Jucroska: qumpmaunu 3a llOTpBﬁﬂTﬁJ]ﬂ

TPATHKO 75 mg tadiierkn ¢ yIb.IKeHo ocBohoK/IaBaHe
TRITTICO 75 mg prolonged-release tablets
TpasoaoHos xuapoxnopua (trazodone hydrochloride)

HpO‘IETETE BHHMATC/IHO HAAATA JHCTOBKA npe/in /1a 3all0MHETE Ja MPHEMATC TOBa JCKapCTBO, ThH

KATO TS ChABPKa Baxua 3a Bac nndopvanns.

- 3ana3sere Tasu AMcTOBKA. Moske /1a ce HANOMKHU Ja A MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOMB/IHHUTEIHH BhIIpOCH, NomuTaiiTe Bawms siekap wnu gapmanesr.

- Tosa nekaperro ¢ npeanycado nuuno Ha Bac. He ro npeorerinsaiite na apyru xopa. To moxe na
MM HABPE/IM, HE3ABUCHMO Ue NPH3HALMTE HA TAXHOTO 3a0oisBane ca cbiumTe kato Baure.

- AKO MoJTyyMTE HAKAKBH HEXKEJIAHW TeKapcTBeHH peakuuH yeeaomere Bamus nexap unu
chapmauesT. ToBa BKIIOUBA M BCHYKH BBL3MOKHM HEHKCIAHW PEAKUMH, HCOIMCAHW B TA3M JMCTOBKA.

Buscre Touka 4.

Kakso CHABKA TA3H JIHCTOBKA:

1. Kakeo npencrapnaea TPUTHKO 75 mg H 3a kakso ce H3M0J
2. Kakeo Tpadra na 2Hacte npeau aa npuemere TPUTHUKO 75

3. Kak na npuemare TPUTHKO 75 mg
4. Be3aMoxHHU HeKeNnaHH peaklunu
5. Kak na cuxpansisare TPUTHUKO 75 mg

6. CBI['bp)KaHPIC Ha OTMaKOBKATa H JOMBJIHHTEIHA H]{d)()pMal s

H3MLAHWTERHA ATEHLUA N0 NEKAPCTBATA

Hgamobia - MpuaoxeHue 2 j_
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OGOBPEHUE NE .eeorrrssrsssnessssises eaarrenssnesssssessinaee

1. Kakgo npeacraBasisa TPHTHUKO 75 mg u 3a kakBo ce H3noJiea

TPHUTHUKO 75 mg e siekapcTBO, KOETO CE NpUIara 3a je4ueHue Ha JIeNpPecuBHH Pa3cTpoiceTRa ¢ nin es

TPEBOKHOCT, Tezu JiekapeTsa ce HapuvaT auTHAenpecanTH.

2. Kakpo Tpnoea aa 3naere npean na npuemere TPHTHKO 75 mg

He npuemaiire TPHTHKO 75 mg:

% AKO cTe AJICPryyHy KbM aKTHBHOTO BELIECTBO WJIH KbM HAKOA OT OCTAHAJIUTE ChCTABKH HA TOBA

JekapeTro (M30poeHH B TOUKa 6) .

= ﬂpn AJIKOXO0J/IHA MHTOKCHKALMA H HHTOKCHKaUUA ¢ XUITHOTHYHH JIeKapCTRa.

IMpeaynpesxienns 1 npenasnn MepkH
Tleouampuuna nonyaayus

[Ipy TexbK MHGApKT Ha MHOKap/a.

TPUTHUKO 75 mg ne rpadBa jia ce W3MOoM3Ra 0T Jielld M KOHOIIK Ha Bh3pacT noa |8 ronunu. [pu Tosa, e
HYIKHO J1a e KasKe, Ue KOTaTo Ce W3MO0M3Ba MPH ralMeHTH noj 18 ronuHu, Tazu rpyna jiekapersa Moxke 1a
MOBULLM PHCKA OT HEKeJIanl Peakiliu, KaTo OnuT 3a caMoyOuiicTBO, nuianupane Ha camoyOuiicTBO 1
BpazkAcOHOCT (MPeaUMHO ArPeCHBHOCT, NOBEACHHE HA NIPOTHROTNIOCTABAHE W IHsB). OcBen TORA JIUIICBAT
JaHHH 3a He30MacHocTTa NMPH IBATOCPOUHA yiioTpeda MpH JeUa H NoJpacTBalii OTHOCHO pacTexa,

CB3PABAHETO H KOTHHTHBHOTO H MOBEACHYCCKO pa3BHUTHE.
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Cmyrygenust npu mecmeane na ypunda

Axo, nokaro npuemare TPUTHUKO 75 mg ce uzrbpilii CKPUHUHT 33 HAPKOTHLM [P U3I10/13BAHE HA
creuMPMUHH TeXHHKH, Bh3MOMKHO € J1a ce oTyeTe allluME 03N TUBEH pesyJIiar.

Tora ce ObJIKM HA AHAJTUTHYHN CMYLLEHHS MekTy MeTaboJINTa Ha TPa3010H M aM(PeTAMHHOBHS AepHRAT
(exctasm). B Te3n cayuaii ce koncynrupaiite ¢ Bamuis nexap v novckaiite NOTBbpIKAEHNE 1A aHaM3a, KATO
ce W3MOJI3BAT APYIH TEXHUKH ( Mac cnekTpoMeTpus (MS) Wil anTepHaTHBHO Ja ¢e W3M0JI3Bd TeuHa
xpomarorpadus - Tanaem mac cnekrpomerpus (LC- MS/MS), npy KOMTO CIOMEHATHTE CMYILIEHUA He
HACTBIIBAT.

CamoyOuticmeo/cvuyud i MUCIu Wik IKIUNHYHO 810MHA8ANE

Jlenipecusra e cebp3aHa ¢ MOBULICH PHCK OT CYHUHIHH MHUC/IH, CAMOHApaHIBaHe W caMoyOHHCTBO (ChOuTHS,
CBBP3aHH CbC CaMOYOHHCTBO). PHCKBT ChilleCTRYBA 10 A0OCTHIAHE HA 3HAYMMA pemucus. T'bil kato
noJo0peHHe MOJKe 1a HE HACTBIH MPe3 NbPBUTE HAKOJIKO CE/AMULIM HIIM [IOBEYE OT HAYATIOTO HA JEYEHHETO,
1aIHEeHTUTE TpaOBa BHUMATENHO 12 c¢ Hadoaaear 10 nossarda My. KIMHUUHHUST ONUT Nokazea, ue
PHUCKBT OT caMOyOUHCTRO MOKE /12 HAPACHE [IPe3 PAHHHTE eTAMU HA B3CTAHOBUTENHHUSA NEPHO]T.

M3secTHO e, ue nanyeHTH ¢ aHaMHe3a 3a CLOMTHSA, CEBP3aHM ChC CAMOYOHICTBO HJIH MOKA3BAIIH B
3HAYMTEIHA CTENCH CYMUM/IHUA MUCJIH, IPEH 3aN0UBaHe Ha IeUEHHETO ¢a HANOKeHH HA MO-BUCOK PUCK OT
CYMIH/IHU MHC/IM WJIK ONIMTH 33 CaMOyOMHCTBO 1 Tpadea aa ObaaT HabmoaaBaHH BHUMATCIHO 10 BpeMe Ha
TeueHHeTo. MeTa-aHalnH3 Ha KOHTPOJIMPaHH ¢ mianebo KIMHWYHK TPOYUYBAHHMA HA AHTHIAEMPECAHTH Npu
BL3PACTHH MANMCHTH C MCUXMYHU PA3CTPOHCTRA NOKA3BA NOBHLLUEH PUCK OT CYMLIMHO MOBEACHHE TIPH
MALMEHTH 1101 25 rOAMLIHA BB3PACT, JEKYBAHHW C aHTHACTIPECAHTH B CpaBHeHHe ¢ rianedo.

JlekapcrBenara Tepanus Tpa0Ba /1a ce ChI'LTCTBA ChE CTPOro HAOTIO/ICHUE HA MAIHEHTUTE H B YACTHOCT Ha
Te3M C MOBHIIEH PUCK, 0COOCHO B HAYATIOTO Ha EYEHHETO U Cllel IIPOMeHH B mo3ata. [lauuenture (u resm,
KOWTO Ce IpriKaT 3a T4x) Tpabsa na Gpaat npeynpeieHy 3a HeoOX0MMOCTTa 0T HaGITIOIEHHE 3a BCEKH
[PU3HAK HA KIWHWYHO BIOMIABAHE, CYWUIIHHO MOBEAEHHE MM MHUCIIM, H HEOOUYalHH NIPOMEHH B
MOBE/ICHMETO, KAKTO M ne3a0aBHO JIa OTLPCAT KOHCYITALMS C JIEKap, AKO TAKHBA CUMIOTOMM C€ TMOSBAT,

Koncyntupaiite ce ¢ Bawua nexap npeau aa zanounere aa npuemate TPUTHUKO 75 mg B cnennute
cayuam:
e  Enunencus, no-cneumanto aa ce u3dsrea psa3ko yBeIUYaBaHe WM HAMANIABAHE Ha /103aT1a;
e [lagueHTH ¢ yepHOIpPOOHA MK OBOpeUHA HENOCTATEHHOCT, OCODEHO TEKK,
e TTaumeHTH cbhe ChpaedHH 3a00/IsBAHNA KATO aHTHHA nekTopuc (rphada Sonka), napyuiena
NPOROJIMMOCT WIIH pazivyHa ctenen Ha AV 610K, ckopoluen uudapkT Ha MMOKapAa;
o XHUneprupouauIbM (yBeiuHeHa PYHKIHA HA IIIHTOBUIHATA KJIIe3a);
e HapyiieHo ypuHupaHe, Kato xuneprpodus (yYBEIHUEHUE) HA TIpocTaTa, Makap npodiemMH Jia He ce
OUAKBAT, Thi KATO AHTHXQUIMHEPIMUHUAT (NOTHCKALL) edleKT Ha TPA3040HA € HE3HAUUTE/ICH;
e OcTpa 3aKpUTOBLIBLIIHA [1AYKOMA (MOBHINIEHO BETPEOYHO HANATaHe), Makap 4e ChILeCTBEHH
M3MEHEHHA HE CE€ QUAKBAT, NOPAIH HE3HAYMTCIHHAA aHTUXOJMHEPryeH e(pekT Ha Tpa30/IoHa.

[Tpu nosea Ha wbaTeHUUa nedennero ¢ TPHTHUKO 75 mg cnenra aa ce npeycTaHOBH.

[MpueMBT HA aNTHACHIPECAHTH OT MALUEHTH C WH30(PEHHs MIlM APYTH IICHXOTHYHH 3a00IIBAHUA MOIKE 13
IIPHYHHH BIIOIIABAHE HA NMCUXOTHYHHUTE CUMNTOMM. [TapaHOMIHMTE MUCIH MOXKe Aa ce 3acuiaT. llo Bpeme
Ha JICUEHHETO C TPAZ0/10H JenpecuBHaTa (haza MOKe J1a C€ MPOMEHH OT MaHHAKAJIHO-ACNIPECHBHA B
ManuakanHa. B to3u cayuait npuemsT Ha TPUTHKO 75 mg Tpadea a ce npeycTaHOBH.

Onucanu ca B3aMMOAEHCTBUS 110 OTHOIIEHHE HA CCPOTOHMHOB CHHIPOM (MPOMEHH B NMCHXHYHUA L,T_a'w
HEBPOMYCKYJIHH HAPYLUEHHs )/ 3/I0KAYCCTBEH HEBPOIENTHYCH CHHAPOM (XHNEPTCPMUS, MYCKYITHA,, -




PUIHAHOCT W HAPYLUEHHSA HA ABTOHOMHATA (BereTaTMRHATA) HEPBHA CHMCTEMA) B cTyyal Ha ChIbTCTBALIA
ynoTpeda Ha Apyry BELWECTBA ChC CEPOTOHMHEPrUYHO AeficTBIe, KATO JAPYry aHTHAENPECAHTH (Harp.
TpuUMKIMYHl antuaenpecant, SSRI, SNRI u MAO - uuxuduropu) v negponentuuu. Crobiasa ce 3a
37IOKAYECTBEHH HEBPOJICTITHYHH CHHIPOMM € NIeTANIeH W3X0A NPU ChITBTCTRAII TPHEM C HEBPOJENTHLH, 3a
KOMTO TO3H CHHJIPOM € JOKa3aHa HexkenaHa hekapersena peakuus. Biok . llpuem/yrnorpeba Ha apyru
nekaperBa’ M, Bb3MOIKHH HEXKENAHW peakiun™ 34 10IbAHHTeIHA HHBOPMALIHS.

Tvii KaTo arpanysiounTosara (CHIHO HAMansBaHe Ha Opos Ha onpeaeneHu Oelu KPbBHU KIIETKH)
MOKC 218 Ce NPOABH KIIMHHYHO C IPHIIONIOIO0HH CUMIITOMM, BB3MAIIGHO b0 M TPECKA, B TE3H C/IYUaH ce
rMpenopbYBa H3CIeIBAHE HA XEMaTOJIONMATA.

Crobmara ce 3a XMIoToHus (NOHMIKEHO KPhBHO HAJIATANE), BKIKOYMTEIHO OPTOCTATHYHA XHIOTOHHS
(cnajane Ha KPLBHOTO TPH M3MPABAHE) H NIPUNAIBLM NP MALKMEHTH, PUCMALIH TPA30,/10H.
CuUbLTCTBALIOTO NPHEMAHE Ha JIEKAPCTRA 33 MOHKABAHE HA KPBBHOTO HAIISIAHE M TPA3010H MOXKE /1a
H3HCKBA HAMAIIABAHE Ha /I03ATA HA AHTHXHNEPTEH3HBHOTO (MOHMKABALLO KPBBHOTO HAISITAHE) IEKAPCTRO.

[Tpyu naiMeHTUTE B HANpPE/IHAIA BL3PACT MO-4ECTO MOIKE /1a CE MPOABAT OPTOCTATHUHA XUIIOTOHMS,
CBLHJIMBOCT, KAKTO M APYTH aHTHXOTHHEPT HYHH e(DEKTH HA TPA30/I0H.

CrneunanHo BHUMaHHe clie/ipa j1a ce 00bpPHE HA Bh3MOKHOCTTA 33 QOMBIHUTETHU eeKTH TIpU
ChITBTCTRANLO JICUCHUEC, KATO HANPUMEP C ZIPYI'H NCUXOTPOIHK MIIM AHTHXUMEPTEH3UBHHU CPECTRA, UITH
[pH HAJIMHYMETO HA PUCKOBH (haKTOPH KATO ChITBTCTRALIO 3aD0sBale, KOETO MOYKE Ja BIOLIH Te3u
peakuun. TTpenopeuMTe/nO ¢ NAUMEHTLT/O0HOIIEAAY BT 1a € HHDOPMUPAH OTHOCHO BL3MOXKHOCTTA 34
TaKMRA PCAKLMK M BHMMATEIHO 1a ce HabMmoaaBa 3a TaKMBA e(DeKTH TIPH 3a10YBAHE HA JIEYEHHETO, TIpeaH
U clle]l Bb3XOJALOTO TUTPHPAHE Ha JI03aTa.

Cnen neuenue ¢ TPUTHUKO 75 mg, ocobeHo ako e npob/DKUTENHO, Ce NPenopbyBa NOCTENeHo

HaAMaJIABAHE Ha 103aTa C Orle] MUHUMH3HUPAHE HA CUMIITOMUTE HA OTHEMAaHe, XapaKTepuIMpallu ce ¢
rajieHe, rnarobosue 1 HEPasIoJIOKEHHE,

Hsima ceeieHust 3a NPHUCTPACTIBAHC KbM TPa30A0HOB XHAPOXJIOPHL.

KakTo npu Apyrure aHTHIENPECAHTH, UMa cilyyau Ha yabbkaeane Ha QT-unrtepsana (npomsina s
CJICKTPOKAPAHOIpaMara), Makap v MHoro peaku. llpenopbusa ce BHUMaHWeE NPU NPENMCBAHETO HA
TPUTHKO 75 mg ¢ nexapcTBeHH NpoayKkTH, KouTo yabiikaBatT QT-unteprana. TPUTHKO 75 my cnenea
/14 C€ M3M0JI3BA BHUMATEIHO OT MAIMEHTH ¢ JOKA3aHU ChPAEUYHOCHI0BN 3a00JISIBAHUS, RKJIIOUUTETHO
TaKWBa, CBbP3aHK ¢ yabkasade Ha QT-uureppana.

Mouinute uxubuTopu Ha CYP3A4 Moske 1a NpUUMHST NOBUILIABAHE HA CEPYMHWTE HUBA HA TPA30/10HA.
Buxk . JIpyru nexapcrea un TPUTHUKO 75 mg™ 3a nonbianuTenHa MHGOpMaius.

Kakro ipyru jiekapcTea ¢ and)a-aipeHOJIMTHYHO JISHCTBHE, TPA30J0H MHOTO PAJIKO BOJH 710 MPHATIM3HM
(npoawiskuTenna donesneHa epekuus). Toii ce siekyBa ¢ MHTPAKABEPHO3HO HHIKEKTHPaHe Ha anda-
aH/IPEHEPrUYEH areHT KaTo Hanp. ajipcHajiMd uau Metapamuton. Crobimaga ce, obave, 3a HHAYUMpaH OT
TPaszo/I0H NpUaAIIUIbM, KOWTO € HAJMOMU XUPYPruyHa UHTEPBEHIIUA WIIK € JIOBEJI JI0 NePpMAaHEeHTHA
cekcyaina aucdynkumna. HaumenTu, KoUMTo pasBuBaT Ta3u HeXKeTaHa peakuus, TpadBa HezabaBHO 1a
npeycradorsT npuema Ha TPUTHKO 735 mg.

JApyrn nexkapersa u TPUTHKO 75 mg

B'bL3MOKHO J1a MPUEMATC JAPYTH JICKapCcTBa.




Oouju: CenaTuBHHUTE (YCIIOKOMTEIHM) eDeKTH HA AHTHICUXOTHITUTE, NPUCTIMBATEITHUTE, YCIIOKOMTETHHUTE,
AHKCHOJIMTULIMTE M AHTUXMCTAMHHOBMTE JIEKAPCTBA MOKE J1a CE 3aCHIINT; B TAKMBA CJIYHau Ce penophusa
HaMaJlsBaHe Ha /103aTa.

Merabosmsupanero na aHTHIEIIPECAHTUTE Ce YCKOPSBa NOpaaH YepHopoGHUTE eheKTH OT NEPOPaTHH
KOHTpaUenTHBH, GeHnTonH, kapbaMazenuH u GapOutyparn. MeraGonn3upaneTo na aHTHAENPECAHTHTE ¢
Bh3MNPENATCTRA OT IUMETHIMHA U HAKOH JIPYI'H AHTHIICHXOTHYHH JICKAPCTBA.

TpﬂGBﬂ Ja Kaykere Ha Bawwusa JICKAP, aKO MPpHeMAaTe HAKOE OT CIC/IHHUTE JIcKapcTBha:

Huxudoumopu na CYP3A4:

Te BRIOUBAT CPUTPOMHLIMH, KCTOKOHA30J1, HTPAKOHA30I, PUTOHARHUD, MHAMHABUP U Heda30m0H.
Tesu nekapcrea 3acuneat Heskenanute peakunu Ha TPMTHUKO 75 mg. TTopaau ToBa chnbTCTRAIATA
ynorpeda TpaGea na ce u30:AIBa, KOIATO € Bh3MOKHO HITH TTOHE JIa ¢ HAMAJIM [103aTa Ha TPA30/10H.

Kapoamazenun.:
ChILTCTBALIMAT MPUEM ¢ kapOaMa3enuH BoJu 10 HAMANeHH nia3MeHn koHienTpaiuu na TPUTHUKO 75

mg. [TanmenTure ciieasa aa ce HadAI01aBaT BHMMATCIIHO, 33 1d CC BMIM JaJli HE € HeoDX0OuMa Mo-BHCOKA
no3a TPUTHKO 75 mg.

Tpuyurauuny anmuodenpecanmu; CHITTCTBALIMAT NPHEM CIIeIBa /1a ¢e W30ATrBa MOPajiu PHCK OT
Bzaumo/ickictaue. Ja ce cneiu 3a CEpOTOHHHOB CHHAPOM M CLPASYHOCHIOBH CTPAHUYHU eEKTH.

Payoxcemun: CboOLIABA ce 3 PEIKH CITYYad HA MOBMIIIEHM INJIa3MEHH HUBA HA TPA300H M
nebGuaronpuATN edeKTH NP KOMOMHKMpaHe Ha TpasoaoH ¢ duryokceTud. He e uskmoueno
(hapMakoIMHAMHYHO B3aUMOMEHCTRHE (CCPOTOHHHOB CHHIPOM ).

Huxubumopu na monoamunosama oxcudaza (MAOI): B3MOXHH ca B3auMOIeHCTBUS ¢ HHXMOMTOpPUTE Ha
MOHOAMMHOBATA OKCHIa3a. Makap HAKOW nekapu na KoMOUHUpaT neete nekapetea, ChIBTCTRAIATA
ynorpeba na TPUTHUKO 75 mg ¢ MAOIL, uiu 10 aBe ceMHLUM ClIe[ TIPEKPaTABAHE HA MPUEMA HA TE3U
JickapcTea, He ce npenopbusa, He ce npenopnura u npuem Ha MAQOI 110 ejtna ceaMMua cliel pekpaTsaBane
Ha aeyennero ¢ TPUTHKO 75 mg.

Anmuxoazyaanmu wuwiu aumuazpezaumi (Mpedospamiéayu CoCUPSAnemo na Kpbema): TPOMEHH B
ChCHPBAHETO HA KPbBTA CBLP3aHHU € PHCK OT KbPBEHE.

Genomuazuny: ChnbTCTBaLLATA YIIOTPeda ¢ xaopnpoMasu, duydeHasnH, TeBoMenpomasit, nepdheHazun
MOKE 714 TOBE/Ie 10 TeKKA OPTOCTATHYHA XUITOTOHHA.

Anecmemuyu/myckyanu peaaxcanmu: TPUTHUKO 75 mg moxke 1a 3acuny eeKTHTe Ha MyCKYJTHHTE
PEJIAKCAHTH M JICTIIHBHTE AHECTETHLH, 3aTOBA NPH CLILTCTBALATA YNOTPeba € HeoOX0AMM Mpeinasius

noaxoa.

Auroxoan: Tpasoa0H 3ackiIBa ceaaTuBHMa ederT Ha ankoxona. [To Bpeme na neuenne ¢ TPUTHKO 75 mg
yrnotpeGaTa Ha ANKOXON clieaBa Ja ce Hilbsrsa.

Jlesodona: AHTHIENPECAHTHTE MOTAT JIa YCKOPAT MeTadoNM3Ma Ha JIEB0/I0MNA.

Hpyeu
CenereTBamara ynorpeba Ha TPAa3OJI0H C JIeKapcTea, KOMTO 10Ka3aHo yabmkasat QT-nHTeps e 1a
NOBHLIM PUCKA OT BEHTPUKY.1apHH apuTMHK, BKountenHo Torsade de pointes (}muoro“s’acrﬁaimﬁﬁamo
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HapylieHue Ha cbpaedius puThbM). B Takkpa cityuan ¢ HeoOX01MMa NpeanasiMBoCT Mo OTHOMICHHE Ha
chIkTCTBaALLATA YroTpeda Ha Te3u nekapersa ¢ TPUTHKO 75 mg.

Tpazoa0H MOKE J1a MHXUOUPA MOBEUETO OT OCTPHIC CHEKTH HA KIIOHU/IMH.

Twii kKaTo TpazoaoH ¢ MHOIrO cjiab HHXHOMTOP Ha o0OparHKs 3aXBaT Ha HOPaJApPEeHAIHHA H HE MOAHpULIHPa
peaKisaTa Ha KPhbBHOTO HAIAMAHE KbM THPAMMWH, HE C€ 04AKBa [ NOBIHAE BLPXY XHIIOTOHHYHOTO
(HamasBallo KPbBHOTO HA/ISIaHE) ACHCTBUE HA rYaHETHIMHOBUTE CheinHeHHsA. [IpoyuBaHus Bbpxy
nabopaTopHH KMBOTHH, 0dade, CoOUaT, Ye TPAA030H MOKE 72 Bh3MPENATCTBA MOBEYETO OT OCTPUTE eheKTH
Ha KIOHUAWH. [lo oTHOIIEHME Ha ApYIrK BM0Be TeKapcTBa 3a JIeUEHHE HA BUCOKO KPhBHO HalsITaHe TpadBa
Ja ¢ OTUUTa Bh3MOMKHOCTTA 33 MOTEeHUHMPaHe, Makap /Ja He ce choOLaRa 3a KIIMHUYHH B3aMMO/ICHCTBHA.

Heskenanure eq)eKTH Morart aa 61)ﬂ,aT NoO-4eCTH, KOraTo Tpaszo/oH ce MpyueMa ChilbTeTBallo ¢ NpoAYKTH,
ChABPIKALLH BAT KAHTAPHUOH.

CruirpTeTBaluarta ynorpeda Ha Tpa3oaoH U Bap(apui MoKe Ja A0oBee A0 NPOMEHH B MPOTPOMOHHOBOTO
Bpeme.

ChNBTCTBALIUAT MPHEM C TPA3010H MOXKE 1a IPHYHHH MMOBHLIABANE HA CEPYMHHTE HUBA HA JUTOKCHH WIIH
(heHUTOHH.

Bpemennoct, KbpMene H pepruanrer

Axo cre Opemeniia Win KbPMHTE, cMaTaTe, Ye MOJKe Aa ¢Te OpeMeHHa UK IU1aHHpaTe OpeMeHHOCT,
nocbBeTRaiiTe ce ¢ Bamus nekap wnn dapmaunesT npeau ynorpedara Ha Topa 1eKapcTBO.

Heronam ofbem nannu 3a OpeMennu sxenu (rnoa 200 cnyyas na OpemMentoct), npuemMally Tpa3oioH, He

MOKA3BAT HEyKEIaHH e()eKTH HA TPA30/I0H BhpXy OpeMEHHOCTTA WITK 3/IPABETO HA TIOAA/HOBOPOIEHOTO.
JluncBat ApYTH €NMUAESMHONOIMYHH JIAHHH.

Koraro TPUTHKO 75 mg ce npuema 10 paxaaHeTo, HOBOpoJeHHTe TpaOBa Ja ce nab/oaasar 3a nossara
HAa CUMIITOMW HA OTHEMAaHe.

Bob3MoHOCTTA 38 OTAC/ISIHETO Ha MPOAYKTA B MISKOTO TPAOBA 1a ce MMa MpeaBH MpH KbpMelu Maliku.

Cuaepnopartento ynorpebara na TPUTHKO 75 mg no ppeme Ha neproaa na OpeMEHHOCT M KbPMEHE TpAOBa
Aa ce 0OMHCITH CJied BHUMATC/THA NPCUCHKA HA CLTHOLWCHMCTO llOJl'.?;‘d/pHCK..

Illodnpane u padora ¢ MAIHIH
TPHUTHUKO 75 mg uma cnabo Wil yMEPEHO BAUsIHUC BBPXY crnocobHOCTTa 3a wodHpade | padorta ¢

MallHHH. l_Icuu»aemme IPHGBEI Jia BHUMAaBar 1npu lllU(j)HpﬂHQ HIIH pa60Ta MallHHH, JOKaTO €€ YBEPAT, UC HC
H3MNUTBAT CHHIKWBOCT, CEIHPAHOCT, 3aMasiHOCT, (!U'l:pl{BaHB HIIH 3aMBITIEHO 3PEHHE.

TPUTHKO 75 mg cpabpia 3axaposa.
Axo Bawmar nexap Bu e kasan, ye UMaTe HEMOHOCMMOCT KhM HAKOH 3aXapH, CBBPIKETE Ce C HETo, TIpejiH Ja
MPUEMETE TO3M JICKAPCTREH MPOIYKT.

3. Kak na npaemare TPUTHKO 75 mg

JlekapcTBOTO CC MPHEMA CAMO 0T m,';pacrnn NAHCHTH.
Tabnerkara TPUTHUKO 75 mg MOIKe J1a 0']:.)3,6 pazneneHa Ha 3 paBHH ,aosn KOETO MO3B0IIBa nocrcneuo

BB3pacTra 1 OT OGLI_I,OIO ChCTOSTHHE Ha l'laLlHLlle 1o JICKAPCKO npeanvucaHHue.
Hpenopqua CC 3ano4BaHe Ha JICHCHHETO € BCHCpCH IIPHEM H YRCIIHYaBaHE Ha JHEBHHUTC



TPUTHKO 75 mg Tpabea na ce npuema Ha rnpascH WIH bJIeH cToMax. [IpenopbyBa ¢e aa ce npHeMa Ha
TEPANEBTHYHH LMKIIM OT NOHE €4MH MECELL.

HpH NIeYEeHHEe HAa NAaUKUEHTH B CTapyecKa Bb3pacT, 103HpOBKATa TpHGBﬂ BHUMATC/IHO Ja ¢C YTOYHH OT
JeKap, KOKHTO J1a NPeHEHH KaK 1a NMPHI0AKH MUHHUMAJIHHUTE MPETIOPHUHTCIIHHA JA03H.

Buipacthi: 75-150 mg/nHeBHO, NpUeMaHH KaTo ¢/HOKPATHA [103a Beuep, npeau aarade. Jlozuposkara
Mozke s1a Obie yseanuena 10 300 mg/nHesno, pasaenena na asa npuema. [pu 6oanuuno jeucHue no3ata
Moske j1a Objie 3apuineHa 10 600 mg/nHeBHO, passiencHa Ha HIKOIKO NMpHeMa.

]—IDH TAalHeHTH B CTap4yeCcKa Bb3PacT H HEMOIMIHH NAHCHTH [IPCOopPBUNTCIHATA IThPBOHAYLTHA H03a ¢
pamancHa o 75 Mg NHEBHO., PA3ACICHA HA HUKOJAKO HPHEMA HITM KaTO CAHOKPATHA 1034 BCUED. ,II(‘)RHT‘H
MO i CC NOBUILARA NOCTCIICHO, KAKTO € QUMCAHO IPH Bh3PacTHi, 101 Hiiﬁ,}li{_’sﬂellHC C'b{)ﬁp{i?}lio
FIOHOCHMOCOTTA H ﬁ(b[iK&CH($C rra.

Ynorpebda npn Jena H IOHOIH

He ce npenopsuea ynorpedara Ha TPUTHKO 75 mg npu aena u roHommM Ha Be3pact noj 18 roaunu
MOopajaM JIUNca Ha JOCTATHUHO JaHHH 3a He30MacHOCT.

YepoapoOiv HapyeHus: Tpa3o/IOH MPETbPIsBa eKCTEH3MBEH MeTalOoMM3bM B YepHHs 1po0 M ChILO Taka
ce CBLP3BA ¢ XeNaTOTOKCUYHOCT, BUiK , [ IpenynpesiieHus u npeanazHy Mepku” W ,.Bb3MOMKHY HeKenau
peakuuu”. TTauueHTH ¢ 4epHOAPOOHHK HapyIneHus, ocoOeHO ¢ TeskKa JepHo/podHa HeflocTarkuHoCT Tpabea
Jld KASKAT HA TEXHUA JTeKap, KOUTO [Ie NPeeHH 1any € HeodX0 Mo NEPHOAMYHO HaboaeHue Ha
yepHoapodiara GYHKIMS.

buOpeunn napyinenus: 0OMKHOBEHO HE € HeOOXOIUMO KOpUIUpaHe Ha J1o3aTa. Bunpeku ToBa nauuenTw ¢
OBOpeuHn Hapylenus, ocobeHo B cilydau Ha Teskka ObOpeuHa HelOCTaATEYHOCT TPAOBA Ja KaXKaT Ha TexHus
nekap npeaud aa zanounat jgedenue ¢ TPUTHKO 75 mg (pwk cbio L [lpenynpeskaeHus u npennaziy
MEPKHT).

Ao cTe TpHeTH NoBeTe 0T Heodxoxumara noza TPUTHKO 75 mg

Hali-uecTo cboblaBaHUTe HEKENal PEakUMK ciel Npeao3HpaHe ca CBEeTOBbPTEX, CHHIUBOCT, FACHE M
NOBPBLUIAHE.

BB no-ceprozHuTe cnyuau ce ¢boOLLARA 38 KoMa (3aryDa Ha Ch3HAHME), TaXHKapaus (YCKOpeH chpaeuer
PHUTBM), XUMOTOHHS (HHCKO KPBBHOTO HaJiAraiie), XUMOHATPUEMNsT (HUCKO HUBO HAa HATPHIl B KPBBTA),
KOHBYJICUHU W 3aTpyAHeHo auiuaHe. Chpaeunure napyUIcHHS MOXKe Jia BinovrarT Opaaukap/ius (3adbasen
CbhpAeHEH pUTEM ), yabhkasane Ha QT-untepsana u Torsade de Pointes. CUMNTOMMTE MOTaT Aa CE MPOSIBAT
B paMKHTE Ha 24 4aca HJIM 110BCUE ClIC NPEI03HpaHe.

[lpeno3upane Ha TPa304A0H B KOMOMHALMSA C APYTH AHTHAEMPECAHTH MOXKE /14 MPUUHHHU CEPOTOHUHOB
CHHJIPOM.

B cnyuaii na cayudaiino noraswane na ronemu go3zu TPMTHKO 75 mg cebpixkere ce HezabaeHo ¢ Baius
7eKap uiau oruiere 1o Hai-0auskara donuuua. Baemere cbe cele CH U Ta3W JTMCTOBKA.

B cavuaii na npeposupate TpadBa J1a ce U2M013Ba AKTUBEH BLIJIEH HIIM /1A Ce HATIPABH CTOMALIHA MPOMHBKA
W KPBBHHTE eNeKTponuTH TpsaOBa aa Obaat kopurupan. Ie chiiecTryra cnennduieH aHTHIOT Ha
Tpa3oloH.,

AKO MMaTe HAKAKBH JOMBIHUTEIHN BLIPOCH OTHOCHO YIIOTpedaTa Ha TO3W NPOLYKT, NONUTARTE™
JeKap uiav hapmaiieBT. 4
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4. Bb3MOKHH He:KeJIaHH peakuHu

KaTo BcHukH JekapcTBa ToBa JEKApPCTBO MOYKE J1a MPEIN3BUKA HEXKEJIAaHW PeaKliMH, BHIIPEKH Ue He BCEKH '
nosyyasa.

CwoOuiara ce 3a cilyyan Ha CYWLM/IHA MUCITH W CYMIIMIHO MOBE/IEHHE 110 BPEME Ha TepariusiTa ¢ TPa30/10H
WJIA CKOPO CJIe/T NPeKbCBaHe Ha JISYSHUETO.

CrnegHUTe CUMNTOMH, HIKOM OT KOMTO ca 4ecTo HabJ1io/laBaHy pH cyyad Ha HejleKyBaHa JIernpecusi, ce
cbOoOIIABAT U MPH NALMEHTH, NOAJIOKEHH Ha Tepanus ¢ TPa3oI0H:

- Jluckpasus Ha KpbBTa (M3MEHEHHE B KPBBHUTE KJIETKH), BKIIOUMTEIHO arpaHyJionnuTo3a (CHITHO
HamassBaHe Ha Opos Ha orpe/iesieHd O0en KPbBHHU KJIETKH), TPOMOOLUTONEHHs (HaMasisiBaHe Ha
Opost Ha TPOMOOLIUTHTE), JIEBKOTIEHUsI (HamalisiBaHe Ha Opost Ha OEJIUTE KPbBHU KJIETKHU) ¥ AHEMMSI
(HamasisiBaHe Ha OpOsl Ha YEPBEHHUTE KPbBHU KIIETKH);

- AnepruuHu peakumu;

- CuHapoM Ha HeaJleKBaTHA CeKpelisi Ha aHTH/IMYPETHUHHSI XOPMOH;

- HamasnsBaHe Ha HuBaTa Ha HATPUIN B KPBHBTA, 3aryda Ha TEryio, aHOPEKCHsI, MOBUIIIEH areTUT;

- CyuumaHu MUCIU WIK CYULIMAHO MOBEIEHHUE, ChCTOSIHUS Ha 00bpKBaHe, 6e3chHUe, 1e30pHeHTALIMS,
MaHHsl, TPEBOKHOCT, HEPBHOCT, BB30YAMMOCT (MHOTO PSIIKO BJOLIABALLA CE /10 JCTUPUYM),

HaJly AHMYABOCT, arPECUBHH peakiMu, XallOLMHAIMK, KOIIMapH, MOHWKaBaHe Ha TMOUI0TO,
CHHJIPOM Ha OTHEMaHe;

- CepOTOHMHOB CHHAPOM, KOHBYJICUH, HEBPOJICNTHYEH 3JI0KAUECTBEH CHH/POM, 3aMasiHOCT, BUEHE Ha
CBSIT, 111aBOO0JIME, ChbHIMBOCT, 0€3MOKOHCTBO, MOHWKEHA OIUTETHOCT, TPEMOP, 3aMbIJICHO 3peHue,
HapyLUEHUs! Ha MamMeTTa, MUOKJIOHYC (BHE3aITHO CBUBaHE HA MYCKYJl MJIH TpyMa OT MYCKYJIH),
u3pazeHa adazus (HapylieHHe Ha CoCOOHOCTHTE 3a KOMYHHUKALMA), mapecTe3us (MpaByyKaHe,
M3TPBIIBAHE W APYTH YCELaHMs N0 KoxKaTa), AMCTOHHUS (MOHWIKEH WM MOBUUICH TOHYC Ha
MYCKYJHUTE, ThbKaHU U Ch/IOBE), MPOMSIHA Ha BKYyCa;

- Cobpneuna aputmust (HapylLeHHs Ha ChpJeUHHUs pUTHhM), BrtouuresaHo Torsade de Pointes,
NaANUTaLMH, MPEXKICBPEMEHHH BEHTPUKYJIAPHU KOHTPAKUMH, BEHTPUKYJIAPHH KYTUIETH,
BEHTPUKYJlapHa TaxukapAaus, Opaaukapaus (3a0aBeH cbpAeHeH PUTBM), TaXHKapaus (YCKOpeH
cbpaeuer putbm, EKIT abnopmannoctu (yabinkaare Ha QT-uHrepBana);

- OprocTaTuuHa XUIOTOHUS, XUMEPTOHHUS, MPUNAABLH;

- Hazanna koHrectus (3amyliieH HOC), 3aTPyAHEHO JHILIAHE;

- Tlagene, nospbluane, cyxora B ycraTa, 3anek, AMapus, JMcrencus (JIOo XpaHoCMHUIIaHe),
cromatiHa 60J1ka, racTpPOSHTEPHUTH, YBEIMUEHO CIIIOHOOT/ACISIHE, NapajuTHUEH Hieyc (HapylueHue B
nacaka Ha CTOMallHO-YPEBHHS TPAKT);

- Hapyuwenus na uepHoapoOHata QyHKLMS (BIUTIOUHTETHO )KBJITCHULA U XeNaToLeny1apHH
YBPEIAAHUS), MHTpaxenaTajiHa xoJiecrasa;

- Koxxen o6pus, npyputyc (cbpOek), Xunepxuaposa (MoBULIEHO MOTOOT/CIISHE);

- boskwu B kpaiiHuuute, 60J1kK B rbpda, MUATHs, CTABHU OOJIKH;

- Hapyuenus npu ypuHupase, KaTo ypuHapHa MHKOHTHHEHLIMS (M3MyCKaHe Ha ypuHa) Win
3aJbpyKaHe Ha ypuHa (HEBBb3MOXKHOCT 3a YPUHUPAHE);

- Ilpuanuzbm;

- Cnabocrt, 0ToK, rpunonoAo0H1 CUMAOTOMH, yMOpa, 00JIka B TPBAHMS KOLI, TPECKa;

- TlouimaBaHe Ha YepHOAPOOHHTE EH3UMHU.

CbobmaBaHe HA HEXKEJIAHH PeaKIHU =
AKO 1noJyunTe HAKAKBU HEXKEJIAHM JIEKAPCTBEHU peakuuy, yBegomere Bawus nexkap Hﬂn%ﬁm&ﬂé@ﬁh%)}(g
N o~ s
BIJIIOYBA BCUYKH Bb3MOKHHM HEOMMCAHU B Ta3W JIMCTOBKA HEXeJ1aHW peakuun. MoxeTte /L@Réiﬂa ebOoOLT
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HEIKCIAHK peakliMi JAIMPEKTHO YPEe3 HALMOHATTHATA cHcTeMa 2a chobinasane: M3nbiHuTenHa arenuus mo
nekapcteara, yi. Jamsan ['pyes” Ne 8, 1303 Codpus, Ten.: +359 2 8903417, yeGeaiit: www.bda.bg.
Karo chobinasare Heke/laHH PeakiiMmM, MOIKETe 1a AajJeTe CBOs IPHHOC 34 MONYyYaBaHe Ha NoBeye
uHopMalKs 0THOCHO GEe30M1aCHOCTTA HA TOBA IEKAPCTBO.

5. Kak na esxpanssare TPUTHUKO 75 mg
Ha ce cwxpansasa nog 25°C.

He w3nonzeaiite ToBa JIEKAPCTRO CTIC/T CPOKA Ha TOOHOCT, ordensazan BBPXY KapTOHCHAaTa ONaKoBKa.

Ma ce chxpaHsBa HA MSCTO, HEJIOCTHLITHO 34 ACHA.

He m3xBbpasiiTe NCKapeTBaTa B KAHAIM3AIMATA WM B KOHTelHepa 3a gomamHu otnaasum. [onuraiire
Bamms apmanest Kak jia H3XBLPJISTE JIEKApCTBAaTa, KOUTO BeUe He u3non3pare. Tean MCPKH 1e CIOMOrHaT
34 ONAa3BaHE HA OKOJIHATA Cpela.

6. ChALpKAHAE HA OMAKOBKATA H TONLJAHATEHA HHPOpMANHA

Kakso ceanp:xa TPUTHKO 75 mg

AKTHBHO BEILECTBO: TPA30A0OHOB XHapoxnopua (trazodone hydrochloride) 75 mg.
Hpyru CheTaBKu: 3aXapo3a, NOBUIOH, KADHAYOCKM BOCHK, MAarHE3WER creapar.

Kak marnexna TPUTHKO 75 mg n KakBo cLaABP:KAa ONAKOBKATA

Jlenumu TabneTku ¢ YALMKEHO OCBODOK/IaBaHe, JeIMMH Ha 3 4acTu.

TPUTHUKO 75 mg ce npeanara 8 PVC/anymunucsu 61MCTepH, NOCTABCHH B KAPTOHCHA KYTHS, ChALpKaLIa
30 rabuerku U HPUIoKENa JIMCTOBKA 33 [1ALHeHTA.

[IpuTexare HA palpenieHHETO 3a ynoTpeda
Anprenunn Gapma brarapus EOO/]

Gy ,,AceH P’iOpﬂaHOB“ 10

Codmsa 1592, benrapus

Ter: = 3392:075 1395

®axe: +3592971 57 45

[IponseoanTen
Aziende Chimiche Riunite Angelini Francesco S.p.A

Via Vecchia del Pinocchio 22, 60131 Ancona, Utanusa

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

3a AonbjAHWTENHA MHG(OpMAIMg OTHOCHO TOBa JIGKAPCTRO, MOJIS CREpPIKETE C€ ¢ MpUTeXaTels Ha
paspelieHHeTo 3a yrnoTpeba

JlaTa HA MOCJCIHO Mpepasriek/iane na JHCTOBKATA: JekemBpu 2022
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