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TPUTUKO 75 mg TabaeTky ¢ yibikeno ocBoboxianane
TRITTICO 75 mg prolonged-release tablets
TpasojonoB Xuapoxnopun (trazodone hydrochloride)

ITpoyeTeTe BAHMATEIHO USJIATA IHCTOBKA NPE/IH /1a 3alI0YHETe /12 IPHeMaTe TOBA JIeKapCTBO, Thi
KaTo TH ChAbPKa Baxkna 3a Bac nudopmanus.
- 3anaseTe Ta3M JIMCTOBKA. MOXe Jla ce HaJloXH J1a s IPoYeTeTe OTHOBO.
- AKO MMarTe HSIKaKBM JOMbLIHUTENHH BLIPOCH, NonuTaiite Baums nekap uiu papmaiesT.
- Toa nekapcTBo e npeanucano auuHo Ha Bac. He ro npeotcTbrBaiite Ha apyrt Xopa. To moske aa
MM HaBPE.H, HE3aBMCHMO Y€ TIPU3HALIMTE Ha TAXHOTO 3a6osBaHe ca ChIlUTe kaTo Baiumnre.
- AKo noJy4ynTe HAKAaKBH HEXENIaHH JIEKapCTBEHH peakLH yBeaoMeTe Baiuus jekap Hiu
tapmaueBt. ToBa BKJIOUBA M BCHUKH Bb3MOXKHH HEXEJIAaHM PEaKLHH, HEOITMCAHH B Ta3H JIMCTOBKA.
BuxTte Touka 4.

KaxkBo CbAbPiKa Ta3M JINCTOBKA:

1. KakBo npeacrasnsisa TPUTHKO 75 mg u 3a kakBo ce U3no3sa
2. KakBo TpsiOBa na 3Haere npeau aa npuemere TPUTUKO 75 mg
3. Kak na npuemare TPUTHUKO 75 mg

4. Bb3MOXHH HEXEIAHU PEeaKLUH

5. Kax na cexpansisate TPUTHKO 75 mg

6. CbabpxaHue Ha OMaKOBKATa U AOMbJIHUTENIHA HHQOpMALHUs

1. Kakso npeacraBasisa TPUTHKO 75 mg u 3a KaKBo ce M3M0JI3Ba

TPUTUKO 75 mg e nekapcTBO, KOETO Ce NpHJIara 3a JiedeHne Ha JeNpecBHH pascTPOHCTBa C WK Ge3
TpPeBOXHOCT. Te3H JIekapcTBa Ce HapHyaT aHTH/IENPECaHTH.

2. Kakso Tpsi6Ba aa 3Haete npeau 1a npuemere TPUTHKO 75 mg

He npuemaiite TPUTUKO 75 mg:
- Axo cTe aJleprudH{ KbM aKTHBHOTO BEILECTBO MJIM KbM HAKOS OT OCTaHAIUTe ChCTaBKU Ha TOBa
nexapcTBO (M36pOEHH B TOUKa 6) .
- Ilpu ankoxo/Ha MHTOKCHKALHUS M MHTOKCHKALMs C XUITHOTHYHH JIEKapCTBa.
- Ilpu Texbk HHDAPKT Ha MHOKapJa.

IpenynpexaeHus H npeanasHu MepKH
ITeduampuyna nonyrayus

TPUTHKO 75 mg He Tps6Ba ia Ce U3M0J13Ba OT Jielia U IOHOLLH Ha Bb3pacT oA 18 ropuny. [Ipu Tosa, e
HYXKHO J1a Ce Kaxke, Ye KOraTo Ce H310J13Ba NPH NalkeHT! Noj 18 roanHu, Tasu rpyna JiekapcTsa MOXe Ja
TOBHILIM PUCKA OT HeXKENaH! PeaKLMy, KaTo OMMT 3a caMoyGHICTBO, MIaHUPaHE Ha CaMOyOHICTBO 1
Bpax/1eBHOCT (PEMMHO arpecHBHOCT, TIOBEIEHHE Ha IPOTHBONOCTABAHE U THsB). OCBEH TOBA UNCBAT
JlaHHH 32 6e30MacHOCTTa IIPH ABJIroCpoyHa ynoTpeba npH Aela 1 noApacTsallil OTHOCHO pacy
Cb3PABAHETO ¥ KOTHUTHBHOTO M MOBE/IGHYECKO pa3BUTHE.




CM}‘U{(’HNH npu mecmaeane Ha .\7]711110

AKO. 10KaTo npuemare TPUTUKO 75 mg ce U3BLPIIK CKPUHUHT 32 HAPKOTHIM [IPH M3I10J13BaHE Ha
cneuGnuHI TCXHIKH, B3MOXKHO € /12 €C 0THeTe (anuims nosutuBen pesysiTar.

ToBa ce Tb/DKH HA aHATMTHYHN CMYIICHHS MEXly MeTabosuTa Ha Tpa3o/io 1 aM(peTaMHHOBHS [1epHBaT
(excra3n). B Te3n cnyvaii ce KoHcyaTHpaiite ¢ Baiuus nekap u novckaiTe noTBbpKACHHE Ha aHa/In3a, KaTo
ce M3noN3BaT APYTH TeXHUKH ( Mac cnekTpometpust (MS) nith anTepHaTHBHO J1a ce H310JI3Ba Te4Ha
xpomarorpadus - Tanjem mac cnekrpomerpus (LC- MS/MS), 1ip1 KOMTO CIIOMEHATHTE CMY LLEHHA HE
HacTbNBAT.

Camoybuticmeo/cyuyudHu MUCIU UlU KIUHUYHO érowmasgane

JlenpecusTa € CBbp3aHa ¢ NOBHLICH PUCK OT CYHLIMJHN MUCJIH, CaMOHAapaHsABaHe 1 camoybuiicTBo (CHOMTHS,
CBbP3aHH CbC CaMOYOUHCTBO). PUCKBLT ChLUECTBYBA 10 IOCTHIaHE Ha 3HAYHMA PEMHCHS. Tvit kato
no106peH1e MoXe 12 HE HAaCTbITH TPe3 TbPBUTE HAKOJKO CE/IMULIM HIIH N0BEYE OT Ha4anoTo Ha JIEYEHHUETO,
NauneHTHTe TPSOBA BHIMATEITHO /1a ce HaBmo/aBar J0 nosipata my. KiIMHHUHHUAT OIHUT M0Kas3Ba, 4¢
PHCKBT OT caMOy6UICTBO MOXe 1@ HapacHe I1pe3 PaHHUTE eTary Ha Bb3CTaHOBHTEIHUS [IEPHOL.

H3zBecTHO €, Y€ NMauMeHTH C aHaMHE3a 3a C'l>6l/lTl’IH, CBBbpP3aHHU CbC CaM0y6MﬁCTBO WJIM MOKa3BallH B
3HAYUTEJIHA CTENEH CYyULIMAHU MHUCIIH, TIPEAU 3al04BaHe Ha JIeYeHHUETO ca U3JI0XKEHH Ha MO-BUCOK PHUCK oT
CYMUUIHU MUCJIK UJIK OIMTH 3a CaMoyﬁﬂﬁCTBO H TpH6Ba Ja 6baat HabroJaBaH BHUMATEJIHO 110 Bpe€ME Ha
JieueHreTo. MeTra-aHanus Ha KOHTpPOJIUpaHH C nnaunebo KIMHUYHA npoy4BaHHs HA AHTUJENpPECaHTH IPH
Bb3paCTHHU MALUEHTH C ICHXHUYHHU pazcrpoﬁcnaa MoKa3Ba MOBHUILIEH PUCK OT CYULIMAHO [MOBEJACHHUE IPH
NaLMeHTH oA 25 rouIIHa Bb3pacT, JIEKYBaHH C aHTUJETIPECAaHTH B CpaBHEHHE C mate6o.

.HeKapCTBeHaTa TE€panusa TpSIGBa Jla ce CbIIbTCTBA CBC CTPOro HaOnroleHne Ha MalUeHTUTE U B YaCTHOCT Ha
T€3U C [MIOBHIIEH PHUCK, 0CODEHO B HAYaJIOTO Ha JICUEHUETO U cJie]l MPOMEHH B l03aTa. [TanueHture (I/I TE3U,
KOMTO CE I'pHXKaT 3a THX) Tpﬂ6Ba Ja oOpjat NpenynpeacHy 3a HeoOXOaMMOCTTa OT HabJIIoeHHE 332 BCEKU
[IpY3HaK Ha KJIMHUYHO BJIOIIABAHE, CYHLIMAHO MMOBEACHUE WK MHUCJIH, H HeoOHyYaiiHU NPpOMEHH B
NOBEAEHUETO, KAaKTO U He3abaBHO Aa NOTBPCAT KOHCYJTALUA C JIEKAp, aKO TaKhBa CHUMIITOMH C€ ITOABAT.

Koncynrupaiite ce ¢ Bauus jiekap npeau a 3a04HETe a npuemare TPUTHUKO 75 mg B cnenuute
cllyyau:
¢ Enuiencus, no-crelMaiHo ja ce u30srea pa3ko yBevyaBate nild HaMallsBaHe Ha 103aTa;
e TlauueHTH ¢ YepHOAPoOHa Wik GBOPEUHa HENOCTATHYHOCT, 0COGEHO TeXKa;
o TlauueHTH ChC ChpAEUHH 3200 I5IBAHUS KATO aHTMHa NeKTOpUC (TpbAHa GoJika), HapyLIeHa
TPOBOJMMOCT WJIM pa3nyHa cTereH Ha AV 610K, CKOpoLIeH MH(APKT Ha MHOKAp/a;
o Xuneprupouausbm (yBenuueHa QyHKLHA Ha WMTOBHAHATA XKJIIe3a);
e  Hapyuieno ypuHupaHe, kato xuneprpodus (yBeauueHne) Ha pocTaTa, Makap npobiemMu Ja He ce
OYaKBAT, Thi KaTO AHTMXOJIMHEPrHYHHUAT (OTHCKAIL) ePEKT Ha TPA30OHA € HE3HAUUTENEH,;
e OcTpa 3aKpUTOBIbJIHA IJIayKoMa (MIOBUILEHO BHTPEOUHO HANISraHe), Makap 4e ChLIECCTBEHH
¥3MEHEHHUs He Ce 0YaKBaT, [IOPajii HE3HAUNTENHUSI aHTHXOJIMHEPruyeH eeKT Ha TPa3oIoHa.

[pu nosiBa Ha xbarenuua nedenrero ¢ TPUTUKO 75 mg cnepga fa ce npeycTaHOBH.

TIpHeMbT Ha AHTH/IENPECAHTH OT NALMEHTH ¢ WH30(hPeH s WIIM APYTH NICUXOTHUHM 3a60JIBaHHs MOXeE Ja
NPUYMHH BJIOIIABAHE HA ICHXOTHYHUTE CUMNTOMM, [TapaHonIHHTE MUCIH MOJXeE 1a ce 3acuit. [1o Bpeme
Ha JICYEHHUETO C TPa30JOH JierpecuBHaTa (haza Moxe ia ce TPOMEHH OT MaHHAKAIHO-JETIPECHBHA B
MaHuakaiHa. B tosu ciyyail npuemsT Ha TPUTUKO 75 mg TpsibBa ja ce npeyCcTaHOBH.




PUTMHOCT W HAPYIICHHS Ha ABRTOHOMHATA (BETCTATUBHATA) HEPBHA CHCTEMA) B Cllyyail Ha ChITBTCTBALLA
ynotpeGa Ha ipyri BEIECTBa ChC CCPOTOHHHEPTHUHO JICHCTBUE, KaTO JIPYTH aHTH/ICIPECaHTH (Hanp.
TPHIMKITHYHN AHTHACNPCCARTH, SSRI1, SNRI u MAO - HHXHOHTOPH) U HEBPOJIENTHILH. Cnooinana ce 3a
ANOKAYCCTBEHN HCBPOICTITHHHH CHHAPOMH C JIETANEH H3XOJL IPH CRIILTCTBAIIL MpHeM ¢ HEBPOJIENTHLIH, 33
KOWTO TO3M CHHAPOM € JI0Ka3aHa Hexellana IekapeTBeHa peakiis. Bux ,,[Tpuem/ynorpeba Ha apyru
nekapeta’ 1 BH3MOKHN HEXKCNAHN peakiim” 3a JIONbIHUTEIHA HHOpMALIKS.

Twil KaTo arpaHyIolNTo3aTa (CHIAHO HaMaIABaHC Ha 6post Ha onpejiesieHn Genn KpbBHH KIICTKH)

MOXeE 1a c¢ NposiBn KJIMHWYHO C I‘pMﬂOﬂO]l06HH CUMIITOMH, Bb3MaJIEHO I'bPJIO H Tpecka, B TE3U CJiy4yau ce

npenopbiBa M3Cle/BaHe Ha XeMaToJlorusTa.

Cpo61iaBa ce 3a XUOTOHMs (MOHMKEHO KPbBHO HaJlArate), BKIFOYHTEIHO OpTOCTATHHA XUITOTOHHUSA
(cniajane Ha KPLBHOTO TIPH W3NIPABAHE) W NPUIAXbL TIPH MAUKEHTH, pHEMaLlH TPa30MI0H.
CHITHTCTBALLOTO NPHEMAHE Ha JIeKapcTBa 3a MOHWKaBaHe Ha KpbBHOTO HajlAra

€ U Tpa3oA0H MOX€E a
M3UCKBA HaMaJliBaHE Ha J03aTa Ha aHTUXUIIEPTCH3H

BHOTO (TOHM)XaBaILO KPHBHOTO HasnsiraHe) JeKapcTBo.

Tpu nauMeHTHTe B HANpeHaNa Bb3pacT M0-4ecTo MOXE /1a €€ NpOABAT OpTOCTAaTHYHA XUIIOTOHHS,
CHHJIMBOCT, KAKTO ¥ APYTH aHTHXOJUHEPrHUHH epeKTH Ha TPa30I0H.

CrieuManto BHUMaHHUe cle/iBa Aa ce 0GbpHE Ha Bb3MOXHOCTTA 33 IOMbIHUTE/IHA edekTH npu
CHITHTCTBAILLO JIEUEHHUE, KaTO HANpUMEp C APYTH NICHXOTPOIIHH WM aHTHXHIIEPTEH3UBHU CPEACTBA, WK
TpY HAJMYMETO HA PUCKOBH (HaKTOPH KaTo ChIBTCTBALLO 3a60J15BaHe, KOETO MOXE Ja BJIOLIH TE3U
peakuyy. [1penopbUATENHO € NaUMEHTHT/60MHOMNENaUDT A2 € MH(pOpPMUPaH OTHOCHO Bb3MOXKHOCTTA 32

TaKuBa peaKlMM U BHUMATEJIHO Jia €€ HabmnioaBa 3a TakuBa C(beKTPI MpH 3arno4BaHe Ha JIeUEHHETO, NMPEeAH
M clie]l Bb3XOAALIOTO TUTPUpaHE Ha 1034aTa.

Cnen neuenue ¢ TPUTUKO 75 mg, 0coGeHO aKo € NPOABIDKATENHO, CE NPEnopbHiBa MOCTENEHO

HaMaJisiBaHe Ha f03aTa ¢ orjiel MUHUMHU3MpaHe Ha CUMIITOMHUTE Ha OTHEMaHE, XapaKTepu3upally ce C
rajcHe, rnasobosue 1 HEpPa3IroJIoXKEHHE.

Hsima cBefieHus 3a NpUCTPacTABaHE KbM Tpa300HOB XHUAPOXJIOPHUN.

KakTo rpHu ApyrUTe aHTHAETIPECAHTH, MMa CllyyaH Ha y/bIDKaBaHe Ha QT-unrepsana (npoMsHa B
NeKTPOKapAMOrpaMaTa), Makap U MHOTO PE/IKH. [penopbyBa ce BHUMaHHUE TIPH NPEANMCBAHETO HA
TPUTHUKO 75 mg ¢ leKapcTBEHH! NPOLYKTH, KOUTO yAbJDKABAT QT-unrepsana. TPUTHUKO 75 mg cnensa

J1a Ce M3M0/I3Ba BHMMATENHO OT NALMEHTH C 10Ka3aH! ChPACYHOCHA0BH 3a00/BaHUS, BKIIOUHTENHO
TaKuBa, CBbp3aHy ¢ yAbikapane Ha QT-uHrepana.

Moruute naxuduTopy Ha CYP3A4 Moxe 1a NPUUMHAT [I0BUILIABAHE HA CEPYMHHUTE HUBA HA TPA30/I0HA.
Bux ,,Jipyru nekapcrsa 1 TPUTHKO 75 mg” 3a nonbaHuTeNHa MHpopMaLus.

KakTo Apyry JiekapcTsa ¢ anda-apeHoNuTHHO NeHCTBHE, TPA3O0H MHOTO PSAKO BOAK A0 NPHANH3EM
(npombikuTenHa Gonesnena epekuus). Toi ce JiekyBa ¢ MHTPaKaBEPHO3HO HHKCKTHPAHE Ha anda-
aHj[peHepriyYeH areHT KaTo Hamp. aipeHaliH uu metapamuton. Cpobiuasa ce, obaue, 32 MHIYLHMpaH OT
TPa30JI0H NPUANH3bM, KOHTO € HAJIOXKHII XUPYPruyHa HHTEPBEHLMS HIIH € 10BEJ JI0 EPMaHEHTHa

cekcyanna ucdyHxius. [aunenTy, KOUTo pa3BUBAT Ta3k HeXeNaHa peakuus, TpsibBa He3abaBHO Ja
npeycranopst npuema Ha TPUTHUKO 75 mg.

Hpyru sekapersa 1 TPUTHUKO 75 mg

Tps6Ba 1a kaxere Ha Baums jiekap unu apmatiest, ako npuemare, Hackopo CTe Ipy
Bb3MOXKHO J1a IPUEMare JIpyru Jiekaperaa,




Obwu: CenatnBiuTe (YCIOKOUTCIHHN) €EKTH HA AHTHIICHXOTHIIUTE, NIPHCITHBATCIIHHUTE, YCIOKOHTEJIHHTE,
AHKCHONMTHIIMTE 1 AHTHXMCTAMUHOBHTE JICKAPCTBA MOXKC Jla CC 3aCHIIAT; B TaKWBa CJly'aH Ce MpernopbHsa
HamassBaHe Ha 103aTa.

MeTaGoaM3UPAHETO Ha AHTHACNPECAHTHTE CE YCKOPABA MOpajii yepHO/IPOOHHUTE ePEKTH OT NEPOPATHH
KOHTpalenTHBH, HeHUTONH, kapbamaseniH H Gap6uTypatH. MeTaboIM3upaHeTo Ha aHTHEMPECaHTHTE CC
Bb3NPENATCTBA OT LMMETHMHA 1 HAKOM JPYTH aHTHIICHXOTHHHH JICKapCTBa.

Tpﬂ6Ba 12 KOKETC Ha Bauus Jiekap, ako npuemare HSIKOE OT CJIEJHUTE JIEKapCTBa:

Huxubumopu na CYP3A4:

Te BKJIKOYBAT EPUTPOMHLIMH, KETOKOHA30J1, HTPAKOHA30J1, PHTOHABHD, MHMHABKP U He(a30/0H.
Te3n nekapcTBa 3aCHIBAT HEXEJIAHUTE PEAKLMN Ha TPUTHUKO 75 mg. [Topaay ToBa ChIIBTCTBALLATA
yriotpe6a TpsiGBa Ja ce n364rea, KOraro € Bb3MOXHO HJIH TTOHE 1a ce HamaJu jlo3aTa Ha TpasOJoH.

Kapbama3zenun:

ChI'bTCTBALLMAT NpUEM ¢ kapbamaseniH BOAH 110 H
mg. [launeHTuTe ce/iBa aa ce HabI01aBaT BHMMATEJIHO, 3a Jia C€ BUIH
no3a TPUTHUKO 75 mg.

aMaJieHH M1a3MeHH KOHUEHTpalrH Ha TPUTHKO 75
Jlanu He € HeobXouMa Mo-BHUCoka

TpuyuxnuyHu anmudenpecanmu: CbI'BTCTBALIMAT IIPHEM creBa 1a ce u30srea nopaju pucK ot
B3aumoeiicTBye. Jla ce cneay 3a CEpOTOHMHOB CHHAPOM 1 ChpAEYHOCH0BH CTPaHHYHH edeKTy.

@ryoxcemun: Cbobl1aBa ce 32 Pe/IKu Clly4an Ha MOBUIICHH [1a3MeHH HHBa Ha TPa3oJ0H U
He6NaronpuaTHH eeKTH NpY KOMOMHMPAHE Ha TPa3o/IoH € dnyokceTuH. He € H3KITHOUEHO
(hapMaKoIMHAMHMYHO B3aMMOJIEHCTBHE (CepOTOHMHOB CUHIPOM).

Huxubumopu Ha MOHOAMUHOBAMA okcuoaza (MAOI): Bp3MOXHH ca B3aUMOJICHCTBUS C HHXMOUTOPUTE Ha
MOHOAMMHOBaTa OKCHa3a. Makap HsKOH JiekapH 1a koMGUHUpAT ABeTe JiekapcTsa, ChIbTCTBALlATa
ynorpe6a Ha TPUTHUKO 75 mg ¢ MAOI, nin 10 IBE CEAMMLM ClIE/ TIpeKpaTsABaHe Ha npueMa Ha T3
JlekapcTBa, He ce nperopbusa. He ce npenopbHsa i pHEM na MAOI 10 efiHa ceMHULIa Cliefl TpeKpaTABaHe

Ha neuennero ¢ TPUTHKO 75 mg.

Anmukoazyianmu Wyl aHmuazpezanmu (npedospamasayu CbCupeanemo Ha Kpbema): IPOMEHU B
ChCHPBAHETO Ha KPbBTA CBbP3aHU C PUCK OT KbPBEHE.

Denomuasuny: ChIbTCTBALLATA YTIOTPEGa C XNIOPNPOMAasHH, i1y penasu, IeBOMENPOMasuH, neppeHasnt
MOJKe /12 JIOBEJE 0 TeXKa OPTOCTATHYHA XUIIOTOHUA.

Anecmemuyu/MycKyIHU peNaKCanmu. TPUTUKO 75 mg Moxe aa 3acuii epeKTuTe Ha MyCKYJIHUTE
peJlaKCaHTH 1 JIETIMBUTE aHECTETULIM, 3aTOBA NPH ChNILTCTBALlATA ynorpeba € Heo6X0/uM NpPEANasNuB

noaxoAa.

Ankoxon: Tpa3oJloH 3aCiiIBa CEIATUBHUS €(EKT Ha alkoXoJa. Ilo Bpeme Ha neyenne ¢ TPUTHKO 75 mg
ynoTpefara Ha aKOXOJ CJle/1Ba /i Ce H30Arsa.

Jlesodona: AHTHAETPECAHTUTE MOraT 11a YCKOPST MeTaboJin3Ma Ha JieBojona.

HApyeu
CorpTeTBaLiaTa yrnorpeba Ha Tpa3o/oH C JIeKapcTBa, KOMTO 0Ka3aHo yAbbKaBar QT-unre ; e na

TIOBHILM PACKA OT BEHTPHKYIapHH apuTMuu, Biutiountento Torsade de pointes (xMBOTQ




HapylIEHHE Ha Cbp/icYHNs PUTHM). B TaknBa ciyyan ¢ HEo6X0/IMMa T1PejIas3IuBOCT M0 OTHOLIEHHE Ha
cpbTCTBALIATa ynoTpeGa Ha te3n nekapersa ¢ TPUTUKO 75 mg.

TpasonoH MOXe 12 HHXHGHUPA NIOBCYETO OT OCTPUTE CPEKTH Ha KIOHHIHH.

Thit KaTO TPA30J0H € MHOTO cn1ab HHXHOUTOP Ha 0OpaTHHs 3aXBaT Ha HOpajpeHaIuHa 1 He moaubHIMpa
peaKiiaTa Ha KPbBHOTO HajlAraie KbM THPaMItH, HE Ce 04akBa a MoBJIHAC BbpXY XHUIIOTOHHYHOTO
(HamansBauo KPbBHOTO Hasrane) AeicTBHE Ha yaHETHIIMHOBHTE ChCIHHCHHA. [1poyuBaHHs BbPXY
1a60paTOPHH XUBOTHH, 06aye, COaT, 4e TPaJ030H MOXE J1a Bh3NPENSTCTBA 0BEUETO OT ocTpuTe epeKTH
4a knoHnmMH. TIo OTHOLIEHHE Ha APYTH BHIOBE JIeKapCcTBa 3a JieueHHe Ha BUCOKO KPhBHO HaJIAraHe TpsibBa
]1a ce OTYMTa Bb3MOXHOCTTA 3a NIOTEHIMPaHE, Makap J1a He ce ChoOlaBa 3a KITHHHYHHA B3aUMOJICHCTBHS.

Hexenanute ehekTu MoraT ia GbaT Mo-uecTH, KoraTo Tpa3ol0oH ce NpHeMa CBITPTCTBALLO C MPOAYKTH,
ChbIbPXKALIN XXBIT KAHTAPHOH.

ChIbTCTBAIIATA YIIOTPEe6a Ha TPa3ozioH 1 Bapdapui MOXe Ja I0BEAE 10 MPOMCHH B poTPOMOHHOBOTO
BpeMe.

ChHIBTCTBALLMST NPUEM C TPa30JI0H MOXe A NPHYHHH N0BHLIABAHE Ha cepyMHHUTE HUBA Ha IMTOKCHH WITH
(hEeHUTOMH.

BpemMeHHOCT, KbpMeHe U GpepTHInTeT

AKO cTe 6peMeHHa MM KbPMUTE, CMATATE, 1€ MOXe a CTe GpeMeHHa MM IIaHKpaTe OpeMEHHOCT,
HocbBeTBaliTe ce ¢ Baiums ekap i hapMaueBT Ipeau ynorpedara Ha T0Ba J1eKapCTBo.

Herosiv 06eM fanHu 3a 6pemennn xetd (noa 200 ciyyas Ha HpeMEHHOCT), PUEMALLIH TPA30/0H, HE
[OKa3BaT HexenaHu eeKTH Ha TPa3ooH BbpXy OPEMEHHOCTTa HIIH 3/paBeTo Ha MJ10/12/HOBOPOJAEHOTO.
Jluncaar Apyrd eNMIEMHOTIOTHYHH JaHHH.

Korato TPUTUKO 75 mg ce npuema 0 paxAaHEeTo, HOBOPOACHHTE Tpsa6Ba a ce Hab/roAaBaT 3a rosBaTa
Ha CUMIITOMH Ha OTHEMaHe.

B13MOXHOCTTA 32 OTAEJITHETO HA IPOAYKTa B MIJISIKOTO TpH6Ba Ja ce UMa npeaBuA pH KbpMELIH MaiKu.

Cnenosareinto ynotpebara Ha TPUTUKO 75 mg no Bpeme Ha nepHo/ia Ha 6peMEHHOCT ¥ KbpMEHE TpsOBa
n1a ce 0OMHCIIH CJIE[l BHUMATENHA [IpeLieHKa Ha ChbTHOLEHHETO 110713a/pUCK.

IllopupaHe n paGoTa ¢ MAIUHHH

TPUTUKO 75 mg uma cnabo Uin yMEpeHo BIUSHUE BbPXY crocobHOCTTa 3a odupaHe 1 paboTa ¢
mawnHuy. [TaluenTuTe TpsbBa 1a BAMMABAT NpH Wwodupaxe 1in paboTa ¢ MalllMKH, I0KaTO CE yBEPSAT, Y€ He
W3MMTBAT CHHJIMBOCT, CEMPAHOCT, 3aMasHOoCT, 00bpKBaHe MM 3aMbIJIEHO 3pEHHE.

TPUTHUKO 75 mg cbAbp:Ka 3aXapo3a.
Ako Bawmnsr nexap Bu e kasaJ, 4e HMaTe HEMOHOCUMOCT KbM HSKOH 3aXapH, CBbPXKETE C€ C HEro, Mpeau Aa
nipreMeTe TO3H JIEKApCTBEH NPOAYKT.

3.  Kax na upuemate TPUTUKO 75 mg

JlekapcTBOTO Ce IpHeMa caMo OT Bb3PACTHH NMAaLHEHTH,
T'a6nerkara TPUTHUKO 75 mg moxe j1a b€ paszesieHa Ha 3 paBHH 034, KOETO NO3BOJIAB

Bb3pacTTa U oT 0OUIOTO CHCTOSHHME Ha NALMEHTA, 110 JIEKapCKo NMpeNHCatHe.
[IpenophuBa ce 3aro4BaHe Ha JICYCHUETO ¢ BEUEpeH NIPUEM H yBeJvaBaHe na aHe



TPUTHUKO 75 mg 1psibsa fa ce nprema Ha nipasen uimm muien ctomax. [Ipenopbypa ce j1a ce ripHeMa Ha
TEPANCBTHYHI LIMKJIN OT 1TOHE C/IMH MECCIL.

[lpn NevcHine Ha NALHCHTH B CTAPUECKa BH3PAcT, 103MPOBKATA TPSOBA BHUMATEIHO J1d CE yTOUHH OT
nekapsi, KOMTO J1a MPeleHn Kak a MPUI0KH MUHUMATHHTE ITPENOpbYHTENHH JI03H.

Bu3pacthn: 75-150 mg/nHeBHo, npueMank Kato eIHOKpaTHa j103a BEUep, peji JIArate. Jlo3npoBkara
moxe 1a Gbae yBenuuena 1o 300 mg/neBHo, pasjeicna Ha asa npuema. [Tpu GONHUYHO JleyeHHe /103aTa
Moxe Ja Obje 3aBuiiieHa 10 600 mg/nHeBHo, pasjieiieHa Ha HAKOJIKO MpHeMa.

[pi NAleHTH B CTapUecka Bb3PAcT M HeMOLHH NALMEHTH NPENopbyHTENHaTa MbPBOHAYaHA 1033 e
HamaneHa 10 75 mg AHEBHO, Pa3ieNieHa Ha HAKOMKO MPHEMA HITH KaTo eHOKpaTHa 1033 peuep. [lo3arta
MOJXe 12 CE MOBHILIABA IOCTENeHO, KAKTO € OMTHCAHO MPH Bb3PacTHH, N0A HaOMoAEHHE cbobpasHo
NOHOCHMOCTTA U euKacHOCTTa.

Yrnorpeba npu Aeua U IOHOLIH
He ce npenopbusa ynotpebara Ha TPUTHUKO 75 mg nipu Aewa i IoHOLIX Ha BB3pacT nof 18 roauH#
MOpajiv MIca Ha J0CTAaThYHO IaHHU 3a 6e30MacHoCT.

YepHoapoOHH HapylIEHHUs: TPa300H NPEThpIsBa EKCTCH3MBEH MeTa60IM3bM B UEpHHs APOO K CHLIO Taka
Ce CBbP3BA C XENAaTOTOKCHUHOCT, BUX ,,[IpenynpexaeHis u npeAnastu Mepk#” 1 ,,BH3MOXHH HEXEIaHH
peaxuyu”. [1aHeHTH ¢ YepHOAPOOHH HapyIICHHS, 0cOBEHO C TexKa 4epHOApOOHa HEAOCTaThYHOCT Tpsi6Ba
11 KaXkaT Ha TeXHHsI Jiekap, KOHTO L€ NpeleHH anu € HeoOX0MMO NEpHOAHHHO HabOiEHHE Ha
yepHOApoOHaTa QYHKLH.

BbOpeuny HapylueHus: OGMKHOBEHO He € He0OX0AUMO KOpUrupaHe Ha 1103aTa. Bobrpeky TOBa MALHEHTH C
ObOpeuHH HapylleHus, 0coBeHo B Cllydau Ha Texka 6b0peuHa HeloCTaTbYHOCT TpsAbBa /1a KAXKAT Ha TEXHUA
niexap Mpeay Ja 3arovHart JeYeHHe C TPUTHKO 75 mg (Bix cbLo ,,[Ipenynpexaenns 1 npeanastu
MepKn”).

AKoO CTe IIpHeJIH oBede OT Heo0X0AMMAaTa 1033 TPATHUKO 75 mg

Haji-uecTo ChoBIaBaHATE HEXEaH! PeakLu Cel IPEA03HPaHe Ca CBETOBBPTEX, ChHIUBOCT, FA/ICHE H
MOBPBLUAHE.

B 110-cepHO3HHTE Cydan ce ChobliaBa 3a koma (3aryba Ha Ch3HaHKE), TAXUKApAUs (yCKOPEH ChpAEUEH
PHTbM), XHTIOTOHHUSI (HHCKO KPBBHOTO HAJIAraHE), XUIOHATPHEMHA (HUCKO HUBO Ha HATPUH B KPBBTA),
KOHBYJICHH 1 3aTpy/iHeHO uiane. ChpACUHUTE HapyLIEHNs MOXKE /1 BIIOHBAT Opanukapaus (3abasen
ChpJeueH PUTbM), yab/bkasae Ha QT-unTepsana u Torsade de Pointes. CHMNTOMHMTE MOTaT J1a C€ MPOSIBST
B paMKuTe Ha 24 yaca WJIM [I0BEYE CJIE] NIPE/I03NpaHe.

Tpeno3upane Ha TpasoioH B koMOHHALMS C APYTH aHTHATIPECAHTH MOXE A IPUHHN CEPOTOHHHOB
CHH]IPOM.

B ciyuait Ha ciry4ai#HO NOTIbLIAHE HA FONIEMH 1034 TPUTUKO 75 mg cebpxeTe ce He3abaBHO ¢ Baiuus
jieKap Wi OTHJIeTe 10 Haii-Giu3kata Gonnmua. Baemete che cebe ci M Ta3u IMCTOBKA.

B cnyuaii Ha npejio3npane TpOBa a ce H3noN3Ba akTUBEH BbIVIEH HIIM Ja C& HaNpaBu CTOMALHA MPOMHBKA
1 KpbBHUTE EIEKTPOIMTH TpsiGBa Aa Gbjar kopurupani. He chinecTByBa CNCLHpHYCH aHTHAOT Ha
TPa3oJIoH.

AKO UMare HAKaKBU JOI'BJIHUTENIHM BLIIPOCH OTHOCHO yroTpedara Ha TO3H NpOAYKT, HOMHT
Jniekap Ui Qapmawesr.




TPUTHUKO 75 mg tpsGsa na ce nprema na npasen wim nibick cromax. [Ipenopbupa ce fa ce npuema Ha
TEPANEBTHYHU UMKIIH OT NOHE ¢/IMH Mecell.

[lpn NeycCHHE Ha NALMEHTH B CTapyecka Bb3pacT, 103MpoBKara TpsbBa BHUMATEIHO jia ce yTOUHH 0T
nekaps, KOMTO 1a NpeleHn Kak 1a NpUI0XKH MUHUMAIIHUTE NTPENOPbYHTENHH JI03H.

Buapacthn: 75-150 mg/nnesHo, npuemMany kato eiHOKpaTHa j03a Bevep, npeju nsrate. [losnposkara
Moxe 1a Obae yBennuena o 300 mg/anesno, pasjieena Ha jiBa ipuema. [Tpu G0THHYHO JieHeHHe 1103aTa
Moxe 1a Obae 3aBuieHa o 600 mg/nHeBHo, pasjie/ieHa Ha HAKOJIKO MpHeMa.

Tlpy NauMenTH B cTapyecka BL3PACT U HEMOLHU MALMEHTH NPENopbyHTeNHaTa MbPBOHAYAHA 1038 €
HamaneHa 10 75 mg AHEeBHO, pasienieHa Ha HAKOJIKO NpHeMa MM KaTo eIHOKpaTHa /1032 BE4EP. Hosata
MOJXe J1a Ce MOBHIIABA MOCTENEHO, KaKTO € OMUCAHO MPH Bb3PACTHH, MOJ HAbMONEHHE cb0oOpa3Ho
TIOHOCHMOCTTA U eUKACHOCTTA.

Ynorpeba npu Aena v IOHOIIH
He ce npenopwusa ynotpe6ara Ha TPUTUKO 75 mg npwu Jieua u OHOILH Ha Bb3pacT 04 18 rogunu
TOpajiy JIMIca Ha JOCTaTbYHO JaHHH 3a 6€30MacHOCT.

YepHo/IpOOHH HApYILEHUS: TPa30J0H NPEThPIABa eKCTEH3MBEH META00IN3bM B HEPHHS Jpob U CHLIO Taka
ce CBbp3Ba C XENaTOTOKCHYHOCT, BUX ,,I[penynpexaeHus u npeanasii MepKH” U ,,BB3MOXKHH HEXENaHH
peakuun”. TlauueHTH ¢ 4epHOAPOOHHU HapylIeHHs, 0CODEHO C TeXKA 4epHOApoOHa HEAOCTaTPHHOCT TpsibBa
Jla KaXKaT Ha TeXHUs Jiekap, KOHTO Liie NpeLeHH Jai € He0OX0AMMO MEPUOANIHO HaONIoIeHHE Ha
4epHOApOOHaTa QYHKIMS.

Bb6peynHt HapyllleHus: 0GHKHOBEHO He € HeoGX0AMMO KOPUTHpaHe Ha /103aTa. Bbnpeku ToBa NalHeHTH ¢
6L6peyHH HapylUeHHs, 0COOEHO B CilyYan Ha TEXKa 6B6peuHa HEOCTaTBYHOCT TPSIOBA /1a KaXKaT Ha TEXHUA
nekap npeny na sanounar nedenue ¢ TPUTUKO 75 mg (B cbLLO ,[IpeaynpexaeHns 1 npeAnasHu
MepKH”).

AKO CTe NpHeH IoBeYe 0T HeoOX0AUMAaTa 1032 TPUTHKO 75 mg

Haiji-yecTo chOBIIABAHUTE HEXEIAHU PEakLy Cliejl IPEI03uPaHe ca CBETOBBPTEXK, ChbHIIMBOCT, aIEHE 1
MOBPBILAHE.

B 10-cepHO3HHTE Cllyyau ce ChoOliaBa 3a koma (3ary6a Ha Ch3HaHHE), TaXUKap/IHs (ycKOpeH chpAieyeH
pPHTBM), XHIIOTOHHS (HUCKO KPBBHOTO HaJlsraHe), XMIOHaTPHEMHS (HHCKO HUBO Ha HAaTpUii B KPBBTA),
KOHBYJICHH M 3aTpy/IHEHO Auinane. ChpeUHNTe HapyLIeHHs MOXe Ja BIIOYBAT Opanukapaus (3abaBen
ChpCUEH PUTHM), ybikaBane Ha QT-uHTepBana u Torsade de Pointes. CuMITOMHTE MOTAT Ja C€ MPOSBAT
B paMKHTe Ha 24 4aca MJIM [I0BeYe CleJl NPe/io3upane.

Tpeno3upaHe Ha TPasoJOH B KOMOMHALMS C APYTH aHTH/ETIPECAHTH MOXE 1 IPUHHM CEPOTOHHHOB
CUHZIPOM.

B cnyuaii Ha ciyyaiiso nornbliane Ha ronemu aos TPUTHUKO 75 mg cebpxere ce He3abaBHO ¢ Bauus
JieKap WM oTujeTe 10 Hai-6im3kara GonHuLa. Bsemere cbe ceOe CH W Ta3u JIMCTOBKA.

B ciyuaii Ha npejio3upane TpsOBa jia ce U3MoJ3Ba akTHBEH BLIVICH WIIM Jia CE HanpaBH CTOMAllHa NPOMHBKa

1 KPhBHUTE EJIEKTPOIWTH Tps6Ba fa 6baaT kopurupany. He chliecTByBa cneuupuyeH aHTH1o0T Ha
TPa3ojioH.

nexap uinu Gapmalesrt.




4. Bb3MoXHM nexeaanu peaknun

Karo Bcuukn JICKapcTBa ToRa JICKAPCTBO MOXC J1a NPE/IN3BHKA HEXETTAHU peakiiiu, BLIIPEKH Y€ HE BCEKH I'H
noayvana.

Cvobwana ce 3a Clly4yan Ha CynimaH MUCIIU U CYMIH/THO MTOBEJICHHE MO BPEME Ha TEPAlHATA C TPa30/10H
WM CKOPO CNCJL NPCKBLCBAHE HA JICUCHHUETO.

CneannTe CHMNTOMME, HSIKOM OT KOHTO €a YecTo HabI01aBaHH TpH cllyyaH Ha HesekyBaHa JIENpecHs, ce
CboOWIABAT 1 NPK NALMCHTH, NOUIOKCHH Ha Tepanus ¢ Tpa3oIoH:
- JInckpasus na kpbBTa (M3MEHCHUE B KPHBHUTE KIIETKH), BKIIOUHTEITHO arpaHy iolnTo3a (CHIHO
HamasiBaie Ha Opost Ha onpesesetn 6 KPbBHHU KIETKH), TPOMOOLIHTONEHHS (HamMasABaHe Ha
Opos Ha TpombounTiTE), NeBKoNeHHs (Hamanspane Ha 6pos Ha 6e/HTe KpbBHH KJETKH) 1 aHEMUA
(HamansiBaHe Ha Opos Ha YCPBEHUTE KPHBHHU KIIETKH);
- ANepruyHu peakuuu;
CHHIpOM Ha Hea/leKBaTHa ceKpellis Ha aHTHMY PETHUHHS XOPMOH;
HamansiBane Ha HiuBaTa Ha HaTpHii B KpbBTa, 3ary6a Ha Terio, aHOPEKCHs, MOBULIEH aNeTuT;
CyMUMIHN MUCITH WM CYMLIMJIHO NTOBEJIEHHE, ChCTOSHHUS Ha 00bpKBaHe, 6€3ChHHUE, 1€30PUEHTALIHA,
MaHHsi, TPEBOXKHOCT, HEPBHOCT, Bb36YAMMOCT (MHOTO PSIKO BIOLIABALLA CE A0 AECTHPHYM),
Haly IHHYaBOCT, arpeCHBHU PEaKLMH, XallOLMHALMH, KOLUMApH, MOHMXaBaHe Ha TUOUIOTO,
CHHIPOM Ha OTHEMaHe;
CepoTOHHHOB CHHPOM, KOHBYJICHH, HEBPOJIENITHYEH 3/I0KAYECTBEH CHHAPOM, 3aMasHOCT, BUEHE Ha
CBSIT, I1aBOO0NME, CbHIMBOCT, O€3M0KOMCTBO, OHMKEHA GAUTENHOCT, TPEMOP, 3aMbIJIEHO 3pEHHE,
HapyleH!s Ha NaMeTTa, MHOKJIOHYC (BHE3aIlHO CBUBaHE HA MYCKYJI UJIM Ipyrna OT MyCKYJIH),
u3paseHa aazus (HapylleHHe Ha CIOCODHOCTHTE 32 KOMYHHKALHUS), napecTe3us (MpaBy4KaHe,
M3TPbIBAHE U APYTH yCEILaHus 10 KOXaTa), JUCTOHUS (IIOHMWKEH MM MOBHLUIEH TOHYC Ha
MYCKYJIMTE, ThKaHH M ChJI0BE), TPOMSIHA Ha BKYCa;
Cbpreyna apuTMus (HapylueHHs Ha CbpAEUHHS PUTBM), BKtounTenHo Torsade de Pointes,
NaNMUTaLKH, TPEXAEBPEMEHHN BEHTPUKYIAPHU KOHTPAKLUH, BEHTPUKYJIAPHH KyIIETH,
BEHTPUKYNlapHa TaXMKap/us, Opajukapaus (3a0aBeH Chp/IEUeH PUTHM), TaX1Kapaus (YCKopeH
cbpaede puteM, EKI™ abrnopmanuocty (yabmkasate Ha QT-uuTeppana);
- OpTocTaTH4Ha XUIIOTOHHS, XUIIEPTOHUS, [IPUNIAbLY;
- Hasanna konrectus (3anyleH Hoc), 3aTpyAHEHO AUILAHE;
I'ajene, nospbLuane, CyxoTa B ycTara, 3anek, Auapus, JUcnencus (oo XpaHOCMUJIaHe),
cTOMallHa 60Jka, raCTPOCHTEPHTH, YBENUUEHO CIIFOHOOT/ENSHE, NapaluTHYEH uieyc (HapylieHue B
11acaxa Ha CTOMAIIHO-4YPEBHHS TPAKT);

Hapyiienus Ha yepHoapo6HaTa hyHKUUS (BKIFOUHTENHO KbIATEHHLA 1 XEMNaToLeNny lapHH
YBpE:K/IaHHs1), MHTpaxenarajHa XoJlecTasa;

Koxen obpus, npyputyc (cxp6ex), xunepxuaposa (0BHLIEHO NIOTOOTAENSHE);
bosku B kpaiiHuumTe, 60NIKM B Ibp6a, MHANTHS, CTABHM 6onku;

Hapyiuesns npn ypunupane, kato ypuHapHa HHKOHTHHEHLUS (M3myckaHe Ha ypuHa) unu
3a/(bpKaHe Ha yprHa (HEBB3MOXKHOCT 32 ypUHHpaHe);
- llpuanusbm;

Cuabocr, 010K, rpunonoo6u1 cummromu, yMopa, Goika B rpbAHUs KOLL, Tpecka;
Ilosniuasane Ha yepHoipobHuTe eH3MMMY,

Crobuanane na HCACHANN pEaKIUKH
Ako HOJIyYHTC HAKAKBY HEHKEIaln JICKapCTBeHu pe
BKJIIOYBA BCUYKU BLIMOKHK HCOIIMCANK B Ta3u Jine

aKuuu, ysejlomere Bauunst jiexap wim (
TOBKA HexeNanu peakunn. Moxere c%[g&\



pexenaHn peakiitit MPCKTHO YPe3 HalHoHaHaTa CHCTEMa 3a chobiasane: M3nbiHUTENHA areHiuus no
nekapctsara, ya. ,Jlaman I'pyes” Ne 8, 1303 Cocpus, Ten.: +359 2 8903417, ye6eaiit: www.bda.bg.
KaTo cbo6LIABATE HOKCIAHH PEAKIIM, MOXCTE /1a l/ICTe CBOS ITPHHOC 3a roJly4aBaHe Ha roeye
yH(OPMaLLIts OTHOCHO GE30MaCHOCTTa Ha TOBA IEKapETBO.

5. Kak na cbxpansisate TPUTUKO 75 mg

Jla ce cbxpansia noa 25°C.

He u3noJsi3BaiTe TOBA JIEKAPCTBO CJICA Cpoka Ha rOJAHOCT, otbens3aH BbPXY KapTOHCHaTa OIaKoBKa.

Ila ce CbXpaHsBa Ha MACTO, HeOCTBLITHO 3a Aela.

He H3XB’prXﬁTe JiekapcTBara B KaHaJu3auusaTa Wik B KOHTeﬁHepa 3a JIOMallHH oTnagbUH. [lonuTanTe
MEpKH LLIE crioMorsat

Bawus (bapMaueBT Kak Ja U3XBBbPJATE JiekapcTBara, KOMTO B€4€ HE HU3M0J13BaTe. Te3u
3a OMa3BaHe Ha OKOJIHATa cpela.

6. CLameaHne Ha ONAKOBKAaTa H JONbJHHUTEIHA HH(l)OpMallHﬂ

Kaxkso cbabpxa TPUTAKO 75 mg

AKTHMBHO BELLECTBO: TPa30J0HOB XHAPOXJIOPHA (trazodone hydrochloride) 75 mg.
Jlpyru CbCTaBKU: 3aXap03a, IOBHIOH, KapHayOCKH BOCHK, MarHe3MeB CTCapar.

.

Kak w3raexna TPUTHKO 75 mg 1 KaKBO ChAbPXKA 0NMaKOBKATA

Jlenumu TabNETKHU C Y ABIDKEHO 0CBOBOX/aBaHe, A€TUMH Ha 3 4acTH.
TPUTHKO 75 mg ce npeanara B PVC/anyMunueBH GnUCTepH, IOCTABEHH B KAPTOHEHA Ky THSl, ChABPXKalld
30 TabNeTKU ¥ PUJIOKEHa JIMCTOBKA 32 NalMCHTA.

IIpuTexaTel Ha paspelieHHETO 32 ynotpeba
Anwkennn Gapma Barapus EOOJ

yi1. "Hukona Tecna" Ne 3,

611. busnec Llentsp BCP Codus 1, eT. 4, oduc 401,
Codus 1574, bparapus '
Ten: +35929751395

IIpounsBoauTe
Aziende Chimiche Riunite Angelini Francesco S.p.A

Via Vecchia del Pinocchio 22, 60131 Ancona, Mranus

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

3a JonbJHHATENIHA HHC])OpMaLlMﬂ OTHOCHO TOBa JIEKApCTBO, MOJI CBbpXKETE €€ C NnpuTeXareiia Ha
Pa3pelIeHUETo 3a yllO'rpc6a s

JaTa Ha nocjaeIHo UPEPA3IIeK/IANC Ia JIMCToBKATa; okToMBpH 2024
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