JIncroBka: HHdopManus 3a noTpedATEIR

TPHTHKO XR 300 mg rabneTks ¢ yibh/nKeHO 0CBOOOKAaBaNE
TRITTICO XR 300 mg prolonged-release tablets
TPa30A0HOB XMApoxnopus (trazodone hydrochloride)

l'[poqueTe BHHMATE/THO NHAATA JHCTOBKA NPEIH A3 3anoyHeTe 1a NPHEMATE TOBA J€KapCcTBO,

ThH KATO T cbAbpKA Bakna 3a Bac andopmanns.

- 3anazeTe Ta3u nucToBka. MoKe Aa Ce HANOKY 1A A NIPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMBIIHUTENHH BLITPOCH, nonuraiiTe Bamunsa JI€Kap WiH d)apmaueBT.

- Tosa nexapcTBo € NpeanucaHo JH4yHo Ha Bac. He ro npeorcrbnBaifte va apyru xopa. To Moxe 1a
HM HABPCIH, HC3ABHCHMO OT TOBA, Y€ TCXHHUTE CHMITTOMH €A CBIIUTC KATO Bamute.

- AKO NonyuuTe HaKakey HesKENTaHH peakudH yeenoMere Bamis nekap unu gapmadtiest. Tosa
BKIKOYBA H BCHYKH BL3MOKHH HCXCNAaHW PEedKiiHY, HEOMNHCAHH B Ta3H TUCTOBKA. Bwxre Touka 4.

Kaxso ChAbPIKA TaA3H JHCTOBKA

KakBo npeacrasnssa TPHTHKO XR 300 mg u 3a kax@ HA ATEHLIMA N0 NEKAPCTBATA
Kakso Tpabea na 3naete npenu na npuemete TPHTHKO X -
Kak na npuemare TPUTHKO XR 300 mg lucmobi - Tlpuscawstie

Bh3MOKHH HeXKENaHH peakilHu Kom Paa. Ne /?/’7 ol //2 ”z
Kak na cbxpanssate TPHTHKO XR 300 mg o
Chabpkanye Ha ONAKOBKATA M JIOTTBIIHKTC/HA HHd)opMaum}, aspewsHue Ne g £ / /“‘f K 7M/ G 74 ¥
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1.  Kaxso npeacraraaea TPHTHUKO XR 300 mg 4 32 KakBo ce H3N0J13Ba

IS

TPUTHUKO XR 300 mg e nexapcTBo, KOETO ¢e NpUara 3a Jie4eHHe Ha JETPeCHBHH pa3cTpoicTRa C WM
Be3 TPEBOXKHOCT. Teazu JICKaApCTBa C€ HApHYaT AHTHICNPCCAHTH.

2.  Kakso TpaGpa ga 3uaere npean na npuemere TPHTHKO XR 300 mg

He npuemaiire TPHTHKO XR 300 mg:

- aKO CT¢ aJICPTUUHH KBbM aKTHBHOTO BEILIECTBO MK KhM HAKOA OT OCTaHAIMTE ChCTABKH Ha
TOBA JIEKAPCTBO (M30pOEHH B TOUYKA 6).

- IPH ATKOXOJTHA MHTOKCHKALMS M MHTOKCHKAITHA ¢ XMIIHOTWYHH JIEKapCTBa.

- pH TexbK MHPAPKT HA MEOKAPAA.

IpexynpexaeHus B Npena3nn MEPKH
l'oBopete ¢ Bawna nexap unu dapmavest, npean na npuemere TPUTHKO XR 300 mg.

Heouampuuna nonyrayus

TPUTHKO XR 300 mg ne Tpabra aa ce u3non3ea oT [ela U OHOMIHK Ha Bh3apacT mox 18 roaunw. [pu
TOBA, € HY;KHO []a C¢ KasKe, Y€ KOTaTo Ce M3ToN3BaT Npy nanueHTd tof, 18 rogunu, Tazu rpymna
ACKAPCTBA MOKE 1 MOBHIIM PUCKA OT HEKEJIAHU PEaKLIMH, KaTo OMUT 3a CaMOyOHIICTBO, TUIaHHpaHe Ha
caMOyOHHCTRO H BpaXAeGHOCT (MPEIMMHO ArpecHBHOCT, I0BEIeHNE Ha HPOTHRBONOCTABSAHE H THAR).
OcseH TORA IMMCBAT IaHHA 33 Ge30MacHOCTTa IPH AKIrOCpoUHa yotpe6a MpH Aena i noApacTBaiilq
OTHOCHO PacTexa, Ch3PABAHETO H KOTHHTHBHOTO H NOBEACHUECKO pa3BHTHE.

Camyujenus npu mecmsane Ha ypuna
Axo, noxaro npuemare TPUTHKO XR 300 mg ce H3BLPIIH CKPHHHHF 32 HAPKOTH




cneu(pUUHN TEXHUKH, BB3MOJKHO € 1A ¢ oTuete damnue no3uTHeeH pesyirar. Tosa ce oboku Ha
AHANIHTHYHH CMYLISHHS MEXKAY MeTaboIiTa Ha TPazo0H H aM(eTaMHHOBHA TepuBaT (eKkcTaszn). B Te3n
cily4ai ¢¢ KoHcynTHpaiTe ¢ Bamug nekap v nosckaiite ROTRBpKISHHE HA AHANMK34, KATO CC H3MO3BAT APYTH
TEXHHKM ( Mac crekTpomeTpha (MS) Wi aTTepHATHBHO [1a & M3NOA3BA TEUHA XpoMaTOrpadus - TaHIeM Mac
cniekrpomerpus (LC- MS/MS), mpu KOHUTO cnOMEHATHTE CMYLICHHA HE HACTHNBAT.

Camoybuiicmeo/cyuytOHY MUCHIE Wl KAUHWYHO &AOWIAGAHE

JenpecHaTa ¢ cCBbp3aHa ¢ MOBHILIEH PHCK OT CYWIIH/THH MHCIH, CAMOHapaHABaHe H caMoyDHIicTBO (CLOUTHS,
CBBP3aHH ChC CaMOYOHHCTBO). PHCKBT chliecTBYBa 0 JOCTHraHe HA 3HaYMMa peMHcH:. Thif kaTo
110J00pEeHHE MOXKe k& He HACTBHITH NPe3 IMbPBUTE HAKONKO CEJIMULIMA WIH NMOBeYe OT HAYATIOTO HA JCUCHHETO,
NalUCHTHTE TPAOBA BHUMATENHO Aa ce Habnioaasar A0 nogsaTta My. KIMHHYAKAT OMUT MOKa3Ba, Y€ PHCKLT
oT caMoyOMICTBO MOXe /la HapacHe Npe3 pPaHHHTE €Tanu Ha Bhb3CTAHOBHTEIHHA NepHO.

HsBectHO €, U¢ NalMCcHTH ¢ aHaMHes3a 3a C’LﬁHTHH, CBBP3aHH CLC CaMOysﬂﬁCTBO HITH MTOKA3RAINH B
IHAYHTENIHA CTeren CYHUHAHH MHCTH, [IPEAH 3&TM1I04YBAHE HA JICHCHHETO Ca HU3M0KEHH Ha I10-BMCOK pHCK oT
CYMUMAHH MHCITH WIH OITHTH 3a camoyOHHCTBO W TpabBa 1a 6baar HaDMOAABaHH BHHMATENHO 110 BPEME Ha
aeueHueTo. MeTa-ananus Ha KOHTPONHpaHU ¢ Nnanedo KIHHWYHH NPOYUYBAHKA HA AHTUASNPECAHTH NPU
BBE3PACTHH NAUHCHTH C ICHXHYHHA pa:;cmoificma MOKa3Ba NORHLUEH pHCK oT C)’HL[HIIHO MNOBCOCHHE NPH
NauMEHTH MO 25 roAHLIHA BL3PAcCT, JIEKYBAHH ¢ aHTHAENPECaHTH B CpaBHeHHe ¢ rnauebo.

JlekapcTBeHaTa Tepanus TpsOBa aa ce CHITBTCTBA CHC CTPOro HAONIOAESHHE HA MTAIMEHTHTE M B YaCTHOCT HA
TE3H € MOBHLIEH PHCK, OCOOSHO B HAYANOTO Ha JIEYCHHETO H Cliel npoMeHH B ao3ata. [lauMentute (1 Tesn,
KOMTO Ce I'PHXKaT 3a TsX) Tpsabpa Oa ObOaT NpeaynpeacHH 3a HeoOXOAMMOCTTA OT HabMIOAEHHE 33 BCEKH
MIPHU3HAK HA KIHHHYHO BIOMIABAHE, CYMLMAHO MOBEACHHE WIH MHCIIH, H ReoDH1aiHA NPOMEHH B
MOBEACHHETO, KAKTO H He3aDaBHO 13 NOTHLPCAT KOHCYATAHMA ¢ JIEKAp, aKO TAKHBA CHMITTOMH C€ TIOABAT.

KoncynrHpakite ce ¢ Bamna nexap npeau aa sanoynete aa npuemate TPHTHKO XR 300 mg B cnennute
CIydau:
- Enunencns, no-cneumanyo na ce u3darea pA3ko yBenuyaBaHe HIH HaMaJIiBaHE HA 103aTa;
- TlanpenTtu c yepHoapoGHa unu 6L0peunHa HENOCTATEYHOCT, 0co0eHD TeXKA;
- Tlaunenty cbe chpacuHn 3aboasABaHUA KATO aHrHHA MEKTOPHC, HApyLIeHa IPOBOIHMOCT;
H/IH Pa3NHvHa cTeneH Ha AV GOk, CkopoLLeH HE(ApKT HAa MHOKapAa;
- XHNEepTHPOHAM3HM;
- HapyueHo ypuHupase, kato xMnepTpodus Ha NpocTaTd, Makap MpobiaeMH Aa He Ce O4aKBaT, ThH
KATO AHTUXONHHEPTHYHHUAT eSKT HA TPA30A0HA € HE3HAYHTENEH;
- OcTpa 3aKpHTOBI'B/IHA TVIAYKOMA, NOBHILEHO BETPELIHO-0YHO HAIATaHe, MaKap Y€ ChUIeCTBEHH
M3MCHEHUA HE CE OYAKBAT, MOPAJH HE3HAYHTENHHA AaHTHXOMHHEPTHUYCH eheKT Ha TPa30A0Ha.

Ipu nosea Ha xenrenuna nevenueto ¢ TPUTHKO XR 300 mg cnenga na ce nmpeycTaHOBH.

[IpreMbT Ha AHTHAENPECAHTH OT MAUHMEHTH ¢ IUM3OMPEHHS MM APYTH TICUXOTHYHH 3a00MMBAHHA MOKE 4
MPHYHHH BIOHIABAHE HA NICHXOTHYHHTE CUMNTOMH. [apaHouaHuTE MUCITH MOKeE Na ce 3acuiiT. [lo speme na
JICHCHHETO C TPpa3oaoH NeNpPECHBHATA (ba:;a MOKC Aa €€ MPOMEHH OT MAHHAKANHO-ACTIPECHBHA B MaHHAKAIHA.,
B To3u cayqail npuemsT Ha TPUTHKO XR 300 mg Tpabsa aa ce npeycTaHOBM.

Onucanu ca B3aHMOAEHCTBUA 110 OTHOLIEHHE Ha CEPOTOHHHOB CHHAPOM/ 310KaYCCTBEH HEBPONENTHYEH
CHHAPOM B CIy4ai Ha CBHIBTCTBALNA YMOTPeOa Ha APYTH BELLIECTEA ChC CEPOTOHHHEPTHYHO JCHCTBHE, KATO
APYI'A aHTUAENPECaHTH (Hamp. TPULKKIHYHY aHTHaenpecadTh, SSRI, SNRI u MAO - unxuOHIQpH) 1
HeBponenTHLK, Chol11aBa ce 3a 310Ka4YECTReHH HEBPONSNTHYHH CHHAPOMH C JIETale}

ChITETCTBALL NPHEM € HEBPOJICITHLH, 3a KOMTO TO3H CHHAPOM € JOKA3AHA HEIKCIIAH] ﬂ
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Buxre “/Ipyru nexapcrea ¥ TPHTHKO XR 300 mg” u ,,.BE3MoKHH HeskeJJaHH peakuui” 34 JOIVhIHHTE/IHA
HHPOpMaLHA.

Twit kato arpaHyinciHTe3aTa MOKE da CC NPoABH KJIHHHYHO © !‘pHHOHO,IIOﬁHH CHMNATOMH, BB2INAJICHO bPIO H
TpECka, B T€3HM CMY4aH CE MPENOopBYBA H3CTCABAHE HA XCMATONOrHATA.

C'bOSI_I_[aBa CE 34 XHHOTOHHA, BKJIIOYHTECTHO OPTOCTATHYHA XHITOTOHHA W NPHOAABIH HPH NAIHEHTH,
npraemMallid TpazoaoH. C'bﬂ'bTCTB&]llOfl‘O MpUcMAaHE Ha JICKApCTEa 34 MOHIDKABAHE Hd KPBBHOTO HANSIFAHE H
TPa3ogOH MOXE Ja H3HNCKBA HAMAMABAHE HAa N03aTa HA AHTHXHICPTEH3HBHOTO TEKApPCTBO.

Ilpy nalmeHTH B HaNpeaHaNa BL3PACT MO-Y4ECTO MOXE /1 Ce MPOSBAT OPTOCTATHYHATA XHITOTOHHS,
CHHJIMBOCT KAKTO M JIPYrH aHTHXOMHHEPriuHu eeKTH Ha TPa3o/0H.

CnenpanHo BHHMAaHHE CileABa Ja ¢¢ 00bpHe Ha BB3MOIKHOCTTA 3a JIOIBAHHTEIHY e(eKTH NPH CLNBTCTRALLO
NleveH e, KaTo HANTPHMEp ¢ PYIH IICHXOTPOIHH WIIH aHTHXHIIEPTeH3HBHH CPEACTBA, WK MPH HATHYMETO Ha
PHCKOBH (DAKTOPH KATO CLITHTCTRALLO 3ad0ngBaHe, KOETO MOKe Aa BIOUH Te3d peakiwn. |IpenopbuuTento e
NalHeHTHT/G0NHOINEAAYBT 12 € HH(POPMUPAH OTHOCHO BB3MOKHOCTTE 33 TAKHBA PEaKLMH ¥ BHUMATEJIHO Jla
ce HabmonaBsa 3a TaKHBa ¢EKTH NPU 3a110UBAHE HA JICUCHHETO, NPEAH H ClIefl BB3XOAAILIOTO THTPHPAHE Ha
Jlo3ara.

Cnea neyenne ¢ TPUTHKO XR 300 mg, ocofeHo ako e TpoOb/KMTENTHO, & NPENopbYBa NOCTENCHO
HaMansgBaHe Ha A03aTa C OrNeji MUHUMU3HpaHEe HA CHMITOMHTE HA OTHEMaHe, XapaKkTepH3HpalilH ce ¢
rajiese, riaBobonne U HepasmoNoKeHHe.

Hama ceenenus 3a NpUCTPacTIBAHE KbM TPa30J0HOB XMAPOXIOPHA,

Kakto mpH Apyrure anTHaenpecaHTH, HMa Ciy4ad Ha yabmkasaHe Ha QT-uHTepBama, Makap ¥ MHOFO
peaxu. llpenopbupa ce Buumanue npu npeanuceanero Ha TPHTHKO XR 300 mg ¢ nekapcrBeHn NPOAYKTH,
konto yabkasaT QT-nHreppana. TPHTHKO XR 300 mg cneapa na ce U3non3sa BHAMATE/IHO OT MALKCHTH
¢ JOKa3aHH ChPASYHOCHA0BH 3a00NABaHH, BKIIOYWTETHO TAKKBA, CBBP3aHH ¢ yAbkaBaHe Ha QT-
MHTCpBana.

Mousure uaxuOHTOpH Ha CYP3A4 MOke na MPUYHHAT NOBMUIABAHE HA CCPYMHHTE HMBA HAa TPa3oAOHa.
Buxcre ,,J{pyry nekaperea u TPHTUKO XR 300 mg” 3a nonbnuyresiHa WHPOpMALHA.

Kakro apyru sekapctsa ¢ anda-anpeHonuTHYHO OeHCTBHE, TPA30A0H MHOTO PAIKO BOAM 10 IpHanu3sM. Toi
CE NeKyBa ¢ HHTPAKdBEPHO3HO WMHKEKTHpate Ha anda- aHApCHEPrHueH arcHT KaTo Hamp. aApeHATHH Ky
meTapampHoa. Crobllaea ce, obade, 332 HHAYIMpaH OT TPA30A0H MPHATIHIBEM, KORTO € HAI0KHN XHPYPruviHa
HHTEPBEHLIMA HJIH € JOBEN JI0 MepMaHeHTHa cekcyaiHa aucynkuus. [NauieHTy, KOMTO pa3BHBAT Ta3H
HexcellaHa peakuus, Tpadea Hesalbapno 1a npeyceranosaT npiema Ha TPHTHKO XR 300 mg.

Apyra nexapersa 1 TPHTHKO XR 300 mg
Tpatpa na kaxere Ha Bawmsa nexap wnu dapmanept, ako npHeMare, HACKOPO CTE MPHEMAJIH HJTH € BB3MOKHO
1 npyemMare Ipyru JIeKapcTea.

Obwyu: CeaaTUBHHTE SHeKTH HA AHTHICHXOTHLHTE, MPUCHHBATEIHUTE, YCIIOKOMTEHHTE, AHKCHOITUTHLIHNTE H
AHTUXHCTAMHMHOBHTE JIEKAPCTBA MOYKE A C¢ 3aCH/TAT; B TAKHWBA CJIyYaH ce MPenophiBa HaMIABaHe Ha 103aTa.

MeTabonH3UPaHETO HA AHTHACTIPECAHTHTE CE YCKOPABA NOPaJM YepHOAPOOHHTE epeKTH OT NepopaIHK
KOHTPALENTHBH, peHnTOuH, Kapbamasenuu i GapOuTypaTd. Metabonu3upaHeTo Ha aHTHAETIPECAHTHUTE Ce
BL3MPENATCTBA OT UMMETHAMHA M HAKOY JApyrd aHTHIICHXOTHYHH NIEKapcTBa.

Tpabea na kaxxere Ha Bawmns nekap, ako npueMare HAKOS OT CIIEHHTE NEKapCTRa:



Huxubumopu na CYP3A4:

Te BKIIOYBAT €PUTPOMHLIMH, KETOKOHA30I, HTPAKOHA30, PUTOHABHD, HHAHHABHD ¥ HedasonoH. Tesn
NekapeTea 3acHNBaT HekenanuTe peakund Ha TPUTHKO XR 300 mg. lMopaau Topa chbreTBalnaTa
ynorpeda TpabBa na ce u30arBa, KOTATO € BE3MOXKHO WIH NoHe Ja ce Hamanu ao3ata Ha TPUTHKO XR 300
mg.

Kapbamazenun:

CpNBTCTBALMAT NpHeM ¢ KapbaMazenuH BoaH OO HaMaieHy niasMens konueHrpanud Ha TPUTHKO XR 300
mg. annenrute crienpa na ce HabOAABAT BHUMATENHO, 33 A C€ BHOM AATH He € HeOOX0IHMa No-BHCOKA
noza TPHTHKO XR 300 mg.

Tpuyuxcavwunu anmudenpecanmu: ChIBTCTRANIAAT NPHEM CNeABa Aa ce U3BATBa MOpaIH PUCK OT
B3aMMOACHCTBHE. [la ce cnesn 3a CEPOTOHHHOB CHHAPOM H ChP/ICHYHOCHIORH CTPAHMYHH edexTh.

Dayoxcemun: Crobluasa ce 3a peikH CTyyau Ha OBHIIEHH TTa3MEHH HUBA HA TPa30A0H ¥ HeOIaronpuaATHH
edekTH npu KoMOMUMpane na Tpasoaol ¢ duiyokceTnH. He e HakoueHo gapMakoAMHAMHYHO
B3aMMOAEHCTBHE (CCPOTOHHHOR CHHAPOM).

Huxubumopu na monoamunosama oxctuoaza (MAQOIT): Be3MoxHH ca B3auMOaeficTBHA ¢ HHXHOHTOPHTE HA
MOHOZMHHOBATa OKcHAa3a. Makap HIKOH JiekapH a kOMOMHHPAT ABETE JIEKApCTBa, CHIIbTCTBAaTa ynorpeba
Ha TPHTHKO XR 300 mg ¢ MAOIL, unn 1o ape ceAMHLIM el [IPEKPaTABAHE HA [TPHEMA HA TE3H JIEKapCcTea,
He ce npenopbusa. He ce npenopsuea v npuem Ha MAOI 1o enna ceaMuia cnes npeKpaTsBage Ha JIEYEHHCTO
¢ TPUTHKO XR 300 mg.

Anmuroazyranmu w'wi aEmuazpeanmu (npe0oepamABaIl CbCUPEanemo HA KPLemMa): TIPOMEHH B
CHCHPBAHETO HA KPBBTA CBBP3aHH C PHCK OT KbHPBEHE.

Denomuazuny: ConeTeTBamaTa YroTpeba ¢ xnopnpomasuH, ¢uiydenasHH, TeBoMeNpoMasuH, nepdeHasnH
MO3KE 13 I0BEJIE A0 TEXKKA OPTOCTATHYHA XUIIOTOHMA.

Anecmemuyu/ mycxynnu peaaxcanmy: TPHTHKO XR 300 mg Moxe Aa 3acHni eEKTHTE HA MYCKY/THHTE
PEIAKCAHTH M JIETIIHBHTE AHECTETHLM, 3aTOBA MPH CHIBTCTRALIATA YNoTpeba € HeoOX0InM npeanasive
TIOAXO0.

Anroxon: Tpazonon 3acwiiBa celaTHBHEA edekT Ha ankoxona. 1o epeme Ha nedenne ¢ TPUTHUKO XR 300
mg ynotpedara Ha aKoXon ciaensa Aa ce U3OArBa.

Jlesodona: AHTMACNPECAHTHTE MOTAT Ja YCKOPAT MeTaboJIH3Ma Ha IeBOIoNa.

Hpyeu

Cemprereamara ynorpeda Ha TPHTHKO XR 300 mg ¢ nekapcTBa, KOHTO AOKa3aHO yabipkarat QT-
HHTEPBAJIA, MOJKE /14 MORMIIM PHCKA OT BEHTPHKYAAPHH apUTMHH, BknourtenHo Torsade de pointes. B
TAKHBA CITYYH € HeoOX0AWMA NMpeAna3NHBOCT TIO OTHOLUEHHE HA CHITETCTBALLATa ynoTpeba Ha Te3 JieKkapeTea
¢ TPHTHKO XR 300 mg.

TpazonoH MOXke na UHXHOMPA HOBEYETO OT OCTPHTE e)EKTH HA KIIOHMMH.
Tril kKaTo TpasoaoH € Muoro cnab HHXHOHTOP Ha OOPATHHA 3aXBaT HA HOPaJpEeHANHHA H He MOAH(DHLHDA
peaKuMATa H8 KPbLBHOTO HAMMNaHe KbM THPAMHH, HE CE O4YAKBA Ja MOBIHAE BbPXY XHIIOESMIMBHQOTO
ACHCTBHE HA MYaHETHMAMHOBHTE CheiMHenus. [Ipoyyranns BEpXy 1aGopaTOpHH 3KHB o
TPaN030H MOKE 1a BL3NPENSTCTRA IOBSUSTO OT OCTPHTE edexTH Ha knoHuauH. [o ¢




BHAOBE JIEKAPCTBA 32 JIeYeHHE HA BHCOKO KPBBHO HalAraHe TpAaOBa Ja c€ OTUHTA Bb3MOXKHOCTTA 32
NOTCHLIHPAHE, MaKap 1a He ¢¢ CLOOUIABA 33 KIMHUYHH B3aUMO/EHCTBHA.

Heskenanure edexr MoraT aa ObJaT N0-yecTH, KOraro Tpa3oaoH ¢ MPHEMA CBITETCTBAINO C NPOAYKTH,
CBABPIKALUHN KBIT KAHTAPHOH.

CenwreTBalaTa ynorpeba Ha Tpa3oAoH W BaphapuH MOXe Ja JOBeAe 10 IPOMEHA B NPOTPOMOHHOBOTO
BpEME.

CBLIBTCTBAWMAT TIPHEM C TPA30/10H MOKE Ja NPHYHHH [I0BMILABAHE HA CEPYMHHTE HHBA HA AMTOKCHH WM
(heHHUTOUH.

bpemennocT, KbpMmene u pepTHIATET
AKo cTe OpeMEHHa WM KLPMHTE, CMSTATE, Ye MOXKE J1a cTe GpeMenna MM miaHupate OpeMeHHOCT,
nockeeTsaitTe ce ¢ Bamusg nexap win (papmauesT npeny ynorpebara Ha TOBa TEKAPCTRO.

Heronam obem nanuu 3a 6pemennH xetin (noa 200 ciyydas Ha OpeMeHHOCT), IPHEMAIITH TPA30J0H, HE
rioKa3BaT HexellaHH epeKTH Ha TPa3oA0oH BLPXY GPEMEHHOCTTA KM 3APAaBETO HA INIONA/HOBOPOJAEHOTO.
Jluncear opyru €NHASMHONOTHYHH JAHHHU,

Koraro TPUTHKO XR 300 mg ce npuema 1o paxkaaHeTo, HOBOpoaeHuTe TpaORa fa ce Habnioaaear 3a
NOABATA HA CHMITOMH HA OTHEMAHE.

BB3MOKHOCTTE 33 OTACIAHETO Ha MPOAYKTA 8 MASKOTO TPAOBA A2 ce HMa NPeABUI IPH KBPMELIH MaHKH.
Crnenosatenno ynorpebara na TPUTUKO XR 300 mg no speMe Ha nepHo/ia Ha OPEMEHHOCT H KbPMEHE
Tpabea Oa ce 0OMHCITH clle] BHUMATE/THA NPeLIEHKa Ha CHTHOIICHHETO 110133/ PHCK.

lllodupane n padora ¢ MALUAHH

TPHUTHKO XR 300 mg nma c1aGo unu ymepeHo pidsHHe BbPXY ¢r1ocoGHOCTTA 3a modupane n paboTa ¢
MaminK. [laguenture Tpaea na BHUMaBaT np wodupane WK paGoTa ¢ MAIIHHK, JOKATO CE€ YBEPAT, UYE HE
H3NHTBAT CHHIWBOCT, CEAMPAHOCT, 3aMasgHOCT, 0OBPKBAHE HITH 3aMEITICHO 3peHHe.

TPUTHKO XR 300 mg coabpxa sarpuii
Tora nekapcTBO ChABLPKaA NO-MaTKO OT | mmol HaTprit (23 mg) Ha TabneTka, T.€. MOXKE 113 C& KAKe, Ue
NPaKTRYECKH HE ChIbPKA HATPHE.

3.  Kak na npaemare TPHTHKO XR 300 mg

JlexapeTrOTO Ce npHemMa CaMO OT BLIPACTHY NAHHEHTH,

Tabnerkure TPHTHUKO XR 300 mg ca zenumu Ha 2 4acTH, KOETO NO3BONIABA [IOCTEMEHO NOBHINABAHE HA
103414, B 3a8BHCHMOCT OT TeXKeCTTa Ha 3a0011BaHETO, TErJIOTO, BE3PACTTA M OT ODLIOTO ChCTOSIHHE HA
MALHENTA, 110 JCKAPCKO NpeInucaHue.

TTpenopbuHTenHarta HavanHa 1o3a e 150 mg BenHbx gHesHo. Jlozata Moxe na Ob/ie yBenHuaBana cbe 75
mg/nHeBHO (NonoBUH TabneTka o1 150 mg) Ha Beeku TpH aHH (AocTHraiiki 4o 225 mg/IHeBHO Ha YETBbLPTHA
JI€H OT TepanusTa) o MakcuMyM 300 mg/nHerHO.

B HAKOM CITy4aM HauaHaTa A03a MOXe 1a Objle HaManesa Ha 75 mg/aHeRHO (TIONOBHH TabneTka or

150 mg) ¢ nocreneno yeennuagaHe ¢se 75 mg/aHerHO (Monoekk Tabnerka ot 150 mg) va B HH, 10
makcumyM 300 mg/mHerHO.

Tabnerkute TpabBa na ce NpUeMaT HA THAAHO ¢ 4alla BOJA, BEAHLK AHEBHO, Beue



Tabnerkute He TPAGBa fa ce pa3TPOLIARAT uaM ABBYAT, 33 A4 €€ OCHTYPH YABLIDKEHOTO OCBOOOKIABAHE Ha
NIEKapCTBOTO.

IMpu magMeHTH B CTapueCcKa BL3PACT H HEMOIIIHH TIBUMCHTH, HpenophbyMTe/iHaTa MbPBOHaYanHa 1034 €
HaMa/IeHa 50 75 mg AHEBHO, pa3icsieHa Ha HAKOJKO TIPHeMa WK KaTo eAHOKpaTHa 5o3a seuep. Joszara Moxke
Aa ce NOBHINARA NOCTENEHO, KAKTO € OMUCAHO NMPH BH3PACTHH, NOR HabmoacHHe cLo0pa3Ho NOHOCKHMOCTTa U
edyKacHoOCTTA.

YooTpeba npu iena 5 HOWH
He ce npenopbusa ynorpefara na TPHTHKO XR 300 mg npu neua # 0HOIIH Ha Bw3pacT mox 18
rOaNHH’, NOpaiH JHNCA HA 10CTATRYHO AAHHM 3a 6e30MacHOCT.

YepuoapobOHH HapyIHenus

Tpazopon nperepndea eKcTeH3WBEH MeTabONMW3BLM B YepHUs Apod H CHILO TAKA CE CBLP3BA C
X€ATOTOKCHUHOCT, BrokTe I Ipenynpexknadus w npeanazHu Mepku”™ H ,,BBIMONKHH HEKENaHH PEaKLHH .
[TaunenTn ¢ yepHOAPOGHM HApYWIEHHS, 0COBEHO ¢ Te)KKa YepPHOAPOOHA HEAOCTAThUHOCT TpAOBA Aa Kaxar
Ha TeXHHA JIeKap, KOHTO e NpeleHH Jaly € HeoOXOAMMO MEPHOAHYHO HabMIoACHHE Ha YepHOApOOHATa
dyHKUHS.

BuOpeunu HApYIUEHUS

OOHKHOBEHO HE € HeoOXOMHMO KOPHTHpaHe HA A03aTa. BRIpekd TOBa MaUHEHTH ¢ OBOpedHH HapyLIeHHA,
0CcODEHO B CIIYYAH Ha Texka 6B0peyHa HeoCcTaTEYHOCT TPAOBA 1a KAXKAT HA TEXHHA Jiekap Npegd aa
sanounat jeuehue ¢ TPHTHKO XR 300 mg (mmkTe chino ,Ilpenynpekaanusa H npeana3Hi MepKH 7).

AKO cTe NpHeJH NoBede oT Heodxoaumara go3za TPUTHKO XR 300 mg

HaiH-4ecTo ¢hOOLIABAHMTE HEKENAHM PEAKUMH CNCT TPENO3HPAHE Ca CBETOBBPTEHK, CHHIMBOCT, FajieHE H
MOBPBLIAHE.

B no-ceprosnuTe cayuad ce ¢hob1(aRa 3a KOMa, TAXHKAPAHA, XMIIOTOHHS, XHUIIOHATPHEMHS, KOHBYJICHH U
3aTpyAHEHO AMilane. ChpledHHTe HapyLIeHHs MOXe A BIoUBaT Gpagnkapaud, yasmwkasade Ha QT u
Torsade de Pointes. CummroMHTe MOTaT j1a ce NPosBAT B paMkuTe HA 24 Yaca WIH fOBeYe clel
npejo3npaHe.

[Mpeno3upare Ha Tpa3onoH B KOMOWHALIMA ¢ IPYTH aHTHAENPECAHTH MOXKE /1a NPUYMHA CEPOTOHHHOB
CHHAPOM.

B cayuad na cnywaiiHo mormblaHe Ha rosemu gosd TPUTHKO XR 300 mg cebpkere ce He3abaBHO ¢
Baiing nekap wid oruaere no Haii-Onuskara SonHnua. Baemerte cbe cebe CH M Ta3M JIMCTOBKA.

B criy4ail Ha mpeao3npaHe TpabBa 1a ce H3NOA3Ba AKTHREH BBITIeH WK Ja CE HAINPABH CTOMAILIHA MPOMUBKA
H KPBBHHTE €NeKTpoiiuTH TpabBa fa Onaar kopurupanu. He cobluectByRa cnetidyHuCH aHTHIOT HA TPa3o/0H.

AKO MMaTe HIKaKBH JOIBJIHMTENHH BBLIPOCH OTHOCHO yNoTpebara Ha TO3H NMPOAYKT, nonutaite Baurus
nexap unu apmanesr.

4. BL3MOKHE HeXe/TaHA peakunu

Karo Benuku nekaperea TPUTHKO XR 300 mg moxe ja NpeAd3BHKa HEMxENAHH peakuuy, BBIIPEKH He He
BCEKH I'd ITOJIYHaBa.

Crobwasa ce 3a Cly4ad HA CYHLMIHH MHCITH M CYMLHZHO NOBEJISHHE MO BpeMe Ha Te a30710H
HJIH CKOPO CICA TPEKBCBAHE HA JIEUEHHETO.

CJIGI[HHTG CHMITTOMH, HAKOH OT KOHTO Ca 4ecTO Haﬁ.]'[l-OI[aBaHH pyu Cliy4aHd Ha HEA



cbOOLIABAT H NPH NALHEHTH, MOATIOKEHH HA TEPAHA C TPA3OJ0H:

- JlMckpasus Ha KpbBra (BITIOUMTENTHO arpaHy/IOIUTO3a, TPOMOOIHTONEHHA, JTEBKONEHHS H

aHEMHA);

- ANCpPruYHH pcakKLuH;

- CHHApOM Ha HeaneKBaTHA CeKperys Ha AHTHAMYPETHYHHSA XOPMOH;

- Hamansgeaxe Ha HMBaTa HA HATPHEL B KPBETA, 3aryda Ha Tero, AaHOpPEKCHs, NOBHIIEH ATIETHT;

- CyMUMAHM MHCAH WIH CYMUMIHO MOBEOEHHE, CHCTOAHHUA HA 0OBpKBaHe, Oe3chHME,
JAS30PUCHTALMS, MaHHA, TPEBOMHOCT, HEPBHOCT, BR3OYIUMOCT (MHOTO PAAKO BJIOLIABALLA CE A0
JAENHPUYM), HAJTYTHUHABOCT, AFPECHBHH PEAKTIHH, XATIOIHHAIIMH, KOIIMAPH, TOHHKABAHE HA
NHOHAOTO, CHHAPOM HA OTHEMAHE,

- CepOTOHWHOB CHHIPOM, KOHBY/JICHH, HEBPOJENTHYEH 3N10KA4eCTBEH CHHIPOM, 3aMasHOCT, BHEHE
Ha CBAT, rMasodonHe, ChHIMBOCT, 023N0KOHCTBO, NOHIKEHA GAHTENHOCT, TPEMOP, 3AMBIJIEHO
3PEHHE, HAPYLUEHHN HA NAMEeTTa, MHOKNOHYC, Hapaltela adiazng, apecTesns, JUCTOHHA, IPOMIHA HA
BKycCa;

- Cppneuna apurmus (emrounTenHo Torsade de Pointes, nannuMrai#dy, IpexacBpeMeHHY
BEHTPHKYJIAPHH KOHTPaKIHH, BEHTPHKYJIAPHU KYMJICTH, BEHTPUKYIapHA TaxHKapavs, Opaavkapaus,
taxurapana, EKT abropmannocTi (yabikasade Ha QT);

- OprocraTH4Ha XHMOTOHHA, XHISPTOHHA, [IPHITANbLI,

- Hasanna koHrecTHs, 3aTpyQHEHO AMINAHE;

- T'apene, noephitane, cyxoTa B yCTaTa, 3anek, AHapHs, JUCTENCcHs, croMaluHa Honka,
racTPOSHTESPHTH, YBETHYEHO CAIOHOOTENAHE, MApATUTHYEH HIICYC;

- Hapywenua Ha uyepHonpoGHaTta dyHEUMS (BKITIOUHTENHO KBATSHHIA H XENaToueIy1apHy
YBPEKIAHHS), HHTPAXerNaTANHA X01ecTasa,

- Koxen oOpHB, NIpypHTYC, XHTIEPXHAPO3a;

- bonkn B xpaiinuuure, 60aKH B rbpba, MUaArys, crapuy GONKH;

- Hapywenua npy ypHHHpaHe, KaTO YPHHAPHA UHKOHTHHEHLHA (H3yCKAHE Ha YPUHA) WK 3a0bpKaHe

Ha YpUHa (HEBBE3MONKHOCT 33 YPHHHpAHeE);

- Ilpuanuzem,

- CnabocT, OTOK, FpHMONOACOHH CHMITOMH, YMOpPa, 50NKa B IPbAHAA KOII, TPECKA,

- llorHwaBaHe Ha YepHOAPOOHHTE EH3HMH.

CpoOmaBane HA HEXKETAHA PeaKUHE

AKO NOJTyYHTe HAKAKBH HEXKETAHH NICKAPCTBCHH Peakury, yeeaomere Bamms nexap unu dapmauent. Tosa
BK/IOYBA BCHYKH BE3MOKHH HEOTTMCAHH B Ta3H JUCTOBKA HCKEIAHH peakiiii, MojkeTe ChILO Ja ChoOIMTe
HEXENAHH peakuH AMPEKTHO Ype3 HALMOHATHATA CHCTEMA 3a ¢choOiuapane: M3mbIHHTENHA areHuHs no
NieKapeTraTa, Yi. . Jamsn ['pyes” Ne 8, 1303 Codmus, Ten.: +359 2 8903417, yeGcaiit: www.bda.bg.

Karo cpo0luaBare HeKETaHH PEAKIIMH, MOKETE [a JajieTe CBOA MPHHOC 3a MOJIYYaBaHe Ha moBeye HHopMaLHs
OTHOCHO DE30MACHOCTTA HA TOBA JIEKAPCTRO.

5. Kak aa epxpanaBate TPHTHKO XR 300 mg

.HEKapCTBeHHHT MPpOAYKT HE H3HUCKBA CTICIIHAIHH YCITOBHA HA ChXPAHCHHE,

He wanonseaiite TPHTHKO XR 300 mg cnen cpoka Ha roaHoCT, 0TOES3aH BHPXY KAPTOHEHATA
ONAaKOBKA.

)Ia CE€ CbXpaHiAsa Ha MACTO, HEAOCTHIHO 3a Acua.




6. Crappxkanne HA OIAKOBKATA U J0NbLJHHTETHA HHpOpMALHS
Kakso ceappxa TPHTHKO XR 300 mg

AxtreHO BemecTro: 300 mg Tpazononos xuapoxnopua (trazodone hydrochloride), croTBeTcTBalUM Ha
273.2 mg TpazoacH (trazodone).

HoMomHH BemecTBA

AOpo: KOHTpaMM[ TPaHyIHpaH (NpexeJaTHHH3UPAHO MOJH(UIMPAHO HHMLIECTE), XHIPOMENIO3a, CHITHLIHER
JHOKCH], KONIOHAEH Oe3BoaeH, HaTpHeB cTeapuiidymapar

Duamoso noxpumue. Onapaii 11 po30B (OIHBHARIOR ATTKOXON — YACTHYHO XHAPOMIHpaH, THTAHOB
awokeua, Makporon/I1IED 3350, tank, sear xenesen okcup (E 172), uepsen axenezed oxcua (E 172).

Kaxk u3raexaa TPHTHKO XR 300 mg » KakBo ¢hALPAKA 0IIAKOBKATA

BexkoBo-opaH:keBs GuiimupaHd TableTKH ¢ YABDKEHO OCBOOOKAABaHE C AENHTENHA YepTa OT ABETe CTPAHH,
TPHUTHKO XR 300 mg ce npeanara 8 PVC/PVDC/ anyMunuesu OIHcTEpH, IOCTABEHH B KAPTOHCHA KYTHA,
cpabpakawa 10, 14, 20, 28 unu 30 tabierky, 0 0pUNOKeHa THCTORKA 34 MALIMEHTA.

He BcH4KHM BHAOBE OMAKOBKHM MOraT Aa ObJaT NycHaTd Ha masapa.
IlpaTekaTen Ha paspeutenueTo 3a ynorpeda

Anmxennnn Gapma Bwenrapus EOO[

Oyn. ,,Acen Hopranos™ 10

Codms 1592, benrapus

Ten.: +35929751395

dake: +359 29715745

Ipouzpoanren

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

3a MOIhIHMTENHA HHQPOPMALIEA OTHOCHO TOBa IEKApCTBO, MOJIS CBBPIKETE CE ¢ NPUTEKATEN Ha
pazpeleHHeTo 3a ynorpeba

JlaTa Ha mocaeIHO Opepasriiexaane HA JHCTOBKATA: AeKemBpH 2022,




