
TbÄ KATO T9 CbIbp*a BaKHa 3a Bac HHOopMaiuA. 
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KakBO CbIbPKa Ta3u JIHCTOBKa 
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IIpoyeTCTe BHHMaTCNHO 1AIaTa JIHCTOBKa IIpenu 1a 3aroyHeTe 1a npHeMaTe TOBa iekapCTBO, 

6. 

2, 

JIueTOBKa: HnoopManA 3a rnorpeftreIA 

AKo HMaTe HAKaKBH 1ObJHHTeNHM BbIIPOCH, NOIHTaaTe BaurHs ICKap HH apMaeBT. 
TOBa neKapcTBOe npennHcaHO IHYHO Ha Bac. He ro ipeoTCTbIIBa�me Ha Ipyru xopa. To MOKe 1a 

HM HaBpeu, He3aBuCHMO OT TOBa, Ye TeXHHTe cHMIITOMH Ca CHIIIHTe KaTo BauuwTe. 
AKO n0JIyYMTe HakaKBH HeKeNaHM peakuHH YBeNOMeTe BatiHA JeKap HIH apMaueBT. IOBa 

BKJIKOYBa H BCHYKH BL3M0KHH HexeNaHH peaKUHH, HeoiHcaHH B Ta3H JIHCTOBKa, BuDKTE TO4Ka 4. 

TPHTHKO XR 150 mg Ta6.1eTKM C yibTKeRO 0CBO60KJIaBAHe 
TRITTICO XR 150 mg prolonged-release tablets 
TpasojoHOB XHAPOX1oPHA (trazodonc hydrochloride) 

Kak na npuemaTe TPHTHKO XR 150 mg 

3anazere Ta3u IHCTOBKa. MoKe 1a ce HaiOKH 1a A poyeTeTe oTHOBO. 

BL3MOKHH HEKenaHH peaklMH 

13N6NMATENHA ATEHLWA NO JNEKAPCTBATA 

Kak na CLXpaHABate TPHTHKO XR 150 mg 

1. KakBO npejcTaBJIABA 

|Nucmoßxa -NpunoNAHue I 

CbIbpKaHHe Ha onaKOBKaTa H FoTbIHMTeTHa HHHOopMaunA 

|KsM Pea. Ne130lA, 
|PaspeuseJO N 

KaKBO npencTaBnABa TPHTHKO XR 150 mg H 3a kaKB0 ce H3r10N3BA 
KakBO TPS6Ba la 3Haere npenn na npuemeTe TPHTHKO XR 150 mg 

BG/MAMP 

yopeue Ne 

npu TexBK HH)apKT Ha MHOKapFa. 

TPHTHKO XR 150 mg H 3a KakBO ce H3/10JI3 Ba 

IpenynpexneHHA H Ipena3HH MepKH 

Ileduampusna nonynayua 

TPHTHKO XR 150 mg e nexapcTBO, KOeTO ce nipunara 3a neueHHe Ha AenpecHBHH pasc+poDcTBa C HH 
6es TpeB0KHOCT. Te3H nEKapcTBa ce Hapuar aHTHÊeipeca#TH. 

KakBo TpsOBa Aa 3HaeTe mpexu na mpHeMeTe TPMTHKO XR 150 mg 

He npuemaüre TPHTHKO XR 150 mg TaóneTKH C YAbJIKCHO OCBO60KNABAHe: 

67070 

ako cre aiepruyHH KBM aKTHBHOTO BejecTBO HIH KBM HAKOA OT OCTaHanATe CbCTaBKM Ha TOBa 
JneKapcTBO (H3QpoeHH B TOYKa 6). 

nDH aIKoxoJIHa HHTOKCHKAL|HA H HHTOKCHKaHA C XMTHOTHHHH IEKapcTBa. 

CMyuyenuA npu mecmsane iia ypuna 

TOBopeTe c Bau1nS JNEKap HJIH þapMaueBT, IIpeAH ja npHeMeTe TPITHKO XR 150 mg. 

08-ii- 2024 

TPHTHKO XR 150 mg He TpaPBa na ce M3I10J3Ba OT 1eua H HOHOIH Ha BB3pacT IOA 18 ronnHH. TIpH TOBa, e 
HyKHO 1a ce Kaxe, ye KoraTo ce H3rioJ13BaT ipu na;neHTH IOA 18 roanHH, Ta3M TPyna neKapeTBA MOKe Aa 
nOBMUIH PHCKa oT HeKnann peakuun, Karo onHT 3a caMoyQuGcTBO, NIaHMpane Ha caMoyQuGeTBO H 
Bpax1ebHOcT (upennMHO arpecnBHOCT, NOBeACHHe Ha npoTHBOnOcraBAHe H IrHAB). OCBeH TOBa lHInCBaT 
naHHH 3a 6e3onacHocrTa npu LJIrOcpo4Ha ynorpeoa ipu 1eqa H nOApacTeausu oTHOCHO Pacga 
CL3pABaHeTO M KOrHWTHBHOTO H IOBe|CHYeCKO pa3BHTHe. n¥nTENH 

AKo, NOKaro ipnemare TPHTHKO XR 150 mg ce w3wbpiun CKpHHHHr 3a HapkoTHLn þHEMBNNSN 
NEKAPA 

WAPVA 



cneunduyuu TeXHHKM, BB3MOKHO C 1a ce OTYeTe paiiiiMB IO34TMBeH pe3yITaT. ToBa ce IbJDKH Ha 
aHauTHYHH CMYuucHHA MCKIY MeTaboiHTa Hà Tpa30/10H H aMoeTaMHHOBHA nepHBaT (eKcTa3H). B Te3H 

cJVyam ce KOHCyITHpaHTC C BaiilHA NEKap H ioHCKamTe iOTBbPXIEHHe Ha aHatu3a, KaTO Ce H3ri0J13BaT IpyrH 

TeXHHKH ( Mac ci1CKTPOMCTpua (MS) HIM aITepHaTHBHO 1a ce H3r1oJ13Ba TeYHa xpoMaTOrpa¢na - TaHFeM Mac 

cneKTpoMeTPHA (LC- MS/MS), npH KOWTO CIiOMeHaTHTe CMyIlEHMA He HacTbIIBaT. 

CaMov6uùcmeolcvuyuòwu MUCNU Uu KIUHMHO BIOuasane 

lenpecHATa e CBbp3aHa c nOBHIIIEH pHCK oT CYH;HAHH MHCJIH, caMOHapaABaHe H caMoyouHcTBo (CLPUTHA, 
CBbp3aHH CHC caMoyóuHCTBO). PuCKBT CbIlecTBYBa 10 10CTHraHe Ha 3HaYMMa peMHCHA. TBÃ KaTO 

I1O106peHMe MOKe na He HacTbIIH IIDpe3 I1bPBHTe HAKOJNKO CeIMHUH HJIH IIOBeye oT Ha4aJIOTO Ha JIeYEHMeTO, 

InaueHTHTe TPs6Ba BHHMaTeJIHO la ce HaóJiiolaBaT I0 nOABaTa My. KIHHHYHHAT OIHT IIOKa3Ba, 4e pHCKBT 

OT caMOy6uocTBO MOKe 1a HapacHe ipe3 paHHHTe eTaiH Ha Bb3CTaHOBHTeJIHHA nepHoI. 

M3BeCTHO e, Ye I1asHeHTH C aHaMHe3a 3a CHPHTHA, CBbP3aHH CLC caMoyQuHCTBO MJIH IOKa3Bau<M B 

3Ha4HTeJIHa cTeIneH CyHUHIHH MHCJIH, InpeIH 3anoYBaHe Ha JieyeHHeTO ca u310KeHH Ha io-BHCOK pCK OT 

cyMUHAHH MHCIH HIM OHTH 3a camoyQuHcTBO H TpaQBa 1a QblaT HaQtonaBaHH BHHMaTeJIHO nO BpeMe Ha 
JIeYeHHeTO. MeTa-aHain3 Ha KOHTPOJIHpaHH C IJIauebo KJIHHHYHH npoyyBaHHA Ha aHTHIeipecaHTH ipi 
Bb3pacTHH +alHeHTH C ICHXHYHH pascTpOHCTBa IOKa3Ba IOBHIeH pHCK OT CYH;HAHO IIOBeICHHe ipi 

I1auHeHTH NON 25 ronHIHa BB3pacT, JIEKYBaHH C aHTHAenpecaHTH B cpaBHeHHe C ialebo. 

JlekapCTBeHaTa TepaHA TPABa na ce CHIIBTCTBa CHC CTPOrO Ha6iOneHHe Ha naHeHTHTe H B 4acTHOCT Ha 

Te3H C nOBHIIeH pHCK, 0coõeHO B HayaiOTO Ha JIeyeHeTO H CcIen IpOMeHH B 103aTa. IlauueHTHTe (H Te34, 

KOHTO ce rpuxaT 3a TAX) TpAPBa na Qb1aT npenynpeneHu 3a Heo6XoJHMOCTTa OT HabIIONeHHe 3a BCeKH 
Ilpu3Hak Ha KJIHHHYHO BJIOIIaBaHe, cyHuHAHO IOBeneHHe HJIH MHCJIH, H Heobu4a�HH IIpOMeHH B 
IOBeNeHHETO, KaKTO H He3abaBHO 1a nOTbPCAT KOHCYJITauA c JIeKap, ako TakHBa CHMITOMH Ce noABAT. 

KOHCyITHpaqTe ce c BauIHA JEKap npenH 1a 3anoYHeTe Ma npHeMare TPHTKO XR 150 mg B CIeAHHTe 

CJIy4au: 
EnuienCHA, II0-cIIeIHaJIHO Aa ce H36ATBa pa3KO YBeJIH4aBaHe HIH HaMaJIABaHe Ha 1O3aTa; 

IlasueHTH C YepHONPOQHa HIH PbQpeyHa HenoctaTLHHOCT, OCcoQeHO TeKKa; 

JlauHeHTH ChC CbpIeYHH saboIABAHMA Karo aHrHHa neKTopHC, HapyuieHa ipoBonAMOCT; 
HJIH pa3JIHYHa CTeneH Ha AV 6IOK, CKOpoleH HH)apKT Ha MHOKapja; 

XHnepTHpouAu3bM; 
HapyueHO ypuHHpaHe, KaTO XHIIeprpoqua Ha ipocTaTa, Makap npoôeMH 1a He ce o4aKBaT, TH� 
KaTO aHTHXOJIHHeprHYHHAT eeKT Ha TpasonoHà e He3HaYHTeJNeH; 

OcTpa sakpuTOBIbJHa rnaykoMa, nOBMIEHO BBTPeIHO-04HO HaJIAraHe, Makap 4e CBMeCTBCHH 
H3MeHeHHS He ce oyaKBaT, nopaqM HeSHa4HreJIHHA AHTHXOJIMHeprHHeH eQeKT Ha TpasonOHa. 

Tlpu nosBa Ha KbJITeHHua neyCHHeTO C TPMTHKO XR 150 mg cieABa Aa ce nipeyeraHOBA. 

IlpuembT Ha aHTHIenpecaHTH OT naweHTH C IH30þpeHMA HIM ApyrH ncHxoTHYHN 3aÑo1SBAHHA MOKE Aa 
npuynHH BJJOuIABaHe Ha ncHxoTHYHMTe CHMIITOMH. IlapaHonAHHTe MHCHH MOKE Ha ce 3aCHIAT. 1lo BpeMe Ha 
JIeYCHMETOc TpasonoH AenpecHBHara ha3a MOKe Na ce npoMeHH OT MaHMaKanHO-MeNpecHBHa B MaHHakanHa. 

B TO3H CJIyyaH npueMBT Ha TPHTHKO XR 150 mg TpaÐBa na ce npeycraHOBH. 

OnncaHu ca B3auMOneúcTBHA Ino oTHOIeHHe Ha cepoTOHHHOB CHHAPOM/ 310KaHecTBCH HCBDOienTet 
CHHIPOM B cIy4aH Ha CbItISTCTBaIIa ynorpea na upyru BeumecTBa Cbc ceporoHHHeprwySNRTHNAES 
Apyru aHTHAenpecanTn (Harnp. TpuuHKIHIH aHTHJICnpecaTH, SSRI, SNRI M MA0 
HeBpoieTHLM. CLo6umasa ce 3a JI0KayecTBeHM HeBpoNenTHYHH CHHIpOMH C JeTang yón 
CBIIBTCTBAs npsem c HesponerrTHLUA, 3a KOHTO TO3M CHHApOM e nokasaHa HCKeNAHaltasApgaegt? 

ToP 

PENYE 



BuxTe Ioyru nekapcTBa H TPMTMKO XR 150 mg" H �B13MOKHM HeKenaHH peaki[Hu" 3a nobJIHHTeNHa 
HHQopMauns. 

TBo KaTo arpaHyNOUMTO3aTa MOKC Fà ce ip0ABH KJIHHHYHO C rpurionoIoOHH CHMIITOMH, BB31aJieHO TbpJlo H 
TpeCKa, B Te3H cIyyan ce npenops4Ba H3cICA BAHe Ha xemaronorHATa. 

ChooaBa ce 3a XHnOTOHMA, BKJIIOYHTeNHO opTOCTaTH4Ha XHIIOTOHHA H IIpHInanbH IIpH iauHeHTH, 
npHeman TpasoNOH. CbIIbTCTBaLLIOTO IpHeMaHe Ha JIeKapcTBa 3a fiOHHKaBaHe Ha kpbBHOTO HaiAraHe M 
Tpa3onOH MOKe na H3HCKBa HaManABaHe Ha A03aTa Ha aHTHXMInepTeH3HBHOTO JIeKapcTBO. 

Ipu naHeHTH B HanpegHana BL3pacT I0-4ecTO MOKe 1a ce ipoABAT OPTOCTaTHYHaTa XHiOTOHMA, 
CbHIHB0CT KakTO H ApyrH aHTHXOJIHHeprHYHH eOeKTH Ha TpasonoH. 
CneunanHO BHHMaHHe cIeNBa Fa ce o6bpHe Ha Bb3MOKHOCTTa 3a 1oTbIHHTeNHH edeKTH IIpH CbIIBTCTBAU|O 
neYEHHe, Karo HanpuMep c npyrH NCHXOTPoMHH HIH aHTHXHNepTeH3MBHH CPencTBa, MIH ipu HalHHHeTO Ha 
pHCKOBH pakTopu KaTo CbIbTCTBALIo 3a601ABaHe, KoeTO MOKE Aa BIOIH Te3H peakIHH. 1lpenops4HTeiHo e 
nauneHTbT/60JHOrnenaybT Na e HHHopMHpaH oTHOCHO BL3MOXHOCTTa 3a TaKHBa peakuMH M BHMMaTeMHO 1a 
ce HaQnioFaBa 3a TaKHBa eheKTH IPH 3anoyBaHe Ha neyeHHeTO, Ipenn n cHeI BL3XO1AIIOTO THTpHpaHe Ha 
103aTa. 

Cnen neyeHne c TPHTMKO XR 150 mg, ocoðeHO ako e npoNLJIKHTeJIHO, Ce npenopBYBa nocTeIIeHHO 
HaManABaHe Ha n03ara c orJeA MHHHMH3HpaHe Ha cHMITOMHTe Ha oTHeMaHe, xapakTepn3HpalH ce c 
raneHe, TJIaBOPOJIHE H HepasiioJIOKEHHe. 

HAma CBeFeHHA 3a ipucrpacTABaHe KbM TpasonOHOB XHApoxnop1, 

KakTO npu apyruTe aHTHAenpecaHTH, HMa cnyyaH Ha y+bJIKABaHe Ha QT-MHTepBaJla, Makap H MHOro 
peAKH. IIpenops4Ba ce BHHMaHHe npu npepnnCBaHeTO Ha TPHTHKO XR 150 mg c neKapcTBeHH IpoiykTH, 
KOHTO YIbJIDKaBaT QT-HHTePBaJla. TPMTHMKO XR 150 mg cIeNBa 1a ce H310J13Ba BHHMaTeJIHO OT IIaLHeHTH 
C AOKa3aHH CbPJeHOCHAOBH 3a60J14ABAHMA, BKJIIOYHTeJIHO TaKHBa, CBbp3aHH C yIBDKABAHe Ha QT 

MHTePBana. 

MouIHHTe HHXOHTOpH Ha CYP3A4 MOKe la npHYHHAT IOBHlaBaHe Ha cepyMHHTe HHBa Ha Tpa3oIOHa. 
BuxTe .Ipyru neKapcTBa u TPHTHKO XR 150 mg" 3a nonbIHHTeJNHa MHoopMauuA. 

KaKTO Apyru nexapcTBa c ana-apeHOJIHTHYHO 1e}CTBHe, Tpas0Nt MHOro paFko BOJH A0 npnanu3M. ToH 
ce nexyBa c HHTPakaBepHo3HO HHXeKTHpaHe Ha an�a-aHApeHeprHYeH areHT KaTO Hanp. anpeHaNHH HAH 
MeTapaMHHOJI. CBOPmaBa ce, o0a4e, 3a HHIY;HpaH oT TpazonoH IpHann3BM, KO}To e HanoKHJI XHPyprHYHa 
HHTePBeHLMA HIHe nOBeJl 10 nepMaHeHTHa ceKcyaIHa AHc)yHKUHA. IlauueHTH, KOHTO pazBMBaT TaSH 

HeKeJaHa peakuu, TpaOBa He3abaBHO ja npeycTaHOBAT IpueMa Ha TPMTHKO XR 150 mg. 

Apyru neKapcTBa n TPHTHKO XR 150 mg 
TpaóBa la KaxeTe Ha BauIHA JNEKap HIM hapMaueBT, ako ipueMaTe, HacKopo cTe IIpHeManH HIH e BL3MOKHO 
1a mpHeMaTe ApyTH JIKapcTBa. 

O6uyu: CenaTHBHHTe eeKTH Ha aHTHINCHXOTHLHTe, npHcnMBaTeNHHTe, ycnokoHTeNHHTe, aHKCHoJHTHLHTe H 
aHTHXHCTaMMHOBHTe JIeKapcTBa MOKe 1a ce 3acuJIAT; B TaKMBA cIy4au ce npenops4Ba HaMaIABAHe Ha jo3aTa. 
MeraQo1H3upaHeTo Ha aHTHIenpecawTWTe ce yckopABa nopanH YepHo�pooHMTe eekigPER KOHTpaueTHBA, þeHHTOHH, KapQamaseniuH H õapouTypaTH. MeTaQonH3HPaHero Ha aHyn 
BL31peisTCTBA OT |AMeTHAMHa M HAKOH Apyru aHTHICHXOTHYHH JeKapcTBa. 

TpsPBa ja kaxeTe Ha BauInA JIeKap, ako IpHeMaTe HAKOE 0T CJJeAHHTe JIEKapcTBa: 



Huxubunmopu Ha CIP344: 
Te BKJIO4Bar epuTpOMMunn, KerOkoHa3on, MTpaKOHa301, puTOHaBHp, KHnMHABMp H HechasonoH. Tesm 
JnekapcTBa 3acHIBaT HeKenaHHTe pcaksuH Ha TPMTHKO XR 150 mg. IlopaH TOBa cHIIBTCTBaugata 
VnoTpea TpaPBa 1a ce n30ATBa, KOraTO e BL3MOKHO HJIH IOHe na ce HaMas1H J03aTa Ha TPHTHKO XR 150 

mg. 

KapbaMa3enun: 
CbIbTCTBaIHAT NpHeMC KapbaMa3eiHH BOIH 1O HaManeHH IJIa3MeHH KOHLeHTpauHH Ha Tpa3onOH. 
IlauneHTHTe CJeNBa la ce HabIIONaBaT BHMMaTeJIHO, 3a 1a ce BHIH 1asiH He e HeooxonHMa lO-BHCOKa 103a 

TPHTHKO XR 150 mg. 

TpuyuKNUYHU AHmuðenpecaHmu: CLIlBTCTBALIHAT IIPHeM CJIeNBa 1a ce H36ArBa iopanu pHCK 0T 
B3aHMOAeHCTBHe. la ce cieNH 3a cepoTOHHHOB CHHAPOM M CBPIeCEIOBH CTpaHHYHM CpeKTH. 

PayOKcemun: CLOPaBa ce 3a penKH cTyyau Ha nOBHUJeHH IJJa3MeHH HHBa Ha TpasonoH H HebJiaroipuaTHH 
eqeKTH npu kOMQMHHpaHe Ha TpasonOH c oIyoKceTHH. He e u3KIIO4EHOo hapMakONHHaMMYHO 

B3aHMONeHcTBHe (cepoTOHMHOB CHHApoM). 

HHxubumopu Ha MOHOAMUHOGama OKCUÒa3a (MAO): BL3MOKHH ca B3aHMONeHcTBHAC HHXHPHTOpHTe Ha 
MOHOaMHHOBATa OKCHJa3a. Makap HAKOH IeKapu na KOMPMHHpaT .BeTe JIeKapcTBa, CLMBTCTBamaTa ynTpeba 
Ha TPMTHKO XR 150 mg c MAOI, HJIH 10 JBe cenMMLLH CHen npekpaTABaHe Ha IpHeMa Ha Te3H IeKapcTBa, 

He ce IpenopbYBa. He ce IpeIopLYBa H npueM Ha MAOI no enHa ceIMHL;a cJIeN IIpeKpaTABaHe Ha JIeYEHHeTO 

c TPITHKO XR 150 mg. 

Aumwcoazynanmu w'unu anmuaepeaaHmu (npedopamasasu cDCupsaHemo Ha Kpbema): ipoMeHH B 
CBCHPBaHeTO Ha KpLBTa CBbp3aHH C pHCK oT KbPBeHe. 

denomuasuHu: bIBTCTBauyara yrIOTpeba c XIOpnpoMa3MH, iyoeHaz4H, JIEBOMenpOMa3HH, InepeHa3MH 
MOKe Ia 10BeNe 10 TeKKa opTOCTaTHHHa XHIOTOHMA. 

AHecmemuyu/ MycKyHu penakcaHMu: TPMTMKO XR 150 mg MOKe 1a 3acHJIH eheKTHTe Ha MycKyJIHHTe 
penakcaHTH H JIeTJIMBHTe aHecTeTHIIH, 3aTOBa ipH CbITBTCTBAlaTa ynotpeba e He0Óx0JHM IIpeAna3IHB 

IIONX0I. 

AnKOxoN: Tpason 3acHJIBa cenaTHBHMA eeKT Ha aiKOXOJ1a. Ilo BpeMe Ha JieyeHHe c TPHTHKO XR 150 mg 

Jleeoðona: AHTHAenpecaHTHTe MoraT Aa yckopaT MeTaboTH3Ma Ha NeBONona. 

Mpyeu 
CbITbTCTBAlaTa ynotpeba Ha TPMTMKO XR 150 mg c neKapcTBa, KOMTO .0Ka3aHO yABJDKaBaT Q1 
MHTePBajla, MOKe 1a iiOBHIIH pHCKa oT BeHTPHKYJJapHH apuTMHH, BKIHOYHTeJIHO Torsade de pointes. B 

TakHBa ciyyu e Heo6xoNuMa npennasnMBOCT No OTHOIEHMe Ha cbiTbTCTBaLiara ynoTpe6a Ha Teu nEKapeTBa 
c TPHTMKO XR 150 mg. 

TpasouoH MOKe ja HHXHOMpa noBeyero oT OCTPHTe epeKTH Ha KIOHHIMH. 
Tsa Karo TpasojoH e MHOro cnaQ MHXHÑuTop Ha o6paHMA 3aXBaT Ha HOpanpeHankHa H Ni 
peakuuara Ha KpLBHOTo Hansrane KBM THpaMHH, HC ce ovaKBa Aa nOBJIHAC BBPXY xyedUE 
neñcTBMe Ha ryaHeTH.HHOBHTe CLeAMHeHMA. IlpoyyBanuA BbDXy JnaÑoparopHH XHBOTI{//Sfayecar, 4e 
TpanozOH MOKe na Bb3IipenATCTBa IiOBe4eTO OT ocTDWTe edexTH Ha KJIOHHAHH. IIo oTHØLe 

ynotpebara Ha aiKOxOJI CJIeNBa na ce H3PArBa. 



a1OBe IekapcTBa 3a Jie4CHHC Ha BHCOK0 KpBBHO0 HanAraHe TpAÓBa ja ce OTYHTa Bb3MOKHOCTTa 3a 

10TeHUMpaHe, Makap na He ce cBOb11jaBa 3a KIMHHYHM B3auMONCHCTBHA. 

HexenaHITe eHeKTH MOTaT 1a 6b]laT I10-4ecTH, KOraTo Tpa3oJOH ce pHeMa CbITbTCTBaI[O C iponyKTH, 

CbIbpkalulu KbIT KaHTapuoH. 

CbbTCTBalaTa ynoTpe6a Ha TpasoFoH H BaphapuH MOKe Ja NOBeNe 10 ipoMeHH B IpoTpoMOHHOBOTO 

BpeMe. 

CBIBTCTBAlilMAT TIpHeM C Tpa3O1OH MOKe 1a pu4MHH IIOBHlaBaHe Ha cepyMHHTe HHBa Ha HroKCHH HJIM 

þeHMTOHH. 

EpeMeHHOCT, KBPMeHe n þepTHIWTeT 
AKO CTe opeMeHHa nIH KbPMUTe, CMATaTe, ye MOKe la CTe QpeMeHHa HIH JiaHHpare opeMeHHOCT, 
nOCBBeTBamTe ce c Bauuna IeKap HIH oapmaueBT IIpeNM ynotpebara Ha TOBa ieKapcTBO. 

HeronaM O6eM 1aHHH 3a QpeMeHHH KeHH (no1 200 cIy4as Ha QpeMeHHOCT), IIpHeMaH Tpa3onoH, He 

nOka3BaT HeXeNaHH epeKTH Ha Tpa3onoH BLpxy QpeMeHHOCTTa HIM 3ApaBeTO Ha iJiOna/HOBOPOneHOTO. 

JluncBaT ApyrM eiMieMHOJJOTHYHH AaHHH. 

KoraTo TPHTMKO XR 150 mg ce npuema no paxFaneTO, HOBOponeHTe TpaPBa 1a ce HabIIONaBaT 3a 

IIOABaTa Ha cMMIITOMM Ha 0THeMaHe. 

Bb3MOKHOCTTa 3a oTIeJIAHETO Ha nponykTa B MJIAKOTO TPaOBa na ce MMa ipenBHI IpH KbpMeII.H MañKH. 

CiegOBaTeNHO ynoTpeQara Ha TPYTIKO XR 150 mg no BpeMe Ha nepHona Ha QpemeHHOCT H KbPMeHe 

TpaPBa 1a ce o6MMCJIH CIen BHHMaTeJTHa npeieHKa Ha CHTHOIHeHHeTO IIOJI3a/puck. 

IlMo¢upaHe H paQ0Ta C MaIHHH 
TPHTHKO XR 150 mg HMa cnao HJIH YMepeHO BJIHAHHe Bbpxy cnocoQHocTTa 3a uoupaHe H paQoTa c 

MaiuHHH. IlauueHTHTe TpaQBa 1a BHHMABaT ipH uOupaHe HJIH pabOTa c MauHHH, IOKaTO Ce yBepaT, 4e He 

H31HTBaT CLHJIMBOCT, CeAMpaHocT, 3aMaAHOCT, O0bpKBaHe JIH 3aMbrICHO 3peHHe. 

TPHTHKO XR 150 mg cb|bpka HATPH� 
TOBa nekapcTBO CLILPKa no-MaIKO OT I mmol HarpHM (23 mg) Ha TaQneTKa, T.e. MOKe 1a ce KaKe, ye 

npakTH4eCKH He CbIBpKa HaTpu�. 

3. Kak na npuemaTe TPHTMKO XR 150 mg 

JlekapCTBOTO ce npHeMa caMO 0T BL3pacTHH IlaLHeHTH. 
Ta6neTKWTe TPUTHKO XR 150 mg ca neJIHMH Ha 2 4acTH, KOeTO IIO3BOJIABa noCTeneHO IOBHLlaBaHe Ha 
A03aTa, B 3aBHCHMOCT OT TeKeCTTa Ha 3ab0J1ABaHeTO, TerJiOTO, BL3paCTTa H oT O6|0TO CLCTOAHHe Ha 

IlauneHTa, 10 J1eKapcKo ipejlucaHHe. 

IIpernopL4MTeJIHaTa HayaJIHa j03a e 150 mg BejHbK AHeBHO. l03aTa MOKe na ObÊe yBeJIH4aBaHa CHc 75 
mg/uneBHO (n0J10BHH TaÑneTKa OT 150 mg) Ha BceKH TPH AHH (A0cTHramKH 10 225 mg/AHeBHO Ha YETBbpTHA 
AeH oT Tepariuara) 10 MaKCHMYM 300 mg/AHeBH0. 
B HAKOH CJIy4au HayaJIHaTa l03a MOKe 1a Ob1e HaManeHa Ha 75 mg/HeBHO (II010BHH TaÑJIETKO 

300 mg/AHeBHO. 

NanENMN 

TaQieTKWTe TpAPBa la ce IipueMaT Ha rMano c yaua Bola. BeIHBK IHCBHO, Be4epTa MJr gNIA& 

Dg) c 
IIOCTeneHO yBein4aBaHe Cbc 75 mgAHeBHO (I0NOBMH TaÑJ1eTKa OT 150 mg) Ha BceKH Tp 



Ta6neTKHTe He TPaPBa na ce pastpouwasat MIH ABB4aT, 3a na ce ocurypu yabKeHOTO OCBO60KAABAHe Ha 
NeKapcTBOTO. 

Ilpu nauneHTH B CTap4eCKa BL3pacT H HeMOUIHn nauneHTH, ipenops4wTeTHara mbpBOHa4anHa 1O3a e 
HaManeHa j0 75 mg AHeBHO, pa3ieneHa Ha HAKOJIKO IpHeMa HIH KaTO enHOKpaTHa n03a Beyep. o3aTa MOKe 
1a ce nOBIAWaBa nocTeneHO,KaKTO e OHcaHO IpH Bb3pacTHH, IIO HaÓnHONEHHe CLO6pa3HO 1OHOCHMOCTTa H 

eukacHOCTTa. 

YnoTpeQa npu Jena H OHOUIH 

He ce Ipenopb4Ba ynoTpeoaTa Ha TPMTHKO XR 150 mg npH nema H oHOUIH Ha BL3pacT I01 18 

roNMHH, I1Opalu IHInca Ha 10CTaTHYHO 1aHHH 3a be30iacHOCT. 

YepHonpo6HH HapyueHMA 
Tpa3oFOH ipeTbpiABa eKCTeH3HBeH MeraQoiH3bM B 4epHuA Ap06 H CLÊo Taka ce CBBp3Ba c 

XenaTOTOKCHYHOCT, BHXTe ,�JIpeiynpexneHHA H Ipena3HH MepKH H ��BL3MOKHH HeKeNaHH peaKUHH". 

TlauueHTH C HepHONpoPHH HapyuueHHA, 0CO6eHo c TeKKa yepHONpoOHa HegocTaTHYHOCT TpAÓBa na kakaT 

Ha TeXHHA NEKap, KomTO le npeyeHH NasiH e HeoQxonHMO INepHOIH4HO HaÓiHOneHHe Ha 4epHonpooHaTa 

¢yHKuna. 

EbQpeYHH HapyieHMA 
O6WKHOBeHO He e Heo6xoFMMO KopHrHpaHe Ha 103aTa. BbnpeKH TOBA Ila;ueHTH c PBopeYHH HapyiieHHA, 

OcobeHO B CIyYau Ha TeKKa 5bõpeyHa HenocTaTH4HOCT TPsPBa ja KaxaT Ha TeXHHA JIeKap ipenu 1a 

3anoyHaT neyeHHe c TPHTHKO XR 150 mg (BHXTe CHL;O ,�IIpenynpexneHHA H IpenaIHH MepkH"). 

AKo CTe npueIH nOBeYe oT HeoQxoNHMara 103a TPHTVKO XR 150 mg 

HaH-yecTO CHOQmaBaHuTe HeKenaHu peakuH cIeN npenozlate ca CBeTOBbPTeK, CBHJIHBOCT, raFeHe 

nOBpBlaHe. 
B no-cepHo3HMTe CJIyYaH ce Cbo6maBa 3a KOMa, TaxHKap1HA, XHINOTOHHA, XHIIOHaTpHeMHA, KOHBYJICHH H 

3aTpyIHeHO IMIIaHe. CbpAeYHHTe HapyuieHHA MOKe ja BJIIOYBaT PpanHKapFua, YAbJDKaBaHe Ha QT H 

Torsade de Pointes. CHMIITOMMTe MOraT Ja ce npoABAT B paMKMTe Ha 24 4aca HIH IOBe4e cJleA 

IipeFo3npaHe. 
IIpenosHpaHe Ha TpasonOH B KOMPMHa;uA C Apyru aHTHAeITpecaHTH MOKe Ma npu4HHH cepoTOHHHOB 

CHHIPOM. 

B cJIy4a~ Ha cIyya�HO norTbaHe Ha roJneMH A034 TPHTHKO XR 150 mg, CBbpxeTe ce HesaõaBHO Cc 

Bauuua NeKap JIH OTHIeTe 1o Ham-6J1H3KaTa bOJIHHLa. B3emeTe CHC ceÑe cH H Ta3H JIHCTOBKa. 

B cIyyam Ha npeNOBHpaHe TpAÓBa 1a ce H3I1OJ13Ba aKTHBeH BBIJIeH HJIH 1a ce HapaBH CTOMalIHa npOMMBKa H 

KpLBHMTe eJieKTP0JIMTH TPAOBa 1a 0BIaT KOPHrupaHn. He cblecTEYBa cnenoH4eH aHTHIOT Ha Tpasone. 

AKo HMaTe HAKaKBM A0IBJIHHTeJIHH BbIIpocH oTHOCHO yIOTpeóaTa Ha TO3M nponyKT, NOIHTaHTe Bau1HA 

JIeKap HJIH þapMaueBT. 

4 Bb3MOKHH HeKeJiaHH peakuHH 

Karo BCHYKH JIekapcTBa TPMTMKO XR150 mg MOKe 1a ipeIH3BHKa HeKeJnaHH peakUHH, BbllpekH 4e He 

BceKH IrH IIOJIYyaBa. 
CLo6uaBa ce 3a cyyan Ha cynuHAHH MHCIH M CcyunAHO nOBeACHHe no BpeMe Ha 
HJIH CKopo cJieI ipeKbCBaHe Ha JIeYEHHeTO. 

NHA 

CaenHHTe cHMITOMH, HAKOH OT KOHTO ca yecTo Ha6uiOnasauu npu CIyyan Ha HeneKyHAe 
4 6b1 



Co6uaBaT H NpH naueHTH, IOANOKEHH Ha Tepaiua c Tpa3ooH: 

aHeMHA); 
AnCKpa3HA Ha KpBBTa (BKJIIOYWTeJIHO arpaHynouuTO3a, TpOMPOL;WTOTeHHA, JIeBKOeHHA H 

AnepruYHH peaKL;MH; 

5. 

CHHAPOM Ha HeaneKBaTHa ceKpe;HA Ha aHTHAHypeTHYHHA XopMOH; 

HamanaBaHe Ha HHBATa Ha HaTpHH B KPLBTa, 3aryQa Ha TerIO, aHopeKCHA, IIOBHIIeH arneTHT; 

CyHunIHH MHCJIH HIM cyHHFHO NOBeIeHHe, ChCTOAHHA Ha o6bpKBaHe, bezcbHHe, 

AeSopieHTalHA, MaHHA, TpeBOKHOCT, HepBHOCT, BL36yIHMOCT (MHOro paFKO BJIOIHaBailla ce n0 

1eNHpiyM), HaiyIHH4aBOCT, arpecHBHH peakuHH, xatHOL;HHauHH, KOIMapu, nOHMKaBaHe Ha 

JIHOHIOTO, CHHApOM Ha oTHeMaHe; 

CepoToHHHOB CHHIPOM, KOHBYNCHH, HeBponenTHYeH 31OKayecTBeH CHHAPOM, 3aMaAHOCT, BHeHe 

Ha CBAT, rMaBOboNHe, CbHJIMBOCT, 6esnoKoHCTBO, IIOHHKEHa QnuTeJTHOCT, TpeMOp, 3aMbrIeHO 

3peHHe, HapyuieHHA Ha naMeTTa, MHOKJIOHyc, H3pazeHa apasHA, TiapeCTe3HA, IHCTOHHA, ipoMAHa Ha 

BKYca; 
CbpFeYHa apuTMHA (BKJIOHTeJNHo Torsade de Pointes, naiHTaL;HH, npexFeBpemeHHH 

BeHTHKkynapHH KOHTPaKUHH, BeHTPHKyJlapHH KyJieTH, BeHTPHKyJnapHa TaXHKap1HA, opanuKapnHA, 

TaxMKapIHA, EKI aQHopManHOCTH (YABJIKABAHe Ha QT); 

OpTOCTaTHYHa XHnOTOHHA, XHINepTOHHA, IIPHnanblH; 

HasaHa KOHreCTHA, 3aTpyAHeHO AMMaHe; 

I aneHe, nOBpBIlaHe, cyxXOTa B ycTaTa, 3aneK, AMapHa, AHCnencHA, CTOMaIHa boIKa, 

racTpoeHTepHTH, yBeJIHYeHO CJIKOHOOTIeJIAHe, IlapaiHTHYeH HIeyc; 

HapyueHHA Ha 4epHONpo6HaTa oyHK.HA (BKJIOYHTesTHO KBITeHHUa H xenaTOueiynapHH 

yBpeK+aHHA), HHTpaxenaraIHa xoNecTa3a; 

KoxeH oQpHB, npypuTyc, xHIIepxApo3a; 
BoIKH B KpaHHHIHTe, PoJIKH B Tbpõa, MHarHA, CTaBHH POIKH; 

HapyuueHHA NpH ypHHupaHe, KaTO ypHHapHa HHKOHTHHeHLHA (H31yCKaHe Ha ypHHa) HJIH 

3albpxaHe Ha ypHHa (HeBb3MOKHOCT 3a ypuHHpaHe); 

IIpnanu3BM; 
CiaQocT, OTOK, rpunononobnn CHMIITOMH, yMopa, 6oIKa B rpbAHH KOII, Tpecka; 

IlOBHuaBaHe Ha yepHOnpoHMTe CH3HMH. 

CLo6uaBaHe Ha HeKeIAHH peakuHH 

AKo IOIyYHTe HAKaKBH HeKeNaHH JIeKapcTBeHH peak;uH, yBeNOMeTe BaIHA IEKap HJIH apmaeBT. TOBa 

BKJIOYBa BCHYKH BL3MOKHM HeOIHcaHH B Ta3u JIMCTOBKa HeKeJIaHH peaKHH. MoxeTe CLILIo 1a CLouIHTe 

HexeJlaHH peaKLIHH IUpeKTHO Ypes HaIHOHaJIHaTa CHCTeMa 3a CbOÔlaBaHe: M3TbJIHHTeJIHa areHUHA no 

NeKapcTBaTa, yu. ,�laMAH IpyeB* Ne 8, 1303 Co¢ua, Ten.: +359 2 8903417, yeca�t: www.bda. bg. 

Karo co6uuaBaTe HeKenaHH peakIHH, MOKETe 1a naneTe CBOA IpHHOC 3a noJiy4aBaHe Ha nOBeYe HHOOpMaluA 

OTHOCHO Ðe3onaCHOCTTa Ha TOBa JiekapcTBO. 

Kak na CBXpaHABaTe TPMTMKO XR 150 mg 

JlekapCTBeHHAT IIpolyKT He H3HCKBa cInelHaJIHH yCJIOBHA Ha CLXpaHeHHe. 

He u31OI3BaHTe TPHTMKO XR 150 mg cien cpOka Ha roHOCT, OTPeJIA3aH BLpXy kapToHeHaTa OInakOBKa. 

Aa ce cLXpaHABa Ha MACTO, HeN0CTbIIH0 3a neua. 
EHLVMA NO 

NEKA AP 

PEnsA 

WAP 



ChIbPKaHHe Ha oiakoBKaTa H .OTbIHHTeJJHa HHOopManHa 

KaKBO CBIbPKa TPATMKO XR 150 mg 

AKTHBHO BeIIecTBO: 150 mg Tpaz010HOB XHIpOxJIOpHn (trazodone hydrochloride), CbOTBeTCTBAA Ha 

136,6 mg TpazonoH (trazodone). 
ILOMOUIHH BeLecTBa: 

Hòpo: KOHTpaMHA rpaHynHpaH (npeKeNaTHHH3HpaHo MOJMHHUHpaHo HHIeCTe), XHIIpOMeJIO3a, CHIHUHeB 

nHOKCHA, KOJJOHIeH be3B0neH, HaTpHeB CTeapunymapar 

puLMO80 nOKpumue: Onanpam Il >xbJIT (n0NHBHHHIOB asIKOXoJI � yacTHYHO XHIpoJIMIHpaH, THTaHOB 

IHOKCHA, MakporoJ/ITEI 3350, TaIK, KLJIT KeNe3eH OKCHI (E 172), yepBeH Kene3eH OKCHA (E T72). 

Kak H3rJeXIa TPHTHKO XR 150 mg H KaKBO CbILPKa OnaKOBKaTa 

KBJITeHHKaBo-6eKOBH QHIMHpaHH TaóneTKH c yIbJDKeHO OCBo60KIaBaHe c neIHTeJTHa yepra oT ABeTe 

CTpaHH. 

TPMTMKO XR 150 mg ce npeniara B PVC/PVDCI aiyMHHHeBH 6NHCTePH, nOCTaBeHH B KaproHeHa KyTHA, 

CLIbPKaua 10, 14, 20, 28 HJIH 30 Ta6neTKH H IIDHIOKEHa JIHCTOBKa 3a IlasHeHTa. 

He BCHYKM BHIOBe oaKOBKH MOraT Ma 6blaT IIyCHaTH Ha Ila3apa. 

IlpurexaTeJI Ha paspemenHeTO 3a yIOTpeóa 

AHAxeNHHH ÖapMa BLIrapus EOON 

yn. "HuKOJIa Teca" No 3. 

6n. Bu3Hec LleHTbp ECP Coua 1, eT. 4, oHc 401, 

Coua 1574, Bb1rapua 
Ten.: +359 2975 13 95 

IIpou3BOJHTeJI 

Aziende Chimiche Riunite Angelini Francesco S.p.A 

Via Vecchia del Pinocchio, 22-60131 Ancona, Mraiua 

3a nobJIHHTeJIHa HHHopMauu OTHOCHO TOBa JIeKapcTBO, MOJIA CBBPKeTe ce c IIpHTeKaTeJNA Ha 

paspeieHHeTO 3a ynotpeQa. 

AlaTa Ha IocJIenHO IIpepazrJIeKIAHe Ha JIHCTOBKaTa: OKTOMBpH 2024. 

AEHAg 

PEnY6S 
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