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TPUTUKO XR 150 mg 1a6.1¢TKM ¢ yIbinKeH0 ocBoGoXk/1aBaHe
TRITTICO XR 150 mg prolonged-release tablets
TPA300HOB XMAPOXT0pH (trazodone hydrochloride)

TpoucTeTe BHUMATEINO NAAATA AUCTOBKA NPE/IH 12 3aM0HETE 12 IpHeMaTe T0BA JIeKapeTRo,
THil KATO TS ChALPAA BAXKHA 32 Bac nndopvanus.

- 3ana3eTe Ta3n IMCTOBKA. Moe /1a ce HaloXH J1a s npoyeTeTe OTHOBO.

- AKO 1IMaTe HSIKaKBH 0TTHIHATETHM BHIIPOCH, NonHUTaiiTe Bariis nekap Hik (hapmaesT.

- ToBa JekapcTBO € peAnucano uuHo Ha Bac. He ro npeotcTsriBaii1e Ha IpyrH Xopa. To moxke na
HM HaBPE/IH, HC3ABUCHMO OT TOBA, Ye TEXHHTE CHMINITOMH ca ChllHTE KaTo BauiuTe.

- AKO NOJTyuHTE HaKaKBM HEXETaHH peakinu ypeaomete Bariins nekap uit tapmauent. Tosa
BKJIIOUBA M BCHYKHM Bb3MOXKHM HEXCAHN PeakiMH, HEONHCaHH B Ta3H THCTOBKA. BikTe TOUKa 4.

KakBo CbABbPKA Ta3H JIHCTOBKA

Kakso npexacrasnssa TPUTUKO XR 150 mg u 3a kakBO C€ M3M10/13Ba
KakBo TpsibBa Jia 3Haere npeau aa npueMere TPUTHUKO XR 150 mg

Kaxk na npuemare TPUTHUKO XR 150 mg

Bb3MOXHHN HeXenaHu peakumu

Kax na cbxpanssate TPUTUKO XR 150 mg

ChIbpkaHHe Ha ONaKOBKATa W NOMbJIHUTENHA HHPOpMaLKs

T

1. Kakso npeacrasassa TPATHKO XR 150 mg 1 3a KaKBO ce H3M10/13B2

TPUTHKO XR 150 mg e nekapcTBo, KOETO ce NpHiara 3a je4eHHe Ha AeNpecHBHH PasCTPOMCTBA C HIIM
6e3 TpeBOXHOCT. Te3H JiekapcTBa Ce Hapu4at aHTHAETPECAHTH.

2. Kakso Tpsi6Ba 1a 3uaere npean 1a npuemere TPUTHUKO XR 150 mg

He npuemaiiTe TPUTHUKO XR 150 mg Ta6JeTKH ¢ YAbJKeHO 0cBo00KNaBaHe:
- aKo CTe alepruyHH KbM aKTHBHOTO BEILECTBO MJIM KbM HSKOS OT OCTAHAIUTE ChCTABKU HA TOBA

nexapcTBo (M36poeHH B ToUKa 6).
- MpY AJKOXOJIHA MHTOKCHKAIMs M HHTOKCHKALWA C XHITHOTHYHH JIeKapeTsa.

- TpH TEXbK MHPAPKT Ha MUOKap/a.

IpeaynpexieHus: H NpenasH! MepKH
I'oBopere ¢ Bawms nekap unn ¢papmanest, npeau aa npuemere TPUTHKO XR 150 mg.

Tleouampuuna nonyrayus.

TPUTHUKO XR 150 mg He Tps6Ba ja ce U3M0JI3Ba OT Jiela 1 IOHOLLH Ha Bb3pacT noa 18 ropunu. llpw Tosa, e
HYAHO J1a Ce KaXke, 4e KOraTo C€ M3I10/13BaT NPy NauMeHTH nod 18 roanty, Tasu rpyna JIekapeTsa MOXe Aa
TIOBUILM PUCKA OT HEXeJaH! PeakLiiH, KaTo ONMT 3a caMoyGHHCTBO, IIaHUPAKe HA CaMOyOHIicTBO 1
Bpask/ie6HocT (IPEAMMHO arpecHBHOCT, MIOBE/CHME Ha NPOTHBOIIOCTaBsHE H IHaB). OCBEH TOBA MNCBAT

Cb3PABAHETO M KOIHUTHBHOTO M ITOBEJICHUECKO pa3BUTHC.

Cmywenusi npu mecmeaiie 1na ypuna
Axo, jtokaro nipuemare TPUTUKO XR 150 mg ce napnpiun ckpuimin 3a HAPKOTHIM 1




cnelg iU TEXHHKH, BH3MOKHO € /1 CE OTHETE damnus nosuruen pesysrar. Tosa ce bJkKH Ha
AHATHTIYHM CMYLICHHS MYy META0ONMTA HA TPA3OZIOH M aM(eTAMUHOBHS JIcpHBAT (excrasn). B Te3u
ciyuait ce koncy Tnpaiite ¢ Baims ackap TnoucKaifTe NOTBbPXK/IEHHE Ha aHalk3a, KaTo Ce U3M0II3BaT ApyrH
TexHikn ( Mac crektpomerpis (MS) WM anTepHaTHBHO /la ce W3ros3pa TevHa xpomarorpacdus - TaHAem Mac
cnektpomerpns (LC- MS/MS), npi KOHTO CIIOMEHATHTE CMYLIIEHHS HE HACTHIIBAT.

Camovouticmeo/cyuyuonu MUCIu wi KnunuiHo enowasane

JlenpecisiTa e CBbp3aHa C NOBHLICH PUCK OT CYHIIH/IHH MUCITH, CaMOHApaHABAHE H camoy6HicTBO (CHOUTHS,
CBBP3aHN ChC CaMOYOHIICTBO). PUCKDBT CHLIECTBYBA JI0 IOCTHTaHE HA 3HAUMMA pemucus. Tobii kato
nonoGpenne MoXke /1a He HACTBIHN NPE3 MbPBUTE HAKOJIKO CCIMHLIHM HITH ToBEHE OT HayaJIoTO Ha JIEYEHHETO,
nauMeHTHTe TpSOBa BHUMATENHO J1a ce HabJlio/1aBarT /10 NosBara My. KJIHHUYHUAT ONMT MOKa3Ba, Y€ PHCKBT
OT camoyGHIiCTBO MOe J1a HapacHe Npe3 PaHHUTE ETanu Ha Bb3CTAHOBUTE/HUSA MEPHOL.

M3BecTHO €, ye MaluueHTH C aHaMHe3a 3a CBGHTHH, CBBbpP3aHH CbC CaM0y6HﬁCTBO WJIM MOKa3BallH B
3HAUYMTEJIHA CTENEH CYULIMAHA MUCIIH, NTPEH 3aMoyBaHe Ha JIeYeHHUEeTO ca U3JI0KEHH Ha [M0-BHUCOK PHUCK OT
CYHLHMJIHU MHUCJIM UJIU OTUTH 3a CaMoyGMﬁCTBO u Tpﬂ6Ba aa 6baar HabJiroaBaH BHUMATEHO o BpeMe Ha
JieyeHnero. Mera-aHanu3 Ha KOHTpPOJINpaHHu € mauedo KIMHHYHA Npoy4BaHHs Ha aHTUAEINPECaHTH MPH
Bb3pacTHH NMAUMUEHTH C NCHXHYHH pa30Tpoﬁcrsa [0Ka3Ba MOBHUIIEH PUCK OT CYMUUIHO MoBEJAEHHUE MPH
MalMEHTH NoA 25 roauiuHa BB3pacT, JIEKYBaHH C AHTHAENpPECaHTH B CpaBHEHHE C riaue6o.

JlexapcTBeHata Tepanus Tps0Ba Ja ce ChIBTCTBA ChC CTPOTO Haboie e Ha TalMEeHTHTE W B 4aCTHOCT Ha
Te3u C MOBHIIEH PUCK, 0COGEHO B HAYAJIOTO Ha JIEYEHUETO H ClIEl IPOMEHHU B 103aTa. [Mauuentute (4 TE3H,
KOMTO CE IPHXaT 3a TsX) TpsOBa Aa 6baaT NpefynpeacHHu 32 HeoOX0AMMOCTTAa OT HaOJIOJEHHE 33 BCEKH
NMpU3HAK Ha KIMHAYHO BIIOLIABAHE, CYULIMIHO NOBEJICHHE UIH MUCIIH, H HeoOHyaliH1 MPOMEHH B
NOBEICHUETO, KAKTO M He3abaBHO Jia IOThPCAT KOHCYITALKS C JIeKap, aKO TaKiuBa CHMIITOMHU C€ MOSBAT.

Koncynrupaiite ce ¢ Bays nexap npeay Ja 3aloyHeETe fia npueMare TPUTHUKO XR 150 mg B cienHute
ClIyYau:
- Enunencus, No-CIeLMAaIHO Aa ce U30irBa ps3ko yBeauyaBaHe WM HaMaJlsBaHE Ha 103aTa;
- TlauueHTH ¢ YepHOAPOOHA WK GbOPEYHa HEOCTATHYHOCT, 0COGEHO TEKKa;
- TlauueHTH cbC ChpAEYHU 3a00JISBAHUS KATO aHTMHA NEKTOPHC, HApYLIEHa MPOBOAMMOCT;
WM pa3/inyHa cTeneH Ha AV 610K, CKOpOLLEH MH(GapKT Ha MHOKap/a;
- XunepTUpOUAU3BM;
- HapyueHo ypuHUpaHe, KaTo XUIEPTPO(Hs Ha MPOCTATa, MaKap npobJieMu Jla HE Ce O4aKBaT, Thi
KATO AHTUXOJMHEPIUYHUAT €QEKT Ha TPa30/I0Ha € HE3HAUYUTENICH;
- OcTpa 3aKpUTOBIbJIHA I1ayKOMa, IOBULICHO BBTPELIHO-0YHO HAJIATAHE, MAKap Y€ ChLUECTBEHHU
M3MEHEHHs He Ce OYaKBaT, Iopajiy HE3HAYMTETHUS aHTHXOMHEPrUIeH eeKT Ha TPasoJoHa.

Tpu nosiBa Ha xbarerua nedenuero ¢ TPUTUKO XR 150 mg cnienipa fia ce npeyCTaHOBH.

TTpHeMbT Ha AHTH/ENPECAHTH OT MALUEHTH C WM30(PEHHs UM APYTH ICHXOTHYHH 3a00/IABAHUS MOXE /1
[IPUYMHY BIOIIABAHE HA ICMXOTHYHUTE CHMITOMH. [1apaHOMIHMTE MUCIH MOXE Ja ce 3acIAT. 1o Bpeme Ha
JIGYEHHETO C TPA30/I0H JenpecuBHAaTa (asa Moxe Ja ce NPOMEHH OT MaHHaKalHO-AENPECHBHA B MaHHaKalHa.
B ro3u cayuaii npuemsbT Ha TPUTUKO XR 150 mg Tpsabsa aa ce npeycTaHOBH.

Onucany ca B3aMMOAEHCTBUS 110 OTHOLICHME Ha CEPOTOHMHOB CHHAPOM/ 3710KAUECTBEH HEB
CHH[IpOM B CJlyyait Ha ChIIbTCTBalLA yroTpeba Ha Jpyrd BelecTsa Chbe CEPOTOHHHEPTHY
ApYr# aHTujenpecanTi (Hanp. TpULMKIMYnK antuiernpecanti, SSRI, SNRI 1 MAO - l&
HesposienTui. CbobLIaBa e 3a 3J10KaYeCTBEHN HEBPOJIETITHYHI CHHAPOMH C JIETal )

CBIILTCTBALL IPUEM C HEBPOJICIITHLM, 32 KOUTO TO3W CHHJIPOM € JloKa3aHa HexelaHa




Buxre “Jlpyrn nekapersa 1 TPUTUKO XR 150 mg” u | Bhamoxnu nexenanu peakinu™ 3a J0MbIHHTENHA
uHdopmauns.

Twit kaTo arpanyjnoumMrosara MOXC J1a C€ 1TPOSABU KJIMHUYHO C FpHHO[IOIIOGHH CHUMIITOMH, BB3MAJIEHO I'bPJIO H
Tpecka, B Te31 ciydan cc npenopbyBa U3CJIEABAHE HAa XEMATOJIOTHUSATA.

CboOiuana ce 3a XMIOTOHKS, BKIIIOYMTESTHO OPTOCTATHYHA XUITOTOHUS H NpUnaabUXA MPH MaLKHEHTH,
npuemaiin TpasooH. CbNbTCTBALLOTO TpUEMaHC Ha JICKapCcTBa 3a MOHH)KaBaHe Ha KpPbBHOTO Ha/IsAraHe
Tpa30J0H MOXE Aa U3UCKBA HaMaJIABAHC Ha J103aTa Ha aHTUXUINEPTEH3UBHOTO JIEKAPCTBO.

an NMalMEeHTH B HanpeaHaia Bb3PacT MO-4€CTO MOXE Jia C€ MpOosABAT OPpTOCTaTHYHATA XHUITOTOHHA,
CBHJIMBOCT KaAKTO ¥ APYIr aHTUXOJIMHEPTHYHHU C(bGKTVl Ha Tpa3oJioH.

CneunanHo BHUMaHue cjie/Ba na ce 06}>pHC Ha Bb3MOXHOCTTA 33 AOINBbJHHUTEIHH CCbeKTM MpHu CbIIBTCTBALIIO
JIEYEHHUE, KaTo HanpHuMep C ApyTrH NCUXOTPONHHU WM aHTUXMINIEPTCH3UBHU CPEACTBA, MUK Npy HUTAYUETO Ha
PHCKOBH CbaKTOpH KaToO CbIIBbTCTBALLIO 3360HﬂBaHe, KOETO MOJXe€ Jla BJIOLUM T€3W pEaKUHH. anﬂOp‘b‘{HTCHHO €
HauHeHTbT/6OJIHOI‘J'IEIIa‘{'bT nae HH(bOpMHpaH OTHOCHO Bb3MOXHOCTTA 3a TaKMBa pEaKLUHH H BHHUMATEJIHO Ja

ce HabmonaBa 3a TakKWBa CQJGKTVI MpH 3aM0YBaHE HA JICYEHHUETO, NMPEAH H CIIEN Bb3XOAI0TO THTPUPAHE Ha
J03arTa.

Cnen neuenne ¢ TPUTUKO XR 150 mg, ocobeHo ako € NpoAb/IXKUTENHO, CE NPenopbiBa MOCTENEHHO
HamaJisiBaHe Ha Jl03aTa C OrJie]] MUHUMH3UpaHe Ha CUMITOMUTE Ha OTHEMaHe, XapaKkTepu3Hpally ce C
rajieHe, rnaBoboIMe ¥ HepasoJioKeHHe.,

Hsima cBenenus 3a NPUCTPACTABAHE KbM TPa30JAOHOB XUAPOXJIOPHUA.

KakTo mpy JpyruTe aHTHACNIPECaHTH, UMa Clly4ad Ha ynbibkaBaHe Ha QT-uHTepBana, Makap ¥ MHOTO
penxu. [Ipenopbusa ce BuuManue npu npeanucsadero Ha TPUTHKO XR 150 mg ¢ nexapcTBEHH MPOAYKTH,
xouto yabikasaT QT-untepsana. TPUTUKO XR 150 mg cneaga na ce U3Mo3Ba BAUMATENHO OT NMAlUEHTH
C JI0Ka3aH¥ ChPIEYHOCHI0BHU 3a60JIsIBaHNUs, BKJIIOUMTEHO TaKUBA, CBbP3alH C yabkaBaHe Ha QT-
MHTEpBaJa.

Mouunute naxubutopu Ha CYP3A4 Moxe fa NpUYMHAT NOBMLIABAHE HA CEPYMHHTE HUBA Ha TPa3o/0Ha.
Buxre ,,Jipyru nekapctBa 1 TPUTHMKO XR 150 mg” 3a gonbiHuTenHa vHpopManus.

Kaxro apyru JiekapcTsa ¢ anda-aJpeHOTMTHIHO AeHCTBUE, TPA30JI0H MHOTO PAAKO BOAM A0 NpHanuszbM. Toi
ce JleKyBa C MHTPaKaBepHO3HO MHXXEKTHPaHE Ha anda-aHAPeHEPruyeH areHT KaTo Hanp. afApeHaluH WK
merapamuHol. CrobLiaBa ce, o6aye, 3a HHAYLMPAH OT TPa30/OH NPUANIM3bM, KOMTO € HAIOXKHUI XUpYpruvHa
MHTEpBEHLMS WK € JOBE [0 IepMaHEeHTHa cekcyanHa Auc@yHKuus. [TaMenTH, KOMTO pa3BUBaT Tasu
HEXeNaHa peakuus, TpsiOBa He3abaBHO Aa npeycraHoBsT npuema Ha TPUTHUKO XR 150 mg.

Apyru nekaperBa 1 TPUTHKO XR 150 mg

Tpsi6Ba 1a kaxere Ha Bains jiexap uiu GapMmalesT, ako pieMaTe, HACKOPO CTe NPUEMaI UIIK € B3MOXHO
Ja npyemarte Apyry JlekapcTaa.

Obwu: CenatnBHUTE €)EKTH HA AHTUIICHXOTULMTE, IPUCIMBATENHUTE, YCIOKOUTENHUTE, aHKCHOMUTHLIUTE U
aHTHXMCTAMHHOBHTE JIEKapCTBa MOXKE J1a CE 3aCHJIAT; B TAKMBA Clly4au ce NpernopbyBa HaMassBaHe Ha 103aTa.

Merabonn3upanero Ha aHTH/IENPECAHTHTE CE YCKOPSBA [Opal YepPHOAPOOHHUTE edeKTH

KOHTpauenTusy, GeHnTonH, kapbamasenut u 6apGutypari. MeTaboNM3MpaHETO Ha aH
BB3MPENSATCTBA OT LMMETHANHA U HSAKOM IPYTH aHTUIICHXOTHUHH JIEKapCTBa.

Tps6Ba na kaxere Ha Bawwmst ekap, ako NIpUEMaTe HIAKOE OT CICAHHUTE JIeKapCTBa:



Hwxubumopu Ha CYP3A4:

Te BKIOUBAT CPUTPOMULIAH, KETOKOHA30]1, HTPAKOHA30JT, PHTOHABUP, HHjIHHABHP U HeazosioH. Tesm
nekapeTha 3aCHIIBAT HOKC/IAHUTE pCakiitt Ha TPUTHKO XR 150 mg. INopaau ToBa ChIITCTBALIATA
ynotpe6a TpsiOBA /1a ce H3GAIBA, KOTaTo € BL3MOKHO WM MIOHE Jia Ce HAMAJIH /103aTa Ha TPUTHUKO XR 150

mg.

Kapbamasenun:
CHIHTCTBALMST IPUEM ¢ kKapbamasenuH BOM 710 HaMalleHH a3MeHH KOHLEHTPaLHH Ha TPasofoH.
MaunenTrTe cneaBa Aa ce HabiroaaBaT BHUMATENHO, 3a [1a C€ BUAH Jajlk He € HeobxouMa Mo-BUCOKa [103a

TPUTHUKO XR 150 mg.

Tpuyuxnuynu anmudenpecarnmu. CbILTCTBALLMAT NPHEM Clle/1Ba [1a ce 13064rea nopaau puck ot
B3anmozeiicTaue. Jla ce cneau 3a CePOTOHHHOB CHHPOM H Cbp/IeHHOCH0BH CTPaHHHH eeKTH.

@nyoxcemun: ChoblIaBa ce 38 PeIKH Cllyyau Ha MOBULICHHU 1a3MEHH HUBA Ha TPa3ONOH H HeB1aronpHUATHH
ed)eKTH Npu KOMOGMHUpaHe Ha TPa3oloH ¢ payokceTnH. He e u3ko4eHo (hapMakoJMHAMU4HO
B3auMO/1eiiCTBUE (CEPOTOHHHOB CHHPOM).

Hnxubumopu na monoamunosama oxcudasa (MAQI). Bp3moxkHu ca B3aMOJIEHCTBHS C HHXHMOUTOPHUTE Ha
MOHOaMHHOBATa OKCHJa3a. Makap HsKOH Jiekapy 4a KOMOMHHPAT ABETE JIEKapCTBa, chITbTCTBALIATA yrioTpe6a
#a TPUTHUKO XR 150 mg ¢ MAO]I, unu 10 ABe CEAMHLH CJIe] NPEKpaTABaHe Ha nprueMa Ha Te3H JIeKapCTBa,
He ce npenopb4Ba. He ce npenopbysa ¥ NpUeM Ha MAOI 110 efHa ceMHUlIa cliefl TpeKpaTsBaHe Ha JIEYEHUETO
¢ TPUTHKO XR 150 mg.

Anmuxoazyranmu w/unu anmuazpe2anmu (npedo8pamasausu CoCUpeanemo Ha Kpbema): IPOMEHH B
ChCUPBaHETO Ha KPbBTa CBbP3aHU C PHCK OT KbPBEHE.

Deromuazuny: ChITbTCTBALLIATA YIIOTPe6a ¢ XJIOPIpoMasuH, ¢iydeHasuH, IeBOMENPOMasHH, nepdeHasuH
MOXe 12 JOBEZE [0 TeXKa OPTOCTATUYHA XUTIOTOHHS.

Anecmemuyu/ myckynnu penaxcanmu: TPUTAKO XR 150 mg Moxke Ja 3aCHI1 edeKTUTe Ha MYCKYJTHUTE
pENaKCaHTH M JIETIIMBUTE aHECTETHLIM, 3aTOBA NIPH ChIIbTCTBALLATA yrnorpeba e HeoOXOAMM NpeAnasnuB

NOoaXOA.

Anxoxon: Tpa3o[0H 3acHjiBa CEAATHBHUA edext Ha ankoxona. Ilo Bpeme Ha jieyeHue ¢ TPUTHUKO XR 150 mg
ynotpe6ara Ha ajlkoxoJl Clle/iBa Jia ce nu30sraa.

Jlesodona; AHTHAENPECAHTHTE MOTaT J1a YCKOPAT MeTabo/IM3Ma Ha JIeBOJoMNa.

Hpyeu
Cobnprersamara ynorpeta Ha TPUTUKO XR 150 mg ¢ nekapcTsa, KOMTO 10Ka3aHO y/bJKaBaT QT-

MHTEpBaJa, MOXeE J1a IOBULIM PUCKA OT BEHTPUKYJIAPHU apUTMHUH, BKIIIOUATENIHO Torsade de pointes. B
TakvBa CJly4H € HeoBXO/IMMa NPEANA3IMBOCT N0 OTHOLICHUE HA CBITLTCTBALLATA YNIOTPEDA Ha TE3U NIEKapCTBa
¢ TPUTUKO XR 150 mg.

Tpaso/10H MOXe 1@ MHXMOUPa MI0BEYETO OT OCTPUTE ePEKTH HA KJIOHHIHMH.
Twit KaTo TPasoj10H € MHOro cj1ab MixuéuTop Ha obpaTHUs 3aXBaT Ha HOpaApEHAIHHA H |
peakuusTa Ha KpbBHOTO HAJAraHe KbM THPaMMH, He Ce OvaKBa Jia MOBJHMAC BbPXY XY
JieficTBYEe Ha ryaHeTHIMHOBUTE CheanneHus. [TpoyuBanus BLPXY nabopaTopHH XKHUBOTIH{f
TPajl030H MOXE /1a B3INPEINSTCTBA MI0BEYETO OT OCTPUTE epekTH HA KIOHHAMH. [lo ot



JU10BC JICKAPCTBA 32 JICUCHNC HA BUCOKO KPBBHO HaJidraHe Tpﬂ6Ba Jla ce 0TYHTa Bb3MOKHOCTTA 32
nOTCHUMPAHE, MaKap na He ¢ ch0011aBa 3a KANHUIHY B3AUMOJICHCTBHS.

Hexenaunte CQ)CKTH Morar aa Ob1aT 1Mo-4eCcTH, KOrato Tpa3ojioH ce npuema ChITHTCTBALIO C MPOJYKTH,
ChAbPKAUM KbIT KaHTapnoH.

ChIbTCTBALLATA YROTPea Ha TPasoAoH 1 Bapdapht Moxe Ja I0BE/E 10 MPOMEHH B MpOTPOMOHHOBOTO
BpEME.

CHILTCTBALMAT TIPHEM € TPA3OA0H MOXE /12 IPHUHHH NIOBHIlABAHE Ha CEPYMHHTE H¥MBA Ha JUTOKCHH HIH
(hEeHUTONH.

BpemMenHoCT, KbpMene U GepTHIHTeT

Ax0 cTe OpeMeHHa WIN KbPMUTE, CMSATATE, Y€ MOXE 1a CTE Ope

MeHHa MM TaHupaTe OpeMeHHOCT,
nochBeTBaiiTe ce ¢ Baums nexap unu GapmauesT npeau y

notpeGara Ha TOBa JEKapCTBO.

Heronsm obem nanHu 3a 6pementu xern (non 200 cryyas Ha GpeMEeHHOCT), TP

yemaliy Tpa3oaoH, HE
TIOKa3BaT HEXEJIAHU e(bexm Ha TPa3o/loH BbPXY GPEMCHHOCTTa WK 31paBeTo H

a 11018/ HOBOPOJEHOTO.
JlumcBaT Apyry eMUAEMUONIOTHYHU aHHH.
Korato TPUTHKO XR 150 mg ce nprema 10 pakJiaHeTo, HOBOPOACHHTE TpsibBa fa ce Ha0mi0/1aBaT 32
TI0SBaTa Ha CUMIITOMHU Ha OTHEMAHE.

Bb3MOXKHOCTT 32 OTAESHETO Ha MPOLYKTA B MIIAKOTO TpsibBa fa ce UMa Npe/BH/ NP1 KbPMEL MaiKu.
Crenosatento ynotpebara sa TPUTUKO XR 150 mg 1o Bpeme Ha neprosia Ha OpeMEHHOCT i KbPMEHE
TpsOBa Aia ce 0GMMCIH Cliejl BHUMATEIIHA NPElieHKa Ha CHTHOIIEHUETO NON3a/PHCK.

Iodupane u pabora ¢ MAIMHH

TPUTUKO XR 150 mg uma c1abo 1l yMEPEHO BIMSHHUE BHPXY CIl
MamHy. [lauseHTuTe TpsOBa a BHUMABAT MpH 1O

ocobHOCTTa 3a moupaHe 1 paGota ¢
M3MUTBAT ChHIMBOCT, CEINPaH

¢upane i paGoTa ¢ MALLMHHU, JOKATO CE YBEPAT, He HE
0CT, 3aMasgHOCT, OGBPKBAHE UJIH 3aMBIIIEHO 3pEHNE.

TPUTHKO XR 150 mg chabpxka HATPHH
ToBa 1eKapcTBO ChIBPKA N0-MAIKO OT 1 mmol Hatpwuii (23 mg) Ha TableTKa, T.c. MOXKE 1 Ce Kaxke, e
TIPaKTHUECKH He ChAbPXKA HaTpUil.

3. Kax na npuemate TPUTHKO XR 150 mg
JlexapeTBOTO ce NPHEMa CaMo OT BL3PACTHH NAUHENTH.

Ta6nerkure TPUTHMKO XR 150 mg ca feauMu Ha 2 4acTH, KOETO M03BO/1sBA NOCTENEHO NOBULIABAHE Ha

J103aTa, B 3aBUCHUMOCT OT TEXECTTa Ha BaGOHﬂBaHeTO, TErJ0TO, Bb3pacTTa U OT 001110TO CbCTOSIHHE HA
nanueHTa, rno JIeKapcko npeanucaiue.

lpenopbunTenHara Hauaja 103a e 150 mg Be/bK AHEBHO. Jlo3ata Mode Ja Obje yBenuuaBaHa cbe 75

mg/jesHo (nosiosuH Tabnetka ot 150 mg) Ha BCEKM TPU AHH (nocTuraiku 10 225 mg/AHEBHO HA YETBBPTHS
JieH 0T TepanuaTa) 10 MakcumyM 300 mg/auesto.

B Hsikou Ciyyay HauanHara 103a Moxe ja Ob/ie Hamanea Ha 75 mg/AHEBHO (noJIoBHH TAbNEL
NIOCTEIIeHO yBesMyaBane Che 75 mg/anesto (nonosui rabnerka ot 150 mg) Ha BCEKH TP
300 mg/nuesHo.

Tabnerkute TpsOBA /12 CE IIPUEMAT Ha [IIA/IHO ¢ yalla BOJA, BE/bXK AHCBHO, BEUepTa



Ta6neTkuTe He TPAGBA /1@ ce Pa3TpOIIABaAT UIH AHBYAT, 32 1a CE OCHT'YPH YIBIKEHOTO ocBoboKaBaHe Ha
NeKapcTBOTO.

npll NauNeHTH B cTapyecka Bb3pacT U HEMOLIIHHU NMALUHEHTH, npenopbYrTESIHATA MbpBOHaYyasHa 103a €
HamalieHa 10 75 mg NHEBHO, pa3ziesieHa Ha HAKOJKO npuema MM Kato eAHOKpaTHa [03a Beyep. [IozaTa MOKeE

7a cé NOBHILIABA NOCTENeH0,KaKTO € OMMCAHO NPH Bb3PACTHH, MO HabofieHIe ChoOpa3HO MOHOCHMOCTTA H
euKacHoCTTa.

Ynorpeba npu aena u I0HOWH
He ce npenopbusa ynorpebara ha TPUTHUKO XR 150 mg npy Heua u IOHOUIK Ha BB3pacT MOA 18
TOAMHU, TIOPAJM JMIICA Ha 10CTATBYHO laHHK 32 6e30MacHOCT.

YepHoapoOHM HApYLIEHUS

Tpa3oloH MpeTbPNsBA EKCTEH3UBEH META00NM3bM B HEPHHS Jpo6 H CHILO Taka ce CBbp3Ba €
XeTMaTOTOKCHYHOCT, BUXTe ,, I [peaynpexaeHus 1 npenasiu Mepku” H ,,BB3MOXKHH HEXENIAHH peakuHuH”.
TauMeHTH ¢ YepHOAPOGHH HapyIIEHUs, 0COBeHO C TexKa yepHOApOOHa HEAOCTaThYHOCT TpsAbBa Ja KaxaT
Ha TexHus JeKap, KOUTO e NpeLeHn Jaii € HeodX0AMMO NEpHOAHIHO HaGmoleHHe Ha YepHOopoOHaTa
hyHKUHMS.

BbOpeyHy HapyLIeHUs

OBHKHOBEHO He € HeoOXONMMO KOpUrupaHe Ha j03ara. Bempeku TOBa NallACHTH ¢ 6BOpedHH HapyLIEHHS,
0coBeHO B CITydau Ha Texka ObbpeuHa HeAOCTaTbYHOCT Tpsi6Ba 1a KaxaT Ha TEXHHs Jiekap Mpeiu na
sanounar neyenue ¢ TPUTUKO XR 150 mg (BixkTE CHLIO LlIpenynpexaeHns 1 npenasHu Mepku”).

AKO CTe NpHeJH MoBeYe 0T Heo0X0AHMAaTa 1032 TPUTUKO XR 150 mg

Haii-uecTo ChOBIIABAHUTE HEXENaHH PeakUMu Clie[ NMPefo3upaHe ca CBETOBBPTEIK, CBHJIMBOCT, FajieHe U
NOBpPbILUAHE.

B no-cepro3HuTE CilyyaH ce Cbo0llaBa 32 KOMa, TaXHKap/iid, XUIIOTOHHS, XUIIOHATPUEMHS], KOHBYJICHH H
3aTpyHeHo Auliane. ChpICUHHTE HApYIICHUA MOXE 12 BroyBaT Gpaaukapaus, yabwkasane Ha QT u
Torsade de Pointes. CUMNTOMHTE MOraT Aa ce NMpOsBAT B PaMKUTE Ha 24 yaca UM OBEYE Clex
pefo3MpaHe.

TIpeno3upane Ha TPa3oAO0H B KOMOUHALKS C APYTH aHTHACIPECAHTH MOXE 1a IPUYHHU CEPOTOHHHOB
CHHJIPOM.

B ciyuail Ha CiydaiHO MOrIBLIAHE HA TOJIEMH JI03H TPUTUKO XR 150 mg, cebpxeTe ce He3abaBHO C
Bamus flekap M OTHAETE 10 Hail-Oi3kata GoNHuLa. BaeMerte cbe ce6e cH U Ta3H JIMCTOBKA.

B cnyqaﬁ Ha peAo3upaHe Tpﬂ6Ba Jla c€ U3I0J13Ba aKTUBEH BBIVIEH WK Jla ce HanpaBy CTOMAlllHA NPOMHUBKA K
KPBbBHUTE €JIEKTPOJIMTH Tpﬂ6Ba Ja 6baar KOpUrupaHH. He CBILIECTBYBa CHCUHQ)H‘ICH AHTUJOT Ha Tpa3OoAO0H.

AKO MMaTe HSKAKBU JOIBIHUTENHU BBIPOCH OTHOCHO ynotpebara Ha TO3W MPOAYKT, nonuraiite Bamns
nekap Ui GapmanesT.

4. Bb3MOKHM HEXeJaHH peakuuu

Karo scnuku sekapersa TPUTHKO XR 150 mg Moxe /1a npe/i3Buka HexXeNan peakiii, BhipekH 1€ He
BCEKH 'Yl [10JTy4aBa.

CpobLuaBa ce 3a cilyuyad Ha CyMUMIHH MUCIM M CyMLMJHO MOBEJEHHME N0 BPEME Ha TC
I CKOPO CJlej| IPEKbCBaHe Ha JICUCHHETO.

CrieiH1Te CUMIITOMM, HAKOM OT KOMTO €4 uecTo HabiioaaBaly npy cilydad Ha HEJleKy



C.boﬁmaBaT n npu MalMeHTH, OJJIOKEHHN HA Tepanus ¢ TpaBOIIOHI
Jlnckpasist Ha KpbBTa (BKIIIOYMTETHO arpaHyJoHTo
aHeMU);
- AJ'ICpI‘H‘-lHH peaxunu;
- CHHIlpOM Ha HeaJieKBaTHA CEKpEeUHs Ha aHTMlIHypeTPI‘{HHﬂ XOpMOH;
- HamanﬂBaHe Ha HUBATA Ha Hanl/lﬁ B Kpl:BTa, 331‘}’621 Ha TerJo, aHOpeKCMﬂ, MOBHILEH aMETHT;
- CyVlLlPl,[lHl/l MHUCJIH WK CyMuHIIHO NOBEJEHHE, CHCTOSSHHUSA Ha O6’prBaHC, be3chHHE,
lleBOpl’leHTaLlHﬂ, MaHUuA, TpCBO)KHOCT, HepBHOCT, B’b36y11HMOCT (MHOI‘O pSUIKO BJjoluasalla ce pi (o]

ZeNMPUYM), HATYAHHYABOCT, arpeckBHH peakii, XaNIOLMHALMH, KOLIMApH, MOHHKaBaHe Ha
MMOMI0TO, CHHAPOM Ha OTHEMAHE;

34, TpOM60[lMTOﬂ€HHﬂ, JIEBKOTNIEHHUA H

- CepoTOHMHOB CHHIPOM, KOHBYIICHH, HeBpOJIENITHYEH 3710Ka4eCTBeH CHHJPOM, 3aMasHOCT, BUCHE
Ha CBAT, raBobonue, CbHINBOCT, 6e3MOKOHCTBO, MOHIKEHa OIMTETHOCT, TpeMop, 3aMbIIIEHO
3peHue, HapyLIeHHs Ha amMeTTa, MHOKJIOHYC, 3pasena ajasns, napecTesus, AHCTOHHA, npoMsiHa Ha
BKYCa;

- Cobpneuna aputmusi (BKJIIOUMTENHO Torsade de Pointes, najnnATaLxH, npekaeBpeMeHHH
BEHTPUKYJIapHH KOHTPAKLUH, BEHTPHKYJIAPHH KYIUICTH, BeHTpUKyJlapHa TaxHKapand, OpaanKapans,
taxukapausi, EKI" abHOpManHOCTH (yabmkaBaHe Ha QT);

- OprocTaTHuHa XUIOTOHHA, XUIEPTOHHUS, IPUNIAJBLH;

- Hasa/Ha KOHTECTHs, 3aTPYAHEHO AULIAHE,

- TaxeHe, NoBpbIlaHE, CyX0Ta B yCTara, 3areK, Jwapus, AUCTENcHs, cToMallta 6oJKa,
raCTPOEHTEPHTH, yBEIN4CHO CIIOHOOT/IE/ISHE, TApaTHTHYEH HIEYC,

- Hapywenus Ha yepHOApOOHaTa DYHKLMAA (BKTIIOYATEITHO HKBJITEHHLA 1 xenaToueny1apHH
yBpeXaHUs), AHTpaxenaraisa X0J1eCTa32;

- KoxeH 06pHB, IPYPHTYC, XUIIEPXHAPO3A,

- Bonky B KpaiiHHIUTE, OOJKM B rpp6a, MHANHs, CTABHHU GOJIKH;

- HapyeHus Npu ypUHHpaHE, KaTo ypHHapHa HHKOHTHHEHLIHS (u3myckaHe Ha ypHHa) HIH

sabpkaHe Ha ypHHa (HEBB3MOXKHOCT 32 ypUHUPAHE);

- IlpnanusbpM;

- CnabocT, OTOK, rpunonofo0H! CUHMITOMY, ymopa, Gotka B rpb/HHs KO, TpecKa;
. IopumaBaHe Ha YepPHOAPOOHHTE CHIUMH.

CpouaBaHe Ha HexelaHH peaKuu

AKO I10JTy4HTe HAKAKBH HEXCIIAHH NleKapcTBEH! PEaKLHH, yBEAOMETe Bamus nekap unu papmauest. Tosa
BKUTO4BA BCHYKH Bb3MOXKHH HEOMHMCAHH B TasH JMCTOBKA HEXeNaHH peakLuu. Moxere ChLLO Aa cpobIIHTE
HeskeJlaHH peaKliy JUPEKTHO HPes HalHOHANHATA CHCTEMa 3a CboOIIaBaHE: H3mbiHUTENHA areHUus 10
fexapcTara, Y. ,,JaMsiH I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, ye6caiiT: www.bda.bg.

Karo cpoblLaBaTe HexelaHu peakunH, MOXeETe [1a JaJeTe CBOA MpUHOC 33 [10Jly4aBaHe Ha noBeHE nH(bopmaunx
OTHOCHO 6e30MacHOCTTa Ha TOBa JIeKapCTBO.

5,  Kak ga cbxpaHsBaTe TPUTHUKO XR 150 mg
JlexapCTBEHHAT POJLKT HE H3MCKBA CTICLMATHU YCIIOBHS Ha ChbXPaHEHHE.
He wanonssaiite TPUTUKO XR 150 mg cnen cpoka Ha rOAHOCT, O

T6esi3aH BbPXY KapTOHEHAaTa OrakoBKa.

Ila ce ChXpaHsaBa Ha MSCTO, HEJIOCTBITHO 3a JIeLa.




6. CbIbpKAHNE HA ONAKOBKATA H I0NbJIHHTE/IHA uudopmanus

KakBo CHABPXKA TPUTHUKO XR 150 mg

AKTHBHO BEUIECTBO: 150 mg TpasoaoHoB xuapoxsophi (trazodone hydrochloride), choTBETCTBAILH Ha
136,6 mg TPa3ooH (trazodone).

[ToMOLIHH BELIECTBA.

Aopo: KOHTPaMUI TPaHyIHpaH (IpexenaTMHU3NpaHo MOAH(pHIMpaHO HHLIECTE), XMIPOMEN03a, CHIHLIACE
JHMOKCHIL, KOJIOWACH Ge3BOJICH, HATpUEB cTeapundymapar

Punmoso noxpumue: Onanpait 11 xbit (NOTMBUHAIOB ATKOXOT = YaCTHYHO XMPOJIU3UpaH, THTAHOB
uokenn, Makporon/IED 3350, Tank, XBIT Xeje3eH OKCHA (E 172), vepBeH dkefe3eH OKCHA (E 172).

Kak maraexaa TPUTHKO XR 150 mg u kaKBo ChbpAKa 0IIaKOBKATa

B ITEHMKaBO-OEXKOBU (HIMHMPaHH TabNeTkH C YABIDKEHO 0cBOGOsK/IABAHE C ACTHTENHa 4epTa OT JIBETE

CTpaHH.
TPUTUKO XR 150 mg ce mpeasara B PVC/PVDC/ anyMuHueBH OMCTEPH, [ocTaBeHH B KapTOHEHa KyTH,
coappiama 10, 14, 20, 28 nnu 30 TabneTkyu U NpuiIokeHa JIUCTOBKA 3a MALMEHTA.

He Bcr4ku BUIOBE OIaKOBKH Morar Aa OBaaT MyCHATH Ha nasapa.

IIpuTexaTes HA pa3peleHueTo 3a ynoTpeda

Anxenunu ®apma bpirapus EOOH

yi. "Huxona Tecna" Ne 3,

6. Busnec Llentsp BCP Codus 1, eT. 4, oduc 401,
Cocus 1574, bearapus

Ten: +35929751395

IIpou3BoANTEN

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

3a ONbIHATENHA HHGDOPMALHA OTHOCHO TOBA JIEKApCTBO, MOJIs CBBPXETE €€ C MPUTEKATENA Ha
paspeLieH1eTo 32 ynotpeba.

JlaTa Ha Y10C/IeAHO npepasriexjaHe Ha IMCTOBKATA: okTomBpu 2024.
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