JlucroBka: HndopManns 3a noTpeburea
TPHATHKO 75 mg TabneTka ¢ yAbxeHo ocBofoxiapane
TRITTICO 75 mg prolonged-release tablets
Tpa3oACHOB XHApoXIopHy (trazodone hydrochloride)

Hpoderere BEAMAaTE/INO HAJIATA JRCTOBKA WPeAH A2 JANOYHETE 1A HPHEMATE TOBA IEKAPCTBO,
Thif KATO TH CHABPAA BakHa 332 Bac sRgopmannsg.

— S3amazere Ta3u aHcTOBKAa. MOsKe Ia ce HANOXW 1A A NPCHETETE OTHOBO.

~ AKO MMaTe HAKAKBH JONB/IHHTEIHK BBIIPOCH, fonuTatite Bamug nekap uny dapmaliest.

~  ToBa nexapcTBO & MpeanucaHo luHo Ha Bac. He ro npeorcrensaiire Ha apyra xopa. To moxe
I8 WM HABPEH, HE3ABHCHMO 1¢ MPHIHALMTE HA TAXHOTO 3a00/ABaKe ca ChINTe KaTo Bammre,

— AKO NONyYHTe HAKAKBY HEXEJaHH NCKapCTBeHH peakiuM ypegoMere Bammms jexap WM
tapmanesr. ToBa BKIIOUBA M BCHYKH BBAMOXKHH HEXENAHM PEakiMH, HEONMCAHM B TA3H
nuctoBka. Bipkre Touka 4.

Kakpo coABpka TA3H JAUCTOBKA: '

1. Kaxso npeacrapnasa TPUTHKO 75 mg u 3a kakso B e e

2. Kaxso TpaGea ia 3HaeTe npean Na npuemere TPHA TEAHA A:EHIWIH RO REXAPCTBATA

3. Kak ga npaemare TPUTHKO 75 mg Kont Pes. e 3.8 (70__365

4. BB3MOXHH HEKEIAHH peakidi ~ -

5. Kax aa cexpanasare TPHTHKO 75 mg 16 -08- 12
LN | srnesniesesirnssmes s v snassan e eretana

6. CeaspiaHHe Ha ONIAKOBKATA Y JOITRIHUTENHA HH@O%

1. Kakso npeacrasisapa TPHTHKO 75 mg u 32 kakso ce A3N013B2

TPHUTHKO 75 mg e TeKapCTRO, KOSTO ¢e Mpuiara 3a JIEHeHHe Ha JeNPecyBHHE pascTpoiicTpa ¢ wid Oe3s
TpeBoxkHOCT. Tesd nekapeTsa ce HAPHYAT AHTHACITPECAHTH.

2. Kakeo TpadBa xa sRaeTe upean Ja npaemere TPUHTHKO 75 mg
He opuemaiire TPUTHKO 75 mg:

- AKO cTe anepruyHy KuM aKTHBHOTO BEIIECTBO WM KbM HAKOA OT OCTAHAJIMTE CRCTABKH Ha TOBA
nexapcTso (30poeHH B TOUKA 6).

- YlpH ankoXONHA HHTOKCHKAUHA H HHTOKCHKALIHA ¢ XMIHOTHYHH JIeKapCTsa.

- Tlpu TexsK MHGAPKT HE MHOKAp/a.

IMpeaynpexaeHAs B BpeTasad MepKa

Hleduampuuna nonyrayus

TPUTHUKO 75 mg we Tpabpa Aa ce H3N0A3Ba OT ASLA K IOHOIH Ha BE3pact noza 18 ronpss
€ HY>KHO Aa ce Kaxe, 4€ KOTaTo ¢ H3NO0I3Ba NPH NA1MeHTH 1o 18 rofuHu, TasH rpyng 74
A2 TIOBMIIIK PHCKA OT HEXKeTaHH peakilHH, KaTo ONHT 33 caMOyOHIicTBO, MllanupaHe/A
M BpaxkpeOHOCT (MpedMHO arpecHBHOCT, NOBEACHUES HA NPOTHBOHNOCTABAHE M



JTICBAT JaHHK 3a Ge3oracHocTTa MPH JBITOCPOYHA yHorpeda MpH felia B NMOAPACTRALIM OTHOCHO
pacTexa, CIPABAHETO U KOTHHTHBHOTO H IMOBEJIEHYCCKO PasBHTHE.

CMyueRuA npu mecmeane Ha Ypuna

Axo noxaro ripuemare TPUTHKO 75 mg ce u3BbPIN CKPHHHHT 33 HAPKOTHUIM NPH H3MION3BAHE HA
ceudIIHA TEXHHKH, BE3MOXHO € 13 ce oTdeTe (aMmus NO3UTHREH pe3ynTar. Tosa ce AB/KH HA
AHANTHTHYHE CMYIUEHA MeX Ty MeTabonnTa Ha TPa3OOH W aM(peTaMMHOBHA JiepuBaT (excTasu). B Tesn
cmy4aif ce KoHCynTHpaiire ¢ Bamma lexap M noHckalite NOTBBPKICHHE HA AHAITH2a, KATO C€ U3MN0A3BAT
APYTH TEXHHKH (Mac criekTpomeTpus (MS) niu arrepHaTHBHO Ja CE H3I0N3BA TeIHA XpomaTorpadus -
TangeM mac criektpometpun (LC- MS/MS), npH KoHTO CIOMEHATHTEe CMYLIEHHA HE HACTHITBAT,

Camoybuticrmeo/Cyusuory MUCTH UAK KRUNUNHO BROUABANHE

IenpecusaTa € CBBP3aHA C MOBHIIEH PHCK OT CYMUMIHM MHCIM, CaMOHapaHsBaHe W caMoyOHHCTBO
{cBOHTHA, CBBEP3AHYE ChC CAMOYOHICTBO0). PHCKBT CHUICCTRYBA [0 JOCTHTAHE Ha 3HAYHMA peMHCHS. T'hil
K4TO Ttofo0peHye MoKe 12 He HACTRIH IIpe3 ITBPBUTE HAKOIKO CEAMMLM HWIH MOBCYE OT HAHAIOTO HA
NEeYEeHHETO, TAIMEHTHTe TPA0Ba BHHMATENHO Ja ¢e HaOmomaRar Ao mogsata My. KIHHMYHHAT OIAT
MOKA3EA, Y€ PUCKET OT CaMOyOMIiCTBO MOXe JIa HapacHe npe3 paHHHTE eTAIH HA BH3CTAHOBHTETHMA
MEPHOA.

H3aBecTHO €, 4¢ MALMEHTH ¢ AHAMHE3a 34 CHOHTHA, CBbP3aHH ¢hC caMOyOmiicTRO WM NOKa3BallA B
IHAYUTE(THA CTENCH CYMUMAHN MHCH, TP 3a1109BaHe Ha JISYSHHESTO €a M3N0XKEHH Ha ITO-BHCOK PHCK
OT CYMIMHK MHCIH WM OMMTH 38 caMoyGHiicTBO 1 Tpabsa a2 6baaT Hab/EONaBaHN BHUMATETHO 1O
BpeMe Ha Jeuehrero. MeTa-aHATH3 HA KOHTPOAMpaHd ¢ Mrauefo KIMHMYHH npoyvsaHus Ha
AHTHAETIPECAHTH MPU BB3PACTHH ITALMEHTH ¢ TICHXHYHH Pa3CTPONCTBA TOKa3Ba NOBMIEH PHCK OT
CYMUMIHO IMOBEeAeHHE IMPH [ALWEHTH IMOA 25 roAMIIHA BBH3PACT, NCKYBAHH ¢ aHTHACTIPECAHTH B
cpaBHeRHuMe ¢ wanedo.

JlexapcreeHata Tepania TpAOBa Aa ¢ CBHITETCTBA CBC CTPOro HabMmoeHKe HA NAUHEHTHTE H B YaCTHOCT
Ha Te3M ¢ NOBHIIEH PUCK, 0CO0EHO B HAYAIOTO Ha JIEYEHHETO U cliell IPOMEHH B Jlo3ata. [laimeHTrTe
(¥ Te3m, KOHTO ¢€ rpIKar 3a Tax) TpabBa Aa OBLAAT npenynpeneny 3a HeoGX0AUMOCTTA OT HabMmoAEHHES
33 BCEKY TIPU3HAK HA KIIMHWYHO BJOLIaBAHE, CYHIMIHO HOBEIeHUE WK MHCIH H HeoOHIaliHH TpOMeHU
B MOBENEHHETO, KAKTO ¥ He3abaBHO A& TOTHPCAT KOHCYNITAMA ¢ JEKap, aKO TAkuBa CHMITTOMM Ce
MOABAT.

Koncynrupatite ce ¢ Bamma nekap rnipea Aa sanoqnere Za npuemate TPUTHKO 75 mg B cnensure
Cayqan:

. Enunencus, no-cHenManHo a ce H30Area pA3Ko yBeIHYaBaHe WIH HaMAABAHE Ha J03aTa,

. TaugeHTH ¢ 9epHOMPoGHa WIH OROpeTHa REAOCTATHUHOCT, 0COOEHO TekKKa;

. TNauuenTn ¢Bc chpledHH 3a00NABAHHA KATO AHTHHA mekropue (TpbaHa Oonka), HapylieHa
OPOBOAMMOCT MM PA3IHYHA cTenieH Ha AV GloK, cxopomeH WHpapKT Ha MHOKapa,

. XunepTHpouau3eM (yBenudena GyHKIHA Ha MTOBHHATA JKIleaa);

. Hapymeno ypumpane, KaTo XurepTpohHs (YBeNHYeHHE) HA MPOCTaTa, Makap npobnemMu 1a He

€€ OYaKBaT, Thil KaTO BHTHXOJHHEPIHYHUAT (NOTHCKANY) edhekT HA TPA3OJIoHA & HE3HAUKTEIIEH;




[prembT Ha AaHTHACIPECAHTH OT NALMERTH ¢ IMMIOhPEHUs KITH APYTH TICHXOTHIHH 3a0019BaHH MOKE
23 IPHYUHY BIIOIMABAKE Ha IICHXOTHYHHTE cHMITOMA. TTapanonanwTe MACTH MoXe Aa ce 3acuist. [lo
BpeME Ha JISYCHAETO C TPa3OXOH JepecHBHaTa (aza MOXKe Na ce NPOMEHH OT MAHAAKAIIHO-ACTIPECHBHA
B Manuakanya. B To3u cnyqait mpuemsT Ra TPHTHUKO 75 mg tpabsa aa ce npeycranoBH.

OnucanH ¢a B3aMMOISHCTBEASA NO OTHOMEHWE HA CEPOTOHHHOB CHHAPOM (IIPOMEHH B ICHXHMHUA CTATYC
¥ HEBPOMYCKYIHH HapylleHMu) 3NTOKAYECTBEH HEBPONENTHYICH CHHAPOM (XMIlepTepMus, MYCKY/HA
PUTHAHOCT M HAPYIISHHA Ha ABTOHOMHATA (BEreTaTHRHATA) HEPBHA CHCTEMA) B CJIyvail Ha CHLITLTCTRAIA
ynorpe6a Ha APYTi BEIGECTBa ChC COPOTOHMHEPTUYHO AeHCTBHe, KATO APYTH aHTHAETIPECAHTH (Hamp.
TPHUUKIWIHY aHrupenpecanty, SSRI, SNRI u MAO - unxuburopr) H ResponenTuuH. Cpobniasa ce
32 3INOKAYECTBCHH HEBPONCHTHYHH CHHAPOMH C JeTalleR M3XO4 MpH CROBTCTBAIl HpHEM ¢
HEBPOIEITTHIN, 32 KOHTO TOZH CHHAPOM € JOKa3aHA HEXENaHa NeKapcTBeHa peakumi. Bk
~tipHeM/ynoTpeba Ha Npyrv nekapersa’ # ,BRIMOMEHM HekedaHM peakuMH” 3a JOINBIHHTENRHA
#roOpManHa.

Twit kaTO arparya0UHTO3aTa (CHITHO HaMaNsBane Ha SpoA Ha onpeaeneHy Heny KPpEHM KISTKH) MOXeE
Jla C& TIPOSBH KITMHWYHO ¢ MPUITONOZOCHH CHMIITOMH, RB3IANCHO IBPI0 H TPECKA, B TE3H CIYy4aH Ce
NPenopbYBa H3CIEABAHE HA XEMATOIOTHATA.

Cpobmara ce 3a XUNOTOHNS (TIOHWIKEHO KPHBHO HAJIATAHE), BKMOMHTEAHO OPTOCTATHYHE XHITOTOHHA
(criazmade Ha KDPBBHOTO TpM W3NPABAHE) W UPHNAKBUM [pH NAlMEHTH, TPHEMAIM TPA3OHOH.
ChIsTCTBAIOTO pHEMaHe Ha IeKapcTRA 3a NOHIDKABAHE HA KPHBHOTO HAJIATAHE H TPA30OA0H MOXKe [
H3KCKBA HAMAIKBAHE HA 103372 HAa AHTHXUMEPTEH3HBHOTO (TIOHIDKABRIIO KPBBHOTO HAJIATAHE)
TEKapCTBO.

Ipy nauxesTTe B HATIpeAHAIA BBH3PACT MO-YECTO MOMKE [A CC TPOABAT OPTOCTATHYHA XHITOTOHMA,
CHHIMBOCT, KAKTO H IPYTH AHTUXOTHHEPTHIHH SQEKTH Ha TPa3oIoH.

CrnienManHo BHHMAHHE cjelBa a c¢ O0bpHE HA BBIMOXKHOCTTZ 32 JOIBIHATENHH eheKTH NpA
CHITETCTBAINO e9CHHE, K2T0 HaNpHMEp ¢ APYTH ICHXOTPOINHM WiTH aHTHXHITCPTEH3UBHH CPeIcTBa, Wik
NPH HAMUNHETO Ha PUCKOBH (aKTopH KaTo CHUBTCTBANLO 3a(ondBaHe, KOETO MOMKE Jia BIJOMM Te3n
peaknny. [IpenopsurTeaRo € NatMeHTHT/OONHOTMIeNAYHT Ja ¢ UHHOPMHUPAH OTHOCHO BBIMOMHOCTTA
3a TaKHBA PeakilMy W BHAMATE/IHO 712 ¢& Habmonasa 3a TaxuBa edekTH NPH 3aModBaHe Ha JIEUEHHETO,
Opeay U Cliell BEIXOAAIIOTO THIPHPAHE Ha J03aT4.

Cnen newenne ¢ TPUTHKO 75 mg, ocofieHo ako € mpoRB/DKHTENHO, c€ NPenophusa NOCTENEHHO
HAMANABAHE HA J03aTa ¢ OIVie] MAHAMH3UPAHE HA CHMITTOMUTE Ha OTHEMAHE, XAPAKTEPUsHPAILK Ce C
rajigse, TagobomHe ¥ Hepa3nonoKeHKe.

Hama cpenenma 3a MpHCTPACTABAHE KBM TPA3OJOHOB XMAPOXIOPHI,

Kaxro npu apyrHTe aHTHIENpPecRHTH, WMa ciiydad Ha yaspxaeane Ha QT-wHTepBana (mpomsHa B
eNEKTPOKApPAHOTPAMATA), MAKAP ¥ MHOTO peik. [Ipenopwdsa ce BHHMaHNe NIPH NPEANMCBAHETO HA
TPUTHKO 75 mg ¢ nexapcTBEHH MPOOYKTH, KOATO yawokasar QT-uwrepsana, TPUTHKO 75 mg
cnefBa Jia ce H3IMOA3BA BHHMATEHHO OT NAIIEHTH ¢ JOKa3aHM CHPACYHOCHAOBH 3abongmanms,
BKIIHOUMTEITHO TAKHBA, CEBP3aRA ¢ yab/bkasane Ha QT-nHteprana.

Moniiure naxubutopu Ha CYP3A4 Mmoxke a2 NpHueHST MOBHIDABAHE HA CEPYMHHMTC HHMBA Ha
TpazopoHa. Bk , Jipyrn nekaperea 1 TPHTHKO 75 mg" 32 aowmsnupTesHa vuGopManms.

Kakro apyru nekapctes ¢ anda-a[peHOAMTHYHO NeiicTBRE, TPa30N0H MHOTO PAAKO BOIH
(nporoxuTenta SonesHena epexiud). To#i ce nekyBa ¢ HHIPAKABEPHO3HO HEDKE
aHApeHePruuen areHT KaTo Hamp. axpeHaTHy WM MeTapamuson. Chobiuaga ce, 06
OT TP230A0H NPHANAIEM, KOWTO € HAIOKHT XHPYprHiHa RHTepBeHLMA WIH € JOBE




cexcyamda avcdyHKuHA. [TAIMEHTH, XONTO PA3RMBAT Ta3u HEXENAHA peakiys, Tpabsa HeszabasHo na
npeycTaHoBAT npuema Ha TPUTUKO 75 mg.

Apyra nexaperea B TPHTHKO 75 mg

TpaGsa na xaxere Ha Baumis nekap uaM GapMaueRT, ako HPHEMATE, HACKOPO CTe NMPUEMATH HIH €
BLIMOKHO Ja TIpMeMaTe IPYyTH JieKapCcTBa.

Obwu: Ceparapnure  (YenokouTestHH) edeKkTH HA  AHTHNCHXOTUUNTE, NPUCNHUBATEIHHTE,
YCHOKOMTE/IHMTe, AHKCHONMTHLIMTE ¥ ARTHXHCTAM # HOBHTC JIEKapeTBa MOXKE 1A CE 3aCHIIAT; B TAKHBA
CTy4au ce NpenoprYRa RaMalispaHe Ha 03aT4.

MeraSomusupaHeTo Ha AHTHAPTIPECAHTHTE Ce YCKOPABA NOpaiH AepHROAPOCGHHTE edeKTH OT NepopaTHH
KOHTpAUCHTHEH, HeHuTonH, xapbaMasernin 1 GapOurypartu. MetabonusHpaHeTo Ha AHTHAETIPECAHTHTE
Ce BH3NPENATCTRA OT HHMETHIMHA ¥ HAKOH NPYTH aHTHIICHXOTHYHH JIEKapPCTBa.

Tpatra na xaxere Ha Baums nexap, axo IpHEMATE HIKOE OT CNGIHATE IEKapCTRa:

Huxubumopu na CYP3A4:

Te BrMOYBAT EPHTPOMHUYH, KeTOKOHA30M, HTPAKOHA30M, PHTOHABMD, MHOHHABIPH HedazofoH. Tesu
JIeKapeTBa 3acHNBarT Hexenawwre peakuyu pa TPHMTHUKO 75 mg. Ilopand ToBa CRNBTCTBAmIAtTa
yrotpeba TpaGBa fia ce u3GATEA, KOTATO € BH3MOKHO HIM NIOHE Ja C& HAMAaNK /103aTa Ha TPa3ofoH.

Kapbamazenun:

CoirbTeTBalAT fpHem ¢ KapbaMazeniiH BOIW 10 HaMajieHH fuiasMeHH kosterTpain sia TPUTHKO
75 mg. [launenrute crenpa Aa ce HAONIOAARAT BHUMATEIHO, 33 Aa ©¢ BM/H JaiH He ¢ HeofXxoauMa mo-
Bucoka gosa TPUTHKO 75 mg.

Tpuyurnuuny anmudenpecanmy; CrILTCTBAINMAT NpUEM CiIeABA Ja ce H30AIBa mopags PHCK OT
B3auMozneicTere. Jla ce clien 32 CePOTOHMHOB CHHAPOM U CHPACUHOCHROBY CTPaHMUHY eexTh.

Dnyoxcemun: Cnollugra ce 3a peaxs ciiydad HMa MOBMINEHH I[UTa3MEHW HHBA Ha TpPasoloH H
HeOnaronpuatek edexty opd KOMODHHMpaHe Ha Tpaionon ¢ ¢nyokceTud. He e u3kmoueno
dapmakomuHaMHHO B3aHMOAEHCTBHE (CEPOTORMHOB CHHIPOM).

Huxubumopu na monoamurosama oxcudasqa (MAOIL). BraMoxkuu ca BaaumozieiicTBHd ¢ HHXHOHTOpHTE
HA MOHOBMHHOBATA OKCHIa3a. Makap HikoH nekapy A3 KoMOHHHpaT NBeTe NekapeTsa, ChITbTCTBAINAT
ynorpeba Ha TPHTHKO 75 mg ¢ MAOI, wan 1o ipe ceMHIM Clien npeKpaTdasaHe Ha ipHeMa Ha Te3H
JleKapcTsa, He ce npemopsusa. He ce npepoprdpa n nphHeM Ha MAOQOI mo ensa ceamuila cien
npexpatasane Ha nederdero ¢ TPHTHKO 75 mg.

Denomuazuny:  CpUbTeTRalIaTA yHoTpeSa ¢ xnopnpoMasul, ¢nydeHasyH, eBOMENpPOMA3HH,
nepdheHatH MOXKe 13 IOBEAE IO TEKKE OPTOCTATHYHA XHITOTOHHA.

Awnecmemuyu/mycxymmupenaxcanmu. TPHTHKO 75 mg Moxe aa 3aciwiH epeKTHTE Ha MYCKYTHHTE
pefaKCaHTH H NETIMBATE aAHSCTETHLIM, 3aTOBA MPH CHITBTCTRAIIATA ynoTpeba ¢ HeoOXORNM Npenras ke
NIOAXOR.

Anxoxor: TpasoRoH 3acHIBA CeNATUBHUS edeKT Ha ankoxoia. [1o Bpeme Ha nevenue,
mg yriorpe6ara Ha aTKOXON CleaRa na ce n3barea.

JlegoOona: AHTHAEUPECAHTHTE MOTAT Aa YCKOPAT MeTaboNu3Ma Ha IeROROMNAE.




Hpyeu

CemnTeramara ynotpeba Ha Tpa3odoH ¢ NEKAPCTBA, KOWTO AOKA3aHO yas/pkasar QT-uarepsana,
MOXe Ia TOBMIDM PHCKA OT BEHTPHKYNADHHM AapuMTMHM, BKHOuHTenHo Torsade de pointes
(’KMBOTO3ACTpAINABALIO HAPYIICHHE HAa ChPACUHEA puThM). B TakuBa ciydam ¢ ueoBxomuMma
OPeanazNHBOCT MO OTHOWICHKME Ha CHIBTCTBAaaTa yrorpeba Ha TeaH nekaperea ¢ TPUTHKO 75 mg.

Tpazomos Moxke A2 HHXUOHPA MOBEUETO OT 0CTPUTE eQEeKTH Ha KIOHHAHH.

Teil xaro TpasomoH ¢ muoro cnab wrxulmrop wa ofparHHA 3aXBaT Ha HOpaJpeHATMFA W He
MOAUpHIIPA PEAKI@ATA HA KPBBHOTO HAJNATAHE KbM THPAMHH, HE ¢€ 0YaKkBa Ja NOBJIMIE BBPXY
XHIOTOHWYHOTO (HAMATABALIO KPBBRHOTC HANSraHe) NEHCTBHE HA TYAHCTHAMHOBHTE ChEJHHCHMI.
Tlpoyusasua sBpXy nalopaTopHy KHBOTHH, oDave, COYAT, ue TPANO30H MOXKE 14 BH3NPERITCTRA
NOBEYETO OT OCTPHUTE €hEKTH Ha KAOHHAMH. [10 OTHOMIEHHEe HA PYTH BHAOBE JEKAPCTRA 38 ICUeHHe Ha
BHCOKO KPBHBHO HanaraHe Tpa(Ba Ha ce OTYHTE BBEMOKHOCTTA 33 NOTeHUWpaHe, Makap Ia He ce
cb06inaBa 3a KAMHHYHY B3auMonelicTBu.

Hemenanure e(lJeKTH Morar ga fnpar RO-YECTH, KOIaTO TPa30q0H ¢ NpHEMa CENBFTCTBANO C JIPOOYKTH,
CHABPKAIM XKEIT KAHTEPHOH.

CensreTBamiaTa ynotpeda Ha Tpa3040H H BapdapHus MoXe a JOBENE IO IPOMEHH B MPOTPOMOHHOBOTO
BpEME.

ChIBTCTBAMIMAT IPHEM ¢ TPA3OJIOH MOXKE Ja IPHYHHA NOBHIIABAHE HA CCPYMHMTS HHBA HA JMIOKCHH
WM QeHHTOHH,

BpeMenBOCT, KbPMene H epTRIATET

AKO ¢Te OpeMeHHa FIH KBPMHTE, CMATATE, 4€ MOXE /ia cTe HpeMeHHa WIH IMaHMpaTe GpeMeHHOCT,
nochBETBAHTE ce¢ ¢ Bammus Jexap une QapmanertT npeas ynorpebara Ha ToBa NEKapCTBO.
Heronam o0eM Jaurn 38 Gpemenuy xean (o 200 ciyuas Ha 6peMeHHOCT), NpHeMaLIi TPa3oIoH, He
TIOKA3BAT HEXKENAHH e(PEKTH HA TPA30JAOH BLPXY OPEeMEHHOCTTA HITH 3XPABETO Ha ILI0RA/HOBOPOASHOTO.
Junceat OpYTH ENMASMHOAOrHYHY JaHHH,

Koraro TPUTHKO 75 mg ce npuema [0 paxaaHero, HOBOPOACHUTE Tpabea ja ce HabmoAaBsaT 3a
{105BaTa Ha CUMITTOMM HA OTHEMAHE,

BBIMOKHOCTTE 3a OTASNAHCTC HA NPOAYKTA B MIAKOTO TPAOBA A3 €€ HMA NPeiaBMA NPH KbPMELIH
MaHKH,

Cnenoparenso ynorpeGara Ha TPHTHKO 75 mg no ppeMe Ha nepuona Ha OpeMEHHOCT H KhPMEHE
Tpabpa 13 ce oOMMCIM Cciel BHHMATE/IHA TPEUEHKA HA CHLOTHOHIEHWETO OM3a/pPUCK.

Niodgupane u pabora ¢ MAMANN

TPUTHKO 75 mg uma crabo win ymepeno mhasHue BBpXy crnocofHocTTa 3a wodupane u pabora ¢
mamuan. [anyenture TpaGsa fa BHUMaBar rpy wWodupare wiy pabora ¢ MAUIMHHE, IOKATO e YBEpST,
4e He M3[UTBAT CHHINBOCT, CEAUPAHOCT, 3aMaANOCT, OOBPKBaHE AIH 3aMBITICHO SPEHHE.

TPHATHKO 75 mg ceappxa 3axapo3a

Axo Bamwsr nexap Bu e ka3an, 4e HMaTe HEIOHOCHMOCT KbM HAKOM 3aXapH, CBbY.
N& TIPHEMETE TO3Y NIEKaPCTBEH MPOXYKT.



3. Kak na npaemare TPUTHKO 75 mg
JIexapeTBOTO CE NPHEMA CAMO OT BLIPACTHY NANMEHTH.

Tabrerkara TPUTHUKO 75 mg moxe Aa O6bae pazjaeseHa Ba 3 paBHH HO3H, KOETO [O3BONABE
NOCTETIEHHO MPOrPECHBHO YBeTNUABAHE HA JIO3MPOBKATA, B 3aBHCHMOCT OT TeXeCTTa Ha 3a00/1ABaKHeTo,
TEMAOTO, BE3PACTTA H OT OBINOTO CHCTOSHHE Ha IMALHEHT], [0 JekapeKke npepmucanye. Npenopeusa ce
JANOYBAHE Ha JICYEHHETO ¢ BedepeH DpHeM M yBenwuapane Ha gHeHATe a03H. TPUTHKO 75 mg
TpabBa A3 ce NpHeMa Ha Mpa3eH WM nuieH croMax. [Ipenopnaea ce fa ce MpHeMa Ha TepaneBTHYHW
UMK OT TOHE eUH Mecell.

HPH JICHCHHE Ha NAlMCHTH B cTApUCCKa BH3PAacT, AOZHPOBKATA Tp}IBBa BHUMATCIIHO Ja ¢€ YTO9IHH OT
Jqexapd, koitro aa RPCUCHH KAK A NMPHAOKH MUHHMANHMTE [TPCHOPERYHATEHH HO3H,

Beapacthu: 75-150 mg/nuepHo, pueMany KaTo eJHOKPATHA 1034 BeHep, penu jagraHe. JlosupopkaTa
Moxe na Obne yeenuueHa o 300 mg/axesHo, pasnenena Ha ABa npueMa. [lpu GonmraHo sevenue
Ao3ata Moyke Ia Opie saBuileda 1o 600 mg/aHerHo, pasiencHa Ha HAKOIKO MPHEMA.

HQH TIAHMECHTH B CTEAPTCCKA BHIPACT W HEMOIHH MAHCHTH NPpenopryaHTenHaTa NEPRORaYaIHa 1o3a
HaManena no 75 mg AHEBHC, PA3IENCHA Ha HAKOIKO NPHCMA HOTH KATO ¢AHOKpAaTHA 71032 BCYED. ,}1033."[‘&

MOJKe ][4 Ce TIOBMIIEBA MOCTENEHHO, KAKTO € ONMCAHO NP BE3pAcTHH, HOx Habmonenue chobpazHo
OOHOCHMOCTTA H e(UKACHOCTTA.

¥YnorpeGa nps aena n wROMY

He ce npenopsusa ynorpebarta Ha TPHTHKO 75 mg nipy reua u WHOMA Ha 8b3pacT nox 18 romunm
MIOPAJiN JIMIIcA HA JIOCTATHYHO JarHH 3a GesonacHocT.

YepuozapoOuy HapyIueHUy: TPaloLOH NPETEPNABA eKCTeH3HBEH MeTabONM3EM B MepHUS NPob K Chillo
TaKa ¢e¢ CBEP3BA € XeHaTOTOKCHUHOCT, BWK , [IpenynpesxiacHua # npeanasHu Mepku” M ,,BraMoxay
Hexenasd peakuun”. Ilanmpewrs ¢ gepHoONpoCHM HapymieHud, 0cobeHO ¢ Texka uepHompoOHa
HEeNOCTATBUHOCT TpadBa A8 Kaxar Ha TeXHWS JeKap, KOKTO INe mpelleHH nanH € HeoOxomumo
HeproOAMYHO HAbNIOAcHAe Ha YepHOoAPpoORaTa PyHKINA.

br6peqny napynieHss: 06MXHOBEHO He & HeOOXOAHMO KOpHIUpaHe Ha 1o3aTa. BeIpekH ToBa NalldeHTH
¢ GbOpeynn Hapymennd, ocofeHo B cllyuaM Ha Texka OnOpedHa HeaoCTaTEHYHOCT TPORA A KAKAT Ha
TEXHUA Jlekap npean Aa sanousar nedende ¢ TPUTHKO 75 mg (mok cpmpo ,Jlpemynpexaerms u
TIpeAnasH Mepki").

AKko cTe npuenn nonege o1 neobxoxumara oza TPHTHKO 75 mg

Hati-uecto cpobiiaanmTe HexXeNaHH peakiM1 cliel pei03dpane ca CBETOBRBPTEX, CHHIMBOCT, TafeHe
W NIOBPBIAHe.

B no-cepro3nUTe CiTy4an ce cho0iilaBa 32 koMa (3aryba Ha cp3HaHNe), TaxuKkapaus (YCKOpeH ChpAcdeH
PHTBM), XHIIOTOHHS (HHCKO KPBBHOTO HATAraHe), XHNOHATPHEMNS (HICKO HMBO Ha HATPHil B XPHRTa),
KOHBY/ICHH ¥ 3aTpyiHeHo numane. ChpAaeuyHMTe HapylICHHA MOXe Ja BKMOoUBatT OGpamukapius
(3abaBeH chpagueH pUThM), yankarare Ha QT-unrepsana i Torsade de Pointes. CuMmmToMuTe Morat
IIa C€ TIPOABAT B PAMKHTS Ha 24 Haca MM NOBeYe Cle]] NPEo3HPaHe.

Ipenosmpane Ha TPA3IOAOH B KOMOUHALMA C APYTH aHTHAETIPECAHTH MOXE 14 MPHYHHH CEDOTOHHHOB
CHHIPOM.

B cay4ait va cayqaiio normsuiane Ha ronemu 103 TPHTHKO 75 mg ceppxé
Bamms nexap wIe oTHEETe RO Hait-Onuskata Sonnmua. Biemere ore cebe cit i T4



B cnyuqait Ha npeposupane TpaGBa Ja ce H3NOI3Ba aKTHBEH BBHITICH WM JA Ce HANPABM CTOMAaIHAa
TIPOMMBKA 1 KPHBHHTE enekTpoiuTy Tpabea ga Opmar xopurdpams. He chulectyea cnemmduden
aHTHAOT Ha TPA30JOH.

AKO WMATE HAKAKBH HOILAHHUTENHM BBIPOCH OTHOCHO YnoTpebaTa Ha TO3W MPONYKT, NOmMATadre
Banius nexap unk QapMaiiest.

4. BR3MOXKHHE BOKEIARA peakiny

Karo BcHIRH JICKAPCTBER TOBA JICKAPCTRO MOXKE N4 MPeAH3BHKa HEXKENaHH PEakilMW, BBRIPCKH 4€ HC
BCEKH I'K NIONY4aBa.

CroGmara ce 3a CHYYaH Ha CYHUHAHK MHCIY H CYHIHAHC NOBCHCHAE NO BpeME HA TepamHATa C
TPa30A0H WK CKOPO Ciied NPEKBCBANE HA ICUeNHETO.

Creanure CHMHITOMH, HAKOH OT KOMTO Ca 4eCcTO Habsronasany HpH CIYYaH Ha HENCKYBaHa JCTpecHi,
ce crofuiasaT i Ipy DalHeH Ty, NOAN0XKeHY Ha Tepalind ¢ TpasodoH:

- Juckpaszus va Kpheta (M3MeHEeHHE B KPHRAATE KIETKH), BIMIOYHTENHO ArpaHy I0UHTO3a (CHIHO
HaMangBaHe Ha Gpos Ha onpenencHu ey KPBBHH KIETKH), TPOMOOIMTONCHHA (HAMATABAHE
Ha 6pos Ha TPOMOOLHTHTE), JlepKkoneHus (Hamanssare Ra Opos Ha Oeawre KPbREY KNETKH) H
aHeMnsA (HamauBaHe Ha 6posd HA YEPBEHMTE KPHBHM KIIETKR);

- AnepruvMuy peaknnM;

- CuHgpoM Ha HealieKBATHA CeKpelHs Ha aHTHANYPeTHYHHA XOPMOH;

- HamansisaHe Ha HHBATA HA HATPMH B XPEHRTA, 3ary0a Ha TErno, aHOPEKCHA, IOBHIICH AleTHT;

- CyHiMIEM MHCIM WIM CYHLEHAHO HOREREHHe, ChCToAHMA Ha obbpkBaHe, Oeachume,
HE30PHEHTALMA, MAHUA, TPEBROKHOCT, HEPBHOCT, BB30YAHMOCT (MHOTO PAIKO BIOIABAMA C&
O JEAMPHYM), HATYAHHYABOCT, arPECHBHY PeaKUHH, XaMOUNHALMY, KOIUMapH, TOHIKABAHE
Ha THOHIOTO, CHHAPOM Ha OTHEMaHe;

- CepOTOHHHOB CHHIPOM, KOHBYJICHY, HEBPONENTHYEH MTOKAYECTBOH CHHAPOM, 33MAsHOCT,
Buene Ha CBAT, IMapo0omue, CLHIMBOCT, GesnokolicTeo, NoHWKeHa ONMTENHOCT, TPEMOp,
3AMBLITIEHO 3peHde, HapyHieHMd Ha NIAMETTa, MHOKIOHYC (BHE3aITHO CBUBAHE HA MYCKY WiK
rpyna OT MYCKYJIH), H3paseHa ada3ug (HapymieHHe Ha croco0HOCTHTE 32 KOMYHMKalMs),
napecTesns (MpaBydKate, H3TPBIBAHE H APYTH YCEmIAHMA N0 KOXKATA), KACTOHHA (TIOHIKEH
WM MOBHIUCH TOHYC HA MYCKYIBTE, TRKAHH M CBAOBE), IIPOMAHA HA BKYCa;

-  CupredHa apuTMEA (HapymleHMs HA ChHpOeHHHA pwrbM), BmouwrenHo Torsade de Pointes,
MAaJNYTANHH, TIPEKACBPEMEHHH BEHTPHKYNAPHM KOHTDAKIHHM, BEHTPHKYIapHH KyIVISTH,
BEHTPHKY/1apHa TaxMKapaus, Gpaankapausd (3abases chpAeder PUTHEM), TAXHEAPIHA (YCKOpEH
cepaeueH puteM, EKI abropmanBocTu (yanokasare Ha QT-utrepsana),

- OprocTaTHuHa XMIIOTOHNA, XHIEPTOHKA, IPUNANLLY;

- Hazansa KoHTecTHA (3alyWIeH HOC), 3aTPYAHCHO MilIaHe,

- Taneme, noBphInaBe, CyXOTA B YCTATd, 3afiCK, JHAPHA, JHCHENCHA (OO XPAHOCMHEAHE),
cTOMANIHA OOAKR, TacTPOCHTEPHTH, YBENWYEHO CHIOHOOTHAENAHE, HAPANWTHYEH IDIeyC
(HapylieHHE B TIACaKa Ha CTOMAIIHO-IPEBHS TPAKT);

- Hapymenns va ueproapoOHaTa GYHKUHR (BRIHOYMTENHO XBIATEHHIA W XeHaToneNyIapHH
YBpeRIaHHA ), HHTPAXeTATAlTHA X0NecTad;

- Koxken ofpue, npypratyc (¢hpbesk), XMNepXuaposa (NOBYINSHO HOTOOTACILIHE),

- Bonxu B xpafinumiTe, GONKH B rbpia, MAANTHS, CTABHH GOAKY;

- Hapynienua nipH ypHHHDaHe,

- IlpuanuseMm,

- CnaGocT, 0TOK, rpUIIONOXOGHR CHMIITOMM, YMOpa, OONKa B rPBIHUS KOmL,

- THonuuiapake Ha YepPHOAPOOHWTE SH3HMM.




Crobmanane B9 HEXEJIAHH PEAKNHA

AKO MOIy4HTe HAKAKBH HEXEIAHM JEKapcTBEHY peakuyy, yBegoMere Baiing nexap WM GapMangsT.
Topa BIKYBA BCHYKE BB3MOKHH HEOIMUCAHH B TA3M INCTOBKE HEXeNaHH peakuyn. Moxere chIio na
CHOOLIHTE HeMKEIaHH PeakliMH JJAPEKTHO 9pe3 HANMOHANHATA CHCTEMa 32 chobmarane: Mambanurenya
AreHIMs Mo nekapcThara, yi. "Haman Ipyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaidr:
www.bda.bg Karto crofimasare BexXesiaHH PeaKlMH, MOXKETE Ja JaJeTe CBOA IIPHHOC 32 N0y4aBaHe
Ha mHOpMalHA OTHOCHO He30aCHOCTTA HA TOBA NEKAPCTRO.

5. Kaxk na cxxpanasare TPHTHKO 75 mg

Ja ce cxxpanssa non 25°C,

He u3nonssaitre TOBA JIGKAPCTBO CIEA CPOKA Ha TOAHOCT, 0T6enn3an BbpXy KapTOHeHaTa ONakoRKa.
Jla ce cvXpaHsaBa HA MACTO, HEZOCTHITHO 3a JIeLia.

He B3XpBpIAiiTe ICKAPCTRATA B KBHAIH3ALMATA WIH B XOHTEHHepa 3a NOMAIHHK oTiansu. [lomuraiite
Bamms $hapManeRT Kak Aa WIXBBPIATE JEKAPCTBATA, KOHTO Bede HE M3ron3pare. TesH MEpKM e
CTNIOMOTHAT 34 ONA3BAHE Ha OKONHATA Cpeaa.

6. Coabpaande HA ONAKOBKATA H JORLAHATENHA Un(opManns

Kaxeo ceabpxa TPHTHKO 75 mg
AKTHBHO BeliecTBO: TPa3oxoHOB Xuapoxsopun (trazodone hydrochloride) 75 mg.
HApyrTH CeCTaBKR: 33Xapo3a, IOBUIOH, KapHAayGCKH BOCEK, MarHe3HeB CTeapar.

Kax wsraexaa TPUTHKO 75 mg u KakBo ¢babpia ONaKoBKATA

Jenpmy TableTku ¢ yILIDKeHO 0cBOGOKAABARE, AeTHMH Ha 3 4acTH.

TPUTHKO 75 mg ce npemtara B PVC/anymunnesn Onmuciepn, nocTaBeHH B KaprOHEeHa KYTHA,
chAbpaaia 30 TabneTky ¥ IpHAOKEHa JTHCTOBKA 33 NALMCHTA.

Oparexarten ua paspemennero 3a ynorpeéa
Anmxenuun Gapma Brarapns EQO/, 6yn. ,,Acen Hopaanos" 10, Codna 15392, brarapus
Ten.; +359 2 975 13 95, Paxe: +359 2 971 57 45

HponspoanTeli, 0cBoGONNT NAPTHIATA 38 CTPANATA OT KOATO € BHECCH NEKAPCTBEHAS HPOAYKT:
A.CR. (Aziende Chimiche Riunite) Angelini Francesco Acraf S.p.A, Via Vecchia del Pinocchio 22, I-
60131 Ancona, Hramua

Istituto de Angeli S.R.L., Localita Prulli 103/C, 50066 Reggello (FI), Hranna

IlpaTexares ua paspemieHueTo 32 Napajiejen BHOC:
“becta Men” EOOJL, yi. "Ke»iuo Cropuer” Ne8, 5350 Tpspua, brarapus

IIpon3poaureN, OTrOBOPeH 34 NpecNaKoBaRe ¥ OCcBOGOKIABAHETO HA WAPTHAH Cxex
NPeonakoBARE:

“Anncan Gapma” EOOJ, yx. ,,Heasnka Hlnnepa” Ne 31, 4023 Tinosaus, Brarapus

“Bera ®apma™ AJl, yn. “drara eka” 32, 5000 Benauxo TeprOBO, Bearapus
Codus, bearapus

Jara sa nocjienso npepasriexiane na JHCTOBKATa: asrycr 2020




