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1. HME HA JJEKAPCTBEHUS ITPOAYKT

Tpugac 200 mg TabneTkH
Trifas 200 mg tablets

2. KAYECTBEH H KOJHYECTBEH ChCTAB

Beska tabnerka ceampxa 200 mg Topacemnn (torasemide). ChbabpxallMsT ce B TabNeTKHTe
Tprdac 200 ropacemus e B ctabunnara Mmoaudukanus hopma L.
[ToMolnHK BelecTBa ¢ K3BECTEH eekT: NaKTo3a MOHOXHApAT 97 mg (px. T. 4.4 1 6.1},

3a NbAHAA CIMCHEK HA IOMOLIHHTE BeIUECTBa, BHKTE TOUKa 6.1,
3. JJEKAPCTBEHA ®OPMA
Tabnetka

Be.l'lH, KpBrITH, JEKO JIBOHHO H30BKHANA TaONETKH ChC CKOCEHH p’bGOBe H OCNHTENHA YepTa HA
KPBCT OT ABETE CTpaHH.

Tabnerkara Moxe na 6b1¢ pa3feiicHa Ha YCTHPH PaBHH JIO2H.
4, KIMHHYHHU JAHHHA

4.1 TepaneBTHYHH DOKAZAHUS

Tpudac 200 mg ¢ nokasaH CHEUMANHO NPH NALMEHTH ¢ TEKKO Hapyllena OnOpeuna (yHKHHSA
(kpeaTHHHHOB KaHpBHC oA 20 ml 3a MHHYTa H/HIM KOHIIGHTpAIMS HA CepYMHHS KpeaTHHWH Haja 6
mg/dl).

3a MoAmbpXKaHE Ha OCTATHYHOTO TPOM3BOACTBO HA YPHHA NpPH NalMeHTH ¢ Texka OuOpeuna
HENOCTATEYHOCT, 4 ChLLO U IIPH JHAIH3A, aKO HMAa HE3HAUMTENHO OCTATHRUHO NPOHIBOACTBO Ha YPHHA
(van 200 ml 3a 24 yaca) TpH HANMYHE HA OTOIRH, H3ITHBH H/UITH BUCOKO KPBBHO HaJAraHe.

Tpudac 200 mg e nNoKa3aH 3a BL3PACTHH.

3abenexka:
Ynotpebara Ha Tpudac 200 mg ¢ nmokasaHa caMo NpH NalHEHTH ¢ TEXKO HapylleHa ObOpevna
{hYHKIMS, & He IPH NaUKEHTH ¢ HOpMaTHA OnOpeuHa gyHkiud (BX. cbwo T. 4.3).

4.2 J03HMpOBKA H HAYHH HA APHJIOKeHHE

03HPOBKA
3alenexxa:
HeobxonymMo e BHEMATCIHO NPOCieIdBaHe HA NaUMeHTa OT fekap no Bpeme H Tpudac
200 mg.




Hosupopkara TpsabBa fa ce OIPeAEIH CHOPe], HHAHBHAYAIHHA CIy4aid W TexecTra HA OnOpeuHara
HEJOCTATBYHOCT.

Jlewenneto Tpabsa ja sanodHe ¢ 4eTBbpT TabaeTrka Tpudac 200 mg (expuBaneHTno Ha 50 mg
TopaceMHA} NHeBHO. B cnyuail Ha HemocTaTHYHO OTACKAME HA YPHHA, TA3H [03& MOXE A CE YBEJIHYH
no nonoeuH Tabnerxa Tprgac 200 mg (exsuBanenTHo Ha 100 mg ropacemu) AHEEHO H 10 MAKCHMYM
or 1 tabnerxa Tpudac 200 mg (ekBuBanentHo 200 mg TopaceMna) AHEBHO.

Heduampuuna nonyaayus

besonacHocTTa 8 eduracHocTTa Ha Tpudac 200 mg npH Tela U IOHOIE Ha BL3pacT Nof 18 roauHn
He € ycTaHoBeHa. ETo 3a110 TopaceMui He Tpa®Ba Ja ce ynortpefsBa NpH Aelia U IOHOWM HA Bh3PacT
o 18 roauny (Bx. T. 4.4).

Heprodpobua Hedocmambunocm
Jleuenuero TpabBa na ce NpoBeXha ¢ BHUMAHWE TIPH NAIMEHTH ¢ YepHOApPOoOHA HEROCTATBYHOCT,
Thi KaTo MOXe A3 ce YBEeAWYAT IUIa3MeHKTe HHBA Ha TopaceMua (BiK. T. 5.2).

Cmapuecka ev3pacm
He ce Hanara npomssara 8 pozarta B crapuecka BuapacT. Hama obaue aoctaTeuHO Npoy4YBaHH,

CpaBHABAIHH IMalX¥CHTH B CTAPUECKA Bb3pacT ¢ No-MJanH.

Havwnn Ha npUIoxkeHue

Tabnetkure Tpabsa ja ce NOTBAHAT € MAJKO TEYHOCT CYTPHH. bHonoruuHara aKTHBHOCT Ha
TOPaceMHM/l HE 3aBHCH OT IPHEMA Ha XpaHa.

Huempykyua 3a pazdensnemo Ha mabiemrume:

TabnerknTe Morar necHo fa ce pa3uynaT HA JIBE HAM YETHPH YACTH C MOMOLITA Ha JEJIMTE/IHATA
YepTa Ha KpheT. 3a Jia ce pasnend, TabneTkara ce MOCTABSA BLPXY PaBHAa NOBBPXHOCT (HAIpP. Maca WiH
paloTeH MOT) ¢ [ieNMTeAHaTa YepTa Ha KPLCT OT ropHata crpaHa. C NoKasalluTe Ha IBET€ PBUE,
Ta0IeTKaTa CE HATHCKA HANSBO H HAASCHO N0 Jb/DKMHATA HA €AHATA ASMTETHA 4epTa, 32 J1a ce pasuynu
Ha JIBC MOJIOBMHH. YeTBbPT TabneTku ce MoiyyaBaT, KaTo MONYYEHHTE NONOBHH TaONETKH Ce pa3dyIIsT
Ha fiBe MO CHILHSA HAYHH.

4.3 IlporHBOnOKA3AHASA

- CBPbXYYBCTBHTEIIHOCT KbM aKTHBHOTO BELIECTBO TOpaceMui, cyndanHaypeHHy HIH HAKOE OT
nomownHTe BellecTea Ha Tpudiac 200 mg, u3bpoeHM B T. 6.1;

- OB0peyHa HEIOCTATLYHOCT ¢ AHYPHA,;

- 4epHOAPODHA KOMa HITH TIPEKOMA;

- XHIIOTOHUS;

- XHIIOBONEMHS;

- XBIIOHATPHEMMA, XMITOKATIHEMHS,

~ 3HAUNTEAHH CMYILEHHS ©0OpH YpHHHpanero (Hanp. NpHYUMHEHM OT XHIEponasus Ha
npocTararaj;

- KBPMEHE (BK. T. 4.6);

- HOpMaJIHa MIIH CaMo eko Hapyliena 6nOpedHa PyHKUNA {KpeTHHUHOB KJI
MHHYT& WHIKR CepyMeH KpeaTHMHWH mo-manko ot 3,5 mg/dl), nopanu puc
TEHHOCTH U €NEKTPOIHTH.




4.4 CrenManuu mpenynpexieHna M Npelnazin MepKH NpH ynotpeba

Teii kaTO 3acera nuncea KOCTaTb4YeH TEPaneBTHYEH OIMT, TOPaceMH7 TpaOBa Aa Ce IpHIara ¢
MOBHUICHO BHUMAHHE B Clyyai Ha:

- nojarpa;

- ChpACYHY apHTMHUK (Hanp. SA 6nok, I unu HI cTenen AV 6i10k);

- NATONOTHYHE TPOMEHH B ANKATHO-KHCENHHHOTO PABHOBECHE;

- EHOBPEMEHHO JIEYEHHE C JIHTHH, aMHHOTNIUKO3HIH HAH 1edanocnopuaH;

- NaTcjAOTHYHH TPOMCHH B KPBBHATA KapTHHa (T.e. TPOMOOLMTONEHHS WIH aHCMHA NPH
HauneHtTH 6e3 6u0pevHa HeOCTaTRYHOCT),

- GbOpeuHa HEAOCTATHYHOCT, IPHYMHEHA OT He)POTOKCHYHH BEILECTRA,

- Jlella ¥ OHOIUY oA, 18 ronuHy;

- KPCAaTHHUHOB KAMPBHC Mexay 20 ml 1 30 ml 3a MHHYTA B/UIH KOHUEHTPALAs HA CEPYMHHA
KpeaTHHHH Mexay 3,5 mg/dl 1 6 mg/dl.

Tpunoxenuero va Tpudac 200 mg MoXe A3 ACBeRE OO TIOACKHTENHYU PE3YNTaTH NPH AOTHHI-
TECTOBE.

He e BE3MOXHO Ja ce npensuan edekTa BLPXY 31paBeTo NpH 3Toynorpeba ¢ Tpudac 200 mg 3a
TOIMMHT LIEJIH; HE MOTAT J1a C€ M3KJIIOYAT PHCKOBE 34 3APABETO,

Tpudac 200 mg coabpixa nakroza. ETo 3al10 NaUMeHTH ¢ pelxKH HacHe/NCTBeHH NpoOIEMH KaTo
HEMOHOCHMOCT KbM Fajaktosa, jakrtaseH aeUUMT HAH ManabcopbLUA Ha TNMOK03a/ rajakrosa He
TpsAOGBa 14 NPHEMAT TO3H JeKapcTBEeH TPOAYKT.

4.5 BiaumojeiicTBHe ¢ ADPYrH JEKAPCTBEHH NPOAYKTH H apyrn $opMH  Ha
B3aHMOJelHcTBHE

TpabBa aa ce UMAT npeABMA CEHKUTE NEKAPCTBEHH B3aUMOAEHCTRIA:

TopacemMun 3acnnea JelCTBHETO Ha JAPYrH JIeKapcTBEHH TpPOAYKTH, MOHHAKABALIH KPLBHOTO
nanarane, ocobeno Ha ACE-unxuGutopute. Axo Tpsaboea na ce npuinoxatr ACE-MHXHOHTODH, kaTo
TIOTBITHEHHE HITH HeszabaBHO clied JieYeHHE ¢ TOPaceMHj, TOBA MOXKE Nia JOBeAS N0 CHIHO ClafaHe Ha
KPBBHOTO HansraHe.

{Ipenn3BHKAHOTO OT TOpaceMMi IOHKXABaHE Ha KATHA, MOKE Ja AOBeRE A0 3aYECTABaHE H
3aCHJIBAHE HA HEXENAHKUTE PEAKLIMH 1IPY €IHOBRPEMEHHO TIPHIIOPKEHHE HA JMTHTARHCORH NMPENApaTH.

Topacemun MoKe Aa NOHIKNA edekTa Ha AHTHAHAOETHHTE NEKAPCTERAa.

IIpoGeneunas M  HecTepOMIHWTE NpPOTHBOBE3MANMTENHH JeKapcTBa (Hanp. HHIOOMETALMH,
AUETHICAIMUMIIOBR KHCENHHA) MoXe Ja TIOTHCHAT JHYPETHYHOTO AcHCTBHE MOHIKABAINIMA KPBBHOTO
HanArane eexT Ha TopaceMHl.

ToxrcHUHHAT edeKT Ha NedYeHHe ¢ BHCOKH JO3H CATHUMIATH BbPXY LIEHTPANHATA HEPBHA CHCTEMA
MOXKE 21 C€ 3aCHIH TOKCMYHHA edexT.

OcobeHo B cnyuail Ha Jie4eHHE ¢ BHCOKH J03M, TOPaCEMHJT MOXKE Aa 3aCHIH CIEAHHTE HEXEIaHH
edeKTH: OTOTOKCHYHHTE W HeQPOTOKCHYHMTE eeKTH HAa aMUHOTNHKOZMIHKTE aHTHOMOTHUM (Hamp.
KaHAMHWIIHH, TEHTAMHIMH, TOOpaMHUHH), HAa NPOU3BOAHHTE HA NIATHHATA LHTOCTATHIH, KAKTO H
He(ppPOTOKCHUHHTE ePeKTH Ha UCDaTOCIOPHHHTE.

TopaceMHI MOXKE ChLUIO Aa 3aCHIH HeHCTBHETO Ha TeodHIHHA, KAKTO W MYCKYJOpelaKcHpaliMs
edexT Ha Kypape-TOAOGHHTE NEKaDCTBEHH NPOIYKTH.

JlakcaTHBHTE, @ CBUIO W MHHEPANO- W TIIOKOKOPTHKOHUIH, MOXKE Ja 3acui
NPEeAN3BHKAHA OT TOPACEMHL,




EaxoBpeMcHHOTO NICUEHHE ¢ TOpaceMH]] U IMTHH MOXKe Ja J0Bele AC YBE/IMYABaHE HA CEPYMHHTE
KOHIEHTPALIHH HA JIHTHA H Taka 12 MPeAM3BHKA 3aCHIBAHE HA JEHCTBUETO U HEXKCNAHWTE Peakliiy Ha
TIMTHA.

TopaceMua Mo¥e fa TIOHMKH Ba3OKOHCTPHKTOPHOTO AeHCTBHe Ha KaTexOnaMHEHTE (Hamp.
ajpeHanuH, HopaJpeHaJliH).

EnHOBpeMEHHOTO NEYEHHE ¢ XOJSCTHPAaMWH MOXKE Jla 3aTpPYyIHM fnepopanHara abcopbuus Ha
TOPACEMH] M 110 TO3H HAYHH H JKENAHHA eeKT.

4.6 DepTHNHTET, GpeMEeHHOCT H KhPMEHe

bpeMenHoCT

Jannn 3a ynorpebara Ha Topacemu OT OpeMEHHH >K€HM IIMICBAT KX Ca OrPaHHYEHH.
INpoyupaHusTa ¢ XHBOTHH HOKA3BAT PEIPOJYKTHEBHA TOKCHYHOCT. [IpH eKCIepMMEHTANHH MOAEIH C
KHBOTHH TOpaceMHJ mpeMuHapa npe3 miaiextata (gx. T.5.3). Eto samo Tpudac 200 mg ne ce
IpenopBBa IpH GPEMEHHOCT.

Jo narpynpaHeTo Ha JOCTATRYHO MaHHH, TOPAcEMMI MOXKe Ja ce M3MON3Ba 110 BpEMe Ha
OGpeMEHHOCT ¢aMO NPH SACHO ompesieNieHa HeobxomiMocT. B Tesu cinyuan TpabBa aa ¢e H3ION3BA CaMo
Haif-HHCKaTa eeKTHBHA Z034.

JuypeTHUHTE HE ca NOAXOALIM 33 PYTHHHO JISUEHHE HA XHMEPTOHHA W OTOLM HO BpEME Ha
OpeMeHHOCT, 3a0TO MOTAT Ja HApYLIAT Nepdy3HATa Ha MIALEHTaTa 1 MO TO3H HAYMK Jla HapyHat H
BBTPEYTPOOHOTO Pa3BHTHE. AKO Ce Hajara NpuIoKeHHETO Ha TOpaceMMI 3a Chp/ieyHa u OpOpeuna
HEJOCTATHYHOCT IIPH OPEMEHHM KEHH, eNIEKTPOJIHTHTE H XeMAaTOKPHTET, KAKTO H PAcTEX®T HA MAoAa
TpA0Ba CTPUKTHO Ja cE POCReNaBar.

Kxpmere

Hama nannn 3a npeMuHaBaHe Ha TopaceMH] B MaliYMHOTO MILSIKO TIPH XOpa HIIH JKHBOTHH. He Moxe
A4 CC M3KIIHOYH PHCK 34 HOBOpOJIeHOTO/K']:pMa‘-IETO. Eto 33100 NPHIQXKEHHETO HA TOpacEMHUI NO BPEME
Ha KbPMEHE € IIPOTHBONOKa3aHo (BX. T. 4.3). Ako ynorpebara 110 BpeMe Ha KbPMEHE ¢ HAOXKHTENHA,
KEPMCHETO TpﬂﬁBa Aa C€ MPEYCTAaHOBH.

DepTUInTET

He ca nposexkpanu npoyusanms 3a edeKTa Ha TOpaceMHMI BbpXy (epTHAMTETa NMpH Xopa. IIpu
NpOYUBaHHS C )XHBOTHH He ce HabnwaagaT ¢ekTH Ha TopaceMu] BpXy (PEpPTHIAHTETA.

4.7 EdexTn BLpXy cnocofuocTTa 34 modupane u pabora ¢ MalHHA

Jaxe u npn npaeuHa ynoTpeGa TOpaceMHI MOXE Aa NOBIHse PeaKTHBHOCTTA JIO TAKABa CTENEH,
4e Ja C€ 33CErHaT CnocoOHOCTHTE 3a AKTHBHO y4acTHe B JBHXEHHETO Mo NbTHIATAa WK pabora ¢
MalllHHY HIH paboTa Ge3 ctabunya onopa Ha Kpakarta.

Toea ce oTHacs ocobeHO NpH 3aMouBaHe Ha NeUeHHETO, yBEIHYapaHe Ha A03aTa MM B CIYYaHTe Ha
3aMAHa Ha JICKapCTBCHH IIPOAYKTH WAM 3aN0YBaHE HA CBILTCTBAHIO JIEYEHHE, KAKTO M TNIpH
€AHORPEMEHEH TIPHEM Ha ANKOXOJL

4.8 He:xenann NekapcTBeHH PeakIHH

[Tpu neuenne ¢ Tpupac 200 mg moraT J1a ce ROABAT CIEIHMTE HEXKENAHH P,
007y,




3a KJ]B.CH(bHKaHHH Ha 4eCTOTata ¢e H3MQ/3Ba clieaHaTra Cxema.

Muoro yectn: =1/10

YecTH: >1/100 o <1/10

HeuecTh: >1/1 000 no <1/100

Peaxu: >1/10 000 go <1/1 00D

MHOro peku: <1/10 000

Hewnzpecria yectora: HE MOraT a C€ OLIEHAT OT HAJTHYHHTE AaHHH

Hapyu]emm Ha KPpLBT4 H JIHMthaTa CHCTEMA
Mnozo pedru: Hamanen 6poif TPoMOOUMTH, EPUTPOLMTH H/WJIN JIEBKOIHTH.

Hapymenuns va HMyHHAT2 CHCTEMA

Mnozo pedxu: aneprHuHHA peakiny (Hanp. cbpbex, eK3anTeM, POTOUYBCTBHTEHOCT), TEXKKH KOXKHH
PECaxIny,

Hapymienus Ha MeTabonu3Ma H XpaneHero

Yecmu: BnollaBade Ha MeTabosMTHA anmo3a, MYCKyJHH Kpamid (ocofeHo B HAuaJloTo Ha
JICYEHHETO), YBEIHUEHa KOHUEHTPAL}s Ha NMHKOUHATA KHUCEJWHA M TJIIOK033aTa B KPbBTA, KAKTO H HA
JHMUIHTE B KPHBTA (TPHUTIHHEPHM, XONECTEPO), XHIOKATHEMHS, B CHUETAHME ¢ JHeTa, OelHa Ha
KaJiuil, [IPH [TOBPBILAHE, THAPHA, Clie] W3NOA3BAHE HA BUCOKH A03H NAKCATHEH, KAKTO W TIPH NALMEHTH
€ XPOHHYHA YepHOoAPoOHa AHCHYHKLHAS.

B 3arHcHMOCT OT A03aTa H NMPOARMKHUTEIIHOCTTA Ha JICUCHHETO MOraT Ja Ce [IPpOABAT HApYIICHHSA
BLB BOIHO-ENEKTPOIUTHHA DanaKc, 0cobeHo XHIOBONEMHUSA, XHTTOKATUEMUS W/HIIH XHIOHATPHEMHA.

Cba0BH HapylICHHA
Muozo pedku: B pe3ynTaT OT XEMOKOHIIEHTpAIHSTa MOFatr Ja ce MpoABAT TpoMboeMOONnuHH

YCNOKHEHUS, ChCTOSHHA HAa OOBPKRaHe, KAKTO W CHPACHHH W IIEHTPANHH LHPKYJIATOPHM HApYIIEHHs
(BKNIOYUTENHO CHPICYHA U MO3LUHA MCxeMHA). ToBa MOXKE Aa AOBeje HAPHMEP 0 apHTMMH, AHTHHA
IEKTOPHC, OCTEP MHOKAPACH HH(APKT HIH CHHKOTL

CTOM&IHHO-‘-]DEBHH HapyIICHHA

Hecmu: croMalllHO-YpeBHM HapylueHus (Hanp. JIMICa Ha AaleTHT, CTOMaiuga OoJka, TaiecHe,
NOBpERILAHES, THAPHA, 3anek), ocofeHO B HAYaIOTO Ha JJIeUEHHETO,

Muozo pedxu: MaHkpearur.

Xenaro-OWnHapHH HapylieHHs
Yecmu, NOBHINEHH HABA HA ONpejieneny YepHoapobun en3umu (rama-1"T) B kpbaTa.

Hapyuienns Ha 650pennTe H IMKOUHHTE MBTHINA

Hewecmu: yBenvueHn HHBA HA KPCaTHHUH W ypesa B KPbETA.

[lpH nanpeHTH ¢ HapyLICHHs MNpH ypWHHpaHe (HAMp. nopaaM XHIEPNNa3us Ha mpocTaTara),
[IOBHIICHOTO 00pazyBaHe Ha YpHHA MOXe fa JIOBeAe [0 PeTcHIMA Ha ypHHA H 10 NpepasTArade Ha
MTHKOYHHA MEXYD.

QO HapyIleHna W edekTH Ha MACTOTO Ha NPUNOXKEHHE
HYecmu: tnapobonye, 3aMasHocT, ymopa, ciaboct (ccobeno B HA4aI0TO Ha IEYEHHETO).
Hevyecmu: xcepoCcTOMNS, TAPECTe3HH.

Mnozo pedxu: napylleHHa B 3peHHETO, [IYM B YUIHTE, 3aryDa Ha cIyX.




3abenexncku

Ilpn NpoabLOKATERHO NevyeHHe TpsabBa peoBHO Aa ce TPOCIE/fBa eNeKTPONUTHHA bananc, ocobeHo
CEPYMHMA KAIHH.

Ha onpenenenu uurepsasm TpabBa Aa ce NpociensBar H HWBAaTa Ha INHOKO34aTa, NMHKOYHATa
KUCENMHA, KPEATHHUHA W JTHIIHIATE,

Twii kaTo MOXe 1a ce OYaKBa MOBHLICHHE HA KPBBHATA 3aXap Ce NMPENopLuBa BHUMATENEH KOHTPOJ
Ha BLIIEXH/PATHHA MeTaboNnuzbM NpM NaUMEHTH ¢ NaTeHTeH uad Manudecten anaber. KpbpHuTe
KNETKH (EPHTPOIIMTH, AEBKOUHTH, TpoMOOUMTH) chule TpAGBa Ja Ce MpOocAenssaT Ha peJOBHH
HHTEpPBAJH.

OcobeHo B HaYalnoTO Ha JIeYeHHETO H B CTapyecka BB3pacT, TpsOBa fa ce o0bpHE BHHMAaHME Ha
BCKH [IPH3HAK 3a 3aTy0a Ha eNIEKTPOIHTH H XEMOKOHLEHTPaLHA.

Cho01apane Ha NOAO3UPAHYE HEXKENAHH PEAKIIHH

CrobmaraneTo Ha MON03HPAHK HeXXeNTaH! PEaKIHM cllell Pa3pellaBaHe 3a YNoTpeda Ha ICKapCTBeHNs
NpPOAYKT € BaxkHO. TOBA NM03BONABA [ia NPOABIDKH HabMIOACHHETO HA CHOTHOIIEHHETO NON3a/pHCK 3a
neKkapcTeeAns nponykT. OT MEIUIHCKHATE CIELMATHCTH C¢ HRHCKBA Ja ChoOLIaRaT BCAKA NOA03HPaHA
HEXENANA PEaKlHA Ype3 HAMOHANHA CHCTEM 3a ChoDILABAHE:

HsntnnuTenHa arcHUMA 110 eKapcTBaTa
va. ,,Jdaman I'pyes” Ne §

1303 Conus

Tei.: +35928903417

yehcaiiT: www,bda.bg
4.9 Hpegozapane

CHMITOMH Ha HHTOKCHKATIHA

He e ussectna cneuuduuna xapTHHa Ha WHTOKcHKaius. [IpemosupanHero Moske Ja IIPUYHHH
HHTEH3MBHA [UYPE3d, BKNIOYHTENHO H pHCK OT 3ary0a Ha TEYHOCTH H EJICKTPONMTH, MOHAKOTA
COMHOJIEHTHOCT, CHHIAPOM Ha o0bpKBaHe, CHMITOMATHYHA XHOOTOHHS, LHPKYNAaTOpeH KONanc HIu
CTOMAIHO-4PEBHH CHMIITOMH.

Jleyenne Ha HHTOKCMKAUMATA

CnennduueH aHTHAOT He e u3BecTed. 110 IPHHUMI CHMITOMHTE HA HHTOKCHUKALEA H34€3BAT KATO
ce HaMaNH J103aTa MM Ce CIpe NeYeHHETO M €THOBPEMEHHO ¢ TOBA C€ M3BbPWIM CYOCTHTyMpaue Ha
TEYHOCTHTE H CIIEKTPOJIHTHTE (HeoOX0AMMO € 1a ce H3CTEABar).

Topacemuy He ce AHANHIMPA ¥ NOPAAH TOBA XEMOJHAIH3aTa HE YBEJIHYABa €IIHMHHAIMATA.
Jevenue npu xunosoaesmun: 00EMO-3aMECTHTENHA TEpann.,
Jevenue npu xunoxanuemust: cyOCTUTYAPAILO JieyeHHe ¢ Kannii.

Hevenue npu YUpKyaamoper xKoaanc. aHTHIIOKOBO NOJIOKEHHE, aKo € HeODXOAHMO — AHTHINIOKORO
JICHEHHKC.

Creutnu Mepxiu npu anadurarmuyen oK.
Tlpv nosBa Ha NBPBHTE CHMITOMH (Hamp. KOKHH PeaKUHH, KATO YPTH He,
HECIIOKOHCTBYE, MTapoboane, H3NOTABaHe, TafeHe, IIHAHO3a): p

-6-



- OCHIYPETE HHTPABCHO3CH NbT CHOTBETHO,

- OCBEH CTAHJAPTHHUTE CNCHIHH NPOUEAYPH, NOCTABETE NMALNEHTA B JICTHAJIO MOJIOKCHHE C
MOBJAHIrHaTH KpakKa, IIOYACTETC JTHXATCIHHTE IbTHIIA U obnuuBaiiTe ¢ KHCIOPOI;

- a4K0 € HeOGXOﬂHMO C¢ MnpenupHeMar IOOIMBIHHTCRHH CNEIIHH MEpPKH (B](II}O‘-IHTBJTHO
[IPHJIOXKCHHE Ha aApEHAJINH, obemozamecTuTENHa TEpANnu#, !"HIOKOKOPTHKOH)IH).

5. PAPMAKOJIOTHYHH CBOMCTBA
51 dapmaKoAHHAMHYHE CBolicTBa

(dapMakoTepaneBTHYHA rpyna: GpUMKOBH JHYPETHIH
ATC xon: C03 CA04

MexannzeM Ha neicrene
TopacemMnn nputexaBa camypeTH4yeH edexT, KolTo ce ocHOBaga Ha noruckaHe na O6udpeunara
peabcopbuns Ha HATPHI B XNOP B aCLHEHJAEHTHOTO paMo Ha OpuMKkara Ha XeHne.

DapMakoAMHAMHYHHE etheKTH

IIpu xopa, AMYPETHUHHAT ed)eKT cAef HHTPABCHO3HO U NEepopanHo NMPHIOKEHHE OBP30 ROCTHIA
CBOS MAKCHMYM TNpe3 ITbPBHA Y4C H CHOTBETHO 2. M 3. 4ac W npogbixkasa J0 12 waca. TIpu 3apasu
HHAMBHIM ¢ HaOnlofasaHo 3acHiBaHe Ha AMype3ara, NPONOPLUHOHATHO Ha JIOrapMTbMa Ha A034Td
{“Bucoko-raBanna akTuBHOCT”, “high-celiling activity™), npu nosu B pamkute Ha 5-100 mg. 3acunpaHe
Ha JUype3aTa MOXE CBILQ Jd CE DOJYYH H B CIIydad, KOraTo APYTH JHYPETHIM BeYe HE OKA3BAT
JOCTaThYHO AeHCTBHE HA APYrH JMYpeTHIH (HanpuMep THA3MAM, AeHCTBAlLH B AMCTAIHUTE TyOyiH),
Banp. NpH NalHeHTH ¢ yBpeneHa 6b0peuna QyHKIHA.

IIpy nammeHTH © Tekka A0 tepmuuanHa OROpeUHAZ HENOCTATBYHOCT, TOPACEMMA HHAYLHpa
MOOUIN3a1HA HA OTOUMTE H [IOHHKABa MOBHIIEHOTO APTEPHANHO HAJAFAHE,

5.2 ®apMaKoKHHETHYHH CBOHCTBA

Abcopbuus ¥ pasnpeaeneHye

Cnen nepopaien npueM, TopaceMua ce abGcopbupa Obnp3o M NOYTH HaMBIHO, MaKCHMANHHTE
CEPYMHH HHBA c€ AOCTHrar 1o 1-2 yaca.

buonannuHocTTa € okono 80-90 %; npu npeanonaraemMa meIHa pe3opOubs, eexTsT HA NBEPBO
IPEMHHABAHE NIpe3 uepHuA Npod foctura MakcuManio 10-20 %.

HenrycMucneHHAT pe3ynTaT OT JJaHHUTE OT ABe NPOYUBAHKA NOKA3Ba, Y€ BHIPEKH ue (3aBHCUMATa
OT BPEMETO) CKOPOCT Ha pe3opOllia HA TOPACeMM/l HAMANABA CIe/l IpHeM Ha xpaHa (no-uucka Cmax,
KaKTO H ITOBHILEHH CTOHHOCTH Ha tmax), obwata pe3opbLHa Ha TOPACEMH/| HE CE TIOBIIHABA OT NPHEMA
Ha XpaHa.

[Toeue ot 99% ot TOpacemUI ce CBLP3BAT ¢ NIA3MEHHTE IPOTEHHH, MetabonuTute M1, M3 u M5
ce CEBP3BAT CHOTBETHO B 86%, 95% 1 97%. HabmoxapaHUAT obem Ha pasnpeneneHue (Vz)e 16 1

Buorpancdopmatins




OKCHAHPaHE HA METHIIOBATA IPyna Ha HEeHHNOBUA MPbCTEH N0 KapOOKCHIHA KHCEIMHA, 3 MeTaDoMUTLT
M3 4pea XMAPOKCHNMPAHE HA NPLCTEHA.

MeraGonuture M2 1 M4 | kxouto ce OTKPMBAT B H3MWTBAHUA NPH KUBOTHH, HE C& OTKPUBAT Npu
xopara.

EauMHHuUpaHe

IIpn 3apaBH WHOMBHAH TEPMHHANHOTO BpeMe Ha MOMyxuBoT (t1/2) Ha TopaceMHJ H HETrOBHTE
MeTaboimTH e 3-4 vaca. OOUMAT KIMPBHC HA TOpaceMu € OT Topaabka Ha 40 ml/min, 6s0peuHHs
KAUPBHC & MphbanzuTenno 10 ml/min.

[Ipu 3apaBn uHgMBHAM, npudmsnTenHo 80% OT MpHIOKEHaTa /1033 C€ OTKPHBA B YPHHATA 110K
{hopMaTa Ha TopaceMHI H METAGONHTHTE MY B CNISAHOTO CPEAHO NPOLEHTHO ChABPKAHHE: TOPACEMR -
npubinzuTenno 24%, metabonut M1 - npubmisurenno 12%, metabomur M3 - npubnuzurtento 3%,
meTabonut M5 - npubmmsurento 41%. OcHoBHuAT MeTaGonNT M5 He nputexkapa IMypeTHYEH egekT;
npubanzuTento obmo 10% ot PapmakoKHHETHUHNs edexT ce AbIHKH Ha akTuBHUTE MeTabonutn M1 u
M3.

IMpu 6®6peyna HEOCTATHYHOCT, OOIHAT KIHPLHC H BPEMETO Ha [10/1Y-eNHMHHHPAHE Ha TOPaCeMH],
OCTABAT HEMPOMEHEHEHM, BPEMETO HA NojyeniMHHUpaHe Ha M3 w M5 ce yawmxasa. Benpekd T0Ba
(bapMaKoIMHAMUYHUAT NPOGMI OCTABA HENPOMEHEHO, BPEMETO Ha JEeHCTBHE HE C¢ MOBNMABA OT
cTenenTa Ha O®OpeuyHaTa HegocrarpuHOCT, Topacemui M HeroeRHTe MeTaloONIHTH ce H3MbYBAT B
HE3HAYHTEIHA CTeNeH Ype3 XeMOAHATH3a HItH XeMo(pHITpaLHs.

Ilpy maumeHTH ¢ HapylleHa 4epHOOOOHA (YHKIMS MAH ChpAevHA HEAOCTATLYHOCT, BPEMETO Ha
nony-eMMMHHUpaHe Ha TopacemMua H Merabonuta M5 € JeKo yYZBIDKEHO, & KOJHYECTBAaTa Ha
BELECTBATA, H3TRYEHH C YPHHATA, OTTOBApAT Ha TE3H NPH 3/iPaBH X0pa.

CheaoBaTelHO He MOXE Ja e OUakBa KyMyNHpaHe Ha TOpaceMH i HeroBHTe MeTaboJIMTH.

JIMHelHoCT

TopaceMuZT H HErOBHTE MeTabOMMTH C& XAPAKTEPH3HUPAT ¢ [1030-3aBHCHMA JIHHeHHa KHHeTHKa, T.¢.
MaKCHManHaTa C¢epyMHa KOHUEHTpalMs W IJIOLIUTE [0 KPHBHTE HA CepyMHHTE HHMBa HapacTBaTr
[IPOIIOPIMOHANIHO ¢ YBEIHYABAHCTO HA A03aTA.

52 IMpeaxixanYHE aanan 32 GezonacHoCT

EKCHCpHMEHTPITe C JXUBOTHH 34 cl)apmaxonomﬂ Ha SESOHaCHOC’ETa, XPOHHYHA TOKCHYHOCT,
MYyTAareHHOCT H KaHUEPOTEHHOCT He 1aBAT IaKHH 3a [I0-BHCOK PHCK TIPH NIPHIIOKEHHE Y XOpa.

B npoyusanus 3a penpojykTHBH2 TOKCHYHOCT, HSMa JAHHHM 32 TEPAaTOr¢HHH ¢(PEKTH Yy TIABXOBE.
Hesaeucumo OT ToBa, NpH BHCOK® g03H ¥y Opemennd zaliud M niubxose ce HabmoaaeaT TOKCHUYHH
edekTH 3a nnoga u madkara. [1pu nIbxoBe He € OUIIO BBIMOKHO AEMOHCTPHPAHE HA NPEMHHABAHE Ha
TopaceMHJ rnpes nrauenTaTta. He ce nabmonasar edextu Bopxy depTuanrera.

6. DPAPMAIEBTHYHH JAHHH
6.1 CnuesK HA TOMOIHHTE BEIIECTRA
Jakto3a MOHOXHApAT

MukpokpucTanHa uenyaosa
Tosunon K 25




Kpocnosugon
Marnesues creapar (Ph. Eur.) (pacTuTeneH)

6.2 HechBMeCcTHMOCTH
Henpunoxumo
6.3 Cpox ua rogHoct
3 TOAWHH
6.4 Coennannm yeaoBAs HA ChLXpaHeHHe
Jla ce chxpansBa nog 25°C!
6.5 Bua v cbabpKaHBe HA ODAKOBKATA
bnncrepr o1 nposzpauen PVC ¢unM, zaneuaran ¢ anymusneso ¢oino.
OpurunannuTe onakoBkH cuAbpxar 20, 30, 100 uau 200 tabneTku.
He BcHukH BHOBE ONaKOBKK MOTAT Ja ObAAT IIyCHATH B Mpojiax0a,
6.6 Cnennannu npeanasHu MepKH MPH H3XBLPsiHe

-

HewsnonspaHusT NiekapcTBeH NPOLYKT WM OTAAABLYHHTE MATepHaIM oT Hero Tpsbpa Ha ce
H3XBBPJIAT B CBOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA

7. JIPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare

L-1611 JlrokceMOypr

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA
20020613

9. TATA HA NI'bPBO PA3SPEIIABAHETIOJHOBSIBAHE HA PA3SPEIHNEHHUETO 3A
YIIOTPEBA

Hata Ha nbpBo paspemaeane: 23.07.2002 r
Jara Ha nocneano noakosgpade: 13.03.200% r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA
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