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Pe3tome Ha EPAR 3a o6wiecTBeHO nosi3BaHe

Copalia HCT

amlodipine/valsartan/hydrochlorothiazide

HacToAwmaT gokyMeHT npeacTaBnsBa pe3ioMe Ha EBponenckua nybnundeH oueHbueH goknag (EPAR) 3a
Copalia HCT. B Hero ce pa3sicHsiBa kKak KOMUTETBT N0 /IeKapCTBEHUTE NPOAYKTM 3a XyMaHHa ynoTtpeba

(CHMP) e oueHun nekapcTBOTO, 32 Aa AAAE NOJIOXUTENHO CTaHOBMLE 3a pa3pellaBaHe 3a ynotpeba u

npenopbku 3a ycrnoBusaTa Ha ynotpeba Ha Copalia HCT.

KakBo npeacrasnssa Copalia HCT?

Copalia HCT e nekapcTBo, KOETO CbAbpXa TPU aKTUBHM BellecTBa, amnoaunuH (amlodipine), BancaptaH
(valsartan) n xuapoxnopotuasumg (hydrochlorothiazide). Npeanara ce noa popmaTta Ha Tabnetku,
CbAbpXaluM aMNOAMMUH, BancapTaH U XMAPOXNOpPOTMa3na B CiefHUTe CboTHoweHus: 5/160/12,5 mg,
10/160/12,5 mg, 5/160/25 mg; 10/160/25 mg 1 10/320/25 mg.

3a kakBo ce unsnonssa Copalia HCT?

Copalia HCT ce n3nonssa 3a /leYeHNe Ha eceHumasaHa XnMnepToHns (BUCOKO KPbBHO HansiraHe) npw
Bb3PACTHW, NPWU KOUTO € NOCTUIHAT 3a40BOJIUTENEH KOHTPO Ha KPbBHOTO HansraHe ¢ KoOM6MHaums oT
aM/IOAMNUH, BancapTaH U Xuapoxnopotuasua. ,EceHumanHa™ o3HauaBa, Ye HsIMa sicHa MpuYMHa 3a
XUNEepTOHUSATA.

ﬂeKapCTBeHMﬂT NpoAYKT Ce OTNyCKa Mo eKapCKo npeanncaHue.
Kak ce nanonssa Copalia HCT?

Copalia HCT ce npuema npe3 ycrtaTta noa ¢opmaTta Ha eagHa Tabnertka Be4HbX AHEBHO MO €4HO U CbLLOo
BpEeMe Ha AeHAa u 3a npeanoynTaHe cyTpuH. Jo3ata Copalia HCT, kosTo cneasa aa ce ynotpebsiea, e
CbllaTa KaTo A03uUTe Ha TpuUTe OTAE/NHM aKTUBHW BelwecTBa, KOUTO NauMeHTbT e npuMeMan npeauv Toea
camocTtosaTenHo. [JHeBHaTa pno3a Copalia HCT He TpsibBa aa npesmwasa 10 mg amnoamnnuH, 320 mg
BancapTaH n 25 mg xmapoxnopoTtnasug.
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Kak peuncrsa Copalia HCT?

TpuTe akTuBHM BewlecTBa B Copalia HCT ca aHTuXmnepTeH3UBHM JieKapCcTBa, KOUTO BeYe ca B ynotpeba
B EBponeickusa cvioz (EC).

AMnoannuH e ,6nokep Ha KanuueBus kaHan". Ton 6nokupa cneymanHn KaHaam Ha NOBbPXHOCTTA Ha
KNIeTKUTE, HapeyYeHn KanuueBun KaHaam, Yypes KOUMTO KanumeBmuTe NOHM OBUKHOBEHO BM3aT B KETKUTE.
Korato kanumeBuTe MOHW HaBNA3aT B MYCKY/IHUTE K/IETKN B CTEHUTE Ha KPbBOHOCHMUTE CbA0BE Ce
npeavsBMKBa CbkpalleHue. KaTo HaMansBa NOTOKa OT Kasiuuii, BAM3all, B KNETKUTE, aMI0AUTNUH He
Nno3BONsiBa Ha KJIETKUTE a ce CBMBAT M CroMara 3a OTMYyCKaHeTO M pa3WwunpsBaHETO Ha KPbBOHOCHMUS
CbA, NPU KOETO KPbBHOTO HansraHe ce NoHuxaea.

BancapTaH e ,aHrnoTteHsuH II peuenTopeH aHTaroHMCT", KOeTo 03HavaBa, Ye 6J10KMpa AENCTBUETO Ha
XOPMOHa B TAI0TO, HapeyeH aHrMoTeH3uH II. AHrMoTeH3uMH II e MoLeH Ba30KOHCTPUKTOP (BELLECTBO,
KOETO CBMBa KPbBOHOCHUTE CbAoBe). KaTo 6/10knpa peuentTopute, C KOMTO HOpMasiHO ce CBbp3Ba
aHrmoTeH3uH II, BancapTaH cnupa AeACTBUETO HAa XOPMOHA W MO3BOJSAIBA HA KPbBOHOCHMTE CbAOBE Aa
ce pasWwupsaT, NpU KOETO M KPbBHOTO HansraHe ce noHWXaea.

XnApoXn0poTMasua e Anypetuk. Toin AeicTBa Ypes noBuaBaHe OTAENSHETO Ha yYpUHa, NpU KOETo ce
HaMansaBa KO/MYECTBOTO TEYHOCTM B KPbBTa U KPbBHOTO HaNnsiraHe ce NMoHMXaBa.

KoMbuHauusATa OT TpMTE aKTMBHM BELLECTBA MMa HaTpynBall ce edheKT U MOHMXKABA B No-rosisaMa cTeneH
KPbBHOTO HaNsiraHe, B CpaBHEHWE C KOETO M Aa € OT SieKapcTBaTa, NpuiaraHn camocToaTesnHo. Ypes
NMoHMXaBaHe Ha KPbBHOTO HaJjisraHe ce HamManaBaT PUCKOBETE, CBbP3aHWN C BUCOKOTO KPbBHO HandraHe,
HampuMep pucKa OT MoslyyaBaHe Ha yaap.

Kak e npoyueH Copalia HCT?

Tbi KaTo KOM6MHALUMATA OT TPUTE aKTUBHU BELLECTBA € B ynoTpeba oT MHOro roAuvHW, KOMMNaHuaTa
npeacTaBsa NpoyyBaHUsl, AoKa3BaluW, Ye TabneTKMTe C TpUTE aKTUBHU BellecTBa ce abcopbupar B
OpraHnsMa no CblUMA HAUMH KaTo BCAKa OT TabneTknTe, CbAbpKalla KOMMNOHEHTUTE NMOOTAESHO.

B aonbnHeHMe e npoBeAeHO e4HO OCHOBHO MNpoy4yBaHe npu 2271 nauueHTU C yMepeHa A0 TexXkKa
XUNEepPTOHUSA C Hal-BUcokaTa KoHueHTpaums Copalia HCT (320 mg BancapTtaH, 10 mg amnoamnuH m
25 mg xuapoxnopotuasuma). NaumeHtnte nonyyasat Copalia HCT wnu egHa ot Tpute KoMbuHauumm,
CbAbpXalum caMo ABe OT aKTUBHWUTE BelLecTBa, 3a nepunoj oT oceM ceaMuum. OCHoBHaTa MsipKa 3a
edeKTUBHOCT e cpefHaTa NpoMsHa B KPbBHOTO HansraHe.

KakeBu nonsu ot Copalia HCT ca yctaHOBEHM B Npoy4YBaHuUATa?

JleueHneTo c Han-BMcokaTa KoHuUeHTpauums Copalia HCT e no-edeKTMBHO 3a e4YeHMeTo Ha
XMNEPTOHUATA OTKONIKOTO ABOMHUTE KOMBMHaUMK, CbAbpXKallM KOETO U Aa € OT ABETe aKTUBHMU
BewecTsa. pn nauneHTn, npuemawm Copalia HCT, cpeaHOTO NOHM)KaBaHe Ha KPbBHOTO HansraHe e
okono 39,7/24,7 mmHg B cpaBHeHue ¢ 32/19,7 mmHg, 33,5/21,5 mmHg n 31,5/19,5 mmHg npu
nauneHTn, npuemMalum CbOTBEeTHO KOMbMHaunmTe BancapTaH/XxmapoxaopoTrnasng, BasncapTaH/aMnoannuH
M XMAPOX0pOTMas3na/aMnoannmH.

KakBu ca puckoBeTte, cBbp3aHu ¢ Copalia HCT?

Han-uectute HexenaHwn nekapcreeHu peakunun npu Copalia HCT (HabniopasaHm npu 1 go 10 Ha 100
nauMeHTn) ca xunokanemmsa (HUCKM HMBA Ha Kanuii B KPbBTA), 3aMasiHOCT, rnasobonne, XMnoTeH3us
(HUCKO KpPBBHO HansraHe), gucnencus (KMcenmHu), nonaknypumsa (abHOpMeHo 4ecTo ypUHUpaHe),
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oTnagHanocT (ymopa) 1 oTok (3agbp)XXaHe Ha TEYHOCTM). 3a MbJIHUSA CMUCBK HA BCUYKM HEXeNaHu
NIeKapCTBEHM peakummn, cbobueHn npu Copalia HCT, BuxTe nuctoBKkara.

Copalia HCT He TpsibBa ga ce npunara npu xopa, KOMTO Ca CBPbX4YyBCTBUTENHU (aNneprmyHun) KbM
aKTUBHUTE BellecTBa, CyndoHaMMaN NN KbM HAKOS OT OoCTaHanuTe cbcTaBkn B Copalia HCT. He TpsibBa
Aa ce n3nonsea nNpu 6peMeHHN XeHU cnea NbpBUTe TpM Meceua Ha 6pemMeHHoCTTa. He TpabBa cbLio Aa
Ce M3Mnos3Ba Npu NauMeHTH C NpobaemMn C YepHMa Apob Uan xnbyukaTa (HanpuMep XbATEHNLA), TEXKN
6B6peyHn npobnemun, aHypms (CbCTOSIHME, NMPU KOETO NaUMEHTBLT Ha MOXe Aa NPOM3BeXAa WK OTAEeNS
ypVHa) nnu nNpu naumMeHTu Ha Ananusa (TexHukKa 3a npeyncTBaHe Ha KpbBTa). B 3akntoyeHune Copalia
HCT He TpsibBa Aa ce n3nosnssa Npu NauMeHTn C Xxmnokanemms (HUCKN HMBa Ha Kasvii B KpbBTa),
XUMNoHaTpueMns (HUCKM HMBA Ha HaATPUM B KPbBTA) U Xunepkanumemmus (BUCOKO CbAbpXKaHMe Ha
Kasunii B KpbBTa), KOUTO HE Ce MOBMMSIBAT OT JIEYEHNETO, N MPU NaUNEHTU C XMMEPYPUKEMUS
(noBuwaBaHe Ha HMBaTa Ha NUKOYHATa KUCENMHA B KPbBTA), KOATO MPUYMHSBA CUMNTOMM.

Copalia HCT He TpsibBa ga ce n3nonssa B KOMBMHaUMA C NeKapcTBa, CbAbpiKalln aNCKUPEH
(M3Mon3BaHK 3a leYeHne Ha eceHuManHa XMnepToHus), Npu NauneHTy ¢ guabet Tmn 2 nnn C ymepeHo
UM TeXKo 6b6peyHo yBpexaaHe.

3awo Copalia HCT e pa3peweH 3a ynorpeb6a?

CHMP otbensnasa, ye 3a NnaumMeHTMTE, KOUTO BeYye ca NpuemManu TpuTe akTUBHW BeLecTBa, MoraT Aa
rnoHecat neyenue c Copalia HCT, cbabpxal TpuTe BewecTsa B eaHa TabneTtka. OCHOBHOTO Npoy4BaHe
rnokasBa rnoJjsaTa OT Hali-BMcokaTa KoHueHTpaumsa Copalia HCT 3a noHM»kaBaHe Ha KpbBHOTO HasnsiraHe.
Mpwn Bcnukun aosm Copalia HCT oTroBops Ha M3WMCKBaHUSTa WU NOKa3Ba, Ye € CbMoCTaBMM C
KOMOWMHauMMTe OT UHAMBUAYATHUTE aKTUBHM BeLeCTBa, NpMeMaHun nootaenHo. CHMP pewwu, ye nonsute
oT Copalia HCT ca no-ronemm oT pucKoBeTEe, 1 Npenopbya Aa Ce nlgane paspelieHme 3a ynortpeba.

AonbnHutenHa nHdpopmauyma 3a Copalia HCT:

Ha 4 HoemBpu 2009 r. EBponelickaTta KOMUCUA n3gaBa pa3pelleHne 3a ynotpeba Ha Copalia HCT,
BanMAHO B EBponenckusa colos.

MbnHMAT TekcT Ha EPAR 3a Copalia HCT mMoxe aa ce Hamepu Ha yebcanta Ha AreHumaTa:
ema.europa.eu/Find medicine/Human medicines/European Public Assessment Reports. 3a noBe4ye
MH@OpMaumsa OTHOCHO fiedeHmneTo ¢ Copalia HCT npoueteTte nncroBkaTa (cbwio vacTt oT EPAR) nnn
nonutanTe Bawwna nekap nnm dapmauesT.

[aTta Ha nocneaHo akTyanusmpaHe Ha Tekcrta 09-2013.
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