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Pe3rome Ha EPAR 3a o6uiecTBeHO noJi3BaHe

Karvezide
irbesartan / hydrochlorothiazide

HacToAwmaT gokyMeHT npeacTaBnsiBa pestoMe Ha EBponeickua nybnnyeH oueHbueH goknag (EPAR) 3a
Karvezide. B Hero ce pa3sicHaBa kak KOMUTETBLT MO fleKapCTBEHUTE NPOAYKTWU 3@ XyMaHHa ynoTtpeba
(CHMP) e oueHwn nekapcTBOTO, 3a Aa AaAe MNOJIOXUTEIHO CTAaHOBULLE 3a pa3pellaBaHe 3a ynotpeba un
NpenopbKM 3a ycnosusaTa Ha ynotpeba Ha Karvezide.

KakBo npeacrasnsBa Karvezide?

Karvezide e nekapcTBO, KOETO CbAbpXa ABE aKTUBHM BewecTBa — npbecaptaH (irbesartan) un
xuapoxnopotmasng (hydrochlorothiazide). Npeanara ce noa ¢opmata Ha Tabnetku (150 mg nnum
300 mg mnpbecaptaH u 12,5 mg xuapoxnopotmnasung; 300 mg npbecaptaH 1 25 mg xuapoxnopotmasng).

3a kakBoO ce u3non3ssa Karvezide?

Karvezide ce M3nonsea nNpu Bb3pacTHWU C eceHUManHa XmnepToHmsa (BUCOKO KPbBHO HaNsiraHe), KOATO
He ce KOHTpOMMpa A0CTaTbYyHO Ao6pe CbC CAaMOCTOATENHOTO MPUIOXKEHUE Ha npbecapTaH unm
XMApPOXopoTHasua. ,EceHumanHa® osHayaBa, Ye HAMA ACHa NPUUYKMHA 3a XUMNEPTOHUATA.

JNlekapCTBEHMAT NPOAYKT Ce OTMNyCKa Mo NeKapcko npeanucaHume.
Kak ce manon3Ba Karvezide?

[Jo3aTa Karvezide, koTo cneaBa Aa ce M3N0n3Ba, 3aBUCK OT Ao3aTa Ha upbecapTtaH nnm
XVMAPOXI0POTMAasng, KosiTo NauMeHTBLT e NpueMan npeau Toea. He ce npenopbyBaTt 403K, NO-BUCOKM OT
300 mg mnpbecapTtaH 1 25 mg xnagpoxnopoTtmasna, BegHbX aHEBHO. Karvezide moxe ga 6bae nobaseH
KbM HAKOU APYrn JIEYEHUS 3 XUMEPTOHUS.

Kak pencrBa Karvezide?

Karvezide cbabpa ABe aKTUBHU BeLecTBa, Mp6ecapTaH U XMapoxaopoTnasma.
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NpbecapTaH e ,aHrMoteH3unH II peuenTopeH aHTaroHUCT", KOETO 03Ha4yaBa, Yye 6s10Knpa AeNCTBNETO Ha
XOPMOHa B OpraHu3Ma, HapeyeH aHrmoTeH3uH II. AHrmoTeH3unH II e MoLWEH Ba30OKOHCTPUKTOP
(BewecTBo, KOETO CBMBa KpbBOHOCHUTE cbAoBe). KaTto 6n10kmnpa peuentopuTe, C KOUTO 0OMKHOBEHO Ce
CBbp3Ba aHrMoTeH3uH II, nupbecaptaH cnupa AEeNCTBMETO HA XOPMOHA W NO3BO/ISIBA HAa KPbBOHOCHUTE
CbAOBE Aa Ce paswmpsT.

XnpgpoxnopoTtmasmg e AnypeTuk, KOMTo NpeacTaBfsiBa ApYr BMA JlIeYeHue 3a xmnepToHus. Tol aAencTea,
KaTo yBenv4yaBa OTAENSHETO Ha YpWMHA, HaMassiBa KOJIMYECTBOTO Ha TEYHOCTUTE B KPbBTa W NMOHMXKaBa
KPbBHOTO HansraHe.

KoMbuHauusATa oT ABeTe akTUBHU BellecTBa MMa HaTpynBal, ce edekT 1 NoHMXKaBa B No-roasMa cTenex
KPbBHOTO HansiraHe B CpaBHEHWE CbC CaMOCTOoATENIHaTa MM ynoTpeba. Ypes NnoHuxaBaHe Ha KPbBHOTO
HanaraHe ce HaManaBaT PUCKOBETE, CBbP3aHM C BUCOKOTO KPbBHO HansraHe, HanpuMep pucka ot
nofiyyaBaHe Ha yaap.

Kak e npoyueH Karvezide?

NpbecapTtaH camocTosATenHo e ogobpeH B EBponenckusa coto3 (EC) ot 1997 r. noa nMeHaTta Karvea u
Aprovel. Moxe ga ce npunara ¢ XuapoxsopoTMasua 3a siedeHme Ha xunepToHus. MNpoyyBaHusTa Ha
Karvea/Aprovel, npunaraHu 3aegHo € XMAPOXJ0pOTMasna Kato OTAeIHM TabneTku, ca n3noa3BaHn B
noakpena Ha ynoTpebaTa Ha Karvezide. MNMpoBeaeHn ca CbLO AOMBb/HUTENIHM NPOyYBaHNA C 403U OT
300 mg mnpbecaptaH B kombuHaumsa ¢ 25 mg xmagpoxnopotmasng. OcHoBHaTa Msipka 3a ePeKTUBHOCT e
MOHW)XaBaHeTO Ha AMACTONHOTO KPbBHO HansraHe (KPbBHOTO HansiraHe, M3MEPEHO MeXAy ABa yAapa Ha
CbpuETO).

Kakeu nonsu ot Karvezide ca yctaHOBeHM B Npoy4YyBaHusATa?

Karvezide e no-edekTnBeH oT nnauebo (Cnsino sie4eHne) n oT XmapoxnopoTmasma, npunaraH
CaMOCTOATENHO, 3a MOHMXaBaHe Ha ANACTONIHOTO KPbBHO HansraHe. YBenmMyaBaHeToO Ha Ao3aTta Ao
300 mg mnpbecapTaH n 25 mg xnuapoxnopotTmasma Moxe Aa AoBeAe 40 AOMb/HUTENHO MOHMXKaBaHe Ha
KPbBHOTO Hansraxe.

KakBu ca puckoBeTte, cBbp3aHu ¢ Karvezide?

Han-4yectnTte HeXxXenaHu nekapcrtBeHu peakumm npu Karvezide (Habnwogasanu npu 1 go 10 Ha 100
nauneHTn) ca 3aMasiHOCT, rageHe (No3MBM 3a NOBPbLLLAHE) MM NOBPbLLAHE, HEHOPMAJTHO YPUHUPaHE,
yMoOpa 1 noBulaBaHe Ha KpbBHaTa ypea (BUN, NnpoayKT OT pasrpaxaaHeTo Ha NpoTenHuTe),
KpeaTMHWHa (pa3nafeH NpPoOAYKT OT MYCKY/IMTE) U KpeaTUH KMHasaTa (€H3UM B MycKynuTe). 3a MbiHus
CMNCBK Ha BCUYKM HEXeNaHW IeKapCTBEHU peakuumn, cboblieHn npun Karvezide, BuXTe nucToBKaTa.

Karvezide He TpsibBa Aa ce npuiara npu xopa, KOUTO Ca CBPbXYYBCTBUTEIHWN (aNepruyHn) KbM
npbecapTtaH, XMAPOXI0pOTMasna, cyndoHaMnaM UM KbM HSKOS OT OCTaHanuTe CbCTaBku. He Tpabsa aa
ce 1M3non3Ba Npu 6peMeHHn XeHn cnes NbpBUTe TPU Meceua Ha 6pemeHHocTTa. He ce npenopbyBa
ynoTtpeba npe3 nbpBuTE TpM Meceula oT bpeMeHHoCTTa. Karvezide He TpsabBa Aa ce n3nosssa CbLUOo Npw
naumMeHTn, KOUTO MMaT TEXKM Npobnemu ¢ yepHust 4pob, 6b6peumnTe MM XnbykaTa, NpekaseHo HUCKN
HMBa Ha Kanuii B KPpbBTa UKW NpeKasieHO BUCOKU HUBA Ha Kanuumii B KpbBTa.

Karvezide He TpabBa Aa ce u3non3ea B KOMBMHAUMS C IEKAPCTBa, CbAbpXXallu afMcKupeH (M3nos3BaHu
3a NleYeHne Ha eceHuMasHa XMNepToHns), Npu NauneHTn ¢ AnabeT UM C YMEPEHO WU TEXKO 6b6pPeYHo
yBpexaaHe. Karvezide TpsibBa Aa ce npunara ¢ NoBUWEHO BHUMaHMe B KOM6MHaLMS C 1eKapcTBa, KOUTO
B/IUASAT Ha HMBATa Ha Kanus B KPpbBTa. MbJHUAT CNUCHK Ha Te3W feKapcTBa e AajeH B JIMCTOBKaTaA.
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3awo Karvezide e paspeweH 3a ynorpeba?

CHMP peww, 4e nonsuTte ot Karvezide ca no-roneMm oT puCKoBETE, U NMpernopbya Aa ce nsgaae
pa3speleHue 3a ynotpeba.

AonbnHutenHa mHpopmauma 3a Karvezide:

Ha 16 okTomBpu 1998 r. EBponeiickaTta KOMUCUS n3paBa pa3spelleHune 3a ynotpeba Ha Karvezide,
BanMAHO B EBponenckusa coos.

MbnHmAaT TekcT Ha EPAR 3a Karvezide moxe fa ce Hamepu Ha yebcanTa Ha AreHumsTa:
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. 3a noseuye
MH@OpMaumMsa OTHOCHO fiedeHmneTo ¢ Karvezide npoyeTteTte nucrtoekata (CbLuo 4acTt oT EPAR) unn
nonutanTe Bawwna nekap nnm dapmauesT.

[aTta Ha nocneaHo akTyanusmpaHe Ha Tekcrta 07-2013.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000221/human_med_000869.jsp&mid=WC0b01ac058001d124
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