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1. HME HA JIEKAPCTBEHHSA ITPOAYKT

Tpupac 10 mg TabneTkn
Trifas 10 mg tablets

2. KAYECTBEH H KOJIJUYECTBEH CbCTAB

Beska tabnetka chabpika 10 mg TopaceMun (torasemide).
ITomoLIHH BEHIECTBA ¢ U3BecTeH edeKT: nakTo3a MOHOXHApaT 116 mg (Bx. 1. 4.4 1 6.1).

ChAbpXKallaT ce B TaOMeTKHTE TOpaceMK ] e B ctabuiaHata Mogudukalns dopma L.
3a ITbJIHKSA CITHCHK Ha TIOMOIIHMTE BENIECTRA, BHKTE Touka 6.1.
3. JEKAPCTBEHA ®OPMA

Tabierka

beny, Kpbriy, IA0CKH TabNeTkH ChC CKOCEHH PROOBE C JENUTENHA YepTa OT €/lHaTa CTpaHa.
TaGneTkata Moxe na Gbae pasgencHa Ha ABE PABHH JO3H.

4. KIHUHHYHHA AHHH

4.1 TepanesTHIHH NOKA3AHNAA

JleyeHne u npodmnax’mxa Ha oTOLH H/HITH H3THBH, TPHYWHCHH OT ChpICYHE HENOCTATBYHOCT.
Tpadac 10 mg e noKa3aH 3a BL3PACTHH,

4.2 J03HpoBKa H HAYHH HA NPHI0KEHHE

! !OBHQOBK&

Jleuenuero 3anouysz ¢ § mg TopaceMun JHeBHO. TasH Oo3a oOHKHOBeHO TpabBa Aa ce HPHEMa 3a
NOALPKAIA 1034,

B ciay4ail Ha HepocTaThuHa eeKTHBHOCT Ta3M 1033 MOKE 7a €€ YBeIHYH A0 20 mg TopaceMHj
JAHEBHO B 3aBHCHMOCT OT TEKECTTa HA KTHAHYHATA KapTHHA,.

Ipu wedocrateueH edekt oT oOMYaiiHaTa 1032 5 Mg TOpPAaceMWI Ha JeH, Moxe Ja Ce Ha3Ha4H
nevenne ¢ 10 mg Topacemun. B Te3H ciydan ce npueMa no 10 mg TopaceMHJ IHEBHO H B 3aBHCHMOCT
OT TEXECTTa HA ChCTOAHHETO, 103aTa MOXE J1a c& YBeNH4H 1o 20 mg TopaceMH I AHEBHO.

IleanaTpuyia nonynanus
besonacHocTTa 1 edukacnocTTa Ha Tpudac 10 mg npu Aena M IOHOIIM Ha BL3pacT noa 18 roauHu
He e ycTaHosena. ETo 3amo TopaceMus He TpsabBa fa ce ynoTpebsasa npu eua v ©OH
nox 18 roounn (Bx. T. 4.4).

Cmapyecka ew3pacm



He ce Hanara npomsmsara B j03aTa B cTapvecka BbapacT. Hama obaue nocTaTbyHO APOYYBaHHA,
CPABHABAIIM HaUHEHTH B CTApHecKa REPACT € MO-MAAIH.

Yeproopobua nedocmamvunocm
JleuenveTo TpsadBa ja ce MPOBEXIA C BHHMAHHWE NPH NMALMEHTH ¢ YepPHOAPOOHA HEAOCTaTBUHOCT,

TBEH KaT0 MOXKE Ja ce YBeNM4aT NJIa3MeHHTe HHBa Ha TopaceMu] (BX. T. 5.2).

Hauwy Ha npunoxkenue

Tabnetkure TpflﬁBa Aa C€ TIOFBJIHAT € MAalKO TEYHOCT CYTPHH. broJorH4HATA AKTHBHOCT Ha
TOPACcCMH]T HE 3aBHCH OT NpHEMa Ha XpaHa.

Hucmpyryus 3a pasdernnemo na mabnemxume

IlocTaBeTe TaONeTKaTa MEeXIY IOKA3AILHTE H NaJUMTC HA JBETe CH phIe C AeNWTenHaTta depTa
Harope M pazuynere TableTkaTa Ha JIB¢ TOJOBHHM BO JBIDKMHATA Ha JAENHTENHATA 4YepTa, KATo
HaTHCHETE ¢ NANITHTE Hajloay.

Tpudac 10 mg 0OUKHOBEHO Ce M3NOI3BA KATO ALITOCPOYHO JIEYeHHEe HIHM 0 OTILYMsBaHEe Ha
QTOLHTE.

4.3 IIpornBonokaszanns

—  CBPbXYYBCTBHTENHOCT KbM AKTHBHOTO BEILECTBO TOpaceMHu], CyNaHHNypeHnH IPONYKTH HITH
HAKOC OT moMOMIHMTE BentecTsa HA Tpudac 10 mg, n3bpoenn B T. 6.1;

— ©OBOpeuHa HENOCTATHYHOCT C AHYPHS,

— 4epHoApobHa KOMa MM NIPEKOMA;

—  XMNOTOHHS;

~  XHINOBOJEMHS,

~  XWHNOHATPHEMHA, XHIIOKATHEMHS;

—  3HAYHTENHH CMYLICHMA IIPH YPUHHPAHETO (Hanp. NPHYMHEHH OT XHIIEPNaska Ha NIpoCTaTara),
— KbpMeHe (BK. T. 4.6).

4.4 CriexuajHH npelynpesxIeHAs ¥ NpeANa3HH MePKH NpH ynoTpeba

Tbi kaTo 3acera JMNCBa JIOCTATHUCH TepaneBTHUEH OMMT, TOpaceMHA He TpAOBa 1a ce npunara B
ciy4ail Ha:

— Tofarpa;

— CBbpIedYHH apHTMHH (Hanp. SA 6nok, IT unu Il crenen AV 6710K);

— NaTOJOTHYHH MPOMEHH B AIKANHO-KHCEIHHHOTO PABHOBECHE;

— €JHOBPEMEHHO JIeYeHHe C JIMTHH, AMHHOMIIMKO3HAN HIM LehanoCcIopHHH;

— TAaTONOTHYHM NpPOMEHH B KPEBHATA KapTHHA (T.e. TPOMOOLMTONECHHA MWIH AHEMMR TIpH

nannenTH Hez HrOpeuHa HeIOCTATEYHOCT);

— OBOpeusa HeIOCTATEYHOCT, IPHYMHEHA OT HE(POTOKCHYHH BELICCTRA;

— Jlella W IOHOLOK Ha BL3pacT nojl 18 roamHu.

Hpunoxennero Ha Tpudac 10 mg Moxe aa 00Beac A0 TONOKHTETHH pe3y
TECTOBE.



He e ppamoxkno na ce mpenBuIM edexra RBPXY 3/paBeTo npH 3noynotpeda ¢ Tpudac 10 mg 3a
OOMHHF HEMtH; HE MOTAT Na €€ W3KI0UAT PHCKOBE 32 3/1PaBeTo.

Tpudac 10 mg chabpxa naxkrosa. [auMeHTH C peKi HacIeICTBEHH HpoSleMH KaTo HeNOHOCHMOCT
KbM ranakTosa, NakTtaseH AedmimmT unu ManabcopGnud Ha rioko3a/TanakTosa He Tpabea Aa IpHeMaT
TO3H JIEKAPCTBEH NPOAYKT.

45  BiaammonefictBHe ¢ JpPYrM JIeKapCTBEHM TPOAYKTH H ApyrH QopMH Ha
B3aHMOZeicTBHE

Tpabea na ce NMAaT NpeiBA]] CIETHATE JIEKAPCTBEHH B3aUMONCHCTBIA:

TopaceMHn 3acHnBa [OeificTBHETO HA JpPYrd JICKAPCTBEHHM NPOAYKTH, NOHMKABALIH KPBBHOTO
nanarane, ocobeno Ha ACE-uHxuburopure. Axo Tpsabea fa ce npunoxaT ACE-HHXHOUTOPH, KaTo
JOIbIHEHHE HIIH He3abaBHO el JieHeHHe ¢ TOPAceMU, TOBA MOXKE J1a AOBele A0 CHUJIHO crlajaHe Ha
KPBBHOTO HansAraxe.

INpeau3BMKanoTo OT TOpaceMHJ| HOHIDKABAHE HA KalMg, MOXe Ja JOBeje 10 3a4€CTABaHE H
34CHIIBAHE HA HEXKENAHHTE PEAKIIHH NPH ¢JHOBPEMCHHO IIPHIIOKCHHE HA JHIHTATHCOBH HPCITapaTH.

TopaceMuj Moke Na MOHWXH eekTa Ha aHTHAKAOCTHHTE JICKapCTRA.

IMpoGenenya M HeCTEPOMAHMTE MPOTHBOBBL3MAJMTENHH JeKapcTBa (Hanp. WHAOMETaLHH,
AUETHACAMHLIHNOBA KMCEMHA) MOKe Ja MNOTHCHAT JHYPETUYHOTO JeHcTBHE H [OHHXABAlHs
ApTEPHAIHOTO Haadrane edieKT Ha TOpaceMu,

TOKCHUHHAT edekT HA JedeHHe ¢ BUCOKH JO3H CANUIIHIATH BbPXY LEHTpanHaTa HEpBHA CHCTEMA

+ MOXE Ja CE 3ACHJIH OT TOPaceMH]L. '

. OcobeHo B cny'-lai& Ha Ne4YeHHEe ¢ BHCOKH J03H, TOpaceMH], MOKE 4 3aCHUIIH CEAHHTE HEXENAHH
eexTH: 0TO- ¥ HedPOTOKCHYHHTE €(eKTH HA AMHHOTIHKO3HWIHNTE AHTHOHOTHIM (Hanp. KaHaMHIKH,
reHTaMHIHH, ToOpaMHUIMH), Ha TPOU3BOJHHTE Ha MJIATHHATA [MTOCTATHIIH, KAKTO U HePPOTOKCHYHHTE
edheKTH Ha LedanocnopuHHTE.

TopaceMH MoXe CBLUO Aa 3acHNH AeHcTBHETO HA Teo(HIHHA, KAKTO H MYCKYROPEIAKCHPAIHA
edeKT Ha Kypape-TIofoGHHTE NeKapCTBEHH TTPOAYKTH.

JIakcaTHRHTE, a ChHUO W MHHEPaO- W TNHOKOKOPTHKOMAH, MOXE Aa 3acHaar zaryfara Ha Kaiui,
npegn3Bikada oT TOpaceMHI.

EjHoBpeMERHOTO NeYeHHE ¢ TOpaceMHUl, 1 TATHH MOXe JIa JOBeAe O YBENHYABaHe HA CEPYMHUTE
KOHUEHTPALHH Ha JIMTMS M Taka Ja NpelH3BHKA 3aCUIBaHe Ha NeHCTEHETO H HEKETaHHTE PeaklMH Ha
ITHTHA.

TopacemMna Moxe Ja IOHHXKH Ba3OKOHCTPHKTOPHOTO [ACHCTRHE Ha KaTeXoMaMHHHTE (Hanp.
aapeHantH, HopaapeHanuy).

EnHOBPEMEHHOTO JICYCHHE € XONEeCTHPAMHH MOXKE 1a 3aTpyIHH TepopaidHaTa pe3opbuusa Ha
TOPACEMU M 110 TO3H HAMKH, H XKeNaHus e(ekT.

4.6 Deprunurer, 6peMeRHOCT H KbPMeHe

BpemenHocT

Jlannu 3a ynorpedara Ha TopaceMu 0T OpeMEHHH JXEHY JTHTICBAT HIIH €4 OTpaHHYeHH.
IMpoyusanmsta ¢ XHBOTHH NOKa3BaT penpoIyKTHRHA TokcHyHOCT. [1pH ekcnepume

IpenopbYBa NpH GpeMEHHOCT.



Jo HaTpynBaHeTo Ha QLOCTAaTLYHO JAHHM, TOPACEMM] MOXe [a ¢€ M3N073Ba NO BPEMEC Ha
BpeMEHHOCT CaMo TIPH ACHO OnpeAencHa HeoBXoAHMOCT. B Te3n cny4dan TpabBa Oa ce H3N0JA3Ba CaMo
Hajf-HHCKaTa eeKTHEHA A034.

JuypeTHUHMTE HE ca TOAXOAANIH 33 PYTHHHO JICUCHHWE Ha XHMIEPTOHHSA W OTOIM MO BpeMe Ha
OpeMCHHOCT, 3all0TO MOTAT [ia HapyluaT nepdy3uaTa Ha [IALEHTaTa ¥ [0 TO3M HAUMH A& HapylaT U
BBTPEYTpOOHOTO pa3sBUTHE. AKO Ce Hanara NPHIOKEHHETO HA TOPACEMHJ 3a ChpaedHa W ObOpeuna
HEJNOCTATEYHOCT NMpH OpeMeHHN XeHW, SICKTPONITHTE ¥ XEMATOKPHTRT, KaKTO H pacTexXbT Ha Mnoja
TpAOBa CTPUKTHO 1A ce [IpOCeRaBaT.

Kxpmene

Hama A4aHHH 33 NIPEMHHAaBaHe Ha TOPaceMHA B MaH4YHHOTO MARKO IIPH X0pa HJA HKHBOTHH. He moxe
Ja Cce M3KIIOYH PHCK 34 HOBOPOJEHOTO/KbpMadeTo. ETo 3a10 IpHIokeHHeTo Ha TOPaceMH] N0 BpEMe
Ha& KbpPMEHE € MPOTHBONOKa3ano (BK. T. 4.3). Ako ymoTpebara Nmo BpeMe Ha KbpMEHE € HaJAMKUTENHa,
KbPMEHETO TpAGBa a ce IpeYCTaHOBH.

PeprHnuTeT

He ca npoBexnanu npoyyeaHHA 3a edekTa Ha TOpaceMHi Bbpxy ¢epTunurera npu xopa. llpu
[pOY4YBaHMA C SKHBOTHH He ce HabmoaaBar eekTH Ha TOpaceMH]l BEpXY (hepTHINTETA.

4.7 EdexTH BLpXY enocodHOCTTA 32 mogHpane 0 padora ¢ MAILHAM

Haxe u npu npaeuina ynotpeba TopaceMHa MOXe 04 NOBIHAES PEAKTHBHOCTIA JIO TAKARA CTEIEH,
Y€ JIa C€ 3aCerHaT crocoOHOCTHTE 32 aKTHBHO Y4YacTHe B IBHKEHHETO N0 MBTHINATA, paboTa ¢ MAlIHMHK
niu pabota 0e3 crabuina onopa Ha kpaxkara. ToBa ce oTHacs 0coOeHO NpH 3anoyBaHe Ha JEYCHHETO,
YBEJIHY3BAHE HA A033TA MM B CIydadTe Ha 3aMsHA HA JIEKADCTBEHH NPOAYKTH WIH 3anovBaHe Ha
CBIBTCTRANIO JICHEHHE, KAKTO M IPH €NHOBPEMEHEH NPHEM Ha allkoXOoI.

4.8 Hesxxenann JleKapcTBeHH peaAKITHH

IIpn snevyenne ¢ Tpudac 10 mg MoraT Aa ce OABAT CICTHATE HeXelaHH peaklluM, CNOMEHATH No-
nony.
3a kiacHdHKAIHA Ha YECTOTATA CE H3MO3Ba CAeHATA CXEMA:

Muoro yectu: >1/10

Yecrtu: >1/100 go <1/10

HeuecTn: >1/1 000 go <1/100

Penkn: >1/10 000 no <1/1 000

Muoro peaku: <1/10 800

Heunzpectna yecrora: He MOTaT Ja ¢ OLUEHAT OT HAJTMYHUTE AaHHH

Hapywenms ga kphBra U JumpHaTa cHcTeMa

Mhnozo peoxu: namanen 6poi TPOMOOIHTH, EPHTPOLHTH H/WITH IEBKOLHTH.

Hapymienns na MMyHHaTa cHCTEMA




Mnozo pedxu: aneprauny peakunu (Hanp. cepbex, ex3aHTeM, hOTOUYBCTBHTETHOCT), TEKKH KOKHH
peakmu.

Hapyiienus na MeraGoau3Ma i XpaHcHeTo

Yecmu: BIOLIABAHE HAa MeTabONWTHA auKZ03a, MYCKYNHM KpamnH (ocoDeHO B HAYanoTo Ha
NEYEHHETO), YBEIMYeHa KOHIIEHTPANMsl HE TTHKOYHATA KHCENHHA H TJAIOK033aTa B KPBBTA, KAKTO H Ha
JHIHAATE B KPBBTA {TPHITIMLEPHAH, XOJECTepon), XHOOKandeMus (B chucTaHHe ¢ Auera, OeiHa Ha
KanHii, IpH NOBPBUIAHE, AVApHA, CIel M3N0A3BAHE HA BUCOKH J03W JIAKCATHBH, KAKTO H IIPH ITallHEHTH
¢ XpOHHYHa YepHOOPOOHA AHChYHKIHA).

B 3aBHCHMOCT OT [03aTa ¥ NPOABLDKKHTESIHOCTTA HA JEUCHHETO MOTaT fia ce NPOABAT HapylueHHd
BLB BOJIHO-ENEKTPOIHTHHS DanaHc, 0cobeHO XHTOROMEMH A, XUNOKATHEMHS /U XHITOHATPHEMHS.

Cn10BM HapYIIEHHS

Mnozo pedxu: B pe3ynTaT OT XEMOKOHIEHTDAIMATA MOTaT Ja ce NposBAT TpoMOoeMGONHYHH
YCJ'IO}I{HEHHSI, CBCTOAHHA HAa Oﬁ'prBaHe, KaKTC H CBPACHHH U IEHTpPaaHH IIHpKYJIaTOPHH HapyHIcHHA
(BKAIOUHTENHO CBPAEYHA B MOZBUHA MCXeMis). ToBa MoXe Na MOBele HanpuMep A0 apMTMHH, aHTHHA
NEKTOPHC, OCTBP MHOKApAeH HHGbApKT HIH CHHKOTL

CroMalHo-4peBHH HapyleHus
Yecmu: CTOMALIHO-YPEBHH HAPYIICHWS (Hamp. JMIca HA aneTHT, cCTOMawHa 0oika, rajede,

MOBPBIAHE, AHAPHA, 3a11eK), 0coOeHO B HAYaN0TO Ha JIEUEHHETO.
MHo20 peduu: nankpeaTiT,

Xenaro-OunkapHH HapylIeHUs
Yecmu: TOBHLICHH HUBA Ha OoNpeieneHy YepHoapoGHu ensnmu (rama-I'T) B kpbBTa.

—

Hapviienns ga 6u0pelure 1 NHKOYHHTE IBTHINA
Hevecmu: ypennvenn HUEA Ha KPEATHHKUH H ¥Ypesd B KPhETA.

Ilpy nauHedTH ¢ HapymeHHs NpH YpUHApaHe (HANp. MOpajH XHIIEPIUIA3Hs HA IIPOCTATAra),
HOBHILIEHOTO ofpa3yBaHe Ha ypWHa MOKe Jla floBelle N0 PETEHUHs HA YpHHA M J0 NpepasTAraHe Ha
THKOMHHS MEXYP.

O6my HapyIIeHRA H edeKTH Ha MACTOTO HA IPHIMKEHHE

Yecmu: rnaBobonue, 3aMagHOCT, yMopa, cabocT (0coGeHo B HAYAIOTO HA IEUEHHETO).
Hevecmu: KCEPOCTOMES, TAPECTE3HH.

Mnozo pedrxu: HapyIleHHA B 3PEHUETO, LIYM B YIIuTe, 3ary0a Ha cryx.

3aberescru

TlpH NpOABIHKHTENHO AcueHHe TpA0BA PEOBHO Jia Ce NPoCie/IsiBa eeKTPOINTHHS 6anaHc, ocobeHo
CEPYMHHS KANHIi.

Ha ompenenenn untepBany TpadBa Ja ce NpOCHesBaT M HUBATA Ha TIOKO3aTa, NHKOYHATA
KHCENHHA, KpeaTHHHNA M JIMOHIHTE.

ToH xaTo MOXKe 12 cc OUaKBa NOBHIIEHHE HA KPLBHATA 33Xap €€ NPENopbiYBa BHHMATENEH KOHTPON
Ha BLIICXHAPATHES MeTaDOMM3bM NPH NALHEHTH C JATEHTeH Wil MaHudecTen nuaber.

KppBHATE KNeTKH (EpHTPOUMTH, JEBKOLMTH, TpoMbounTH) ¢blo Tpabra 1a
PENOBHH HHTEPBANH.




Oco0eHo0 B HAaYaJlOTO Ha JIGYEHHETO M B CTapyecKa BB3pact, TpabBa Aa ce oObpHE BHUMaHWe Ha
BCEKH TIPM3HAK 34 3ary0a Ha eNeKTPOTUTH W XEMOKOHLEHTPALIHA.

CrofiiaBane Ha TONO3UPaRH HEXENaHH PEAKIHHU

CroblaBaHeTo Ha TOAO3UPAHH HeXeJIAHH PEaKLHH Ciel pas3pelliaBaHe 32 ynoTpeba Ha IeKapCTBEHHA
npoayKT € BaxHo. Toa nozsoagra Ja HpoALIAKH HAOAK/IEHHETO Ha CHOTHONIEHHETO MT0/3a/PHCK 33
JICKAPCTBCHHA NpoAYKT. OT MEIHIHHCKHTE CTIELHAIMCTH Ce H3HCKBA Ja CLOoDIIABAT BCAKA [IOJ03HpaHa
HesKe/laHa peakliMs upes HanHOHAMHE CHCTeMa 3a ChoOLIARAHE:

H3nLnHMTENHA areHuus 1o JIeKapcTeaTa
vi. . Jlamas I'pyer™ Ne §

1303 Codusa

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9 Hpegozapasue

CHMIITOMH Ha HHTOKCHKANUSA
He ¢ u3BecTHa CHEHH(])H‘-IH& KapTHiHa Ha HUHTOKCHKaLHA. HpCIIOB}lpaHETO MOKE [a IIpHYHHH

HHTEH3HBHA JUYPE3d, BKIMHOYHTCIHO H PHCK OT 331")(6& Ha TCHHOCTH H CICKTPONHTH, HNOHAKOTa
COMHOJICHTHOCT, CHHJIDOM Ha oﬁprBaHe, CHMIITOMATH4YHA XHIIOTOHHA, LHPKYJIAaTOPCH KOJNAlIC HIIH
CTOMAIIHO-1IPEBHH CHMIITOMHE.

Jleuenye Ha HHTOKCHKAMSTA -
Creunduuen aHTHAOT He € u3BecTeH. [1o NPHHIMI CHMITOMHTE Ha HHTOKCHKALMA H3Y€3BaT KaTo

Ce HAMAJIM [03aTa MM ce Chpe NEUCHMETO M €MHOBPEMEHHO C TOBa Ce M3BBPIIH cYOCTHTYHpaHe Ha
TEYHOCTHTE M eIEKTPONHTHTE (HEOOXOMHMO € Aa Ce H3cNenBar).
TopaceMmJ He ce ANATH3UPA H NOPAJIH TOBA XEMOJHATIN33TA He YBEJIHYABA STHMHHALMSATA,

Jevenue npu xunoseonemus; 00eMO3aMECTHTENHA TEPANAA.
Jevenue npu xunoxaruemus: cyGCTHTYHpPAILO JeUeHUE ¢ KaHH.

Henenue RpU YUPKYAGMOoPpeH Koaanc! aHTHILIOKOBRO II0JNO0KEHHE, aKo ¢ HeoOX0IHMO — AHTHUILOKOBO
JICUYCHHE.

Crewunu Mepry npu anauadkmuyien oK
IIpy mospa Ha ITBPBHTE CUMIITOMH (HAlp. KOKHH PEaklHH, KaTO YPTHKApHA HNH 3a4epBABAlE,
HECIIOKOHCTBHE, IMaBobonue, W3MOTABAHE, TajeHe, IHaHo3a):

- OCHI'YDETE HHTPABEHO3EH ITLT;

- OCBCH CTAHJAPTHHUTE CRELIHHM TPOLEAYPH, TIOCTABETE MAllHEHTA B JIETHANO TONOKEHHE C
NOBIHIHATH KPaka, TOUHCTETE JUXATEITHUTE NBTHINA H 00ANIIBATe C KHCIOPOX;

- ako ¢ HeoBXoaMMO Ce MpeAnpHeMaT JONBJIHHIEIHH CHEIHH MEpKH (BKIKYHTEIHO
NPHIICKEHHE Ha aJlpeHaliil, 00EeMO3aMeCTHTEHA Tepanus, MNIIOKOKOPTHKOUIN).

5.  G®APMAKOJOTHYHHM CBOHCTBA

5.1 PapMaKoAMHAMKYHH CBOICTBA




{apMakoTepaneBTHYHA rpyna: OpHMKOBH JTHYPETHLH
ATC xon: CO3CA04

MexannzeM Ha pelicTBHe
Topacemun npuTexkaBa canypeTHdeH edekr, KOHTO ce OCHOBaBa Ha I0THCKaHe Ha ObOpeyHaTa
peabcopOLUHA Ha HATPHI B XNOp B aCEHJEeHTHOTO PaMo Ha OpuMKaTa Ha XeHne.

$apMakonHHAMHYHH edeKTH

IIpu xopa, IHYPETHUHNAT eeKT Cleft MHTPAaBHO3HO H NICPOPATHO NpHioxkeHHe Obp30 NOCTHTA CBOA
MAKCHMYM IIpe3 IBPBHA Yac W CHOTBETHO 2. M 3. 1ac U npoAsmkaea A0 12 vyaca. [Ipu 3apaBy HHAHBHH
¢ HaOmonaBaHCO 3acHABAHE Ha Juypesara, NPONOPIMOHANHO HA JIOrapuThMa Ha jgo3ata (“BHCOKO-
TaBaHHa akTHBHOCT , “high-celiling activity”), 1pu J03d B pamkure Ha 5-100 mg. 3acunBaHe Ha
OHYPE3AaTa MOXE CBILO A3 CE€ TIONYYH H B CIy4aW, KOTaTo IPYrH AMYPETHLM BEd4e HE OKa3Bar
IOCTATbUHO IeHCTBHE (HaMpHMep THA3WIM, AeHCTBAllM B AMCTATHHTe TyOy/iH), Hamp. IPH YBpeAeHa
OnbpeuHa pyHKIHA

Benenctere Ha Te3H cBolicTBa, TOpaceMHA BOAM A0 MoOwmH3anus Ha oTouuTe. B caydail Ha
CbpACYHA HEAOCTATHYHOCT, TOpacemMn) noLo0piea CHMIITOMATHKATA, KAaTo NoA00pIBa H MHOKapRHATA
(yHKIHA NOCPEICTBOM MOHIKABAHE HA TIPEI- H CNEIHATOBAPBAHETO.

5.2 PapMaKoKHHeTHYHH CBoiicTBA

Abcopbupa U pasnpenenedue

Crnenl nepdpaner npHeM, TopaceMHZ ce alcopOHpa Obp30 H NMOYTH HANBLIHO, MAaKCHMAIRHTE
CEPYMHH HHBA CC JOCTUraT po 1-2 waca.

buonanuunocTTa € okono 80-90 %; npM mpenmonaraeMa MbAHA pe3opOUHA, eDEKTBT Ha IILPBO
NIpEMHHABaHe Ipes3 uepuus apod aocTHra MmakcuManHo 10-20 %.

HeneycMHCHEHHST pe3ynTaT OT JaHHHTE OT JBE MPOYUBAHHS MOKA3Ba, Y€ BbNPEKH e (3aBHCHMATA
OT BPEMETO) CKOPOCT HA pe3opblms Ha TOpaceMua HaManisBa clell npueM Ha xpaHa (NO-HACKA Cuax,
KaKTO H NNOBHIIEHH CTOHHOCTH Ha tmax), 0011aTa pe30pOLHA HA TOpAcEMHA HE CE NMOBMHABA OT NpHeMa Ha
XpaHa.

IToBeue ot 99% oT TopaceMu/| ce CBBPIBAT ¢ NIA3MCHHUTE NpoTexHH, MeTabonutute M1, M3 u M5
Ce CBBP3BAT CLOTBETHO B 86%, 95% n 97%. Habmonasanuar obem Ha pasnpeneienue (Vo) e 16 L

buorpanchopMaring

Ilpu xopata Topacemus ce Metabonuzupa go Tpu Merabonuta M1, M3 u M5. Hama naunu 3a
CBIIECTBYRAHETO Ha Opyrd Mertabonutu. Metabonutnte M1 u MS ce nomyuasaT ype3 MOCTENEHHO
OKCHAMPAHE HA MCTHNOBATA IPyNa Ha (eHUIIOBHA NPBLCTEH A0 KApOOKCHIHA KHCEeNHHA, 3 MeTabOIHTET
M3 upes XMAPOKCHIMPAHE HA NpECTEHA.

MeTtabonuture M2 H M4 , KOHTO Ce OTKPHBAT B U3MUATBAHWS IIPH XXKUBOTHH, HE CE& OTKPHBAT IIPH
xopara.

EnnMunHnpane

Ilpn 3npasy MHAMBRJAM TePMHHAIHOTO BpEME HA MONYKHBOT (tiz) Ha TOp
MeTaboNHTY ¢ 3-4 uaca. QOMUAT KIHPHHC HAa TOpPAcEMHJ € OT Lopanbka Ha 40
KNUPBHC € ApHbH3uTentHo 10 ml/min.




Ipy 3npaBu HRAMBMAM, npuOAKM3uTenHo 80% OT NpUnoxeHaTa 10032 Ce OTKPMBA B YPHHATA NOA
(dopMaTa Ha TOpaCeMH], B MCTabOMUTHTE MY B CREJHOTO CPeAo NPOUEHTHO ChIBPKAHNE: TOPACEMH] -
npudnnzurenno 24%, mMerabonnt M1 - npubnazutendo 12%, metabonut M3 - npubamsutenHo 3%,
meraGorut M5 - npubnusurenso 41%. OcnosHuaT Metabonnt M5 He npurexapa JHypeTHUYeH edekT;

npudnuzuTento od1mo 10% or papMakokHHeTHUHHA edeKT ce AbMKH Ha aKTUBHUTE MeTabonuTH M1 n
M3.

IMpu 616peyuHa HEXOCTATEYHOCT, OOIIMAT KIHPHHC W BPEMETO Ha NOIY-e/THMHHHPaHE HA TOPAaCeMHUil
OCTaBaT HENPOMEHEHEHH, BPEMETO Ha nonyemumuHupade Ha M3 u M5 ce yawikasa. Berpeks Tosa
(apMAKOAYHAMHYHHAT [IpodMI OcTaBa HEMPOMEHEH, BpeMeTo Ha aAeclicTBHe HE Ce IMOBIHABA OT
cTeneHTa Ha OvOpeunata HepoctarbuHocT. TopaceMHI B HeroBuTe MeTabONHTH CE€ HM3TLYBAT B
HE3HAYHTEIHA CTEICH YpEe3 XEMOANAIN3a HITH XeMofbHJ’lTpauHH.

Ilpn napuenTs ¢ HapylleHa YepHOAPOOHA (YHKLMS HIH ChpAedHA HENOCTATBYHOCT, BPEMETO Ha
NoJNy-eNHMHHHpAHE Ha TopaceMuJ M MeTabonwta M5 e 5eKO yAaBRDKeHO, a KOJHMYecTBaTa Ha
BEILECTBATA, U3IbYEHU C YPHHATA, OTIOBAPAT HA TE3U TIPH 3APABH XOpa.

CrnepnoBaTeNHO HE MOJKE J1a €€ OYAKBA KyMYJMPaHE Ha TOPACEMH]] H HEroBHTE METabOHTH.

JIuHefinocT

TOpaCBMHIl H HEroBHTE MeTabomuTH ce XApaKTePH3HpAT ¢ A030-3aBHCHMA NHHeliHa KHHETHKA, T.€.
MaxKcuMantara Ce€pyMHa KOHIIEHTpallMd W IUIOLHTE MOoJ KPHWBHTE Ha CEPYMHHTE HHBA HapacTBaT
MPOMOPIHOHANHO € YRCJIIHYABaHe Ha A03aTa.

5.3 IpeaAKNHHUYHNA JaHBM 33 0£30MACHOCT

ExcnepHMeHTHTe © KHMBOTHM 32a dapmakonords Ha 0e3oMacHocrTa, XPOHHYHA TOKCHYHOCT,
MYTareHHOCT M KaHLIEPOT€HHOCT He AaBaT JaHHH 3a JI0-BHCOK PHCK IIPH IIPHIIOKEHHE Y XOpa.

B npoyuyBaHus 3a PENpOAYKTHBHA TOKCHYHOCT, HAMa JaHHH 3a TepaTOreHHH eeKTH Y ILIbXOBE.
Hesagucumo OT ToBa, NPH BHCOKH A03H Y OpeMeHHM 3allll M IUThXxoBe ce HaOnroxapaT TOKCHYHH
edexty 3a nnoaa u Maiikara. [lpu misxoBe ¢ GHIO BBIMONKHO HEMOCTpHPAHE HA NPEMHHABAHE HA
TOpaceMH] npes mialneHTata. He ce HaGnionaBat edekT BbpXy depTHHTeTA.

6. PAPMALEBTHYHH JAHHH

6.1 CnHCBK HA NOMOUNHMTE BEILECTBA

JlakTo3a MOHOXHOpAT

LlapeBHYHO HHAIIECTE

CcHIIMLHEB JHOKCH, KONOHAEeH be3zponeH
Marnesuer creapat (Ph. Eur. ) (pactutenen)

6.2 HecsBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha ronoct




3 rOZHHH.

6.4 Cneunaﬂnn YCII0BHA HA CBXPAHEHHE

Tosu JNEKAPCTBCH NPOAYKT HE H3MCKBA CICIHAIHH YCIIOBHA 3a CEXPaneHHE.

6.5 Bup H cbIBp:KaHHe HA OMAKOBKATA

Tabnetkute TpudaclO mg ca 3ancuaTand B 6mucteps oT TBbPA PVC dunm (250 pm, 6e3nBeteH u
Npo3apayeH) ¥ TBLPLO anyMHHHEBO doino (20 pm}.

OpHIrHHANHKTE ONAKOBKH chAbpkaT 20, 30, 50, 100 win 400 Tabnetkw.
He BCHUKH BUAOBE ONAKOBKM MOTAT Ja 6BJaT IIyCHATH B Ipoaaxba.

6.6 CrnennanHy npeanazHy MepKH NPH H3XBbPIAHE

Heusnonssapuar JIEKapCTBSH MNPOAYKT HAH OTHAARYHHTC MAaTepHallH OT HETO T'p${6Ba Ja ce
H3IXBBEPIAT B CEOTBETCTRHC C MCCTHUTE H3UCKBAHHA.

7. HNPHUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA

Menarini International Operations Luxembourg S.A.
1, Avenue de la Gare
L-1611 Jlrokcemdypr

8. HOMEPFP(A) HA PASPEIHEHHETO 3A YIIOTPEBA

20020614
9. JATA HA ITBPBO PA3PEINABAHE/TIOAHOBABAHE HA PA3PEIUEHUETO
3A YIIOTPEBA

Hata Ha ABPBO paspewasade: 23.07.2002 ¢

IlaTa Ha nocnenso noaHosgeane: 13.03.2008 r.

10. JATA HA AKTYAJIN3MPAHE HA TEKCTA

10/2022




