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1. HME HAJIEKAPCTBEHUA [IPOAYKT

Tpudac 10 mg/2 ml nHXKEKUUOHEH pa3TBOp
Trifas 10 mg/2 ml solution for injection

2. KAYECTBEH U KOIMYECTBEH CHCTAB
Beska amnyna or 2 ml uHXekuMoHeH pazTeop c¢habpxka 10,631 mg Topacemua HaTpuii (torasemide

sodium), ekBuBasiieHTeH Ha 10 mg TopaceMun (torasemide).
3a MBJIHKA CNUCHK Ha MOMOLHHTE BENIECTRA, BWXTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA
HHXEKUMOHEH Pa3TBOP
BucTep, 6€3UBETEH HHKEKUHOHEH PA3TBOP 34 HHTPABEHO3HA HHXKEKI{HA
pH Ha Tpudac 10 mg/2 ml: 8,5 no 9,5
4, KINHHUYHHA JAHHHA
4.1 TepaneBTHYHH MOKA3AHMUS
JleueHHe Ha ChPACYHH OTOUM W/UIM H3JIMBH, NPHYHHEHH OT ChpAcYHA HEeNOCTATHYHOCT, aKO C€
H3UCKBA MHTPABEHO3HO Je4eHHe (Hamp. Oenoapo0eH oOTOK, MpHYMHEH OT OCTpa ChpjAeyHa

HEAOCTATBYHOCT).

Tpudac 10 mg/2 ml e nokaszaH 3a BL3PACTHH.

4.2 JA03UPOBKA B HAUHH HA NPWIOKEeHHe

Ilo3npoBKa

Jleyenrero Tpabsa na 3anoyHe ¢ eqHokpaTHA A03a oT 2 ml Tpudac 10 mg/2 ml (exBHBANEHTHH Ha
10 mg TopaceMun) (HeBHO. B cayyall Ha HepocTaTeyeH edekT, Ta3H 1033 MOXE Ja ce YBeJIH4YH Ko 4 ml
Tpndac 10 mg/2 ml (exBuBaneHTHH Ha 20 mg TopaceMUa) AHEBHO, IPUIOKEHH KATO €AHOKpaTHa J03a.
Ak0 e(heKTRT € BCE Ol HENOCTAThYUEH, BPEMEHHHO (3a He IoBedue OT 3 JHM) MOXKE A3 ce ONuTa
JleyeHHe, KaTo ce u3nonseat o & ml Tpudac 10 mg/2 ml (expuBaneHTHH Ha 40 mg TopaceMHA) JHEBHO.

Ocmvp benoopober omox

Ilpu ocThp OenoapobeH oTOK, neyeHueTo TpsAOBa Na 3aNl0YHE ¢ MHTPABEHO3HO NMPHIOXKEHHE Ha
eaHokpaTtHa o3a o1 4 ml Tpudac 10 mg/2 ml (exBuBanenTHH Ha 20 mg TopacemMu). B 3aBHCHMOCT OT
ycneXa Ha JIeUeHHETO Ta3H 032 MOXKE Ja C€ MOBTOpH npe3 vHTepBain oT 30 MuHyTH. [IpHunoxkeHHeTOo
3a 24 4yaca He TpsOBa Aa HaABUIIABA MaKCHMaHa Ao3a ot 20 ml Tpudac 10 mg/2 m! (exBUBaNEHTHU Ha
100 mg TopaceMua).




fleouampuuna nonyvaayus

besonacHoctra 1 epukacnocrra Ha Tpudac 10 mg/2 ml npu Aeua ¥ 1WHOLIM HA Bb3pacTt noxa 18
FOAHHM HE € ycTaHoBena. ETo 3aio TopaceMup He TpaOBa ja ce ynoTpeOsBa MpH Acla W IOHOLUU Ha
BB3pacT noA 18 ronunu (Bx. 1. 4.4).

Cmapuecka sv3pacm
He ce nanara npomsHara B [o3ara B cTapuecka Bb3pacT. Hama ofaue ROCTaTHUHO MPOYYBaHHA,
CpaBHABALIH MAlHEHTH B CTapyEeCKa BB3pacT ¢ NO-MJany.

Yepruoopobna nedocmamvyrocm
JleyeHuero TpAbBa ma ce MPOBEXTA C BHUMAHME TNPH TAIMEHTH ¢ YepHOAPOOHA HEJOCTaTBLUYHOCT,
TBH KaTO MOXe /1a C€ YBEJINYAT TIa3MEHUTE HUBA Ha TopaceMu (BX. T. 5.2).

HauyH pa npuiokeHue

Tpugac 10 mg/2 ml ce npunara nATpaBeHO3HO. MHXKEKIMOHAUAT pa3TBOp TpaOBa Aa ce mpwuiara
{0aBHO HHTPABEHO3HO.

Ja ce HHXKEKTHpAT caMo OUCTpH pa3TBOpHU!

Ha He ce npunara HHTpaapTepHaiaHo!

HUHCcTpyKkuHa 32 OTBapgHe HA aMITYJIHTE ¢ 03HA4EHO ¢ TOUKA MACTO 3a CYyIIBAHE:
He e HeobxonuMo fa ce pexe ¢ Hoxde!

O6bpHeTe aMnynara ¢ ToukaTa KbM Bac. OctaBeTe pa3TBOPBT Jla cle3e oT IHHKaTa KbM JOIHATa
4YacT KAaTo JIEKO NMOYyKBATE WM paskiawiaTe amnynara. Cuynere muHiKaTa Ha aMIylaTa ¢ JBH)KEHHE
Hanony.

Tpudgac 10 mg/2 ml He TpsdBa na ce nmpuiara 3aeqHo ¢ JPYTH JeKAapCTBa B €4HA HHXKEKHMS HUIH
nHy3u3.

B cnyyaii Ha DpOALIXHTENHO €4eHHe, RHTPABEHO3HOTO NMPHIDXKEHHE TpaOBa paHo Aa ¢e 3aMEeHH C
NIEPOPAaNHO.

Topacemuna He TpsAOBa Ja ce npuaara MHTPABEHO3HO 32 TIOBEYE OT €HA CeIMULIA,
4.3 IIporuBOnOKA3AHMSA

—  CBPBXUYYBCTBUTENHOCT KBM AKTHWBHOTO BEILECTBO TOpaceMMi, Cyl(aHHaypeifiHM npoiaykTH
HJIH HAKOE OT MOMOIUHNTE BellecTBa Ha Tpudac 10 mg/2 ml, nz3bpoenu B T. 6.1;

— ObOpeyna HeAOCTATHEYHOCT € AHYPHS;

-~ yepHoApoOHa KoMa UJIM NIPEeKoMa;

—  XUNOTOHHS;

—  XWINOBOJIEMHS;

—  XWMOHATPUEMHSA, XUTIOKATHEMMUA;

— 3HAUMTENIHH CMYIIEHHs T[IpH YPUHMpaHeTo (Harp. IpHYHHEHH OT XHIEepmiasus Ha
npocTaTara);

— KbpMeHe (BX. T. 4.6).




4.4 Cnennajny npeaynpexaeHus H npeanasHs MepKH npu ynorpeda

TBH xato 3acera NMICBA JOCTATBYEH TEPANEBTHUEH OMMT, TopaceMui TpsAOBa Aa ce M3NOI3BA C
[IOBMLLIEHO BHUMAaHHE B CIIY4YaH Ha:

— mojarpa;

—  CBHPAEYHM apuTMuH (Hamp. SA 6nok, II nnu III ctenen AV 6nox);

~  NaToJIOTHYHH NPOMEHH B AIKAJHO-KUCETMHHOTO paBHOBECHE;

— €RHOBPEMEHHO JIEYCHUE C JIUTHH, AMHHOTJIMKO3HIH KITH [[ePaToCmOpHHH;

— Maro/IOFMYB¥ MPOMEHH B XPLBHATA KapTHHA (T.e. TpOMOOLMTONEHWS MNU aHEMHA MPH
naiueHTy 6e3 6L0pevHa HeJOCTATHUHOCT);,

— OnbpeyHa HeAOCTATBYHOCT YHKUHNA, IIPHUNHEHA OT HEPPOTOKCHYHH BellleCTBA;

— Jlela ¥ I0HOILIM Ha BB3pacT Mok 18 rogunu.

IIpunoxkennero Ha Tpudac 10 mg/2 ml Moxe na noBe/ie IO MONMKHTEIHH PE3YJITATH IPU JONAHI-
TECTORE.

He ¢ BB3MOXKHO 12 ce IpeABUIN epeKTa BHpXY 3ApaBeTo NpH 3noynotpeda ¢ Tpudac 10 mg/2 ml 3a
IOTUHT LEJIM; HE MOTAT J]a CE M3KJIIOYAT PHCKOBE 34 3/PABETO.

4.5 B3anMoaeHCTBHe ¢ JApyrH JIGKAPDCTBeHH MNpPOIYKTH #  APYrH ¢oOpMH Ha
B3aHMO/1eliCTBHEe

Tps0Ba 1a ce uMaT npeaBuj CIeIHUTE NEKapCTBEHHN B3aHMOAEHCTBUS!

Topacemua 3acuiaBa AEHCTBMETO HA JPYTM JEKapCTBEHH HPOAYKTH, MOHHXKABAUIH KPBBHOTO
Hansarade, ocobeHo Ha ACE-unxuOuropure. Ako TpsGea na ce npunoxar ACE-ubnxuOutopu, Kato
IONM'bHEHHE WIH He3a0aBHO cel JICUeHHE C TopaceMu, TOBa MOXeE Jia AOBEAE A0 CHIHO CIAajaHe Ha
KPLBHOTO HaAraHe.

Ilpea3BMKAHOTO OT TOpaceMHU]l MOHHXXABAHE HAa Kajlud, MOKe Ja OOBeAe OO0 3auecTSBaHe M
3aCH/IBAHE Ha HEXKEJIaHUTE PEakIHK MPH eJHOBPEMEHHO MPHIIOKEHKE Ha AUTHTAIUCOBH NMPENAPATH.

TopaceMHa MOXKe 1a MOHMKH €(ekTa Ha aHTHAHAOETHUTE IEKAPCTHRA.

IIpobeHennT H HECTEpOWAHHTE [NpPOTHBOBBL3NANMTENHH JieKapcTBA (HAnp. HMHIOMETAlMH,
aUeTHJICANHIIHIOBA KHCENHHA) MOXeE J1a TOTHCHAT ARYPETHYHOTO AeHCTBHE M NOHMKABAILNSA KPBBHOTO
HaIAraHe eqeKT Ha TOPACEMHI.

B cnyual Ha eyeHHe ¢ BHCOKH JO3H CATHLMIATH, TOPACEMAA MOXE [a 3aCHIIH TOKCHUHHS edeKT
BhpXY LICHTpaJHaTa HEPBHA CUCTEMA.

OcobeHo B ciy4ail Ha JeUCHHE C BUCOKH QO3H, TOPACEMHA MOXE Aa 3aCH/H CHEAHHTE HEXENaHH
edexTi: 0TO- ¥ HehpoTOKCHUHNTE edeKTH Ha AMHHOTIHMKO3MAHHUTE AHTUOHOTHLH (Hanp. KaHAMHMIIUH,
reHTaMHIHH, TOOpaMHULKH), Ha TIPOM3BOHHTE HA MIATHHATA UTOCTATHIH, KAKTO H HEQPOTOKCHUHHUTE
eexTd Ha LedanoCHOPHHHTE.

TopaceMun MoOXe CbLIIO fa 3aCHNy AEHCTBHETO Ha TeOoUNHWHA, KAKTO M MYCKYJIOPEIaKCHPALLKA
e()eKT Ha Kypape-TIoNoOHUTE NEKAPCTBEHH TTPOAYKTH.

JIakcaTuBHTE, a CBIMO H MHHEDPANO- U MMIOKOKOPTHKOUJM MOXe Aa sacuaar sarybara Ha kanuii,
NMPEAU3BHKaHA OT TOpaceMHUA.

EQHOBPEMEHHOTO IEUCHHE ¢ TOPACEMHA M TUTUHA MOXE Na NIOBEAe N0 YBCIHYABAHE Ha CEPYMHUTE
KOHUEHTpauut Ha ANTHA W Taka Aa NpeAH3BHKA 3aCHNIBaHe HA JEeHCTBHETO M HEXENaHUTe Peaxluy Ha
JIUTHA. ‘

Topacemua MOXe A2 NOHHXH Ba3OKOHCTPUKTOPHOTO JAefiCTBHE Ha KaTeXONaMuHuTe (Hanp.
aapeHaNUH, HOPA/IPEHAINH ).

4.6 @epTUANTET, GpEMEHHOCT H KbPMeHe




bpeMeHHOCT

JlaHHH 3a ynoTtpebaTa Ha TopaceMu] 0T OPEMEHHH XCHM TUTICBAT UM ca OTPAHHUEHH.
IIpoyuBaHuATa ¢ XMBOTHH MOKa3BaT PENpOAYKTHBHA TOKCHUYHOCT. IIpH €KCMEPUMEHTANIHH MOZENH C
)KHBOTHM TOpAaCceMHJ| MPEeMUHAaBa npe3 npaueHtara (Bx. T. 5.3). Ero 3amo Tpudac 10 mg/2 ml He ce
NpenopbuBa NpH OpeMeHHOCT.

Jlo HaTpynBaHeTo Ha JOCTaTBYHO MAAHHH, TOPAacCEMHJ MOXeE Ja C€ H3NON3Ba NO BpPEME HA
OpeMEHHOCT CaMO TpU ACHO OMpeAeeHa HeoOXoauMocT. B Te3un cny4dau TpsabBa Ja ce usmonssa caMo
Hali-HACKaTa e()eKTHBHA J03a.

JIuypeTHLINTe He ca MOAXOAALNM 33 PYTHHHO NEYEHWE HA XUMEPTOHHSA H OTOUM IO BpPEME HA
bpeMeHHOCT, 3al0TO MoTraT Aa Hapywart nepdy3uara Ha MialeHTata ¥ 0O TO3W HAYHH Ja HapylaT H
BLTPEYTPOOHOTO pa3sBUTHE. AKO Ce Hajlara NPWIOXKEHHeTO HA TOpaceMH[ 32 ChpAeuYHA U ObhBpeuna
HEZOCTATHYHOCT MpH OPEMEHHM XEeHH, CNeKTPOIUTHTE H XeMATOKPHTHT, KAKTO M PACTEXBT Ha IUIONA
TpAOBa CTPHKTHO Ja Ce MpOoCieasBar.

Kspmene

Hsama naHHH 3a npeMHHaBaHe HAa TOpaceMU B MAiYMHOTO MIISKO NPH XOpa HIAH XUBOTHH. He Mosxe
Ja C€ M3KJIIOUYM PUCK 32 HOBOPOJAEHOTO/KbpMaUueTo. ETO 3ali0 MPHUIOKEHHETO HA TOPAaceEMHI IO BpeMe
Ha KbpMEHE € MPOTUBONOKa3aHo (Bxk. 1. 4.3). Ako ynorpebara 1o BpeMe Ha KbPMEHE € HaJOXUTENHA,
KbPMEHETO TPAOBA a ce NpeyCTaHORH.

QEepTUNHTET

He ca nposexpanu npoyuBaHus 3a edekTa Ha TOpaceMHp BbpXy (epTunuteTa npu xopa. IIpH
IIPOYYBaHHs ¢ JKHBOTHH He ce HalmoaaBaT e()eKTH Ha TopaceMi BbPXY (hepTHINTETA,

4.7 EdexTn BLpXy cnnocofnoctra 3a modupaHe H padora ¢ MALIHHHA

Jaxe W TIpH mpaBHIHA ynoTpeba TopaceMHI MOXe 1a NMOBJMAE PeaKTUBHOCTTA JO TakaBa CTenen,
4¢ Ja Ce 3aCerHaT CHOCOOHOCTMTE 32 AKTWBHO YYACTHE B ABMKECHHETO IO NBTHIIATA WIM paboTa ¢
MalUWHN Wiy pabGota Oe3 crabunHa omopa Ha Kpakara. ToBa ce OTHacsa 0COOGHO IIpH 3amo4yBaHe Ha
JICUEHUETO, YBEIHUYaBaHEe Ha 103aTa WM B ClyuauTe HAa 3aMsHa Ha JIEKAPCTBEHM MPOAYKTH HIIH
3aM0YBaHE HA CBITBTCTBAILIO JICYEHHE, KAKTO U TIPK €JHOBPEMEHEH MPHEM ¢ alIKOXOI.

4.8 Hexenanm nekapcTBeHH peaKIHH

[Ipn neuenve ¢ Tpudac 10 mg/2 ml MoraT Aa ce MOABIT CNEAHHTE HEXENAHU PeakiiMH, CIOMEHATH
no-gony.
3a knacH(UKaMsA HA YECTOTATA CE H3NO3BA CIEAHATA CXeMa:

MHoro uecTn: >1/10

YecTH: >1/100 go <1/10
HeuecTn: >1/1 000 no <1/100
Penxu: >1/10 000 mo <1/1 000
MHuoro peaku: <1/10 000

HenzBecTHa yecTOoTa: HC MOraT da C€ CUCHAT OT HAAH4YHHTE AaHHH




HapyiicHus Ha KppBTA H NTHM(HATA CHCTEMA
Muozo peoxu: HamaneH 6poi TpoMOOUUTH, EPUTPOLIMTH H/HIIH JIEBKOLMTH.

Hapyllenns Ha IMyHHAaTa cHUCTEMa

Muozo pedxu: anepriuHy peaxuun (Hanp. cbpbexk, eK3aHTeM, (POTOUYBCTBHTENHOCT), TEXKKN KOKHH
peaklyHy.

[Tpy MHTPaBEHO3HO NPHIIOKEHHE MOXKE [13 BLIHUKHAT OCTPH, TIOTEHLUHANHO XKUBOTO3aCTpallaBalI}
peaKlHH HA CBPBX4YYBCTBHTEIROCT (aHa(PHIAKTHYEH LIOK), KOUTO H3UCKBAT NOAXOASILH CNEIIHA MEPKH
(k. T. 4.9).

Hapylienus Ha MeTabonu3Ma U XpaHEHETO

HYecmu: BnolaBaHe Ha MeTabOMMTHA alWAC32, MYCKYJIHH KpaMitHi (0co6eHO B HAYANOTO HA
NICYEHHETO), YBEJIMYCHA KORIEHTPALdsd Ha MHKOYHATa KMCENHHA M TIIOK03aTa B KPHBTA, KAKTO W HA
JHUNHZHTE B KPbBTa (TpUIIHMLEPHAHN, XONECTEPOI), XUMOKATNEMHA (B ChUeTaHUE C JHeTa, OejHa Ha
Kanu#, Npu [oBphiltane, AHapus, C/iel ¥3NON3BaHe Ha BACOKM JO3H NAKCATHEM, KAKTO M TPH ITAllHEHTH
C XpOHHYHA YepHOAPOOHA ANChYHKIHSA).

B 3aBHCHMOCT OT J03aTa M NPOABIKUTEIHOCTTA HA JICUEHHETO MOraT Ja C€ NpPOABAT HapyLIeHHs
BBEB BOJHO-€JIEKTPOIHTHHSA 0anaHc, 0CoDEHO XHIOBOJIEMHS, XHITOKATHEMHA H/MITH XUIIOHATPHEMHSL.

CbHOBH HApVLIEHUS

Mnozo pedxu: B pe3ynTaT OT XeMOKOHUIEHTpalMATa MOTaT Ja ce NpOosBAT TpoMOOeMOOIHYHH
YCIIOKHEHHS, ChCTOAHUSA HAa 0OLPKBAHE, KakTO M ChPACYHH M LCHTPANHH LMPKYNaTOPHH HApYILEHHS
(BKIIOYHTENHO CBPACYHA M MO3bUHA HcXeMHs). ToBa MOXe aa AOBe[e HampHMep 10 apMTMHH, AHTHHA
NEeKTOPHC, OCThP MHOKapAeH HH(apKT HIH CHHKOT,

CroMalTHO-4YPEeBHH HaPYUICHUS

Hecmu: cTOMAalllHO-YPEBHW HApylIeHHMA (Hamp. JIMICAa HA ameTHT, cToOMaiuHa Oonka, rapeme,
NOBPBILlANE, AUAPHS, 3aTIeK), 0co0eHO B HAYANOTO HA JIEHEHHETO,
Mnozo peoxu: MaHKpPEaTHT.

Xenato-OUNHapHH HAPYNIEHHS

Yecrmu: NOBUILIIEHYW HHBA Ha ONpeAe/IeHH YepHOApoOHH en3uMu (rama-I"T) B kKpbBTa.

Hapyuienns Ha 660penuTe ¥ NHKOYHUTE ITHTHINA

Heyecmu.: yBeNUYeHH HUBA HA KPEATHHHH H Ypes B KPBBTA.

Ilpy manueHTH € HapylleHHMs Npd ypuRMpaHe (HAmp. Iopald XMNEpInasus Ha NPOCTaTaTa),
NOBHILEHOTO 00Opa3yBaHe HA ypHHa MOXE Ja JOBEIE N0 DPETEHUMS HA YPHMHA W A0 NpepasTaraHe Ha
MUKO4HHS MEXYD.

OOuiu HapyeHns u eexTH Ha MACTOTO Ha IPUAOKENHE

Hecmu: rnasofonue, 3aMasiHOCT, yMOpa, ¢1abocT (0co0eHo B HAYAIOTO Ha JEUCHHETO).
Heuecmu: KCepoOCTOMUS, NAPECTEINH.

Mnoz0 peoxu: HapylIEHHs B 3DEHHETO, IIYM B YILINTE, 3ary0a Ha ciyX.

3abenedcxku

Ipy npoabKMTENHO IEYeHHE TPAOBA PENOBHO Ja C€ POocie/iaBa eNeKTpo
CEPYMHHA KaJlui.



Ha onpenenenn WHTEpBanu Tp:AdBa Aa ce NpoOCieAspaT M HMBATa HAa TINIOKO3aTa, NMHKOYHATA
KHCENTHHA, KPEAaTHHUHA H JTHIHUAMTE.

T'pii KaTo MOXeE A2 CE€ OYaKBa MOBHIUEHHE Ha KPbBHATA 3aXap CE NPENopbYBa BHUMATENICH KOHTPOII
Ha BBIIEXHIPAaTHHs METaDONMM3bM ITPH NALMEHTH C JAaTEeHTEH WM MaHudecTen nHaber.

KpbBHHTE KINETKH (E€PUTPOLNTH, NEBKOLUTH, TPOMOOLMTH) ChINO TpadBa 1a ce TPoCiensBar
PEryNIpHO.

Oco0eHo B Ha4YalOTO HA JIEYEHHETO M B CTApuecka BL3IPACT, TpAOBa Aa ce 0OLPHE BHHMAHHE HA
BCEKH NPH3HAK 33 3aryda Ha eNeKTPOJNTH H XEMOKOHLIEHTPATIHA.

Cnobuiapane Ha NOO3UPAHH HEXETAHH PEAKLIMH

CrobluaBaHeTo HAa NONO3MPAHH HEXENIaHM peakuu Cchel paspeluaBaHe 3a ynoTtpeba Ha
JIEKAPCTBEHUA NPOAYKT € BaXkHO. ToBa MO3BOJNABA Ad MPORBJKH HAOMOLEHHETO HA CHOTHOLIEHHUETO
NON3a/pUCK 334 NeKapCTBEHUS NpoaykT. OT MEeAMUHHCKUTE CHEHANHCTH ¢€ M3UCKBA Jla ChOOIABAT
BCAKa MOJ03HPaHA HeXejlaHa peakliyig upe3 HalHoHaMHA CHCTEMA 3a ¢ho0InaBaHe:

HamenHATeNHA areHIys Mo JekapeTBara
yi. ,,JJaMaH I'pyes” Ne &
1303 Codust

Ten.: +35928903417
yebcaiiT: www.bda. bg

4.9 IIpenozupane

CHMOTOMH Ha MHTOKCHKALUS

He e m3mecTHa cmenuMQuyHa KapTWHa Ha uHTOKCHKAauus. [lpenosupanero Moxe Ja NpHYMHH
WUHTEH3UBHA JHype3a, BKIOYMTENIHO KM PHUCK OT 3ary0a Ha TEYHOCTH M ENCKTPONMTH, NOHAKOra
COMHOJIEHTHOCT, CHHIAPOM Ha 0OBpKBaHE, CUMNTOMATHYHA XHWIOTOHMSA, LIMPKYIATOPEH KOJANC HIIH
CTOMAUIHO-YPEBHH CHMOTOMH.

JleyeHne Ha HHTOKCHKAIIHTA

CnenudnyeH aHTUAOT He € U3BecTeH. 110 NPUHLHN CHMITOMHTE HA MHTOKCUKAIIUS H3YE3BAT KATO
CE HaMalli J03aTa WM C€ CIPE JICUEHHETO M €IHOBPEMEHHO C TOBa CE M3BBPINH CYyOCTHTYyHpaHe Ha
TEYHOCTHTE U EAEKTPONNTUTE (HeoOX0aHMO € 1a Ce U3CNeARar).

TopaceMun He ce qUaNH3apa U Nopaay TOBA XEMOAHAIH3aTa HE YBETHYaBa eNUMUHALIUATA.
Jleuenue npu xunosonremus. 06eMo3aMeCTUTENIHA TEPATIHAL
Jlewenue npu xunoxaiuemua: cyoCTUTYHPALO JeYEHHE C KATTHH.

Hevenue npu yupxKyaramopen Kojianc: aHTHIHOKOBO NONOXKEHHUE, AKQ € HEGﬁXDI{HMD — dAHTHIUOXOBO
JNEYEHUC,

Cnewnu mepru npu anaguraxmuyer uiox
Ilpy mosea Ha HBPBMTE CHUMNTOMH (HANp. KOXHH peaklUH, KaTO YPTHKapHs HIIH
HECTIOKOWCTBUE, rnaBobonue, H3NOTABaKe, rafieHe, UHaHo3a):

— QCUTYPRCTE UHTPABCHO3CH NIHT CHOTRBCTHO,
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— OCBEH CTaHJApTHHUTEC CNELUHM NPOLEAYPH, MOCTABETE MallHeHTAa B JIECHAJIO IOJOKEHHE C
OBJUIHATH Kpaxa, NOYNCTETE JUXATETHUTE NHTHILA ¥ 00auLIBaliTe ¢ KHCIOPOS;

— @Ko € HeoDXOomMMO c€ MNpeAnpreMaT JONBIAHWUTENHH CIHCIIHH MepKH (BKIHOHHTENHO
MPHJIOKEHNE Ha aApeHaniH, 00EMO03aMECTHTEHA TePaTHd, INIIOKOKOPTHKOUIH ).

5. ®APMAKOJIOI'MYHU CBOMCTBA
3.1 PapMaKoAHHAMMYHH CBOHCTBA

dapmakoTepaneBTHYHA Tpyna: OPUMKOBH JAHYPETHLH
ATC xop: CO3CAQ4

MexaHH3bM Ha JeHdcTBue
TopaceMuyl TPHTEXKABA CANypeTHUYEH e(eKT, KOHTO ce OCHOBABa HA MOTHCKaHe Ha GnOpevyHarta
peabcopOLM Ha HaTpui ¥ XJIOp B ACLEHACHTHOTO paMo Ha OpuMKkara Ha XeHIe.

PapMaKoIUHAMHUYHHU ePeKTH

[Ipu xopa, AUYPETHUHHMAT e(EeKT clie/] HHTPABEHO3HO M NEpOpalHO MPUNOXKEHHE OBpP30 JAOCTHra
CBOA MaKCHMYM Mpe3 MBPBHA HAC M CLOTBETHO 2. U 3. yvac W Npoabmkasa A0 12 yaca. Ilpu 3apaBu
UHAMBHAK € HaOMoAaBaHO 3acHiIBaHe HaA JUype3aTa, MPOMOPLKHOHAIHO HA JIOTAPHThMA Ha J03aTa
(“BucOKO-TaBaHHa akTUBHOCT , “high-celiling activity”), mpu ao3u B pamkute Ha 5-100 mg. 3acuiBaHe
Ha AUypes3ara MOXE CBIIO [a C€ TNOJYYH H B ClIy4ad, KOraTo ApPYr¥ AHYPETHIIH BeYe HA OKa3BaT
AOCTATBUHO  JeHCTBHE (HalpuMep TUa3zuaAM WAM  JAeHCTBallliTe B AWCTalIHUTe TYOyiH
KanuHChXpaHsBaly), HANp. PH NAMEHTH ¢ yBpeaeHa OLOpedHa QyHKIHA.

BcenencrBue Ha Te3d CBOMCTBA, TOpaceMHMA BOAM 110 MOOMIM3auMs Ha oroudte. B cmyyall Ha
ChpAEYHA HENOCTATHYHOCT, TOPACEMH] TOA0OPsABa CHMNTOMATHKATA, KATO MOAOOpABA U MHOKapAHaTa
(pyBKLHA NOCPEACTBOM NOHMXKABAHE HA OPEI- U CICHATOBAPBAHETO,

5.2 PapMaKOKHHETHYHH CBOHCTBA

Ab6copbling U pasnpenencHye

Hogeue ot 99% oT Topacemu/ ce CBBP3BAT C NIA3MEHUTE TIPOTeNHH, MeTabonuTuTe M1, M3 u M5
ce CBBP3BAT ChOTBETHO B 86%, 95% n 97%. Habmonasanusar obem Ha paznpeaencsne (V) e 16 1.

buoTpancdopmaitig

IIpy xopaTta TopaceMun ce MmertaGosm3vpa Ao Tpd Mmertabonuta M1, M3 u MS. Hama nansu 3a
CBIIECTBYBAHETO Ha Apyrd metabonutd. MertabGomutute M1 u MS ce nonayyaBaTr ype3 NMocTeneHHo
OKCHAMPaAHE HA METHIIOBATA IPpyra Ha QPEHUIOBUS NPbCTEH A0 KapDOKCHIHA KUCETHHA, 3 MeTabOJUThT
M3 upes XUAPOKCHAKMpPAHE HA TPbLCTEHA.

Mertabonutute M2 1 M4 | KOUTO ce OTKpHBAT B U3NMTBAaHHS NPH XHBOTHH, HE C& OTKPUBAT IPH
Xoparta.

EnMMUHUpaHe




IIpn 3npaBy HHAMBHAW TEPMHHAJIHOTO BpEeME Ha IOJYXKHBOT (tjz) Ha TOpaceMHMA MW HETFOBUTE
META00NHTH € 3-4 yaca. OOMMAT KAMPBHC HA TOpaceMHua € OT nopaabka Ha 40 ml/min, 6b0peunuaT
KJUpBHC € npubauzutenyo 10 ml/min.

llpn 3apaBH HHAMBUAY, npubnuaurenno §0% ot mpuioxeHaTa 103a C€ OTKPHBA B YPHHATA TOJ
¢opmara Ha TopaceMH]{ U MeTabOTUTHTE MY B CIEAHOTO CPENHO NPONEHTHO ChABPXKAHHE: TOPAaceMH] -
npubansuTento 24%, merabonur M1 - npubausutenHo 12%, MetaGonut M3 - npubnuzurtenHo 3%,
meTabonut M5 - npubnuzutenHo 41%. OcHoBHUAT meTabonut MS He npuTexaBa AMypeTHYeH eeKT;
npuOau3nTeNHO 0010 10% oT hapMakOKHHETHYHHS eeKT C& AbIBKK Ha aKTMBHHMTE MeTabonuti M1 u
M3.

[Tpn OBOpeyHa HEAOCTATHYHOCT, OOIIMAT KIUPBHC U BPEMETO HA NIOJY-CIHMHHUPaHe Ha ToOpaceMu,
OCTaBar HENPOMEHEHEHH, BPEMETO Ha mnoayeluMHHHMpasHe Ha M3 u M5 ce yabsmkara. Benpexn Topa
hapMaKOOUHAMHYHHAT NpOoQHUN OCTaBa HEMPOMEHEH, BpPEMEeTe Ha HeHCTBHE He ce NOBIMSBA OT
crene’Ta Ha ObOpeynaTa HeZOCTATHLYHOCT. TopaceMHJ W HETOBUTE METAGONIMTH C& H3TbYBAT B
HE3HAYHMTETHA CTENEH YPe3 XEMOAHATTN3A HIU XEMODUNTPALIHA.,

[Ipy mauMeHTH ¢ HapyileHa yepHoApoOHA (PYHKLMA UM CHpPACYHA HEAOCTATHYHOCT, BPEMETO Ha
nony-cJIMMHHMpaHe Ha TopacemuJ W Merabonuta M5 e neko yABMKEHO, a KOJHUYECTBATA HA
BCICCTBATA, U3/IBUEHH ¢ YpHHATA, OTIOBAPSAT HA TE€3H MPH 3ApaBH Xopa.

CnenoBaTeIHO He MOXe /1a C€ 0YaKBa KYMYJIMpaHEe Ha TOPAacEMHM/ H HETOBHTE METaOOMNTH.

JIMHERHOCT

TDPHCEMHH H HEroBHTE METabOIHTH ce XapakKTepH3npar ¢ A4030-3aBHCHMA nHeHHa KHHETHKA, T.C.
MaKCHMa/lHATa CEPyYMHa KOHLEHTpaluusA W NIOUIUTE MOJ KPHUBHTC Ha CEPYMHHTE HHBA HapacTBaT
MponopuHoOHAJIHC C YBEJIHYABAHCTO Ha A03ara.

53 IIpeafKNHHHUYHH JaHHH 32 0€30HACHOCT

EKCIEpUMEHTHTE ¢ JKUBOTHH 3a (¢apMmaxoaorus Ha 6e30lacHOCTTa, XPOHHYHA TOKCHYHOCT,
MYTAr¢HHOCT 1 KaHLIEPOr€HHOCT HE JaBaT AaHHM 3a NO-BHCOK PHCK NIPH MPHIIOKEHHE ¥ XOpa.

B npoyuBaHHs 3a penpOayKTHBHA TOKCHYHOCT, HAMa JaHHM 32 TEPATOTeHHH edeKTH y MIbXOBE.
He3aBUCHMO OT TOBA, NMpM BHCOKH [034 Y OpeMeHHH 3alilid U NABXOBE c€ HaGIIOZABAT TOKCHYHM
edext 3a nmioaa M Mailikara. [Ipd mMIBX0Be € OO BB3MOKHO JAEMOHCTPHDaHe Ha NPEMHHABAHE HA
TOpaceMyA npe3 mianeHrara. He ce Habmozasar edexty BBpXY QEPTHIHTETA.

6. PQAPMAINEBTUYHHA JAHHHN

6.1 CnHehLK HA TOMOUIHNTE BelllecTBA
HatpueB xuapokcun
TpoMeTaMon
Makporon 400

Bona 3a MHXeKHHHU

6.2 HecLBMeCTHMOCTH

Tpugac 10 mg/2 ml He TpabBa na ce ynorpedsABa 3aeJHO ¢ APYTH JIEKAPCTBEH
B MHXKEKLIHSA HIH HHY3HA.



6.3 Cpok ua rogHocr

3 rogMHH.

Ot MuKkpobHoJIOryuHa raeaHa touka, Tpudac 10 mg/2 ml tpabpa na ce M3NoA3Ba BeJHAra clej

I'bPBO OTBApsHE. AKO HE C€ HM3MOJ3Ba BeJHAra, OTTOBOPEH 3a MpPOABMKHTEIHOCTTa B YCIOBHATA Ha
ChXpaHEeHHE TTPean ynorpeda € To3M, KOHTo ro ynorpebsasa.

6.4 CrelnanHu yCNOBHS HA ¢ChXpaHeHHE

Ila ce cpxpanasa nog 30°C.

6.5 Bua u cpappranne HA ONaKOBKATA

AMiynH 2 ml oT npo3pavyHo CTHKIIO
OpuriuHanHi oNnaKoBKH ¢ S v 25 amnyay (¢ 2 mi).

He BcH4KH BUAOBE ONAKOBKH MOTAT Aa OBJAT MYCHATH B NIpojax0a.

6.6 Cneunannn npeanaziy MepKH NPH H3XBBPJIAHE

Hnxextupaite camo OUCTpH pa3rBopu!

M3non3eaiite HHXEKIIHOHHHAT Pa3TBOP BeAHAra cjel NbpBo oTBapaHe. OCTaHANOTO KONHUYECTBO Ce
M3XBBPIIA.

Hensnonssauusr nekapcTBeH NPOAYKT HAH OTNMAABbYHWUTE MaTepHANM OT Hero TpsadBa ga ce
H3XBBPJIAT B CHOTBETCTBHE ¢ MECTHUTE U3HCKBaHHA

7. IIPHTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Menarini International Operations Luxembourg S.A.
1, Avenue de la Gare

L-1611 JhokceMGypr

8. HOMEP(A) HA PAZPELHIEHUETO 3A YIIOTPEBA
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9. JATA HA IIbPBO PA3ZPEINABAHE/IIOJHOBABAHE HA PASPEIIEHHUETO
3A YIIOTPEBA

JlaTa Ha NMBEpPBO paspelnaBane: 23.07.2002 r.
Hara Ha nocaegHo rnogHosaBaHe: 13.03.2008 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
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