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TpuTHKo XR 150 mg Ta6netKM C jIb JKCHO CROÐOXJaRAHC 
Trittico XR 150 mg prolonged-relcase tablets 

TpuTuKo XR 300 mg Ta6IeTKM C YIbTKCHO OCBOÓOK)1aRaHe 
Trittico XR 300 mg prolonged-release tablets 

2 

MME HA JIEKAPCTBEHMA IPOIYKT 

TpuTHKO XR 150 mg TaónCTKH C yIbIKCHO OCBO6OKAAsaHe 

KAYECTBEH H KOJIMYECTBEH CHCTAB 

TpuTHKO XR 300 mg Ta6NeTKH C YALIKCHO OCB060KlaBaHe 

3. 

3a mbJIHHA cNHCBK Ha noMOuHHTe BeIccTBa, BHXTe TOYKa 6.1. 

Bcska raónerka chl-pka 150 mg tpa3010HOB XMAPox.1opwa (trazodone hydrochloride). cboTBeTC TBAiM 
Ha 136,6 mg TpazoNOH (trazodone). 

OHIMHpaHa Ta6neTKa c yabIKeHo OCBO60XFaBaHe. 

BeAka TaQneTKa cbIbPKa 300 mg Tpaso10HOB XHIPOxIopHn (trazodone hydrochloride), CbOTBeTCTBaILIH 

Ha 273,2 mg TpasoJ0H (trazodonc). 

JIEKAPCTBEHA DOPMA 

4. 

4.1 

Ta6neTKaTa MOKe na PbAe pazneneHa Ha JBe paBHH A03H. 

TpuTHKO XR 150 mg raoneTKH C yIbIKEHO OCBOPOKIABAHe 
KbITeHHKABO-6eKOBa uJIMHpaHa TaÑneTKa c nestHTeNHa yepTa oT ABeTe CTpaHH. 

TpuTHKo XR 300 mg TaÑneTKH C yIbJKCHO OCBO60KIaBaHe 
BexOBO-0paHxeBa uIMHpaHa TaQneTKa c AenHTeIHa yepra oT ABeTe CTpaHH. 

KJIHHHYHH JAHHM 

TepaneBTHYHH nOKasaHHA 

M35HTENHA ArEHUNA N0 NEKAPCTBATA 

JenpecBHH pascrpoñcTBa CBc/Qes TpeBOXHOCT. 

Pane 

TpuTHKO XRe nokazaH caO IpH BB3pacTHH NaneHTH. 

|BGMAM 

4.2 Io3HpoBKa H HaYHH Ha upHJIOKEHHe 

67090 -/ 

Jlo34poBKa 

08-i1- 2024 

TaQjeTKaTa MOXe Jla bbJe pas1eJICHa Ha \Be, 3a ja ce oCHryph IIOCTeICHHO lOBIaBAHe_Ha 
L03aTa. 

Ipenopb4WTeJIHaTa Havania J03a e 150 mg Be/ubx JIeHO. Jlo3ara MOKe Q Pb/|° yeJSS 
mg/nHeBHO (110J10BHH TaÐJIeTKa oT 150 mg) ua BceKu TDH )UUH OocTHra}KH J0 225 mg/Bi 
yeTBLPTHS ACH OT TepannsTa) 1o MakcHMYM 300 mg/uIeBIO. 

AEnysM 



B HSKOH cIvyan HayaNHaTa no3a MOXe na bb1C HaMarteHa Ha 75 mg/nHeRHO (ONOBHH TaóneTKa oT I50 
mp) c nocTencHHO YRCIH4aBaHe Chc 75 mgneBHo (no10BMH Ta6neTKa OT 1 50 mg) Ha BceKH TPH AHM, NO 

MakcHMyM 300 mg/nHCBHO. 

CmapuecCKa 8b3pacm 
IIDH naumeHTH B CTapyecka Bb3pact M HeMOIHH NauneHTH, Iperiops4uTeNHaTa rrbpBOHa4aJIHa i03a e 
HaManeHa no 75 mg AHeBHO, pa3neneHa Ha HAKOJKO IipHeMa MIH KaTo eNHOKpaTHa n03a Bevep (BK. TOHKa 
4,4). lo3aTa MOKe na ce noBHuJaBa nocTeneHo, KakTO e onHcaHO ipu BB3pacTHH, Ion HaônIOMeHHe 
CbO6pazHO NOHOCMMOCTTa H eoukacHocTTa. 

Ileðuampuyna nonynayua 
TpuTH KO XR He TpAPBa la ce M3I10JI3Ba lpH nauueHTH Ha BH3pacT nOn 18 ronHHH. Be3onacHOCTTa 

Iipu Te3M I1auHeHTH BCe Ole He e ycraHoBeHa. 

YepuodpoÔHu HapyueHua 
TpazonOH ipeTbpnABa eKCTeH3HBeH MeTaboNH3LM B yepHHA IpoQ (BK. TOYKa 5.2), H CHIO Taka ce 
CBbp3Bac xenaToTOKCHYHOCT (BX. TOYKa 4.4 u 4.8). CnenoBaTeNHO TpHTHKO XR TpaOBa 1a ce 
ipeinuCBa c BHHMaHHe npH naLHeHTH c yepHoApobHH HapyueHHA, OcobeHO IIpH TeKKa 
9epHOipobHa HeIocTaTHYHOCT. IlepHoNuYHO HaQnioneHHe Ha yepHONpoHaTa yHKI;MA TPA0Ba 1a ce 

HMa ipeABHI. 

Boópevnu HapyuenUA 
ObuKHOBeHO He e HeobxonMMO KOpHrHpaHe Ha no3aTa, HO ce H3HCKBa BHMMaHHe npu nauHeHTHC 

TeKKa 65QpeYHa HenocTaTHYHOCT (BX. TOYKa 4.4 H 5.2). 

HayuH Ha IpuJOKEHHe 

TaoneTKHTe TPAPBa 1a ce ipHeMaT Ha ruanHO C 4aua Bona, BeAHbX IHeBHO, Be4epra HIH NpeNH JIATaHe. 
Ta6neTKMTe He TpsÓBa Aa ce pasTpOuaBaT HIH IBB4aT, 3a 1a ce ocHrypu yaBJDKEHOTO OCBOPOK+aBaHe Ha 

JIEKapcTBOTO. 

4.3 IIpoTHBOMOKa3aHHA 

CBDbXYYBCTBHTeJIHOCT KLM aKTHBHOTO BeIIeCTBO HJIH KHM HAKOe OT IIOMOIIHHTe BeIIeCTBA, M36poeHHB 

TOYKa 6.1. 

AJIKOXoJIHa HHTOKCHKaHA H HHTOKCHKalHAC XHIIHOTHYHM JIeKapcTBa. 

TexbK MHHapKT Ha MHOKapia. 

4.4 CnenuaJIHH IpeAynpexneHHA H IpexnasHH MepKu mpu ynoTpeba 

IlenuaTpHYHa nOIy 1alMA 
TpuTHKO XR He TpAPBa na ce 3I10J13Ba oT 1eLa H OHOLIH Ha Bb3pacT IOA 18 rOAHHH. B KJIMHH4HO 

npoy4BaHe no-4ecTO Ce HablionaBa cyuuHAHO IIOBeACHHe (onHT 3a caMoyoHÄCTBO H IJiaHHpaHe Ha 
caMoyQHHcTBO) M Bpax1eóHOCT (1peAMMHO arpecHBHoCT, NOBeneHMe Ha ipoTHBOnOCTaBAHe H THAB) npu 

Aeme OHOIH, JIeKyBaHH C aHTHICIIpecaHT, OTKOJIKOTO npH nauHeHTH, npHeMaIH nJNaLeôo. OCBeH 
TOBA JIMIICBaT .laHHM 3a ILJIrOcpo4HaTa õe3onaCHOCT IIpH neua H IIOIpacTBaL;H OTHOCHO pacTeKa, 

CMyIeHMA IPM TecTBaHe Ha ypua 
1Ipu MMyHOaHaJ1H34, H3I1OJ13BaHM 3a CKpMHMHr Ha HapKoTHUH B ypHHara, KpbCTOCaHa pARTNBIOA5 Ha 
MeTaboJinTa Ha Tpas010l-MeTa-XJIopoeHHITIHIepa3HH (M-CPP) Chc crpyKrypHo no6uetHA 
AHOKCH-MeTaM)eTaMMH (MDMA, eKCTa3u), MOKe Ia JOBeNe lo daIHBa no3HTHBIMC3 ayFNA 
Tlpenopb4HTeJIHO e B Tre34 CJIy 4an la He ce B3eMar peueHHA, oCHOBaHH eAHHCTBeH)/L 

CL3pABaHeTO H KOrHHTHBHOTO H IIOBeNCHYeCKO pa3BHTHe. 



"uneanonaracMuTe nonOKHTeNHM" pesyitarH OT CKPHHHHrOBM HMyHoaHanu3u, a na ce w3BbpuH aHaTH3 
3a noTBbDK/NCHHe ypc3 TCXHWKMTe Ha Mac CiekTpOMeTPHa (MS) HJIH aTepHaTHBHO 1a ce H3IoN3Ba TeYHa 

xpOmaTorpaug-taHneM Mac cneKtpOMeTpua (LC- MSMS). 

CaMov6uHcTBOo/cyum/IHM MMCIH MIM KIHHHYHO BIOIIlaBaHe 

Jenpecnsta c CELp3aHac noBMmeH pHcK OT CyHIWAHM MHCAH, caMOHapaHABaHe H caMoy6MÄCTBO 
(ChÑMTHS, CBHD3aHH Che caMoy6uHcTBO). PncKBT CBI|eCTByBa 1o 10CTHraHe Ha 3HaYHMa peMHCHA. TBÃ 
kaTO NONpMe MOKe 1a He HacTbI1H ipe3 TbpBHTC HAKOJIKO ceIMHIIH HJIH IOBeYe OT Ha4aiOTO Ha 

JIeYCHHeTO, nauHCHTHTe TpAÓBa BHMMaTeTHO 1a ce HabiiONaBaT IO IOSBaTa My. KIHHHYHHHAT OHT 
nOka3Ba, yc pHCKbT OT CaMOybMMCTBO MOKe Aa HapacHe ipe3 paHHHTe eTariH Ha BL3CTaHOBHTeSTHHA 

nepnoi. 

M3BecTHO e, Ye nauueHTH C aHaMHe3a 3a CHÐMTHA, CBbP3aHH CHC caMoy6HGCTBO HJIH IOKaBBauIH B 
3Ha4MTeIHa CTeNeH CyulMIHM MHCJIH, IIpeIH 3aioYBaHe Ha JIeyeHHeTO Ca H3/10KeHH Ha n0-BHCOK pHCK 
OT CyHIHAHH MHCJIM HJIH ONHTH 3a caMOYPuHCTBO H Tpa6Ba na Ob1aT HaðIIO1aBaHH BHMMaTeJIHO I1O 
BpeMe Ha ieYeHHeTO. MeTa-aHaJiH3 Ha KOHTPOJIHpaHM c IJIaueb0 KJIHHHYHH IpoyYBaHHA Ha 
aHTHIenpecaHTH nph Bb3pacTHH I1aueHTH C IICXHYHM pa3cTpoHCTBa nOKa3Ba fiOBHUIeH pucK OT 
cyHUHAHO NOBeIeHHe npH nauueHTH 10| 25 ronuLIHa BL3pacT, JIeKYBaHH C aHTHIeipecaHTM, B 
cpaBHeHHe c nJNauefo. 

JlekapCTBeHaTa TepanHA TPAPBa 1a ce CbIlbTCTBa CHC CTDOro HaQnONeHHe Ha IauHeHTUTe H B 4acTHOCT 
Ha Te3MC InOBHLueH pucK, 0C0beHO B HayaioTO Ha JleyeHHeTO H CJJeI IpOMeHH B 103aTa. IlaueHTH (H 
Te34, KOHTO Ce rpuxaT 3a TAX) TpaPBa na bblaT npenynpeneHn 3a HeoQxOAHMOCTTa OT HaôiHonEHHe 3a 
BCeKH npH3HaK Ha KJIHHH4HO BJIOlaBaHe, cyHHIHO NOBeneHHe HIH MHCIH, H Heoðu4aMHH IIpoMeHH B 
InOBeneHHeTO, KaKTO H He3abaBHO 1a InOTbPCAT KOHCyITalHAC JIeKap, ako TaKHBa cHMIITOMH Ce nOABAT. 

3a MMHHMH3HpaHe Ha IOTeHIHaIHHA pHCK OT oHTH 3a caMoyQuGCTB0, OCobeHO B Ha4aIOTO Ha 

JIeYCHHeTO, CIeNBa 1a ce ipexiHcBaT caMo orpaHHYeHH KOJIHYeCTBa TpuTHKO XR. 

IIpenopbyBa ce BHHMareJHO IOo3HpaHe u penoBHO npocneNABAHe Ha nauneHTH CBC CIeNHWTe 
3abo1ABaHHA: 

EnunencHA, IO-cIneuuaNHO Aa ce w36ArBa pa3KO YBeIHYaBaHe HIH HaManABaHe Ha A03aTa; 
IlauueHTn c yepHonpo6Ha nIH P%QpeYHa HeAOCTaTb4HOCT, OCO6eHo TeKKaj 
IlauneHTH ChC CHpneVHH 3a601ABaHHA KaTO aHTHHa IeKTopHC, Hapy1ueHa npoBoAHMOCT MIM 
pas1uyHa creneH Ha AV 6noK, CKopOuIeH MHHapKT Ha MHOKapla; 
XunepTHpeonIH3EM; 
HapyueHO ypHHHpaHe, Karo XHneprpoua Ha IipoctaTa, Makap npo6neMH Aa He ce o4aKBaT, Tb� 
KaTO aHTHxoJIMHeprHYHHAT eheKT Ha TpasonoHa e He3HaYHTeneH; 
OcTpa 3aKpuTObIbIHa rlayKOMa, nOBHIUeHO B5TpeLIHO-04HO HanATaHe, Makap ye CbII|eCTBeHH 
H3MeHeHHA He ce o4aKBaT, nopanu He3HaYHTe.IHHA AHTHXOJIHHepruueH epeKT Ha TpasonoHa. 

IIpu nosBa Ha KbJITeHMLa JIeueHHETO c TpuTHKO XR cIeABa Aa ce npeycraHOBH. 

IpueMBT Ha aHTHIeipecaHTH OT IlaneHTHC IIM30¢peHMA MIH Apyru ncuxoTHYHM 3aQoJIABaHHA MOKe 
la npuyMHM BJOJaBaHe Ha ncuxOTHYHMTe cHMIITOMM. IlapaHonIHHTe MHCAH MOKE Aa ce sacHAsT. Ilo 
BpeMe Ha neyeHHETO C Tpa3oNOH MenpecHBHaTa ha3a Moxe ja ce npoMeHH OT MaHHakanHO-AeIipecHBHa B 
MaHMakaJIHa. B TO34 CJIyyaH npueMBT Ha TpuTHKO XR TpaÐBa 1a ce npeycraHOBH. 

EHA 
OrnncaHH ca B3auMONeHCTBHA I10 OTHOIeHHe Ha cepoTOHHHOB CHHApom/31OKavecTBeH 6peTTTe t 

CHHAPOM B cIy4aH na cBIBTCTBaIma ynorpeba na upyru BeuuecrBa cc ceporoHHHeprHeiN 
KaTO I1PyTH arTMAC1pecarTH (nanp. rpnKIMHH aHTHAeupecauTn, SSRI, SNRl n MAG 
HeBpoJeIITHUM. Cso6uaBa ce sa 3ioKavecTRCHH IHespoierru4HN CHHAPOMH c JeTanerluNng 

CLITSTCTBA1g 1puem c HeBpoJIeIrTHUM, 3a KOwTO TO3M CMHJIpOM e AOKasaHa HeKeJNAHa NtkaBc t 



peaksu(BX. TO9KH 4.5 H 4.8). 

Tai KaTo arpanynouuTO3ATa MOKe la ce mpoABH KIHHH"HO C rpHTIorIo,IoPHH CHMITOMH, Bb3Ta/ieHO 
bpao M Tpecka, B Te3M cIyyan ce nipenopBYBa H3CNeIBAHC Ha xeMaronorHATa. 

CHo6uaBa ce 3a xunoTOHHA, BKIHOYMTeTHO OPTOCTaTHYHa xuIOTOHHA H CHHKO pu riaHeHTH, 
npueMaisu Tpa3010H. BIlBTCTBaIllOTO IipHeMaHe Ha neKapcTBa 3a riOHHKaBaHe Ha kpbBHOTO HasiAraHe H 

Tpaso10H MOKe 1a 13HCKBa HaManABaHe Ha I03aTa Ha aHTHXHIIepTeH3HBHOTO JIeKapcTBO. 
Ilpu nauHeHTHTe B HaiipenHaia Bb3pacT I1O-4ecTO MOKe la ce rIpoABAT opTOCTaTHYHaTa xHíioTOHMA, 

CbHJHBOCT, KaKTO M Apyru aHTHXONWHeprMHHH eVeKTH Ha TpasonoH. 

IIpenopb4Ba ce nOBHUICHO BHMMaHHe ipH Ila;neHTH, IIpHeMauIH cepoTOHepru4HH CpencTBa KaTo 
TpazonOH eNHOBpeMeHHO C aHTHKOaryiaHTH H/HJIH aHTHarperaHTH, KaKTO H IpH nauHeHTH C H3BeCTHa 

CKJOHHoCT KBM KbPBeHe. 

CneunaTHO BHHMaHHe CJIeNBa 1a ce o6bpHe Ha BL3MOKHOCTTa 3a 1obJIHHTeJIHH eHeKTH IpH 

CbIIbTCTBalO NeYeHHe, KaTO HanpuMep c ApyrH nCHXOTPOIHH HJIH aHTHXMIepTeH3HBHH CpeICTB�, HJTH 

Iiph HaIHYHeTO Ha pHcKOBH þaKTOPH KaTO CLIIbTCTBALLIo 3aboJiABaHe, KoeTO MOKe la BJIOUIH Te3H 

peakuuH. Tlpenopb4HTeIHO e nauHeHTHT/6oJHOrJIenaYbT 1a e HHhopMHpaH OTHOCHO BL3MOKHOCTTa 3a 

TaKMBa peakuuH H BHHMaTeJIH0 1a ce HabJIKOnaBa 3a TaKHBa eeKTH IpH 3aio4BaHe Ha ieveHHeTO, 

ipeni H CIeN BB3XO1ALÊOTO THTPHpaHe Ha 103aTa. 

Cien NeYeHHe C TpuTHKO XR, 0cobeHO aKo e npoMbJIKHTesTHO, Ce npenopBYBa nocCTerneHHO HaMaLABaHe 

Ha n03aTa c orJIEI MHHMMH3HpaHe Ha cHMIITOMHTe Ha oTHemaHe, xapakTepu3HpaIH ce c rageHe, 

rmaBoQoIHe H HepasrionoKeHHe. 

HAMa CBeNeHHA 3a IipHCTpacTABaHe KBM Tpa3onoHOB XHAPOXIopHA. 

KaKTO npH ApyrHTe aHTHIenpecaHTH, HMa ciyya Ha yabJIDKaBaHe Ha QT-HHTePBaIa, Makap H MHOro 

penKH. Ilpenops4Ba ce BHUMaHHe npH npeINHCBAHeTO Ha TpHTHKO XRc JnekapcTBeHH nponykTH, KOHTO 
yIBJDKaBaT QT-HHTePBala. TpuTHKO XR CJIeNBa 1a ce H3nOJI3Ba BHHMaTeJIHO OT IlauueHTHC AOKa3aHH 
CbpAeYHOCLAOBH 3a60J1ABaHMA, BKJIIOYHTeIHO TaKHBa, CBBp3aHH c yaJDKaBAHe Ha QT-HHTePBaIa. 

MouIHHTe HHXHPUTOPH Ha CYP3A4 MOKe 1a ipH4HHAT IOBHlaBaHe Ha cepyMHHTe HHBa Ha Tpa3oIOHa 

(BX. TOYKa 4.5). 

KakTO Ipyru nekapcTBa c anoa-anpeHoJIWTHYHO 1eHCTBHe, TpasonOH MHOrO pIKO BOJH 10 npHanu3bM. 
Tom ce JIeKYBa C HHTpaKaBepHO3HO HHKeKTHPaHe Hà anpa-aHApeHeprHyeH areHT KaTO HaIip. 

anpeHaIHH HIH MeTapaMHHOJI. Cb0b[aBa ce, oba4e, 3a HHIy;upaH oT Tpa3onOH npHanH3LM, KOo}TO e 
HanoKHJI XHPyprHYHa HHTepBeHI;HA HIH e AOBeI 10 nepMaHeHTHa ceKCyaNHa AHCyHKLHA. Tla;HeHTH, 

KOHTO pasBHBaT Ta3M HeKenaHa peaklHA, TPAÓBa He3abaBHO 1a npeycTaHOBAT IIpHeMa Ha TpuTHKO XR. 

TOBa nekapcTBO CbbPKa no-MaJIKO OT 1 mmol HaTpHH (23 mg) Ha Ta6JieTKa, T.e. MOKe Aa ce Kake, Ye 

IpakTH4eCKH He ChAbpKa Harpu�. 

4.5 B3anMoneçeTBHe C Ipyru JneKapcTBeHH IpOnyKTU H APyru þopMu Ha B3aHMoneHeTBHC 

Oouu: CejaTHBHMTe ehekTu Ha aHTHNCHXOTMLHTe, IpHcnHBareIHUTe, ycnoKOHTeNHHTe, 
aHKCHOJIHTHIWTe M aHTHXMCTaMMHOBHTe JIeKapcTBa MOKe Aa ce 3acHJIAT; B TaKHBa 
HaMansBAHe Ha I03aTa. 

cIy'g NEK 
Merabonwanpanero Ha arTHACipecantHTe ce yokopaBa nopazu yepHoupoóHNTe edfy 
KOHTpauenTHBM, QeHKTOMH, KapQamaser1n n 6apQwryparH. MerabonH3MpaHero Halaiaips 

nyKA 



BL311peATCTBa OT UIMCTIHAMHa H HAKOH NPyru aHTMICMXOTYHM NCKapcTBa. 

HuYubmopu Ha CYP3A4: H3cieIBaHHATa 3a MeTaoNH3Ma Ha neKapCTBOTO in vitro ioKa3BaT, 4e 
CHuecTBYBa noteHUnan 3a neKapcTBeHn B3auMONeÁcTBM9, KOraro Tpa3oOH ce naBac HHXHPHTOpH Ha 
CYP3A4, KaTo epMTPOMHIHH, KeTOKOHa3OJI, WTpakoHason, puTOHaBHp, HHIHHABup H Hepa3oFoH. 
Bh3MOXHO C HHXHÐHTOPHTe Ha CYP3A4 na npuunHAT 3HaYHTeNHO NOBHumaBaHe Ha runaMeHHTe 
KOHUEHTpain Ha Tpa3onOH. OT H3CHeNBaHHA in vivo Ha 3IpaBH 106pOBOJIL;H e IOTBBPIeHO, 4e 
pHTOHaBHp B 103a OT 200 mg ABa 1BTH AHeBHO I1OBHUlaBa IJIa3MeHHTe HHBa Ha Tpa3onOH 1OBeYe 0T IBa 
NbTH, IIpn4HHABaiKH raneHe, ipHnaFblu H XHINOTOHHA, AKO TDa3010H ce H3110/13Ba c MOeH HHXHOWTOP 

Ha CYP3A4, 1O3aTa Ha Tpa3onOHa cieIBa 1a ce HaMaIH. KoraTO e BH3MOKHO. CLIIbTCTBauIHAT IIpHeM Hà 

TpuTHKO XRu MOHH HHXHPMTOPH Ha CYP3A4 cHeNBa na ce H36ATBa. 

KapbaMasenuH: CbITBTCTBAIHAT IIpHeM BOJH 10 HaMasneHH IJIa3MeHH KOHUEHTpaLHH Ha TpasonoH. 
CbIILTCTBaloTO H3I10JI3BaHe C KapbamazeiMH 400 mg IHeBHOe n0Bes10 IO IOHHDKaBaHe Ha +TaIMeHHTe 

KOHLIEHTpauaM Ha TpasonoH H HeroBHA aKTHBeH MeTaQoIHT M-XJIOpoceHHJINHIepasMH, CbOTBeTHO CbC 

76 % H 60 %. IlauneHTHTe CJNeIBa la ce HaQnkoMaBaT BHHMaTeHO, 3a na ce BHIH 1aIH He e Heo0Xo1MMa 

II0-BHCOKa 103a Tpa3onOH. 

TpuuuKuYHU AHmudenpecaHmu: CbIIBTCTBauiuAT IpueM cHenBa na ce M3PArBa nopaFu pucK OT 
B3aHMOJeHcTBHe. Aa ce cnenu 3a cepoTOHHHOB CHHAPOM H CbPleYHOCBIOBH HeKeJlaHH e(peKTH. 

OnyOKcemuH: CboQaBa ce 3a peNKH CIy4aH Ha nOBHWeHH IJIa3MeHH HHBa Ha Tpa3010H H 

HeónaronpuaTHH epeKTH NpH KOMPHHHpaHe Ha TpasonoHC IyOKceTHH - MHXHPHTOP Ha CYPlA2/2D6. 

MexaHH3MbT Ha hapmakOKHHETHYHO B3aHMONeHcTBHe He e HanbIHO H3YYeH. He e H3KJIIOYEHO 

oapMakoNHHaMHYHO B3aHMONeiCTBHe (cepoToHHHOB CHHAPOM). 

KHxubumopu Ha MOHOAMUHOGaMa OKCUÒa3a (MAO): BL3MOKHH ca B3aHMONeHCTBHA C HHXHPHTopuTe 

Ha MOHoaMMHOBaTa OKCHIa3a. Makap HAKOH JeKapH 1a KOMPHHHpaT ABeTe JIEKapcTBa, CbIIBTCTBauaTa 

ynotpeQa Ha TpuTHKO XR c MAOI, HJIH 10 ABe ceIMHUH CIeI npekpatABaHe Ha npHeMa Ha Te3H 

JIEKapcTBa, He ce npenopBYBa. He ce peIopbYBa H npueM Ha MAOl 10 eAHa cenMHL;a cien 

npekparABAHe Ha neyeHHeTO C TpuTHKO XR. 

IlepopaIHU aHmUKOazynaHmu uluu aHmuazpezanmu: PAnKo ce Cbo6mABa 3a IpOMeHHB 

aHTHKOarynaHTHH yHKUHH (1abopaTopHH CTO}HOCTH H/MIH KJIHHHYHH npu3HaH H CHMITOMH) C 

IOBHIIeHO KbPBeHe. 

peHomua3uHu: Ha6JIIOlaBaHa e TeKKa opTOCTaTHYHa XHIIOTOHHA IIpH cBIIBTCTBail ipHeM Ha 

þeHoTHasHHH, KaTo Hanp. xiopnpoMa3MH, nyþena3HH, NEBOMeipoMa3MH, nepdeHasHH. 

Anecmemuyu/ MycKyIHU penAKcaHmu: TpasonOH XHIPOXIOPHA MOKE 1a 3acHIH eeKTHTe Ha 
MyCKyJIHHTe pelaKcaHTH H JIETJIHBHTe aHeCTeTHUH, 3aTOBa B TaKHBa CIyyau e HeobxoIHM IIpenna3JiHB 

IONXOJ. 

AIKOxon: TpasoxOH 3acHIBa celaTHBHHA eHeKT Ha aIKOXOJNa. Ilo BpeMe Ha neYeHHe c TpHTHKO XR, 
ynoTpebara Ha aiKOxOJI CHeNBa Aa ce H30ArBa. 

Jlesoòona: AHTHJenpecaHTHTe Morar ja ycKopsT MeTaQonM3Ma Ha nCBOIOna. 

Apyau 
CsILTeTBALIara ynorpeóa Ha TpasoxoH c JeKaperBa, KOuTO AOKa3AHO ybJKaBar Qga, 
Aa iOBHIIH pHCKa OT BeHTPHKyJlapHM apuTMHH, BKJIIO4HTeNHO Torsade de Pointes, 

A no 

Heo6xoJMMa npeanasnuBOCT IO OTHOuIeHHe Ha cIISTCTBAUIara ynorpeõa Ha Te3u eapcra Cplk 
XR. 

P 



TbH kaTO Tpa3olOH e MHOro ciab HHXHOHTop Ha oÑpaTHHA 3axBaT Ha HOpanpeHanHHa H He MOMMpHLHpa peakuHATa Ha KpbBHOTO HaJiATaHe KbM THpaMMH, He ce oyaKBa na IOBIHAe BbpXy XHIIOTeH3HBHOTO 
neHcTBHe Ha ryaHeTHNWHOBHTe CbeNHHeHHA. M3cJieIBaHMA Bbpxy naQoparopHH KMBOTHH, Oba4e, CO4aT, 
4e TpajosoH MOXE Na Bb3npenaTCTBa nOBeyeTO OT OCTPHTe edþexTH Ha KIOHMIMH. Ilo oTHOJeHMe Ha 
ipyTu BHAOBe i©KapcTBa 3a NeyeHHe Ha BHCOKo KpbBHO HaJiAraHe Tps6Ba na ce oruwTa Bb3MOKHOCTTa 3a 

noreHUnpaHe, Maxap 1a He ce cCBO6laBa 3a KJIHHHYHH B3aHMOIeicTBMS. 

HexenaHnTe eeKTH MOraT 1a QB1aT n0-4ecTH, KOraTo TpasonoH ce npuema chITbTCTBaIo C nponykTH, 
CbIbpKaH KBJIT KaHTapnoH (Hypericum perforatum). 

CbOÓaBa ce 3a ipoMeHH B IipoTpOMOHHOBOTO BpeMe ipu I1a;ueHTH, NPHeMauIH CbIIBTCTBAÊo Tpa3OnH 
n BapapuH. 

CHILTCTBaILHAT NpHeM c TpasonOH MOKe na ipuHHH INOBHuABaHe Ha cepyMHHTe HMBa Ha AurOKCHH 
HJIH þeHHTOHH. Ilpu Ta3M nauHeHTH e HeoQxoAuMO NpocnenABaHe Ha cepyMHMTe HMBa. 

4.6 DepTHIHTeT, QpeMeHHOCT H KbPMeHe 

BpemeHHOCT 
HerongM o6eM laHHH 3a 6pemeHHH KeHH (no1 200 cIyuas Ha QpeMeHHOCT), npueMamn TpasoAOH, He 
nOKa3BaT HeKenaHH epeKTH Ha TpasonoH BLpxy QpemeHHOCTTa HIH HeranHa/HeoHara/lHa TOKCHYHOCT. 
JluncBar apyru enueMHONOTHYHM 1aHHH. IlpoyqBaHHATa npu xKHBOTHH He nOKa3BaT npeKA KIH 
HepeKH BpeNHH efeKTH, CBBp3aHH C opeMeHHOCTTa, pasBuTHETO Ha eMQpHOHa/IIONa, paxFaHeTO HJIH 
IOCTHaHaIHOTO pa3BHTHe Ipu TepaneBTHYHH A03H (BX. TOYKa 5.3). 

Heo6xouMo e BHHMaHHe npu npeanuCBaHeTO Ha TpaTHKO XR npu 6peMeHHM KeHU. Koraro TpuTHKO 
XR ce npueMa A0 paxnaHeTO, HOBOpONeHHTe TPAÓBa 1a ce HabiIONABaT 3a I1OABaTa Ha cHMIITOMH Ha 

OTHeMaHe. 

KBpMeHe 
OrpaHuyeHMTe JaHHH nokaBBaT, ye TpasonOH ce eKCKpeTHpa B KbpMaTa npu Xopa B HHCKa CTeNEH, HO 
HHBara Ha akTHBHHTe MeTabonHTH He ca H3BecTHH. Tlopanu orpaHHYeHHTe jaHHH, TpsPBa 1a ce 
B3eMe peueHHe HaNH ja ce npoIBIKH/IpeycraHOBH KpMeHeTO MNH IpOBIKH/npeycTaHOBH TepanHATa 
c TpuTHKO XR, Karo ce B3eMaT npeNBHA InoN3aTa oT KbPMeHeTo 3a (eTeTO H noN3aTa oT Tepan1HATa C 
TpuTHKO XR 3a KeHaTa. 

4.7 EdeKTH Bbpxy cnoco6HOCTTa 3a mo¢upane H paQora c MauIHHA 

TpuTHKO XR HMa cJaóo HIH yMepeHo BJKSHHe BBpxy cnocoóHOCTTa 3a uoupaHe H paQorac MauuHHH. 
IlauneHTHTe TpAPBa na BHHMaBaT IpH mo¢upaHe HIH paboTa c MaiuHHH, HOKaTO ce yBepAT, 4e HE 
H3HTBaT CBHJIHBOcT, ceFauHA, 3aMaaHOCT, 005pKBaHe HJIH 3aMBrJICHO 3peHHe. 

4.8 HexeiaHH JEKapcTBeHH peakiHH 

C'BoOuIaBa ce 3a cIyyau Ha cyHILHIHH MHCJIH H cyH;HAHO IIOBeNCHHe I1O BpeMe Ha Jie4eHHe C Tpa3onOH 
HJIH CKopo cien cIIHpaHe Ha JleYeHHETO (BK. TOYKa 4.4). 

CneHHTe CHMIITOMH, HAKOH OT KOHTO 4eCTO Ce CbOOlaBaT IIpH CJIy4aH Ha HeNeKYBaHa IenpecuA, ce 
HaoJioNaBaT H npH nauneHTH, IOJJIOKEHH Ha TepanuA C TpaoIOH. 

HAIWHU 

EHS, no nEKAD 

cTBA rRATA 

'PEnsIM16b/AF 



MedDRA �6a3a naHHM Ha cHCTeMO-opraHHM KJJacOBe 

|HapyueHHA Ha kpLBTa M IHM)HaTa cHCTeMa 

HapyuleHHA Ha HMyHHaTa CHCTeMa 
HapyueHHA Ha eHIOKPMHHaTa cHcTeMa 

HapyueHHA Ha MeTabonn3Ma H xpaHeHeTO 

IlcHXH4HH HapyieHHA 

HapyueHMA Ha HepBHaTa cHcTeMa 

Cbpnean HapyueHHA 

CbIOBH HapyueHHA 

PecnupaTOPHH, rpbAHH H MeAHacTHHaTHH 
HapyieHHA 

CTOMauIH0-4peBHH HapyuieHHA 

XenaTooHNHapHM HapyueHHA 

|HapyuueHMA Ha KOKaTa M noNKOKHaTa TbKaH 
HapyuueHHA Ha MyCKyIHO-CKeieTHaTa CHCTeMa 
H CLeAHMTeJIHaTa THKaH 

HapyureHHA Ha OLÑpemwTe H IHKOYHMTe 
II'STHIua 

|HapyuueHMA Ha Bb311pOH3BOJMTeJIHaTa cHCTeMa 

Hew3BecTHa yecTOTa (He MOKe na bb1e 
O[CHeHa oT HaTHYHHTe 1aHHH) 

|/MCKpa3Mg Ha KpbBTa (BKJTIO4MTeIHO 
arpaHynOL;ATO3a, TpOMPOLHTOrIeHHA, eo3MHOOHIHA, 
JIeBKOIeHHA H aHeMHA) 

|AnepruHH peakuMH 
|CHHApOM Ha HeaueKBaTHa cekpeunA Ha 
aHTHAMYpeTHYHHA XopMOH 
XMInOHaTpHeMHa!, 3aryQa Ha Terio, aHopeKCHA, 
I1OBHIeH arneTHT 

|CyHuuIHM MHCJIH HJIH CYuuHAHO nOBeNeHHe 
(BX. TOYKa 4.4), cHCTOAHHA Ha oÑbpKBAHe, 
Qe3CbHHe, ne3opueHTaLIMA, MaHHA, TpeBOKHOcT, 

HepBHOCT, BL3PYIHMOCT (MHOrO paIKo 
BJIOLMaBauya ce 1o jeTHpHyM), HaiyIHOCT, 
|arpecHBHH peakuMH, xanKOLMHaLHH, KOIMaph, 
nOHHKaBaHe Ha IHOHAOTO, CHHAPOM Ha OTHeMaHe 

|CepoTOHHHOB CHHApOM, KOHBYICH, 
HeBponenTHYeH 3JIOKaYeCTBeH CHHApOM, 3aMasHOCT, 
BHeHe Ha CBAT, rIaBo6oHe, CBHJIHB0cT, 
|6e3nokoücTBO, NOHHKEHa 6nMTe.THOCT, TPeMop, 

|3aMBrIeHO 3peHHe, HapyIueHHA Ha +aMeTTa, 
MHOKIOHYyc, H3paseHa aVazna, napecre3nA, 
|AHCTOHHA, MpOMAHa Ha BKYCa 

|CBpaeHa apuTMHa (BKJIIOYHTeJIHO Torsade de 
Pointes, IiaiiHTaLIHH, InpeK�eBpeMeHHH 
BeHTPHKyiapHu KoHTpakuAH, BeHTPHKylapHH 

|KynieTH, BeHTpHKYlapHa TaxHKapaua, QpaFuKap1us, 
TaxHKapIHA, EKT aQHopMaTHOCTH (YAbJIKaBAHe Ha 
QT) 

|OpTocTaTHHHa XHIIOTOHHA, XHIepTOHHA, 
IIpunaABIH 

|HazanHa kOHrecTHA, 3aTpyAHeHO .HaHe 

|l aneHe, nOBPBlaHe, cyxoTaB ycTaTa, 3arnek, 
Auapua, AHCnenCHA, CTOMaIHa 6oIKa, 
racTpoeHTePHTH, yBeNHYeHO CIIOHOOTAeNAHe, 
napanuTHYCH MJIeyc 

HapyuueHHA Ha 4epHOppoQHara þyHKunA 
(BKIIO4HTreNHO KBJIreHHla M XenaTouenynapHH 
yBpexjaHHa)", MHTPaxenaranHa xoNecTa3a 
KoxeH OQpuB, ipypHTyc, XHnepxuipo3a 
BonKH B KpaHHHsuTe, 5oIKH B TbpQa, MHanrHA, 
CTaBHH PoJKH 

HapyueHHA npH ypHHupaHe, ypuHa 
|MHKOHTHHeHUHA, 3arBpxaHe HPiO0n 
IIpnann3LM (BX. TOYKa 4.4) 

blHMTEN 

6b/ 



O6un HapyuieHMA H cheKTH Ha MACTOTO Ha 
npunokeHne 

M3cnenBaHnA 

3 

ÕnyHIHMAT M eNeKTPOJIMTHHAT CTaTyC TpaÓBa 1a QblaT cIeleHH IpH CHMIITOMaTHYHH MauHeHTH. 

TpHTHKo XRe aHTHJeNpecaHT CbC cenaTHBHH CBOMCTBa, MOKe la ripu4HHH CBHIHBOCT IIpe3 TbpBATe 

DHH, 06MKHOBeHO H34e3BalH B Iipoueca Ha JeyeHMeTO. 

Ilpoy4BaHHA BBpxy KHB0THM 1OKa3BaT, e Tpa3oIOH e iO-MaJIKO KapnHoTOKCHYEH OT TPHUHKJIHYHATe 

aHTHIeIipecaHTH H KJIHHH4HHTe ipoy4BaHMA ipennoiaraT, 4ee 10-MaIKO BepoATHO HeKapcTBOTO la 

npHYMHM CbPAeHHa apuTMMA ipH YOBeKa. KIHHM4HMTe npoyYBaHHA npH nauueHTH CBC Cbp+eYHH 

3ab01ABaHHA NOKa3BaT, e TpasoAOH MOKe ja npu4HHH apHTMHA IIpH HAKOH I1a<meHTH OT Ta3M 

nonynauHA. 

PanKo ce CboQjaBa 3a HexeiaHH eoeKTH BbPXy yepHonpoQHata yHKLHA, IOHAKOra TeKKA. AKO 

TaKMBa peaksuM ce noABAT, ynotpeara Ha TpMTHKO XR TpsQBa HesabaBHO ga ce ipeKpaTH. 

CboPujaBaHe Ha ION03MpaHH HEKeJaHH peaKL;UH 
Cbo6uaBaHeTO Ha nogo3MpaHH HeKenaHH peakLHH CIen pagpeuuaBaHe 3a ynotpeba Ha ieKapcTBeHMA 

IpoAyKT E BaKHO. TOBa n03BOJIABa 1a nponbJIKH HabioneHHeTO Ha CHOTHOWeHMETO IIOJI3a/puck 3a 

JIeKapcTBeHHA IponykT. OT MeAHLHHCKHTe cnenanHCTH Ce H3HCKBa na Cb00maBaT BCAKa n0IO3HpaHa 

HeKeJJaHa peakuA Ype3 HauOHaHa CHCTeMa 3a CLOQuaBaHe: M3bJIHHTeJHa areHuHa n0 JTeKapcTBATa, 

y1. �MamAH TpyeB" No 8, 1303 Cous, Ten.: +359 2 8903417, yefcaHr: www.bda.bg. 

4.9 Ilpeno34pane 

|CaaÑocT, OTOK, rpHIorionoOHH CHMIITOMH, 
yMopa, boIKa B rpbAHHA KOIII, TpeCKa 

|IloBHuraBaHe Ha 4epHonpoQHHTe eH3HMH 

Ipu3HaIH Ha TOKCHYHOCT 
Ha�-yecTO CHOPImaBaHHTe peakuuH IIpu ipenoupaHe ca CbHJIHBOCT, CBeTOBBPTeK, raFeHe H 

nOBpLIlaHe. 
lOKJanBaHH ca H n0-cepHOBHH CIy4au KaTO KOMa, TaxMKapIMA, XHIOTOHHA, XHIIOHATPHEMMA, 

KOHBYJCHH M pecnMparopHa HeNOCTaTB YHOCT. CbpIeYHHTe CHMITOMM MOKe Ma BKJIIOYBAT PpanHKap1ua, 

yIbJIKaBaHe Ha QT H Torsade de Pointes. CHMIITOMMTe ce ipoABABAT 10 24 yaca HIH IOBeye cJIeA 

npejo3MpaHe. 
CBpbXIo34 TpasoJOH B KOMPMHaLMA C Apyru aHTHIenpecaHTH MOraT 1a ipuYHHAT CepoTOHMHOB 

CHHAPOM. 

IeHcTBHA 
HAMa cneLuuyeH aHTHIOT 3a Tpaz010H. llpeiopbYBa ce akTHBeH BBINeH IpH B3pacTHH, InOrbJIHanH 

nOBeYe 0T 1 g TpazonoH HJIH 1ela, I10rbJIHaiH nOBeHe 0T 130 mg Tpa3ooH A0 I 4ac cieN IipHeMa. 

AITepHaTHBHO, Ha BB3pacTHHTe MOKe 1a ce HanpaB CTOMaLIHa ipoMHBKa 10 l 4ac oT norIbILaHeTO Ha 

noTeHLHaTHO KHB0TO3aCTpauaBasa CBPbX]03a. 

Heo6xoIHMO e HaQNoneHe Ham-MaJIKO 6 yaca cieI nOrIBIlaHeTO (HJIH 12 4aca, ako e B3eTa dbopma c 

yALJIKeHO OCBOP0KAaBaHe). CHexu ce KpLBHOTO HaJIAraHe, nyncLT H HHÊeKCHT NO Glasgow Coma 
Scale (GCS). Cnen ce KHCJNopoNtata carypauHA, ako GCS e HHCbK. CbpneYeH MOHHTOPHHr e 
leneCL00pazeH IpH CHMIITOMaTHYHH IHaIHeHTH. 
ExMHH4HM KpaTKH KOHBYICHM He M34CKBaT JIEYEHHe. YecTHTe HJIH npoLJIKHTeJIHH KOHBYICHH ce 
OBIanaBar c MHTpaBeHO3eH AHazenaM (0,1-0,3 mg/kg TeneCHO TerNO) HIM JIopazenaM (4 mg npH 
B3pacTHH M 0,05 mg/kg npH Ieua). AKo Te3M MepKH He ca ycneuIHH, MOKe ja ce ipunoKH 

MHTpaBeHO3Ha HHHy3ua Ha þeHWTOMH. MaBa ce KHCIOPOA H ce KopHrHpa KHCeNHHHaTa Qa2 
MeTaboJWTHWTe HapyuueHMA, aKo e Heo6xOMMMO. n0 nEK 
JleyeHneTO TpsPBa la 6b|e cHMITOMaTMYHO H nOJMbpKaso B CIy4am Ha xHnoreH3H/ WpEKONPDH9 
cenupaHe. AKo ocTpaTa XHInOTeH3MA He OTIuyMABa MOKe Ja ce mpuIOKaT HHOTPoIH 

AOnaMMH HJIM J06yTaMMH. 

PEnyssM 

aTRATA 



5.1 

OAPMAKOJIOTHYHM CBO}CTBA 

apMakOJHHAMHMHH CBOHCTBa 

QapMakoTepaneBTHYHa rpyna: ncHXoaHaJieiTHUH, Apyru aHTHIenpecaHTH, ATC KOJ: NO6AX0S 

Tpa3onoH e TpHaz0101HpHAMHOB 1epHBaT, eeKTHBeH IIpH neYeHHeTO Ha 1eripecHBHH pascTpOHCTBa, 

BKJIIOYHTeIHO IenpecnA, npuapykeHa oT Pe31OKOMCTBO H HapyuieHHA B CBHA H Ce xapakTep3Hpa c 

Pbp30 Hayano Ha 1eMCTBHe /oKoJ1O ceIMMja. 

T pa3oF0H e MHXHOMTOP Ha obpaTHoTO 3aXBayaHe Ha cepoTOHHHa He aHTaroHHCT Ha SHT 2A H 2C 

peuenTopu, YHATO aKTHBaHA o6MKHOBeHO ce CBbp3Ba c be3cbHHe, be3rioKoHCTBO, NCHXOMOTOpHH 

npoMeHH M ipOMeHH B CeKCyanHara yHKUHA. 

5.2 

Tpa3oF0H He e npoTHBOnOKa3aH npH riayKOMa M 3aQoJiABaHHA Ha OTAeNMTeJTHaTa cHCTeMa, He BONH 

10 eKCTPpanupaMuIaNHH edeKTH H He nOTeHLUupa anpeHeprHYHaTa TpaHCMHCHA, 3auoTO HAMa 

aHTHXOJIHHeprHYHO 1eMCTBHe H He Ipenu3BHKBa THIHYHHTe eçeKTH Ha TPHLHKJIHYHHTe aHTHIeipecaHTH 

Bbpxy CbpieYHara ¢yHK;Ha. 

PapMaKOKHHETHYHH CBOHCTBa 

B TaQJIHuaTa no-I0JIy ca IOKa3aHM apMakOKHHETHYHHTe napameTpH Ha Tpa3onOH C yIbJIKEHO 

OCBODOKlaBaHe cHeA eNHOKpaTHO IpueMaHe Ha 75 mg, 150 mg n 300 mg H cien MHOrOKpaTHO 

IIpuemaHe Ha 300 mg (BeIHBX AHeBHO 10 AOCTHraHe Ha cTaQHIHH CLCTOSHHA). 

lo3aTa OT 75 mg CbOTBeTCTBa Ha iOJ1OBMH TabieTKa oT 150 mg. 

|Cmax* 
(ng/mL) 

AUCO-co* 
(h*ng/mlL) 

|Tmax** 

(h) 

75 mg 
(enHOKpaTHa 

A03a) 
294 (71,4) 

8658 (2833) 

150 mg 
(eAHOKpaTHa 

A03a) 

531 (143) 

16388 (5419) 

300 mg 
(eNHOKpaTHa 

A03a) 

1179 (583) |Cmax,ss* 
l(ng/mL) 

30983 (12522) AUCss* 
(h*ng/mL) 

8,00 (2,00-30,0) 6,00 (2,00-30,0) 7,00 (2,00-14,0) |Tmax** 
(h) 

* cpeHa cTOMHOCT (CTaHlapTHO OTKJIOHeHHe); ** cpeFHa cTO}HOCT (HHTePBan) 

300 mg 
(MHOrOKpaTHa 

A03a) 

1812 (620) 

29131 (9931) 

lblHMTEn 

8,00 (3,00-16,0) 

Cmax - MakcHMaNHa nJia3MeHa KOHLCHTpaIHa; Cmax.ss - MakcHMaNHa IJia3MeHa KOHLÊeHTpaLHA npH 
CTaoMJIHO CHCTOSHHe; AUCO-0 - IJIOITa nog KpHBara oT BpeMe 0 eKcTpannoJIHpaHa 10 e3KpaHHOCT; 
AUCss - IIJJOITa non KpMBaTa npu cTaôHIHO CHCTOAHHE; Tmax - BpeMeTO 3a 10cTHraHe Ha 

MakcMMaJIHa KOHLeHTpal|4A. 

In vitro M3CHeNBaHMA C 4OBeIIIKM YepHoApobHH MMKp030 MH INOKa3BaT, 4e Tpa3oOH ce MeTaboiM3Hpa 
OCHOBIIO OT IWTOXpoM P450 3A4 (CYP3A4). 

Ciel IbpBoTO IIpHeMaHe, BpeMeTO Ha nOJIyKHBOT IHa TpasojoH C yAbJIDKeHO OCBO60K�HaBpas 
IipuoiM3HTeJJHO MeKIy 10 u 13 4aca, 



5.3 IIpenkIHHHYHH naHHH 3a 6esonacHOCT 

OeTpa TOKCHYHOCT: LDS0 Ha Tpa3o10H IipHeMaH nepopaHo e 610 mg/kg ripu MHuIKH, 486 mg/kg ipu 
nJbXOBe H 560 mg/kg ipM 3aúlu. HabonaBaHMTe eheKTH ca: CbHJIHBOCT, CJIIOHOOTIEnAHe, ITO3HC Ha 
KIena4Te H KJIOHHYHH Ibp4OBe. 

XpoHHYHa TOKCHYHOCT: Cy6xpOHHYHM npoyyBaHua ca npoBeneHH npH TBXOBe, 3aÄuH H KYYeTa, a 
xpOHHYHHTe BLpxy nTbXOBE, Ky4eTa H MaüMyHn. TIpunoxeHara riepopanHo A03a Bapupa Mekny 15 H 
450 mg/kg/nneBHO Ipn nJTSXOBe, 15 n 100 mg/kg/aHeBHO Ipu 3aäu, 3 M 100 mg/kg/nHeBHO ipM KyHeTa 
H 20-80 mg/kg/nHeBHO npH MaqMyHn. B npoysBaHnaTa ipu nTbXOBe, NeYEHHeTO IIpH4HHH1O 
XHnepTpo¢Ha Ha xenaToHTHTe H rMaFKHA CHIONNa3MEH peTHKynyMC noCIeABaila xenaroMeralH. 
Tosn ejekT e pesyaraT oT ACTOKCHKHpauus MexaHu3BM H He 6H MOrtI Aa 6b1e HHTepIipeTHpaH Karo 
naronorHHeH e)eKT. OCBeH TOBa JneTaJNHATa No3a cBlo IOpaxna ehexKTH, BeYe Ha6IIONaBaHH ipH 
npoyYBaHMATa 3a ocTpa TOKCHYHOCT. CHOTBeTHaTa 103a/HHBa Ha HeHaQNonaBaHH HeKeMaHH 
neKapcTBeHH peaki;HH /NOEL ca 30 mg/kg/nHeBHO. Ipu 3aHuH ca Ha6nioFaBaHH caMO epeKTHTe Ha 
nenpecaHTHTe Bbpxy l\|HC, CbC CHOTBeTeH NOEL OT 50 mg/kg/nHeBHO. IIpu KyyeTa, CHMIITOMHTe, BeYe 
HabiIONaBaHH Ipu ocTpa HHTOKCHKaL;HA, ce BJIOIuaBaT IpH nOBTOPpeHHe Ha 103aTa, a CboTBeTHHA NOEL 
e 10 mg/kg/nHeBHO. MamMyHHTe HMaT INO-TOIAMa pe3HCTeHTHoCT OT KY4eTaTa H npoBABaT caMo 
papmakoNMHAMHYHH IpOMeHH. NOEL e 20 mg/kg/nHeBHO. 

PenpoyKTHBHA TOKCH4HOCT: He ca HabNIONABaHH eeKTH BLpXy hepTHJIHOCTTa npH nBXOBe IipH 
N034 10 300 mg/kg/neH. IIpoyyBaHHA 3a TepaToreHHOCT Ipu nIbXOBe NOKa3BaT IIOBHIIaBaHe Ha 
eMopHonETaIHHTe eeKTH caMO IpH 103H, KOHTO ca TOKCHYHH 3a MamyMHHA OpraHH35M (300 
450 mg/kg/neH). Ilpu nTbxOBe eMPpHonETANHH eHeKTH H peFKH CJIyYaH Ha BponeHH aHOMaIHH Ca 
HaQIrONasaHH caMO npH TOKCHYHH 3a Ma�KHTe A03H (150-450 mg/kg/neH). JIHncata Ha IHpeKTeH 
epeKT Bbpxy eMópuoHa ce nOTBBPKjaBa oT IpoyBaHHA, IIpOBeKJaHH IpH nTBXOBe c I;ei 
npocieAABAHe Ha npeMHHaBaHeTO Ha Tpa3010H npes ILJIaLeHTaTa: caMO He3Ha4WTeJIHH KOHIeHTpalHH OT 
JIeKapcTBOTO Ce OTKPHBaT B eMOpHOHaIHHTe TbKaHH H OKOJJOIJIOIHHTe BON. IlepH- H I10CTHaTaIHH 
IIpoyyBaHHA IpH JIbXOBe IOKa3BaT caMO HaMaJIABAHe Ha HapaCTBaHeTO Ha TerIOTO Ha MaIKHTe IpH 

A03M HaA 30 mg/kgner. 

MyTareHHOCT: ln vitro InpoyyBaHHA BLPxy MyTareHHOCTTa (B PakTepuanHH KIETKH, V77 KJIETKH OT 
KHTaMCKH XaMCTepu, MHIH JIHM)OHTH, XpOMO3OMHH abepauHH B CH0, CHLIIU KIETKH H 4OBeIKH 
IHM)OUTH) H in vivo H3CIENBAHHA BbpXy MyTareHHOCTTa (MHKPOHYKJIeapeH TecT IpH MHIKH H aHanH3 

Ha xpOMO3OMH B MeTaaza npu nIbXOBe) He nokazBaT MyTareHeH eHeKT. 

KanueporeneH noTeHIHal: IpoyyBaHHATa npu MMUKH H IJTBXOBe He noka3Bar noreHUnaneH 
pucK oT TYMOpu. 

AHTHreHHOCT: Tpa3010H He nokasBa aHTHreHHa aKTHBHOCT. 

Kap1uorOKCHYHOCT: CbpueYHOCLAOBMTe eeKTH Ha TpasoAOH Ca ipoy4BaHH npu IbXOBe, MOpCKH 
CBHHYeTa, KoTKH H Ky4eTa. JlekapcTBOTO INOKa3Ba nOYTH bJIHa IHnca Ha kapAHOTOKCHYHOCT, TB� KaTO 
He ca Ha6JIOnaBaHH npOMeHM B BCG 3anHcHTe IIpH HeXMINOTeH3MBHM A03M. 

XopMOHaJIHH eheKTH: EJHOKpaTHH A03H Han 20 mg/kg/ueH, ipheMaHH HHTPanepuTOHeaTHO OT 
KeHCKH IJTBXOBe, npuynHABaT JNEKO nOBMUlaBaHe Ha ipoJ1aKTHHa. To3u eeKT H34e3Ba c 
npobIKMTeTHHA npueM C AHeTaTa. 

JlekapcrBeHa 3aBHCHMOCT: Be Iipoy4BaHHA, npoBeNeHM IIpu nuTBXOBe, H3KIIOYBaT BYMACe 
Ha JiCKapcTBeHa 3aBMCMMOCT. 

16bAIAP 



6. 

6.1 

TpHTHKO XR 150 mg raóneTKH C YIbIKCHO OCBO60KJaBaHe 

Aòpo: KoHTpaMHA TpanynupaH (npexenaTHHH3HpaHO MOJHOHLupaHo HHuecTe), XHInpoMeno3a, CHIHLHeB 

LHOKCHA, KOJJOHICH be3BONCH, HaTpHeB CTeapMnymapat 
OuLMOGO nOKpumue: Onanpam Il xLIT (I10IH BHHHJIOB aJIKOXOoJI - yacTHYHO XHApoiH3HpaH), THTaHOB 

IHOKCHA, Makporoi/TIEI 3350, TaNK, KbJIT KENE3eH OKCHI, 4epBeH KeTE3EH OKCHA 

DAPMAIEBTMYHH JAHHM 

TpHTHKO XR 300 nmg TaÑneTKH C YJbIKeHO OCB060KlaBaHe 

CIHCLK Ha I1OMOIIHHTe BeIeCTBa 

Hôpo: KoHTpaMHI rpaHynupaH (npexenaTHHH3HpaHo MONHouuupaHo HHUIeCTe), XHIipoMeJ103a, 

CuNH;HeB AHOKCHA, KONOHIeH õe3BoneH, HarpueB CTeapHiyMapat 

6.2 

PuIMOG0 nOKPumue: OnanpaH II po30B (nonHBHHHJIOB atKOXo1 - 4acTHYHO XHApoMH34paH), THTaHOB 

AMOKCHA, MakporonTIEI 3350, TaJIK, KLIT KeNE3EH OKCHI, YepBeH Keie3eH OKCHI. 

6.3 

HeripunoKHMO 

6.4 

4 ronMHH 

HecbBMeCTHMoCTH 

CpoK Ha roJH0cT 

To3u ieKapcTBeH IponyKT He H3HCKBa cHeHaIHH yCIOBHA Ha cBXpaHeHHe. 

6.5 Bun H CHILPKaHHe Ha onakoBKaTa 

CneuuaJIHH yCIOBHA Ha cbXpaHeHHe 

IbpBHYHa onakoBKa 

6.6 

TaQneTKHTe ca OnakOBaHH BPVC/PVDC/aIYMMHHeBH 6JIHCTepu. 

BTopHYHa OMaKoBKa 
TpuTHKO XR 150 mg u TpuTHKO XR 300 mg ce npejjiarar B KyTHH, CLIBPxau1u 10, 14, 20, 28 HJIH 30 

Ta6ieTKH. 

He BCHYKH BHIOBe OIlaKOBKH MOraT 1a bB1aT IIyCHaTH Ha Ila3apa. 

7 

HAMa cIneInaHH H3HCKBaHH. 

CnenwaIHH Ipena3HH MepKH npH H3XBbpJIAHE H paboTa 

Hen3rioJI3BAHHAT JIeKapcTBeH IIpoAYKT HJIH OTIHaNLYHMTe MaTepnain 0T Hero TpAÓBa la ce H3xBbpJIAT B 

CLOTBeTCTBHe C MecTHHTe H3HCKBAHHA. 

Ten.: 

IIPHTEKATEJI HA PA3PEIIEHHETO 3A YIIOTPE5A 

AHKenHHH OapMa BbJIrapHA EOON 
yn. "HuKOna Tecna" Ne 3, 
6n. Bu3Hec LleHTbp BCP Co¢ua 1, er. 4, oHc 401, 
Cona 1574, EsJurapuA 

+359 2 975 13 95 

no nEKA 
TBATA 



8. 

Trittico XR 150 mg TaÑneTKM C YJbJDKeHO OCB060KlaBaHe - 20130121 
Trittico XR 300 mg TaÑneTKH C y]bJKeHO OCB000K]aBaHe - 20130122 

9. 

HOMEP(A) HA PA3PEIIEHHETO 3A VIIOTPEBA 

IATA HA IIBPBO PA3PEIIIABAHE/IIOIHOBABAHE HA PA3PEIIEHMETO 3A 

YIIOTPEBA 

Aara Ha bPBO paspemasaHe: 20 Mapr 2013 r. 

10. 

Mara Ha noNHOBABaHe Ha paspeueHHeTO 3a ynOTpeba: 28 Mapr 2018 r. 

NATA HA AKTYAJIH3UPAHE HA TEKCTA 

OKTOMBpu 2024 

aoHMTEn no nEKAP 
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