JlncroBka: nEGoOpMANNs 32 NOTpeOnTES

TPHTHKO XR 150 mg TadaeTKy ¢ YAb.KEHO 0¢BODOKIABAHC
TRITTICO XR 150 mg prolonged-release tablets
TPAzO0HOB XMAPOXIOPHA (trazodone hydrochloride)

[Ipouerere BHEMATETHO HSLIATA JIMCTOBKA NPEIM j1a 3anovMHETE AA IIPHEMaTe TOBA JIEKAPCTBO,

Thil KATO TS ChALPKA BaxHAa 32 Bac nudopmanus.

- BanazeTe Tasu JiMcToBKa. Moske 1 ce HAIOKH 13 5t TPOUETETe OTHORO.

- AKO MMaTe 15IKAKBH 10IIBIHUTEIHH BLIIPOCH, NoNnATaiTe Balms nexkap uiu (rapMaLerT.

- ToRa NeKapcTRO € MPeAnncalo JnuHo Ha Bac. He ro npeoTcThrBaiite Ha ApyI W Xopa. To Moke j1a
UM HABPE/IM, HE3ABHCHMO OT TOBA, 4 TeXHHTE CUMITTOMH €a CBLIMTE KaTO Bawure.

- AKO NOTYUHMTE HAKAKBU HEKETAHU PEAKLMK YBEIOMCTE Bawus siekap uinu dapmanest. Toea
BIIOURA M BCHUYKM BL3MOMKHA HEKETAHK PEakiuM, HEOTTHCAHH B Ta3M JIMCTOBKA, BUKTE TOUKA 4.

KakBo ¢bILPKa TA31 JIHCTOBKA

Kaxso npencranssa TPUTUKO XR 150 mg ¥ 3a KaKBQ, LEMAUC
“USELABITERHA ATEHUWA IO NIEKAPCTBATA
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1. Kakso npexcrasassa TPHTHKOXR 150 mg u 3a KakB0 Ce H3IM0A382

TPUTHUKO XR 150 mg e jekapcTBo, KOETO C& MpH/Iara 3a JeHeHHE Ha JICIIPeCHBHH pazcTpOHCTRA ¢ HIIH
Oe3 TpeBoKHOCT, Te3H neKapersa ce HapuyaT aHTHISTIPECAHTH.

2, Kakso Tpsésa aa saaere npexn aa npuemere TPUTHKO XR 150 mg

He npuemaiite TPUTHKO XR 150 mg 1abjerkun ¢ yIBIKEHO 0CBOOOKIaABAHE:

- aKO CTe aNepruyiy KbM aKTHEHOTO BELLECTRO WIH KBM HSKOS OT OCTAHAIIUTE CLCTABKH HA TOBA
fekapeTrO (H30poeHH B ToUKa 0).

- [IPH AJIKOXOJIHA HHTOKCHKALIHMA M MHTOKCHKALIMA ¢ XHITHOTHYHH JIEKapCTEa.
- NpH TesKbLK HHBAPKT Ha MHOKaP/IA.

Tpexynpes/ienns H NpenasHd MEPKH
FosopeTe ¢ Bamms nexap wiu dapmarieet, npejn aa npuemere TPUTHUKO XR 150 mg.

Ieduampuina nonyaayus

TPUTUKO XR 150 mg He Tpadpa jia ce M3nosizea oT Aela W I0HOLIN Ha Bh3pact ot |8 roqunn. Tlpu Tosa, ¢
HYJKHO /1A C& KKe, 4e KOTaTO Ce U3II0J3BAT NIPK naitMeHTy 1o/t | 8 roqnHu, Tasu rpyna nekapersa Moxe aa
MOBMIIKM PHCKA OT HEXE/IaHH PEaKLMK, KaTO OMUT 3a CaMOYOHECTRO, NaHHpaHe Ha CaMOYOUHCTBO M
BpazkaeGHOCT (IPETMMHO ArPECHBHOCT, MOBEICHHE HA NIPOTHBOTIOCTABAHE H IHAB). OCBEH TORA JIUMICRAT
nanau 3a 6e30NacHOCTTa MPH ABLJTOCpoyHa yiioTpeda npH Jelia W NoapacTBallly OTHOCHO pacTeska,
CH3PABAHETO U KOTHUTHBHOTO W MOBEIEHYECKO Pa3BHTHC.

Cymyujenus npu mecmeane na ypuna
Axko, nokato npuemare TPUTHKO XR 150 mg ce n3BbpLUH CKPHHHHT 32 HAPKOTHLM




crelgUUHA TEXHUKM, BB3MOIKHO € /13 Ce 0T4eTE hamuMe No3UTHBEH pesysirat. Tosa ce IbKK Ha
ANATHTHYHME CMYLLEHHST MEXCTY MeTaboIuTa Ha Tpa3oaoH 1 ameTaMUHOBHA JICPUBAT (excraszu). B Te3m
cayuail ce KoncyaTupaiite ¢ Bauins nekap M noucKaiTe MOTRBPIKACHHE HAa AHAIW3a, KATO CC W3MO/I3BAT Py Ty
texnmku ( Mac cnekrpomerpua (MS) nin anTepHaTUBHO 1a ce W310J13Ba TeuHa XpoMaTorpadus - TaHaeM mac
cnektpometpus (LC- MS/MS), pH KOMTO CHIOMEHATHTE CMYLLEHWS HE HACTBIBAT.

Camoybuiicmeo/cyuyuonu MUCIU Wit KIUNUHHO 6I0UdGAHE

JlenpecHsTa © CBbP3aHa ¢ NOBHIICH PHCK OT CYMUMIHH MHCTTH, camMoHapaHsBaHe W CaMOYOMHCTBO (CLOUTHA,
CBBP3aHH CbC CAMOYOHHCTBO). PHUCKDLT ChIIECTBYBA /IO AOCTHUTAHE HA 3HAYMMA PEMUCHS. Tuit kato
110,106peHRe MOIKE /12 HE HACTBIM TPE3 ThPBUTE HAKOIKO CEAMHUH W/IM TIOBEYE OT HA4asaoTO Ha JTEYEHHETO,
nauMeHTHTe TPAOBA BHUMATE/IHO 1d ¢C HaGmoaasar 10 noseara My. KAMHUUHHAT ONUT MOKA3Ba, HE PHCKLT

o

oT camoyouﬁcmo MOJKC J1a HApacHE Mnpe3 paHHHTE eTarnu Ha Bb3CTAHOBRUTEIHHS nepHoI.

MapecTHO e, ue NALMeNTH C aHaAMHe3a 3a ChbOUTHsI, CBbP3aHH Cbe caMoyO MHCTBO WM MOKA3BALIN B
JHAUUTCIHA CTENCH CYMLMAHA MUCITH, TIPE/IM 3aNI0YBAHE 1A JIEYSHHCTO Ca UHI0KEHH 1A NO-BUCOK PHCK OT
CYMIHIHHA MHCIH HIH ONHTH 34 camoyOuiicTBO 1 TpabBa Aa ObaaT nabmonasaHy BHUMATEITHO 110 BPEME Ha
JIEYEHHETO. MeTa-aHanu3 Ha KOHTPOJIHPaHH C FIHE[L[E60 KIIHHWYHH npquBaHm Ha aHTH,E[e!'lpCCﬁHTP] 11pH
BL3PACTHM NMALMEHTH C ICHXHUHH PA3CTPOHCTRA 10Ka3Ba MOBHIICH PUCK OT CYHIIMAHO MOBEEHHE TPH
MALMeHTH N0/ 25 roauiIHa Bb3PacT, JIEKYBAHHU ¢ anTHISNPECAHTH B CPABHCHUE C rnauebo.

JlekapcTReHaTa Tepanus TpAORa J1a ¢e ChbTCTRA CBE CTPOTO HabJIFoIeHHe Ha TALHeHTHTE H B YaCTHOCT HA
Te3u ¢ NOBUINEH PUCK, 0COBEHO B HAYAJIOTO HA JICYSHHETO U CIIC/L IPOMEHH B /103aTd. [TaumenTure (KM TE3M,
KOMTO Ce IpHikar 3a TsX) TpaOBa /1a ObaT NpeaynpeieHu 3a HeoOXoauMocTTa OT HADMIOAEHHE 33 BCEKH
NPU3HAK HA KIMHAYHO BJIOLIABAHE, CYWLMTHO TTOBEACHHMC HITH MUC/IH, H HeoOHuaiHU MPOMEHH B
[OBEAEHHETO, KAKTO W He3abaBHO J1a NOTBPCAT KOHCYJITALMs C IeKap, aKo TAKHBA CHMITOMMU CE NOABAT.

Koncynrupaiite ce ¢ Baums Jekap npeam 1a 3ano4Here /ia npuemare TPUTHUKO XR 150 mg B caesinure
CITyHaM:
- Enuierncys, no-cricliMajino Jia ce M305rea pa3ko yBe/1M4aBaHe WK HaManaBale Ha 103ard,
- TlaunenTts ¢ yepno/podua niu OpOpetHa HeAOCTATBYHOCT, 0coDeHO TeHKKA;
- TlanmenTtu cbe Chp/aeuH 3a00NSBaHUA KAaTO aHTMHA NCKTOPHC, HApYLICHA MPOBOAMMOCT:
i paznvuna crenen na AV 60K, cKopolleH HH(papKT Ha MHOKapa;
- XUNEpPTHPOM/IH3IBM,
- HapymeHo ypuHupaHe, KaTo XUIepTpodus Ha npocrara, Makap npobaeMH 1a He Ce O4aKBAT, Thii
KATO AHTHXOJIMHEPTHYHMAT ePeKT Ha TPA300HA € HE3HAMUTEIICH]
- OcTpa 3aKpUTOBLIB/NA FIAYKOMA, NOBHINCHO BBTPEUIHO-04HO HANIATAHE, MAKap Y€ ChIICCTBEHH
WIMEHCHIS HE ¢ OUAKBAT, MOPAIH HE3HAUMTEN HHA AHTUXONMHEPTHyeH e(EeKT Ha TpasoaoHa.

[1pu [109BA HA KbJITEHHLA JICUEHHETO € TPUTHKO XR 150 mg cnejisa na ce NnpeycTaHoBH,

[TpHeMT Ha AHTHIENPECAHTH OT MAIMEHTH ¢ WH30(QPEHUA HIIM IPYTH NCHUXOTHHHA 3abonABaHMs MOKeE J1a
MPUHAHH BIOIIABAHE HA TICHXOTHYHHTE CHMIITOMHU. | lapaHOMAHUTE MUCITH MOYKE 112 C€ SACHIIAT. Ilo Bpeme Ha
NeYyeHHeTo ¢ Tpaszoa10H ,[lel'[pL‘CHBHElTa q)ﬂ.’i‘d MOZKE J1a ¢€ TPOMEHH OT MaHHaKaJIHO-/1CITPpeCHBHA B MaHHAKAITHA.
B to3u ciyuaii npuemsT Ha TPHTUKO XR 150 mg Tpa0Ba j|a ce NPeyCTaHORH.

OnHeaHH ca B3aMMOISHCTBHS M0 OTHOLIEHHE 1A CEPOTOHWHOB CHHPOM/ 37I0Ka4YECTREH HEBPOJICTITHYEH
CHHIPOM B CJTyuaii Ha CBITBTCTRAIA YNOTPeOa Ha JIPYTH BEIIECTBA ChC CCPOTOHUHCPIHTHO AeiCTBHE, KATO
ApYFH AHTHETIPECAHTH (Hanp. TPUIMKIHYHH aHTHACTIPECAHITH, SSRI, SNRI u MAO - wH
nepponenTuiy. ChoOLLaBa ce 33 310KAYECTREHN HEBPOIEITHHN CHHPOMH ¢ JieTaneh 'gg\
CHITLTCTRALL TIPHEM C HEBPOJIENTHIIN, 32 KOMTO TO3M CHHIPOM € JI0Ka3ala HexKkeana Ji S}@/vfn/
3.

/



Buscre “Jlpyru nekapersa n TPHTHKO XR 150 mg™ u ,,Be3MOKHN Hewxenanu peakuun” 3a JOMbIHUTENHA
wHpopmaLus.

Thit KaTo arpaHynoUMTO2aTa MOXKeE /1a Ce MPOABH KIIMHHYHO ¢ IPHMIONOA06HH CHMITTOMH, BB3MAJIEHO I'bPIo U
TPEeCKa, B TE3W CJlyYau Ce NPENopbUBa U3CNeABANE HA XEMATO/IOIMATA,

CnoOiuara ce 3a XHMNOTOHHA, BRJIFOYHUTEITHO OPTOCTATHYHA XHIIOTOHHUSA H TNMPHNALUA NPH TTALUHEHTH,
NMpUueMallu Tpa3soaoH. CT;FI'I-;TCTB&LL[OTO IIPUEMaHE Ha JIeKapCcTRa 3a IIOHUIKABAHE Ha KPBBHOTO HajiAralue H
Tpa3ooH MOKE J1a U3UCKBA HAMAIABAHE HA 103aTa HA AaHTUXHIEPTEHIUBHOTO JIeKapcrso,

llpu nauneHTH B HaMpeHasa BL3PacT 110-4ECTO MOKE 1a C€ NPOABAT OPTOCTATHUYHATA XUIIOTOHMS,
CHHJIMBOCT KAKTO M JIPYI'M aHTHXOIMHEPIHYHU e(DeKTH HA TPA3OA0H.

CrieunaiHo BHUMaHHKe cllefiBa a ce 00bPHE Ha BHIMOKHOCTTA 32 J0NLIHUTENTHH e(DEKTH MPH ChIbTCTBAIO
JICHEHHE, KATO HalpUMeEp € APYTH NMCHXOTPOINHH HIlH AHTHXHUIEPTCH3HBHH cpeacTea, Wi Mpyd HATHYHETO Ha
PHUCKOBH ('I]&KTO]’)H KAaTO CBIBTCTBALILO 336OHHB3HG, KOCTO MOKE J1a BJIOLIH TE3H pEaKLHH. npeﬂop'b‘-ildTeJ'lHO &4
ﬂauHeHTbeGOIIHOI‘JTGIlaT-i'hT Ja e HlldJO]JMHpEIH OTHOCHO BB3MOIKHOCTTA 3a TaAKHBa pPe€aklyM H BHUMAaTCJIHO Ja

ce nabito/1aBa 3a TakuBa e(heKTH NPH 3aM0MBaHE HA JICUCHHETO, NPE/IM K CITE BL3XOALIOTO THTPUPAHE Ha
Jlozara.

Cnen nedenne ¢ TPHTHKO XR 150 mg, ocobeno ako € npoabmKHTEIHO, C& MPENOPbYBa MOCTENCHHO

HamalisBaHC Ha J034aTa ¢ Orjed MHHHMH3UPAHE HA CHMMIITOMMHTC HA OTHEMaHEe, XapakTepu3dpalluy ce ¢
raacHe, rnasobonue U HEPA3NOJIOKCHHEC,

Hsama ceeneHus 3a MPUCTPACTIBAHC KbM TPA30JOHOB XHAPOXJIOPHIL.

Kakto npu apyrute aHTHAENPECAHTH, MMA Cydyau Ha yabakapaHe Ha QT-wHTeprana, Makap ¥ MHOTO
peikn. [penopbusa ce Biiumanne npu npeanvicearero Ha TPUTHKO XR 150 mg ¢ JekapeTreHn npoaykTy,
kouTo yiab/ukasar QT-unrepsana. TPUTUKO XR 150 mg crnenga na ce M3n0/138a BHUMATETHO OT MALMEHTH
C JIOKA3aHH ChP/IEYHOCH/I0BM 320015 BaHMS, BKITIOUMTENHO TAKHBA, CEbP3aHH C YAbIKapaHe Ha QT-
HHTEpBaa.

Mounure HHxuOnTopu Ha CYP3A4 Mose 1a NPHUMHAT OBHLIABAHE HA CEPYMHHMTE HHBA HA TPa30J0HA.
Bwxre  Jpyru nekaperea u TPHTHKO XR 150 mg™ 3a nonbiaHuTenHa HHpOpMALMA.

Kakro apyru nekapctsa ¢ anda-aapeHOIMTHUHO AeicTBHE, TPA30A0H MHOTO PAIKO BOAM 0 npuanuibm. Toii
Ce JIEKYBA C HHTPAKABEPHO3HO HIDKEKTHpaHe Ha ai(a-aHIPSHEPruucH areHT KAaTo HANP. aJApPeHaTHH Hiu
meTapamuno/1. Chobuwasa ce, obaye, 3a HHAYLHPaH OT TPA30/IOH NMPHANM3LM, KOHTO € HAJOKH XHPYPIrHYHA
MHTEPBEHLIMA HIIH € J0Be/ 10 NepMaHeHTHa cekcyanua aucdynkims. [lauMenTi, KOMTO pa3zBHBaT Ta3H
HelkenaHa peakuus, Tpadea HezabasHO Aa npeycraHosaT npuema Ha TPUTHUKO XR 150 mg.

Hpyru nexkaperea u TPUTHUKO XR 150 mg
Tpadra na kawkere na Bamusa nexkap uan apmMauesT, ako 1IPHEMATE, HACKOPO CTE NPHEMAITH HIIH € Bb3MOIKHO
Jld [IpUeMare JIPYIru JIeKapcrsa.

Oﬁu{u CenaTUBHUTE ed’)el{Tl-‘I Ha aHTHNCHXOTHIUMTEC, NPHUCITUBATETHUTE, YCIIOKOWTCIIHHUTC, aHKCHOJIUTHUHUTE U
AHTUXUCTAMHWHOBUTE JEKapCTBa MOYKE /a €€ 3aCHJIAT, B TAKHBa Clly4ad CE NMpenopbyBa Hi JABAHC Ha 003aTa.




Huxutumopu na CYP3A44:

Te BKIIOUBAT CPUTPOMHILIMH, KETOKOHA30/1, HTPAKOHA30J1, PUTOHABUP, HHAHHABKDP U HedazonoH. Tezn
JIEKAapCTRA 3ACHIBAT Heskenanute peakukn Ha TPHMTHKO XR 150 mg. Tlopaau ToBa cenbTeTBalaTa
ynotpeba Tpalea sa ce n30ArRa, KOraTo € Bb3MOJKHO WK MOHe J1a ce Hamanu no3ata va TPUTUKO XR 150
mg.

Kapoavazenun:
CHIBTCTBALLMAT NPHEM ¢ KapdamaseruH BOJAH 10 HAMAIEHH M1a3MEHH KOHUCHTPALHH HA TPa30/I0H.

[MaupenTture cliexpa fa ce nabunoaBar BHHMATEHO, 33 1a ¢¢ BH/M Jalii He ¢ HeoDXoMMa NMo-BUCOKa 1034
TPHUTHUKO XR 150 mg.

Tpuyurauanu anmudenpecanmu: ChIbTCTBALMAT TIPUEM CJIC/BA Ja ¢ n30arBa 110pajiH PUCK OT
BranmoaeiicTeue. [la ce cienm 3a CepoToHHHOB CHHAPOM H CLPACHHOCHI0BH CTPAHHYHK CPEKTH,

@uyoxcemun: ChobllaBa ce 3a peAKH CIY4aH Ha MOBMIICHHW M1a3MEHU HUBA Ha TPA30J0H H HEDIaronpusaTHU
edekTH Npyu KOMOMHUpPAHE Ha TPazoAoH ¢ iyokceTH. He ¢ m3kmoucHo hapMakoaMHaMHIHO
B3aMMO/IeHCTBHE (CEPOTOHMHOB CHHAPOM).

Huxuoumopu na monoamunocama oxcuoasa (MAOIL); Bu3MOXKHH ca B3aUMO/IEHCTBHS C MHXHOUTOPUTE Ha
MOHOAMMHOBATA OKeHasza. Makap koM Jiekapy 1a koMOHUHMpaT ABeTe JeKapeTBa, ChbILTCTBALLATA YIIOTpeda
Ha TPUTHUKO XR 150 mg ¢ MAOIL, win 10 ABe ceamuiy clell MpekpaTsBaHe Ha MpHeMa Ha Te3H JIeKapCeTea,

He ce npenopbuBa. He ce npenopbsuBa 1 npuem Ha MAOI no enna cenMuua cieln npekpaTsABaHe HA JIEHEHHUCTO
¢ TPUTHKO XR 150 mg.

Anmuroazvaanmu Wiy aemuazpeanmu (npedospamacaiyl CoCUPSAHEMNO HA KPBEMd). POMEHN B
ChCUMPBAHETO HA KPBLBTA CBBP3AHH C PUCK OT KbpBeHe.

@enomuazunu: CebreTBainara ynorpeda ¢ xnoprnpomasut, quiyeHasuH, J1eBOMENPOMasznH, nepdeHazuu
MOKE /12 JTOBE/IE /IO TEXKKA OPTOCTATHUHA XUITOTOHHS.

Anecmemuyu/ myeryanu perarcaumu: TPATHKO XR 150 mg moske na 3acuny eeKTHTE Ha MYCKYJIHUTE
penaKcaTi M JICT/IMBUTE AHECTETHLIH, 3aTOBA MPH CBITETCTBALIATa ynoTpeda e HeoOX0/IMM Npeanaziue
MOAXO/L.

Aaxoxon: Tpaszo/loH 3acunBa cenatuBius eexT Ha ankoxoa. Mo Bpeme Ha neveHHe ¢ TPUTHKO XR 150 mg
yrioTpefara Ha aJIKOXOJ clejiBa Aa ce u3dAarea.

Hegooona: AHTHIENPECAHTUTE MOraT 1a YCKOPST MeTabonH3Ma Ha JIEBOA0NA.

Hpyeu

C{bﬂ'bTCTBal_llaTa ynorpeda Ha TPUTHKO XR 150 mg ¢ nekapcTea, KOMTO JOKA3aHO Y/IhJIKaBaT QT-
HHTEPBATA, MOJKE [Ia [IOBUIIM PUCKA OT BEHTPHKYIAPHH aPUTMHUH, BKIIOUYHTETHO Torsade de pointes. B
TaKuBa CIYUH e HeoOXo1MMa TPEJINasIuBOCT N0 OTHOIIEHHE HA ChITBTCTRANIATA ynotpeda Ha Te3u JIeKapeTsa
¢ TPUTHKO XR 150 mg.

TpazonoH Moxe 1a uHXMGUpa MOBEUETO OT OCTPUTE eeKTH HA KITOHH/IHH.

peakuMATa Ha KPBBHOTO HangralHe KbM TUPAMMKH, HC CC OYAKBA [Oa MNOBJIHAC
JIeHCTBHE HA I'YAHETUAUMHOBUTE ChEeIHHCHHI. ﬂpqusal-mﬂ BBpPXY ﬂaﬁopa"mp



BHJIORE JIEKAPCTRA 34 JICYEHNUE HA BUCOKO KPBBHO Hansrade TpAOBa J1a ce OTYUTA BL3MOIKHOCTTA 3d
MoTeHIUpaHe, Makap 1a He ce cLOBILARA 3a KIMHUYHK B3aHMO/ICHCTBHS.

HeskenanuTte epekTH MoraT 1a HbAaT HO-HECTH, KOIATO TPA30/I0H ¢e ripreMa ChITBTCTRAILO ¢ MPOAYKTH,
CBILPKAILM BT KAHTAPHOH.

ConpicTeRaiiaTa yinotpeda Ha Tpaso/ion 1 Baphapri MOKE J1a IOBCAS 10 NpoMel B IPOTPOMOMHOBOTO
BpeMe.

CHOLTCTRANMAT IPHEM € TPA30L0H MOJKE /12 TIPHUHHH 1I0BHLIABAHE 1A CEPYMINTE HMBA HA JUTOKCHH MU
dhenuToMH.

BpemeHnocT, Kbpmere H pepTaianter
AKoO cre GpeMCHHa WM KbPMHUTE, CMATATE, € MOKC J1a CTC GpeMeHHa WK [11aHUpaTe DPEeMEHHOCT,
nochLeeTBaiiTe ce ¢ Bawma nekap v apmauesT npeiu ynoTpedara Ha TOBa JIEKapCcTEO.

HeronsiM obem jiaHHH 3a Opemennn axenn (noa 200 cayqas na GpeMeHHOCT), MPHUEMALIH TPA3001L, HE
OKa3BaT HeKelaHH eeKTH Ha TPa30A0H BLPXY OPECMEHHOCTTA HIlH 3/1pABETO HA 1J10/12/HOBOPO/IEHOTO.
JlunceaT APYrd eMUAEMHONONHYHN JaHHH.

Korato TPUTHKO XR 150 mg ce nipuema [0 pax/aHeTo, HOBOPO/ICHHUTE Tpa0Ba na ce Habmo1aBaTt 3a
HOSIBATA HA CUMIITOMH HA OTHEMAHE.

BR3MOKHOCTTA 32 OT/IC/ISHETO HA MPOAYKTA B MIAKOTO TPAOBA Jia & MMa MPE/IBHL NPH KbPMCIIH MaHKH.
Crnenoparenuo ynorpebara va TPUTUKO XR 150 mg no Bpeme Ha nephola Ha OpeMeHHOCT U KbpMEHE
TpsGRA 1A ce OOMUCIIN ClIeNl BHUMATE/HA TIPENeHKA Ha ChTHOLUCHHETO noJi3a/pucK.

IMogupane u padora ¢ MAIIHHH

TPUTHKO XR 150 mg nma cinabo Wi yMEpeHo BIHIHHE BBPXY criocobHocTTa 3a wodupane v padora ¢
vauinn, TlanuenTuTe TpaGsa 1a BHMMaBaT npu wodmpare 1k padoTa ¢ MAIIMHMU, JIOKATO CC yBEPAT, He HE
WATTUTBAT ChHIIUBOCT, CEAHPAHOCT, 3aMasHOCT, UG'prBaHE HWJIU 3aMBIJICHO 3peHHE.

TPUTUKO XR 150 mg cbIbpika narpai
ToBa NEKApETBO ChAbPIKA NO-Mallko oT | mmol HaTpuit (23 mg) na Tabnerka, T.e. MOXKE /12 C& KAKE, Ue
NPaKTUYECKH HE ChIbPIKA HATPHH.

3. Kax na npuemare TPHTHKO XR 150 mg

JlekapeTBOTO ¢e PHEMA caMO0 OT BB3PACTHH NANHEHTH.

TaGnerkure TPHTHKO XR 150 mg ca AenumMu Ha 2 4acTH, KOCTO MO3BO/IABA MOCTENEHO NOBHIIABANC Ha
A03aTa, B 3aBMCHMOCT OT TEKECTTa Ha 3aD0NMBAHETO, TEIVIOTO, Bb3pAcTTa i OT 00IIOTO ChCTOAHHE Ha
MALMEHTA, N0 JICKAPCKO NPEANUCcaHHe.

[penopbyMTenHaTa HavyanHa 103a e 150 mg BejbK aHerHo. Jlosara mMoxke aa Objle yBeIHYABaHA CbC 73
mg/iHeBHO (nosioBHH Tal/1eTka oT 150 M) Ha BCeKH TpU HH (nocruraiiky oo 225 mg/IHEBHO HA YeTBBPTHA
AeH oT TepanuaTa) 1o Makeumym 300 mg/aHeBHo.

B HAKOW CITyHau HAuATHATA 1032 MOXKeE /1a Ob/ic Hamanena Ha 73 mg/aHeBHo (nosoeuH Tabsetka ot 150 mg) ¢
NOCTENeHO YRETMUABAE ChC 75 ME/THEBHO (MONOBUH Tabnerka ot 150 mg) Ha Bee

AKCHMYM
300 mg/nHeBno. \

Ta6eTkuTe TpAORa Ja Ce NPUEMAT Ha MMAHO ¢ Yalla BO/A, BEAHBK JIHEBHO, B



TaGieTkHTe He TPAGRA j1a ce Pa3TPOILABAT HJIM IbBYAT, 32 /14 €€ OCHI'YPH YALIZKEHOTO ocBODOIK/IABAHE HA
AEKApCTROTO,

Tlpy MaLMEHTH B CTAPHCCKA BB3PACT W HCMOIHH MALHEHTH, TIPENOPBUNTEIHATA TLPBOHATAIIHA 1034 ©
HaMaieHa 10 75 Mg IHEBHO, PA3ACTEHa Ha HAKONIKO [IpHeMa Wil Kato enHOKPATHA 103a BCUep. Hozara mowe
na ce MOBMINABA NOCTENEHO,KAKTO € OMHCAHO NPH BL3PACTHH, TIOA nabmoaenue ¢ho0pazio NHOHOCUMOCTTA ¥
cdrrgacHoCTTa.

Yuotrpeda npu Aena 1 IHOWH
He ce nmpenopbysa ynorpebara na TPUTHUKO XR 150 mg npy Jeua W FHOUIN Ha BB3pacT Moa 18
FOAMHHM. TIOPAaM JTUMCA Ha JIOCTAaThHYHO JIaHHH 32 0e30MacHOCT.

YeproapoOHH HAPYLUEHUs

Tpaszo/l0H NMPEThpnABa eKCTCH3MBEH MeTaBoau3bM B HepHHS Apod M ChLIO TakKa ¢ CBbp3Ba C
XEeNaTOTOKCHIHOCT, BHTE , JIpeaynperacHus 1 npenasyu Mepku” ¥ ,.Be3mMoiiu HexeNanu peakumn’.
MauueHTH ¢ HepHOAPOOHH HapYyIEHUS, 0COBEHO ¢ TCHKA HEpHOAPOOHA HEAOCTATBHIOCT TpsOBA Ja Kaxar
Ha TCXHMH JIeKap, KOWTO wie NMPEUcHH aii € HEOGXOUMMO 1IEPHOIHYHO HABIOICHHE Ha yepHoipodHaTa
(yHKLHS.

bLOpeuny HapyIeHus

OBHKIOBEHO He € HeODXOIMMO KOpUIHpaHe Ha j03ata. BBpeku TOBa NALMCHTH ¢ GbOpeyHn HAPYIICHHA,
0coGEHO B C/yUuau Ha TekKa OBOpedHa He0CTaTLYHOCT TpaBRa 14 KaKaT HA TEXHWA JieKap Npead aa
sanounar Jeuenue ¢ TPUTHKO XR 150 mg (Bwkre cbio . HpeynpexicHus 1 Npenasti MepKH).

AKO CTe NIPHETH noBeYe 0T HeodX01HMATA 1034 TPUTHKO XR 150 mg

[aii-uecTo ChOOLABAHUTE HEKENAHH PEAKLUMH C/ic/| MPEIo3Hpatie ca CBeTOBBPTEK, CBHJIMBOCT, FaJieHe W
NOBpPBLIAHE.

B 11o-cepHo3HHUTE CIyHaM ce choOINara 3a KoMa, TAXMKAP/UA, XHIOTOHUA, XHMNOHATPHEMUSL, KOHBYJICHM H
saTpyaHeHo aumane. ChpAeHIuTe HapyIIEHHs MOJKE Ja BIIOBAT Gpaaukapaus, yabmkasane Ha QT n
Torsade de Pointes. CUMIITOMHTE MOTAT ja Ce 1POABAT B PAMKHTC HA 24 yaca wau Noeede cres
rpenosupase.

[Mpepo3zupate Ha Tpa3o/I0H B KOMOMHALMA € JIPYTH aHTW/ISTIPECAHTH MOJKE JIa IPHUHHH CEPOTOHUHOB
CHUHPOM.

B cayuail Ha caydaiiHO NOTTBLIAHC HA TOAEMHU JI03H TPUTUKO XR 150 mg, cBbpkere ce He3abaBHO €
Baiuus Jiekap wiu OTHAETE 10 Haii-Onn3Karta Gonnuia. BzeMere ¢he cede ¢ W Ta3M JIMCTOBKA.

B ciyuail Ha npeao3ipane TpAOBa 1a ¢¢ H3NOM3BA AKTHBEH BLITIEH Wik /14 ce HAMPABH CTOMALIHA TPOMUBKA H
KPLBHMTE EJICKTPONMTH TPsOBa /1a Obal KOPUrhpaHH. He cbiecTeyBa crienuyen aHTUA0T HA TPA30J0H.

AKO MMATe HSKAKBH JOMLIHHTENHH BBIPOCH OTHOCHO yTMoTpeDara Ha TO3H NPOAYKT. nonuTaiTe Baiins
Aexap WM (papMalesT.

4, Bb3voxHnN HEKCTAHH Peakuua

Karo seuuky nekaperea TPHTUKO XR 150 mg moske fa NPEAM3BUKA HEXKEIATH peakLvi, BbIIPEKH ue He
BCCKH I'M MOTy4aBa.

CpoGiapa ce 3a CIydYaH Ha CYMITMIHN MMC/IM M CYMUMAHO NOBCACHWE 1o BpeMe Ha TCPS
WITH CKOPO ClIEeJ ITPEKBCBAHE HA JICUCHHETO.

ATA ¢ TPa30/10H



cboOLaBaT ¥ MpH MallMeHTH, MO/J0KEHHU Ha Teparus ¢ TPa3o/10H:
- Jlvckpaszus Ha KpbBTA (BKJIIOUMTETHO arpaHysioluTo3a, TpOMOOLMUTONEHH S, IEBKOMNEHUS W
aHeMHUs ),

- AJlepruyHM peakuuu;

- CuHapOM Ha HeaJeKBaTHA CEeKpeLUs Ha aHTUAMYPETHYHHUA XOPMOH;

- HamansiBaHe Ha HUBaTa Ha HATPHUI B KPBBTa, 3aryda Ha Terno0, aHOPEKCHs, MOBUILEH areTHT;

- CyduMHM MHCIM WM CYWLMIHO TOBEACHHE, ChCTOsIHUS Ha oObpkBaHe, Oe3cbHHe,
JIe30pHUEHTALIMS, MAHUsI, TPEBOXKHOCT, HEPBHOCT, BB30YAUMOCT (MHOrO psJKO BiOLIaBalia ce /10
JICJTUPUYM), Hally AHHYaBOCT, arPECUBHH PEAKLIMU, XaTIOLUMHALMH, KOLIMapH, MOHWKAaBaHe Ha
JMOKUI0TO, CUHPOM HA OTHEMAHE;

- CepOTOHHHOB CUHJAPOM, KOHBYJICHH, HEBPOJIEIITHUEH 3/10KAYECTBEH CHUHIPOM, 3aMasiHOCT, BUEHE
Ha CBST, r1aBoboJIME, CbHAMBOCT, 0€3MOKOHCTBO, MOHMKEHA OAUTEITHOCT, TPEMOP, 3aMbIJICHO
3peHHe, HApYLICHHs! Ha MamMeTTa, MUHOKJIOHYC, u3paseHa adasus, napecresus, JUCTOHUS, MPOMsIHA Ha
BKycCa;

- Cwbpueuna apurmus (BkmouutesnHo Torsade de Pointes, mannuranuu, npexxaeBpeMeHHN
BEHTPUKYJAPHU KOHTPAKLMH, BEHTPUKYJIAPHH KYTUIETH, BeHTPUKYJIapHA TaxuKapaus, Opaaukapaus,
taxukapaus, EKI" abnopmannoctu (yabimkasane Ha QT);

- OprocratuiHa XUIOTOHUS, XUNEPTOHUS, TPUTATbLH;

- Haszanna KoHrectus, 3aTpy/IHEHO JAMUILIAHE;

- l'agene, noBpswliaHe, cyxora B ycrara, 3anek, [uapus, JUCrencus, ctomaiiHa 0onka,
racTPOEHTEPUTH, YBEIIMYEHO CIIIOHOOT/CIISHE, MApAIMTUUEH UJIEYC;

- Hapyuenus Ha uepHoapoOHaTa (PyHKUHMS (BKIFOUMTEHO KBIATCHULA H XenaToLenyjiapHu
YBPEAIaHUs ), MHTpaxenaTajiHa XoJjecTasa;

- Koxen oOpuB, npypurye, XUnepxuaposa;

- bosku B kpalinuumTe, 601KM B rbpOa, MUATHA, CTAaBHU OOJIKH;

- Hapyuenus npu ypuHupase, KaTo ypuHapHa MHKOHTUHEHLIMS (M3MMyCKaHe Ha ypHHA) WK

3aIbprkaHe Ha ypHUHa (HEBB3MOKHOCT 33 YpPUHUPAHE),

- Tlpuanuzbm;

- Cunaboct, OTOK, rpUnonoJ00H1 CUMIITOMH, YMOpa, 00JiKa B IPbAHMS KOLI, TPECKa;

- TloBuinaBane Ha 4epHOAPOOHUTE EH3UMHU.

Crol0maBaHe HA HeXKEJIAHH PeaKIHK

AKO MONy4YuTe HAKAKBY HEXKEJTaHU JICKAPCTBEHN peaklru, yBeaomere Baius nekap unu dapmaiest. Tosa
BKJTIOUBA BCUUKH Bb3MOYKHH HEOINMCAHU B Ta3U JMCTOBKA HEYKENaHU peakud. MoXkeTe ChIIo /1a ChboOIINUTE
HEeXKEJaHU peaKkllvy JIUPeKTHO Ype3 HallMOHATHATa CUCTeMa 3a ChobiaBaHe: U3nbiHUTeHA areHUKs 1o
Jexapcreara, yi. ,,Jlamsu I'pyes” Ne 8, 1303 Codus, Tesn.: +359 2 8903417, yeOcaiit: www.bda.bg.

Karto chobiiaBaTe HeskenaHu peakiiui, MOYKeTe 1a JAaJieTe CBOsl MPUHOC 3a MoJyyaBaHe Ha ropeve nHhopmatims
OTHOCHO 0Ge30rMacHOCTTa Ha TOBA JIEKapCTRO.

3. Kak na chpaHﬁBaTé TPUTHUKO XR 150 mg
JlexapcTBeHUAT NMPOAYKT HE U3UCKBA CMELMAIHA YCIIOBUS HA ChXPaHEHUE.

He usnonszeaiite TPUTUKO XR 150 mg cnen cpoka Ha rojiHoCT, OTOE/M3aH BbPXY KapTOHEHATa OMaKOBKA.

Jla ce cbxpaHsiBa Ha MSICTO, HEJIOCTBITHO 3a JIelia.




6. ChIbp/KANNE HA ONAKOBKATA H 10NLJIHHTEINA HHPOpMALAS

Kakro coabspxa TPHTHKO XR 150 mg

AxruBno semectso; 150 mg tpazonoHoe xuapoxsiopua (trazodone hydrochloride), choTeTCTBALUM Ha
136.6 mg TpazoaoH (trazodone).

Tlomomun BemecTBa;

SIOpo: KOHTPaMML I'PaHyIHpaH (MPeKeIaTHHHINPaHOo mMoaudMUMPaHO HHUIIECTE), XHMPOMENo3a, CHIIMLMEB
JMOKCHIL, KOJIOW/1eH De3B0/1eH, HATPUER cTeapuiihymapar

Gurvioeo noxpumue: Onaapaii 11 KBAT (MOJMBAHKIOR ATKOXOJ1 — YACTHYHO XHAPO/IM3HPAH, THTAHOB
anokensa, Makporod/TIED 3350, tank, xuaT skenese oxcua (E 172), uyepseH eneseH OKCHI (E 172).

Kak wirnexia TPHTUKO XR 150 mg v KakBo ¢hABPIKA ONAKOBKATA

HKbarennkapo-0ekoBH QHIMHPAHN TAOIETKH C y/IL/IKEHO ocpoDOM/IABAHE C IeNIMTETHA YyepTa OT JIBeTe
CTPaHH.

TPUTHKO XR 150 mg ce npeiara B PVC/PVDC/ anymuHHEBH OIIMCTEPH, IOCTABEHH B KAPTOHEHA KyTHH,
chabpikama 10, 14, 20, 28 wiu 30 TabIeTKH U NPUIoIKeHa THCTOBKA 34 1IallMeHTA.

He BcHUKM BHIOBE OMAKOBKM MOraT Aa ObJaT MyCcHAaTH Ha raszapa.

TpuTeskarTen HA PA3PENIEHHETO 34 YHoTpeha

Anmxenunn @apma buarapus EOOJ]

oyn. ,,Acen Hopnanor™ 10

Codus 1592, brarapus

Ten.: +35929751395

dake: +35929715745

IponzpoauTe

Aziende Chimiche Riunite Angelini Francesco S.p.A
Via Vecchia del Pinocchio, 22-6013 1 Ancona, Mranus

3a gombAnMTeaHa HHPOPMALUA OTHOCHO TOBA NIEKAPCTBO, MOJIA CBBIKETE Ce C NPUTENATC/IA Ha
paspeleHneTo 3a ynorpeda.

JlaTa HA MOC.1€IHO MpepasTiekiane Ha THCTOBKATA: 1€KCMBPH 2022.




