Jlucroska: HHpopmManus 32 noTpeduTeNs

TPUTHUKO XR 300 mg tabieTku ¢ yIb/KeHO 0CBOOOKIABAHE
TRITTICO XR 300 mg prolonged-release tablets
TPa3z0a0HOB Xuapoxiaopun (trazodone hydrochloride)

IIpouereTe BHUMATENIHO UAIATA JTHCTOBKA NPEIH 12 3AMOYHETE /1A IPHEMATE TOBA JICKAPCTEO,
Thil KaTO T CbAbPKa BaskHa 3a Bac undopmanusn.

- 3anaseTe TasM JIMcToBKa. Moske 1a ce HanoKH 1a 4 MPOYeTeTe OTHOBO.

- AKO HMaTe HAKAKBH JIOMBIHUTE/IHY BBIPOCH, nonuraiite Bawus nexap wim gapmauesr.

- Tosa nekapeTeo € npejnucano 1n4Ho Ha Bac. He ro npeotcTsnraiire na apyru xopa. To Moke 1a
MM HaBpEeIH, HE3aBUCHMO OT TOBA, Y€ TEXHHTC CUMMTOMHE ca ChITUTEe KaTo BamuTe.

- AKO 10J1lyuHTe HAKAKBH HEXKENaHU peakium ysejomere Baius nexap win dapmatiert. Tosa
BKJIKOYBA H BCUUKH Bb3MOYKHH HEIKETAaHW PCAaKLMK, HCONMCAHKM B Ta3H IMCTORKA. Busxkre Touka 4.

KakBo cbabpika Ta3sH JIHCTOBKA

1. Kakpo npeacrasnssa TPUTHUKO XR 300 mg M 3a Kakeg @%ﬁﬁ%ﬁ%ﬁﬂﬂﬁ ATEHLNS NO IEKAPCTBATA
2 Kakgo Tpsbpa na 3naere 1peuun na npuemere TPUTUKO XR b Ty e
3. Kak na npuemate TPHTHUKO XR 300 mg i 30/ aZ /Z
4, BB3MosKHM HEsKeNaHH peakuuu i KbM— PO Nt .oallobisrenlammenssaseansensaeseresssssiss I
S Kak na ewxxpanssare TPUTHKO XR 300 mg A -

74 Gy I8)
6. CLAbpiKaHHeE Ha OTTAKOBKATA H JIOTBLJIHMTEHA uHrbopmaunﬂi PaspeuwsHus Nef c/ / ,,,,,,,,,,,,,,,,,,,,,,,,,,,

14-03- 7003
| OgobpeHus Ne .....cvccvvemninsssssecs: / it

1. Kakpo npeacerapasea TPUTHKO XR 300 mg u 3a KakBo ce n3noassa

TPUTHUKO XR 300 mg € nexapcTBO, KOETO Ce Npuiiara 3a JICUCHUE HAa JeNpPecHBHH Pa3CTPOHCTBA C MM
Oes rpeposkHOCT. Te3n ekapeTha Ce HapU4uaT AHTHAETIPECAHTH.

2. Kaxgo Tpaisa aa suaere npean xa npaemere TPHTHKO XR 300 mg

He npuemaiite TPHTHKO XR 300 mg:

- 4KO CTe a/1ePryvyHH KbM dKTHBHOTO BELIECTRO HIIM KM HAKOS OT OCTAHAIIUTE ChCTABKH HA
TOBA IEKAPCTRO (H30poeHU B TOUKa 6).

- NP A1KOXOIHA MHTOKCHKALHMA 1 HHTOKCHKALIMS C XUITHOTHUYHM JIEKAPCTBa.

- 1pH TesbK Mudapkr Ha MUOKapaa.

IperynpexicHAs H NIPCHAZHA MEPKH
I'oBopere ¢ Baniug nekap umu dhapmauert, npeau aa npuemere TPUTHKO XR 300 mg.

Teouampuuna nonyaarus

TPUTHUKO XR 300 mg ne tpsbra 1a ce W3nons3sa ot Aeua ¥ KHOUIH Ha BL3pacT nof 18 roaunn. [pu
TOBA, ¢ HYJKHO J1a c€ KaKe, He KOraTo Ce W3I10/13BaT MPH NauueHTH noa 18 roauHu, tasu rpyna
NEKaPCTBA MOYKE 14 [HOBUILIM PHCKA OT HEKETaHU peakilMu, KaTo ONMT 3a camoyOUiCTBO, NIAHKUPAHE Ha
camoyOHHCTBO M BpaKaeOHOCT (NPe/IMMHO arpecHBHOCT, MOBEASHUE HA NPOTHBONOCTABAHE H THAR).
OcBeH TOBA JTUMNCBAT JaHHHM 33 Oe30maciocTTa NpH AbIrocpouna yrnorpeda npH Jeua v noapacTisalii
OTHOCHO PACTEIKA, Ch3PARAHETO H KOTHHTHBHOTO M MOBCJ/ICHYECKO PAa3BHTHE.

Cayugeniisi npu mecmedie nda ypuna
Ako, nokaro npuemare TPUTHUKO XR 300 mg ce u3pbpuIM CKPHHUHT 332 HAPKOTH




cneuud:)wmu TCXHHKH, BL3MOXKHO € Jla CC OTHCTe d)EU]LI.IHB TNO3KTHBCH pe3yJiTar. Tora ce JABJIXKH Ha
AHAJIMTHYHH CMYILCHHA Meskay MeTabo/uTa Ha TpazonoH U aM(eTaMHHOBUA AepHBaT (eKkcrasu). B resu
cyuai ce koncysrrupaiite ¢ Baimis ekap v nouckaite noTEbPIK/IEHHE HA aHaln3a, KaTo CE W3MON3BaT JIPyTH
TextukH ( Mac cnekrpomerpus (MS) WM anTepHATHBHO Ja ce M3MO0JI3Ba TEUHA XpomMaTorpadus - TaHAEM Mac
cnekrpoMetpus (1.C- MS/MS), npH KOMTO CIIOMEHATHTE CMYLLEHUA HE HACTBIBAT.

CamoyOuicmeo/cyuyuoni MUCIl uid KIUHUMHO GI0Wacane

JlenpecusaTa e CBbP3aHa ¢ MOBUILEH PHCK OT CYMUHIHH MHC/IM, CAMOHApaHaBaHe M camoyOuiicTso (cnOuTus,
CEbpP3aHu Che caMoyOUHCTBO). PUCKDBT CHLIECTRYRA /10 AOCTHIAHE HA 3HAUMMa peMHcHA. TBH KaTo
NMoJ0OPEHHE MOKE J1a He HACTBITH TIPe3 MLPBHUTE HAKOJIKO CeJIMMIM MIIU [TOBEYE OT HAYAJIOTO Ha JICUEHHETO,
NauMeHTHTE TPAORA BHUMATEHO 1a ce Habnroaasar 1o nogepata My. KIHHUUHUAT OMUT MOKa3Ba, e PHCKLT
oT caMoyOMHCTBO MOIKe jla HapacHE Mpe3 PaHHUTE eTany HA Bh3CTaHOBUTEHUS [IEPHOL.

M3BeCTHO €, ve NALHeHTH ¢ AHAMHEe3a 33 CbOMTHS, CBBP3aHH Cbe caMOYOHHCTBO MM NOKA3BALLH B
3HAYUTEITHA CTENeH CYMLIMAHH MUCIIH, TIPEH 3arnouBaHe Ha TGUSHHETO €A M3M0KEeHH Ha TIO-BHCOK PHCK OT
CYMIIMIHU MHUCJTH WJIH OTIUTH 3a caMOYOUHCTBO 1 TpsiGa na ObaaT HaBmo1aBaHK BHHMATEIIHO 110 BpeMe Ha
JiedenneTo. MeTa-aHaius Ha KOHTPOIHPAHU ¢ 1nNauedo KIMHHYHK [TPOYURAHUS HA AHTH/ICNIPECAHTH NPU
RL3PACTHU MALMCHTH ¢ MCHXHYHU PA3CTPOMCTRA 1TOKAZBA TTOBUIIIEH PUCK OT CYWULM/IHO TIOBE/IEHHE NpPU
MALMEHTH 110/1 25 ro 1A BB3PACT, JIEKYBAH ¢ aHTHASTIPECAHTH B CpaBHeHHe ¢ maauedo.

Jlekapersenara Tepanus TpsadBa /la ce ChITBTCTRA ChC CTPOIO HAO/MO/ICHME HA NALIMEHTHTE W B YaCTHOCT Ha
T€3M ¢ MOBULUIEH PUCK, 0CODEHO B HAYAIOTO HA JIEUEHHETO W CJIe MpoMeHy B qozara. [auvenrnre (1 tesm,
KOWTO € TPHIKAT 32 TAX) TpsAOBa Aa ObAAT NpeiynpeAeHd 3a HeoOX0IHMOCTTA OT HaOMIOAEHHUE 3a BCEKH
MPU3HAK HA KIMHHYHO BIOIIABAHE, CYHLIMIHO TIOBSACHME HITH MUCITH, H HeoOWYalHH NMPOMEHH B
NOBEJICHUETO, KAKTO U He3a0aBHO 14 MOTLPCAT KOHCYITALIMSA C JIeKap, aKO TAKMBAa CHMIITOMU CC [OSBST.

Koncyrupaiite ce ¢ Bawus nexkap npeau 1a 3anounere na npuemare TPUTHKO XR 300 mg B caenute
cayvau:
- Enunencus, no-cneyyanHo Aa ce U30Area psa3ko yBelHYaBaHe WIH HAMallABaHe Ha 03aT1a;
- TMaumenTtu ¢ yepHoapodHa uam ObOpedHa HenOCTATBLHHOCT, 0CO0EHO TEKKA;
- Tlaumentu cbe cbpaeddu 3a00/5BAHMS KATO AHIMHA NCKTOPUC, HapyllleHA MPOBOJUMOCT;
WK paznnuHa crenen Ha AV 010K, ckopoiien nipapkT Ha MHOKapaa;
- XUNepTHPOUAU3ILM;
- Hapyuieno ypuHupane, kato Xxuneprpodus Ha MpocTaTa, Makap npoGiemMu 1a HE ce OYaKBaT, Thid
KaTO AHTUXOJIMHEPTHYHHAT eIeKT Ha TPA30/I0HA € HE3HAUMTEIEH;
- OcTpa 3aKpUTOBIBIIHA I71aYKOMA, TIOBUILIEHO BBTPELIHO-0YHO HAJIsIraHe, MaKap 4e ChLUECTBEHH
W3MEHEHHS HE Ce OYAKBAT, NOPa/H HC3HAYWTEIHUS AHTUXOIHHEPrHYeH eeKT Ha TPa30a0Ha.

[pu nossa na xcuiarennna nevenneto ¢ TPHTMKO XR 300 mg cie/asa j1a ce npeycTaHoOBH.

[1pHeMBbT Ha AHTHASMPECAHTH OT NALUMEHTH C IM30(PEHAs UITH APYTH NCHXOTHYHH 3a00ISBaHNS MOXKE /1A
NPUYMHH BJIOLIABAHE HA MCUXOTHYHKTE cuMIToMH. [TapaHonannTe Muenu Moxke aa ce 3acuaT. [lo Bpeme Ha
JIeYEHHETO € TPa30I0H ACNPeCHBHATA (ha3a MOXKE /1a ce NMPOMEHH OT MaHHAKa HO-/ICTIPECHBHA B MaHHAKAITHA.
B to3u ciuyuait npuemsT Ha TPUTHKO XR 300 mg tpabea j1a ce npeycTaHoBH.

Or1caHy ca B3aMMOAEHCTBHSA MO OTHOUICHHE HA CEPOTOHUHOB CHHJIPOM/ 3/IOKAYECTBEH HEBPOJICIITHYCH
CHHIIPOM B C/lyuaii Ha ChITBTCTBALLA ynoTpeda Ha Apyru BEIIECTBA ChC CEPOTOHMHEPIMUHO JICHCTBHE, KaTO
APYTH alTuienpecanTn (Hanp. Tpuumknnunm antuaenpecantd, SSRI, SNRI u MAO - nnxuburoph) u
nepponentui. CrodLaBa ce 3a 3/10KaUeCTBCHH HEBPOICHITHYHH CHHAPOMM € JICTAJICH U




Buzkre “JIpyru nekaperea 1 TPUTHKO XR 300 mg” u ,,Br3Moskiu nexkenanu peakuuu” 3a A0NMbIHATENNA
uHQopmanms.

TBH KaTO arpany;10UMTO3aTa MOKE 14 CC IPOSIBY KIIMHUYHO C IPUIIONOA00HH CUMNTOMM, Bb31AACHO I'bPJI0 H
Tpecka, B TEZW CIyYau ce NMPenopLuRa U3CIe/IRaHe Ha XeMaToIoTusTa.

CruoOiiaea ce 3a X MOTOHWA, BRJIKOUHTEIHO OPTOCTATUYHA XHUTTOTOHKWA H NPHIIALIH TTPW NMalHeHTH,
HpueMatlli TpasoJo0H. CBOBTCTBALLOTO NpHEMaHe Ha JieKapcTia 3a NoHMKaBaHe Ha KPLBHOTO HajiAratue |
TPpa3zo OoH MOMKC [1a H3HCKBA HAMATABAHC Ha J103aTa HA aHTHXHIICPTEH3WBHOTO JIEKApCTBO.

[Tpy naieHTH B HATIPE/IHANIA BB3PAcT N0-4ECTO MOXKE a4 ce NPOABAT OPTOCTATHYHATA XHIOTOHHS,
CLHJIMBOCT KAKTO H IPYTH aHTHXOJIHHEPI Ut eeKTH HA TPA30I0H.

Crienanio BHUMaHHe cJie/IBa 1a ce 00bpHE HA BL3IMOIKHOCTTA 38 JIONMBLIHUTEIHH eeKTH NPH CHITBTCTBAIIO
JigueHHe, KaTO HANpUMep ¢ IPYTH MCHXOTPOTMHU MM AaHTHXHIICPTEH3HBHH CPEICTRA, HIH MPH HATHYHETO Ha
pHCKOBH (DAKTOPH KaTO CHIBTCTBALLO 3a00/sBalIe, KOSTO MOJKE [1a BIIOIIH Te3H peakiuu. [Ipenopbunrento e
nauneHTLT/00NHOreaubT Aa € HHPOPMHPAH OTHOCHO Bb3MOKHOCTTA 3a TAKHBA PEAKLMH H BHUMATENHO qa

ce HaDAK/1aRa 2a TAKMBA e(heKTH TMPH 3arovBale Ha TeYeHUETO, NMPEean U CI¢]T BB3XOAAII0TO THTPpHpaHE Ha
Ao3arta.

Cnea neuecnue ¢ TPUTHUKO XR 300 mg, ocobeno ako € npojib/KMTENHO, ¢ NPENOPbYBA MOCTENEHO

HaMalsiBaHe Ha Ao03ata ¢ Ooriel MHHHMH3HWpaHe Ha CHMMIITOMHTE Ha OTHEMaHe, XapaKTepHU3HpallH cC ¢
rajacHe, rnaepodoIue U HCPA3ZNQJIOMCHHEC.

Hsima CBEIACHHs 3a NPUCTPaACTABAHE KbM TPA30/JOHOB XUApOXJIOpHA.

KakTo npy Apyrure auTuAenpecanTH, UMa clydad Ha yab/bkaBaHe Ha QT-wHTepBana, Makap W MHOTO
penkH. [lpenopbuea ce BHuManue npu npeanuceadero Ha TPUTHKO XR 300 mg ¢ nekapcTBeHH MPOIYKTH,
kouto yaemkagar QT-unteprana. TPUTHKO XR 300 mg ciienra jia ce H3no138a BHUMATEIHO OT NAIHEHTH
¢ JOKa3aHW ChPAeUHOCHI0BH 3a00ARAHNA, BRIIOYMTEIHO TAKHBA, CRLP3aHM ¢ Yib/ikasane Ha QT-
HHTEpRAJIA.

MougHute nHxuouTopu Ha CYP3A4 Moke fa IpMYMHAT NOBHIIABAHE HA CEpPYMHWUTE HHBA Ha TPa30JoHa.
Bwxre ,.JIpyru nekapetea u TPUTHKO XR 300 mg™ 3a nonsaHutenHa vHGopManus.

Kakro Apyri nekapeTsa ¢ anda-aipeHOIMTHYHO ISHCTBHE, TPAa30A0H MHOIO PAAKO BOjM /10 npHanuzbm. Toii
Ce JIeKYBa € WHTPAKABEPHO3HO HHIKEKTHPAHE Ha a:ld)a— AHAPEHEPIrHYEeH areHT Karto Hanp. aapeHaIiH Wik
metapamunon. Crobliaea ce, odaue, 3a HHAYLUHPAaH OT TPAa30A0H NPHANK3IBM, KOHTO € HATOKUIT XHPYPruuHa
WUHTCPBEHUHA WIIK € OBE 10 NepMaHeHTHa CeKCyajiia III/IC(.J[)}’HKILMH. [lauHeHTH, KOMTO pasBHBAT Ta3H
HesKke/1aHa peakius, TpsOBa HezabarHO 1a npeyeradoat prema Ha TPUTHUKO XR 300 mg.

Jpyru aekapersa 1 TPHTHKO XR 300 mg

Tpabpa na kaskete na Bammsa nexap uinu gpapmanesT, ako npHemMare, HaCKOpO ¢Te NPHUEMAITH HITH € Bb3MOXKIHO
A4 npueMate JIPYTH JIEKapeTsa.

Oé6wyu: CenatupHuTe e)eKTH HA alTHIICMXOTHLMUTE, NPUCITHBATENHHTE, YCNOKOUTEAHMTE, AaHKCHOTHTHIMTE U
AHTUXMCTAMHHOBUTE JIEKAPCTBA MOKE [1a CC 3aCH/IAT; B TAKUBA CYUYaH ce NPernopbuBa HamajaBaHe HA 1o3aTa.
MeTaloNn3upaHeTo Ha AHTH/CTIPECAHTHTE Ce YCKOPSBA MOPai YepHOAPOOHUTE eEKTH OT NepopaiHu
KOHTpaLenTHeu, GenuTonH, kapbamasenuu u Gapburypartu. Metaboan3upaneTo Ha aHTHAENIPECAHTHTE Ce
RBIMPENATCTRA OT LIWMETHAMHA W HAKOM APYI'M aHTHIICMXOTHYHH JIEKapCTBa.

TpsaOea Aa kakeTe Ha Baluns jiekap, ako npueMare HIKoe OT ClIeIHUTE JICKapeTBa:




Hyxubumopu na CYP3A4: N

Te BKIIOUYBAT EPUTPOMHIIHH, KETOKOHA30J1, HTPAKOHA3OI, PUTOHABMP, HHIMHABUD H nedazonon. lesu
JICKAPCTBA 3ACHIBAT HEKCIIAHMTE Peakiiii Ha TPUTHUKO XR 300 mg. [Mopaau ToBa CeALICTBALLATA
ynotpeba TpsibBa ja ce W30ArBA, KOTFATO € BL3MOXKHO MW TIOHE /13 C& HaMaJIk [103aTa Ha TPUTUKO XR 300
meg.

Kapboavazenun:

ChIrBTCTBALLWST TPHEM € KapdaMaseTiH BOIH 110 HaMaleHH nnasmenn konuerrpamu Ha TPHTUKO XR 300
mg. [lanenrrure cie/iga 1a ce HaOMOAABAT BHUMATCITHO, 32 1d CC BHHM /a7l He € HeoOX0AuMa 110-BHCOKA
noza TPUTHUKO XR 300 mg.

Tpuyuraiiny aHmuoenpecanmu; CHABTCTEALLMAT IPHEM CIIS/IBA /1A ce u305TBa 10pan PHCK O1
maumoaeiicrane. [a ce cejid 3a CCPOTOHHIIOB CHHIIPOM U ChPACHHOCHAOBH cTpatuvHH eeKTH.

@ayorcemun: CpobIABA Ce 3a PEIKK CilyHan Ha MOBUIIEHH TIA3MEHH HABA HA TPA30JIOH ¥ HeDNaronpHATHH
eexTH MU KOMOMHHPAHE Ha TPA3OLOH € dayokcetin. He e u3kimoueno apMakoIMHaMUTHO
BRAMMOECTRHE (CCPOTOHHHOB CHH/IPOM).

Huxubumopu na MOHOAMUHOGAMA oxcuoaza (MAQOI): Bp3MOKHH ca B3aUMOAEHCTBUA C HHXUOHUTOPHTE HA
MOHOAMUHOBATA OkCHaaza. Makap HAKOH JIEKapH J1a KOMOMHUPAT JIBETE JIeKapeTRa, chIbTCTRALIATA YIIOTpeOa
ua TPUTHKO XR 300 mg ¢ MAOIL, wiu 10 1Be ceaMuLH CJI€ NPeKpaTIBaHe Ha TpYMeMa Ha TEe3H JTeKapCTBa.

He ce npenopsupa. He ce npenopbusa v NPHEM Ha MAOI no enHa cesMHIIA ¢e/L TTPEKPATIBAHE HA JICUCHHETO
¢ TPUTHUKO XR 300 mg.

Anmukoazyranmi Wil auImuazpeanmy (peoospamasail CoCUpGanemo na KpLEma): IPoOMeln B
CHCHPBAHETO HA KPBBTA CRBP3AHM C PHCK OT KbPBCHE.

Denomuasuny: ChinTeTBalaTa ynorpeda ¢ xnoprnpomasut, (urypenasun, JJCBOMEIPOMAsHH, nepdenazun
MOJKE 71a JIOBE/IE 10 TeKKa OPTOCTATHUHA XHIIOTOHMA.

Anecmemuyu/ myckyunu peaaxcanmu. TPHTHKO XR 300 mg MosKe 1a 3acChIM ePEKTHTE HA MYCKY/JIHUTE
peaKCaHTH U JICTJIMBHTE aHCCTETHILM, 3aTOBA MPU CHILTCTRALIATA yrorpefa ¢ HeOOXO0MM Mpe/inasiive
NOAXO/.

Anxoxon: Tpa3zofoH 3acHiiBa Ce/IATHBHUA S(EKT HA ATTKOXONIA. Ilo Bpeme Ha nevenne ¢ TPUTHUKO XR 300
mg yrnoTpedara Ha anKkoxol ciie/isa 1a ce n30srea.

Jlegooona: AUTHACIIPECAHTHTEC MOTAT Aa YCKOpsT MeTabOoNIH3Ma Ha JICBO0MA,

Upveu
Caunprereamara ynorpeba Ha TPHTHUKO XR 300 mg ¢ nekapeTea, KOWTO JIOKa3aHo yab/LKaBat QT-
HHTEPBA/IA, MOKE /1A [IOBHIIM PHCKA OT BEHTPUKYJIAPHH apUTMAIH, BIJIOTATETHO Torsade de pointes. B

TAaKMBA CTYUM € HEODXOIMMA NPENA3IHBOCT 0 OTHOWEHHC HA CHILTCTRALIATA yroTpeda Ha TE3M JIeKapeTBa
¢ TPUTHUKO XR 300 mg.

Tpa3onoH MOKeE J1a MHXMOMPa [OBCUETO OT OCTPUTC eeKTH Ha KJIOHHIHH.
Thii KATO TPA30/10H € MHOTO cnad MIXMOHUTOP Ha ofpaTHHs 3aXBaT HA HOPA/IPCHAIMHA 1 HE MO uippa
peaKLMsTA HA KPLBHOTO HAIATaHE KbM THPAMHH, HE CE 0HAKBa A TOBJIMAC BBPXY X e
neicTBYE Ha TYAHETHIMHOBUTE CheMHeHus. [IpoyuBanms BbpXyY JabopaToOpHU KUBO, (3
TPAJ030H MOXKE /1A Bb3IPEIATCTBA HIOREHETO OT OCTPHTE epextH Ha knonuaus. Ilo /T




BU/IOBE JIGKapCcTRa 34 JICUEHHE HA BUCOKO KPbBHO HaJisAraHe TpﬂGBa Jla ce oT4YiTa BbL3MOKHOCTTA 32
MNOTCHIIMPAHE, Makap Ja He CC C'BO6I.!.I,&B3. 34 KJIMHHYHH BZ}&HMO,II,EEICTBHFI.

Heskenanure eektn Morar jia Gb/1aT No-4ecTH, KOrato TpasoioH ce npUeMa CLITHTCTBAILO ¢ MPOAYKTH,
ChIbPAaliH AKBJIT KAHTAapHUOH.

CuipTerBalaTa yrorpeba na Tpaso/ioH | BaphapuH Moke 1a TOBEAC 10 MPOMEHH B IPOTPOMOHHOBOTO
BpEME.

CopIILTCTBAIMAT NPHEM ¢ TPa300H MOXE 1 MPHYMHA TIOBHILABAHE HA CepyMHHTE HHBA HA TMTOKCHH MITH
(heHuTOHH.

BpeMeHnocT, KbpMeHe 0 (pepTHAHTET
Ako cTe GpeMenta Win KbpPMUTE, CMATATC, Y€ MOKE Aa CTe Gpemeniia WK IiaHapare OpeMeHHocT,
nocubBeTBaiiTe ce ¢ Bamusg siexkap wian GapMauesT 1peaiu ynotpedara Ha TOBa TeKapcTBO.

Herongm obem naniy 3a Gpemeriin skenu (o 200 ciyyas Ha OpeMEHHOCT), MPUEMALIIH TPa3o/oH, He
[oKazBaT HeKeNnanu eeKTH Ha TPA30/0H BLpXy OpeMEeHHOCTTa WiK 31paBero Ha M/10/1a/HOBOPO/IEHOTO.
Jluncsat Apyrd enuAeMUONOTHYHH NaHHH.

Koraro TPUTUKO XR 300 mg ce npyeMa 10 pax/1aneTo, HOBOPOACHHTE Tpabea na ce HabmoJasar 3a
[10SIBATA HA CHMITOMH Ha OTHEMAaHe.

BpaMOKHOCTTA 32 OTAC/ISHETO HA NPOAYKTA B MUIIKOTO TpsiOBa Jia c¢ MMa Npe/IBHA NPH KbpPMELIH MANKH.
Cnenorarento ynorpeGara Ha TPUTHKO XR 300 mg no speme Ha nepHona Ha GpeMeHHOCT W KbpMEHe
TpaGBa 1a ce OOMUC/IM CIE/ BHUMATENTHA NPCICHKA HA CHTHOLICHUETO TnoJ3a/pUcK.

Illodgupane u pabora ¢ MANIHHH

TPUTUKO XR 300 mg viMa ciiabo v yMEpeHO BIMAHWE BLPXY criocoGHocTTa 32 Wodupane W padbora ¢
Mattitu. TlanuenTire TpadBa Jla BHUMABAT MpU o(UpaHe UilH paGoTa ¢ MaLIMHH, JOKATO C& YBEPAT, UC HC
W3TIMTBAT CHHJIMBOCT, CE/IMPAHOCT, 3aMasHOCT, 00BLPKBAHE HITH 3aMBIIICHO 3PEHHC,

TPUTUKO XR 300 mg cpabLpska HATPHIH

ToBa NeKAPCTBO CLALPIKA N0-Manko oT | mmol HaTpuid (23 mg) na TabneTka, T.¢. MOIKE /1a €& KaKC, He
MPAKTMYECKH HE ChIbPIKA HATPHI.

3.  Kak aa npuemare TPHTHKO XR 300 mg

JlekapeTBOTO Ce MpHeMa caMo OT Bh3PACTHH NAUNECHTH.

TaGnerknre TPUTHUKO XR 300 mg ca Aenumu Ha 2 4acTH, KOETO [103BOABA NOCTENEHO MOBHIIABAHE HA
103aTa, B 3ABUCHMOCT OT TEKeCTTa Ha 3ab0/14BaneTo, TeroTo, Bbapacrra v ot 00UIOTO CHCTOSHUE HA
NAUMENTA, 110 JEKAPCKO MPenucatue.

MMpenopbunTeanarTa Hauaana 103a ¢ 150 mg ek AHCBHO. Jlosarta Moxke 1a Obae yBenuuapaHa che 75
mg/anerno (monosus Tabnerka ot 150 mg) Ha BCeKH TpU AHH (nocruraiku 10 225 mg//\HEBHO HA YETBLPTHS
aeH OT TepanuaTa) 20 Makcumym 300 mg//IHEBHO,

B HsikoM ciTyday HAUATHATA 1038 MO 1a Ob/le HaMa/IcHa Ha 75 mg/anesno (nonoun Tabnerka oT

150 mg) ¢ MOCTeNeHO YBEINYaBaHe cbe 75 mg/sHeeno (nonosun tadretka or 150 mg) Ha BCEKH TPH JIHH, J10
makcumym 300 mg/iHeBHO.




~ ” s .
TabueTkure He Tpadsa 1a ce pa3TpOLIABAT WK AbBYAT, 32 12 C& QCUTYPH YABIKEHOTO ocrOOMK/1ABAlIE HA
JIeKapCTBOTO.
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Ynorpeda npu aena u JOHOIIH
He ce nperopniza ynotpebara Ha TPUTUKO XR 300 mg npu acta JOHOIIYM HA BB3pAcCT NOA 18
CO/IMHH, TIOPAZM JIMNCA HA JIOCTATHHHO JaHHu 3a De30nacHoCT.

YepropoOHu HApYIECHHA

Tpaszojion NpeTbpABL eKkCTEH3MBEH MeTadoIM3bM B HCPHHA pol 1 ChLIO Taka cC CBBP3EA
Xe11aTOTOKCHYHOCT, BUKTE LlpenynpemaaHusa 1 npeAnazHu Mepkn” W, Bb3MOKHH HesKeJIaHM PeaKiin’.
TMaumenTy ¢ 4epHOPOOHHM HAPYLLCHHA, 0cOBEHO ¢ TEKKA HepHOPOOHA He0CTaTbYHOCT TpAOBa Na Kaxar
j1a TexHus JeKap, KOHTO e npenenn Haii ¢ HEOOXOMMO IEPHOIHYHO LHaGoaCHHE HA uepHOApoOHaTa
(pyHKIHS.

bhOpeuHd HApYUICHUA

OGUKHOBCHO He € HEOOXO0AMMO KOPHrHpanuc Ha jo3ata. BLIipekn ToBa NAIMCHTH € GLOpeUHH HAPYLUICHUSA,
0coBEHO B CyJan Ha TexKKa OpdpeuHa HEMOCTATHYHOCT TPiOBa 1a KaXKaT Ha TeXHnd nAekap npead Ja
aanounar nedenve ¢ TPUTUKO XR 300 mg (BurTe cbio I Ipeaynpeianiil W IPEMINAazHl MEPKH 7).

AK0 cTe IpHeIH noBe1e oT HeoOXoIHEMATA 1032 TPUTHKO XR 300 mg

Haii-uecTo cbodluasaHnTe HEKE/TaHN peakiu cJea Mpe/io3npane ca CRETOBBPTEN, CHHIMBOCT, FAACHE U
NOBPbLIAHE.

B no-cepyo3HuTE cayHan ce cLOG11IaRa 32 KOMa, TAXMKapaus, XUNOTOHHS, XUMOHATPUCMHS, KOHBYJICUH H
3aTPy/HEHO [MITaHe. CLp/euHHTE HAPYIICHHA MOXE /1 pIIIOUBAT GpajMKapvs, yABKABAHE Ha QT u
Torsade de Pointes. CHMITOMHTE MOTAT ja CC MposBAT B PAMKMTE Ha 24 yaca WM MoOBeYe CIC
11pe/I03upaHe.

[ [peioaupane Ha TPA30M0H B KOMGUHALLAS C APYTH AHTH/IETIPECAHTH MOKE /13 TNpUYHHA CEPOTOHHHOB
CHHIPOM.

B cayuaii na ciyuaiino MONTBLIAHE HA ronemu nozu TPHTHUKO XR 300 mg cebpikeTe €€ nezabaBHo ¢
Bauius JeKap Uiy OTHACTE 10 Haii-oan3kaTa Gonnuia. Baemere Che cefe cu M Ta3H JIMCTOBKA.

B ciyyait Ha npeao3Hpanc TpabBa /1a ce M3MON3RA AKTUBCH BLIVICH WK 14 Ce HATIPaBH CTOMAIIIHA IPOMHBKA
¥ KPBBRHHTE EEKTPOIUTH Tpabra Ja 0bAAT KOPUIHPaHH. He cpinecrsyea crieundueH anTUAOT Ha TPA30A0H.

AKO MUMaTe HIKAKBH JIOMbIHHTEIHH BRIPOCH oTHOCHO ynorpedara Ha To3u MPOAYKT, nonuraiTe Bawms
Jjekap unu apmMalesT.

4. BL3MOMKHH HeKeJJAaHH Peakiiny

Karo Benuky nekapersa TPUTUKO XR 300 mg Moke /14 NPSN3BHKA HEKETAHHN peaKiMU. BBIPCKHU 1€ 1C
RCCKM TH NOJIY4aBa.

CrobiaBa ce 3a ciyvan Ha CYWUMIHH MUCIT 1 CYMIMAHO TIOBEACHHE 110 BPeME Ha TepanuaTa ¢ Tpasoion
WM CKOPO /161 IPEKBLCRANC Ha JICHEHHETO.
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cboO1aBaT NPpHU NALUKUEHTH, NMOJTOKECHH Ha TEparus € TPpasoA0H:

HMCKPE’BHH Ha KpbBTa (BKﬂl‘O"IHTeﬂHO arpaHyJjouuTosa, TpOM6OU,HTOHCHHH, JICBKOMNECHUA U

aHEeMMU);

AJNepruyHu peakumu;

CHHIpPOM Ha HeaJeKBaTHA CEKPeLs HAa aHTUINYPETUUHHUS XOPMOH;

HamasisiBaHe Ha HuBaTa Ha HATPUH B KPBBTa, 3aryda Ha Tery1o, aHOPEKCHs, MOBULIEH aneTHT;
CyMUMIHN MHUCIM WM CYWLMHO TOBEJACHHE, ChCTOSHUS Ha 00bpkBaHe, Oe3chHUE,
JIe30pUEHTALIMS, MaHUsl, TPEBOXKHOCT, HEPBHOCT, Bb30YAMMOCT (MHOIO PSIKO BJIOLIABALIA CE 10
JeJIMPUYM), HATYAHHUABOCT, arPECUBHU PEaKLMK, XallOLUWHALWH, KOIIMapH, MOHWKABAHE HA
JIMOKUI0TO, CHH/IPOM Ha OTHEMaHe;

CepoTOHMHOB CHHAPOM, KOHBYJICHH, HEBPOJENTHUYEH 3JI0KAYECTBEH CHHAPOM, 3aMastHOCT, BUEHE
Ha CBAT, IJ1aBoO0sIME, CHHIMBOCT, 0€3MOKOHCTRO, MOHMIKEHA OTIUTESIHOCT, TPEMOP, 3aMbIJIEHO
3peHre, HapyLIeHUs Ha naMeTTa, MHOKJIOHYC, u3paseHa adasus, napecresus, AUCTOHHS, MPOMSHA Ha
BKYycCa;

Cbpaeuna aputmus (BimountesiHo Torsade de Pointes, nannuraiuu, npexaeBpeMeHH:
BEHTPUKYJIAPHW KOHTPAKLMH, BEHTPUKYJIAPHU KYIIJIETH, BEHTPUKYJIapHa Taxukapaus, OpajMkapaus,
taxukapaus, EKT™ abnopmannoctu (yabinkasane Ha QT);

OprocTaTHyHa XUIMOTOHUS, XUTNIEPTOHUS, MPUNA/IbLIH;

HasanHa KoHrecTus, 3aTpy/IHEHO JIMILIAHE;

["anene, noBpbluaHe, cyxoTa B ycTara, 3arek, Jdapus, JMCcrerncus, ctomaiiHa 00Jika,
racTPOEHTEPUTH, YBEIIMUECHO CIIIOHOOTACIAHE, NapaJuTHUCH HUIIeyC;

HapyiieHus Ha uepHoapoOHaTa (PYyHKLHMS (BKJIIOUMTETHO KBJITEHHULIA U XenaToleyaapHu
YBpEeIKAaHuUs), MHTpaxenaTajiHa XoJjlecrasa;

Koxen 00puB, npypuryc, XUnepxuaposa;

bosiku B kpaitHuumTe, 6071KK B rbpOa, MUAJTHs, CTAaBHU OOJIKHU;

HapylueHus nipu ypuHupase, KaTo ypuHapHa HHKOHTHHEHLUs (M3MyCKaHe Ha YPHUHA) UK 3a/TbpiKaHe

Ha ypuHa (HEBb3MOXKHOCT 3a YPUHUPaHe);

[Tpuanusbm;
Cnaboct, 0TOK, FPUNONOL00OHH CUMATOMH, YMOPa, OONKa B IPbJIHUS KOL, TPECKa;
[ToBuaBaHe HA YEPHOPOOHUTE EHIUMMU.

ChobmaBaHe HA HeKeJIAHH PeaKIHT
AKO MoJlyuuTe HSKAKBU HEXKEJIaHH JIEKapCTBEHU peaklinu, yBejomere Baiuus nexap unu papmauesr. Tosa

BKJIFOYBA BCUYKH Bb3MOKHHW HEOINMUCAHU B Ta3u JIMCTOBKA HEXKEJIAHU PCaKLHUU. MoskeTte cblo Ja C’bO6L[[l/lTe

HEIKeJIaHW PeakLMU AUPEKTHO Ype3 HaLMoHalHaTa cucTema 3a choliaBate: M3mbaHUTeHa areHIus 1o
Aekapcrsara, yi. .. Jlaman I'pyes” No 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

Kato chobuiasare nesxenanm peakLmm, MOKeTe 1a 1aJieTe CBOs MPUHOC 32 M0Jy4aBaHe Ha roBeye HHpopMaLus
OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKAPCTRO.
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Kak na cnxpaﬂﬁBaTé TPUTHUKO XR 300 mg

.ﬂCKapCTBGHl/IHT MPOAYKT HC U3MCKBA CIIELMa/IHK YCJIOBUA HA CbXPaHEHUE.

He wsnonssaiite TPUTUKO XR 300 mg cien cpoka Ha roaAHOCT, 0TOENsA3aH BbPXY KapTOHEHATa
OTIAKOBKA.

I[a CC CbXpPaHsBa Ha MACTO, HEJOCTDBITHO 3a Jcua.




0. Cwmpmatme HA OIIAKOBKATA H I0NBJHHATE/IHA mu]mpmauna

Kakso cpanp:ka TPUTHKO XR 300 mg

Axrusno remecrso: 300 mg Tpasononor xuupoxiopun (trazodone hydrochloride), cvoreercTRamy Ha
273.2 mg rpaszouou (trazodone).

IMomomuu BelecTsBa,

Aodpo; KOHTpaMHI TpaHyNiHpaH (NPEKEeNaTHHH3UPAHO MOAM(ULMPALIO HUILECTE), XMOPOMENO3a, CHITHIMER
JHOKCHIL, KoJouieH OesBoaen, HaTpues creapuidymapat

Quanvoso noxpumue: Onaapail 11 po3op (IMOJHBHHWIOR AJIKOXOI — YACTHUYHO XHJPOJIH3HPAH, THTAHOR
avokena, Makporo/TIED 3350, tank, sbnat skenesen oxcun (E 172), uepren xenesen oxkcun (E 172).

Kax msrnesna TPUTHKO XR 300 mg 1 KakKBo Ch/iLpska ONAKOBKATA

beskopo-opankeBd GUIMHPaHH TabNETKU C Y/Ib/DKEHO OCBODOIKAABAHE C IENTHUTENTHA YEPTa OT /IBETE CTPaHU.
TPHUTHUKO XR 300 mg ce npeyiara 8 PVC/PVDC/ anymunuesn GiiMerepy, NocTaBeHH B KAPTOHEHA KYTHsI,
chabpxkaia 10, 14, 20, 28 unm 30 TabneTky, v npuioKeHa JIMCTORKA 3a NALMEHTA.

He BcHuKkM BUAOBE ONAKOBKH MOTaT Aa OBJAT MyCHATH HA Na3apd.
Ipurexares HA pa3pelIcHHETO 3a ynoTpeda

Anmxennnn ®apma bearapus EOO/L

oya. .,Acen Mopnanor™ 10

Codus 1592, brarapus

Ten: = 3592975 1393

Make: +3592971 57 45

Iponssoauren

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

3a gonbiaHuTe IHA HHDOPMALUA OTHOCHO TOBA JICKAPCTEO, MOMA CBbPIKETe Ce ¢ MPHTEKATEN Ha
paspelueHHUeTo 3a ynorpeba

JlaTa Ha moc/1eHO Mpepasriek/Iane HA JIHCTOBKRaTa: nexeMBpH 2022,




