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TPUTHUHKO XR 300 mg Tabdnerku ¢ yibakeHo ocBoDoKIaBaAHE
TRITTICO XR 300 mg prolonged-release tablets
Tpa300HOB XHIpoxaopu (trazodone hydrochloride)

[IpoueTeTe BHHMATENHO LIAJIATA JMCTOBKA NPEAH 1A 3aNI0YHETE 1A NpHeMaTe TOBA JIEKAPCTBO,
Thif KATO TH CLALPXKA BaXKHA 32 Bac Hnpopmauusn.
- 3amaseTe Ta3u JUCTOBKA. MOXKe Ja ce HaJIOXKU J1a A NPOYETETE OTHOBO.

- AKO HMATe HAKAKBH JOIMTBJIHHTENHH BRIPOCH, onuTakTe Bauika nexkap unu gapmalesT.
- Toea nekapcTBO € NpeanKHcaHo NHYHO Ha Bac. He ro npeoTrcthnBaiite Ha apyru xopa. To Moxe aa
WM HaBpEeaM, HE3ABUCHMO OT TOBA, Y€ TEXHUTE CUMITOMH €a ChUIMTE KaTo Bauure.

- AKO MONy4YHTE HAKAKBH HEXENaHU peaklUH yBegoMere Bawuunsa nexap wim papmanest. Tosa
BKJTIOUBA M BCHYKH BB2MOXKHH HEXEJTaHUW peakly, HEONMCAaHU B Ta3H JUCTOBKA. BHxkTe Touka 4.

KakBo ¢cbAbpHKa Ta3H JIHCTOBKA

Kakso npencrapnasisa TPUTHUKO XR 300 mg ¥ 3a kakBo ce H3NOJi3Ba
KakBo Tpsabea na 3Haete npeau na npuemere TPUTHUKO XR 300 mg

Kak na npuemate TPUTHUKO XR 300 mg

B1b3MOXHU HEXENAHH pPEaKLIUH

Kax aa cuxpansisare TPUTHUKO XR 300 mg

CobabpKaHHE Ha ONAKOBKATA W JOMBIAHUMTENHA HHPOpMALIUS

SO e

1. Kaxso npeacrasasaera TPUTHKO XR 300 mg 1 3a KakBo ce H3N0.13Ba

TPUTHUKO XR 300 mg e nekapcTBO, KOETO Ce NpuUlara 3a NEYCHUE Ha JAENPECHBHH PA3CTPOHCTBA € HIIH
6e3 TpeBOXHOCT. Te3M neKapcTBa ce HapUUaT aHTHAENPECaHTH.

2. Kakso 1pabsa aa 3naere npeau Aa npuemere TPHTHUKO XR 300 mg

He npuemaiite TPUTHUKO XR 300 mg:
- aKo CTE aNepruMHH KbM aKTHBHOTO BELIECTBO HIM KbM HAKOS OT OCTAHA/IHUTE ChCTABKH Ha

TOBA NeKapCTBO (M30poeHH B TOUKA 6).
- [IpH AJKOXOJHA HHTOKCHUKALIUA U MHTOKCHKALMS C XHITHOTHYHH JIEKapCTBa.
- MpH TeXbK HHPAPKT Ha MUOKApAa.

[IpenynpexmeHHns M NPENa3HH MECPKH
["oBopeTe ¢ Bamus nekap unu dapmauest, npeau fa npuemere TPUTHUKO XR 300 mg.

Heduampuuna nonysayus
TPUTHUKO XR 300 mg He TpabRa Aa ce M3Noa3Ba OT ACLA U IOHOUIMW Ha Bb3pacT noj 18 rogunu. [pu
TOBA, € HYX(HO J1a C& KaXXe, 4E€ KOraTO ce€ M3NOA3BaT NPU nauueHTy nox 18 roavHy, Tasu rpyna
nexapcTBa MOXKe Ja MOBHLUM PUCKA OT HEXENaHHU PeakLMH, KaTO ONHT 32 camMmoyOHHCTBO, NMlaHUpaHe Ha
camMoyOUicTBO M BpaxaeOHOCT (NpeAMMHO arpeCHBHOCT, NOBEAEHHUE HA APOTABOIIOCTABAHE U IHAB).
OcBeH TOBa JUICBAT AAHHY 32 6€30NacCHOCTTA NPH ABATOCPOUHA ynoTpeda npu Aelia 4 NoJpacTBallly
OTHOCHO pacTeKa, Ch3pPABAHETO K KOTHUTHBHOTO M NOBEACHYECKO Pa3BUTHE.

CmyiyeHus npu mecmeane Ha YpuHa
Ako, nokarto npueMare TPUTHUKO XR 300 mg ce u3pbpil¥ CKPUHHHT 32 HAPKOTHLIH




crieuuGUUHHN TEXHUKH, BE3MOXHO € Ja ce orveTe QailuuB No3UTHBEH pe3ynTat. ToBa ce AbJDKH Ha
aHANKTHYHH CMYLLIEHUS Mex 1y MeTabonuTa Ha Tpa3o4OH W aM(peTaMHHOBHA JepHBarT (eKcTa3u). B Tesu
cnyua#l ce KOHCYNTHpaiiTe ¢ Batusa nexap U nouckaiTe NOTBLPXKACHHE HA aHaN3a, KATO €€ U3NO0A3BaT ApyTH
TexHKKH ( Mac cnekrpoMeTpHs (MS) WM anTepHATHUBHO Ja CE U3M0/I3Ba TEHHA XpoMaTorpadus - TaHJAEM Mac
cnextpoMeTpus (LC- MS/MS), npu kOHUTO CIOMEHATHTE CMYLIECHHA HE HaCThIBAT.

Camoybuticmeo/CyuyuoHu MUCAU UAU KAUHUHHO 6A0WABAHE

JlenpecHsTa € CBbP3aHa ¢ NOBUIICH PUCK OT CYHLIWAAHA MUCIIH, CAMOHApaHABAHE H CaMOyOHICTBO (CHOUTHSY,
CBbP3aHH CHC CAMOYOMHCTBO). PUCKBT ChILeCTBYBA /IO JOCTHIAaHE Ha 3HAUMMA peMucHs. Tbit kaTo
noAaoOpeHne MOXKE 1A HE HACTBIIH Npe3 MbPBHUTE HAKOJKO CEAMHLIH HJIHM [IOBEYE OT HAYAJIOTO HA JICYEHHUETO,
MalMeHTUTe TpsOBa BHUMATENHO J1a ce HabmoAarar A0 nossata My. KIIMHUUHHUAT ONHUT 110Ka3Ba, Y€ PHCKBT
OT caMOyOHHCTBO MOXE Jla HapacHe rpe3 paHHUTE €Tany Ha Bb3CTaHOBUTEIIHUA NIEPHOL.

M3BecTHO €, Y€ NaIHEHTH ¢ aHaMHe3a 3a CbOUTHAR, CBLP3aHU CbC CaMOYOHICTBO HIIH MTOKa3BallH B
3HAYMTENHA CTENEH CYHLIMAHH MHCIIH, TIPEAH 3al04YBaHE Ha JICYCHHETO Ca H3JI0KEHH Ha MO-BUCOK PHCK OT
CYMLIMIHH MHCIIH UJIM OMIMTH 3a caMoyOwuiicTBo H TpsaOpa Aa 6baaT HaOMOaBaHH BHUMATENHO O BpeMe Ha
neyeHueTo. MeTa-aHanu3 Ha KOHTPOJMpakH ¢ nnauedo KMIMHHYHYA MpOoYyYBaHKSA Ha AHTHACNPECAHTH PH
Bh3PACTHU MALMEHTH C ICHXUYHM Pa3CTPOACTBA MOKA3IBA MOBHLIEH PHCK OT CYHLIMAHO MOBEJCHHE TIPH
MaLUeHTy Noj 25 roaniliHa Bb3PacT, JIEKYBaHH C aHTH/IENTPECAHTH B CpaBHEHHUE ¢ nnauedo.

JlekapcTBeHaTa Tepanus TpAOBa Aa ce ChbI'bTCTBA CHC CTPOro HabMIOAEHHE HA MAHEHTHTE M B HaCTHOCT Ha
Te3M C MOBHUILEH PUCK, 0COOEHO B HAYaJ0TO HA JIEYEHUETO K C/ied NPOMEHH B Ao3aTa. [lanuenture (1 Te3u,
KOMTO Ce I'PHXKaT 3a TaX) TpadBa na 6baaT npeaynpeeHd 32 HeoOX0AMMOCTTa OT HabNIOAEHHE 32 BCEKH
IpH3HAK Ha KJHHUYHO BJOLLIABaHe, CYULHIHO MTOBEJICHHE HUITH MHCIIH, H HCOOHYaHHHM NPOMEHH B
MOBEACHUETO, KAKTO H He3a0aBHO J1a MOThPCAT KOHCYJITALHA ¢ JIEKap, aKo TaKMBa CHMNTOMH CE NOSABAT.

Koucynrunpaiite ce ¢ Bawmg nexap npenu jaa sanoqHere aa npueMate TPUTHKO XR 300 mg B cneanure
CIIYUaH:
-  Enunencus, no-CrneluHagHo Ja ce H30srea pa3Ko yBejM4yaBaHe WK HaMmaJIsBaHe Ha 03aTa,

- TlauueHTH ¢ YepHOAPOOHa Wik OBLOpetHa HEAOCTATEHHOCT, 0CODEHO TEXKKa;

- TlauMeHTH cbC ChpACHHH 3a00NfABaHUA KAaTO aHCHHA MEKTOPUC, HapylLueHa NPOBOJHMOCT,
WM pa3nKvHa cTeleH Ha AV 0J10K, ckopolleH HH)ApKT Ha MHOKAap/a,

-  XHNEepTUPOUANIBLM,

- HapyleHo ypuHHpaHe, KaTo XunepTpodus Ha npocTaTta, Makap npobiemMu 1a He Ce OYaKBar, ThH
KaTO AaHTUXOJIMHEPrHYHUAT eEeKT HA TPA30I0HA € HE3HAYUTEIIEH,

- Ocrpa 3aKpUTOBIbJIHA IIayKOMa, IIOBHLICHO BbTPEUIHO-OHHO HAJIIraHe, MaKap 4e ChILECTBEHH
H3MECHEHUA HE CE OYAKBAT, NOPAAK HE3HAYUTENHUA aHTHXOJIMHEPTHYEH €PEKT Ha TPa30A0Ha.

ITpu noara Ha xbATeHUUA JeueHueTo ¢ TPUTHKO XR 300 mg cieaBa na ce npeyCTaHOBH.

[IpHeMBbT HAa aHTHAENPECAHTH OT MALMEHTH € IH30PPEHHS UK APYTH NICHXOTHYHH 3a00JIsIBAHHS MOXKE Ja
IPHYHHH BIOLIABAHE HA ICUXOTHYHKHTE CUMNTOMH. [lapaHouaHHTE MUCIH MOXE KA ce 3acHAT. [1o BpeMe Ha
NIEYEHKETO ¢ TPa30JOH ACNpecuBHaTa ¢aza MOXKe [a Ce TPOMEHHN OT MaHHAKAlIHO-ACMPEeCHBHA B MaHHaKaiHa,
B To3u cayyai npueMsT Ha TPUTHUKO XR 300 mg Tpsbsa na ce npeycraHoBH.

Onuycaxy ca B3auMOJeHCTBHA [0 OTHOILUEHHE Ha CEPOTOHKHOB CHHIAPOM/ 3110KA4YECTBEH HEBPOJIENTHUEH

CHHJIPOM B Clly4ail Ha CbIbTCTBAINA ynoTpeda Ha APYrH BELIECTBA ChC CEPOTOHHHEPIHYHO ot

JpYrH aHTHaenpecanTy (Hanp. TPHUHKIHUHKM aHThaenpecanT, SSRI; SNRI v MAO - nHyyMC

HespoJenTtuid. ChobllaBa ce 3a 3710KaueCTBEHH HEBPONENTUYHN CHHAPOMHY C JieTalleH / )

CbI'BTCTBAL IPUEM C HEBPONIENTHLIM, 32 KOUTO TO3M CHHIPOM € JIoKa3aHa HexeslaHa NeafCyRe
T




Buxte “Hpyru nekapcrea i TPUTHKO XR 300 mg” ¢ ,,BL3MOXHE HEXENaHH peakUHH™ 3a ZONBIHHTEHA
HHMOpMaLKS.

Toit KaToO arpaHy/IOLIMTO3aTa MOXE [1a CE€ NPOSBH KIHHUYHO C FPHAONOAO0OHH CHMIITOMH, BB3NAJICHO I'bpo H
TpECKa, B TE3M CNyvau ce NpenopbL4Ba H3ceABaHe Ha XeMaTOoJIOTHATA.

CoobluaBa ce 3a XMIOTOHMS!, BKIIOUHTENHO OPTOCTATHYHA XHITOTOHHS U NPUNAABLM NPH MALUEHTH,
npuemMatiid TpazoaoH. CLNBTCTBALLOTO NPUEMAHE HA IEKAPCTBa 3a IOHHWXKABAHE HA KPhBHOTO HaNAraHe u
Tpa3zoJ0H MOXeE Jia H3UCKBA HaMaNIaBaHe Ha J03aTa Ha aHTHXHIIEPTEH3UBHOTO JIEKapCTBO.

[Ipn naiuvenTH B HaNpeRHANa Bh3PacT NO-4ECTO MOXE Aa C€ NPOSBAT OPTOCTATHYHATA XHITOTOHNH,
CBHJIMBOCT KAKTO U JPYTd aHTHXOJNUHEPruuHU ePeKTH Ha TPa3c/10H.

CreuranHo BHUMaHHe clie/\Ba Aa ce 0ObpHE Ha BE3MOXHOCTTA 3a JONMBJIHHTENHH €EKTU NPH ChNBTCTBALLO
JIeYEHHNE, KATO HAMIPHMED C APYTH MCHXOTPONHY HIIH AHTUXUIIEPTEH3UBHH CPEACTBA, HIIH NPH HAIIHYHETO Ha
PUCKOBH (haKTOPH KATO ChIIBTCTBaILO 3a00NABaHe, KOETO MOXKE 1a BJIOLIN Te3H peakuuH. [IpenopbunteaHo e
NnauuHeHTHT/GoNHOrIeavbT A4a € HHPOPMUPAH OTHOCHO BB3MOXHOCTTA 32 TAKHBA peakllHd H BHHMATEJIHO
ce HabmoaaBa 3a TakuBa ePeKTH MpY 3arl04YBaHE HA JIEUEHHUETO, TPEAH H CIIE] Bb3XOAAIIOTO THTPUPaHe Ha

A034Ta.

Cnen neuenne ¢ TPUTHUKO XR 300 mg, ocobeHO ako € npoAbLIKUTENHO, CE [IPpEnopbYBa NOCTENECHO
HaMansBaHe Ha JI03ara ¢ Oorjejl MUHUMHW3UPaHE HAa CHMIITOMHTE Ha OTHEMaHe, XapaKTepH3upallld ce ¢
rajexe, rnapobonue U HeEPa3nonoKeEHHUE.

HsaMa ceeneHng 3a MPUCTPACTABAHC KbM TPA30ACHOB XHIAPOXJIGPHA.

KakTo npu Apyrure aHTHIACNIPECAHTH, UMA Cllydyad Ha yAb/nkaBaHe Ha QT-WHTEpBana, Maxap M MHOIO
peaku. [IpenopsuBa ce BHuManue npy npeanuceadeto Ha TPUTHUKO XR 300 mg ¢ nekapcTBeHH NPOAYKTH,
kouto yawmkasar QT-uHrepana. TPUTHKO XR 300 mg cnensa na ce H3nmon3Ba BHUMATENIHO OT NALIMEHTH
C J0Ka3aHy ChPACHYHOCHAOBH 3a00/11BaHK R, BKIIOMHTENHO TAKHBA, CBbP3aHK ¢ yAbJokaBaHe Ha QT-
HHTEpBana.

Mouinnte HHxuOuTOpH HAa CYP3A4 MOXe a NpuUHHST NOBUUIABAHE HA CEPYMHHTE HHBA HAa TPa3ooHa.
Buxre ,,Jpyru nekapcrsa u TPUTHUKO XR 300 mg” 3a nombnuutentHa nHpopmauus.

KakTo fipyru nexkapcTBa ¢ anda-aipeHONMTHYHO JeHCTBHE, TPA30A0H MHOIO PALKO BOAU A0 NpHanH3bM. ToH
Ce NIeKyBa ¢ MHTPAKABEPHO3HO WHIXKEKTHpaHe Ha afnda- aHAPEHEPTrdYEeH arcHT KaTo Hanp. aApeHaNnHH HIH
meTapamuHon. Crobuiasa ce, obaye, 3a UHAYUMPAH OT TPa3o/J0H NMpHAMH3bM, KOHTO € HAJOXHII XHpYypru4iHa
HHTEPBEHLIMA WIIH € JIOBEN 10 NEPMAHEHTHA CeKCyallHa AUChYHKNHA. [TanueHTH, KOMTO pa3BHBAT Ta3H
He)KeNlaHa peaxius, TpaOBa HezabaBHO Aa npeycraHossaT npuema Ha TPUTHUKO XR 300 mg.

HApyru nekapersa H TPUTHUKO XR 300 mg
TpsbBa na kaxere Ha Bawuus nexap unu ¢apMaLeBT, ako IPUEMATE, HACKOPO CTE MPHEMANH HITH € BB3MOXHO
11a NpUeMare Apyry JIeKapCTBa.

Obwu: Cenatusaute ehekTd Ha aHTUNICUXOTHLHUTE, NPUCIHBATEIHUTE, YCIOKOUTEITHUTE, AHKCUOJIUTHLIUTE U
AHTUXUCTAMMHOBHTE JIEKAPCTBA MOXeE Jla Ce 3aCHJIAT; B TAKMBA CJIY4au ¢€ NpenopbyBa HaMaJIsIBAHE Ra 03aTa.

MeTabou3upaHeTo Ha aHTHAEAPECAHTUTE CE€ YCKOPSBA NOPAJH HEPHOAPOOHUTE edeKTH OLBIPOPE
ALUAS
KOHTpAaLeNTHBH, peHuTOUH, kapbamaszenuH U SapOutypatu. Metabonusnpanero Ha aHTRACNREEAE

BB3IPENATCTBA OT UKMETHAHHA M HAKOHW APYI'd AHTUNCUXOTHYHH JIEKAPCTBa.
-

X
Tpsabsa na kaxeTe Ha Baluug sekap, ako npueMare HAKOE OT CIEAHHTE JIEKapCTBa: %
c
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Hruxubumopu na CYP3A4:

Te BKIOUBAT EPUTPOMHIINH, KETOKOHA30J1, UTPAKOHA301, PUTOHABUD, UHANHABXD M HegaszoacoH. Tesun
nekapcTea 3acuiBat HexenaduTe peakiid Ha TPUTHKO XR 300 mg. Ilopaan ToBa cbnmbTCTBaILATA
ynortpe6a Tpsadea 1a ce n36Area, KOraro € Bb3MOXKHO HJIH [OHe Ja ce Hamanu ao3ata Ha TPUTHUKO XR 300

mg.

Kapbamazenun.
ChbIBTCTRALLMAT NPHEM ¢ KapOaMa3ennH BOAM O HamaJieHd niazMesu konueHTpauud Ha TPUTHUKO XR 300

mg. [TalueHTHTE cnejBa a ce HabnroJaraT BHUMATE/HO, 3a Ja C€ BUJIN JalH He € HeoOXoarMa No-BUCcoKa
nosa TPUTHUKO XR 300 mg.

Tpuyuscrunnu anmudenpecarmu. CbIIBTCTBAIMAT PHEM ClIE/BA 1a ce H30ArBa Nopajan pUCK OT
B3aumojedicTere. Jla ce ciieay 3a CEpOTOHHHOB CHHAPOM M ChpAEYHOCHAOBU CTPAHUUHHU €(PEKTH.

Pnyoxcemun. ChoblLiaBa ce 3a peJIKH CNyuau Ha NOBHULICHM NNa3MEHH HHUBA Ha TPa3oloH ¥ HeONaronpHsATHH
edexTH Npyd KOMOMHUpPaHe Ha TPa3oAoH ¢ panyokceTuH. He € H3kmoueHo papMakoAHHAMHYHO
B3aUMO/jieicTBHE (CEPOTOHUHOB CHHAPOM).

Huxubumopu na monoamurnosama oxcuoasza (MAOI): BeamoxHu ca B3auMOAEHCTBUA C HHXUOUTOPHUTE Ha
MOHOAMMHOBATA OKCHa3a. Makap HIAKOM Jiekapu Ja KOMOMHHUPAT ABETE NeKapCTBa, ChIIBTCTRAlLATa ynoTpeda
ua TPUTHUKO XR 300 mg ¢ MAOI, unu a0 ABe CeAMULN CNREN MPEKPATABAHE HA TIPHEMA Ha TE3H JICKapCTBa,
He ce npenopbyBa. He ce npenopobusa u npueM Ha MAQI 10 eaxa ceamuua ciiell MpeKpaTsIBaHe Ha JICYEHHETO
¢ TPUTHUKO XR 300 mg.

Anmuxoazyranmu w/uau anmuazpezanmu (npedospamasaiy CbCUpeanemo Ha Kpbema). NIPOMEHH B
CHCHPBAHETO HA KPBBTA CBbLP3aHH € PUCK OT KbPBEHE.

Genomuaszunu: CoNBTCTBAMIATA YIOTpeba ¢ xnopnpoMasut, GaydeHasuH, TEBOMENPOMAa3HH, NepgeHasHH
MOXe Ja JOBee A0 TeXKa OpTOCTATHUHA XHITOTOHHS.

Anecmemuyu/ mycxyanu peraxcanmu. TPUTHUKO XR 300 mg Moxe na 3acuid €heKTHTE Ha MYCKYJTHUTE
PEJIAKCAHTH Y JIETIIMBATE aHECTETHLIY, 3aTOBA NPH CLIBLTCTBALIATA ynorpefa e HEOOXOAHM MpeAna3nuB

IHOAXOM.

Anxoxon: Tpa3zoloH 3acHNBa cejaTHBHUA edekT HA ankoxona. [To Bpeme Ha nevyenne ¢ TPUTHUKO XR 300
mg ynoTpebara Ha aJIKOXO CJie/iBa Aa ce U30sraa.

Jlegooona: AHTHAENPECAHTHTE MOraT Ja YCKOpAT meTabou3Ma Ha JieBojona.

Apyau
CovmprerBauiata ynorpeda Ha TPUTHKO XR 300 mg ¢ nekapceTsa, kOMTO A0Ka3aHo yabJkaBaT QT-—

MHTEpBAIa, MOXKE 112 TIOBMILIH PHCKA OT BERTPUKYJIAPHH apUTMUH, ButrouuTenHo Torsade de pointes. B
TaKUBA CJIYUH € HeoOxoauMa npeanaznuBoCcT Mo OTHOWIEHHE Ha ChITBTCTBALLATA yroTpeda Ha Te3n NeKapcTha

¢ TPUTHUKO XR 300 mg.

Tpazonon Moxe fa HRXHOHpa IOBEYETO OT OCTPUTE ehEKTH HAa KIOHHAMH.
Tt xaTo TPa30AOH € MHOIO €Nab HHXMOHTOP Ha OOpaTHHMs 3aXBaT Ha HOpPaJpCHaAJIMHA / W R
peakLMATa Ha KPbBHOTO HalfraHe KbM THPaMMH, HE Ce OYaKBa Jia IIOB/JIMsC BbPX)

AeficTBME HAa FyaHETHAMHOBHTE CheAinHeHHs. [1poyuBatns BepXy nabopaTtopHn KUPPR
TPaJI030H MOXE A4 Bb3MPENATCTBA I0BEUYETO OT OCTPHTE €PeKTH Ha KNOHMAMH. [lo [ TEAfig

v




BHORE /1EKAPCTBa 3a JIEUEHHE HA BUCOKO KPBLBHO HansAraHe tpsadsa jfa ce 0OTYHTA Bb3MOXKHOCTTA 32
MOTEHLIMPAHE, MaKap Ja He ce cboblilaBa 3a KTMHUYHH B3aHMOJEHCTBHA.

Hexenanute edexty Morat za 6bpaaT no-4yecTH, KOraTo Tpa3oLoH ce pHeMa CbI'bTCTBAILIO C NPOIYKTH,
ChABPXKALLH XKBJIT KAHTAPUOH.

CunbTeTBallaTa ynorpeba Ha Tpa3oAoH H BapdhapHH MOXeE a JO0BeRe 10 IPOMEHH B NPOTPOMOHHOBOTO
BpEME.

CBIBTCTBALMAT IPUEM C TPA30AOH MOXKE 13 IPHYMHH NOBHILIIABAHE HA CEPYMHHTE HHBA Ha JHIMOKCHH HJTH
dheRUTOUR.

BpeMeHHOCT, KbpMEHE H PEPTHIIHTET
Axo cTe OpeMeHHa WA KbPMUTE, CMATATE, He MOXKE J1a CcTe OpeMeHHa WK IaHupaTe OpeMeHHOCT,
nocwBeTBaiiTe ce ¢ Baunga nexap wau dapmaleBT npeau ynorpedara Ha TOBa JIEKapCcTBO.

Heronam obem nanHu 3a OpemernH sxeHH (mox 200 cnyyast Ha OpeMEHHOCT), NpHeMallld Tpa3oAoH, He
MOKA3BAT HEKeNaHH e(EeKTH HA TPa3od0H BbPXY OpeMEHHOCTTA WM 3/PaBETC HA NN0Ja/HOBOPOICHOTO.,
JIunceat Apyrd €NMAEMHOIOTHYHHY AaHHH.,

Korato TPUTHKO XR 300 mg ce nmpuema a0 paxAaHeTo, HOBOpOAeHUTE TpAOBa Aa ce Habnoxasar 3a

nosipara Ha CHMIITOMH HA OTHEMAHC.

B13MOXKHOCTTA 33 OTAENSHETO Ha NPOJAYKTa B MIIAKOTO TpsibBa Aa ce uMa NpeABUJl PH KbPMELIIH MatKH.
Cnepobatenno ynorpetara Ha TPUTHUKO XR 300 mg no Bpeme Ha nepuona Ha OpeMEHHOCT M KbpMEHE
TpaGBa Aa ce 0OOMHC/TH ClIe]] BHUMATEHA NpeLieHKa Ha CbTHOLIEHHETO [10J13a/PHCK.

1Illopupane u pabora ¢ MalLIHHK

TPUTHUKO XR 300 mg umMa cnabo MM yMepeHO BIHSHUE BbPXY CNOCOOHOCTTA 3a ModupaHe H padoTta ¢
mawuHK. [TauueHTHTe TPAOBA 14 BHUMABAT MpH wWodgHpaHe ¥y paboTa ¢ MALUHHH, JIOKATO CE YBEPAT, YE HE
M3MHUTBAT CbHINUBOCT, CEAMPAHOCT, 3aMastHOCT, OOBPKBAHE UIIU 3aMbIJIEHO 3pEHHE.

TPUTHKO XR 300 mg cuabpska HaTpuil
ToBa nekapcTBO ChbAbPXKA BO-MaIko OT | mmol narpuii (23 mg) na tabnerka, T.€. MOXe Ja Ce Kaxe, 4e
MPaKTUUECKHN HE ChAbPKA HATPHH.

3. Kak na npuemate TPUTHKO XR 300 mg

JlekapcTBOTO Ce NpHEMA CaMO OT BL3PACTHH NMALIHEHTH.

Tabdnerkute TPUTHUKO XR 300 mg ca aendMu Ha 2 4aCTH, KOETO NO3BOJIABA MOCTENEHO I0BULIABAHE HA
[03aTa, B 3aBUCHMOCT OT TeXecTTa Ha 3abonsgBaHeTo, TernoTo, Bb3pacTra U oT 00L{0TO ChCTOSHUE HA
MmalMeHTa, no JEKapCcKo MpeAnucaHue.

[TpenopburTenHaTa HauaaHa Ao3a € 150 mg seaHbxk AHEBHO. J[o3aTa MoXe Aa ObJe YBeaH4aBaHa CbC 79
mg/nHeBHo (nonoBuH Tabnerka ot 150 mg) Ha Bceku TpH AHKM (HocTHraiiky A0 225 mg/IHEBHO Ha YETBbPTHS
NeH oT TepanuaTa) 10 MakcuMyM 300 mg/nHeBHo.

B HAKOM Cnyuyad HavalHaTa A03a Moxe Aa Obae HamalleHa Ha 75 mg/aHeBHO (OJIOBHH :..:..--

150 mg) ¢ mocTeneHo yseanyapaHe Cbe 75 mg/aHeBHO (nonosuH Tabnerka ot 150 mg) Hast W@l {8

maxcumyM 300 mg/nHeBHO.




Tabnerkurte He TpAOBa A4 C€ pa3TpPOLUABAT WJIM ABBYAT, 33 [a C€ OCHTYPH YABJDKEHOTO ocBODOMN JaBaHe Ha
NeKapcTBOTO.

[Tpy Maun¥eHTH B CTApUECKa Bb3pacT U HEMOLLHH MaLHEHTH, NPENopbyHTENHaTa bPBOHAYANHA 1034 €
HamajieHa 10 75 mg JHEBHO, Pa3fAe/ieHa Ha HAKOJIKO IPHEMA WM KaTO €RHOKpaTHa no3a seuep. JlosaTta Moxke
44 Ce NOBHIIIABA TOCTENEHO, KaKTO € OMHMCAHO MPH BB3PacTHH, noa HabnoaeHue cvobpa3Ho MOHOCUMOCTTA H
epukacHOCTTA.

Ynorpeba npu Jena ¥ IOHOIIH
He ce npenopruea ynorpebarta Ha TPUTHUKO XR 300 mg npu jgeua u 10HOUIW HA Bb3pacT noxa 18
FOAMHH, NOpaxM JIUICA HA AOCTATBHHO AAaHHK 3a O€30MaCHOCT.

YepHoapoOHY HapyIIEHHUS

Tpa3zoRoH TIpeThplsiBa €KCTeH3UBEH MeTabonM3bM B YEPHHSA Apo0 H CBILO Taka €€ CBbP3Ba C
XeMnaTOTOKCHUHOCT, BHXTe ,,[Ipeaynpexaaius v NpeanasHid Mepku” d ,,Bb3IMOXKHH HEXENaHH pPEaKlHH .
[laumeHTy ¢ uepHoAPOOHH HapyIleHHs, OCOOEHO ¢ TeXKa 4YEpHOAPOoOHA HENOCTATHYHOCT TPAOBA la KAXAT
Ha TEXHHA NieKkap, KOUTO e NpeuleHH Jaiu e HeoOXoAuMo nepuoauyHo HabmoaeHue Ha uepHoapobHara

P YHKLHSA.

buOpeyHH HapYUICHUS

O6UKHOBEHO He € HeoOXO0AMMO KOpHrMpaHe Ha Ao3aTa. Bnnpeku ToBa nauueHTH ¢ 6b0peyHH HapylleHHs,
0coOeHO B ciiyvaH Ha Texka OrOpeyHa HeAOCTaTLHHOCT TPAOBA 12 KAKAT HA TEXHHA JIEKap Nnpenu ja
sanoynar jeyeHne ¢ TPUTHUKO XR 300 mg (Buxre cbilo , [Ipeaynpexaanus v npeinasHi MEPKH ).

AKo0 cTe npHean noseude ot Heobxoaumara n1o3a TPUTHKO XR 300 mg

Haii-uecto cbOOllIaBAHUTE HEXKENAHW peakl¥ CJEC NPEeao3upaHe ca CBETOBLPTEXK, CHHIMBOCT, FAJACHE H
NOBphILIAHE.

B no-cepuo3HuTe cnyvad ce cpo0i1laBa 3a KOMa, TaXHKapAus, XHIIOTOHHSA, XHIIOHATPUEMHSA, KOHBYJICHH H

3aTpyAHeHo auiiane, ChpaeyHUTe HApYIIEHUs MOXe Aa BilouBatr Gpaankapaus, yabakasane Ha QT #
Torsade de Pointes. CuMnToMHUTE MOraT Aa ce NpOosABAT B paMKUTE Ha 24 4aca WM MOBEUE CNe
npeao3upaHe.

[IpenoanpaHe Ha TPa30AOH B KOMOWHALMS C APYTrH aHTHAETIPECAHTH MOXeE [1a TPHYHHHM CEPOTOHUHOB
CHHAPOM.

B cnyya#l Ha cnydaiiHo nornbiiaHe Ha roaemu aosu TPUTHUKO XR 300 mg cebpxere ce He3abaBHO ¢
Bawius nexap nnau otuaeTe Ao Hai-6nu3kara GonHuna. Biemere cue cebe ey ¥ Ta3u IMCTOBKA.

B cny4ail Ha npenosupake Tpsabpa aa ce H3MON3Ba aKTHBEH BBIJIEH WJIHM Ja C€ HaNpaBy CTOMALIIHA TPOMHBKA
H KPBBHHUTE €IeKTPOIUTH TpAbBa ga ObaaT kopurupady. He culllecTByBa crieuPUyeH aHTHAOT Ha TPA3OJOH.

AKO MUMaTe HAKAKBH JOMBIHUTEHN BLNPOCH OTHOCHO ynorpedara Ha TO3M NPOAYKT, nonurtainte Baus
nekap uind papMaLesT.

4. Bb3MOXKHH HEXKeJIaHH peaKIHH

Kato Bcuuku nekaperea TPUTHUKO XR 300 mg Moxe aAa npeAH3BHKA HEXENIaHH peaKU KWK, BLIIPEKH Y€ HE

BCEKH M NOJIy4asa.
CbobujaBa ce 3a Cliyyad Ha CYMLMOHM MHCIIH M CYMLMJHO [TOBEJEHHE N0 BpeME Ha TPPan
HIIH CKOPO CJie]l NPEKbCBAHE Ha JIEYECHHUETO.

Cnepnure CHMIITOMH, HAKOHW OT KOHTO C4 HYCCTO HaOmonaBaHu [1PH CliyHaH Ha HCJICK




chobLaBaT ¥ NMpH MauueHTH, NOANOXKEHH Ha TepanHs ¢ TpasoAoH:

- Jluckpa3us Ha KpbBTA (BKJIIOYHMTEIHO arpaHy/ouMrosa, TpoMOOIHTONCHUS, JIEBKONICHHUA H

aHeMHusl),

- AnepruuHu peakluH,

-  CHHEApOM Ha HEAACKBATHA CEKPEUMSA HA AHTHAUYPETHYHHSA XOPMOH,

- Hamanspade Ha HUBaTa Ha HaTpPHUH B KpBBTA, 3aryda Ha TErlo, aHOPEKCHA, MOBUILIEH AlleTHT,

- CyMLMJIHH MHMCIIH WM CYMLIMJHO NMOBEAEHHME, CHCTOAHUA HAa OObPKBaHe, Oe3ChHHE,
JI€30pUEHTALUA, MAHUA, TPEBOXKHOCT, HEPBHOCT, BBh30YAHMOCT (MHOTO PAAKO BJOLNaBaiua ce A0
JAENHPUYM), HATYHHYABOCT, ATPECHBHU PEaKLMK, XATIOUMHALMH, KOLLIMapH, MOHHXKaBaHe Ha
AMbUNOTO, CHHAPOM Ha OTHEMAHE;

- CepOTOHMHOB CHHJIPOM, KOHBYJICHH, HEBPOJIENITHUYEH 3/IOKAYECTBEH CHHAPOM, 3aMasgHOCT, BUEHE
Ha CBAT, rnasobosive, CbHIMBOCT, O€3MOKOHCTBO, MOHWKEHA DAUTENHOCT, TPEMOP, 3aMbIJIEHO
3pEeHKE, HApYLIEHHs Ha MAMETTa, MUOKJIOHYC, u3pa3deHa adasusl, NapecTe3us, JUCTOHHS, IPOMSHA Ha
BKYCa;

- Cowpaeuna apuT™us (BkounTenHo Torsade de Pointes, nannurauny, npexaeBpeMeHHH
BEHTPHKYJIAPHY KOHTPAKLHHN, BEHTPUKYJIAPHH KYIJIETH, BEHTPHKYJIApHA TaXHKapAHus, Opaankapaus,
taxukapans, EKI" abuopmannoctn (yabmkasane Ha QT);

- OprocraTHYHa XHIIOTOHHS, XUIIEPTOHHA, NTPHITAADbILH,

- HazanHa KOHrecTHs, 3aTpyAHEeHO JULUIAHE;

- TageHe, NoBpblLiaHe, CYX0OTa B YCTATa, 3aleK, AWapUd, AUCTENCUs, CToMalliHa bornka,
raCTPOCHTEPHTH, YBEITHUEHO CIIIOHOOTACAAHE, MAPATTUTHYEH HIIeYC,

- HapyweHns na uepHoapoOHata QyHKUHA (BKIOUNTENHO XKbIITEHHULIA H XENATOLE/yNAPHH
YBpEXJaHKUe ), HHTpaxenaTtajlia XoJiecTasa;

- KoxeHn 06pus, NpypHTYC, XHNEPXUAPO3A;

- Bonxu B kpaiiHuuurte, 601KH B rbpba, MHANrHA, CTAaBHH OOJIKH;

- HapyweHnus npy ypuHHpaHe, KaTO YPMHAPHA HHKOHTHHEHIMSA (M3IIyCKaHE HA YPHHA) KK 3aJbpiKaHe

Ha ypuHa (HEBB3MOXXHOCT 332 YpUHHUPaHE);

-  I[Ipnanusnbm;

- CnaGoct, OTOK, 'pHNonofo0HH CUMIITOMH, yMopa, 60/Ka B rpbAHUA KO1LI, TPECKA;

- TloBuinaBaHe HA YEPHOAPOOHUTE EHIUMH.

CrobiaBaHe Ha HEXKeJAaHH PeaKIHH
AKO TIOJIYUUTE HAKAKBH HEXEJIaHH JIEKaPCTBEHH peaklHM, yBeaomere Batuus nekap wiu dapMmaileBt. Toba
BKJIKOYBA BCHYKH Bb3MOKHH HEOMMCAHH B Ta3¥ NMCTOBKA HEXKEIAHU peakuuu. MoxeTe CbLlo Ja chodlIuTe

HEXeNaHW peaKlid ZMPEKTHO Ype3 HAlHOHANHaTa cucTeMa 3a crobiaBane: UanbnHUTENHA areHHs 1o
nekapcrsara, ya. ,,Jlamsu Fpyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaitT: www.bda.bg.

Kato chobiiaBate HEXENAaHH peaKLMK, MOXETE Ka JaeTe CBOS IPHHOC 3a [MONy4YaBaHe Ha noseye HH@popMalus
OTHOCHO 0e30fiaCHOCTTA Ha TOBA JIEKAPCTBO.

S. Kak na coxpansaBate TPUTHKO XR 300 mg

HGKHPCTBGHHHT [IPOAYKT HC H3HCKBA CIICLHHAJIHH YCII0BHUA Ha ChbXPdHCHHC,

He usnonssaiite TPUTHKO XR 300 mg cnen cpoka Ha FORHOCT, 0TOENs3aH BbPXY KapTOHEHaTa
ONaKoBKa.

,[[a CC CbXpaHsABa HA MACTO, HEROCTLITHO 34 ACLIA.




6. ChabLpikaHHe HA ONAKOBKATA H A0IIbIHHTETHA HHpOpMALHS
Kakpo cbanpxa TPHTHKO XR 300 mg

AxTHBHO BeulecTBo: 300 mg TpasonoHoB xuapoxiopup (trazodone hydrochloride), cboTBeTCTRaLIM HA
273,2 mg Tpa3oacH (trazodone).

IlomoUIHH BellecTBA.

HAOpo: KOHTpaMHJ TpaHyJlupaH (MpexenaTiHU3INpaHo MOAWGPHUMPAHO HHUIIECTE), XMIPOMENO32, CHNUIMEB
NIHOKCHJI, KOJIOHAEH Oe3BoAeH, HATPUEB cTeapHdymapat

Puimoso nokpumue: Onanpaii Il po3os (MOJMBUHUIOB aTKOXO0J — YaCTHYHO XUAPOJIU3HPAH, THTAHOB
nuokcun, makporon/TIEIT 3350, tank, xwat xenesen okcun (E 172), yepsen xenesen oxcup (E 172).

Kax marnexaa TPUTHKO XR 300 mg u kakBo ¢bABLPKa ONaKOBKATA

bexopo-opanxeBn GuamMupanu TabneTku ¢ yABIKEHO 0cB0OOXKAaBaHE C ACNMATENIHA YepTa OT ABETE CTPaHH.
TPUTHUKO XR 300 mg ce npeanara 8 PVC/PVDC/ anyMuHueBd OnucTepH, MOCTABEHHA B KAPTOHEHA KYTHA,
ceabpxaiia 10, 14, 20, 28 unu 30 TabneTky, ¥ NpHIIOKEHA NMCTOBKA 32 MaLUEHTA.

He Bcruxu BHAOBE ONMAKOBKU Morar Aa ObJar IyCHaTH Ha nasapa.

IIpuTexaTen Ha pa3pelieHHETo 3a ynorpebda

Anmxenunn ®apma brarapns EOO/]

yi. "Hukona Tecna" Ne 3,

61. bustec llentsp BCP Codmst 1, eT. 4, oduc 401,
Codus 1574, bearapus

Ten.: +35929751395

[pon3soguTen

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

3a gonbaHUTENHA BHbOPMaLIMA OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPXKETE C€ € MPHUTEXKATENA Ha
pa3pelleHHETO 3a yrorpeda

JlaTa Ha nocjaeqHOo NpepasrJexiaHe Ha JIHCTOBKATA: OKTOMBpH 2024,




