KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. HNME HA JIEKAPCTBEHMUSA TPOAYKT

Tpudac 20 mg/4 ml umwxekunoHeH pa3TBOp
Trifas 20 mg/4 ml solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika ammyna cbabpka ot 4 ml nHKeKIMOHeH pa3TBop chabpika 21,262 mg topacemusa HaTpUH
(torasemide sodium), exkBuBanient Ha 20 mg Topacemus (torasemide).

3a IBIHMS CHUCHK Ha MMOMOIITHUTE BEIIECTBA, BIDKTE TouKa 6.1.
3. JIEKAPCTBEHA ®OPMA

MHXeKIIMOHEH pa3TBOp
Buctop, Oe31BeTeH pa3TBOp 32 MHTPABEHO3HA WHIKEKIIUS
pH na Tpudac 20 mg/4 ml: 8,5 no 9,5

4. KJINMHUYHU JAHHUA
4.1 TepaneBTHYHM MOKa3aHUSA

Jleuenue Ha CHPACYHM OTOLM W/WIM W3JIUBH, MPUYMHEHH OT ChpJCYHA HEIOCTATHYHOCT, aKO Ce
W3MCKBAa WHTPABCHO3HO JiedeHue (Hamp. OenoapoOeH OTOK, NPHUYMHEH OT OcTpa ChpledHa
HEJIOCTaThYHOCT).

Tpudac 20 mg/4 ml e mokasaH 3a Bb3pacTHH.

4.2 Jlo3upoBKa M HAYNH HA MPUJIOKEHHE

2 1031/1[ DOBKaA

Jleuenuero TpsOBa 1a 3anoyHe ¢ eaHokparHa jgo3a ot 2 ml Tpudac 20 mg/4 ml (ekBuBasieHTHH Ha
10 mg topacemun) aHeBHO. B ciydaii Ha HeqocTaTh4yeH eeKT, Ta3n 03a MOXKeE Ja ce yBenudu g0 4 ml
Tpudac 20 mg/4 ml (exBuBanenTHH Ha 20 MY TOpaceMu 1) JHEBHO, IPUIIOKEHN KAaTO STHOKPATHA J03a.
AKO edeKThT € Bce Ollle HeJ0CTaThUeH, BPEMEHHHO (32 He ToBeYe OT 3 JHHM) MOXE Ja ce OmuTa
Jedyenue, karo ce nsnoissar 1o 8 ml Tpudac 20 mg/4 ml (exBuBanenTHu Ha 40 My TopaceMu1) JHEBHO.

Ocmwvp 6enoopober omok

ITpu ocTep 6e0ApOOEH OTOK, JIeUeHHETO TPsiOBa Jla 3aloyHe ¢ MHTPABEHO3HO MPUIIOKCHHE Ha
enHokparHa no03a ot 4 ml Tpudac 20 mg/4 ml (exBuBanenTau Ha 20 Mg Topacemun). B 3aBrucumocT ot
ycriexa Ha JISYeHHETO Ta3u J103a MOXKE Jia ce MOBTOpH mpe3 uHTepBaiu ot 30 munyTH. [IpuiokeHneTo
3a 24 yaca He TpsAOBa Ja HaJBHIIaBa MakcuMaiHa jo3a ot 20 ml Tpudac 20 mg/4 ml (ekBuBasieHTHH Ha
100 mg Topacemmun).



HCI[I/IaTDI/I‘lHa omyJianusa

besonacHoctTa 1 edukacHoctta Ha Tpudac 20 mg/4 ml npu nena u roHOmM Ha BB3pacT moxa 18
TOJIMHM HE € ycTaHoBeHa. ETo 3amio Topacemu He TpsOBa Ja ce ymorpedsBa MpH Jela U IOHOIIN Ha
BB3pacT nox 18 rogunu (Bxk. T. 4.4).

Cmapuecka 6v3pacm
He ce nanara mpomsHarta B Ao3aTa B cTapuecka Bb3pacT. Hsima obaue nocTaTh4HO MpPOYYBaHUS,
CpaBHSBAILY MALEHTH B CTapUeCKa BB3PACT C MO-MIIa 1.

YepHoOpobua HedOCmamvyHOCm
Jleuennero TpsaOBa 1a ce MPOBEXkJa C BHUMAHHE MMPH MAIMEHTH ¢ YePHOAPOOHA HEAOCTATHUHOCT,
Thil KaATO MOJXKeE JIa ce YBENUYaT MIa3MEHUTE HUBA Ha TOpaceMuI (BXK. T. 5.2).

Hauun Ha npunoxenue

Tpudac 20 mg/4 ml ce npunara uaTpaBeHo3HO. NHKEKIIMOHHUAT pa3TBOp TpsOBa Ja ce mpuiiara
0aBHO MHTPABEHO3HO.

Ja ce HHXeKTUpat caMmo OMCTpH pa3TBOpH!

Ja He ce mpuiara MHTpaapTepHaIHo!

WHcTpykuus: oTBapsiHe Ha aMITYJIMTE ¢ 03HAYCHO C TOYKA MSCTO 32 CUyIIBaHE
He e HeoOxoammo n1a ce pexe ¢ Hoxue!

OObpHeTe amiyjara ¢ Toukara KbM Bac. OcTaBeTe pa3TBOpbBT Ja ciie3e OT IIMHKaTa KbM JIOJHATA
YacT KaTo JISKO MOYyKBaTe WM paskiamiate ammynarta. Cdymnere miMiikaTa Ha amiyjara ¢ JBH)KCHHE
HaJIoIy.

Tpudac 20 mg/4 ml ve TpsiOBa na ce mpuiara 3aeaHO C APYIU JIEKAPCTBA B €IHA MHYKEKIHS HIIH
nH(pYy3us.

B ciyuaii Ha TpOOBIDKUTENHO JieUeHHE, MHTPABEHO3HOTO NPUIIOXKEHHE TPsiOBa PaHO Jla ce 3aMEHH C
MEPOPAITHO.

TOpaCQMI/I,I[ HEC TpSI6Ba Ja C¢€ npujiara MHTPpAaBCHO3HO 3a IMMOBCYC OT €/1Ha CCIMUIIA.

4.3 I[IporuBonokazanus

—  CBPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO TOpAceMHJ, CYI(aHWIYPEHHH HPOIYKTH
WK HAKOE OT moMoiniauTe Bemiectsa Ha Tpudac 20 mg/4 ml, uzbpoenu B T. 6.1;

— ObOpevHa HETOCTAaTHYHOCT C aHYpHS;

— 4epHOApPOOHA KOMa WIIM MPEKOMa;

—  XWIIOTOHUS;

—  XHIIOBOJIEMHS;

—  XWIOHATPUEMHS, XUTIOKATHEMHUS;

— 3HAUMTENHH CMYLIEHUS MPH YPUHUPAHETO (Hamp. NPUYUMHEHHM OT XWIEpIUIa3us Ha
mpocrarara);

— KbpMeHe (BX. T. 4.6).



44 CrenmaJTHu npeaynpesIeHus U Npeana3sHl MepKHu NpH ynorpeda

Toif KaTO 3acera JUICBa JAOCTaThbUCH TEPaleBTHYCH OMUT, TOPaceMHI TpsAOBa Aa ce M3IMOJ3Ba C
MOBUILICHO BHUMAaHKE B CITy4yail Ha:

— mojarpa;

— cbpaeynu aputMmuu (Hamp. SA 610k, |l win |1l crenen AV 6110k);

— TMAaTOJIOTHYHM MPOMEHH B AJIKAITHO-KHCEIMHHOTO PaBHOBECHE;

—  ©IHOBPEMEHHO JICYCHHUE C JIUTUI, aMUHOTIIMKO3HUIH WK LIe(aJIOCTIOPUHY;

— T[ATOJIOTHYHHM TPOMEHHM B KpbBHATa KapTUHA (T.€. TPOMOOLMTONCHHS WJIM AHEMHS IIPH
nanueHT 0e3 ObOpeYHa HEeAOCTATHYHOCT);

— ObOpevHa HEeTOCTATHYHOCT (DYHKIIHS, IPUYNHEHA OT HEHPOTOKCHYHU BELIECTBA;

— Jela " IOHOIIM Ha Bb3pacT noj 18 roaunu.

Ipunoxenunero Ha Tpudac 20 mg/4 ml moke aa 10BeaE A0 MOTOKUTEITHU PE3yATATH MIPU JOMUHT-
TECTOBE.

He e B3MOXKHO 1a ce mpeaBuan ehekTa BbPXY 3ApaBeTo IpH 3noynotpeda ¢ Tpudac 20 mg/4 ml 3a
JIOTIMHT 1IeJIM; He MOTaT Jia Ce U3KJIF0YaT PUCKOBE 3a 31PaBETO.

4.5 B3zaumopgeiictBue ¢ Jpyrd JIeKAPCTBEHH MNPOAYKTM W JpPyru ¢opmMum Ha
B3auMoO/JelicTBHE

TpsabBa na ce UMaT NpenBUA CICTHATE JICKAPCTBEHU B3aUMOACHUCTBHSL:

Topacemus 3acuiBa JACHCTBHETO Ha JPYrd JIEKAPCTBEHW MPOAYKTH, MOHMKABAIIH KPBBHOTO
Haysirane, ocobeHo Ha ACE-unxuburopure. Ako TpsioBa na ce mpuioxar ACE-unxuburopu, xato
JOTBITHEHNE WM HE3a0aBHO CJe] JIeYeHUE C TOpaceMHl, TOBa MOXeE Jia JIOBEAE A0 CHJIHO ClajJiaHe Ha
KPBBHOTO HaJISITAHE.

[Ipenu3BUKaHOTO OT TOpaceMHJl IMOHWKABaHE HAa Kajus, MOXE Ja JOBeAe N0 3a4ecTsIBaHE MU
3acUJIBaHE Ha HEXelaHWTE PEaKkIiK PU eTHOBPEMEHHO NPUIIOKEHHUE Ha JUTUTAIMCOBH MIPENapaTH.

Topacemua Moxe Ja MOHWKHU eeKTa Ha aHTUINA0CTHUTE JICKapCTRA.

[Ipobeneny W HECTEPOWAHUTE TPOTHBOBB3MAIMTENHH JIeKapcTBa (Hamp. WHIOMETAIWH,
aleTWICAIMIIIIOBA KUCEJIMHA) MOXeE JIa MOTUCHAT JUYPETHYHOTO JIEHCTBUE M TIOHIKABAIIUS KPHBHOTO
HaJsIraHe eeKT Ha TOPaCeMUI.

B cnyuaii Ha JileueHue ¢ BUCOKHM JI03M CAIUIMIATH, TOPACEMH]] MOXKE J1a 3aCHIIM TOKCUYHHUS e(eKT
BBPXY IICHTpaJHaTa HEPBHA CHCTEMA.

OcobeHo B ciy4ail Ha JieYeHHE C BUCOKH JIO3HM, TOPACEMHJI MOXKE Jia 3aCHIIM CIICJHUTE HEXeJTaH!
epexTH: 0TO- 1 HePOTOKCHUHUTE e(PEeKTH HA aMHHOTJIMKO3WJIHUTE aHTHOMOTUIM (HAMp. KaHAMUIIVH,
TeHTaMHIIMH, TOOPaMHIIMH), HA TPOM3BOJHHUTE HA TUIATHHATA [IUTOCTATHIIN, KAKTO U HEPPOTOKCHIHUTE
edexTr Ha 11eaJoCIOPUHUTE.

Topacemu MOXe CBIIO Ja 3aCHIIM JICHCTBHETO Ha TEOPUINHA, KAKTO M MYCKYJIOpEIaKCUPAIINs
eeKT Ha Kypape-1oJOOHHUTE JIEKAPCTBEHH MPOTYKTH.

JlakcaTuBHTE CBHIIO M MHHEpAIO- M TIIIOKOKOPTHKOWAHM MOXeE Jla 3acHiIAT 3arybata Ha Kalui,
MPeIN3BUKAHA OT TOPACEMH/I.

EnHOBpEMEHHOTO JIeYeHHe ¢ TOpaceMUJI M JIUTUH MOXKe Jia JIOBEJe JI0 YBeIHUaBaHe Ha CEpyMHUTE
KOHIIGHTPAIH Ha JIUTUS U TaKa Jia MpeJr3BUKa 3aCHUIIBaHE Ha JIGHCTBHETO M HEXKEJIAHUTE PEeaklud Ha
JUTHSL.

Topacemuyi MoXe Jla TOHMXH Ba30KOHCTPUKTOPHOTO JEHCTBHE HAa KaTexoJlaMHUHHUTE (Harp.
aZpeHaINH, HOPaJAPECHAINH).



4.6 ®epTranTeT, GPEMEHHOCT U KbPMeEHe

bpemeHHoCT

JlanHu 3a yrnorpebara Ha TOpaceMua OT OPEMEHHH KEHH JIMIICBAT HJIH Ca OTPaHUYCHH.

[TpoyuBaHusTa C )KUBOTHH TOKa3BaT PENPOAYKTHBHA TOKCHYHOCT. [Ipu ekcriepruMeHTaIH| MOJACIN
C ’KMBOTHH TOpaceMu]l MpeMHiHaBa npe3 riarentara (Bx. T. 5.3). Ero 3amo Tpudac 20 mg/4 ml we ce
npernopbyBa Mpu OPEeMEHHOCT.

Jlo HaTpymBaHETO Ha JOCTATHYHO JAHHU, TOpPACEMH] MOXXE Ja Ce M3IO0J3Ba IO BpeMe Ha
OpEeMEHHOCT caMO IPH SICHO OIpezeeHa HeoOXoauMOcT. B Te3u ciyyan TpsiOBa Ja ce M3MO0JI3Ba caMo
Hal-HHCKaTa e()eKTUBHA J1034.

JlnypeTunuTe HE ca TMOAXOMAANIM 32 PYTHHHO JICYCHHE HA XHUICPTOHHMS M OTOLM IO BpeMe Ha
OpEeMEHHOCT, 3alll0TO MOTaT Jia Hapymar nepdys3usra Ha IUIalleHTaTa ¥ MO TO3W HAYWH Ja HapyllaTr u
BBTPEYTPOOHOTO pa3BUTHE. AKO Ce Hajlara MPHJIOKEHHETO Ha TOpaceMHuJ 3a ChpJcyHa M ObOpeuHa
HEIOCTATHYHOCT NPU OpPEMEHHH KEHH, CICKTPOJIUTHTE U XEMAaTOKPUTHT, KAKTO M PACTEKbT Ha IUIOAA
TpsiOBa CTPUKTHO JIa Ce€ MPOCIICIsBAT.

Kspmene

Hsama naHHM 3a npeMHUHaBaHe HA TOpaceEMU B MAHYMHOTO MIISIKO IIPH XOpa WM KUBOTHU. He moxe
Jla ce M3KIII0YU PUCK 3a HOBOPOAEHOTO/KbpMadeTo. ETo 3a1o mpuiiokeHneTo Ha TopaceMuj 1o Bpeme
Ha KbPMEHE € MPOTHUBOMOKa3aHo (BXK. T. 4.3). AKo ynoTtpebara 1mo BpeMe Ha KbpMEHE € HAJIOKUTEIHa,
KbpPMEHETO TpsiOBa Jia ce MpeyCcTaHOBH.

DepTunurer

He ca mpoBexmanu npoyuBaHus 3a eekTa Ha TOpPaceMH]] BbPXY (epTwimreTa npu xopa. [lpu
MPOYYBaHUs C JKUBOTHU HE c€ HAOJI01aBaT €PEKTH Ha TOpaceMHI BbpXY (hepTHIUTETA.

4.7 EdexTn BbpXy cnoco0HOCTTa 32 mo(pupane U padora ¢ MAIIUHA
Jaxxe u npu mpaBmiIHa yrnorpeda TopaceMH]] MOXKE J1a TOBJIMsE PEAKTHBHOCTTA /IO TaKaBa CTEIICH,
Ye Ja Ce 3acerHaT CHOCOOHOCTHTE 3a aKTHBHO y4acTHe B JBIDKEHHETO IO IbTHINATa WK paboTa ¢
MalMHU uin pabora 6e3 crabuiHa oropa Ha Kpakarta. ToBa ce OTHacst 0COOCHO IpPH 3all04YBaHE Ha
JICYEHNETO, yBEIWYaBaHe Ha J03aTa WM B CllyyauTe Ha 3aMsHa Ha JIEKAPCTBEHM MPOJIYKTH HIN
3aroy4BaHe Ha ChII'BTCTBAILO JIEUEHUE, KAKTO U TIPU €THOBPEMEHEH MPUEM C aJIKOXOJI.

4.8 Hesxenanm JekapcTBEeHM peaKIuu

ITpu neuenue ¢ Tpudac 20 mg/4 ml morar na ce MOSBAT CIACTHUTE HEXKENAHH PEAKIIUH, CTIOMEHATH

MO~ J10ITy.
3a kacuduKaIsa Ha 9eCTOTaTa Ce U3MOJI3Ba CleaHaTa cXeMa;:
MHoro yecTu: >1/10
YecTu: >1/100 no <1/10
Heuecrn: >1/1 000 o <1/100
Penxu: >1/10 000 mo <1/1 000
MHoro peaku: <1/10 000

HensBecTHa yecTOTa: HE MOTaT Jia Ce OIEHAT OT HATUYHHUTE JaHHU



Hapyrienus Ha kpbBTa ¥ TUMGHATA CUCTEMA
MHoeo pedxu: HamaineH Opo TPOMOOIIUTH, SPUTPOIIUTH Y/WIH JICBKOIIUTH.

Hapyiienus Ha MMyHHATa cCUCTeMa

MHoeo pedku: anepruyHu peakiuu (Hamp. CbpOekK, eK3aHTEM, POTOUYBCTBUTEITHOCT ), TEKKH KOKHU
peaxumu.

[Tpu MHTpaBEHO3HO MPUIOKCHHE MOXKE J1a B3HUKHAT OCTPH, OTESHIIMAIHO YKHBOTO3aCTPAIIaBaIH
peaKkIuy Ha CBPBXYYBCTBUTEITHOCT (aHA(UITAKTHYCH IIIOK), KOUTO M3UCKBAT IMOAXOSIIH CIICIIHU MEPKH
(Bx. 1. 4.9).

Hapymenus Ha MeTaboamn3Ma U XpaHEHETO

Yecmu: BIOLIaBaHE HAa META0ONUTHA alKI03a, MYCKYJIHHM Kpammnu (0cOOCHO B HayaloTO Ha
JICYECHHETO), YBEIUUEHa KOHIECHTpAlMsd Ha MUKOYHATA KHCEIMHA M TJIIOKO3aTa B KPBbBTA, KAKTO U Ha
JHITUIATE B KPbBTA (TPUTIHLEPUIN, XOJIECTEPOJI), XUMOKaIueMus (B ChYeTaHUE C Jauera, OcqHa Ha
KaJIvid, IPY MOBPBIAHE, TUAPUS, CIIe/l U3MOJI3BaHEe HA BUCOKU JIO3M JIAKCATHUBH, KAKTO U MPH MAIEHTH
C XpOHHYHA YePHOAPOOHA TUCHYHKIIHS).

B 3aBucuMOCT OT J03aTa ¥ MPOJBIKATETHOCTTA HA JICYCHUETO MOTaT Ja C€ MPOSIBIT HAPYIICHHUS
BBB BOJHO-CIEKTPOIUTHHS OaiaHc, 0COOCHO XUTIOBOJIEMHS, XUTIOKATHEMUS U/WIIA XUTIOHATPUEMHUSI.

CbI0BU HAPYIIICHUS

MHoeo pedku: B pe3yiTar OT XEMOKOHIICHTpPALMATa MOraT Jia Ce MIPOSBAT TPOMOOESMOOTHMYHHU
YCIIO)KHEHUS, ChCTOSHUS HAa OOBPKBaHE, KAKTO M ChPJACYHU M ICHTPAIHU IUPKYJIATOPHU HApPYIICHUS
(BKJIIOUMTEIHO ChpJICYHA M MO3bYHA UcXeMusi). ToBa MOXKe J1a JIOBEAC HAlpUMeEp 10 apUTMUHM, aHTUHA
MEKTOPHUC, OCThP MUOKAPJCH UH(APKT WX CHHKOIIL.

CTOMaIlIHO'LIDCBHI/I HapyHICHUA

Yecmu: CTOMAIIHO-YPEBHHM HapylleHHs (Hamp. JMIICA HA amneTuT, CTOMallHa OoJika, TajieHe,
MOBpBIaHEe, TUapHs, 3aI1eK), 0COOCHO B HAYAJIOTO HA JICYCHUETO.

Mmnoco pedxu: maHKpeaTHT.

XenaTo-OuanapHu HapyIIeHUs
Yecmu: TIOBUILICHA HUBA HA OTIPE/ICIICHN YepHOIpoOHN eH3umu (rama-I'T) B KpbBTa.

Hapymenus Ha Ob0penuTe ¥ MHKOYHUTE THTUINA
Heuecmu: yBennueHn HUBa Ha KPEaTUHUH U ypes B KPBBTA.

[Ipu manmeHTH ¢ HapylleHUs OpU ypUHHpaHe (HAMmp. MOpaAM XWIEpIUla3us Ha IMpocTarata),
MOBHIICHOTO 0Opa3yBaHe Ha ypuHa MOXeE Ja JIOBEJE JIO PETCHIUS Ha ypuHA W JO TpepasTsAraHe Ha
[IAKOYHUS MEXYP.

OO0y HapyiieHus U e)eKTH Ha MICTOTO Ha MIPHIIQKEHUE

Yecmu: Ti1aBo00JIKE, 3aMastHOCT, yMOPa, €J1a00cT (0COOEHO B HAYAJIOTO HA JICUCHHUETO).
Heuecmu: xcepocToMusi, MapecTe3nu.

Mno2o pedxu: HapyleHHsI B 3pEHUETO, IIYM B YIIUTE, 3ary0da Ha CIyX.

Rabenescku

[Ipu mpoabKUTENHO JIeYeHre TPSIOBa PEIOBHO Jia ce MPOCie/IsABa eIeKTPOINTHHS OanaHc, 0co6eHo
CEpyMHUSA KaJIuu.



Ha ompenenenu wHTEepBamu TpsaOBa Aa ce MpociensBaT M HHUBAaTa Ha TJIOKO3aTa, NMUKOYHATA
KHCENMHA, KpeaTUHUHA U JIUITUANTE.

Tbii KaTo MOKe J]a ce OuakKBa MOBHLICHUE Ha KPbBHATA 3aXap CE MPEMOpbhUBa BHUMATEIECH KOHTPOII
Ha BBIUIEXUAPATHUS META00IN3BM MPH NMAMEHTH C JJATCHTEH WM MaHu(ecTeH nuaber.

KpbBHUTE KIETKH (€pUTPOLMTH, JIEBKOLMTH, TPOMOOLMUTH) CHIIO TpAOBa Ja ce€ MpOCIEAsiBaT
peTyJsipHO.

Oco0eHO B HAualOTO Ha JIEYEHHETO U B cTapuecka Bb3pacT, TpsiOBa Aa ce 0ObpHE BHHUMaHHE Ha
BCEKHU MPHU3HAK 3a 3ary0a Ha eJICKTPOJIUTH U XEMOKOHIICHTPALIUSI.

C’bO6HIaBaHC Ha 11003 paHu HCXKCIIaHNW PCAKITMHN

C’bO6HIaBaHCTO Ha TMNOAO3HMpPAHMU HCEKCIAHU PpCaKlyu CJCA pa3pelulaBaHe 3a yHOTpe6a Ha
JICKApCTBCHHUA MPOAYKT € BaKHO. ToBa mo3BojsaBa aa MMPOABJIZKA Ha6J’IIOI[CHI/IeTO Ha CbOTHOIICHHUECTO
HOJ'I3a/pI/ICK 3a JICKapCTBCHUA IMPOAYKT. Or MCIMIIMHCKUTC CIICHUAJIMCTH CC HM3HMCKBa 1a C’I)O6IIIaBaT
BCsKa MoAgo3MpaHa HEXKEIIaHa peaKlus Ype3 HaAllMOHAJIHA CUCTEMA 3a C’bO6HIaBaHC:

W3mbHUTENHA areHnys 110 JieKapcTBaTa
yi. ,,Jlamsu I'pyes” Ne 8

1303 Codust

Ten.: +35 928903417

yeb6caiit: www.bda.bg

4.9 [Ipeno3upane

CuMNOTOMHY Ha MHTOKCHUKALIUS

He e wm3BectHa crnenmduuHa KapTHHA HAa WHTOKCHKaNus. lIpemo3upaHeTo MoxKe Aa TPUUMHH
WHTEH3WBHA JWype3a, BKIIOYHUTENIHO WM PUCK OT 3aryba Ha TEYHOCTH W EJEKTPOJIMTH, TOHSIKOTa
COMHOJIGHTHOCT, CHHJPOM Ha OOBpKBaHE, CHMITOMATHUYHA XHUIOTOHHA, ITMPKYJIATOPEH KOJAIC WU
CTOMAIIIHO-YPEBHU CUMIITOMH.

JleueHre Ha MHTOKCHKAIIUATA

CHeHI/I(bI/I‘IeH AHTHUA0T HE € U3BCCTCH. ITo MPUHOUII CUMIITOMUTE Ha MHTOKCUKAIIUA U34Y€3BaAT KATO
Ce HaMaJM Ji03aTa WIH CE CIpPE JICUCHUETO U SIHOBPEMEHHO C TOBA CE€ M3BBLPIIU CYOCTUTYHMpaHE Ha
TEYHOCTHUTE U CIICKTPOJIUTHUTE (HEOOXOIUMO € Jia Ce U3CIIC/BAT).

Topacemua He ce qUaIM3Mpa U MOpaJy TOBa XEMOIMAIN3aTa HE YBEINYaBa eTMMUHAIHATA.
Jleuenue npu xunosoaemus: 06eM03aMeCTHTEIHA TePaIusl.
Jleuenue npu xunoxanuemus.: CyOCTHTYHPAIIO JIEYSHUE C KAIUH.

Jleuenue npu yupkKyiramopeHn KoJjaanc. aHTUIIOKOBO ITOJIOKEHUE, aKO € HCOGXOJII/IMO — A@HTHUIIIOKOBO
JICYCHHC.

Cnewnu mepKu npu anapuiakmuyer wox
[Ipu mosiBa Ha WHPBUTE CHUMNTOMH (HAmp. KOXKHA pEAKIMH, KaTO YPTHKAapWs WM 3a4epBsSBaHE,
HECIIOKOHCTBUE, TTIaBO0OINE, U3ITOTIBAHE, TaIeHe, ITHaH03a):
— OCHUI'ypETE€ MHTPABEHO3EH IIbT CHOTBETHO;


http://www.bda.bg/

— OCBCH CTAaHAAPTHUTC CIICIIHU HNPOUCAYPHU, MOCTABCTC IMALIMCHTA B JICTHAJIO IIOJIOKCHUC C
MOBJAUTHATH KpaKa, MOYUCTCTC JUXATCIIHUTE I'bTUILA U OGILHHIBaﬁTC C KUCJIOPOI;

— aKo ¢ HCO6XOI[I/IMO CC mnpeanpueMaTr MAOMNBIHUTCIHU CICIIHU MCPKHU (BKJ'HO'—II/ITGJ'IHO
MMPUIIOKCHUEC HA aApCHAJINH, 00eMo03aMeCcTUTETHA TCparnus, FJIIOKOKOpTI/IKOI/IILI/I).

5.  ®APMAKOJOIMYHU CBOMCTBA
5.1 dapMaKkoAMHAMMYHM CBOJiCTBa

dapmakoTepaneBTUIHA TPyIa: OPUMKOBH AUYPETHIINA
ATC xox: CO3CA04

MexaHu3bM Ha IEUCTBHE
Topacemun mpuTekaBa calypeTHueH e(eKT, KOWTO ce OCHOBaBa Ha TNOTHUCKaHE Ha OBOpedHaTa
peabcopOIus Ha HATPUM U XJIOP B aCLICHACHTHOTO paMoO Ha OpuMKaTa Ha XeHJIE.

dapmakoarHaMUYHU e(heKTH

[lpu xopa, TUYpEeTHUHUT eQeKT ciell HHTPAaBEHO3HO U TEepOpajiHO MPHUIIOKEHHE OBP30 JOCTHUTA
CBOSI MAKCUMYM TIpe3 ITbPBUS 4Yac M ChOTBETHO 2. U 3. dac W mpojabipkaBa A0 12 daca. [lpu 3xpaBu
WHAWBUAM € HaOII0JaBaHO 3acWiIBaHE Ha AWype3aTa, MPOMOPIHOHAIHO Ha JIOTapuUThMa Ha J03ara
“Brcoko-taBanHa aktuBHOCT”, “high-celiling activity”), mpu no3u B pamkute Ha 5-100 mg. 3acunBane
Ha JUype3aTa MOXe ChHIO Ja ce MOJNYy4Yd W B Clydad, KOTaTo JIpyrd JUYpETHIM Bede Ha OKas3BaT
JOCTaTh4YHO  JieicTBHE (HampuMep THA3UIW WM JeicTBalIUTe B JUCTAIHUTE  TyOynu
KaJMiChXPaHsBaIlIK), HATIp. IPH NAUEHTH C yBpeAeHa ObOpeuHa QyHKIus.

BernencrBue Ha Te3n CBOWCTBA, TOpaceMHI BOAM 0 MOOWIM3alMs Ha oTonuTe. B ciywail Ha
Chbp/IcYHa HEeJIOCTAThYHOCT, TOPACEMH/] TTOAOOPsIBA CUMIITOMATHKATA, KAaTO MOA00psIBa U MUOKapAHATa
(YHKIUS TOCPEICTBOM TIOHIDKABaHE Ha Mpe/- U CIeTHATOBAPBAHETO.

5.2 DapMaKOKMHETUYHH CBOICTBA

A0OcopOryst ¥ pasnpeneiieHue

[Toreue oT 99% OT TopacemMu ce CBBP3BaT ¢ IJIa3MEHUTE MPOTeUHHU, MeTabonutute M1, M3 u M5
ce CBBp3BaT ChOTBETHO B 86%, 95% n 97%. HabnronaBaunust obem Ha pasnpenenetaue (Vz) e 16 1.

Buorpanchopmarus

IIpu xoparta Topacemuy ce MeTabonu3upa a0 Tpu Metabomura M1, M3 u MS5. Hsama manHu 3a
CBIIIECTBYBAHETO Ha JpYrH MeTabonutu. Merabomuture M1 u M5 ce monydaBaT upe3 MOCTENEHHO
OKCHJIMpaHe Ha METWJIOBATa Ipyrna Ha (DEeHUIOBHS NMPBCTEH 10 KapOOKCHIIHA KHCEIHHA, a METa0OIHTHT
M3 upe3 XuAPOKCUINPaHE HA MPHCTEHA.

Metabomutute M2 u M4 , KOUTO ce OTKpUBAT B M3MUTBAHMA IIPH KUBOTHH, HE CE OTKPHBAT MPHU
xopara.



Eanmunupane

[Tpu 31paBuM MHAMBUIM TEPMHHAIHOTO BpeMe Ha MHONYKHBOT (ti2) Ha TOpaceMHUI M HETOBUTE
Metabomutu e 3-4 vaca. OOmMAT KIUPBHHC HAa TopaceMu] € oT mopsiabka Ha 40 ml/min, 6b0peunusT
KJIMPBHC € npubmausurenHo 10 ml/min.

[Ipu 3apaBu wHAMBUAM, npubnu3zuTenHo 80% OT MpuiloKeHaTa /103a ce OTKpHUBA B ypUHATa IO
¢dopmara Ha TOpaceMHIl U METa0OIUTUTE MY B CJIETHOTO CPETHO MPOLEHTHO ChIbpPXKAHUE: TOPACEMUT -
npubnuzutento 24%, merabonut M1 - mpubmuzutenHo 12%, merabonut M3 - mpubnusurtenHo 3%,
MeTabonut M5 - npubnuzurento 41%. OcHOBHUAT MeTabonuT M5 He mpuTekaBa TUypeTHUeH e(eKT;
npubnusutento oomo 10% ot papmakoknHeTHYHUS e(EKT Ce ABIDKU Ha aKTUBHUTE MeTaboautu M1 u
M3.

[Ipu 6B0pevHa HEJOCTATHYHOCT, OOLIMAT KIMPHHC U BPEMETO Ha TMOTY-CIMMUHUPaHe Ha TOPACeMHU
ocTaBaT HEMPOMEHEHEHH, BPEMETO Ha MoiyeauMuHUpaHe Ha M3 u M5 ce yawsmkaBa. Bernpeku ToBa
(dapMakoIMHAMAYHUAT TPO(UI OCTaBa HEMPOMEHEH, BPEMETO Ha JEeHCTBHE HE C€ MOBIUSBA OT
CTeTICHTa Ha ObOpeYHaTa HEIOCTATHYHOCT. |OpaceMHU] M HETOBHTEC METAa0OIMTH C€ U3TbYBaT B
HE3HAUMTEIHA CTETIEH Ype3 XeMOIUaN3a HITH XeMODUITPALIHSL.

[lpu manueHTH ¢ HapylleHa YepHOIpoOHa (QYHKIMS WM ChplIeYHA HEIOCTATHYHOCT, BPEMETO Ha
MoJy-eTMMUHUpAaHEe Ha TopaceMuJ M Mera0onuta MS e JIeKo YABIDKeHO, a KOoJM4YecTBaTa Ha
BEIIECTBATa, M3JI'bUCHH C YPUHATA, OTTOBAPSAT HA TE3U MPH 3IPaBU XOpa.

CrenoBatellHO HE MOJKE JIa ce 0YaKBa KyMyJIHpaHe Ha TOPaceMU U HETOBUTE METa0OIHTH.

JIunenHoct

TOpaCCMI/II[ 1 HETOBHUTE METAOOJIUTH CE XapakTepusupar ¢ 1030-3aBUCHUMa JIMHEHHA KHMHCTHKA, T.C.
MakKCUuMajiHaTa CC€pyMHa KOHICHTpaLWsa W IUIOHIUMTE I10J KPHUBHUTEC HAa CCPYMHHUTC HHMBA HapacTBAT
MMPONMOpPHIHUOHAIHO C YBECIMYAaBaHETO HA A03arta.

5.3 IIpenkIUHUYHYT TaHHU 32 0€30MACHOCT

ExcniepumeHTHTE € JKMBOTHH 3a (QapMakojorus Ha Oe30MacHOCTTa, XPOHWUYHA TOKCHYHOCT,
MYTareHHOCT Y KaHIIEPOTCHHOCT He JIaBaT JIAHHHU 32 IT0-BUCOK PHCK IIPH NPUIIOKEHHUE Y X0pa.

B mpoyuBaHus 3a penpoayKTUBHA TOKCHYHOCT, HsIMa JaHHU 33 TePaTOreHHU e(EeKTH y TUIbXOBE.
He3aBucuMo oT TOBa, NpH BUCOKHM JI03M Yy OPEeMEHHU 3aillM M IUTbXOBE CE HaOJI0JaBaT TOKCHYHHU
edexTr 3a 1oja U maiikarta. [Ipu mrbpxoBe € OWIIO BB3MOXKHO JEMOHCTpPHpaHe Ha NMpeMHHaBaHE Ha
TopaceMu mpe3 rianeHTata. He ce HaOmonaBat eekT BbpXy QepTHINTETA.

6. DAPMAIIEBTUYHU JAHHU

6.1 CnucnLK HA IOMOIIHUTE BelecTBa
Hatpues xunpoxcun
Tpomeramon

Maxkporon 400
Bona 3a nmxeknuu



6.2 HecnBMecTHMOCTH

Tpudac20 mg/4 ml ve TpsibBa 1a ce ynotpedsiBa 3aeIHO C APYTH JEKAPCTBEHU MPOIYKTH CMECCHU
B WHXKEKITHS WU HHQY3USL.

6.3 Cpoxk Ha TroTHOCT

3 roauHu.

Ot mukpoOuosornyHa riuenHa Touka, Tpudpac20 mg/4 ml TpsOBa ma ce W3Moia3Ba BeAHAra Ciel
IBPBO OTBapsiHe. AKO HE Ce M3I0JNI3Ba BelIHAra, OTTOBOPEH 3a MPOIBJDKHTEIHOCTTA W YCIOBHATA HA
ChbXpaHEeHHeE TpeIn YIoTpeda € To3u, KOUTo ro ynorpeodsiBa.

6.4 CrnenmMaJIHU yCJIOBMAI HA ChXpaHeHHe

Ha ce cboxpansBa mox 25°C.

6.5 Bua u cbabpikaHue HA ONAKOBKATA

Awmnysau 4 ml oT npo3payHo CTHKIO

OpHriHAIHYU OTIAKOBKH € 5 iy 25 ammynu (¢ 4 ml).

He Bcuuky BUOBE OMaKOBKHM MOTaT Ja ObJaT MyCHATH B MPOAaKoa.

6.6 CneuuajaHu NpeAna3Hu MePKH NPH U3XBBPJIsiHE

HNuxektupaiite camo OUcTpu pa3TBopu!

Wznon3paiiTe MHXKEKIMOHHUAT Pa3TBOP BelHAra ciiell mbpBo oTBapsHe. OcTaHATIOTO KOJHMYECTBO CE
HU3XBBPIISL.

Hewusnon3sanusar JICKApCTBCH MPOAYKT WKW OTHAABYHUTC MATCpHUAJIM OT HETO TpH6Ba Ja Cc€
U3XBBPJIAT B CbOTBETCTBUC C MECTHUTC N3MCKBAHUA

7. NMPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare

L-1611 JIrokcemOypr

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA
20020612
9. JATA HA TIIbPBO PA3PEIIABAHE/IIOJHOBSIBAHE HA PA3PEHIEHUETO
3A YIOTPEBA

[ata Ha mbpBO pa3pemasane: 23.07.2002 r.
Jara na mocnegno mogHoBsiane: 13.03.2008 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA
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