KPATKA XAPAKTEPUCTUKA HA NMPOAVKTA

1. WME HA IEKAPCTBEHUA NPOLAYKT

Trifas® Cor e /

5 mg tablets USIBAHITERHA Al EHWMY NU NEKAPCTBATA |
Torasemi d e Kpamua xapawmepucmura Ha lipodyxima - n.;mnm;ﬂue 7
Tondac® Kop Kom £V ““\%’Oﬁx’\%"b@ﬁt ;
5 mg TabneTku

Topacemun Odobpenp: ///5/5"67/57‘?

AKTHBHO BeujecTso: Topacemua (torasemide)

2. KAYECTBEH " KOJIMYMECTBEH CbCTAB

1 Tabnevka cegepxa 5 mg TopaceMug (torasemide).
CogbpXaluaT ce B TabneTkute TopacemMmns e 8 ctabunHarta Moaudrkauns dopma 1.

3a noMolHuTe BeltecTBa BX. T. 6.1.

3. JIEKAPCTBEHA ©OPMA
Benn kpbriv TabneTiku ¢ AenMTenHa YepTa oT egHaTta CTpaHa.

4. KJIMHWYHU JAHHM
4.1 TepaneBTUYHU NOKA3aHUA

JleyeHne w npodunakTnka Ha OTOUM WMWiK U3NMBU, [PUYUHEHW OT CbpaedHa
He0CTaTb4YHOCT.

4.2 [0o3MpoBKa N HAUUH HA NpUIoXKeHne

JleueHueTo Tpsabsa Aa 3aroyHe ¢ 5 mg Topacemup AHEBHO.

Tasu go3a 06uKHOBEHO TPsiIGBa Aa Ce NpueMa 3a roAabpikalla f03a.
B cnydalt Ha HepocTaTbyHa e(eKTUBHOCT M B 3aBUCUMOCT OT TEXEeCTTa Ha K/MHW4YHaTa

KapTWHa, TasW [03a MoXe Aa ce yBenuuu go 20 mg TopaceMus AHeBHO.
Mpu HepocTaThyeH edekT oT obuyaiHaTa fo3a 5 mg TopaceMua Ha AeH, MOXe Aa ce

HasHauyu siedeHue ¢ 10 mg topacemua. B Tesu crydan ce apyema no 10 mg Topacemui
NHEBHO W B 3aBUCUMOCT OT TEXECTTa Ha CbCTOSHUETO, A03aTa MOXe Aia ce yeennyin ao 20 mg

TopaceMua AHEBHO.
[IpUnoXxeHne K NpPoALMKUTENHOCT Ha NeYeHNeTo

Tabnetkute Tpsibea fa ce npuvemat 6e3 fga ce AbBYaT, C AOCTaTbYHO BOAA, CYTPMH.

buonornyHata aKkTMBHOCT Ha TopaceMni He 3aBUCK OT NpUeMa Ha XpaHa.
MNpoALKUTENHOCTTa Ha 1IeYEHUETO 38BUCHU OT NMPOrpeCUPDaHETO Ha 3ab0/inBaHETO.

3abenexka 3a pa3fesigHeTo Ha 1abreTkuTe:
TabneTkUTE MOXE JIECHO fa Ce PasHynaT Ha ABe 4vacTu (hdenutenHaTta vyepTa e OT egHaTa

CTpaHa), KOETO no3BosisiBa A03MPAHETO Ja Ce NPUCMOCobKN B CLOTBETCTBUE C HYXAUTE.
MocTaBeTe TabNeTKuUTe BLPXY TBbpAa fOBbLPXHOCT.
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HaTtucHeTe ¢ ABaTa naneua OTtnAsaBo 1 OTAACHO Ha AenuTenHaTa Yepra.
Taka ce rocTura no-secHo pasaensiHe Ha TabneTkara.

[1aLMEHTH € YEPHOAPOOHS HEROCTATHYHOCT
JleyeHnero TpabBa Aa Cce npoBexaa ¢ BHUMaHME MOpU NaUWeHTU C ydepHoapobHa
HeOCTAaTBYHOCT, TbA KaTO MOXE fa Ce yBenuyaT f1asMeHnTe H1Ba Ha TopaceMus.

[laypeHTy B HarpeaqHans Bb3pact
He ce Hanara npoMsiHaTa B gosata Npu nauueHTy B HanpeaHana Bb3pact. Hama obaue
BOCTaTbYHO NpoyyBaHusl, CpaBHABaLIW MaUUeHTV B HanpeaHana Bb3pact € MAaAM nalueHTu,

4.3 TlNpoTvBONOKa3aHus

Tpudac® Kop He TpsibBa fa ce npunara 8 chyyaid Ha:

—  CBPbXUYYBCTBUTEAHOCT KbM aKTUBHOTO BeWecTBO Topacemus, cyndaHunyperHu
NPOAYKTU UNY HAKOE OT NOoMoLHWTe BellecTsa Ha Tpudac® Kop;

—  6ubpeuHa HegoCTaTbLYHOCT € aHypUs;

—~ YepHoapobHa KoMa unn npekoMma;

—  XUMOTOHUSA;

—  XUNOBONEMUS;

—  XUNoHaTpUeMusl, XMnoKanuemms;

—  3HauMTeNHN CMyLeHus Npu ypuHupaseto (Hanp. NpuYMHEeHu OT XWUFRepriiasus Ha
npocraTaTa);

—  KbpMeHe.

4.4 CrneuuanyHu npepynpexaeHus ¥ npegnasHy MepKu npun ynorpeba

TeWM Kato 3acera funcea AoCTaTbyeH KIUHWMYEH OnuT, TopaceMup He TpsibBa aa ce
npunara B ciydan Ha:

- fiogarpa;

— aputMum (Harp. SA 60K, BTOpa CTeneH WK MvneH aTpUoBeHTpUKynapex 6nok);

—  [AaTONOMYHN NPOMEHU B afKaIHO-KUCESTMHHOTO PaBHOBECUE;

—  e/]HOBPEMEHHO flieueHKe C NNTUIK, aMUHOTAIUKO3KAU WK LedanoCnopuHu;

—  MaTONOMNYHU NPOMeHK B audepeHunanHaTa KpbBHa KaptuHa (T.e. TPOMBoUUTONEHNS
. u aHemuss npy naymeHTy 6es 6bb6peyHa HegoCTaTLHYHOCT);

— HapylieHa 6b6peyHa GyHKUUS, NPUYUHEHa OT HePOTOKCUYHU BELLECTBA;

— peua noa 12 rogue.

Tpudac® Kop coabpxaT naKrosa. ET0 3al10 naumeHTU ¢ pefiku HacieactseHn npobremm
KaTo HeloHOCMMOCT KbM raflaKTosa, naktaseH aeuuut wnv Manabcopbums Ha rnokosa/
ranakrosa He Tpabsa Aa NpUeMaT TO3U fieKapCTBeH NPOAYKT,

4.5 B3anMmopelcTBME C APYrv NeKapCcTBeHW NPOAYKTHM M Apyru ¢opMu Ha
B3auMopencremne

Tpsibsa Aa ce MMaT NpeaBua cneaHUTE NeKkapcTaeHy B3anMoeUCTBIUS:

TopaceMna 3acuiBa REWCTBMETO Ha APYrY XUNOTeH3WBHU fNekapcTBa, ocobeHo Ha ACE-
nHxMbuTopute. Ako Tpabsa Aa ce npunoxar ACE-uHxubutopu, Kato AOMbAHeHue unuv
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He3abaBHO cnell neyeHWe ¢ TOpacemMusd, TOBa MOXe fAa [oBede A0 CWAHO CriadaHe Ha
KPbBHOTO HansaraHe.

[Tpean3BuKaHOTO OT TopaceMu NOHWXKaBaHe Ha Kanus, MoXe Aa AoBede [0 3a4ecTsBaHe
N 3aCUBaHe Ha HEeXeNnaHUTe peakuyn Npyu e[HOBPEeMEeHHO MPUSIOKEHWe Ha LSUITanucosm
npenapaTu.

TopacemMuii, MOXe Aa 0Tcnabu AencTBUeTo Ha aHTUAMAbETHUTE nekapcTsa,

[pobeHelma U HeCTepoOUgHUTE NPOTUBOBLIMANUTENHN NeKapCTBa MOXe Aa NoTucHar
ANYPETUUHOTO U XUTIOTEH3IUBHOTO ASUCTBKE Ha TopaceMua.

B cnyyan Ha neveHue ¢ BUCOKU A03U canvunnaty, Topacemua, Moxe a 3acuiiv TOKCUYHUA
e(eKT BbpXy LeHTpanHaTa HepBHa cucremMa.

OcobeHO B c/iydall Ha NeyeHue ¢ BUCOKU [03u, TopaceMui, MOXe Aa 3acunn oTo- YU
HepOTOKCUMUHUTE e(EeKTU Ha aMUHOTKKO3WAHWTE aHTMBMoTUUM (Hanp. KaHaMUUWH,
reHTaMuumH, TOBpaMuULIMH), Ha nNPoOM3BOAHWTE Ha NNaTUMHaATa UWTOCTaTULM, Kakio W
HethpOoTOKCMUHUTE edeKT Ha LledanocnopuHuTe.,

Topacemmuyy MOXe Cblo fa 3acunv  AeUCTBUETO Ha  TeodunuHa, KakTo WU
MyCKyopenaxkcupallims eekT Ha Kypape-nogobHure nexkapcrBeHu NpoayKrn.

JlakcatyBHY NeKapcTBa, a CblWl0 U MWUHEpaso- U FJHOKOKOPTUKOUAM MOXEe Aa 3acunsT
NPean3BKKaAHOTO OT TopaceMua NoHVXXaBaHe Ha Kanus.

EAHOBPEMEHHOTO AeYEHUE € Topacemua, U NUTUK MOXe fa AoBeae A0 ysennuaBaHe Ha
CEPYMHUTE KOHLEHTpauUuWM Ha NUTUsl U Taka Aa NpeausBuKa 3acunBaHe Ha AeUCTBUETO W
HeXenaHute peakunn Ha auTuns.

TopacemMu, MOXKe f1a NOHWMXN Ba3OKOHCTPUKTOPHOTO AEUCTBUE Ha KaTexonaMuHure (Hanp.
afipeHanunH, HopaapeHannH).

EQHOBPEMEHHOTO fieueHMe € XONeCTUpaMnKE MoXKe Aa 3aTpyaHn NepopanHaTta abcopdums
Ha TopaceMu, 1 No TO3K1 HaudynH 1 XenaHua edeKrT.

4.6 bpeMEeHHOCT 1 KbpMeHe

bpeMeHHOCT

Hama aocTtaTbuHO KIMHUYEH OnWUT 3a eeKTUTE Ha TopaceMua, BbpxXy eMOpuoHanHoTO U
(METANHOTO passUTHE Y Xopa.,

ONUTUTE C XKMBOTHU [MOKa3BaT PerpoayKTuBHa TOKCUYHOCT. [Py OnuTe 8 XMUBOTHU
TOopacemMua, npeMuHasa npes nnayeHrarta (BxX. T. 5.3).

J10 HaTpynBaHETO Ha AOCTaTbYHO AaHHW, TOpaceMMA MOXE Aa CE U3MOoM3Ba Mo BpeMe Ha
6peMeHHOCT caMo MNpyY SICHO onpepeneHa HeobxogmmocT. B Tesn cnyyam Tpabea ga ce
M3M0/13Ba CaMo Han-HUCKaTa edeKTUBHa A03a.

AuypeTuunTe He ca NoAXOAsIM 3a PYTUHHO NleyeHe Ha XUNEPTOHUA Y OTOoLM Mo Bpeme
Ha GpeMeHHOCT, 3alloTO MOraT Aa Hapywat nepdysusta Ha NnadeHTapHata Sapuepa 1 no
TO3W HauMH fla HapywaT U BbTPeyTPobHOTO pa3BuTMe. AKO Ce Hanara NpUNoXeHWeTo Ha
TOpacemMusi 3a CbpledHa U 6bOpeuHa HeAOCTaTBMHOCT Y OpeMeHHW, enekTponuTutTe W
XeMaToOKPUTBLT, KaKTO M PacTEXbT Ha nioga Tpsbsa CTPUKTHO Aa ce npocneaaBar.

Kbpmere

Hama aaHHy 3a npeMyMHaBaHe Ha TopaceMua B MayuHOTO MIISIKO TIpK xopa Wik XXWBOTHM.
ET0 3allo NDUNOXEHNETO Ha TOpaceMMA o BpeMe Ha KbpPMeHe € MPOTUBONOKasaHo (BX. T.
4.3), A0 Ce Hanara npunoXewne no BpeMe Ha KbpMeHe, KbpMmeHeTo TpsabBa fAa ce
fpeycraHoBuy.
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4.7 EdexT BbpXY cnocobHocTTa 3a WwopupaHe M paboTa ¢ Mallnln
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Jaxke 1 npu npaeBunsa ynotpeba TopaceMua MoXe Aa nosfnsie peakTUBHOCTTa A0 TaKaBa
cTeneH, ye Aa ce 3acerHar cnocobHoCTUTE 3a aKTUBHO yuacTUe B ABMXEHWETO NO NMbTULlaTa
nnv paboTa C MauivHu uny pabota 6e3 crabunHa onopa.

ToBa ce oTHacsa ocobeHo fipu 3anouBaHe Ha NeYyeHuneTo, yBenuyaBaHe Ha [o3aTa N B
CNY4anTe Ha 3aMsHa Ha JIeKapCTBEHW MPOAYKTY UMY 3anouBaHe Ha ChbNbTCTBAllo nederue,
KaKTO W MNpU CbUeTaBaHe C aJikoxorl.

4.8 Hexenauu nekapcrBeHU peakuyumn
CnefHuTe HexenaHu edekTy MOraT 4a ce FoassiT no BpeMe Ha neyenne ¢ Tpudac® Kop.

3a oueHKa Ha HeXenaHuTe edeKTy ce nNpuema ceaHaTa vYecrora:

MHoro vectu: =2 10 %

Uecth: 21 % -<10%

Hevectn: 2 0.1 %—-<1%

Peaku: = 0.01 % —-< 0.1 %

Mdoro pesku: < 0.01 %, BraouUUTENHU N30NUPAHN ClyYan

MeTabonnsabm/eneKrponvTi

YecTn: BnowapaHe Ha MetabonutHa ankanosa. MyckynHun kpamnu (ocobeHo B Hayanoto
Ha NevYeHneTo). YBennueHa KOHUEHTPpaLMsa Ha NMUKoYHaTa KUcesiuHa W ToKo3aTa B KPbBTA,
KaKTO M Ha nMnugure B KpbsTa (TPUrAMUepuan, xonecrepon), XMnokanmemus,, 8 CbueTaHue C
oveta, GeflHa Ha Kanui, Npu NOBpbllaHe, Avapus, cnel U3Mon3BaHe Ha BUCOKKM L03W
naxcaTUBY, KaKTO W MpKU MaLUeHTU ¢ XpoHUUHa YepHoapobHa ANchyHKUMS.

B 3aBMCMMOCT OT A03aTa W NPOALKUTEAHOCTTa Ha JedYeHWETo MOoraT fa ce NposaBAT
HapylleH BoAHo-eflekTposinTeH 6anadc, 0CobeHO XUNOoBONeMusl, XUnokanuemms u/vnm
XUNOoHaTPUEMUS,

Cbpae4Ho-Chb10Ba CUCTEMA

MHOTO peakM: B 3aBMCUMMOCT OT XEMOKOHUeHTpauusiTa MoraT fAa ce nposssaT
TPOMBOEMBONUMHN YCROXHEHWUS, ChCTOAHUA Ha OObPKBAHE, KAKTO 1 CbPAEUHM W LeHTPanH
LIMPKYNaTOPHU Hapyllenrns (BKNIOUYUTENHO CbpAeYHa W MO3bYHa ucxemust). ToBa MoXe fAa
JoBefe Harnp. 40 apuTMUW, aHrMHa NeEKTopuc, OCTbP MUoKapaeH MHBapKT UK CUHKONM.

CToMalllHO-YpeBeH TpaKT
YeCTn: CTOMallHO-UYpEeBHU HapyLleHusl Hanp. fMca Ha aneTut, cTtoMalliHa 6onKa, rageHe,

NOBpLLUAHE, Anapus, 3aMeK), ocobeHo B Ha4anoTo Ha neueHneTo.

MHOro peaxku: rnaHKpeaTur.

brbpeLi 1 oTaeanTenHa cucTtema
HeuecTtu: yBennu4yeHn H1Ba Ha KpeaTUHUH U ypesa B KPbBTA.

Mpy naumeHTM ¢ Hapyweka Mukuus (Hanp. nopaav Xunepniasust Ha npocrartara),
noBuILEHOTO 06pasyBaHe Ha ypvHa MOXe fAa [AOBeje [0 PeTeHuMsl Ha ypWHa U Ao
npepa3sTaraHe Ha MUKOYHUA MeXyp.

YepeH apob
YecTn: noBuILERN HMBa Ha onpeaeniedn YepHoapobrn eHsuMn (rama-I'T) B KpbBTa.




KoXa, anepruyHy peakuum

MHoro pefku: anepruddn peakuvy (Hanp. NPYpUTycC, ek3aHteM, OTOUYBCTBUTENHOCT),
TEXKN KOXHU peakunv,

KpLB # XeMornoeTnuyHa cucTema
MHoro peakv: HaMmaneH 6pon TpoMBoLMTY, EPUTPOLINTU /NN NEBKOLINTN.

Q6UM

YecTn: rnasobonue, 3aMasHocT, ymopa, cnaboct (ocobeHo B Ha4anoTo Ha NevyeHneTo).
HeuecTn: KCEpoCTOMUS, napecresnii.
MHOro peaku: HapylweHna B 3peHneTo, WyM B yluuTe, 3aryba Ha cnyx.

Sabenexxm

[pn NpoawmKUTENHO fNievelrie TpabBa penoBHO Aa ce npocienssa eneKTponTHUS
6anaHc, ocobeHo cepyMHUA Kanvu,

Ha onpepenenn uxtepBanu TpabBa fa Ce NpPOCNeasBaT ¥ HWBaTa Ha rioKo3aTa,
NUKOYHAaTa KUCENUHA, KpeaTUHWHA YU NunuanTe.

T KaTO MOXe Aa Ce 04YaKeBa roBuliieHWEe Ha KpbBHATa 3axap ce NpenopbyBa OAU3bK
KOHTPON Ha BbrAeXuapaTtHUa MetabonusbM NpU MauMeHTn € naTeHTeH WA MaHugpecTeH
anabeT. KpbBHUTE KNeTku (epuTpouuTty, NeBKOUMTH, TpombouuTh) Cbulo TpsdBa pfa ce
fIPOChepaBaT Ha peaoBHY MHTEPRany,

OcobeHo B HAYanoTo Ha neveHneTo 1 Npy naumeHT B HanpeaHana Bb3pact, Tpsibea da ce
o6bpHE BHUMaHWE Ha BCKU NPU3HaK 3a 3aryba Ha epuTpoLmMT U XEMOKOHLEHTPaLus.

4.9 Hpepno3npaHe
a) CuMrroMit Ha MHTOKCUKALIMA

He e wu3BecTHa cneundmydba KapTUHa Ha WHTOKCMKauwus. [lpegosupaHero Moxe Aa
NPUYKHY UHTEH3MBHA AUYPE3a, BKIIIOUUTENHO Y PUCK OT 3aryba Ha TeYHOCTU W eNeKTPonnTY,
NOHAKOra CbHAUBOCT, aMeHLMs, CUMMTOMaTW4YyHa XWUNOTOHMS, UWPKynaTtopeH Koianc wunu
raCTPO-UHTECTUHATHN CUMITTOMM.

O) JleyerHue Ha MHTOKCUKALINSTa

CrieuduryeH aHTUAOT He € wu3Becred. [lo NpUMHUWNT CUMIATOMUMTE Ha WHTOKCUKaUWA
u3yesBat KaTo Ce HaMalWu [03aTta Wnn Ce Chpe jfie4eHneTo 1 efHOBPEMEHHO C TOBa CE
M3BBLPLIN CYECTUTYMPaKe Ha TEYHOCTUTE K enekTponutute (Heobxooumo € fa ce u3CneaBsar).

Topacemw] He e puvanu3abunes WM nopagv TOBa XeMmoauanusara He yBenudasa

enuMUHauuaTa.
JleveHue npy xunosoneMusa: obeMHo 3amMecTBaHe.
Neyerne npu XMNokanvemms: saMmectBaHe ¢ Kanuii.
JledeHne npu uMpKyNaTopeH Konanc: aHTUWOKOBO NOJIOXKEHWEe, ako € HeobxoanMo —

dHTULLOKOBO nevcHKe.

CriewHy MEPKU 11PoH aHa@nIaKTUeH LWOK:

Mpy nosiBa Ha MbLPBUTE CUMNOTOMY (HaMp. KOXHW peakuuu, Karo YpPTUKapus Wmm
3a4epBaABaHe, HECNOKONCTBYE, TNaBobonne, nsnoTsBaHe, rageHe, LMaHo3a):
- OCUIYPEeTe MHTPaBEHO3eH MbT CbOTBETHO;




- OCBEeH CTraHOapTHUTE CrnewHW npoueaypy, MOCTaBeTe rfaBa U rPbAHUS KOW B
HUCKO MONOXKEHKE, NoUnCTeTe AMXaTeNHUTE MbTUlla N obauwiBanTe C KUCHopoa;

- @Ko e HeoOxoaAuMo ce npeanpueMaT ACBbAHUTENHU CnelHr Mepku (BKIIYUTENHO
MpUAOXKeHWe Ha aapeHanuH, 0beMo3aMecTuTenHa Tepanus, rMioKOKOPTUKoOMan).

5. GOAPMAKONMOMYHV CBOMUCTBA
5.1 dapMakoanHaMMNYHM CBOMCTBA

dapMaKkoTepaneBTM4Ha rpyna: BpumMKosM GUypeTuLm, canypeTuk
ATC koa: CO3 CAO4

TopaceMu npuUTexasa canypetndeH eqekT, KOUTO Ce ocHoBaBa Ha noTucKaHe Ha
6n6peqHaTa peabcopbums Ha HaTPUK N XNOP B acUeHAEHTHOTO pamo Ha OpuMkaTa Ha XeHne.

[pn xopa auypetnyHuaT edekr 6bp30 AocTura CBOS MakcuMyM NPe3 Mbpeust 4vac U
CbOTBETHO 2pUst —3TUA 4acC cnel i.v. U nepopanHo npunokeHve y npoabkasa A0 12 vaca.
Mipn 3ppaeyu aobposonum e HabniogapaHo 3acuneBaHe Ha Auypesata, NPONOPUMOHANHO Ha
norapuTbMa Ha fo3ata ( MolHa akTusHOCT”, “high-celiling activity”), npu gosu B pamkuTe Ha
5-100 mg. 3acuneaHe Ha AuypelaTa MOXe CblIo Aa Ce MOAyYM B Cnyyan Ha HeaoCTaTb4yHO
AeucTBMe Ha Apyrv auypetuum (HanpuMep Tvasuau wnn eUcTiRalmte B AUCTanHuTe TyBynn
KanuncbxXpanssallu), Hanp. Npy NauueHTy ¢ yepeaeHa 6ubpeyHa dyHKLuUS.

Beneacrtevie Ha Tesn CBOWCTBa, TopaceMua Boau o Mobunuvsaumsa Ha otouute. B cnydan
Ha cbpAeYHa HENOCTaTbYHOCT, Topacemua noaobpsasa CUMNTOMATKKATA, KaTo nofobpssa w
MUoKapaHaTa (YHKUMA 1OCPeACTBOM MOHWXKaBaHe Ha npea- W cneaHatosBapBaneTo. Cneg
nepopaneH NpUeM aHTUXUNEPTEH3MBHOTO AENCTBME Ha TOpaceMu 3ariouBa [a Ce fposiBsaBa
6aBHO npe3 rnbpBaTa ceaMulla OT JISUYEHUETO; MaKCUMaNHUAT aHTUXUNEpTEH3uBeH edeKT ce
nocTura npubnmsutTenHo He no-KsCHO oT 12 ceaMmun. TopaceMug FfOHWXKaBa KPBBHOTO
Hansrase, KaTo roHmxaBa BbTPEChAoBUS 006eM, a NMo-KbCHO U NEpUdPEPHOTO CBNPOTUBEHUE.

To3mM edekT Ce oTAaBa Ha HOPManuU3npaHeTo Ha HapylweHus enekTponuteH bananc,
[1aBHO OT NOATUCKAHETO Ha MoBULLIEHATa aKTUBHOCT Ha cBobogHuTe Ca 2+ MOHWU B KNETKUTE
Ha cbaoBaTa MyckynaTypa Ha apTepuuTe, KOUTO Ce OTKPVUBAaT MpW NaUMEHTU C XUMEepPTOHUS.
BepostHO TOBa AeUCTBME MOHMKaBa 3aCMNeHUA KOHTPAKTUIUTET 1/unu 0TroBopa Ha CbAOBETE
KbM eHIoreHHUTE KOHTpaxvpally BeLecTBa, Hanp. KaTexonaMuhuTe.

5.2 ®apMaKkOKMHEeTWYHM CBOMCTBA

Pe3opbiLps 1 pasripeqesienne

Cnea nepopaned npueM, Topacemusl ce abcopbupa 6LP30 WU NOYTU HaMBLAHO,
MakcuManHuTe CepymHuU HUBa ce gocruraTt 4o 1-2 yaca.

BuoHannuHociTa e okono 80-90 %; npv npegnonaraema MbiaHa pe3opbums, e@eKTsT Ha
MbpPBO NpPeMUHaBaHe npes YepHua apob pocrtura makcumando 10-20 %.

HeaByCMUCNEHWAT pesynTaT OT faHHWTE OT ABe Npoy4YBaHWsA MNOKasBa, Ye BbPEKU 4e
(3aBMCMMaTa OT BPEMeTO) CKOpocT Ha pe3opbums Ha TopaceMws Hamanssa cnefj npueM Ha
XpaHa (no-Hucka Cmax, KakTo ¥ NoBUILEHU CTOMHOCTM Ha tmax), obuaTta pezopbuus Ha
TopacemMua He ce NoBansiea OT NpueMa Ha xpaHa.




[Moeve oT 99% OT TopaceMusz ce CBbP3BaT C ryiasMeHuTe NpoTenHu, Metabonutute M1,
M3 u M5 ce cBbp3BarT cboTBeTHO B 806%, 95% un 97%. HabnwopaBakmsaT o00eM Ha

pasnpeaeneHue (Vz) e 16 1.

Merabosmizobm

oy xopaTta TopaceMua ce TpaHcdopMupa B Tpu Metabonuta M1, M3 n M5, HaMa gaHuu
3a CblUecTBysaHeTo Ha apyru metaboantn. Metabonutuie M1 1 M3 ce nonyyaBat uypes
MOCTENEHHO OKCHAWpaHe Ha MeTuhRoBaTa rpyna Ha (deHWnosusi npbCreH A0 KapbokcuniHa
KucennHa, a MetabonntbT M3 Ypes3 XMapoKCUInpaHe Ha NpbCTeHa.

MeTabonutute M2 N M4, KOUTO C€ OTKPUBAT B U3MUTBAHUSA NPU XXUBOTHU, He Ce OTKPUBaT
Npy Xopara.

TopaceMus, U HeroBute MetabonuTi ce Xapakrepusmpar ¢ [030-3aBUcuMa  JINHEKHA
KUHETHKE, T.&. MakcuManhata CepyMHa KOHLIEHTPaLYS W NAoLUMTe oS KPUBUTE Ha CEPYMHUTE
HUBa HapacTBaT NPOornopUNoHanHo ¢ yBennyaBaHeTo Ha Aosara.

EnviMuHaL st

Mpn 3apaByu MHAMBUAW TEPMUHANHOTO BpeMe Ha nonyxusot (t1/2) Ha TopaceMng ¢
HeroBute Metabonuty e 3-4 yaca. O6MAT KAKMPBHC Ha TopaceMmna € OT nopsabka Ha 40
ml/min, 6L6peuHun KMpuvHC e NpubnnsutenHo 10 mi/min.

[py 3apasu Aobposonuy, npubnusutenHo 80% oOT npueTaTta Ao3a Ce OTKPUBA B ypuHaTa
nog dopmata Ha TopacemMma U MeTabonuTUTE MYy B CeAHOTO CpefHo  MNPOLEHTHO
cbabpXaHue: Topacemna - npubnusutenHo 24%, metabonut M1 - npubnusutenHo 12%,
metabonut M3 - npubnuzutenHo 3%, Mmetabonut M5 - nipubnusutenHo 41%. OcCHOBHUAT
MeTabonut M5 He npuTeXasa AvypeTudeH edekT; npubnusmtendo obwo 10% or
(hapMaKkOAMHEMUYHOTO ASUCTBUE Ce AbMKN Ha akTuBHUTE MeTabonutn M1 1 M3,

Mpy 6bOpeYHa HedoCTaTbYHOCT, OOWNAT KIMPBLHC U BPEMETO Ha NOJy-eNMMUHUPaHe Ha
TOopaceMn ocTaBaT HenpoMeHeHeHu, BPEeMeTO Ha nonyenuMuHupane Ha M3 UM M5 ce
vAib/DKaBa. Bbripekn ToBa ¢dapMakoanHaMUYHOTO JeNCTBNE OCTaBa HerpoMeHeHo, BPeMeTo Ha
AeUCTBUE He Ce NoBAMsBa OT CTeneHdta Ha ObbpeuHaTta HegoCcTaTbuHOCT. Topacemmg U
HeropuTe ™MeTabonuT ce U3NbYBAT B HE3HayuTesiHa Ccrened 4pes xeMogauvasnvsa Wnu

XeMohUnTpauus.

Mpy NauweHTy ¢ HapyweHa 6bbpeyHa GMYHKUUS AWM ChpheyHa HegoCTaTbYHOCT, BPEMETO
Ha nony-enMMUHMPaHe Ha TopacemMma N Metabonuta M5 e NleKo yABMKEHO, @ KondyecTeara
Ha BellecTsaTa, U3nBYeHU C ypyiHaTa, OTroBapsaT Ha Te3u npu 3apaBu Xopa.

CnefoBaTenHo He MOXe fga € oqvakBa KymyaupaHe Ha TopaceMui W HEerosure

MeTabonnTu.

5.3 [Mpeak/iIMHUYHN AaHHH 32 6€30MacCHOCT

OnuTUTE C XUBOTHU 3a apMakonorusi Ha 6e30MacHOCTTa, XPOHUYHA TOKCUUYHOCT,
MYTareHHOCT ¥ KaHLEPOreHHOCT He AaBaT AaHHM 3a NO-BUCOK PUCK NMpY NPUNOXeHWe Y Xopa.

B npoy4ysaHus 3a PErpoAyKTMBHa TOKCMMHOCT, HSIMa AaHHW 33 TepaToreHHW emMexTu y
nnbxoee. HesaBuMcMMO OT TOBa, MPU BUCOKU 03U Y 6peMeHHU 3alilt U fUIbXoBe e
HabnopaBaT TOKCMUYHM edeKT 3a nnoga M Mailkata. Npy nnbxoBe He € AeMOHCTPYMPaHo
MPeMMHaBaHeTO Ha TopacemMuy npe3 njaueHTata. He ce HabniofasaT e@exTn Bbpxy

(hepTunuTeTa.




6. ©OAPMAUEBTUYHU OAHHU
6.1 Cnuchbk Ha NOMOWHWUTE BeleCcTBA

Naktosa MOHOXMOPAT, L@pPEeBUYHO HUWeCTe, KonowaeH Oe3BofieH cunuuMeB [MOKCUA,
marHeauer creapat (Ph. Eur. ) (pactutenen)

6.2 HeCbBMECTUMOCTH
HsiMa.

6.3 CpoK Ha rogHocCT
CpoxbT Ha roaHocT Ha Tpudac® Kop e 5 roauHu,

6.4 Cneunanuu yoioBusl Ha CbxXpaHeHue
Hama.

6.5 [JadHu 3a onakoBKatTa
[TbpBUYUHa onakoBKka: bauctep OT nNpo3pauveH, T8bp4 PVC punM, 3aneyaTtad ¢ anyMnUHUEBO

¢onvo,
BropyuyHa OonaxkoBKa: KapTOHEHa KyTus
JiucTosKa: UH(POPMaLKUg 3a nalueHTa.

OpurnHanHutTe onakoBkn cbabpxaT 20 TabneTku.
OpuriuHanHuTe onakosky cofibpikat 30 TabneTn,
OpuruHanHuTe onakoskn coabpxat 50 Tabnetkw.
OpurnnanHnTe onakoBky ceabpxat 100 TabneTku.
Bonku4HM onakoBkU cbabpxkalun 400 tabnetku (4 x 100).

6.6 CneunasHu npegnazH MepKn Npyu U3XBbprisiHe
HensnonseaHUAT NPOAYKT WA OTMaAbYHUTE MaTepuani oT Hero Tpsabea fa ce U3XBbPAAT
B CLOTBETCTBKE C MECTHUTE U3UCKBaHWA,

7. NPUTEXXATEN HA PA3PELUEHUETO 3A YINIOTPEBA
Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare

1611 Jlrokcembypr

8. HOMEP(A) HA PASPELLEHMETO 3A YINOTPEBA
20020615

9. HAATA HA MbPBO PA3SPELUABAHE/NMOAHOBABAHE HA PASPELUEHMETO 3A

YNOTPEBA
23.07.2002

10. AATA HA AKTYAJIM3NPAHE HA TEKCTA
Oexemspn 2005 T.




