArAHE ), MAKap Y€ ChLIECTBEHH
HIMEHEHHs He Ce€ OYaKBaT, MOPaJH He3HAYUTENHUA aHTHXOJUHEPIUYEH €EKT Ha TPa3o0Ha.

[1pn nossa Ha xbiTeHUUa neyeHueto ¢ TPUTHUKO 75 mg cieapa Aa ce npeyCcTaHOBH.

[TpreMbT Ha aHTHAENPECAHTH OT NALMEHTH € W30 PEHHS UM APYTH NICUXOTHYHY 3a00/1BaHUS MOXKE A
IIPHYMHYM BlOLIABaHE HA MICUXOTUYHUTE cuMnToMH. [lapaHouiHUTE MUCIM MOXe J1a ce 3acuaAar. [1o Bpeme
Ha JICYEHHETO ¢ TPa3OAOH ACNPECHBHATA (pa3a MOXKE Aa C€ NPOMEHH OT MAHHAKAJIHO-ACNPECHBHA B
maHHakanHa. B To3m cayuail npuemMsT Ha TPUTHUKO 75 mg tpabsa aa ce npeycTaHOBH.

OnucaHu ca B3auMOJefiCTBHSA MO OTHOLICHHE Ha CEPOTOHUMHOB CHHAPOM (IIPOMEHH B
HeBPOMYCKYITHH HapyllueHHs)/ 37TI0Ka4eCTBEH HEBPOJENTHYEH CHHAPOM (Xuneprepy




PUTHAHOCT M HAapYIICHHSA Ha aBTOHOMHATa (BereTaTMBHaTa) HEPBHA CUCTEMA) B Ciiy4ail Ha ChIBTCTBALIA
yniotpeda Ha Apyry BELIECTBA ChC CEPOTOHMHEPTHYHO ReACTBHE, KATO APYTH aHTHAENPECAHTH (Hanp.
TpULMKIMyHK anTHaenpecadTH, SSRI, SNRI u MAO - uuxubutopr) v Hesponentuud. Cbobliasa ce 3a
3JI0KAaYECTBEHH HEBPONENTHYHN CUHAPOMHU C NIETANEH U3XOJ NMPH CBITETCTBALLL [TPHEM ¢ HEBPONENTHIIY, 32
KOHTO TO3H CHHJPOM € A0Ka3aHa HexeJlaHa JiekapcTBeHa peakuusa. Bux , Ilpuem/ynorpeba Ha apyrH
nekapcTsa” v ,,Bb3MOXKHH HEXKeNlaHY peakldu” 3a JOMbIIHUTENIHA HHPOPMALIHA.

Toi KaTo arpaHynoluTo2aTa (CHIHO HamalaBaHe Ha Opost Ha ONpeAcieHH Oe/IH KPBBHH KJIETKH)
MO>KE J1a Ce MPOSBY KJIHHWYHO C rpUNONOA0OHH CUMIITOMH, Bh3NAJIEHO I'bPIIO H TPECKA, B TE3H CIY4aH C€
npenopbyuBa U3CJIeABAHE HA XEMATOJIOTUATA.

Cuwofiaba ce 3a XHIOTOHHA {TOHUXEHO KPbBHO HAJIArAHE), BKIIIOYUTEITHO OPTOCTATHYHA XHITOTOHHS
(cmasaHe Ha KPLbBHOTO NPH M3NPABAHE) U NPUNAALLUH NPK MALMEHTH, NPHEMALIH TPA30J0H.
CBIIbTCTBALIOTO MPHEMAHE Ha JICKAPCTBA 3a [TOHWKABaHE HA KPLBHOTO HANIAraHe W TPa30J0H MOXeE Ja
M3MCKBA HAMAJISIBAHE Ha J03aTa Ha aHTUXHUITEPTEH3WBHOTO (ITOHMXKABALO KPbBHOTO HaJISIraHe) JIeKapcTBo.

[Tpy nauMeHTHTE B HAIpEIHANA Bb3PacT MO-YECTO MOXKE J1a C& NPOABAT OPTOCTATHYHA XHIIOTOHMS,
ChHJIMBOCT, KAKTO M APYIH aHTUXOJIMHEPrUYHH €(EKTH Ha TPa3o/10H.

CrneuuaiiHo BHUMaHHe clie)iBa J1a ce 00bpHE Ha Bb3MOXHOCTTA 3a JNOMBIHUTENHU €PEKTH IPH
CBIBTCTBANIC JeUeHHe, KaTO HANPUMED C JAPYrH HCUXOTPONHH UKW aHTHXHUIIEPTCH3HBHH CPE/ICTBA, HIH
MpH HATWYUETO Ha PUCKOBH (PAaKTOPH KAaTO CbMBTCTBALIO 3abonsBaHe, KOETO MOXKE /la BJIOIIH TE3H
peakuuy. [IpenopbunTenHo € nauueHTHT/00NHorIeAavybT 12 € HHPOPMHPAaH OTHOCHO Bb3MOXKHOCTTA 33
TAKWBA peaklMd H BHUMATEIHO Aa ce Ha0oAaBa 3a TakuBa e(QeKTH MPH 3aNo4BaHe Ha JICUEHHUETO, NPelH
M cliej] BL3XOAAWOTO THTPHPAHE HAa N03aTA.

Cnen neuenne ¢ TPUTHKO 75 mg, ocobeHO ako € NpOoABIKUTEIHO, C€ NPENOphYBa NOCTENCHO
HaMaJisiBaHe Ha A03aTa ¢ Orjie] MUHHMH3UpaHe Ha CUMIITOMUTE Ha OTHEMAHE, XapaKTEpU3Npalll Ce ¢
rajieHe, rnaBoboHe 1 HEpa3NoNOKEHHE.

HsmMa cBefieHHns 33 NPHCTPacTABAHE KbM TPa30JA0HOB XHAPOXJIOPHA.

Kakto npH Apyrure aHTHAENpPecaHTH, HMa cllydad Ha yabkasaHe Ha QT-uxntepsasia (MpoMsHa B
eJIeKTPOKapAHOrpaMaTa), Makap U MHOro peakH. [lpenopbsusa ce BHUMaHHE [1PH NPEANTUCBAHETO Ha
TPUTHUKO 75 mg ¢ nekapcTBEHH NPOAYKTH, KOHTO yabinkasaT QT-untepBana. TPUTHUKO 75 mg cnenpa
1a Ce M3I10J13Ba BHUMATENRHO OT NalMEHTH ¢ J0Ka3aHH CbPACUYHOCHA0BH 3a00NsBaHUs, BKIIHOUUTE/HO

TAKMBA, CBBP3aHH ¢ YAbKaRaue Ha QT-uHTEpBaAnNa.

Mounurte HHXHOHTOpHY HAa CYP3 A4 MOoxe na NPpUUMHAT NOBUILIABAHE HA CEPYMHUTE HKBA Ha Tpa3oJl0Ha.
Bux ,,Jipyrn nekapcta U TPUTHUKO 75 mg” 3a qonbiaHuTEeNnHa HHPOPpMaALIUS,

KakTo ApyrH nexapcTaa ¢ anda-aJpeHOJMTHYHO ACHCTBYE, TPa30A0H MHOIO PAAKO BOAW 10 NPHAMNIbM
(npoabxkuTeNHa Oone3neHa epekums). Toi ce lekyBa ¢ MHTpPaKaBepPHO3HO MHXKEKTHpaHe Ha anda-
aHApEHEPruyYeH areHT KaTo Halp. ajJpeHaluH Unn MetapaMmuHol. Cbrobliasa ce, odaue, 3a HHAYLHpaH OT
TPa3oA0H NPHANKU3IBLM, KOHTO € HANIOKHJI XHPYpPruiHa HHTEPBEHLIUSA HIITH € A0BEJI N0 NepMAHEHTHa
cekcyanHa AMchyHxums. [[auneHTH, KOWTO pa3BUBaT Ta3H HEXENaHa peaklus, TpaOBa He3abaBHO na
npeycraHoeaT npuema Ha TPUTHUKO 75 mg.

Hpyru aekapersa 1 TPUTHKO 75 mg
Tpabea na kaxkete Ha Baluua nexkap Wik gapmalesT, ako I
BL3MOXKHO Ja MIpUEeMaTe ApPYTry JEKApCTEa,




O6wu: CenatuBHUTE (YCIIOKOHTENHH) ePEKTH Ha aHTUIICHXOTHLHTE, IIPUCITHUBATEIIHUTE, YCITOKOUTETHUTE,
AHKCHOJIMTULIUTE U AHTHXHCTAMUHOBHTE JIEKAPCTBA MOXKE 13 C€ 3aCHJIAT; B TAKHUBA ClIyHau Ce IPernopbnHBa

HaMalsgBaHe Ha Jlo3aTa.
MeTabonn3vpaHeTo Ha aHTHALCIIPECAHTHTE Ce YCKOPSABa NMOPaAH YEPHOAPOOHHTE €PEKTH OT NEPOPAIHH

KOHTpalenTHBH, GeHUTOHH, kapbamazenun u 6apburtyparu. Metabonu3upaHeTo Ha aHTHAENIPECAHTHUTE CE
BL3NPENATCTBA OT LHMETH/IMHA U HAKOU APYrH aHTHIICUXOTHYHH JIeKapCTsa.

Tpﬂﬁﬂﬂ Ila KaxxeTe Ha Bawus JIEKAp, aKo NPUEMATE HAKOC OT CJICAHHKTE JICKAPCTBA!

Huxubumopu na CYP3A4:

Te BKJIOYBAT EPUTPOMHUIIKH, KETOKOHA30J, HTPAKOHA30/1, PUTOHABUP, UHJIMHABUD H HE(DA30/IOH.
Te3u nexapcrpa 3acunBat HexenaHute peakuun Ha TPUTHUKO 75 mg. Ilopaan ToBa chnbTcTBalaTa
ynorpeba TpsbBa Aa ce W3barsa, KOraTo € Bb3MOXHO HIIH MOHE J1a C€ HaMaJIy J03aTa Ha TPa3o0H.

Kapbamazenun.
CobnbTCTBALIMAT NpHeM ¢ kapbamazenuH BOAK A0 HaMaJieHH nna3MeHu koHueHTpauui na TPUTHUKO 75

mg. [launeHTHTE CrezBa aa ce HabnoaaBaT BHUMATEIHO, 32 J1a e BUAM JanH He € HeoOXxoauMa 1o-BHCOKa
no3za TPUTHUKO 75 mg.

Tpuyuxauunu anmudenpecanmu. ChNbTCTBALUMAT IPUEM CNIEABA Aa c€ U30ArBa MOpaau pHCK OT
B3anMOAeHcTBHe. J]a ce cney 3a CEpOTOHHHOB CHHAPOM K ChPACYHOCHAOBU CTPAHUUHHU SEKTH.

Dnayoxcemun: CnobiiaBa ce 3a peaKM Cllyyau Ha MOBUILEHHU 1171a3MEHH HUBA Ha TPa30Jl0H H
HebGnaronpusaTHy edekTH Npy¥ KOMOUHHUpaHE Ha Tpa3oAoH ¢ dayokceTHH. He e uskiroueHo
dhapMakoAWHAMHUYHO B3aUMOLeHCTBUE (CEPOTOHHHOB CHHAPOM).

Huxubumopu na monoamunosama oxcuoasa (MAOI). BbamMoXHHU ca B3aUMOJACHCTBUA ¢ HHXUOUTOPUTE Ha
MOHOaMHMHOBAaTa OKcHja3a. Makap HAKoM nekapu na koMOMHKpaT ABeTe jiekapcTBa, CHLNBLTCTRALIATA
ynotpe6a Ha TPUTHUKO 75 mg ¢ MAOI, nnu 1o aBe ceaMHULIM cell TPpekpaTABaHe Ha NpHEMA Ha TE3H
JieKapcTBa, He ce npenopbusa. He ce npenopbuba v npueM Ha MAQOI 1o eaHa ceaMula ciiell pekpaTsaBaHe

Ha seueHuero ¢ TPUTHUKO 735 mg.

Anmuxoazyranmu wuiu armuazpezanmu (npedospamaAsawiy CoCUpaaHemo Ha Kpbema): IPpOMEHHU B
CLCHPBAHETO Ha KPbBTA CBLP3aHH C PHCK OT KbpPBEHE.

Oenomuazunu. ChIbTCTBALLIATA YIOTPeda ¢ XJA0OpNIpoMasuH, GpaypeHa3nH, JEeBOMEIPOMa3uH, NepdeHa3uH
MOJKE A2 IOBENE JI0 TEXKA OPTOCTATHYHA XUITOTOHMS.

Anecmemuyu/mycxynnu peraxcanmu. TPUTHUKO 75 mg Moxe aa 3acHnu eheKTUTE Ha MYCKYJIHATE
penakcaHTH K NETIHBUTE aHECTETHIIM, 3aTOBA NPH ChIBTCTRALLATA YIIOTpeba € HEOOXOAUM MpeNnas3nuB
MOJAXOL.

Anxoxon: Tpa3ofoH 3acunBa celaTUBHHMA edeKT Ha ankoxoa. [1o Bpeme Ha neyeHue ¢ TPUTHUKO 75 mg
ynorpedara Ha aJIKOXO0J1 C/IeZiBa Aa ce u3bsAraa.

Jlegooona: ARTUAENPECAHTUTE MOTaT 4a YCKOPAT MeTab0IM3Ma Ha NeBo0Na.

Hpyeu
CensTeTBaIAaTa ynorpeta Ha TPa3oA0H ¢ NIEKApCTBa, KOUTO 10Ka3aHo yabinkasaT QPATuranbiflagy ORg na

MOBHIIIM PUCKA OT BEHTPHKYNAPHH apHTMKH, BKItounTeaHo Torsade de pointes (xyfom®sacTpaiimmgie:
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HApYlleHHe Ha CbpICUYHHSA PUTBM). B TakuBa ciydan € HeoOxoauma Npeanas3anBoCT No OTHOLIEHHE Ha
ChITbTCTBaILaTa YroTpeba Ha Te3u nekapceta ¢ TPUTHUKO 75 mg.

Tpazonon Moxe aa HHXHOUPA MOBEYETO OT OCTPHTE €PEKTH HA KIOHHIHH.

TBii KaTO TPa3oROH € MHOTO clab HHXUOHUTOpP HAa 0OpaTHHUA 3aXBAaT HA HOpaApeHanHHa U He MOAHpHUHUpa
peakluaTa Ha KPbBHOTO HAJIAraHe KbM TUPaMHH, HE Ce 04aKBa Aa MOBIKSAE BbPXY XHIIOTOHHYHOTO
(HaMansBaNlc KPBBHOTO HajAraHe) NeHCTBUE HA TYaHETUAMHOBUTE CheAHHEHUS. [IpoyUuBaHus BEPXY
nabopaTopHHM )KHBOTHH, obade, couar, Ye TPaJ030H MOXKE [1a Bh3NPENATCTBA IOBEUYETO OT OCTpUTE edeKTH
Ha KNOHKUOWH. [To OTHOLLIEHHE Ha JpYT'H BHAORE JIEKAPCTBA 3a IEYEHHE HA BUCOKO KPBBHO HalsiraHe Tpabpa
lla ce OTUUTA BB3MOXKHOCTTA 3a NOTEHUHpaHe, MaKap Ja He ce ¢boOl11aBa 3a KIMHUYHH B3aUMO/ICHCTBHUA.

Hexenanute eekTh Morar ga 6bAaT no-4eCTH, KOraTo TPa3oA0H Ce NIpMeMa ChITBTCTBALLO C MPOAYKTH,
CbABLPKALLM KBINT KAHTAPUOH.

CrnwrcTRaliaTa ynotpeba Ha TPa3oJOoH U BapdapuH MOXe Aa J0Be[e A0 [IPOMEHH B IPOTPOMOHHOBOTO
BpeMe.

CHLnbTCTBALMAT PUEM C TPA30AOH MOXKE Ja IPHYMHH MOBHILABAHE HA CEPYMHHUTE HUBA HAa JIMFOKCHH WK
(pCHUTOUH.

BpeMeHHOCT, KbpMeHe H QEepTHIHTET

Axo cTe OpeMeHHa MM KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMEHHA WM TU1aHKpaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Balllua nekap unM dapMaleBT peay ynorpedaTta Ha TOBa JieKapcTBO.

Heronsm obem nanuy 3a 6peMeHHH keHd (mog 200 ciyuyas Ha OpeMeHHOCT), IpHEeMALLH TPa3oAOoH, He
MOKa3BaT HexeNaHH edeKTH Ha Tpa30A0H BbpPXY OpEeMEHHOCTTAa UK 3IpaBETO HA NI0Aa/HOBOPOLEHOTO.
Jincear Apyru enuaceMHUOJIONHYHY JaHHH.

Korato TPUTUKO 75 mg ce npuema A0 paxaaHeTo, HOBOpPOACHUTE TpaOBa Aa ce Hab/1101aRaT 3a NNosAparTa
Ha CHMIITOMH Ha OTHEMAHE.

B13MOXHOCTTA 32 OTASNSHETO Ha NPOJAYKTA B MIAKOTO TpAGBA Jla ce UMa NPENBUI NPH KbPMELIIH ManKH.

Cnegosatento ynorpebara na TPHUTHUKO 75 mg no Bpeme Ha nepuojia Ha OpEMEHHOCT U KbpMeHe TpadBa
Na ce oOMHCIH ¢ie/l BHUMAaTEJIHA fIpelieHKa Ha ChbTHOLLEHUETO NOJI34a/pUCK.

[llogupane u pabora ¢ MAIIHHH

TPUTHUKO 75 mg uma cnabo WK yMepeHo BIUSHUE BbPXY cnocobHocTTa 3a wodupaHe U padora ¢
mallMHH. [TaunenTure TpsdBa na BHMMaBAT Mpu mogupaHe unr padoTa ¢ MalluMHU, JOKATO CE yBEPHAT, Ye He
H3MHUTRAT CbHANUBOCT, CEAUPAHOCT, 3aMasHOCT, OObPKBAaHE WIIH 3aMbIIIEHO 3PEHUE.

TPUTHUKO 75 mg ¢bABLpka 3axapo3a.

Ako Bawust JICKap BH e xazan, ye uMate HENMOHOCUMOCT KbM HAKOH 3axapH, CBbPXKETC CC C HCTO, TIPCAH Aa
[IPUHEMCETE TO3H JICKAPCTBCH MPOAYKT.

3. Kak ga npuemate TPUTHKO 75 mg

JlekapcTBOTO Ce NIPpHEMA ¢aMO OT BL3PACTHH NANHEHTH,
Tabnerkata TPUTHUKO 75 mg moxe 1a 6bae pasaencHa Ha 3 paBHH 103U, KOETO IMO3BOJISBA-ROAFRNEHO

Bb3PAcTTa M OT ODILOTO CHCTOAHUE HA NALUEHTA, 110 JIEKAPCKO NMPEANHUCAHUE.
[IpenopbtBa ce 3anovBaHe Ha ICYEHUETO C BEYECPEH [IPHEM U YBEJIUYABAHE Ha THCAHR




TPUTHUKO 75 mg TpabBa na ce nprema Ha npaseH UiH bieH ctoMax. [lpenoprusa ce Aa ce npiema Ha
TEpaneBTHYHU UMK OT NOHE €XHH MecCeL.

[Ipu neueHue Ha MALUEHTH B cTapuecka Bb3pacT, 103MpOBKaTa TPAOBa BHUMATEIHO 14 C€ YTOUHH OT
NeKapsd, KOMTO 1a npeiieHU KaK Aa MPUNO0KH MEHUMAITHUTE NPENOPbYHTENIHH JO3H.

Brnapacthu; 75-150 mg/aHeBHO, NnpMeMaHH KaTo €/1HOKpAaTHa 03a Beuep, npeau naraxe. Josnposkara
Mmoxe ja 6bae yeenuyeHa no 300 mg/aHeBHO, pasaeneHa Ha Jsa npvema. Ilpu 6oarnuHO NevHeHHe J03aTa
Moske 1a Obae 3aBuieHa 10 600 mg/aHeBHO, pazaesieHa Ha HAKOJIKO NpHeMaA.

[Tpy MalMEHTH B cTap4e€CcKa BL3PacT U HEMOINHM NalMEHTH NPENOphUYHTENHATA MbPBOHAYAJIHE 4034 €
HaMalleHa I0 75 mg AHEBHO, pa3ZeicHa Ha HAKOJIKO NpYeMa HJIH KaTo €1HOKpaTHa n03a Beyep. JlosaTa
MOIKE 1A Ce NMOBHILIABa NOCTENeHo, KAKTO € OMHCAaHO NPH Bb3PaCcTHH, Noj HabmoaeHue cbobpasHo

MOHOCHUMOCTTA U €(PUKACHOCTTA.

¥Ynorpeba npu Jena u I0HOLIH
He ce npenopnusa ynotpebara Ha TPUTUKQO 75 mg npu aeua u 100K Ha Bb3pacT Nox 18 rogyuHu
nopajy JIUNca Ha AOCTaTbYHO JaHHH 33 0€30MacHOCT.

YepHoApOOHH HapYLIEHUS: TPa30A0H NPETLPIABA EKCTEH3WBEH META00IM3BM B YEPHUS APOO H CBILIO TaKa
ce CBBbP3Ba C XEMaTOTOKCHMHOCT, BUX ,fIpeaynpexacHus H npeana3sHd Mepku™ U ,,Bb3MOXKHK HeXKeNaHH
peakuuu”, [NauueHTH ¢ YepHOAPOOHU HapyleHus, 0coOEHO C TEXKaA YEPHOPpoOHA HELOCTATHYHOCT TPAOBA
11a KaXKaT Ha TEXHHA fexap, KOUTO lie npeleHH Janu € HeobXoauMo NepuoanyHo HabnoaeHue Ha
yepHoApoOHAaTa PYHKLUSI.

BrOpeuHu HapylneHns; 0GUKHOBEHO He € Heo0X0A¥MO KOpUrupale Ha 1o3aTta. Bulpeky TOBa MaLMEHTH ¢
OuOpeyHH HapylueHHs, 0COOEHO B cy4au Ha Texka 6b0peuHa HeaoCTaTbYHOCT TPAOBA Aa KaXaT Ha TEXHHA
nexap npeau aa sano4Har nedenue ¢ TPUTHKO 75 mg (sux cblilo [ Ipenynpexaenus U npeanasHu
MEPKH).

AKO cTe NpHeJIH noeeue oT HeobxonumaTta goza TPUTHUKO 75 mg

Haii-4ecTo ch00LIaBaHNTE HEXENAaHU PEAKLUH ClIEa PeJ03UpaHe Ca CBETOBbPTEXK, CbHIWBOCT, rafieHE H
IIOBPBLLAHE.

B no-cepnoanuTe cnydau ce cbobliana 3a koMa (3aryba Ha Cb3HaHMe), TaXHKapHs (YCKOPEH ChpleHeH
PUTHM), XUNOTOHUA (HUCKO KPHBHOTO HaNsAraHe), XUIMOHATPHEMHUS (HUCKO HHBO Ha HaTpUH B KPbBTA),
KOHBYJICHHM U 3aTpyAHeHo AHwaHe. ChpASHHUTE HAPYLICHUS MOXeE Ja BiouBat Opaaukapaus (3abaBeH
ChpJCUYEH PUTEM), YAbIKaBaBe Ha QT-unteprana u Torsade de Pointes. CumnroMuTe MOrart fa ce nposBsT
B paMKHTE Ha 24 yaca WJIM IOBeue CJIeA npeao3upaHe.

[Ipeao3vpaHe Ha Tpa3oA0H B KOMOMHALMA € APYTH aHTHACNPECaHTH MOXe Ja NPHYHHH CEPOTOHUHOB
CHHAPOM.

B cnyuait Ha cnyyaiiHo nornbiiane Ha rosteMu 103 TPUTHUKO 75 mg ceppxere ce HezabaBHO ¢ Bawus
iekap WK oTHAETE A0 Haii-6nn3kara Sonnuua. Baemere ¢be cebe CH 1 TasH JIHCTOBKA.

B cnyuait Ha npeaosupaHe TpsaOBa J1a ce KW3NON3Ba aKTUBEH BBIJIEH K/IM Aa CE€ HanpaBy CTOMALIHA MPOMHBKa
U KPLBHHUTE eNEKTPONHTH TpAOBa Nla 6baar kopurupanu. He cohuiecTsyBa cneuupuryed aHTHROT Ha
TPa300H.

AKO HMaTe HAKAKBH JONMBbIHUTEIIHH BbNPOCH OTHOCHO ynoTpebaTa Ha TO3U NPOAYKT S
nexap uiu dapMalleBT.




4,

Bb3MOKHHN HEXKEJAHH peaKi{HH

KaTo BCHUKH JICKApCTBa TOBA JICKAPCTBO MOXKE jla peAnu3BHkKa HCXKC/IaHKH PpCAKLIHH, BBIIPCKH HE HC BCCKH 'H

[MoJiy4yaea.
Cuo6l1ara ce 3a cyuad Ha CYHLMAHH MHCIH M CYMLUHAHO NIOBEACHHE N0 BPEME Ha TEPANHUATA C TPA3O/I0H

WK CKOpO CNEA MPpEKBLBAHE HA JICHCHHCTO.

CrnegHUTE CUMIITOMHU, HAKOH OT KOHTO €a YecTo HabNoAaBaHU NPH Cllydau Ha HeJIeKyBaHa IENpPecHs, ce
cpo6iaBar ¥ NpH NauHeHTH, NOAT0KEHH HA TEpanus C TPa3oA0H:

Crobmaeane Ha HeXeJIAHH peakUHy
AKO NONny4YuTe HAKAKBH HEXEJIaHH JIeKapCTBEHH peakLUnH, YBeaoMeTe Baluns nekap
BKJIKOYBA BCHUKH Bb3MOXXHH HEOMHCAHN B TA3H JIMCTOBKA HEXENARM peakluyn, Moxg

Jiuckpa3us Ha KpbBTa (M3MEHEHHE B KPbBHHUTE KJIETKH), BKJIOUHUTEIHO arpaHyoLHTO3a (CHITHO
HaMmansiBaHe Ha 6pos Ha onpegeneHy 6end KPbBHU KNETKH), TPOMOOLHTONEHNS (HaMansaBaHe Ha
Opos Ha TPOMOOLIUTHTE ), NEBKONeHU (HaMansBaHe Ha Opos Ha BenuTe KPLBHH KJIETKH) M aHeMus
(vamansBaHe Ha Opos Ha HEPBEHHUTE KPLBHU KIETKH);

AJNICPriyHHU peaklmu;

CHHAPOM Ha HEAZIeKBATHA CEeKpeLUs Ha aKTHAHYPETHYHHS XOPMOH;

HamansBase Ha HMBaTa Ha HaTpHi B KpbBTA, 3ary0a Ha Terio, aHOpeKCHA, NOBHILICH aNeTHT;
CyHLMHJIHH MHCJIN HIIH CYMLHAHO NOBeAEHHE, CbCTOAHUA Ha 00bpKBaHe, bescbHHE, Ae30pHEeHTaL NS,
MaHH#, TPEBOXHOCT, HEPBHOCT, Bb30YyAMMOCT (MHOIO PSAKO BJICIIABAILA CE 0O HEITUPUYM),
HaJlyJHUYaBOCT, arpecHBHU peaki|ii, XaNlolHHALINH, KOLIMAapH, TOHWKABAaHE Ha JIHOHIOTO,
CHHAPOM HAa OTHEMAHE;

CepOTOHUHOB CHHIPOM, KOHBYJICHH, HEBPOJIENITUYEH 3/I0Ka4ECTBEH CHHAPOM, 3aMasHOCT, BUEHE Ha
CBAT, rnaBofonue, CbHIUBOCT, 0€3MOKOHCTBO, NOHK*KEHa OAUTETHOCT, TPEMOP, 3aAMBIIEHO 3PEHUE,
HapyllUeHHs Ha NaMeTTa, MHOKJIOHYC (BHE3alMHO CBMBAHE HA MYCKYJI HJIM Ipyna oT MYCKY.JIH),
n3paseHa adaszng (Hapyluetue Ha criocofHoCTUTE 38 KOMYHHKAlUA), NapecTe3us (MpaByUKaHe,
H3TPBNBAHE M APYTH YCEUIaHKA N0 KOXaTa), AMCTOHHS (ITOHHUXKEH HIIH MOBUILIEH TOHYC Ha
MYCKYJNIUTE, TbKaHH U CbA0BE), MPOMAHA HA BKYCA,

ChpaeyHa apuTMus (Hapylli€eHHs Ha CbpIeUYHUS pUTHM), BKInouutesnHo Torsade de Pointes,
NannuTaUMu, NPEeXACBPEMEHHY BEHTPUKYAPHHK KOHTPaKLMH, BEHTPHKYJIAPHH KYIJICTH,
BEHTPHKYJIapHA TaxukKapausa, Opaaukapans (3abaseH cbpJeueH PHTbM), Taxukapus (YCKOpeH
cbpareueH putbM, EKI” abHopMmannocTn (yaemxaeane Ha QT-unrepsana);

OpTocTaTHYHA XHIIOTOHHUSR, XHIIEPTOHHS, HPHUNALBIMH;

Hazanna koHrectus (3anylleH HOC), 3aTPYAHEHO JUILAHE,

["ageHe, MOBpPBILIAHE, CYXOTa B YCTATA, 3allEK, JHAPHA, AUCNENCUS (IO XPAHOCMHIIAHE),
CTOMallHA 60JIKa, FaCTPOSHTEPHTH, YBEIHYEHO CIIIOHOOTAEASIHE, NAPATUTHYEH HIeyC (HapyLUEHUE B
nacaka Ha CTOMALLIHO-YPEBHUS TPAKT);

Hapyluenns Ha yepHoapoOHaTa ¢yHKIHA (BK/HOYHTENHO XBIATEHHLIA U XeNaToLeNyapHH
YBPEKJAaHUS), MHTpaxXenaTalta Xojecrasa;

KoxeH 0bpuB, npypurtyc (cbpbex), Xunepxuaposa (NMOBUIIEHO MOTOOTACAAHE);

Bonku B kpaitHuuure, 60nky B repba, MUanrus, CtaBHd H0AKM;

HapylueHus npu ypuHUpaHe, KATO ypHUHapHa HHKOHTHHEHLMS (M3MyCKaHe Ha YpUHa) NITH
33JIbpKaHe Ha ypHHa (HEBBb3MOXHOCT 33 YPHHUPAHE),

[Ipann3sm;

Cnaboct, oToK, rpUnonoAodHN CUMNIITOMH, yMOpa, O0NKa B rpbAHUA KOLU, TPECKA;

[TosnuiaBane Ha YepHOAPOOHHUTE EH3UMH.




He)XelaHH peaklMH AMPEKTHO Ype3 HalMORAIHATa CHCTEMA 3a ChoOIaBane: ManmbaHuTeHa areHUHMA 1o
nexapctsara, yi. ,,Jlamsn [pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg.
KaTto choblaBaTe HexceNIaHH peaKliMy, MOXKETE Ja JaJeTe CBOA NPUHOC 3a MOJy4YaBaHe Ha rnoseye
nHopMalHA OTHOCHO O€30NacHOCTTA Ha TOBA JIEKapCTBO.

5. Kak na coxpansaBare TPHTHKO 75 mg

J1a ce cbxpaHara noa 25°C.

He u3non3eaitte ToBa NexapcTBO CNEA CPOKa HA FOAHOCT, 0TOENA3aH BhPXY KapTOHEHATa ONakoBKa.

I[El CC CbXpaHABA HA MACTO, HCAOCTRITHO 34 ACLA.

He n3xBbpasiiTe nexapcTBaTa B KaHAJIM3A1UATA UM B KOHTEHHEpA 33 JOMaILHK OTNagbUH. [lonuTaliTe
Baiwng dapmalleBT Kak Aa U3XBBPAATE JIEKAPCTBATA, KOMTO Bede HE uarnouspate. Te3H MEPKH L CIOMOrHaT
3a Ona3BaHe Ha OKOJIHATa cpeaa.

6. CoabpKaHHE HA ONMAKOBKATA H AONBLIAHHTEIHA HHPOPMALHA
Kakso cuaspxka TPUTHKO 75 mg

AKTHBHO BEILECTBO: TPa30goHOB XHapoxaopua (trazodone hydrochloride) 75 mg.
Jpyru cbeTaBKH: 3axapo3a, NOBHAOH, KapHayOCkK BOCHK, MAarHe3HEB CTeapar.

Kak n3rnexaa TPUTHKO 75 mg n KaKkBo ¢ChAbpHKa ONAKOBKATA

JenyuMmy TabneTky ¢ YOBAXKEHO OCBOO0X1aBaHE, KENMMMH Ha 3 YACTH.
TPUTUKO 75 mg ce npeanara B PVC/anyMnHueBn 6iuctepu, 1ocTaBeH! B KAPTOHEHA KYTHSA, ChAbPIKAIIR
30 TabneTKH U NpUIOKEHA JIMCTOBKA 3a NallUEHTA.

IIpuTexaTen HA pa3pelleHHETO 3a ynoTpeba
Anpxennuu ®apma bronrapus EOOJ]

yn. "Huxona Tecna" Ne 3,
on. bnanec Llentep BCP Codus 1, eT. 4, obuc 401,

Codua 1574, bbnrapus
Tenm: +35929751395

IIpouzBoauTen
Aziende Chimiche Riunite Angelini Francesco S.p.A
Via Vecchia del Pinocchio 22, 60131 Ancona, Mranus

[stituto De Angeli S.R.L.
Localita Prulli 103/c — 50066 Reggello (FI), UTanus

3a DONBJHUTEIHA HH(I)DPMBL[HH OTHOCHO TOBa JICKAPCTBO, MOJIA CRBPHKCTC CC C 1
Pa3pCLICHHCTO 34 }’HDTPESEI

JaTa Ha NOoC/IeAHO NMpepalrjaex/iale Ha JHCTOBKATA: OKTOMBpPH 2024




