JIucropka: nudopmannd 3a norpedburens

TPHTHKO 75 mg TabneTKH ¢ yIb/DKeHO ocBolOKIaBaHE
TRITTICO 75 mg prolonged-release tablets
TpazonoHoB XuApoXIopKa (trazodone hydrochloride)

HPO'IQTQTE BHHMATETHO UEI4TA JTHCTORKA NIPEIN KA 3an0YHeTe A3 NPHEMATE TOBA JIEKAPCTEO, TbH

KaTO T CLABPXKA BAKHA 3a Bac nndopmanns.

- 3anazere Ta3W JHCTOBKA, Moxke Na ce HaiookH 1A 1 1poUeTeTe OTHOBO.

- AKO HMaTe HIKAKBM JOMBIHHTENHH BLNPOCH, MonuTaiite Bawuusa nekap vnn dapMauesT.

- Toea nekapcTBo € npeanucaHo AH4HO Ha Bac. He ro npeotcTenbaiite na Apyrd xopa. To Moxe fa
HM HaBpe/H, HE2ABUCUMO 4¢ NPU3HALIMTE HA TAXHOTO 3a00NMsSBaHe ca chLUMTE KaTo Bamure.

- AKO nomyYuTe HAKAKBH HEIKENAHU IeKAPCTBEHH PeakiiMy yBeaoMeTe Balnns nekap wnu
tdapmanest. ToBa BKMOYBA H BCHUKH Bb3MOKHH HEXKEJIAHW PeaKLHi, HEONTHCAHH B Ta3H JIMCTOBKA.

Buxre Touxka 4.

Kakso ChABPKA TAIH JTHCTOBKA:

3. Kak aa npuemare TPHTHKO 75 mg
4. BuaMOxH# HeXeNaHH peaKiiu
5. Kak pa ¢hxpanasare TPUTHKO 75 mg

6. CpabprkaHHe Ha OMAKOBKATa H JOMBIHHTETHA HHPOpPMALHY

! W3MLAHNTENHA ATEHLWSA N0 NEKAPCTBATA

1. Kakeo npeacraengpa TPUTHKO 75 mg u 3a Kakpo ce W3ng
2. Kakso Tpa6ea sa 3naete npeau aa npaemere TPUTUKO 7‘

hEmotka - Mpuroxerue 2 5\

Gh60 33

Pea Ne ..« 8l

aruderaransraresn FYYTYIFI

ggﬁﬁﬁégﬂ&

Paspeuonttd Ni 4. rroresisissidsionirissntisssssnronsnrncas

14-03- 013

Cgotpenue Wk ....... reornasesmenerearncaeod varersississstrnsseprassisitase,

1. Kaxso npeactrasiaapa TPHTHKO 75 mg n 3a KaKBo ce H3110J13BA

TPHTHKO 75 mg e nexapcro, KOETO ¢& NpUIara 3a IcueHne Ha IENPECHBHI pa3CTPoHCTBA ¢ MM Ge3

TPEBOXKHOCT. Tezn ACKapCTRa C€ HApHWYAT aHTHACTIPECAHTH.

2. Kakso TpsioBa 5a 3maere npenn 1a npuemere TPHTHKO 75 mg

He npuemaiite TPHTHKO 75 mg:

- Ako cre AJICPrUYHH KbM AKTHBHOTO BELHECTBO HIH KbM HAKOS OT OCTAHAJIMTE CHCTABKH Ha TOBA

JiekapceTro (M30poeHH B To4Ka 6) .

- Hp“ AMKOXONMHA HHTOKCHKAUKWA H HHTOKCHKAIIHA ¢ XHITHOTHYHH JICKApPCTBA.

- Hpw Texcbk nHQApKT Ha MHOKApAa.

Ipenynpesxaennsi H NPeINA3HH MEPKH
Heduampuvna nonyrayus

TPHUTHUKO 75 mg He Tpabea fa ce u300/13Ba OT AeUa M FOHOUIM HA Bh3pacT noA 18 romunu. llpu toBa, €
HYHHO Ja CC KA, YC KOraTo ce H3noJA3Ba NMpH NauHeHTH T 18 rOAHHH, Ta3H rpyna JIeKapcTBa MOXKE Ja
TNOBHILH PHCKA OT HEXKEIAHHW PEaKI{HM, KATO OTTHT 33 CaMOyOHICTRO, IIaHHpaHe Ha CaMOyOriicTBO 1
Bpa}[(ﬂeﬁHOCT (rlpell.HMHO ArpeCHBHOCT, MTOBCACHHE HA NMPOTHBOINOCTABAHE H [‘HSIB). OceeH TOBA NUIICBAT
AaHHH 33 5Ee30MacHOCTTA TIpH OBITOCPOYHa ynoTpeda Npy jeua 1 NOJpacTBallld OTHOCHO pacTexa,

CL3pPABAHCTO H KOrHHTHEHOTO M MOBCACHYCCKO pa3BHTHE.




Crmyrgenus npy mecmeane Ha ypuna

Axo, aorato apuemare TPUTHKO 75 mg ce U3ptpiiin CKPUHAHT 33 HAPKOTULIM NPY M3NONABAKE WA
crneuHUYHA TEXHUKH, BE3MOXKHO € JIa ce OT4YeTe (allliMB MO3UTHBEH pe3yiTar.

ToBa ce AbyKK Ha AHATMTHYHH CMYLUEHUA MEKIY MeTaboIHTA HA TPA30/IOH K aM(ETAMHHOBHS IepHBaT
(excTasn). B Te3u cy4aii ce koncyarupa¥ite ¢ Bawyd siekap ¥ MOMCKaiTe OTBBPIKASHHE Ha AaHAIN3A, KATO
Ce H3MOJI3BAT APYTH TEXHUKHU ( Mac cnekrpoMeTpus (MS) nin anTepHaTHBHO Ja ce U3NOI3Ba TCUHA
xpomaTorpadug - TaHaem Mac cnektpomeTpus (LC- MS/MS), npM KOMTO CIOMEHATHTE CMYLUEHHSA HE
HacTLIBaT.

Camoybuiicmeo/Cyutuony MUCTU WAl KIUHUNHO 810WAEAHe

Jenpecnara e cBbp3aHa ¢ MOBHINEH PUCK OT CYHLIMTHH MUCITH, CAMOHAPaHABAHE H CaMOYOHHCTBO (CHOHTHS,
CBLP3aHH CbC caMOyOHICTEO). PHCKBT CHINECTBYRA J0 NOCTHraHe Ha 3uHadaMa pemucua. Tohii kaTo
nogobpeHHe MOXKe /1a He HACTBITH MPe3 IBPBUTE HAKOITKO CEAMHLIM WIH NIOBEYE 0T HAYANIOTO HA JIEYEHHETO,
nauMeHTHTe TpIOBa BHUMATENHO /1a ce Habmogarar a0 noasara My. KOIMHHYHARAT ONKT NOKa3ea, ue
PHCKBT OT CaMOYOUHCTBO MO3Ke /1a HapacHE Npe3 PaHHHTE eTallH Ha Bb3CTAHOBHTEJIHHA [TEPHOL.

Wi3BeCTHO €, ue malueHTH ¢ aHaMHe3a 3a CHOHWTHA, CBBP3aHH ChC CaMOYOHIICTBO WM MOKA3BallH B
3HAYMTENHA CTEeNeH CYHLIHAHH MUCITH, PEIH 3aM0UBaHE HA JEUECHHETO Ca H3IOKEHH HA NO-BHCOK PHCK OT
CYHLHIHH MHCJIH HJIH ONHTU 34 caMoyOHIHCTBO B TpaOBa na HbaaT HabmonaBaHH BHHMATENHO [0 BpeMe Ha
neveHueTo. Mera-ananns Ha KoHTpoMpaHH ¢ rilauedo KIHHAYHEA OPOYYBaHHA Ha aHTHACHPCCAHTH [IPH
BL3PACTHH NALMEHTH ¢ ICHXHYHH pa3cTPOHCTBA NOKA3Ba MOBUILEH PHCK OT CYHLMIHO MOBENSHHE MPH
MALMEHTH Noj 25 roZHLIHAA Bh3pacT, TEKYBaHW ¢ aHTHACIPECAHTH B cpaBHeHHe ¢ Tanebo.

JIeKap(:TBeHaTa Tepanya TpEGBa Aa Ce CRITbTCTRA CBC CTPOIO Haﬁmo,neﬂue Ha NanUeHTHTE Y B YaCTHOCT Ha
TE3H C NNOBHLIEH PHCK, 0006e|-10 B HA4%anoTO Ha NEYUCHUCTO H CNC IPOMEHH B 1034Ta. HauHeHTﬂTG (PI TC3H,
KOHTO Ce& rpusKaT 3a T4X) TpabBa aAa Obaar npeaynpeaeHH 3a HeoOXOAWMOCTTA OT HaDJTIONIEHHE 33 BCEKH
NPH3HAK Ha KIMHHYHO BJIOIIABAHE, CYMITHAHO MOBEACHHE HITH MUCIIH, H HEOOMYAiHU NIPOMEHH B
NMOBEACHHETO, KAKTO K He3abaBHO Aa MOTEPCAT KOHCY/ITALRHA C JIEKAD, aKO TAKHBA CHAMIITOMH C€ TTOABAT.

Koucyarupaiite ce ¢ Bamns nexap npeau na sanounere ga mpuemare TPHTHKO 75 mg B cieanure
CyvaH:
¢ Enmnencus, no-cneunanHo ga ce u304rsa pA3Ko yBeIM4aBale Wik HaMaiBaHe Ha 103aTa,
e [laupenTtn ¢ yepHoapoOHa unu 6LOpPEYHA HEIOCTATPYHOCT, 0CODEHO TEXKKA;
¢ [lanmenTtn cbe cbpaeund 3a601sBaHKs KaTO aHIHHA nekTopuc (rppaHa Donka), HapylieHa
NPOBOAMMOCT UITH pasiudHa creneH Ha AV 6ok, ckopollieH HHpapKT Ha MHOKAPAA,
XHmepTHpoHaANILM (YBenndeHa PYHKIHA HA IHTOBHAHATA JKIIC34);
Hapyluero yprHupaue, kato xuneprpodus (yBelHUeHIe) Ha IPOCTaTa, Makap MpodieMH Ja He ce
OUAKBAT, ThH KATO AHTHXONHHEPrHYHHUAT (NOTHCKAI) €(PEKT HA TPA30NOHA € HE3HAYHTEIICH,
e OcTpa 3aKpUTOBIBITHA [7IaykoMa (MOBHLUEHO BHTPEOYHO HAJIATaHE), MaKap 4€ CLUICCTBCHH
H3MEHEeHHS HE CE OYAKBAT, NOpPaJH He3HAUHTETHNS AHTHXOMHHEPTHYEH eheKT Ha TPa3oJ0Ha.

IIpu nosea Ha xwaTennna neuenvero ¢ TPHTHUKO 75 mg crienBa na ce npeycraHoB.

IlpHeMBT Ha aHTU/ICTPECAHTH OT MALMEHTH ¢ 1M30PPEHHA HIH APYTH TICHXOTHYHH 3a00/11BaHHs MOXKe 2
NPHYHHY BIIOLIABAHE HA NCUXOTHYHUTE CUMITTOMM. | lapaHounHuTe MHCIH Moske fa ce 3acuaaT. flo speme
HA JIEYEeHHETO ¢ TPa3OAOH ACTIPECHBHATA (Pa3a MOXKE J1a € NPOMECHH OT MAHHAKA/IHO-/1eNPECHBHA B
ManuakajaHa. B tozu cny4qaii npaembst na TPHTHKO 75 mg tpabea fa ce npeycTaHOBH.

Onucanu ca R3aUMOJEHCTBHA 110 OTHOUIEHUE HA CEPOTOHHUHOB CHHAPOM (TIPOMEHH
HEBPOMYCKYJIHH HAPYIIEHHA )/ 3M0KAYUECTBEH HEBPONENTHYEH CHHAPOM (XHIIE

CHXHYHHA CTATyC H




PUrHAHOCT H HAPYWICHHA HA ABTOHOMHATA (BEICTATHBHATA) HEPBHA CHCTEMA) B Cly“ai Ha ChIBTCTBALLA
ynotpeda Ha Jpyry BeLecTBa ChC CEPOTOHMHEPrHYHO ASHCTBHE, KATO APYTH aHTHIETIPECAHTH (Hanp.
TPHUMKIHYHH anTHAenpecanTn, SSRI, SNRI 1 MAO - uuxuburopu) n Hesponentiuy. Crofinasa ce 3a
3A0KAYECTBEHH HEBPOAENTHYHH CUH/IPOMH C JIETANEH H3X0/1 NPH ChITETCTBAIN NIPHEM ¢ HEBPOJISNITHIIH, 32
KOMTO TO3M CHHAPOM € IOKa3aHa HexXeNana nekapcTeena peakuma. Bk . 1ipuem/ynorpeba na npyrv
nekapcTBa’” H ,,BE3MONKHM HEXKETaHHU peakUHy’” 33 JOMBJIHHTENHA HHPOPMALHA.

Tl xaro arpa”ynoumTo3aTa (CHITHO HaMajlABaHe Ha OpoA Ha onpeaeneHy Oenu KPbBHH KIIETKH)
MOIKE Ja CE MPOABH KIHHMYHO ¢ rpunono100HH CUMIITOMM, Bb3MAJICHO TEPAC H TPECKA, B TE3H CIIYUaH ce
NPEeNoOPBYEA HICIEIBAHE HA XEMATOJIOTHATA.

CrobulaBa ce 32 XUNOTOHHA (MOHMAKEHO KPBBHO HANATAHE), BIUIIOMHUTETHO OPTOCTATHYHA XHIIOTOHHS
(cnagane Ha KPBLBHOTO NMPH U3NPABAHE) U [IPUNAILLM NP NaUUEHTH, IPHEMAallH TPa3oacH.
CbObTCTBAILOTO NPHEMAHE Ha JICKAPCTBA 33 TIOHWKABAHE HA KPBBHOTO HANATAHE H TPA30A0H MOKE J1a
M3MCKBA HAMAIABAHE HA J03aTa Ha AHTHXWINEPTEHIMBHOTO (OHMKABALIO KPLBHOTO HAJIATAHE ) ICKAPCTRO.

[Ipy nauHeHTHTE B HaNpeaHana Bb3PACT MO-YECTO MOXKE j1a ¢¢ POABAT OPTOCTATHYHA XHNOTOHHS,
CHHAWBOCT, KAKTO M APYTH AHTHXONMMHEPIUYHY eEKTH Ha TPA3OA0H.

CrieuHaliHo BHHMaHHe ¢JI€1Ba Aa ce o0bpHE Ha Bb3MOKHOCTTA 32 JOMBIHHTEIHH e(PeKTH NpH
CBIBTCTBANIO JIEYEHHE, KATO HAMPUMED ¢ JPYIH NCHXOTPONHH HIH AHTHXHIEPTEH3HBHH CPEICTRA, HIH
NPH HAJIMYHETO HA PHUCKOBH (DAKTOPU KaTO CHITBTCTBALIO 3a00NIBaHE, KOETO MOKE Ja BIOLIH Te3H
peaxudH. [IpenoprunTenyo e nauHeHTHT/00NHOrIEJaYHT Na € HHOOPMHpPaH OTHOCHO Bb3MOMKHOCTTA 34
TAKMBA PEAKLIAH W BHUMATEIHO Aa ¢ HabnioJaBa 3a TAKMEA eeKTH NPH 3aloUuBaHe HA J€YSHHETO, MPEe1n
U cJiefl Bb3XOARWOTO THTPHpaHe HA J103aTA.

Cnen neuenne ¢ TPUTHKO 75 mg, ocobeHo aKko € NPoABLDKHTENHO, ¢ NPENOPEUBa MOCTENEHO
HaAMJISBAHE HA 1034Ta ¢ OrJe/l MUHHMH3UPAHE HAa CUMIITOMUTE HA OTHEMAHE, XApaKTEPH3HPALLH CC ¢
rajieHe, [aBoboNue U HEPA3NOIOKCHHE,

Hama ceeacHun 3a MPHCTPACTABAHC KBM TPA30Q0HOB XHIAPOXTTOPHA.

Kakro npu Apyrure aHTHASIPECaHTH, HMa CJIy4aH Ha yAbbkasaHe Ha QT-nHtepsana (NpoMsya B
EIeKTPOKapAHOTPAMATA), MAKAD M MHOTO peakH. [Ipenoppusa ce BHUMAHME (P TIPEANHCBAHETO HA
TPHUTHKO 75 mg ¢ nexapcreeHH npoayKTH, KOHTO yabmkasaT QT-unrepsana. TPUTHKO 75 mg cnensa
Ja ce H3N03Ba BHUMATE/HO OT NAMEHTH C A0Ka3aHW Chp/IeYHOCHIOBH 3a00NIBaHHA, BKIIOYUTETHO
TAKHBRA, CBBP3aHH ¢ yabDkasane Ha QT-uxteppana.

Mownute HHXHOMTOpH Ha CYP3 A4 MOke Ja IPHUMHAT MOBHLIABAHE HA CEPYMHHTE HHBA Ha TPa30d0Ha.
Bux ,Jpyru nexkaperea 4 TPHTHKO 75 mg” 3a aonbadurenda nngopMaiys.

Kakrto apyry nekapcrea ¢ anda-aapeHoNHTHIHO AeiicTBHE, TPA30J0H MHOTC PAIKC BOAH JO [TPHANHIBEM
(mponbixHTENHa GonesHeHa epekums). Toil ce NeKyBa ¢ HHTpakaBepHO3HO MHXKEKTHpaHe Ha anda-
aHJpeHEPrH4YeH arcHT KATO Hallp. apeHasnH Wi MerapaMuHoa. Crobwaea ce, ofaye, 3a HHIYLHPAH OT
TPa3OA0H NPUAMTAZTLM, KOWTO € HANOMKUN XWPYPTHYNE HHTEPBEHLHA WIM € A0BEN JIO TIEPMaHeHTHA
cexcyanHa auchyukiua. [laugenTy, KOWTO pazBHBAT TA3H He/KeNlaHa peaknus, Tpadea HesabasHo 1a
npeycranoear npueMa na TPUTHKQO 75 mg.

Jpyrn xexapersa n TPHTHKO 75 mg
Tpsabsa ma kakere #Ha Baiums Aekap wiu gapMaLeBT, ako IPUEMarte, HACKOPO CTe NPHEMATH WITH €
BB3MOXKHO 1A IpHeMAaTe JpYrd neKapcTsa.




Otwgu: CenaTHBHHTE (YCTIOKOMTENTHH) €(PEKTH Ha AHTHNICHXOTHLIMTE, NPHCIIHBATE/IHHTE, YCTIOKOHTETHHTE,
AHKCHONMTHLMTE H AHTHXHCTAMHHOBHTE JIEKAPCTBA MOXKE A CC 3aCHIAT; B TAKMBA CIIY4ay ¢e Npenophiisa
HaMmanABaHe Ha A03aTa.

MeTaGonu3MpaHeTo Ha aHTHAENPECAHTHTE CE YCKOPSABA [I0paii YePHOAPOOHHTE eEKTH OT NEPOPAITHH
KOHTpauenTusy, deHurounH, kapbamazenun v GapOuTypaTn. MeraDonH3HpaHeTo Ha ANTHICMIPCCAHTHTS Ce
BB3MPEHATCTBA OT UAMETHANHA W HAKOH JPYrH aHTHICHXOTHYHH JIEKapCTBa.

Tpabea na kaxere Ha BatHa exap, ako NpHeMaTe HAKOE OT CIICAHUTE JICKapCTBa:

Huxubumopu na CYP3A4:

Te BKIIOYBAT ePUTPOMHUMH, KETOKOHA301, HTPAKOHA30, PUTOHABHP, HHAHHABHP U He(ha30I0H.
Teau nexapctra 3acunear sexenanure peakuun Ha TPUTHKO 75 mg. [lopan# ToBa cuITBTCTBALIATA
ynotpeda TpabBa aa ce W30Area, KOraTo € BE3MOKHO WIH IIOHE Jla ce HaMaJIM 7103aTa Ha TPAasOHOH.

Kapbamazenun:

ChnbTeTBAWMAT NPHEM ¢ KapbaMa3enuH BOOH 10 HaMaJleHH TuiasMeHH konlleHTpanud Ha TPUTHKO 75
mg. IMalueHTHTE Clieapa 1a ¢¢ HaGMOAABAT BHHUMATEIHO, 34 A4 C¢ BUAK Jajli He € HeoDX0HMa MOo-BHCOKa
noza TPUTHKO 75 mg.

Tpuyurkmuunu anmudenpecanmu: CBITBTCTBALIMAT IPHEM ClleZBa Aa ce H30Arsa NOPagH pHCK OT
p3auMofeiicTBHE. Jla ce cnieiM 3a CePOTOHUHOR CHHIPOM H ChPACUHOCHAOBH CTPAHHYHH CHEKTH.

@ayoxcemun: CboOlaRa ce 33 PE/IKM C/TyHaHd HA NOBMILEHH IUIA3MEHH HHMBA HA TPa3odoH H
HeOIaronpuATHH edekTH NpH KOMOHHHpaHe Ha Tpas3o/ioH ¢ ¢ryokceTHH. He € H3KIOUEHO
(hapMaKOIHHAMHYHO B3aHMOAEHCTBHE (CEPOTOHMHOB CUHAPOM).

Huxubumopu na monoamwriosama oxcudaza (MAQOI). BraMoXHH ca B3aMMOIEHCTBUA ¢ HHXHOHTOPHTE Ha
MOHOAMMHOBaTa OKCHIa3a. Makap HKOH JiekapH 1a KoMOWHMpar aBere nexapeTsa, CeOLTCTBALIATA
ynotpeba Ha TPUTHUKO 75 mg ¢ MAOIL, unu g0 age ceaMuUM criel NpeKkpaTABaHe Ha MpUEMa Ha TE3H
JiekapcTsa, He ce npernopbaea. He ce npenopnusa u npuem Ha MAOI ao eaHa ceaMHUA Ce NPCKPATIBAHE
Ha nedennero ¢ TPUTHKO 75 mg.

Aumuxoazynanmu Wiy anmuazpezanmu (Apecospamssauy CoCUPSanemo Ha Kpuema). NPOMeHH B
CBbCHPBAHETO HA KPBBTA CBBLP3AHH € PUCK OT KEPBEHE.

Denomuazuny; CeIIBTCTRALIATA YIIOTPeDa ¢ xn0prpomazuH, duydeHasuy, neBoMenpomMaznn, nepdenasun
MO3KE /1a IOBEAE 1O TEXKKA OPTOCTATHYHA XHUIIOTOHHS.

Anecmemuyu/mycxyanu peaarcanmu: TPUTHKO 75 mg moxe na 3acuny eeXTHTE Ha MYCKYJTHHTE
PENAKCAHTH W JICTIIMBHTE aHECTETHLM, 3aTOBA NIPH CHITBTCTRAINATA yNnoTpe6a € HeoOXonMM [Ipeanas s
MoAXo.

Anxoxon: TpazoJoH 3acunBa ceAaTMBHAA ¢deKT Ha ankoxona. [To Bpeme Ha nevenne ¢ TPHTHKO 75 mg
ynoTpebaTa Ha alKOXOJ CJIeBa [a ce n30Area.

Hesodona: AutanenpecagTHTe MOTAT A YCKOPAT MeTaboa1M3Ma Ha NEBOOMA.

Apyeu
CuieTeTBawara ynotpeba Ha TPA30A0H C JIEKapeTBa, KOMTO A0KA3aHO Y
NOBHILH PUCKA OT BEHTPHKYNAPHH apHTMHH, BrtounTendo Torsade de

-UHTCpBaNa, MOKe na




HapyllieHHEe Ha ChpAEYHHS pUuTHM). B Taknpa ciyyau € HeoOXoauma NPEAnNasIHBOCT 10 OTHOUICHHE Ha
CBI'BTCTBAIATa YNOTpeOa Ha Te3u nekaperea ¢ TPUTHKO 75 mg.

Tpazoaon moke 1a HHXHOUpa IOBEYETO OT OCTPUTE ePEKTH HA KJIIOHHIHH.

Trwif KaTo TPA3040H € MHOTO ¢/1ab HHXHGHTOP Ha obpaTHHA 3axBaT HA HOPAJAPEHANHHA W He MOAH(HLMpa
PCAKIHATA HA KPBBHOTO HAMATAHE KM THpaMHH, HE C€ OYAKBA /1A TIOB/THAC BbPXY XHNNOTOHHYHOTO
(HamanaBaulo KPbBHOTO HANIATaHE) AeHCTEHME HA r'yaHeTHAHHOBHTE chetdHeHHs. [IpoyuBanusa BEpXyY
naﬁopaTopHu KHBOTHH, 06&'-[6, COYaT, 4¢ TPaao30oH MOXKE [a Bb3IMPENATCTRA NNOBCUETO OT OCTpHTC e(l)eKTPl
HA KNOHWAHH. 1o oTHOMIEHWE HA APYTrd BHROBE JIEKAPCTBA 34 JI€YCHHE Ha BHCOKO KPBBEHO HANIATAHS TpHGBa
Aa ce OTYMTA BB3IMOKHOCTTA 32 MOTCHLUMpPaHe, MaKkap Ja He ce ¢po0MIaBa 32 KIIMHUYHH B3aMMOICHCTBHA.

Heixenanure eekTH Morat aa 6bOAT NO-HECTH, KOTATO TPA3O/0H CE NPHEMA CBITBTCTBANIO C MPOAYKTH,
ChABPKALIH KBJIT KAHTAPHOH.

ConbTeTBalaTa ynorpeba Ha Tpa3oaoH W BapdapHiH MOXKeE Ja A0Bele 10 IPOMEHH B IPOTPOMOHHOBOTO
BpEME.

CbUBTCTBAILUMAT IPHEM C TPA30A0H MOXKE 1a IIPHYHMHE MOBHLIABAHE HA CEPYMHHTE HHBA Ha AMTOKCHH UM
denuToHH,

Bpemennocrt, kbpMene n pepTHanTET

AKo cTe GpeMEeHHA WK KbPMHUTE, CMATATE, Ye MOJKe 1a cre OpeMeHHa HH II1aHHupaTe OPEMEHHOCT,
nockeeTBaiite ce ¢ Baumg nexap unu papmanesT npeau ynorpeara Ha TOBA JIEKAPCTBO.

Heronsam o6em naHHy 3a GpeMeHHH xkeHH (nog 200 cny4as Ha OpeMeHHOCT), MPHEMAIIH TPa30I0H, He
TNI0KA3BAT HEXEaHH e)eKTH Ha TPa30OH BLPpXY OPEMEHHOCTTA MITH 3IPABETO HA NJI0Aa/HOBOPOJEHOTO,
Jluncear aApyrH eNUAEMHOIOTHYHH JAHHH,

Koraro TPUTHKO 75 mg ce npuema ao pasiaanero, HoBopoaeHuTe TpaOsa Ja ce Habmoaasar 3a nospara
HA CUMITTOMH Ha OTHEMaHe.

Bb3MOKHOCTTA 33 OTACIAHETO HA MPOAYKTA B MIIAKOTO TPAOBA a ce HMa UPeBUA NpH KbpMELLIN MailkH.

Cnegosarenne ynotpebara na TPUTHKO 75 mg no BpeMe ha neprona Ha OpeMEHHOCT H KbpMeHe TpadBa
Ja ce ODMMCIH Clle/T BHMMATe HA [IPELIeHKA HA CHTHOWEHHETO MOI3a/pHCK.

Illo¢upane n paGora c MamMHAEM

TPUTHKO 75 mg uMa ciabo win yMepeHo BIHAHHE BbPXY CMocoGHOCTTE 32 WodHpane U paboTa ¢
mauidHH. [Taunenrure Tpadea na BHUMaRaT NP WodrpaHe HIH paboTa ¢ MALIHHM, JOKATO CE YBEPAT, Y€ HE
H3ITUTBAT ChHAHWBOCT, CEIHPAHOCT, 3aMagHoCT, 0OBPKRAHE HIIH 3aMBITIEHO 3pEHHE.

TPUTHKO 75 mg chabpxa 3axaposa.
Axo Bawmsar nekap Bu e kazan, ye uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE CE C HEro, Npeun 1a
MpHEMETe TO3H NEKAPCTBCH TIPOAYKT.

3. Kak xa npuemate TPUTHKO 75 mg

JlekapcTBOTO Ce IpHeMa CaMO0 OT Eb3PACTHH MAMHEHTH.
Tabnetkata TPUTHKO 75 mg moxe fa Obje pasicneHa Ha 3 paBHH 03H, KOETO NO3BOJIABA OCTENEHO
l'[pOFpeCHBHO YBCAWYABAHC HA J0O3HPOBKATA, B 2aBHCHMOCT OT TEXKEeCTTa Ha €TO, TErnoTo,




TPHUTHKO 75 mg Tpadea aa ce npuemMa Ha nipaseH WaM mbieH ctoMax. IIpenopwusa ce Aa ce npueMa Ha
TEPANEBTHYHNW NHKNHK OT MNOHE €IHH MeceL,

npld JICYEHHE Ha MIAUHWCHTH B CTap4yeCKa Bb3pacT, JO3HPOBKATA TpﬂGBa BHHMATEITHO J1a C€ YTOYHH OT
NEKapi, KOHTO 112 MNpeUCHH Kak na NpitokH MHHUMAaAHUTC NPCNOPBYHTCIIHH JO3H.

Buapactu: 75-150 mg/nHeBHO, NpUEMaHH KaTo ¢THOKPATHA A03a Bevep, Npeaun narade. Joszuposkara
Moxe na Obae ysenuuera ao 300 mg/nHesHo, pa3acenena Ha aga npuema. Ilpu GonHuuHO neuenne gozara
Moske aa 6bac 3aumeHa no 600 mg/nHeBHO, pa3aeneHa Ha HAKOJIKO NPHEMA.

Ilpu nannenTy B CTAPYECKA Bh3pacT M HEMOIIHH MAITMSHTH [IPCHOPBUHTENRATA TBPROHATUAIIHE 1034 €
HaMalleHa 10 75 mg HEBHO, Pa3/IC/IcHa HA HAKOIKC NPHEMA WK KATO €HOKpaTHa Jo3a Beuep. Jlozata
MOGKE Ja CC ITOBHIIARA NOCTCIICHO, KAKTO € ORNHCAHO NPH BL3PaCcTHH, 1Mo HaﬁJ]IO;‘J,GHHe c1=06pa3H0
TIOHOCHMOCTTA W e(PUKACHOCTTA.

Ynorpeta npH 1ena H 0HOIIH
He ce npenopyusa ynorpebara va TPUTUKO 75 mg npu acua v roHOIIM Ha BB3pacT noA 18 roaunu
NOpajin IHCA HAa AOCTATBYHO JaHHH 3a 0e30macHoCT.

YeproapoOHH HapyLIEHUS: TPa30I0H NPETLPNABA eKCTEH3HBEH MeTab0TH3bM B HEPHHS Jpod H CBLLIO TaKa
ce CBbP3BA C XEMATOTOKCHYHOCT, BHK , [Ipedynpexiaenns v npeanasHy Mepku” W ,,Bb3MoiHl HexenaHn
peakuun”. INayueH Ty ¢ YepHOAPOOHH HapYIIEHH:, 0COOEHO ¢ TeXKA YepHOapoOHa HeAOCTATRYHOCT TpAbBa
Jia KaaT Ha TeXHHH JIEKap, KOITO Lie NpeLeH: Aain € HeoOx0MMO NepHoausHO HAb/IIoNeHHE Ha
uepHOApoOHaTa QyHKIKMI,

Bu6peuHH HapyuwieHHa: OOHKHOBEHO He € HEeOOX0AUMO KOPHIHpaHe Ha 103aTa. BLIpeKH ToBA NalHEeHTH ¢
ObnOpevHn HapyweHKs, ocodeHO B CTyUal Ha TeKKa OBOpeuna HeIOCTATLYHOCT TPAOBA A4 KaXKaT HA TEXHHUA
nekap npeaH Aa sanoynat neucHue ¢ TPHTHKO 75 mg (8w cpmo , Ilpenynpexnenna v mpeanasHy
MepKH ).

AKo cTe npuen noeeve ot neobxoqumara xoza TPHTHKO 75 mg

Haii-uecto chofasannTe HekenaHu peaKlUuH cie Npelo3MpaHe ca CBETOBbPTEK, ChHAHBOCT, TAICHE H
NOBPBillAHE.

B no-cepuoznnre cnydau ce crobllara 3a koma (3aryda Ha ch3HaHUue), TAXUKApIHA (YCKOPEH ChpagyeH
PHTBM), XHAOTOHHUS (HHCKO KPBLBHOTO HAJIAHE), XHIOHATPHEMHMS (HUCKO HUBO HA HATPHH B KPBBTA),
KOHBYJICHH H 3aTpyAHeHO JHiiaHe. ChPASHHHTE HAPYILISHHS MOXKe [a BIIOUBAT Opagnkapaus (3abaseH
Chp/ieYeH PUTLM), Yab/pkasaHe Ha (QT-unteprana v Torsade de Pointes. CUMnTOMHTE MOraT 4a ce ApOABAT
B PAMKHTE Ha 24 vyaca WK NOBeye cel peao3Hpaxe.

IMpepozupade Ha Tpa30AOH B KOMOMHANINS C APYTH AHTHACTIPECAHTH MOXKE 114 IPHYUHH CEPOTOHUHOB
CHUHJPOM.

B cyuaii Ha ciyuaiino norirsuiarde Ha rotemu nosu TPUTHKO 75 mg eebpxkere ce He3abaHo ¢ Baius
JieKap WK OTHAeTe 1o Haii-0u3kaTa GonHuua. Biemere che cebe CH M Ta3u NHCTOBKA.

B cnyuait Ha npeno3upane TpsaOBa ga ce H3N0N3BA AKTUBEH BBITICH HIIM Ja ce HAaNpaBH CTOMAlllHA NPOMHBKA
1 KPBBHHTE eIeKTPONUTH TpabBa fa ObaaT kopurupand. He chinectsyBa cneldryeH aHTHAOT Ha
TPa30A0H.

AKO MMaT¢ HAKAKBU JOMBIHHTENHH BBIIPOCK OTHOCHO yNoTpedaTa Ha TO3H nonuraiite Bains
JeKkap Win (papMaLieBT.




4.

Br3MOKHHE HeXeNanw PCaKIHRA

Karo BCHUKH JICKAPCTBA TOBA JIEKAPCTBO MOXKE Aa MPeAH3BHKA HEXKEJIAHH PCAKLIMH, BBIIPEKH Y€ HE BCEKU TH
NoJIyYaBa.

CrpobuaBa ce 3a clyyau Ha CYMIHIHH MHCITH H CYHIIH/IHO MOBEIEHHE 110 BPEME Ha TEPaNHATA C TPa3oA0H
WIIH CKOPO CEM IPESKbCBAHE HA IEYEHHETO.

CJ'le,E[HPlTe CHMIITOMH, HAKOH OT KOHTO €a 4YeCTO HaﬁJ’ll-Oj],aBElHH MpH CAy4Yad Ha HeJCKYBaHa NenpecHi, ce
CROBIIABAT H TMPpH NAUHEHTH, MOANTONKCHHU Ha TCPAtUd ¢ TPA30/IOH:

Juckpass Ha KpLeTa (M3MEHEHHE B KPBBHHUTE KIIETKH), BRIIIOYHTEIHO ArpaHyJIoLHTOo3a (CHIHO
HamanseaHe Ha Opos Ha onpeaenery Hel KPbBHH KIETKH), TpoMOoIMTONeH A (HaMansaBane Ha
6pos Ha TpomGoLMTHTE), NTeBKOMeHUs (HamangeaHe Ha Opos Ha OenHTe KPBBHH KIIETKH) ¥ AHEMHA
(HamansBaHe Ha Opod Ha YepBeHUTE KPBBHH KIIETKH ),

AJNeprudnu peaxuuu;

CHHApPOM Ha HEQACKBATHA CEKPEeUHS Ha AHTHIHYPCTHYHHA XOPMOH;

HamansgpaHe Ha HMBaTa HA HATPHI B KPBBT2, 3ary0a Ha Terio, aHOPeKCHA, OBHILEH aneTuT,
CyWupaHH MUCTH KM CYHUMOHO MOBEdEHHE, CBECTOAHHA Ha OObpKEaHe, Ge3CHHHE, AS30pHEHTALINS,
MaHH!, TPEBOXKHOCT, HEPBHOCT, BH30YIUMOCT (MHOTO PAJIKO BIIOLLABAILA CE A0 ACHPHYM),

HAJLY IHHYABOCT, ArPECHBHH PEAKLIMH, XaIOLMHAUMH, KOLIMAPH, TIOHMKABaHe Ha IMOGHA0TO,
CHHJIPOM HA OTHEMAHE;

CepoTOHHHOB CHHAPOM, KOHBYIICHH, HEBPOJIENTHYEH 3A0KAYECTBEH CHHPOM, 3aMasgHOCT, BHEHE Ha
CBAT, IMaBo00IHe, CHHIHBOCT, DE3MOKONHCTRO, MOHKEHA OUTENHOCT, TPEMOP, 3aMBIIICHC 3PEHHE,
HapYUWIEHUA HA TIAMETTA, MHOKJIOHYC {BHE3AIHO CBMBAHE HA MYCKYJIT WITH TPYyNa OT MYCKYJIH),
H3paseHa ada3us (HapylieHue Ha CnocoOHOCTHTE 38 KOMYHHUKALHA), MapecTe3ns (MpaByyKaHe,
H3TPBMBAHC H APYTH YCEIUAHUA MO KOWATA), AMCTOHUS (MOHKWKEH WIH NOBMIICH TOHYC Ha
MYCKYJINTE, TEKAHH W CBAOEE), TPOMAHA Ha BKYCa;

Cbpaevna apuTMmust (HapyIIeHHA Ha ChpJeUHHS PUTHM), BKounTenHo Torsade de Pointes,
NAIHTALHY, IPEKACBPEMEHHH BEHTPUKYIAPHH KOHTPAKLIMH, BEHTPHKYIAPHH KYIUICTH,
BCHTPHKY.JIApHA TaxuKapausA, Spamukapnus (3a0aBeH chp/eveH PUTEM), TaXHKapans (yCKOpeH
cbpaeqeH puteM, EKT™ abHopmanuocTy (yabiskasane sa QT-uHTepBana);

OpTocTaTHYHA XMITOTOHHS, XMNEPTOHHA, IPUNALbLA;

HazanHa KoHrecTHa (3allyLieH HOC), 3aTPY/AHEHO IMIIAHE,

['aneHe, noBpeLIaHE, CYXOTA B YCTATa, 3aMeK, AHApUS, JUCTIENICHS (JIOLWO XPaHOCMHIIAHE),
CTOMallHa OONKA, FACTPOSHTEPUTH, YBEITUHEHO CJIOHOOTIASIIAHE, IAPAIHTHYEH Hieyc (HapyllleHHe B
nacaxka Ha CTOMAIIHO-YPEBHUS TPAKT);

Hapytuenns na yepnoapobrara dhyHKIHA (EKNIOYHMTETHO KEITEHHLA H XETAaTOLCY IAPHU
YBPEKIAHHA ), HHTpaXernaTajlHa X0ecTasa,

Koxen 06pus, npypuryc {Cbpbex), XMNepxuaposa (MOBHUIEHO TIOTOOTIENAHE);

bonku B kpaiiHuimTe, 6OOKH B repba, MUANFHA, CTABHK DOTTKH;

Hapyweuna npu ypHHHpaHe, KAaTO YpHHAPHA HHKOHTHHEHUHS (M3IyCKaHe HA YPHHA) HilH
3aXbPKaHe HA YPHHA (HeBb3MOXKHOCT 3a YPHHHUPaHe);

Tlpnanuzem,

CnabocT, OTOK, FPHIIONIONO0HN CHMITTOMH, YMOpA, 00IKa B IPbIHNAA KOII, TPECKa;

[ToBHIIaBane Ha YePHOAPOOHHTE EH3HMM.

CrodmaBane HA HEKETAHH PeaKIAH

AKko NONYYHTS HAKAKBH HEMKEIAHH JICKAPCTBEHH PEAKIIHH, YBEAOMETE
BK/THOYBd BCHYKH Bb3MOXHH HCONHCAHH B TA3H JIMCTOBKA HEXKEAH




HEXKENAHH PEAKIHH JHPEKTHO 4PE3 HALlHOHATHATA CHCTeMa 3a choblnaeaHe: M3ameiHMTENHA areHLMs no
nexapcTearta, ya. ,.Jlaman ['pyes” Ne 8, 1303 Cogus, Ten.: +359 2 8903417, yebcaiit: www . bda.bg.
Karo cpo0Liasare HeKETaHH PeaKiiny, MOXKETe [a JaAeTe CBOA MPHHOC 38 MoAyqaBaHe Ha NOBede
HHopMaLIHA OTHOCHO DezoMmacHOCTTa Ha TOBA NIEKAPCTBO.

5. Kag na cexpaunsate TPHTHKO 75 mg

Ja ce cexpanssa moa 25°C.

He u3nonseakte TOBA NEKAPCTBO Chiel CPOKA Ha FOHOCT, OTOETA3aH BEPXY KAPTOHEHATA ONIAKORKA.
Ja ce cbhxpaHaBa Ha MACTO, HEIOCTBITHO 32 J€elg.

He u3xBbpiisiiiTe NekapeTparTa B KAHAJIM3ALMATA WM B KOHTelfHepa 3a oMalllHy otnansuH. [Tonuratite
Bauma ¢gapMareBT Kak A3 U3XBBPIISTE IEKapeTBaTa, KOMTO Bede He u3non3Bate. Te3u MepKH 11ie CnomMorsar
33 OMa3BaHE HA OKOJNHATA Cpeaa.

6. Chabpxagne HA ONAKOBKATA H I0NbJIHHTENHA HHEGOpManHy
Kakso ceabpxa TPHTHKO 75 mg

AKTHBHO BElICCTBO: TPA30A0OHOB Xuapoxiopua (trazodone hydrochloride) 75 mg.
Apyru CbCTaBKH: 3aXap03a, MOBHIOH, KapHayOCcKH BOCHK, MarHeIrNeR cTeapar.

Kak maraesxna TPHTHKO 75 mg ¥ KaKBO CLABPAKA ONAKOBKATA

Henumn tabnetku ¢ yIbmKeHo 0cBOGOKIaBaANE, IeTHMH HA 3 9acTH.
TPHUTHKO 75 mg ce npeanara 8 PVC/anyMuHHeRn 6aucTepH, NOCTABEHH B KAPTOHEHA KYTHA, ChAbpiKalla
30 TabneTrkH M NPUIIOHKEHA JTACTOBKA 3a NAIIHEHTA.,

Ilprrexare] Ha paspeuieHHETO 3a ynoTpeda
Ankennnu ®apma Brarapus EOOQ/]

6ya. ,Acen Hopaanos® 10

Codua 1592, Benrapus

Ten.: +35929751395

Maxe: +359 2971 5745

IIponzBoauTEN
Aziende Chimiche Riunite Angelini Francesco S.p.A
Via Vecchia del Pinocchio 22, 60131 Ancona, Hranua

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

3a JoNbLAHMTENHa WH(pOPMAUMA OTHOCHO TOBA JICKAPCTBO, MOJA CBBIKETE CE€ C TIPHTEXKATEN® Ha
paspeilleHHETo 32 YNoTpeba




