
1 

TPHTHKO 75 mg TaÑneTKH c ynbIKCHO OCB060XFaBaHe 
TPHTHKO 150 mg Ta6neTKH C yIbNKeHO OCB060KFaBaHe 

TRITTICO 75 mg prolonged-release tablets 
TRITTICO 150 mg prolonged-release tablets 

2. 

MME HA JIEKAPCTBEHHA IIPOIYKT 

TPHTHKO 75 mg TaÑneTKH C YÊbJIKEHO OCBO6OKIaBaHe 

TPHTHKO 150 mg TaóneTKH C YIbIKEHO OCBO6OKIaBaHe 

KAYECTBEH H KOJIMYECTBEH CHCTAB 

3. 

4. 

TaoneTKa c yabKeHO OCBO6oxnaBaHe. 

4.1 

Bcaka TaQneTKa cBIbpKa 75 mg TpasoFoHOB XHIPOxNOpua (trazodone hydrochloride) 

JIEKAPCTBEHA DOPMA 

Bcaka ra6neTKa CbIbpxa 150 mg TpasonoHOB XHIpoxnopHI (trazodone hydrochloride) 

3a iblHHA CIHCHK Ha nOMOIHHTe BeIÊeCTBa, BHKTe TOYKa 6.1. 

4.2 

KJIMHMYHH JAHHH 

TepaneBTHYHH IOKa3aHHA 

MenpecnBHH pascTpoHcTBa cbc/6e3 TpeBOKHOCT. 
TPHTHKO e nOKa3aH caMO IIpu Bb3pacTHH nauHeHTH. 

bana, nBOGHO H3bKHaNa TaÓneTKa c IBe neiTeNHH YepTH. TaQneTKaTa MOKe na 6bIe paz1eneHa Ha TpH 
paBHH A03H. 

Ao3HpoBKa H HaYHH Ha IpuJ0keHHe 

M3MbHATENHA ArEHUMA nO NEKAPCTBATA 

lo3upOBKa. 

KDamxa xapaxmeoUcmUKa Ha npogyxma - lpuAOKOHUe 

Bo3pacmHu 

KbM Pea. Ne 

PaspeweHue N 
|BG/MAIMP. 

HAKOJIKO IipuEMa. 

CmapuecKa 6b3pacm 

67038 
Ogoópemue Ne 

75-150 mg /HeBHO, IpHeMaHK KaTo eHOKpaTHa I03a BeYep, ipeN IATAHe. 
Io3upoBKaTa MOKe ja Qb1e yBeiHYCHa 10 300 mg /AHeBHO, pasFeneHa Ha ABa npueMa. 

08-11- 2024 

Ilo BpeMe Ha õoIHHYHO JIeYeHHe A03aTa MOKe Aa QbNe 3aBHIeHa A0 600 mg/AHeBHO, pa3AeNEHa Ha 

TIpu nalHeHTHB CTap4eCKa BB3pacT H HeMOIIHH In¡uHeHTH, IpenopbunTeJIHaTa NbpBOHa4aNHa A03a e 
HaMajeHa 1o 75 mg AHeBHO, pa31eneHa Ha HAKOJKO IpHeMa HIH KaTO eAHOKpaTHa A03a Be4ep (BK. TOYKa 
4.4). Alo3aTa MOKe 1a ce noBHIWaBa nocTeneHHO, KaKTOe onncaHO NpH BL3pacTHH, nOA HIOAATOS 
CbOQpazHO IOHOCHMOCTTa M euKacHOCTTa. 



Ileduann;uuna nonyiayua 
TPHTIKO He TpaÐBa Na ce w3no73Ba npu naunenTH Ha BLIpacT 1on 18 ronMHH. BesornacHocrTa ipH Te3H 

InauwHTH BCe ole HC e ycTaHOBeHa. 

YHodpooMu Hapyuenua 
pa3onoH npeTbpnABa eKCTeH3HBeH MeTaboIH35M B YepHHS APo6 (BK TOYKa 5.2), H CbUIO Taka ce CBbp3Ba c 

NCnaToTOKCH4HOcT (BX. TOYKH 4.4 u 4.8). CienOBaTeJIHO TPHTHKO TpsPBa na ce npenriHCBac BHHMaHHe 
npu naunCHTH C 4epHonpo6HM HapyueHMA, ocobeHO npH TeKKa yepHopooHa HenocTaTLYHOCT. 

IlepuouHO Ha6NIONCHHe Ha vepHonpoQHara dyuxHa TpaPBa na ce HMa ipenBMA. 

Bópevnu HapyueHUA 
OOHKHOBeHO He e Heo6x0NMMO KOPHITHpaHe Ha n03aTa, HO ce H3HCKBa BHHMaHHe IpH naneHTH C TeKKa 

P5QpeyHa HeNOcTaTbYHOcT (BK. TOYKH 4.4 u 5.2). 

HayuH Ha npHiOKEHHE 

leiHMHTe TabneTKH MoraT 1a OblaT pa31eAHH Ha 3 yacTH, KoeTO INO3BONABA NOCTeIeHHO IIOBHIlaBaHe Ha 
N03aTa, B 3aBHCHMOCT OT TeXKeCTTa Ha 3aboIABAHeTO, TerIOTO, BL3pacTTa H OÔuI0TO CHCTOAHHe Ha 

InauHeHTa. 
JleyeHHeTO TPaPBa na 3anoyHec BeYepeH npueM H C IOBHIaBaHe Ha AHeBHHTe n034, no JieKapcKo 

ipexnncaHHe. 

TPHTHKO TpaóBa na ce npueMa Ha npazeH HJIH IHJIEH CTOMax. IIpenopbYBa ce TPHTHKO na ce npHeMa 

Ha TepaneBTHYHH IHKJIH OT IOHe eIHH Meceu. 

TIpu nauHeHTH B CTap4eCKa BB3pacT, 103HpOBKaTa TpabBa BHHMaTeJIHO ja ce yTO4HH OT JIeKapa, KOGTO Aa 

ipeneHH Kak la ipuioKH MHHHMaJIHHTe ipennopb4HTeJIHH J03H. 

4.3 IIpoTHBOMOKa3aHHA 

CBDLXYYBCTBHTeTHOCT KLM aKTHBHOTO BelecTBO HIH KLM HAKOH OT IOMOIILHHTe BeIecTBa, H30poeHH B 

TOYKa 6.1. 

AJIKOXOJIHa HHTOKCHKaLHAH HHTOKCHKaIHA C XHIIHOTHYHH IeKapcTBa.. 

TexbK HHHapKT Ha MHOKapia. 

4.4 CneunaIHH npeAynpexneHHA H Ipegnaznu MepKH npu ynotpeQa 

IleguaTpHHHa ionyjalua 
TPHTMKO He TpsPBa Ma ce H3110J13Ba OT Aema H IOHOIH Ha Bb3pacT ION 18 rONMHH. B KJIHHHYHO 

Ipoy4BaHe Io-4ecTO Ce HabJilonaBa cyuuHIHO IOBeNeHHe (oiHT 3a caMoybHÄCTBO H IJlAHHpaHe Ha 

caMoyQuªCTBO) H BpaxFebHOCT (npeNMMHO arpecHBHOCT, IOBeNeHHe Ha npoTHBONOcTaBAHe H rHAB) IpH 

nema u IOHOIH, JIeKyBaHH C aHTHAeipecaHT, OTKOJIKOTO pH naL;HeHTH, npuemaIL;H ILJIaLebo. OcBeH TOBa 

JIHICBaT MAHHH 3a 1bJIrOcpo4HaTa bezoniacHOCT IIPH lela H nogpacTBalLlH OTHOCHO pacTeKa, Cb3pABaHeTO H 

KOrHHTHBHOTO H IIOBeIeHYCCKO pa3BHTHe. 

CMYIeHHA IIPH TeCTBAHe Ha ypHHa 
Tipu MMyHoaHaJi3M, H3I10JI3BaHH 3a ckpHHHHr Ha HapKoTHIH B ypHHaTa, kpbCTOcaHa peaKTWEO 

MeTaooiMTa Ha Tpa3010H - MeTa-XJIopocennJIIHnepa3uu (M-CPP) Che cTDVKTYDHO nonouaet 
AHOKCH- MeTaMQeTaMHH (MDMA, eKCTa3M), MOKe Jla IOBeHe IO hauuMBa no34THBHOCTAper: 



IIpenoptyHTeNHO e B Te3H CAyyan na He ce B3eMar peueHna, oCHOBAHH eIMHCTBeHO Ha "ipeaioiaraeM HTe 
noNoKMTeNHH" pesyTaTH OT CKpuHnHrOBH HMyHOaHaK3H, a na ce H3BbpIUH aHaIM3 3a fioTBLpKICHHe 
ypes TeXHHKWTe Ha Mac cneKTpOMeTDHA (MS) HIH asiTepHaTHBHO Ma ce u3r1oN3Ba TeYHa xpoMaTOrpapHA 
TaHNCM Mac cneKTPOMeTPHa (LC- MS/MS). 

CaMoy6nÄCTBO/CyuuuAHn MMCIH MIH KIWHHYHO BIOIaBaHe 
lenpecHATa e CBbp3aHa C nOBMUIeH pHCK OT CyHIÊHM MHCIH, caMOHapaHABaHe H caMOyPMHCTBO (CboWTHA, 
CBbp3aHH CbC caMOyPHHCTBO). PuCKbT CBIIleCTBYBa 10 10CTHraHe Ha 3HaYHMa peMHCHA. TBÄ KaTO 
noNteHHe MOKe ja He HacTbIIH ipe3 IIbPBHTe HAKONKO ceIMHLIH HJIH IIOBeYe OT HaYaIOTO Ha IeYeHMETO, 
nauueHTHTe TpAÓBa BHHMaTeNHO 1a ce HaQioIaBaT 1O nOABATa My. KIHHHYHHAT OIIHT IIOKa3Ba, 4e pHCKBT 

OT caMOyóuHCTBO MOKe la HapaCHe Iipe3 paHHMTe eTaiH Ha BL3CTaHOBHTeIHHA InepHon. 

W3BeCTHO e, Ye IlaiueHTH C aHaMHe3a 3a cH6HTHA, CBHD3aHH CHC caMoyuCTBO HJIH IIOKa3BalH B 
3HaYMTeJNHa CTeneH CyHIHIHH MHCJIH, IIpeIH 3annoyBaHe Ha JieyeHHeTO Ca H3J10KeHH Hà I0-BHCOK pHCK OT 

cyuuuIHH MHCIM HIH ONHTH 3a caMOy6HGcTBO H TpAOBa ja 6blaT HabIIOnaBaHH BHHMaTeJTHO IO BpeMe Ha 
JIeYCHHeTO. MeTa-aHanH3 Ha KOHTPOJIHpaHH C IJNauebo KJIHHH4HM Ipoy4BaHHA Ha aHTHAeripecaHTH ip 
Bb3pacTHH NalHeHTH C nCHXHYHH pazcTpoHcTBa noka3Ba nOBHIeH puCK OT CYHLIHIHO I0BeNeHHe ipu 
InauueHTH NON 25 ronuuIHa BL3pacT, JIeKy BaHH c aHTHIenpecaHTH, B CpaBHeHHe C IJIAlebo. 

JlekapcTBCHaTa TepanuA TpAÓBa 1a ce cCLIILTCTBa CHC CTPoro HaQnioneHHe Ha InaHeHTHTe H B 4acTHOCT Ha 
Te3A C I1OBHWeH pHCK, OcobeHO B HayanoTO Ha JieyenHeTO H CJIen IIpOMeHH B 103aTa. IlauueHTH (H Te3H, 

KOHTO Ce rpuxaT 3a TAX) TpaPBa na bNaT IIpenynpenen 3a Heo6xoNHMOCTTa oT HaÓnOnCHHe 3a BCeKH 
ipu3Hak Ha KIHHHYHO BJIOIIaBaHe, cyuLHJHO I1OBeNEHHe HJIH MHCJIH, H HeoÔH4aHHH IpoMeHHB 
IOBeNeHHeTO, KaKTO H He3abaBHO 1a nOTbPCAT KOHCYJITauA C JIeKap, aKO TaKHBa CHMITOMH Ce noABAT. 

3a MHHHMH34paHe Ha IOTeHILHaIHHA pHCK OT OIIHTH 3a caMOyÕuHcTBO, OCobeHO B HayaJIoTO Ha JIeYEHHeTO, 

CHeNBa 1a ce npennuCBaT caMO orpaHuyeHH KOIHYeCTBa TPHTHKO. 

TIpenopbYBa ce BHHMaTeJIHO 1O3HpaHe H penoBHO IIpOCJIENABAHe Ha laLHeHTH CBC CJIeIHHTe 3aõo1ABaHHA: 

EnHJencHs, n0-cneunaTHO 1a ce n36ATBa pASKO YBeNH4aBaHe MJIH HaMaJIABaHe Ha A03ara 
IlauueHTH C YepHOIpoQHa HIH P5QpeYHa HeNocTaTHYHOCT, OCO0eHo TeKKa 
IlauneHTH CHC CHpneMHH 3aÑo1ABaHMA KaTO aHrHHa neKToPHc, HapyueHa ipOBONAM0cT 
HIH pas1HYHa CTeneH Ha AV 6IOK, CKOPOieH MHQapkT Ha MHOKapFa 
XunepTHpouAu3bM 
HapyueHo ypuHnpaHe, karo xHneprpo!ua Ha npocrara, Makap npo6neMH Aa He ce 
oyaKBaT, TbÈ KaTO aHTHXOJIHHeprHYHHAT eHeKT Ha TpazojOHa e He3HaYHTeNEH 
Ocrpa saKpHTOLIBJIHa rnaykoMa, nOBWIEHO BBTPeIIHO-04HO HanaraHe, Makap ue 
CBIIeCTBeHH H3MeHeHHA He ce oyakBaT, nopanu He3Ha4MTeJIHUA aHTHXOJIHHeprH4eH eeKT 

Ha Tpa3010H 

IIpu noABa Ha XbJITeHHLa JIeyeHHETO C TPHTMKO cIeABa 1a ce ipeycTaHOBH. 

IpueMBT Ha aHTHIenpecaHTH OT NauHeHTH C IH30)peHHa HIM APyrH nCHXOTHYHH 3a0onABAHHA MOKE Ma 
npu4MHH BJOIABaHe Ha ncHXOTHYHHTe CHMIITOMH. IlapaHoHAHWTe MHCJIH MOKe la ce 3acHJIAT. Tlo 
Ha JieyeHHeTO C TPHTHKO, nenpecMBHaTa oa3a MoKe la ce npOMeHH OT MaHHakalHO-IenpecHBHa B 
MaHMakaJIHa. TO3M CJIy4aH npueMbT Ha TPHTHKO TpaPBa 1a ce npeycraHOBH. 

peMe 

OincaHH Ca B3aMMONeMCTBHA IIO OTHOIIeHHe Ha cepoTOHHHOB CHHAPOM/3J1OKaYeCTBeH HeBpoieTHYeH 
CHHAPOM B CJIY4aH Ha CbIIBTCTBALla ynotpeoa Ha npyTH BeILLeCTBa CHC CepoTOHHHeprHYHO neMCPe, KaTO 
Apyru aHTHICIIpecawTH (Haip. TpMMKJIH4HH arTHIeIpecaHTH, SSRI, SNRI H MAO - oe 
HeBponeTHUH. CBO011aBa ce 3a 3/1OKayecTBeHH HeBpoJierTHMHH CHHAPoMH C JIETanen, 



CHIIbTCTBalll npMCM C HCBpOJeNTHI|H, 3a KOHTO TO3H CHHIDoM e NOKa3aHa HeKenaHa JIeKapcTBeHa peakilHA 
(BX. TO4KH 4.5 4.8). 

ThÄ KaTO arpanynouHTO3aTa MOKe la ce nposBH KIHHHYHO C rpHIononoOHH CHMIITOMH, Bb3TlaieHO rbpiIO 
H TpeCKa, B Te3H cIy4an ce ipenopL4Ba H3CHeNBAHe Ha xeMaTOJIOrMATa. 

Cho6ujaBa ce 3a xHnOTOHHA, BKIIOYHTeNHO oPTOocTaTHYHa xuIOTOHHA H CHHKon npu na[HeHTH, IpHeMautn 
TpasoF0H. CabTCTBaumoTo ipHeMaHe Ha nexapcrBa 3a noHMXaBaHe Ha KpbBHOTO HaIsraHe H Tpa3o10H 

MOKe 1a u3HCKBa HaManABAHe Ha 103aTa Ha aHTHXHIIepTeH3MBHOTO NeKapcTBO. 
TIpu nauHeHTHTe B HaipenHana Bb3pacT I10-4ecTO MOKe na ce IpoABAT opToCTaTHYHaTa XHiOTOHHA, 

ChHJHBOcT, KaKTO H Apyru aHTHXONHHepru4Hn eheKTH Ha TpasonoH. 

TlpenopLYBa ce nOBHWeHO BHHMaHHe npu nauueHTH, IpHeMau;u cepoTOHepruYHH cpencTBa KaTO 
Tpa30nOH elHOBpEMeHHO C aHTHKOary J1aHTH H/uJIH aHTHarperaHTH, KaKTO H IIpH nauHeHTH C H3BeCTHa 

CKJOHHOCT KBM KbPBeHe. 

CnenuatHO BHMMaHHe cHeNBa na ce oPbpHe Ha BL3MOKHOCTTa 3a nobJIHHTeJIHH eheKTH IIpH 
CBIMBTCTBaIIO JIeyeHHe, KaTO HapuMep C ApyrH ICHXOTPonHH HIH aHTHXMIIepTeH3HBHH CpencTBa, HIH 

npu HaJIH4HETO Ha pucKOBH þaKTOpH KaTO CLIIBTCTBaUÊo 3aQoJIABAHe, KoeTO MOKe 1a BJIOIH Te3H 

peakluH. Ilpenopb4HTeJIHO e nauueHTbT/60IHOrnenaybT Ja e HHOOPMHpaH oTHOCHO BE3MOKHOCTTa 3a 

TaKHBa peakuuH H BHHMaTeIHO 1a ce HabiionaBa 3a TakHBa edeKTH IIpu 3annoYBAHe Ha JIe4eHHeTO, IIpenu 

H CJJeN BL3XOAUIOTO THTPHPaHe Ha 103aTa. 

Cien leYeHHe c TPHTHKO, ocobeHO aKO e npoNLJIKHTeNHO, ce npenopL4Ba InoCTeneHHO HaMaIABAHe Ha 

103aTacorien MMHHMH34paHe Ha cHMITOMHTe Ha oTHeMaHe, xapakTepu3upaIH ce c raneHe, rJiaBOPOJIHe H 

Hepas1i0nOKCHHe. 

HAMa cBeNeHMA 3a npucTpacTABaHe KbM Tpa3onoHOB XHAPpoxJiopuA. 

KakTO npu ApyrHTe aHTHÊeIIpecaHTH, HMa cJly4au Ha yaBJDKABaHe Ha QT-MHTepBaia, Makap H MHOrO 
penKM. IIpenopb4Ba ce BHHMaHHe npH npennuCBaHeTO Ha TPHTMkKO c JieKapcTBeHH IIponyKTH, KOHTO 
yIbJIKaBaT QT-MHTepBaia. TPMTMKO cieNBa na ce n3110J13Ba BHMMaTeJIHO OT IlaLHeHTH C 10KasaHH 
CbpleYHOCbJOBH 3a60J1ABAHHA, BKJIKO4HTeJIHO TaKHBa, CBbp3aHH C yAbJDKaBaHe Ha QT-MHTepBana. 

MouIHHTe MHXHOHTOPH Ha CYP3A4 M0Ke 1a npH4MHAT INOBHlaBaHe Ha cepyMHHTe HHBa Ha TpasonoH (BX. 

TOYKa 4.5). 

KakTO apyru iekapcTBac aipa-anpeHoJIHTHYHO AeÃCTBHe, TpasoOH MHOro panko BOIH AO npuanH35M. 
ToH ce JIeKy Ba c HHTpakaBepHO3HO HHKEKTHpaHe Ha anpa-aHFpeHepru4eH areHT KaTO Hanp. anpeHaHH 

MJIH MeTapam MHOJI. CBOÓmaBa ce, 0ba4e, 3a HHAYIHpaH OT TpazonoH IpHanH35M, KO�TO e HaIOKHJI 
XHpyprHYHa HHTepBeHLHA HJIH e IOBeJI 10 nepMaHeHTHa ceKcyaIHa AucoyHKL;HA. TlauHeHTH, KOHTO 
pazBuBaT Ta3M HeKelaHa peakua, TpAÔBa HezabaBHO 1a npeycTaHOBAT INPHEMa Ha TPHTHKO. 

JlauueHTHc peakH HacieACTBCHM npo6neMu Ha HenOHOCHMOCT KLM þpykrosa, rIIOKO30 -TanakTOSHa 
MauaócopQLHA HIH 3aXapos0-430MaraseH Ne)uuwr He TpPBa la ipHeMar TOBA 1ekapcTBO. 

4.5 BsauMojeHcTBMC C APyru neKapcTBenH nponyKTH H ApyrH ¢opMH Ha B3aHMONeHeTBHe 

Oouu: CenarHBHHTe eeKTH Ha auTHNCHXOTHIHTe, IpucIHBaTeIHHTe, ycnOKOHTeNHI9IRG9HTe 
n awTHXHCTaMMHOBMTe IeKapcrsa MoKe 1a ce saCHJIAT; B TaKHBa cinyyan ce npenopg aa 

I03aTa, 

Enys 

PCTAT 



Merabonn3HpaHeTO Ha aHTHNenpecanTHTe ce yckopABa iopa1u yepHopo6HMTe epeKTH 0T TIepopaiHH 

KOHTPalenTHBH, HeHWTOHH, KapQamazenHH H PapQuTYpaTu. MetaQonw3HpaneTo Ha aHTHIepecaHTHTe ce 

BH3JDenATCTBa OT MMeTHAMHa M HAKOH Apyru aHTHIICHXOTHYHH eKapcTBa. 

MHxubumopu Ha CYP3A4: M3cneFBaHHATa 3a MeTabonH3Ma Ha JIeKapcTBOTO in vitro IOKaIBaT, ye 

CbeCTBY Ba noTeHIHan 3a iekapcTBCHH B3auMONeHcTBHA, KOraTo Tpa3010H Ce naBa c HHXHOMTOp Ha 

CYP3A4, karo epTpOMMUAH, KeTOKOHazon, MTpaKOHa30.1, pHTOHaBHp, HHAMHABHp M Hepa3010H. 

BL3MOKHO e MHXHPWTOPHTe Ha CYP3A4 ja npu4HHAT 3HaYHTeIHO IOBHUaBaHe Ha nJia3MeHHTe 

KOHUeHTpauuH Ha Tpa3onOH. OT H3CJ1eNBAHHA in vivo Ha 3IpaBH 106poBOJILLH e nOTBLPIeHO, 4e pHTOHaBMp 

B I03a OT 200 mg ABa IHTH JHeBHO 1OBHUlaBa IJia3MeHHTe HBa Ha TpasonOH IIOBeYe oT ABa MbTH, 

npHYMHABAMKH raneHe, IipunabIH H XHIOTOHMA. AKO Tpa3010H ce M3I10J13Ba c MOIÊeH HHXHOHTOp Ha 

CYP3A4, 103aTa Ha Tpa3010Ha CJJeNBa 1a ce HaMaJiH. KoraTO e Bb3MOKHO0, CLITBTCTBaL;HAT IIpHeM Ha 

TPHTMKO n MOIIHH MHXHQMTOPM Ha CYP3A4 cHeNBa ja ce n36ArBa. 

KapbamazenuH: CIIBTCTBaHAT IpHeM BOAH 10 HaManeHH IJIa3MeHH KOH;EHTpauHH Ha TpasoIOH. 

CHIbTCTBAIL;OTO H3I10J13BaHe C Kapbama3eriMH 400 mg nHeBHO e 10BeNO 10 1OHHKaBaHe Ha IJia3MeHHTe 

KOHI;EHTpauMM Ha Tpa3onoH H HerOBHA aKTHBeH MeTa6oJIHT M-XJIOpoeHHINHNepasuH, CbOTBETHO CBC 76 

% u 60 %. IlauueHTHTe CHeNBa 1a ce HaoNHONaBaT BHHMaTeIHO, 3a na ce BHIH 1aH He e Heo6xoNHMa I10 

BHCOKa A03a TPMTMKO, 

TpuyuKuMHU AHmudenpecaHmu: CbITBTCTBAIHAT NpHeM CJIeNBa na ce H36ArBa nopanu puCK 0T 

B3aHMOIeHCTBHe. la ce cneNH 3a cepoTOHMHOB CMHAPOM H CbPeYHOCLIOBH HeKesiaHH eeKTH. 

OnyoKcemun: CbO6uaBa ce 3a peIKH CIYYak Ha noBHIeHH Jia3MeHH HHBA Ha Tpa3onoH H 

He6naronpuaTHY eeKTH IpH KOMPHHHpaHe Ha TpasonOH c nyokceTHH - HHXHÐuTOP Ha CYPIA2/2D6. 

MexaHu3MHT Ha oapmakoKMHETHYHO B3aMMONeHCTBHe He e HanbJIHO H3y4eH. He e H3KIHOYEHO 

þapmakoIMHaMHYHO B3aHMOJeHcTBHe (cepoTOHHHOB CHHIPOM). 

HHxuoumopu Ha MOHOaMUHOBama OKCUÒa3a (MAOI): BB3MOKHH Ca B3aMMONeHcTBHA C HHXHÕHTOPHTe Ha 

MOHOaMMHOBATa OKCHIaza. MaKap HAKOH JJEKapH 1a KOMOMHHpaT IBeTe JIEKapcTBa, CHIIbTCTBalLlaTa 

ynoTpeÑa Ha TPHTHKO c MAOI, HJIH 10 IBe ceNMHH CJIeA npekpatABaHe Ha ipueMa Ha Te3H JIeKapcTBa, 

He ce npenopb4Ba. He ce penoptyBa H IpueM Ha MAOl 10 eAHa ceAMHLa cieA IpekparABaHe Ha 

JIeYeHMeTO c TPMTHKO. 

IlepopaIHU aHmuKOA2ynaHmu uuu aHmuaepezaHmu: Panko ce Cb0blaBa 3a ipoMEHH B aHTHKOarynaHTHH 

oyHKIMn (1aõoparopHM CTOMHOCTH M/MIH KJIHHHYHH npu3HauHH CHMITOMM) C IOBHIeHO KbPBeHe. 

penomuagunu: HaQnonaBaHa e TeKKa opTOCTaTHYHa XHIOTOHHA IIpH CbIIBTCTBAI npueM Ha oeHOTHa3HHM, 

Karo Hanp. xnopipOMa3MH, þJIyheHasMH, NEBOMeNpoMasMH, nepheHasHH. 

Anecmemuyu/MycKYIHU penaKcaHmu: TpasoOH XHAPOXJIOpMA MOKE Ja 3aCHJIH epeKTHTe Ha MyCKyIHHTe 
pesakcaHTH H JeTJIHBHTe aHecTeTHLIH, 3aTOBa B TaKMBa CJIy4aM e HeoPxoIMM NpennasiHB IIONXO. 

AIKOXON: TpasoNOH 3aCHJIBa cenaTHBHMA eceKT Ha anKOxoJla. Ilo BpeMe Ha neyeHHe c TPMTMKO, 

ynoTpeata Ha aIKOXOJI CIeNBa 1a ce n30arBa. 

JJeeodona: AHTHJenpecaHTWTe MOraT na yckopsT MeTaóonH3Ma Ha neBOAona. 

EnysMA 



Ipvu 
ChIIbTCTBalaTa ynoTpcba Hà Tpas010H C iCKapcTBa, KOHTO 1OKa3ano ynbIKaBar QT-MHTepBaia, MOKe I1a 
noBHUn pHcka oT BCHTPMKynapHu apnTMMH, BKIIOYHTeJIHO Torsade de Pointes. B TaKHBa cny4au e 
Heo6XONHMa npeanasnH BOCT n0 OTHOIICHHe Ha cCbIbTCTBayara ynoTpefa Ha Te3H NeKapcTBa c TPHTMKO. 

Thi karo TpasonoHe MHOrO cnaÑ HHXHÐMTOP Ha oópaTHuA 3aXBaT Ha HopanpeHaTHHa M He MOMH)HUHpa 
peakunaTa Ha kpbBHOTO HaNAraHe KbM THpaMHH, He ce oyakBa la ioBIHAe Bbpxy xHnoTeH3MBHOTO 
neicTBHe Ha ryaHeTHJHHOBHTe CbeNHHCHHa. M3cnerBaHna Bbpxy naboparopHH KHBOTHH, 06a4¬, CoHaT, ye 
TDano3OH MOKe Fa Bb3npenaTcTBa nOBeYeTO OT OCTpuTe edexTH Ha KIOHHIMH. Ilo oTHOIIEHHE Ha apyrH 
BHIOBe NekapcTBa 3a JneyeHHe Ha BHCOKO KPBBHO HanAraHe TpaQBa ja ce oTYHTa Bb3MOKHOCTTa 3a 
nOTeHUHpaHe, Makap 1a He ce CbObmaBa 3a KIHHHYHH B3aHMOneicTBHA. 

HexenaHHTe eeKTH MOraT 1a 6blaT n0-4ecTH, KOraTo TpasonoH ce 1puema CbITbTCTBaIO C ipokyKTK, 
CbIbPKaulu Hypericum perforatum (xLJIT KaHTapuoH). 

CHOOaBa ce 3a ipoMeHH B IIPOTPOMPMHOBOTO BpeMe IIpH nauIHeHTH, npHemaLIH CHITbTCTBaLLo Tpa3onoH H 

BapapuH. 

CLIIBTCTBALIIMAT IIDHeM C Tpa3010H MOKE 1a InpuYHHH IOBHuaBaHe Ha cepyMHHTe HHBA Ha IMroKCHH HIIM 

beHuTOHH. IIpu Ta3M nauHeHTH e HeoQxo1HMO IpocJIENABaHe Ha cepyMHHTe HHBa. 

4.6 PepTHIHTeT, 6peMeHHOCT H KBpMeHe 

EpemeHHoCT: 
HeronaM O6eM NaHHH 3a 6pemeHHH KEHH (on 200 cIy4ag Ha QpemeHHOCT), IIpHeMaIIIH Tpa3oFoH, He 

nOKa3BaT HeKeIaHH eoekTH Ha Tpa3onOH BLpxy QpeMeHHOCTTa HJIH beraIHa/HeOHaTaIHa TOKCHYHOCT. 
JIunCBaT ApyrH enHFeMHOIOTHYHH 1aHHH. IIpoyyBaHHATa npu KHBOTHH He noKa3BaT IIpeKH HJIH HeipeKH 
BpeNHM eeKTH, CBbp3aHM c ópeMeHHOCTTa, pasBATHeTO Ha eMPpHOHa/nIONa, paxlaHeTO HIIH 

IIOCTHaHaIHOTO pasBHTHe npu TepaneBTHYHH 103H (BK. TOYKa 5.3). 

Heo6xoIUMO e BHMMaHHe npu npeATHCBAHeTO Ha TPHTHKO npH QpeMeHHH KeHH. Koraro TPHTHKO ce 

InpHeMa 10 paKIAHeTO, HOBOPOneHHTe TpsÔBa 1a ce HaôiionaBaT 3a IOABATa Ha CHMnTOMH Ha oTHeMaHe. 

KbpMeHe: OrpaHu4eHUTe naHHH IOKa3BaT, Ye TpasoIOH ce eKCKpeTHpa B KbPMaTa IipH Xopa B HHCKa CTeneH, Ho 
HHBATa Ha akTHBHHTe MeTabOJIHTH He ca H3BeCTHH. Ilopani orpaHHYeHHTe JaHHH, TpAOBa 1a ce B3eMe 
peuieHue 1aIH Aa ce npoIbJIKH/IpeycraHOBH KbPMEHETO MJIH NpobIKM/ipeycraHoBH TepaIHATa C 
TPHTMKO, KaTO Ce B3eMaT IpenBHI I1OJ13aTa OT KbpMeHeTO 3a 1eTeTO H IIOJI3aTa OT TepaIHATa C 

TPHTHKO 3a KeHaTa. 

4.7 E�eKTH Bbpxy cnocoQHocTTa 3a ui0)HpaHe H pa6oTa c MauInHH 

TPHTHKO IOBJIHABa B MaJka HJIH YMepeHa cTeneH cnocoPHOCTTa 3a IIO)paHe H paõota c MaiuHHH, 

[lauuenTHre TpaQBa la BHHMaBaT npu moupane Iu paÑora c MaluHHH, AOKaTo ce yBepar, Ye He H3IHTBaT 
CLHJIMB0CT, Celauua, 3aMaAHOCT, 00bpKBaHe HJIH 3aMBrJCHO 3peHHe. 

4.8 HexesraHH JIeKapcTBeHH peak+uH 

Cho6uIaBa ce 3a cIy4au Ha cyuuHJHH MHCIH H cyHLHAHO IIOBeNeHMe nO BpeMe Ha JIeYCHHE C Tpa3onoH HIH 
CKOpo CJIeA cIHpaHe Ha JjeYeHMeTO (BX. TOYKa 4.4). WEHLM 

Enysw TAP 



CaenHHTe CHMITOMH, HAKOH OT KOWTO YecTO Ce cLO6UlaBaT Ipu cIyyau Ha HesiekyBaHa 1epecHA, Ce 

Ha6JiONaBaT H pu nasneHTH, NOJH Hà Tepariua c Tpa3onoH. 

MedDRA 6a3a anHH Ha cHCTeM0-0praHHM 

KJJaCOBe 

HapyueHHA Ha KpbBTa H IHMOHaTa cHCTeMa 

Hapy1lieHHA Ha HMYHHaTa cHCTeMa 

HapyueHHA Ha CHÊOKPHHHaTa CHCTeMa 

HapyueHHA Ha MeTaboJIH3Ma H XpaHeHeTO 

IlcHXu4HH HapyuleHHA 

HapyueHMA Ha HepBHaTa CHCTeMa 

CbpneYHH HapyueHMA 

CBIOBH HapyueHHA 

PecinpaTopHM, 
HapyieHMA 

rpblHH 

CTOMaHO-4peBHH HapyuieHHA 

XenaroQHIHapHM HapyiueHMa 

MeIHacTHHaJIHH 

HapyieHMA Ha KOxaTa H 10IKOKHaTa TbKaH 

HapyuieHMA Ha MycKyIHO-CKeJIETHaTa CHCTeMa 
CbeNMHHTeJJHATa TbKaH 

HapyuueHHS Ha 6b6peuwTe M nHKOYHNTe BTHI;a 

Hew3BecTHa yecTOTa (He MOKe 1a QbIe OueHeHa 

OT HaJIHYHHTe 1aHHH) 

AuCKpasHA 
(BKJIIO4HTeJIHO Ha KpbBTa 

arpaHyiIO;HTO3a, TpOMPOMTONCHMA, JIeBKoeHHA H 

aHeMMA) 
AJneprHYHH peakLHM 

CHHApoM Ha HeaneKBaTHa ceKpeuaA 

aHTHAMypeTHYHMA XoPMOH 

XHnOHaTpHeMHA, 3aryQa Ha Terio, aHopeKcHA, 

IIOBHUweH aneTHT 

CyHuuHH MHCIM HIM cyuuuAHO HOBeneHHe (BK. 

TOYKa 4.4), CHCTOSHHA Ha 00bpKBaHe, Qe3cbHHe, 

Ae3opneHTaUHA, MaHHA, TpeBOKHOCT, HepBHOCT, 

BL30YIMMOCT (MHOrO paJKO BJIOuaBauja ce 10 

neNHpuyM), HaJly+HOCT, arpecHBHH peaKIHH, 
xaJIkO;HHaMH, KOLIMapu, IIOHHKaBaHe 

JIMÕHIOTO, CHHApOM Ha OTHeMaHe 

u 

CepoTOHHHOB 
HeBpoJIeITHYeH 

AHCTOHHA, IIpoMAHa Ha BKYCa 

CHHIPOM, 
3J1OKayeCTBeH 

3aMaAHOCT, BHeHe Ha CBAT, TJIaBOOOJIHe, CLHJIHBOCT, 

GesnoKoHCTBO, InOHHKEHa 6nuTeIHOCT, TpeMop, 
Ha IlaMeTTa, 3aMBIJIeHO 3peHHe, HapyuIeHHA 

MHOKIOHyc, H3pazeHa apasus, I+apecTe3uA, 

OpTOCTaTHYHa 
IIpAInaILIH 

InainATaHH, 
CbpieHa apuTMHA (BKJIIOYHTeJIHO Torsade de 

Pointes, IipeKFeBpeMeHHH 

BeHTPHKYnapHn KOHTpaK;HH, BeHTPUKYnapHH 
KynneTH, BeHTPHKynapHa TaXHKap+uA, 

Qpanukapgua, TaxHKapAHA, EKT aQHoPMaNHOCTH 
(yIbJDKaBaHe Ha QT) 

XHIIOTOHHA, 

HapyueHHA Hà 

Ha 

KOHBYJICHH, 
CHHIPOM, 

HasanHa KoHrecTHA, 3aTPyAHeHO IHlaHe 

Ha 

XHInepTOHHA, 

TaneHe, nOBPBIsaHe, cyxoTa B ycTara, 3aniek, 
Anapua, OoIKa, AHCneICHA, CTOMaUHa 

racrpoeHTepWTH, yBeJIH4eHO CJIIOHOOTAeJIAHe, 

Ilapa1kTHYeH MJIeyc 

4epHotp06HaTa QyHKLuA 

KoxeH oópHB, npypuTyc, XHnepxuipo3a 

HapyuueHMA Ha BL31pOH3BOAMTeJIHaTa CHCTeMa H TIpHanu3LM (BX. To4Ka 4.4) 

(BKJIO4HTeJIHO KLJITeHHLa H xenaTO;eIy JIapHn 
yBpexAaHHA), HHTpaxenaTaNHa XONeCTaza 

BoJKH B Kpa�HHIHTe, 6oJIKH B rbpõa, MHaJirHA, 
CTaBHH OoJIKH 

HapyueHHA IIpH ypHHHpaHe, ypHHapHa 
MHKOHTHHeHLHA, 3a1bPKaHe Ha VPAA 

AEnysMA 

pCTTA 



TbPAaTa 

O6uu HapyuuenHA H cheKTH Ha 

ipunoKeHHe 
M3cielBaHHA 

OnyuFHHAT H eJIeKTPOJHTHMAT CTaTyC Tpa6Ba na Qb1aT CJNeneHn pu cHMITOMaTH YHH I1aLHeHTH. 

TPUTMKO e aHTHNenpecaHT CHC cenaTHBHH CBOMCTBa, MOKe na ipuyHHH CBHJIHBOCT Ipe3 TbpBHTe AHH 

06HKHOBeHO H34e3BalH B IIpOueca Ha ieyeHHeTO. 

TlpoyBaHHA BBpxy KHB0THH IOKa3BaT, se TpazoIOH e no-MaJIKO KapiuoTOKCHYeH 0T TPHIHKIHYHWTe 

aHTHIeIipecaHTH H KJIMHHYHUTe IIpoy4BaHMS IIpepnonarat, Ye e no-MaIKO BepoATHO JIeKapcTBOTO 1a 

+puMHH Cbp+eVHa apuTMHA IpH 4OBeKa. KIMHHYHHTe npoyYBaHMA IIpH nasHeHTH CbC Cbp+e4HH 

3a00.1ABaHHA IIOKa3BaT, 4e TpazoIOH MOKe na npu4MHH apHTMMA IIpu HAKOH I+auHeTH OT Ta3H Mony JlaLMA. 

MACTOTo Ha CiabocT, OTOK, TpunoriooÓHH CHMIITOMH, YMopa, 

boJIKa B rpbAHH KOI, TPecka 

P'aIKO Ce CbObuaBa 3a HexenaHH eoeKTH BbPXy YepHonpoOHaTa oyHKUHA, nOHAKOra TeKKH. AKo TaKHBa 

peakunH ce noABAT, ynoTpeQara Ha TPHTHKO TpsPBa He3abaBHO 1a ce npekpaTH. 

CbOPlaBaHe Ha nonunaHH HeKenaHH peakUMH 

4.9 

IlOBHIlaBaHe Ha yepHonpobHWTe eH3HMH 

CBO6maBaHeTO Ha nono3HpaHH HeKeNAHH peak;uH cHeN paspeuiaBaHe 3a ynoTpeba Ha NeKapcTBeHHA 

nponykT e BaKHO. TOBa nO3BOJIABa 1a ipoIbIKH HaóiHOneHHeTO Ha CHOTHOueHHETO NOJI3a/pHcK 3a 

JIeKapcTBeHHA IponyKT. OT MeNHHHCKHTe CneuHanHcTH ce H3HCKBa 1a CLOOI[aBaT BCAKa non034paHa 

HeKelaHa peaksHA Ype3 HauOHanHa CHCTeMa 3a cboQaBaHe: M3nbJIHHTeNHa areHLHa II0 JIeKapcTBaTa, 

yn. ��JaMAH TpyeB'" No 8, 1303 Coua, Ten.: +359 2 8903417, yebcamr: www.bda.bg. 

IIpejosmpaHe 

IIpu3Hau Ha TOKCHYHOCT 

npegosApaHe. 

Ha�-yecTO CHOPImaBaHMTe peak;uH ipu npeNO3HpaHe ca CbHJIHBOCT, CBeTOBbPTeK, raFeHe H nOBPBaHe. 

lOKIanBaHH ca H n0-cepHo3HH CJIY4an KaTO KOMa, TaxHKapIUA, XHIOTOHHA, XHNOHaTPHeMHS, KOHByJICHH H 

pecnupaTopHa HeNOCTaTbYHOCT. CHpneHHHTe CHMIITOMH MOKE 1a BKJIIOYBAT opanukap1ua, yIBJDKABaHe Ha 

OT-MHTepBana M Torsade de Pointes. CHMInTOMHTe ce ipoaBABAT 10 24 4aca HIH NOBeye cien 

LeHcTBMA 

CBpbXIO3H Tpa3oNOH B KOMPHHaLHA C ApyrH aHTHJCnpecaHTH MOraT la npuynHAT CepoTOHHHOB CHHAPOM. 

HaMa cneuu¢u4eH aHTHÊOT 3a TpasonoH. 1lperiopb4Ba Ce aKTHBeH BBIIeH IIpH BB3pacTHH, IIOTbJIHaIH 

IJOBeYe oT I g Tpa3onOH HJIH JeLa, norbJIHaNH nOBe4e OT 150 mg TpasonoH A0 l 4ac cHen pHeMa. 

AJITepHaTHBHO, Ha BL3pacTHHTe MOKe 1a ce HaipaBu cTOMaLIHa IipOMHBKa 10 1 4ac oT OrIbILaHeTO Ha 

nOTeHIHalHO KMBOTO3aCTpamaBala CBpbXI03a. 

HeoQxoJMMO e HaonIOneHHe HaH-MaJIKO 6 yaca cien norTbIlaHeTO (HJIH 12 4aca, ako e B3eTa opMa c 

yI'bJIKCHO OCBO60KMaBaHe). Cnenu ce KpbBHOTO HaNAraHe, iyICHT H HHÊeKCLT Ino Glasgow Coma Scale 
(GCS). Cnenu ce KMCIOPoIHaTa caTypauua, aKo GCSe HHCbK. CbpAeHeH MOHHTopHHr e ;eneCbOopaseH 
IIpu CHMIITOMaTHYHH InaIHeHTH. 
EjuHu4HH KpaTKH KOHBYJICHH He H3HCKBaT JIeYeHHe. YecTHTe HJIH IpoNLDKUTesIHH KOHBYJICHH ce 
OBJIalABaT C HHTpaBeHO3eH A4a3eI1aM (0, 1-0,3 mg/kg TeIeCHO Terio) MJIH NOpa3eaM (4 mg ipH BB3pacTHH 
n 0,05 mg/kg ipH 1eua). AKo Te3M MepKM He ca ycneuIHH, MOKe la ce npuioOKH HHTpaBeHO3Ha HH)Y34A Ha 
peHHTOHH. MaBa ce KHCIOpon H ce KopHrHpa KHCeNHHHaTa Qasa n MeTaoJIHTHHTe HapyuieHUY At 

HeoQxoIHMO. 

PEnYEIMA 



JleyeHnero Tpa6Ba na 6b1e CHMITOMaTH"HO M TIOUIbpKaIiO B CIYYaH Ha XHTIOTeHIHS H ipeKOMepHO 
cenHpaHe. AKo oCTpaTa xHIIOTeH3HA He OTIIyMABa MOKe la ce ipuiOKaT HHOTporHH areHTH, HaripHMep 

1onaMHH HJIH 106yTaMHH. 

5. 

5.1 

DAPMAKOJIOTMYHH CBO}CTBA 

DapMakOTepaneBTHYHa rpyna: ncHXoaHanenTHUH, MpyrH aHTHNenpecaHTH , ATC KOg: NO6AX05 

OapMakOIHHaMHYHH CBO¯cTBa 

TpasonOH e TPHa3onoIupHAMHOB nepBaT, eeKTHBeH npu ieyeHHETO Ha 1enpecHBHH pa3cTpOHCTBa, 

BKJIIO4HTeNHO Aeipecua, npHApyxeHa oT Pe3I1OKOMCTBO H HapyuieHHA B CLHA H Ce xapakTepn3upac Obp30 

HayaJio Ha neHcTBHe /OKOJNO CeIMHUa. 

TpasoFOH e HHXHOHTOp Ha oópaTHOTO 3aXBayaHe Ha cepOTOHHHaHe aHTaroHHCT Ha SHT 2A H 2C 

peuenTopu, YHATO aKTHBasuA oðHKHOBeHO ce CBbp3Ba c õe3CLHHe, Qe3ioKOHcTBO, IICHXOMOTopHH ipOMeHH 

H npOMeHH B CeKCy aN HaTa oyHKLHA. 

5.2 

Tpa3onoH He e IIpoTHBOnOKa3aH npH rIaykOMa H 3aboJIABaHMA Ha oTIeJIHTeJIHaTa CHCTeMa, He BOIH Ao 

CKCTpanHpaMHAHH eheKTH M He nOTeHL;Hpa anpeHeprHYHaTa TpaHCMHCHA, 3alOTO HAMa 

aHTHXOJIHHeprH4HO NeHCTBHe H He npenu3BHKBa THINHYHHTe eeKTH Ha TpHI;HKJIHYHHTe aHTHIeripecaHTH 

BbPXy CbpneHaTa yHKuHA. 

5.3 

PapMakoKHHeTHYHH CBOGCTBa 

CIeA eIHOKpaTHa nepopaHa n3a Ha TpasonoH 75 mg TaQneTKHC yAbJDKeHO OCBOPOKNaBaHe, Cmax 0T 

OKOJO 0,7 g/ml ce nocTHra c Tmax - 4 yaca cJien IpHIOKeHHETO H AUC oT OKOJIO 8 g/ml/h. Cnen 

eAHOKPaTHa nepopaiHa 103a Ha Tpa3onoH 150 mg TaÓneTKH C YILJIDKEHO OCBOOOKNaBaHe, Cmax 0T OKOJIO 1,2 

g/ml ce n0cTHra c Tmax - 4 4aca CIeN npHJIOKEHeTO. BpeMeTO Ha noiyKHBOT e OKOJIO 12 4aca, a AUC oT 

OKOJIO 18 g/ml/h. 

In vitro H3CHeNBaHHA C 4OBeIIKH 4epHONpoQHH MHKpO3OMH IOKa3BaT, 4e Tpa3onoH ce MeTaQoIH3Hpa 

OCHOBHO OT .HTOXpOM P450 3A4 (CYP3A4). 

IlpexkJIHHH4HH 1aHHH 3a Oe3onacHOCT 

OcTpa TOKCHYHOCT: LDs0 Ha Tpa3oNOH npHeMaH InepopanHO e 610 mg/kg npH MHIKH, 486 mg/kg npH 

JILXOBe H 560 mg/kg Inpu 3a�IH. HabJIIONaBaHHTe eeKTH Ca: CLHJIHB0CT, CJIKOHOOTIeiAHe, IITO3HC Ha 

KJIena4HTe H KJIOHHYHH Tbp4OBe. 

XpoHHYHa TOKCHYHOCT: cy6xpoHHYHH IpoyBaHHA ca ipoBeAeHH ipH ITBXOBe, 3auH H KyYeTa, a 

xpOHH4HMTe Bbpxy nuTbXOBe, KyyeTa M Ma~MyHH. IIpHIOKEHaTa nepopaNHO J03a Bapupa MeKIy 15 H 450 
mg/kg/nHeBHO IpH INUTBXOBe, 15 H 100 mg/kgAHeBHO IpH 3aHsn, 3 n 100 mg/kg/FHeBHO npu KyyeTa n 20 

80 mg/kg/aHeBHO ipu MaHMYHH. B npoyyBaHHATa ipH nTBXOBe, IeYCHHeTO IIpHHHHHIO XHnepTpoHA Ha 
xenaTOLHTHTe M TJIaFKHA eHIOIJIa3MeH peTHKYJIyM C IIOCJIENBama xenaTOMeraTHA. To3H eheKT e pe3yITaT 

OT 1ETOKCHKHpamuA MexaHH3bM H He 6u MOrbJI Aa QbIe HHTepnpeTHpaH KaTO InaTOJIOrHYEH e¢eKT. OCBeH 
TOBa JIeTaJHaTa j03a CbIIO nopaxna epeKTH, BeYe HabIIONaBaHH IIpH IpoyBaHHATa 3a ocTpa TOKCH4HOCT. 
CbOTBeTHaTa j03a/HMBa Ha HeHa6nIONABaHH HeKeJNaHH NeKapcTBeHH peakHH NOEL Ca 30 mg/kg/aHeBHO. 
IIpu 3a~UH ca HaôiliOlaBaHH caMo eeKTHTe Ha nenpecaHTHTe BbPXy L[HC, CHC CbOTBeTeH NOEL OT 50 
mg/kg/IHeBHO. lIpu ky4eTa, CHMIITOMMTe, Beye HaónionaBaHH IIpH ocTpa HHTOKCHKa;na, ce RHOHIaBaT IpH 

nOBTOpeHHe Ha A03aTa, a CbOTBeTHHA NOEL e 10 mg/kg/nHeBHO. Ma�MyHHTe HMaT n9go0AN 
e3MCTeHTHOCT OT KyyeTaTa H IipoABABaT caMo bapMaKoIHHaMHYHH IDOMeHH. NOEVgtgf NSIlbIHHTE 



PenponyKTHBHa TOKCHYHOCT: Hc ca Ha6IKONaBaHK eoeKTH Bbpxy oepTHIHTeTa ripu uTbXOBe IIpu n03H Ao 

300 mg/kg/ncH. Ilpoy4BaHHA 3a TepatorcHHOCT IPH IIbXOBe HOKa3BaT IOBHIIlaBaHe Ha eMQpHoneTaNHHTe 

chcKTH caMo mpH 1034, KOHTO ca TOKCHYHH 3a MaHYHHHA opraHu3bM (300-450 mg/kg/neH). TIpH TUITbXOBe 

CMopHOJNeTaNHH cheKTH H peNKH CcIyyan Ha BpoNeHH aHOMaIHH ca Ha6i1konaBaHH caMo ipH TOKCHYHH 3a 

MaikuTe 1034 (150-450 mg/kg/ncH). JTuncata Ha upeKTeH ebeKT Bbpxy eMQpuOHa ce iOTBLPK1aBa oT 

Inpoy4BaHHA, I1poBeKlaHH pu I1JIBXOBe C 1|eI IIpocHeNABAHe Ha npeMHHaBaHeTO Ha Tpa3onOH Ipe3 

nNauCHTaTa: caMO He3HaYMTCNHH KOHIeHTpaHH OT JCKapcTBOTO Ce 0TKPHBaT B eMÕpHOHaTHHTe THKaHH H 

OKONOIONHUTe BOJH. Tlepu- H 110CTHaTaiHH IIpoyYBaHMA IIpH uIbXOBe IOKa3BaT CaMO HaMaiABaHe Ha 

HapacTBaHeTO Ha TerNOTO Ha MaJIKMTe 1pu n03H Han 30 mg/kg/neH. 

MyTareHHOCT: In vitro npoyYBaHHA BbPXy MyTareHHOCTTa (B bakTepHaJHH KIETKH, V77 KIETKH OT 

KHTañCKM XaMCTepu, MMIH NHM)OL;HTH, XpoMo30MHH abepaLHH B CHO, CHL/IU KJIETKH H 4OBeuIKH 

JIHMPOUWTH) H n ViVO ipoyyBaHHA BLPXy MyTareHHOCTTa (MHKpOHYKJJeapeH TeCT IpH MHUIKH M aHaiM3 Ha 

XpOMO3OMM B MeTadaza npu nbXOBe) He nOKa3BaT MYTareHeH eheKT. 

KaHneporeHeH I1OTeHI|Hai: IIpoyyBaHA IpH MHUIKH H JILXOBe He iOKa3BaT IOTeHI;HaNeH pHCK OT 

TyMOPH. 

AHTHIeHHOCT: Tpa3o10H He nOKa3Ba aHTHreHHa akTHBHOCT. 

Kap1uoTOKCHYHOCT: CbpneYHOCbAOBHTe eHeKTH Ha TpasonoH ca ipoy4BaHH IpH IJIBXOBe, MOpCKH 

CBHHYCTa, KOTKH H KyeTa. JleKapcTBOTO IIOKa3Ba iO4TH IIbJIHa JHNca Ha kapIHOTOKCHYHOCT, TH� KaTO He 

ca Ha6IIONaBaHH IpOMeHH B ECG 3ariuCHTe IIpH HeXHIIOTeH3HBHH 103H. 

XopMOHaIHH e)eKTH: EAHOKpaTHH A03H Han 20 mg/kg/neH, npeMaHH HHTpariepHTOHeaJIHO OT KeHCKH 

IIJTbXOBe, IIpuYHHABAT JNEKO IOBHIHaBaHe Ha npOJMaKTHHa. To3u eeKT H34e3Ba C nponbJIDKHTeJIHHA IpHeM C 

AMeTaTa. 

JlekapcTBeHa 3aBHCHMOCT: Be ipoyyBaHHA, IIpOBeNeHH IIpH IJIBXOBe, H3KJIIOYBaT BB3MOKeH eeKT Ha 

JIeKapcTBeHa 3aBHCHMOCT. 

6. DAPMAIIEBTHYHH LAHHM 

6.1 CuHCLK Ha IOMOUIHHTe BeIIeCTBa 

3axaposa 
IloBunoH 
KapHayQcKM BOCLK 
MarHe3MeB CTeapaT. 

6.2 

HenpuJoKHMO 

6.3 

HecbBMeCTHM0CTH 

6.4 

Cpok Ha rolHocT 

3 roMHH. 

CnennaJIIH ycioBMSI Ha CDXpaineune 
W3b/lHH 

PEny 



Aa ce ctbXpaHABa non 25°C. 
6.5 

IlbpBHYHa onakOBKa 
TaQneTKHTe ca onakoBaHn B PVC/ aiyMMHHEBM 6J14CTepH. 

Bun H CbALPKaHHe Ha onakOBKaTA 

BTopHYHa onakoBKa 
TpuTHKO 75 mg TaÑneTKM C yIbIKCHO 0CBo60KlaBaHe - KyTHA C 30 TaoJieTKH T paTHKo 150 mg TaÑneTKH C y]bIKeHO OCBo60*jaBaHe - KyTHA OT 20, 60 MIH 120 TaóneTKM 
He BCHYKH BMIOBe OmakoBKH MOraT 1a 6blaT IIYCHaTH Ha la3apa. 

6.6 

Hen3+i013BaHAT JIEKapcTBeH IIpoAyKT HJIH OTHanbYHHTe MaTepuaiu OT Hero TpAÓBa 1a ce H3XBbpJ1ATB CHOTBeTCTBHe c MecTHHTe H3HCKBaHMA. 

CneuHaJIHH Ipexna3HH MepKH ipH H3XBBPJIAHe 

7. IIPHTEXATEJI HA PA3PEIIEHMETO 3A YIIOTPEEA 
AHJKeIHHH ÖapMa BbIrapua EOOI 
yn. "HuKONa Tecna" No 3, 
6n. Bu3Hec LleHTbp BCP Coua 1, eT. 4, oHc 401, Coua 1574, BbJIrapua 
Ten.: +359 2 975 13 95 

8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEEA 

TpuTHKO 75 mg TaÑieTKH C yIbJDKEHO 0CBOP0KAaBaHe - 9800335 
TpHTHKO 150 mg TaÑneTKH C YMJIKEHO OCBO60KnaBaHe - 9800336 

9. IATA HA IILPB0 PA3PEIIIABAHE/IIOAHOBABAHE HA PA3PEIIIEHHETO 3A YIIOTPEEA 

AaTa Ha TBpBO paspeiiaBaHe: 05 HOeMBpu 1998 
laTa Ha nocieIHO INOJHOBABAHe: 09 ceTeMBpH 2010 

10/2024 

10. LATA HA AKTYAJIM3MPAHE HA TEKCTA 

AMEHU 
UTED 

MTENHA 

PEnysSM 6AnTAM 
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