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TRITTICO
TPUTHRO

1. MMe x@2 JeKsSpCoTBeHUSE ODPORYKT
Trittico 75 mg TaflIeTKM C YIBPREHO OcBOoOOXIaBaHe
Trittico 150 mg TabIeTKy C YIOWDKEHO ocmoboxmaBaHe

2. KauecTeeH M ROMMECTESH CRCTEB

Enra rablieTka CBIEPXKA ©

Trittico 75 mg PaONeTRM C YIOBRIDKEHO OCBOOOXKGaBaHE
jlexapcTReHo BemecTBo: 75 mg trazodone hydrochloride

Trittico 150 mg TAGNeTKM C YEWEXEHO OCROOOXKIaBAHE
JlekapcTBeHo BemecTso:l150 mg trazodone hydrochloride

3. Jexapcreenz dopMa
Hemnor TableTky ¢ YOBMKeHO ocBoboxgaBaHe - gesaMl4 Ha 3 dJacTu

4. KmpaEmagsay TaHEM
4.1 Toxanatis
HJernpecusar pascTpoicTbBa C W 683 TPeBOXKHOCT.

4.2 FoBMpOBKa J HaG9ME HA [IPMIOKCHUS

JiekapCTEOTO Ce OpMeMa CaMo OT BE3PacTHM HalueHTH.

BrapacTum: 75-150 mg /HHEBHO, NpMEeMaHyM KaTO eAHOKpaTH& No34a Bedep, [LpeiM jaArd:He.
HosupoekaTa Moxe na 6bie yeelmkueHa xo 300 mg /OHeBHO, paspeyeHa Ha IBa nIpMeMa.
Ho BpeMe Ha GONHMIHO FleueHure posarta MOxe na Gene Iasumena EO
600 mg/OHeBHO , pasiesieHa Ha HAKOJKO ODUeMa.

TauueHT B HanpemHasa BBEIPAcCT M MSTOMEHM NalUMeHTH : 3BAlo¥Ba Ce C peuepeH npueM
or 100 wg/mHesHo .Mo JeKapCKo NpeinMcaHKMe KOSHMPDOBKATa Moxe i Oble NOBMIABEHE, B
SaBMCHMMOCT OF KiIMHMUHMA OTDOBCp. He e oOMuaiHo, [OO3MPOBKA no-sucoxa or 300
mg/nHeBHO Ha OBOe YBeIMuaBaHa.

DemnsiTe TabreTky MoDaT La ObgaT pasOejiAHM Ha 3 2 Yacey, KOeFo [o3BOAABA
OOCTENeHHO LOOBMlIasaHe Ha H[osaTa, B DSasMCcHMOCT OT TexecTra Ha 3abonaBaHeTo,
TEeprIoT0, BBE3paceTa M oSmoTo CBCTOAHME Ha NaUUeHTA.

Nleuenmero TPAOGBA Ia DJaNouHe C BeUepeH NpMEM M ¢ NOBMIU&aRaHe Ha HHeBHMTE JO3M, [0
JeKapCKO NpenmMcasue.

3a mpemnounTane € JISKapCYBOTO Ha Ce OpMeMa CAeR AfeHe M Ha TePaneBTUUHK Ly OT
[ICHE eOMH Mecel.

lipr DAauMeHTH B HanpeSHana BBEPacT, AOSMPOBKATA TPAOBa BHMMATENHO Hna Ce YPOUHM OT
nmexapA, KOMTO ga npeleHy Kak a2 OPMIORM MMHMMAIHHUTE PESICRBIMTEJIHM RO3H.

4.3 IIpOTHMBOROKASANMST

Doxasalna CEDBXYYEBCTBUTENHOCT KEM [IpenapaTa yumy KEM HeT'OBUTE ChCTaBKM.
TabReTKHTe CHILDEAT 3aXapos3a.3aropa JeUeHMeTO C NPelapaTa e IPOTHa0NOKAZaHC  IIpK
HaCHeLECTESEa HEeNOHOCHMMOCT KM GPYKTO3a, WIDKOZO-TalaKTOSHa ManaOcopbums u
CYKPOB0-MB30MaITO3eH HeduumT.

Trittico e nporupBonokasax Npy OpeMeHHOCT , KbBpMeHe M Ieua nox 18 .

4.4 Coenuassy ODPenyNpexpeHms M CHeIMANHM DPeRnasHEy MepPKM  OpH yoorpebta

Trittico Tpsafisa ma Obihe OpMAaraH [IO4 JEKApCKM KOHTPOJI NPpM NalMeHTM C KIMHHMYHO
SHAUWMMM  YePHONpPOOHY, OnOpedsn UM CBpAeuHy 3a0oJiABaHMsa, O0-COSUManHO [IpK
DaUMEeHTH € [IpOBOOHM  HapymeHwus Wi  A-V  OBoK OT pPal3nMuHa CreleH.Miu CIen
npeceln MHOAPKT HA MMOKAPHOA. g R

.



Brhopexy uwe, TPASONOH HEe HPeM3BMKBA XapaKTephEuTe efexTu Ha TPMUMKIITIHMTE
aUYMOCNPECaHTH BEPXY  CopOSuYHaTa  OelfiHOCT, HeroBara abpeHONMTHMYHA AKTHBHOCT,
[OHSKOTa MOXe Ha [IpeIM3BMKa OpamrKapIiMA M XMIOTEHBMA , [NO-TOYHO CIMIORMHUHA
XMIIOTEH3MsA, [NDUEDYRSHA C KOMIGHCaropHa Taxukapmms. CeosTCcTBamoTo neyenue C
aHTUXMICPTEH3MBHM CPENCTBA M TPasSoNoH, MOXe Ha HaNOXKM HaMmalgBaHe Ha [ozaTa Ha
XUOOTSHIUBHUA MEIMKAMEHT .

C ocoSeHO BHMMAaHWME 9pRa3OIOH TpAOBa Ha ce OpMilara ka [nauWexHTi, CTpanamt oF
emmMJIencHs.

Pepxy NpOMEHM B KPBBHATA KapTMHA, KaTO FPaHYNOUMATO3a, TPOMOOLMTONSHMA M aHEMUA

MOT:aT XJa ce IOSBAT Cc yHnorpefaTa Ha TPasOLOH. HorxstamgBa ce 3a OpOMeHH B
uepHonpobHaTa GQYHKIMA, HNOHAKOTa TENKM, BRIDUMTEIHO YBpeRpaHe R UepHOAROGHUTE
KISTKM M IKBIIPEeHMUIa . B wesmy ciyiauM ce Hanara Hesa0aBHO ChVpaHe Ha

meuenweTo. /Bwx oap. 4.8 /

WsnonsBakero Ha  QOHEeBHO-HapacTsaia mosa OO  MAKCHMMAJHO PenopbUMTeIHaTa
HOSMpOBXA, CHIAIACHO JNEKApPCKOTO NpelpIcaiie, HAMAaJIABa PMCKAa OT [NPOABM Ha HERSJAHM
IexapcYseHr peakuMy CBEPS3HM C JIeKapCTBOTO.

Moxe ©x [OO-YECTM H[POABYM Ha HEKeJaHM JISKapCcTBeHM peamym ce HaGmomasaT IpH
eIHOBPEMEHHOTC LPMICKeHME Ha TPaSOAOH c rnpenapaTu, CBOEpRam Hypericum
perforatum (®enT KaHTAPMOH) .

TaSoeTkTe CLELDXAT Baxaposa, koeTo TpaAGBa ha Ce MMa B MPeRBUE NpY MalMeHTH C
IMader HMIYM HA HUCKO-KAaJOPMYHa IHMeTa.

Ila ce masm nanede or obcera Ha Oeua.

4.5 JlexapcTESHEM U APYTM BSEMMOLEMCTEVST

Beiipeky ue He ca LHOKNafBaHM HEXeJaHM JeKapCTBeHM peaxipns, TpasoXon Moxe na
SACHIDf NeMCTEMEeTO Ha MMOopesakCaHTMTe M JeTIMBMTE aHeCTeTMum. Tpasz3omon €& NOHACH
foSpe mo fauMeHTH ¢ EMRcdpeHMA B Ienpecus, Ha CTaHEapTHa Tepannd, KakTo M OT
mauneHT ¢ HapKMHCOHOBa ColecT, JeKYBaHM C JEeBOOOHE.

Jleuenmeso € TPASOHOH MOXe @pa 3sacwns ebexra OF anxoxos, OapGUTYpaTtH XU ApYRU
BelnecTBa, noruMcramm LHC.

Pagko ca  HabOmopmasaHu BBOMOKHM — BIauMOISHCTBMA C  MHXUOMTOPUTE Ha
MogoammMHOKCHnasara /MAOIs/.Beopekr ue, HAKOM JIEKapPM DPejoBHO M3NMCBAT Te3U
JISKAPCTBa 2aenHO, HEe ce IpenopruBa ynorpebara Ha Tpasomon c MAOILs, wmi ChMpaHne
Ha pedeHHMeTO C emd0 OFT TeSKM JAeKapCcTBa B paMkMTe Ha 2 cemMMur . NMscielpads,
nposeNcHM BEPXY JabopaTopHM RMBOTHM HOACKa3BAT, UWe Tpa30noH MOXe Ha MHXHOMPA
cuneoTo HeicTeMe Ha clonidine.

MposgBK Ha HexXeNaEM JeKapCTBeHM peaxkumyM Cce HaGiaogaear npy eXHOBPEeMEeHHOTO
OPMIIOREeHMe Ha Tpas3onoE ¢ npenapaTi, CcBOEpRams Hypericum perforatum (®enT
KaHTapnoK} .

Berapexky, ue He Ca JIOKIanBaHM BIauMonelicTsMa C OPYDM XMIOTESH3MBHKM CPELCTBE,
BEPOATHOCTTa OT [OTEHUMPaN epeKT Ha TPa3OLBoHa TPAOGBA Ha Ce MMa LDeHBME.

TpazOROH B KOMOMHAUMSA C OMIOKCHMH in1 QeHMTOMH MOXME Ha NOBMIEM CEpyMHMTE HNSa HA
Tesy CcYyOCTAHINA .

4.6 BpeMeHHOCT M KERMEHE

He e poxazaHa 0e30MacHOCTT?a Ha TpazofodH npu Opedexuy.TpabGea CEMC Az C& MMa
OPeOEME OF KEPMSMTEe Maiixi M BepoATHOCTTa TPAazoHOH Ha Ce MBIBYBE YpEe3 KEPMATA.
He ce npemopnuBa yHorpedaTa Ha TPASOLOH [Ope3 OBPROTO TpMMeceue OT CpeMeHHOCTTA,
OOKaTo nOpes OoCTaHaAMMTe MecellM OoT OpeMeHHOCTTa M KopPMeHeTo ., TpabBa Oz Cce
orpaHuul JO OTIeNHM CJIYYaM , CaMo ClIel JekapCxa MpeHeHKa puck/nonsa.

£.7 Bausmue BEPXY CHocoBHOCTTa Sz modmpate M paboTa C MaumHEM

KaxTo M OpM OpyTUTe MeIMKaMHTM, nAelicreamm BYpxy LHC, nanmenTuTe pps6ea Ha OBHaT
npemynpeneHi, ¥ye TPas0omoH MOXe »a NPOMEeHM aXTHMBHOTO BHUMAaHME M ncmxoflgmsyf’g‘i@g@_@_gﬁ\
CRCTOSEWE [0 EBpeMme Ha modupade , M3BEPUHBAHSTO Ha onacHu" .IIeﬁHgnC“I“Ij(I‘\‘;EMJm 'j

MINOI3BAHEeTO Ha CHOXHM MaIEWHHA. LY e 2T




4.8 HexenanM JexkapCTEEHM DeaKimu

Trittico e aHTHOenpecadT CBC CeHATHBHM ceolicTEa , MOXe [HDa OIPHMuuHKM CBHIMBOCT
pes IEpBMTe OHM, OOUMKHOBEHC M3UeSBaHM B mpousca Ha JISUEHMETO .

NokagBaHy Ca penkyM ciydau Ha CHeTHMTS HeReaaty JeKapCTBeHM peaxkuum: iapobGomme,
cHaboCcT, CBeTOBREBDTEX, SIM3ICIMUHA XWIOTEH3UA, SpamMrapmis U TaxuKapansa, CTOM3HHKU
GONKKM, FameHe, OOBpLIaHe, auapra, OGe3CEHME M HAMaJeHO BHUMaHME, 3ary0a Ha TEeINo,
TpeMop, CBCTOAHME Ha OOLPXaHOCT M oBpHB .

Il emHOBPEMeHEH [pueM Ha Trittico ¢ OpyTM NCHXOTPOIHM METMKaMEeHTM Ca&

NOKNanBaHy PeXKM CHyd9au Ha CepOTOHMHePTHMUeH CHMHIPOM M KOHBYIICHM. .
PAOKO Ce HOKHAABa M 32 CBHPASUHKM apMTMuM M mOpoMenM B KpbBHaTa KapTuHa /

TpamyioIMTO3a, TpoMGouMTOneHMA M aHemus/ TERKH YepHOHPOOGHNM HOpOMeHrM M

mpreHMUa. B Tesu cAyuaM IeUeHMETC C TpaBomoH wpadsa Hfa ¢e [NpPeKpaTi BeOHATE.
/Birs § 4.4/

KakTo ¥ OpM LIpyruTe JekapcTsa ¢ anda-anpeHOJMTHYeH ebhexr, oTCeNsAsSaHM Ca& DPEHOKM
CIyuaM Ha OPMarmisEM, CBBP3aHM C JIieYeHMeTo C TPasOoLOH. Tipy CEMHEHMe 3a pasBUTHE
Ha Tasy HeReNaHa JIeKApCTEeHa peakuyd, HaiMeHTsT TpAGBa Oa NPEeKsCHe JedeHMeTO
HesabaBHO.

4,9 Mpeposupake

Hali-uecTo DOKJIaOBaHMTSe , HabIoIaBaHM peaxiiun ca CBeTOBEPTEX, CBHIMBCOCT M
HOSpHIaHe. B caydait Ha OCTPO NpenosMpanHe , CTOMaxDBT TpAGBEa  BB3MOKHO HaW-OGBP30
ma ¢ uanpasHy, Tpabsa O3 Ce NOPOBOKMPA NOBPHUAHE X N& C& M3EEPINM CTOMAEHZ
npoymeka.laumentsT TpsabBa Ha Ce KOHTpO/Mpa M JIeKYyBa CUMITOMATIHHO M na ce
nopnep=a Oanalc Ha TeWHOCTHTE.

.5, PIPMAKONIOTMEHY NaHHM

5.1 SapMaKOSWHAMMYHNY CBOMCTBS

Trazodone € TPMASONONMPMIMHOB NepuBaT, ebeKTMBEH NpPM JICUeHMETO Ha [NenNpecusHM
pascTpoicTBa2 , BKIOUYATENHO MHenpecud, NpMADYREHA OT Oe3fnOKOACTBO M HapyNeHMA B
cbus /ATC wom: NOGAX05/ u ce xapaKTepusupa C KpaTko LeicTeme /okono cemssua/ .
TpasSemoH e MHXmMOuTOp Ha o0paTHOTO SaxbaldHe Ha CepoTORMHEA U e aurvaroumcr SHT 2A
¥ 2C pelenzopy , UYMATO aKTHBaUKg OOMKHOBEHO C& CBEDP3Ba C GezchBHNe, GE3MOKOMCTBO
, [OCHXOMOTOPHM HPOMEHEM M [DOMEHM B CeKCyanHara QYHKUMA.

TpaSOHOH HE & NpOTMBONOKasaH Npy THayxkoma M OBOpeunr HapylieHus, He Npurerasd
eKCTPaMMPaMUIaTHM ebexTy M He NOTEHUMPE AaIpeHepI¥YHATa TPaHCMMCH#A, 3aloTo HAMa
AHTUXONMHEDTMLHO HEMCTEME M He NPeNMBBMKBa THIMUEMTE eQEeKTM Ha  TPUUMKIMUEMTE
AETHESIPECAHT) BEPXY CbpAedHaTa QVHKIMA.

5.2 $apMakoKUBeTHUHN CHOMCTEA

Cren emMuMYEa OepopaiHa Hosa HA Tpazlojox -75 mg TabIeTKy C© @ YIABIDRCHO
ocesoGoxmaBane Ha , Cmax om okomo 0.7 (g/ml ce mocrmra ¢ T max - 1 uzca ciaen
OpUITOKeRKEeTo, a exHo AUC or okroio 8 (g/ml /h. Cren emMHMdYHa [IepopanHa J[osa Ha
TpasonoH -150 mg TagieTKk ¢ YVIRDREHO OoCcBoGORIaBaHE Ha Cmax OT OKOJO
1.2 (g/ml ce mocTmra ¢ T max - 4 daca CASh HPUIOKSHMSTO. BpeMeTo Ha RONYXMBOT
Ha emmmHMpaHe e okono 12 waca, a AUC or oxono 18 (g/ml /h.

5.3 Npemomttians fasEEM Ba CeSonacHocT

Ocepa TokcumuuocT: LD50 Ha TpasonOH NpMEMaH HEpOpalHo e 610 mg/kg mpu MAIKATE,
486 wg/kg mnpm mmexa u 560 mwg/kg npu 3aexa. HaGmomasaHuTe edpexTnn Cca:
CEHIMBOCT, CIIOHOOTHEAAHE, OTO3MC Ha KIenauuTe, M XpPOHMUHN KOHBYICHM.

flofocTpa TOKCHMUHOCT: CYOXPOHMYHM NDOYUBaHWA ca NpoBefesut BEPXY IWLX, 348K M Kyde
, & XpOoHMUHMTE BEPXY IIEX, Kyde M MatimyHa [puioxeEarTa nepopaiHo nosa  Bapupa
Mexny 15 m 450 mg/kg/nHesso mpm naexa, 15 m 100 MD/ KT/ OHEBHO NPM =2aeka,

3 w 100 wMmp/xp/OoHeBHO opu Kydero u 20 - 80 MEp/xn/pHeBHO [OpM MaimyxsaTa. B
MBCHENBAHMATA IpM [ABXA ,JIEYEHMETO IPMUMHWIO XUIePTpo&na Ha XenaToUUTHTE™Y. MK
CHIOITACTHUSH pPETMKYIyM C I[OChAedBamla XemaroMeranmmda. Tos:u e@exw,g?}peayan?“p;




FETOKCHMKMpAIMS MEXaHMB3EM 1 He Oy MOTEI Ha OwAe MHTepnperMparn KaTo [OaToNOTMEeH
edexT. OcBeH ToBa JIeTalHaTa no3a CBEC IOPAEELA ebexmy, pmeue HaliOOaBaHX DU
MaCIenBaEMATa Sa OCTpa TOKCHUHOCT. CBOTBETHATA I03a / HuBa Ha He HaOMOKABAaHKW
HeRENAHM JeKapCTBEeHM peaxuym/ NOEL mma 30 wmr/xr/pgHesso.lipy 3aeka  OwiM
HaGmonaeaH camo ebexkTHTe HA menpecaHTHUTe BBEREY LHC, cec chOoTBeTer NOEL oF 50
Mn/kp/nHesno. [pM KyuweTo , CHMIOTOMMTE ,Beue HAOIOAaBaHu OpKM ocTpa METOKCHUKaHU,
Ce BICHHIM IpM DOBTOpPeHMe Ha [osara, a CROTBeTHMA NOEL

Gun 10 Mmp/xp/nmeBHo. MaliMyHaTa #MMaia [O-TDOJAMA DPEe3MCTEeHTHOCT OF KydeTo U
ApOSEKTA CaMmo dapMaxofMHamMiehu npomeny. NOEL  Guios 30 Mp/xrn/gHEeBHO.

6. QapMANSETMSEM MR BHW
6.1 CoMcok Ha [OMOHHMTE BEHISCTEA M TeXHMTE KOIMYeCcTsa
TaGmerxm: saccharoseq polyvinylipyrrolidone, carnauba wax, magnesium stearate

6.2 DBUESMICO-XUMATHNY HeChEMeCTHUMOCTIL
Tpa=momoH He e HeCLEMeCTMM C HpYyDMPe JiexapCTBa M IpyTrure ofuwafiHo -MSIOJ3BaHM
BemecTBa, C USKIOYeHde Ha Tesu, oF . 4.5

6.3 Cpor Ha TOFHOCT
3 pommmHM.
TOSM CpPOK e NpenBuIeH 3a NPaBMIIHO CBXpaHABaH, B HEOTBOpeHa OMaxoBKa NPORYKT

6.4 ChnemmanEr YCROBMSE 53 CBXpaHeHMe
lipogyxTeT TpabBa H& Ce CBXPaHABA NpM HOPMAJHK YCHOBMA

6.5 Haumm Sa ONaxKosBKara
epBMEHA ONAKOBKA
TaBneTHTe Ca OHaKkoBakM B PVC/ anyMmuHMeBw ONMCTEDMK.

BTopuuHa OHaKoBKAa

Trittico 75 mg TabIeTRk ¢ yIBIIKSHO oCBobOOxNaBaxe - KyTma ¢ 30 TabmeTkM
Trittico 150 mg TabieTki C VABIESHO OCBOOOXHaBaHe - KYTHA OF 20, 60 mum 120 Gpos

¢

6.6 hOpenopsxM npm ynorpeda
IBolino-BOILOHATaTa HNeJMTENHa uepra [NO3BONABA HAraxpaide Ha eLHa IoBMEARaTa ce
OHeBHa [o3sa [0 JeKapcke NpeXdnucaHme.

7. VMMe 1 2ppec Ha OPMTEKATENRs Ha palpemceHMeTo Ba yHorpeba
ICH ®APMACKHTUKDI Jivn -Brarapus ECOL
vi. Acen Mopmamos 10 - Codus

8. Mue 1 @Fpec Ha NPOMESOIMTENMTE Ha JEKADCTBEHOTO CPERCTEC
BNGELINI FRANCESCO S.p.2.- A.C.R.A.F.

Via Roma, Italia

UCH GAPMACHTHKEI -Boiarapusa EQOL

yva. AceH ViopmaHoe 10 - Codwms

9. Crpany B ROMTC € PErMCTDHPRHO JEKapCTBEeHOTO CPencTBOo
Bk MpHIIOREHMETO

10. Ozpea perncTpaims Ha JIEKZPCTBEHOTO CPeNCTEO
Trittico 75 mg PAGIeTKM C YOBIESHO oCEoOoxmasase - PN 9800335 / 5.11.1998
Trittico 150 mg TaBNeTKM C yRLIIKEHO ocBofoxgasane - PN 9800336/ 5.11.1938

11. Jarva #2 noclemHa PeEAKIIMT Ha TExCTa
1.12.2004 .




