JIncroska: najpopmanun 3a noTpeduTeN

TPHTHKO XR 150 mg va6.1eTKH ¢ YALIAKEHO 0CBOOOKIaBAHE
TRITTICO XR 150 mg prolonged-release tablets
TpazoaoHOB Xvapoxsopui (trazodone hydrochloride)

TpouereTe BAMMATE/THO NSEIATA JINCTOBKA NpeIH A2 3aN04YHeTE a NPHeMAaTe TOBA JIEKAPCTBO,
Thil KATO TA CLALP:XA BaKHA 32 Bac Hudopmanns.
3ana3zere Ta3zv MMCTOBKA. Moske aa ce HAJIOXKH 14 A NIPOYETETe OTHOBO.

AKO UMaTe HAKAKBH JIOITBIHMTENAHH BHIPOCH, TOTTHTAHTES

Baiuus nexap wis apMavnesr.

Toea nekapcTBo € npennucano mA4Ho Ha Bac. He ro npeorcrbnsaiite Ha apyrH xopa. To moxe na
¥M HaBpe[H, HE3aBHCHMO OT TOBA, Y& TEXHHTE CHMIITOMH ca ChIuMTe Kato Bamwre.

AKO NoTyYuTe HAKAKBH HEKENAHH PeaKuUMH yBenaoMere Bamms nekap wau Gapmanest. Toba
BKJIIOUYBA 4 BCHYKH BB3IMOXKHH HCKEIAHH PEaKUHH, HEOMMHCAHH B TA3H TUCTORKA. BikTe TOUKA 4.

Kakso ChABPXKA TA3H JJHCTOBKA
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Kakeo npencrasnssa TPHTHKO XR 150 mg u 3a xak
Kaxso Tpabpa 1a 3naere npean aa npuemere TPHTHKO
Kax na npuemare TPUTHKO XR 150 mg

B1b3MOKHH HEXKEMAHH peakuuu

SHEHITERHA ATEHUVA 110 NEKAPCTBATA
ﬂucmoﬁggnpmaxceuue 2

KoM Pea. Ne ’?0/30/0?// .......

Kak na cexpanssare TPUTHKO XR 150 mg
CrabpKaHHE HA ONAKOBKATA M AOMbIHWTEHA HHpopMaLH]
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srmsdvasrnisAraenbired

DAIDOUEHIE Ne e frersinirsarer! '"‘.\"L.-[B- i

o6pe
Kakso npeacrasnssa  TPHTHKO XR 150 mg u 3a Kaxs%'é'ﬁinomsa

TPUTHKO XR 150 mg e nexapcrBo, KOCTO ce MPUIIATa 33 JIeYeHHe Ha JSNpeCHBHM PasCTPOCTBA ¢ MIH
Oes TpeposkHOCT, TesH nekapcTpa ce HAPHYAT AHTHACHPECAHTH.

2.

Kakeo Tpa6Ba aa 3naere npean aa npuemere TPUTHKO XR 150 mg

He npuemaiite TPHTHUKO XR 150 mg Taéaerku ¢ yIkLKeHo 0CBO00XKIABAHE:

aKO CTe aIepruyHH KbM AKTHBHOTO BEIIECTBO HITH KEM HAKOS OT OCTAHATMTE ChCTABKM HA TOBA
JekapcTso (M30poeHn B TOUKa 6).
TIIPH AIKOXOJTHA YHTOKCHKAILIMSA H HHTOKCUKALMA € XMITHOTHYHM JIEKapCTRa.

NIPH TexbK MHAPKT Ha MHOKap.a.

Ipeaynpexienus 1 npenazad MepKd
['oBopete ¢ Bawua nexap unu apmauert, npeau aa npuemere TPHTHKO XR 150 mg.

Hleduampuyna nonyaayus
TPHUTHKO XR 150 mg ne Tpadea na ce u3Mon3ea OT A€l H IOHOLUM Ha Bh3pact niofd 18 roaunu. I1pu Toea, €
HYKHO J1a C€ KaKe, Y€ KOraTo ce W3MOI3BaT NPH NauHeHTH nox |8 rofMnu, Task rpyna JIeKapcTBa MOXKE 1a
MOBHINH PHCKA OT HEIKETaHH PEAKUMH, KATO OMMT 38 CaMOYGHHCTBO, IUTAHHpaHe Ha CaMOYOHHCTBO H
BpaskaebHocT (NpefUMHO arpecHBHOCT, IOBEACHHE HA NPOTHBONOCTABAHE W rHAB). OCcBeH TOBa JIMICBAT
Januy 3a 6¢30nacHOCTTa PH ABITOCPOUHA ynoTpeba NpH Aciia U MOAPacTRallH OTHOCHO pacTeHka,
Cb3PABAHETO W KOTHUTHBHOTO W MOBEJIEHYECKO PA3RUTHE.

Cuyupenus npu mecmeaye Ha ypuia

Ako, noxaro npuemare TPHTHKO XR 150 mg ce W3Bbpilld CKPUHHHI 34 Hap




CTIEUMHYHN TEXHHKH, RE3MOXKHO € J1a ¢ oryere (hanlliuB NO3KTHBEH pe3ynTar. Tosa ce ALnkH Ha
AHAINTHUHH CMYIIEHHA MY MeTabo/InTa Ha TPa30AOH M aMbeTaMHHOBHE IepHEAT (ekcTasu). B resu
CJTyuaii ce KOHCYNTHpakTe ¢ Bammna nexap v nouckaiTe NOTERLPKACHHE HA AHATH3A, KAaTO Ce H3MOJT3BAT APYTrd
TEXHHMKH ( Mac cnekrpomeTpus {MS) WM anTepHaTHBHO Aa €& M3NOJI3Ba TEYHA XPOMarorpagus - TaHAeM Mac
cnekrpoMeTphs (LC- MS/MS), IpH KOHTO CIOMEHATHTE CMYEHCHKA HE HACTHIIRAT.

CamoyOuicmen/ Cyuyudny MUCAU UAN KAURUWNHO 8A0WARANE

JlenpecHaTa e CBbP3aHa ¢ NOBHLIEH PUCK OT CYHUHAHH MHCIH, CaMOHAPaHABAaHE B CAMOYOHHCTBO (CHOMTHA,
CBBP3aHH CbC cCaMoyOuiicTeo}. PHCKLT ChllecTBYBA A0 JOCTHTaHe Ha 3HAYHMA peMHCHA. Thii KaTo
nofoOpenye MOKe 12 He HACTBIH Mpe3 MBPBUTE HAKOJKO CEAMHLM HH MOBEYE OT HAYAOTO HA IEYSHHETO,
NaUHeHTHTe TpAOBA BHMMATENHO Ja ce HabmonaBaT 1o noseata My, KITMHUYHHAT OMMT MOKa3Ba, Ye PHCKBT
OT caMOYOUHCTBO MOXKE /1a HAPACHE NPE3 paHHHTE CTAIM HA Bb3CTAHOBHTEITHHA NMEPHOI.

HseecTno €, 4e nauneHTH ¢ aHaMHe3a 3a CLOMTHA, CRBP3aHK ChC CAaMOYOMIACTBO WIIH NOKa3Balilk B
3HAYHTEHA CTENEH CYMIMIHA MHCIIH, TIPSaM 3aN0uBaHe HA JCUSHHETO ca HAIOKEHH HA NO-BHCOK PUCK OT
CYMUMAHH MHCIH HIH OTIHTY 3a caMoyOricTEe ¢ Tpadsa Aa Obaar Habmro apaHH BHHMATENHO N0 BPEME Ha
nedeHHeTo. MeTa-aHanus Ha KOHTPOJIMPaHH ¢ mianeto KIHHHYHKA IPOYYBaHHA HA aHTHACIPECAHTH NPH
BBL3PACTHH NAaLKMEHTH ¢ NCUXHYHH PA3CTPOMCTRA NOKA3BA MOBUIIEH PHCK OT CYHIHAHO NOBEACHME TIPH
MALKEHTH 1104 25 roadinHa Bh3PACT, IeKYBaHH ¢ AHTHAENPECAHTH B CPpaBHEHHUE ¢ rUaueso.

JlexapcTBeHara Tepanus TpsaOBa Aa ce CLIBTCTBA ChC CTPOrc HAONMKIEHHE HA IALMEHTHTE K B YACTHOCT Ha
Te3W ¢ NOBHIIEH PHCK, 0COGEHO B HAYANOTO HA JICUEHHETO H CTIeA NPOMEeHH B 1o3aTa. [lauueHTHTe (M Te3H,
KOMTO €€ FPU3KAT 3a TAX) TpAbBea fa ObJaT npeaynpeacHH 3a HeoOX0AMMOCTTa OT HabJH0IEHHE 33 BCEKH
NPU3HAK HA KIHHAYHO BJIOLIABAHE, CYHLHAHO MOBEAEHHE HITH MMCIIH, H HEODUYaliHH npOMeEHH B
NOBEACHHETO, KAKTO H He3a0aBHO Ja MOTHPCAT KOHCYNTALIMA C TeKap, aKO TAKMBA CHMIITOMH C€ MOSBAT.

Koucyntupaiite ce ¢ Bammua nekap npeau aa zanounere ga npuemare TPHTHKO XR 150 mg B cnennvte
cIyvau:
- Enwunenicus, no-crnelmanHo na ce W30ATBa pAZKO YBENHUYABAHE MK HAMAIABAHE HA A03ATa,
- TlaumenTtn ¢ yepHoapoOHa uny 6LGpeUHA HEJOCTATEHHOCT, OCODEHO TEKKA,
- Ilauventn cbe chbpaeyHH 3a60ONABAHHA KATO AHTHHA MEKTOPUC, HApYLUEHA TIPOBOJHMOCT;
WIH padiH4Ha cTenieH Ha AV G110k, ckopolieH HHApKT Ha MHOKAp/a;
- XHUNCPTHPOHIUIEM;
- HapyweHno ypuaHpaHe, KaTo Xuneprpodus HA NPoCTaTa, Makap TIpodIEMH Aa He ce OYaKBaT, Thi
KATO AHTHXONMHEPrHYHUAT eheKT Ha TPa3010HA & HEZHAUHTENEH;
- OcTpa 3aKpMTORI'BIIHA ITIAYKOMA, TIOBHIIEHO BBTPEIIHO-0UHO HAJIATAHE, MAKAp Y€ CBUIECTBEHH
M3MEHEHHA HE CE OYAKBAT, MOPAJH HE3HAYHTEIHMI AHTHXOJIMHEPIHYCH e(heKT Ha TPa3oA0oHa.

[pr nosea Ha wenTennua nevenuero ¢ TPUTHKO XR 150 mg cneaera aa ce MpeycTaHOBH.

TTpHeMBbT Ha AaHTH/IENPECAHTH OT NMALMEHTH ¢ K30 PEHU WK APYTrH NCHXOTHYHH 3a0011BaHAsS MOXKE 13
MPHYHHH BJIOIIABAHE HA NICUXOTHYHHTE CUMNITOMH. [lapaHouanuTe MUCIIH MOke J1a ce 3acHaaT. [lo Bpeme Ha
NEYEHHETO ¢ TPA3OAOH JenpecuBHaTa (aza Moke 1a ce IPOMEHH OT MAHHAKATHO-/IENIPECUBHA B MAHHAKA/IHA.
B Tosu ciy4ai npuemsT Ha TPUTHKO XR 150 mg Tpabsa na ce npeycTaHOBH.

Onucanu ca B3aUMOIGHCTRHA MO OTHOUIEHHE HA CEPOTOHHHOB CHHAPOM/ 3TTOKAYECTBEH HEBPOJICITHYCH
CHHJIPOM B CJIYaii HWa CBITBTCTBALLA YNOTpeba HA APYTH BEILECTBA ChC CEPOTOHHHEPrHYHO NEHCTBHE, KATO
JPYr# auTHAenpecanTy (Hanp. TpHUMKIAMHY auTtHaenpecantn, SSRI, SNRI u MAO - upxubutopy) n
HeppoaenthHun. ChoBluaBa ce 3a 310KAYSCTBEHH HEBPOJENTHYHH CHHIPOMH C JieTalleH
CBITBTCTBALL, IPHEM C HEBPOMENTHLM, 38 KOMTO TO3H CHHIPOM £ N0KA3aHA HEXKETAHA




Bioxre “Hpyru nekapersa u TPHTHKO XR 150 mg™ 1 ,,Bu3MoxkHy Hexenany peakign™ 3a JONLIHATE/IHA
HHpOopMaLua.

Tbi KaTo arpaHyJIoUMTO3aTa MOXKe [a CE OPOABH KJIIMHHYHO ¢ IPUIIONOA00HH CUMITTOMH, Bh3MAIEHO [bpPIId H
TpECKa, B TE3H CNTyYaH c¢ MPEnopLuea U3CME[BaHe HA XEeMaTONOTHATA.

Cro0iaBa ce 3a XMNOTOHUA, BKINIOUHTEAHO OPTOCTATHYHA XHIIOTOHHS H NPHIIAXbLM NIPH NALHEHTH,
NPHEMALIH TPa30oA0H. CHIBTCTBAILOTO MPUEMAHE HA IGKAPCTBA 34 MOHKWAKABAHE HA KPBBHOTO HANSTAHE U
TPa30J0H MOYKE 12 M3MCKBA HAMAIIABAHE HA J103ATa HA AHTHXHIMEPTEH3UBHOTO JTEKAPCTBO.

ITpM NalMEHTH B HATIPEAHANA BL3PACcT NO-4ECTO MOXKE J1a C€ IPOABAT OPTOCTATHYHATA XHIIOTOHMS,
CHHJIHBOCT KaKTO H APYTH aHTHXOIWHEPIUUHH ¢(PEKTH Ha TPa3oa0H.

CriennanHo BHHMaHHE CeRa Ja ce 00bpHEe HA Bb3MOKHOCTTA 33 JAOMBIHHTENEH €EKTH NPH ChITBTCTRALLO
NeYEeHHe, KaTO HaNpHMep C APYrd NCHXOTPOITHH HITH AaHTHXHIEPTEH3HBHH CPEeCTRA, WIH IPH HATHUHETO Ha
PHCKOBH (DAKTOPH KaTO CHIThTCTRALLO 3ab0s1Bate, KOCTO MOJKE 4 BIONIH Te3H peakuyH. IIpenopbumTeHo ¢
NaUMEHTHET/DOTHOrENAYLT A3 € MHGOPMHPaH OTHOCHO BE3MOXKHOCTTA 3a TAKUBA PEaKIHM U BHUMATEIIHO Ad
¢¢ HaO/MI0/1aBa 3a TAKMBA ePCKTH NPH 3aT0YBAHE HA JIEYEHHETO, NPEIH B cJiell Bh3XOAAIOTO THTPHPAHE Ha
Jo3aTa.

Cnen neuenne ¢ TPHTHKO XR 150 mg, ocofeHO aKo € NPOIBIAKHTENHO, CE IPENCPEYBA NOCTENEHHO
HaMalfBaHe HA N03aTa ¢ OrNie] MHHMMM3HPAHE HA CHMITTOMHTE HA OTHEMaHe, XapakTepHIHpaiiH ce ¢
rajigHe, rmapodoNHe W HEPAZNOIOKEHHE,

Hama ceeneHun 3a NPpHCTPAcTABaHE KbM Tpa3QoaOoHOB XHAPOXTIOPHI.

Kaxro nipu npyrute aHTHaenpecasTd, uMa Ciiydald Ha yabmkaBaHe Ha QT-uHTepRana, Makap H MHOTO
peaku. [Ipenopbusa ce snumanve npu npeamicsadHero Ha TPUTHUKO XR 150 mg ¢ nekapcTBeHH NPOAYKTH,
kouTo yawmkasat QT-uHreprana. TPHTHKO XR 150 mg cnenea pa ce M3Mo3Ba BHUMATENHO OT NALHECHTH
¢ ICKa3aHH ChPACYHOCHA0BH 3a00/M9BaHNA, BKAOYHTCITHO TAKHBA, CBBEP3aHH ¢ yAb/bkaBane Ha QT-
HHTEepBasa.

Mownnte uuxubutopu Ha CYP3A4 Moxke 1a NPHUMHAT NOBMILABAHE HA CEPYMHHTE HHBA HA TPa30/I0HA.
Buskre ., Jlpyru nexaperea u TPHTHKO XR 150 mg” 3a aonbiaHuTeHa uHdopmanis.

Kakro npyru fiekaperea ¢ anda-aapeHONMTHYHO ASHCTBHE, TPa3oa0H MHOTO PAIKO BO/IM 10 NipHany3eM. Toi
ce JIEKYBa C MHTPAKABEPHOIHO MIDKEKTHpaHe Ha anda-aHIpeHepruved arcHT KaTO Hanp. aJpeHaIMH HiH
MeTapamuion. Chobiiasa ce, ofaue, 3a HHAYLMPAH OT TPa30JCH IIPHANH3IEM, KOHTO € HAIOXKHI XHPYPrHYHa
MHTEPBEHUHS UK € IOBEJT A0 NEPMAHEHTHA CeKCYaHa NHCyHKuMsa. I1aruenTH, KOHTO pasBuBar TasH
He)keNlaHa peaknus, TpaOBa HesabaeHO Aa npeycTaHoBatT npuema Ha TPHTHKO XR 150 mg.

Apyru nexaperea 1 TPUTHKO XR 150 mg
Tpabsa na kakere Ha Bawws nekap win papmanesT, ako MpHeMare, HACKOPO CTE NPHEMAIH KIIH € Bh3MOXKHO
Jia MpHeMare ApYTH 1eKapcTBa.

Ob6wyu: CeparHBHHTE ¢)eKTH HA AHTHICHXOTHIIMTE, MPUCIHBATENIHITE, YCIIOKOUTENHATE, AHKCHOIHTHIINTE H
AHTHXHCTAMHHOBHTE JIEKAPCTBA MOXKE AA C€ 3aCHIIAT; B TAKHBA CITY4aH ce Mpenophyka HaManaBaHe Ha 103aTa.

MeTaonuaHpaHeTo Ha AHTHAENPECAHTHTE CE& YCKOPABA 1I0paiy YepHOOpoOHHTe edeKTH OT NepopaiHH
KOHTPAUEHNTHRH, heHWTOMH, kapbamaszenun v OapOurypaTu. MeTabonH3npaHeTo Ha aHTHAENPECAHTHTE CC
BBEINPEeNATCTEA OT UIHMETHAHWHA H HAKOH IPYTH AHTHNCHXOTHYHH JICKEPCTBA. '

Tpabsa na kaxere na Bams nexap, ako npueMare HIKO€ OT CIENHUTE NEKapeTBa;



Huxubumopu na CYP3A4:

Te BrIIOYBAT SPUTPOMHLUMH, KETOKOHA30/1, HTPAKOHA30JI, PUTOHABMD, HHAKHHABUD U Hedazoaon. Tesu
NekapcTBa 3acHIeaT Heskenanure peakuvd Ha TPUTHKO XR 150 mg. Ilopanu Tosa CeIIBTCTRANIATA
yiorpeba tpadea Aa ce u36Arsa, KOraTo € BE3MOKHO HIIM MOHE A3 ¢¢ HaManu Aozata Ha TPUTHUKO XR 150
mg.

Kapbamazenun:
CBIBTCTBALIMAT NPHEM C KapOamasennH BO/IM 10 HAMAICHH M1a3MEHN KOHUEHTPALMK Ha TPA30/i0H.

[NalieHTHTE CaeaBa Na ce HaOIIoJapaT BHHMATEIIHO, 34 /14 ¢e BUIH JAlIH He € HeoOX0IMMa NO-BHCOKA 1034
TPHUTHKO XR 150 mg.

Tpuyurnuunu anmudenpecanmy; ChITbTCTBAUMAT MPHEM CIIEABA 11a ce H30ArBa nopaju PHCK OT
B3anmoeiicteue. Jla ce criem 3a cepOTOHHHOB CHHAPOM M ChPASYHOCHAOBH CTpaHu4HH e(eKTH.

Dayoxcemun: ChoOILEARA Ce 3a PEIKH CITYYau Ha NOBHILECHH [11a3MEHH HHBA HA TPa30A0H H HeOGMarornpHsaTHH
eekTH MpH KoMOMHHpaHe Ha Tpa3oaoH ¢ dnyokcernH. He e uskniodeHo papmakoIHHAMHUHO
B3aMMO/IEHCTBHE (CEPOTOHHHOB CHHAPOM).

Huxubumopu na monoamunosama oxcudaza (MAOT): Bb3MOKHH ca B2aUMOASHCTBUA C HHXHOHTOPHTE Ha
MOHOAMMHOBATA OKcH/a3a. Makap HIKOM Jiekapu 1a KOMOHHUpaT ABETE IeKapCTBa, ChIIBTCTBAlLATA YIIOTpeOa
na TPHTHKO XR 150 mg ¢ MAOI, unu 5o ape ceaMMuM cne HPeKPATABAHE Ha IPHEMA HA TE3M JICKAPCTEA,
He ce nmpenoprusa. He ce npenopbusa u npreM Ha MAOI no eaHa ceaMHLA CIEA NPEKPATABaHe HA IEUEHHETO
¢ TPHTHUKO XR 150 mg.

Aunmuroazyranmu wuri anmuazpezanmu (npedospamsIGaIyl ChbCUPBAHEMO HA KPbéMa). NPOMEHH B
ChCHPBAHETO HA KPBBTa CBLP3AHH C PHCK OT KbPBEHE.

Denomuazunu: CbIBTCTRAATA YNIOTpeGa ¢ XxnopnpoMasus, (nydeHasnH, nepoMenpomasiy, nepdenasun
MOXKE 712 OREAE /IO TEXKA OPTOCTATHYHA XHIOTOHH.

Anecmennuyu/ mycxyanu peraxcanmu:. TPUTHKO XR 150 mg Moxe na 3acuii eeKTHTE HA MYCKYJTHHTE
PENAKCAHTH H JICTIHBHTC QaHECTCTHULIH, 3aTOBA MPH CEITETCTRAIAT yrlo*rpeﬁa e HCOﬁXOI{HM npeanalive
MO/IXO.

Anxoxon: Tpa3onoH 3acunba cenaruenun edexr Ha ankoxona. Ho speme Ha nevenue ¢ TPHTHKO XR 150 mg
ynorpebara Ha aJIKOXOJl CllefiBa 1a ¢¢ u3Gsrea.

Jlesodona: AHTHIAEIIPECAHTHTE MOTAT 14 YCKOPAT MeTaboIH3Ma Ha ACBOAOMA.

Apyau

CurbreTsamara ynorpeba sa TPHTHKO XR 150 mg ¢ nekapcrsa, KOMTO A0Ka3aHO yabixkasar QT—
MHTEPBANA, MOKE J1a MIOBHILM PUCKA OT BEHTPHKYJIapHH apHTMUH, BKTounTenwo Torsade de pointes. B
TAKHBA CIYYH € HeoOXOIHWMa TIPeNa3IHBOCT N0 OTHOIIEHHE HA ChILTCTBALIATA YIIOTpeba Ha Te3H JIeKapeTBa

¢ TPHTHKO XR 150 mg.

Tpazoaon Mmoxke 1a MHXHOHpA FIOBEYETO OT OCTPHTE epeKTH HA KIOHHIMH.
Toi KaTo TPazoAOH € MHOro ¢/1al HHXHOHTOP Ha O0paTHHA 3aXBAT HA HOPaAPCHATHHA H He MOAU(HLHpa
peakLMsaTa Ha KPBBHOTO HAJIATAHE KbM THPAMUH, HE C€ OYAKBEA [1a MOBAHIEe BHPXY XHIIOTEH
NEHCTBUE HA I'YAHETHAMHOBHTE CheTHHEHHE. [IpoyuBanus Bbpxy NabopaTopH# 5KHBOTH
TPANC30H MOXKE /12 BR3NPenATCTBA MOBEYETO OT ocTpuTe eherTi Ha KIoHHIHH. [1o oT




BHIOBE JIEKAPCTRA 32 IGUCHHE HAa BUCOKO KPSBHO HAINATaHe TPAORA [1d C¢ OTHUHTAa BhIMOAKHOCTTA 33
MOTEHUHPaHe, MaKkap Ja HE ¢e ¢hoDINARA 32 KIIMHHYHH B3aUMOAEHCTRHA.

Hexenauure edekrr Morar na 6baaT mno-4ecTy, KOraTo TpasoAaoH Ce IPHEMA ChITLTCTRAIO C MPOIYKTH,
CBOBPKALIM BT KAHTAPHOH.

CobnbreTBamaTa ynorpeda Ha Tpa3oiaoH H BapdapuH MOXKe /1A JIOBEAC A0 MPOMEHH B NPOTPOMOHHOBOTO
BpeMe.

CBITBETCTBALUMAT NPHEM € TPA3040H MOKE Ja NPUYMHHA IOBHIIABAHE HA CEPYMHUTE HHBA HA JIHTOKCHH KM
theHUTOHH.

BpemenHnoct, KEpMeHe H PepTHaANTET
Ako cTe DpeMeHHa HITH KbPMHTE, CMATATE, Ye MOXeE Jd cTe OpeMeHHa WiIH ruiaHupare SpeMeHHOCT,
nochBeTBaiiTe ce ¢ Bamms nexap win dapmauesT npeax ynorpebara Ha TOBa JIeKapCTRO.

Heronam obGem nasnu 3a Opemernn sxenn {noa 200 ciyyas Ha GPeMEHHOCT), [IpHeMalilk TPasodoH, He
NOKa3BaT HekeNnaHH eheKTH Ha TPA30d0H BLpXY OpeMeHHOCTTa WIlH 3APABETO Ha IJI0/1a/HOBOPOAEHOTO.
JIuncear apyrH enHIeMHONOriuHY JAHHH.

Koraro TPHTHKO XR 150 mg ce npuema no paskaaneto, HopopojeHuTe Tpabea aa ce HabatoaaBar 3a
MOoABATA HA CHMITTOMH HA OTHEMAHE.

Bu3MokHOCTTa 38 OTAENAHETO HA POAYKTA B MIIKOTO TPAORaA 1a ce HMa NPEABHI MPH KBPMEUIH MaiiKu.
Cnenosatenno ynotpebata na TPHTHKO XR 150 mg no speme Ha nepHoAa Ha OpeMEHHOCT H KbPMEHE
TpsbBa aa ce OOMUCIH Cll€] BHUMATE/IHA NPEUEHKa HA CHTHOLEHHETO N0M13a/PHCK.

Ilodupane r1 pabora ¢ Mamwmnu

TPUTHKO XR 150 mg uma cnabo 1K yMepeHo BIHAHHE BBPXY cnocoOHoCTTa 3a modupate u pabora ¢
MmaulnHK. [Taunenture Tpabea na BHUMABAT OpH odupade WK paboTa ¢ MAKWHK, JOKATO CE YBEPAT, Y€ HE
H3MKTBAT CbHAMBOCT, CEIHUPAHOCT, 3aMasHOCT, O0LPKBAHE HITH 3aMBIICHO 3PCHHE.

TPHTHKO XR 150 mg c1anpxka naTpHii
Tosa ekapcTBo CHABPXKA Ho-Maiko 0T | mmol HaTpuit (23 mg) Ha Tabnerka, T.€. MOXKeE J1a Ce Kaxke, ue
OPAKTHYCCKH HE ChAbPIKA HATPUH.

3. Kak xa npuemare TPUTHKO XR 150 mg

JIeKapcTBOTO Ce NPHEMA CAMO OT Bh3PACTHH HAHHEHTH.

Tabnerknre TPUTHUKO XR 150 mg ca aenuMu Ha 2 4acTh, KOSTO NMO3BONABA MOCTENEHO NOBHIIABAHE HA
J103aTa, B 3aBUCHMOCT OT TexecTTa Ha 3ab01aBaHETO, TETNIOTO, FL3PACTTa U OT 00IIOTO ChCTOAHHE Ha
MALMEeHTA, N0 JISKAPCKO NPEANHCAHHE,

Ilpenopwuntennara Havamua aAo3a e 150 mg Beanbx qHeBHO. JJo3aTa Moxke Ja Oble YBETHYABAHA CBC 73
mg/AHEBHO (MONOBHH TadaeTka oT |50 mg) na Beeku TPH AHU (HOCTHTAHKA 40 225 mE/IHEBHO HA YETBLPTHA
JeH OT TepanuaATa) A0 MakcHMyM 300 mg/nHesHo.

B nakou cnyyad HauanHata 1o3a Moe 1a Onje HamajeHa Ha 75 mg/nHeBno (nonosnH Tabnerka ot 150 mg) ¢
NOCTENEHO YBENHYABAHE CbC 75 mg/aHeBHO (110J10BWH TabneTka oT 150 mg) Ha BcekH TPH JIHH, 10 MAKCHMYM
300 mg/nuerHo.
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Tabnetkute He TPAOBA Aa ce PA3TPOLIABAT HAK ALBYAT, 3a 14 C€ OCHTYPH YIBDKEHOTO 0cBOOOK1aBaHE HA
JICKAPCTROTO,

Tpy nauMeHTH B cTapuecka BL3PAcT ¥ HEMOLIHH MAiHEHTH, IPEfOPhYHTEIHATA THPBOHAYANIHA 1032 €
HaMalneHa 1o 75 mg JHeBHO, pasgeseHa Ha HAKOJKO 1IpUeMa Wiy KaTo eIHOKpaTHa fo3a Bedep. Jlozara mone
2 C€ NOBHUIARA MOCTENENHO,KAKTO ¢ ONHCAHO TPH BHIPACTHH, Mo HalA0ASHHE ChoOPa3HO TIOHOCUMOCTTA ¥
eduxacHocTTa,

VYnorpeba npn Aena 1 oHOMH
He ce npenoppura ynorpebata Ha TPUTHKO XR 150 mg npu zaeua H IOHOWIM Ha Bb3pacT noa 18
FOJIHHH, TOPaiH JIHICA HA JOCTATBYHO JaHHH 33 Ge30nacHoCT.

YepuoapobHu HAPYLIEHHs

TpazogoH npereppnsBa excTeH3vBeH MeTabonM3IBM B uepHHA Apol M ChIIO TaKa ce CBBP3BA ¢
X€MdTOTOKCHYHOCT, BKTE ,JIpeaynpexaeHna U npenazxu mepk” W ,,BE3MOXKHE HEMENAHN peakumu’,
IauneHTH ¢ YepHOAPOOHU HapyHieHHs, OCOGEHO ¢ TEXKa YepHOAPODHA HEAOCTATbYHOCT TPAOBa 1a KakaT
Ha TEXHHA NeKap, KOHTO LIe mpeleqHu alu € HeoOXoAMMO nepHoIHuHO HabniogeHue Ha HepHoApobHaTa

hyHKLIUA.

brbpeyny HapyieHuys

OOMKHOBEHO He € HeoOXoNUMO KopHMrupaHe Ha no3ara. Benpekd ToBa nanuedTH ¢ OpOpevHH HapyileHHA,
ocobeHo B cnyuaM Ha Texkka 6h0peuna HeMocTaTbyHOCT TpA0Ba Ja KAXKAT HA TeXHHA JIeKap npead 1a
sanouHat jeyenne ¢ TPHTHUKO XR 150 mg (Buxre cbiuo . IIpenynpekacHus M Mpena3HH MepKH™).

AKo cTe npuean noeeve or neobxogumara go3a TPUTHKO XR 150 mg

Hali-yecTo cphobiiapaHHTe HexeNaHH peakUMH chell TIPeJO3HpaHe Ca CBETOBbPTEX, CHHIHBOCT, FafieHe H
NoBpbILAHE.

B no-ceprosHHTE cyYaH ce cho0Luaga 3a KOMa, TaRXMKapAMs, XHIIOTOHHA, XMIIOHATPHEMHS, KOHBYJICHH H
3aTpyaHeHo aumane. ChLpASUHATe HapylIeHUs MoKe Ja Bitouear Gpaaukapams, yabokasade Ha QT u
Torsade de Pointes. CuMnToMUTE MOraT Aa ¢¢ IPOSBAT B PAMKHMTE Ha 24 uaca WIIH MOBeEYe Cliell
npeao3upase.

Tipenosnpane Ha TPa30A0H B KOMOHHAUMA C APYTH aHTH/IEAPESCAHTH MOXE Aa TIPHYKHH CCPOTOHKHOR
CHHIPOM.

B cnyuaii Ha cnydaiiHo normbuiane wa ronemu aozn TPUTHKO XR 150 mg, ceepxere ce He3abaBHO ¢
Bawius nekap unu otuaere no Haii-6auskata 6onHUNA. Baemere ¢be cebe ¢M W Ta3H JIMCTOBKA.

B cnyuaii na npenosupane Tpa0Ba Ja ce M3NMWI3BA AKTUBEH BHITIEH WIH /13 Ce HalpaBH CTOMAIIIHA [TPOMHBKA H
KPBBHHTE €JIEKTPOIMTH TpaAbBa na OhaaT kopurupany. He chilecTByBa crieildGHYeH aHTHAOT HA TPA3OA0H.

AKO VMATe HAKAKBH JOITBIHHTENHH BBIPOCH OTHOCHO ynoTpefara Ha TO3M NPOAYKT, Nonutaiite Bawna
nekap unu gapmanest.

4. Bu3moxkHH HeKeIaHH peaKkiun

Karo scuukm nekapersa TPUTHUKO XR 150 mg moxe aa npenu3BUKa He)KENAHH PEAKLMH, BHIPCKH 4E HE
BCEKH I' THOJIy4aBa.

CroOluaea ce 3a CIYYaH Ha CYHUHIHM MHCITH W CYHLHAHO TNOBEACHHE 110 Bpeme H
HJIH CKOPO Clief] NPEKBCBaHE HA JICYEHHETO.

Ta € Tpa3OA0H

Crendure CHMIITOMH, HAKOH OT KOHTO Ca YeCTO HalmoaagaHu npH CJIy4aH Ha,



CHLOOLIABAT W NIPH NALMEHTH, NOLNOKEHH HA TEPanks ¢ TPa30/oH:
- JIMCKpa3us Ha KPBBTA (BKNOYHTE/IHO arpaHy/IouHTo3a, TPOMOOLUMTONCHHS, JIEBKONIEHHI
aHeMuA);

- AJCpPrHuYHH peaKLHH;

- CHHApOM Ha HEeaAeKBaTHa CeKpelHA Ha aHTHAMYPETUUHHA XOPMOH;

- Hamanssane Ha HuBaTa Ha HaTpPHi B KPBBTA, 3ary0a HA TETNIO, AHOPEKCHA, [TOBHULICH ANETUT;

- Cyvumasd MHCIH WIH CYMUMIHO [OBEAEHHE, ChCTOAHHA HA 0OBpKBane, Oe3chHME,
JAE30PHEeHTALMA, MaHHA, TPEBOKHOCT, HEPBHOCT, BE30YIHMOCT (MHOMO PAMKO BIOLIABALLA CE A0
JIeJIHPHYM), HATYTHHY4aBOCT, ArPECHBHH PEaKLHH, XANOLUMHALNH, KOLIMAPH, NOHHKABAHC HA
NUOHIIOTO, CHHIPOM HA OTHEMAHE,

- CepoTOHHHOB CHHPOM, KOHBYJICHH, HEBPOIENTHYEH I0KAYECTBEH CHHAPOM, 3aMAZHOCT, BHEHE
HA CBAT, MMABC0OIHE, ChHITHBOCT, 6e2n0K0HCTBO, NoHIDKeHa OUTENRHOCT, TPEMOP, 3aMbIJICHO
3pPEHHE, HAPYIICHHA Ha IaMeTTa, MHOKIOHYC, H3paleHa adasns, napectesus, IUCTOHUA, TPOMAHA Ha
BKYyca;

- Cobpaeuna apurmus (Bkmountento Torsade de Pointes, nannurauym, npexxaeBpeMEeHHH
BEHTPHMKYTIAPHH KOHTPAKIWM, BEHTPHKYJIAPHH KYILIETH, BEHTPHKYTIApHA TaXUKapaua, Opanukapaus,
Taxukapaua, EKI abuopManuocTn (yabokasane va QT);

- OprocTard4Ha XHIOTOHHS, XHNEPTOHHS, NPRNATBLIM;

- Hazanna xoHrecTws, 3aTpyiHeHo AMIIaHE;

- I'apede, noBpLIaHe, CyX0Ta B YCTATa, 34IIEK, AHapHd, AHCIENCHA, cToMawHa 6oka,
racTPOEHTEPHTH, YBETHYCHO CIHOHOOT/C/SIHE, IAPAIMTHYEH HNeYC;

- Hapywenns Ha yepHoapoGHaTa QYHKLUMA (BKIIOUHTENHO KBATEHHLA H XeNaTOLEIYIapHH
YBPeXIaHHA ), HHTPAXEDIATAIHA XONeCTas3a;

- Koxen obpHB, Npypurtyc, XMnepxuaposa;

- bonku B kpalHHHLMTe, OOIKH B rbpda, MHANTHA, CTABHH OOJIKH;

- Hapymenus npH ypuHHpaHe, KaTO YPHHAPHA MHKOHTHHEHIUSA (M3NyCcKaHe HA YPHUHA) HITH

38/IbPIKAHE HA YPHHA (HEBB3IMOXKHOCT 33 YPHHHUpaHE),

- Tlpuanuabm;

- Cnabocrt, 0TOK, rpunonogo0HH CHMOTOMH, YMOpa, G0JIKa B rPBAHRAA KOLI, TPECKA;

- Hoeurinarane Ha YepHOAPOOHHTE EHIHMH.

CrodmaBaHe HAa HEKENAHH PeAKIEH

AKO TIONYYHTE HAKAKBH HEKE/IAHH NIeKapCTBeHH peakuH, yeenomete Bamus nekap i papmatiest. Topa
BKJIFOYBA BCHYKH BB3MOXKHH HEOTIHCAHH B TAZH JIMCTOBKA HEMEJIAHH peakiii. MoxkeTe CchiIO Aa cbhoblumnTe
HEHE/IaHH PeakLHK JIMPEKTHO YPe3 HALMOAATHATA CueTeMa 3a crodiasane; HanbIHUTEIHA areHLKA No
JekapcTeara, yi. , Jamas [pyes” No 8, 1303 Codua, Ten.: +359 2 8903417, yebGceaiit: www.bda.bg.

Kato crobmarate Hexenanu peakuMu, MOKETe JIa AajieTe CBOS MPUHOC 34 NoJyYaBaHe Ha NMoBeye uudopmanns
OTHOCHO G€30MaCHOCTTA Ha TORA JICKapCeTBO.

= Kak na cexpanasate TPHTHKO XR 150 mg
JlexapCTBEHHAT IFPOAYKT HEe U3NCKBA CTICLHAHH YCIIOBHS HA CHXPAHEHHE,

He wznonseaiite TPHTHKO XR 150 mg cnea cpoka Ha roAHOCT, OTOENA3aH BbPXY KapTOHEHATa ONaKOBKA.

I[a C€ CBXPAHARA HA MACTO, HEQOCTHIIHO 34 gela.




6. Cuabpxande HA ONMAKOBKATZ H JOUbLJIHATETHA HHpOpMAIHS
Kakso ceabpka TPHTHKO XR 150 mg

AxTHBHO BemecTBo: 150 mg tpazonponos xuapoxiopun (trazodone hydrochloride), choTBeTCTBAIIM HA
136,6 mg TpasonoH (trazodone).

HoMomuu BelIecTBa.

Aopo: KOHTpaMUA TpaHy/ MpaH (MpeXeNaTHHH3APAHO MOJHDHUMPAHO HMLIESCTE), XHMPOMEN03a, CHITHUHEB
THOKCHT, koJowHaeH 6e3B0oacH, HATPHEB cTeapundymapat

Qunmoeo noxpumue: Onanpaii 11 spT (MOMTHBHHILIOB aNIKOX0JI — YaCTHYHO XHAPOIH3MPaH, THTAHOB
anokcun, Makporon/[TEI 3350, Tank, sbar sxenesen okeug (E 172), uepBed xemeseH okeua (E 172).

Kax maraexaa TPHTHKO XR 150 mg u KaKBO CbAbPKA ONAKOBKATA

Knrrenukapo-6emoBH GpuiMHpann TabneTku ¢ yYAbKeHO 0cBoOOKIaBAHE C JENUTENHA YEPTa OT ABLTE
CTpaHH.

TPHUTUKO XR 150 mg ce npeanara 8 PVC/PVDC/ anyMuHHeRBH ONHCTEPH, MOCTABEHH B KAPTOHEHA KYTHA,
cuabpikania 10, 14, 20, 28 wau 30 TabieTKH ¥ NPHIOKEHA TMCTOBKA 32 NAHEHTA.

He Bcutiku BHAOBE OMAKOBKH MOTAT aa 61))],3T IYCHATH HAa na3apa.

IlpuTexaren HA pAIpelIeHHETO 3a YHOTPeba

Anmxennnd Papma boarapus EOOJ]
oyn. ,,AceH ﬁop,uanos“ 10

Codusg 1592, brarapus

Ten.: +35929751395

daxc: +35929715745

IpoussognTen

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

3a AonbIHHTENHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOA CEBPMKETE Ce C MPHTEKATEN Ha
pa3pelleHHeTo 3a ynorpeba.

JlaTa na nocaeqHO NpepalriekIane HA JIHCTOBKATA: jekeMepH 2022,




