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Pe3tome Ha EPAR 3a o6wecTBeHO nosi3BaHe

Copalia
amlodipine/valsartan

HacTtoswmaT AOKYMEHT npeacrasiisiBa pe3toMe Ha EBponenckusa nybnmueH oueHbuyeH goknas (EPAR) 3a
Copalia. B Hero ce pa3sicHaBa Kak KOMUTETbT Mo SieKapCTBEHUTE MPOAYKTU 3a XyMaHHa ynoTpeba
(CHMP) e oueHun nekapcTBOTO, 32 Aa AAAE MOJIOXUTENHO CTaHOBMLE 3a paspellaBaHe 3a ynotpeba u
npenopbkn 3a ycroBuaTa Ha ynoTpeba Ha Copalia.

KakBo npepacrasnsasa Copalia?

Copalia e nekapcTBO, KOETO CbAbpXa ABe aKTUBHW BellecTBa, amnoamnumH (amlodipine) n BancaptaH
(valsartan). MNMpegnara ce nog dopmaTa Ha TabneTtku (5 mg amnoamnmu u 80 mg BancapTaH; 5 mg
amnoamnuH n 160 mg BancaptaH; 10 mg amnoannuH n 160 mg BancapTaH).

3a kakBo ce umsnonssa Copalia?

Copalia ce u3non3ssa nNpu NauUMEHTM C eCeHUMaNHa XMnepToHns (BUCOKO KPbBHO HaNsAraHe), KOSTO He ce
KOHTPO/IMpa afleKkBaTHO MpM MOHOTEpanusa C aMI0AUMNWH UKW BancapTaH. ,EceHumManHa" o3HavaBa, ye
HAMa icHa NpUYMHa 3a XMNepToHUSATA.

JNlekapCTBEHMAT NPOAYKT Ce OTMNyCKa Mo IeKapcko npeanucaHume.
Kak ce nanonssa Copalia?

Copalia ce npuemMa npe3 yctata — no egHa Tabnertka AHEBHO C MankKo KONnM4ecTso Boaa. [lo3ata Copalia,
KOSITO cneaBa Aa ce M3M0/3Ba, 3aBMCK OT A03UTe aMI0OAMMUH WX BancapTaH, KOUTO NauUeHTbT e
npueman npean Toea. Moxe Aa ce HasloXW NaLMeHTbT Aa NpMeMa oTAeNHU TabneTkn unm Kancynm npeau
npeMmHaBaHe KbM KOMbUHUpaHaTa TabneTka.

Kak gencrsa Copalia?

Copalia cbabpxa ABe aKTUBHU BELLECTBa: aMAOAMMUH U BancapTaH. W ABeTe ca aHTUXMNEPTEH3UBHMU
nekapcTBa, KOUTO NOOTAENHO ce npeanarat B EBponeinckusa cbio3 (EC) oT cpepgaTta Ha 90-Te rogmMHu Ha

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2015. Reproduction is authorised provided the source is acknowledged.



XX B. Te gencTBaT 3a HaMasisiBaHe Ha KPBbBHOTO HandraHe no cxoAeH Ha4yuH, KaTo No3BosisaBaT Ha
KPbBOHOCHUTE CbAOBE Aa Ce OTnycHaT. Ype3 noHuxaBaHe Ha KpbBHOTO HanfdraHe ce HamanasaT
PUCKOBETE, CBbP3aHUN C BUCOKOTO KPbBHO HansdraHe, HanpuMep pucka OoT nojsiydaBaHe Ha yaap.

AMnoamnuH e 6n0Kep Ha KanumMeBuTe KaHanu. Ton 6J'IOKMpa cneunanH KaHaan Ha NOBBbPXHOCTTA Ha
KNETKNTE, Hape4YeHN KanumneBn KaHanaum, 4ype3 KoOnTo KaaumnesuTte MOHW 0BMKHOBEHO BNM3AT B K/ETKUTE.
Korato kanumesuTe MOHW HaBna3aT B MYCKYJTHUTE KNETKN B CTEHUTE Ha KPbBOHOCHUTE Cb0BE Ce
npeansBukBa CbkpalwleHue. Kato HaManasa NoToka Ha Kanuun B KNETKNUTE, aMoaunnH npeyn Ha
KNETKUTE Aa Ce€ CBMBAT U TaKa NoMara Ha KpbBOHOCHUTE CbAOBE Aa CE OTNYyCHaT.

BancapTtaH e ,,aHrnoTeHsuH II peLuenTopeH aHTaroHUCT", KOeTo o3HayaBa, ye 6/10KMpa AeCTBMETO Ha
XOPMOHA B TAM0TO, HapeueH aHrMoTeH3uH II. AHrMoTeH3uH II e MolleH Ba30KOHCTPUKTOp (BeLecTBo,
KOETO CBMBa KPpbBOHOCHUTE cbaoBe). KaTo 610KMpa peuenTopuTe, C KOUTO HOpMasiHO Cce CBbp3Ba
aHrnoTeHsuH II, BancapTaH cnupa AeiNCTBMETO Ha XOPMOHA UM NMO3B0JISIBAa Ha KPbBOHOCHUTE CbAOBE A3
ce paswunpsrT.

Kak e npoyueH Copalia?

Tbii KaTo aMIOAMMNMUH M BancapTaH Ce U3Mon3BaT OT MHOMO roamHu, dupmaTta npeactass MHGopMauus 3a
[ABETe BELecTBa OT NpeaullHM NPOoy4YBaHUsA MU OT Hay4dHaTa nMTepaTypa, KakTo U OT HOBU Mpoy4YBaHus, B
KOMTO € M3Mon3BaHa KOMBMHaLMA OT ABETE aKTUBHW BELLECTBA.

MpoBeaeHn ca NeT OCHOBHU NMpoy4YBaHus, obxBawawm 61n3o 5200 naumeHTH, NOBEYETO C NIeKa 40
yMepeHa xunepToHus. [iBe npoydBaHus (o6xBawawm noytn 3200 naumeHTH) cpaBHABAT aMIOAUMUH,
BancapTaH unm KomMbuHaumsa OT ABeTe BewecTBa ¢ niauebo (cnano nedeHue). [lBe npoyyBaHus
(obxBawawm 1891 naumeHTn) cpaBHABaT KOMbMHaUMATa NpM NauMeHTN, YUNETO BUCOKO KPbBHO HansaraHe
He e aflekBaTHO KOHTpoaupaHo ¢ 10 mg amnoaunuH unm cbe 160 mg BancapTaH. [1eToTo no-masnko
rnpoy4YBaHe cpaBHsBa KOMBUHaumMsaTa C NM3NHONPUA N XMApoxaopoTnasumg (apyra kombuHauus,
M3M0N3BaHa 3a fiedyeHne Ha xmnepToHusa) npu 130 naumMeHTn CbC CEpUO3HA XMNEPTOHUSA. BbB BCUYKM
Npoy4YBaHUsA OCHOBHATa MspKa 3a eeKTUBHOCT € NMOHMXKABAHETO Ha ANACTONIHOTO KPBbBHO HansraHe
(KpbBHOTO HansiraHe, U3MepeHo MexXxay ABa yAapa Ha cbpueTo). KpbBHOTO HansraHe ce n3Mepea B
+MUIMMETPU XunBadeH cTbnb™ (mmHg).

d)mpMaTa npeactasd CbWoO AaHHWU, Y€ HMBATa Ha aM1OAUNUH U BaZiICapTaH B KPbBTa Ca €4HaKBU Npu
naunMeHTuTe, npmeMmalim Copalia, M Npu nauneHTnuTe, npunemMalln otaesHn nekKapcrea.

Kakeu nonsu ot Copalia ca yctaHOBeHM B npoy4yBaHusita?

KombuHaumsaTa oT aminoavnuH 1 BancaptaH e rno-edeKTMBHa 3a MOHMXKaBaHe Ha KPbBHOTO HansraHe oT
nnauebo uam oT BancapTaH UM aMnoanMnmH, NpUeMaHn NooTAeNHO. B npoyyBaHusaTa, cpaBHSaBaLLm
KOoMbMHaumsaTa Npu NaumeHT, KOMTO Beve npuemaT amao4aMnuMH Unmn BancaptaH, KpbBHOTO HansraHe npu
nauneHTuTe, NpuemMalln camo BasicaptaH, ce noHuxaea ¢ 6,6 mmHg cnea oceM ceaMUUM B CpaBHEHME C
9,6 1 11,4 mmHg npn naumeHTnTe, A06aBALWM CbOTBETHO 5 nan 10 mg amnoaunuH. MNpu nauneHTUTe,
npueMallum camo amnoaunuH, ce Habnogasa noHmxkeHue ot 10,0 mmHg B cpaBHeHune ¢ 11,8 mmHg npu
nauneHTnTe, gobasswm 160 mg BancapTaH.

KakBu ca puckoBerte, cBbp3aHu ¢ Copalia?

Hal-uectute HexenaHn nekapcreeHun peakumn npu Copalia (HabntogasaHu npu 1 o 10 Ha 100
nauveHTn) ca rnasobonune, puHoPapuHrnT (Bb3naneHne Ha HOCa U MbpioTo), rpuMn, XMNokanemMmms
(HWCKM HUBA Ha Kanus B KpbBTA), pasMYyHM BUAOBE OTOouM (NoAyBaHMs), yMOpa, eHX1M30Ma
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(3auepBaABaHe), acTeHus (c1abocT) U ropelun BbHU. 3@ MbHUSA CMUCHK HAa BCUUKW HEXENAHU
NleKapCTBEHM peakuun, cbobuieHun npu Copalia, BUXTe NUCTOBKaTa.

Copalia He TpsabBa Aa ce npuaara Npu xopa, KOUTO Ca CBPbXYYBCTBUTENHU (aNeprnyHun) KbM aMaoamMnuH
WM APYTrY nekapCcTBEHWM NPOAYKTU OT Kiaca Ha ,AUXMAponnupuanHOBUTE NPOM3BOAHN", KbM BasicapTaH
WM KbM HSIKOSI OT OCTaHanuTe CbCTaBku. He TpsibBa Aa ce uanonssa npu 6peMeHHN XeHu cnep nbpBuTe
Tpu Mecela Ha 6peMeHHOCTTa. He ce npenopbyBa ynoTpeba npes nbpBuTE TPKU Meceua oT
6peMeHHocTTa. Copalia He Tpabea Aa ce M3non3ea Npu NaUMEHTU, KOUTO MMaAT CEPMO3HM Npobnemu ¢
yepHUa Apob MM XnNbykaTa, NpPU NALMEHTU C onpeaeNieHn CbpAeYHM NPo6eMU N NpU NauneHTn C
Texka popMa Ha XMNOTOHMS (HUCKO KPbBHO HansaraHe). Copalia He TpsibBa cbLlo Taka Aa Ce M3Mos3Ba B
KOMBUMHaUMS C nekapcTBa, CbAbpXKallM afncKMpeH (M3Non3BaHuM 3a JledeHMe Ha eceHumanHa
XUMNEepPTOHUS), NPY NAUMEHTU C AMabeT TMN 2 UK C YMEPEHO MM TEXKO 6b6peyHo yBpexaaHe. 3a
MbJIHUSA CNUCBbK Ha OFrpaHUYeHUATa BUXTE TINCTOBKAaTA.

3auwo Copalia e paspelweH 3a ynorpeba?

CHMP peluu, ye nonsute ot Copalia ca no-rosiemMm oT pUCKOBETE, U Npernopbya Aa My 6bae UsganeHo
paspelleHune 3a ynotpeba.

AonbnHutenHa nHdpopmauyma 3a Copalia:

Ha 16 aHyapu 2007 r. EBponelickaTa KOMMCKS n3gaea paspelweHune 3a ynotpeba Ha Copalia, BanmgHo B
EBponenckmns cbios.

MbnHUAT TekcT Ha EPAR 3a Copalia Moxe aa ce Hamepu Ha yebcanTa Ha AreHuusaTa: ema.europa.eu/Find
medicine/Human medicines/European public assessment reports. 3a noBe4ye MHGopMaLmst OTHOCHO
nevyeHuneto c Copalia npoyeTteTe nucroBkaTta (CbLo YacT oT EPAR) unu nonutarite Bawwua nekap nnu
dapmaLesBT.

[aTa Ha nocnedHo akTyanusmpaHe Ha TekcTta 05-2015.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000774/human_med_000725.jsp&mid=WC0b01ac058001d124
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