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Pe3tome Ha EPAR 3a o6wecTBeHO nosi3BaHe

Exforge
amlodipine/valsartan

HacTtoswmaT AOKYMEHT npeacrasiisiBa pe3toMe Ha EBponenckusa nybnmueH oueHbuyeH goknas (EPAR) 3a
Exforge. B Hero ce pa3sicHaBa Kak KOMUTETbT Mo NeKapCTBEHUTE NPOAYKTU 3@ XyMaHHa ynoTtpeba
(CHMP) e oueHun nekapcTBOTO, 32 Aa AAAE MOJIOXUTENHO CTaHOBMLE 3a pa3pellaBaHe 3a ynotpeba u
npenopbkn 3a ycroBuaTa Ha ynoTpeba Ha Exforge.

KakBo npeacrasnsasa Exforge?

Exforge e nekapctBo, KOeTo CbabpXa ABe aKTMBHU BewecTBa, amnogmnuH (amlodipine) n BancaptaH
(valsartan). MNMpegnara ce nog dopmaTa Ha Tabnetku (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 Exforge?

Exforge ce nm3nonsea nNpu naumMeHT C eceHumanHa XMnepToHuns (BI/ICOKO KPpbBHO Ha)'lﬂraHE), KOATO HE
Ce KOHTpO/Mpa ageKBaTHO NpM MOHOTEPaANMa C aMIoAUNUH U BancapTaH. ~ECceHumnanHa"™ osHayaBa, 4ve
HAMa ACHa NpU4YnHa 3a XUNepToHUATa.

JlekapcTBeH NpoAYyKT ce OTNyCKa No Silekapcko npeanncaHume.
Kak ce nanonssa Exforge?

Exforge ce npvema npes ycraTa — no eAHa TabneTka AHEBHO C MaJjIko KOJIMYeCcTBO BoAa. [o3aTa
Exforge, koaTo cneaBa Aa ce M3MNof3Ba, 3aBUCK OT J03UTE aMIOAMMUH UM BasicapTaH, KOMTO
nauueHTbT e NpueMan npeay ToBa. Moxe [a Ce HasloXW NauMeHTLT Aa NpUeMa oTAeHN TabneTkn unu
Karncynu npeav npeMmHaBaHe KbM KOMBUHUpaHaTa TabneTtka.

Kak pencrsa Exforge?

Exforge CbAbpXXa [Be aKTMBHMW BeLLeCTBa: aMnoaunuH 1 BancaptaH. Ml ABeTe ca aHTUXUMEPTEH3UBHU
NneKapcTtBa, KOUTO NOOTAENIHO Ce npegsiaraTt B EBpOI'IeﬁCKMﬂ CbiO3 (EC) OT CpeaaTa Ha 90-Te roauHM Ha
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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 AeiNCTBUMETO Ha XOPMOHA M MO3BOJIIBA Ha KPbBOHOCHUTE CbAO0BE Aa ce
paswupsaT.

Kak e npoyueH Exforge?

Tbi KaTo aMJOAMMNMUH M BancapTaH Ce U3MoN3BaT OT MHOIO roaMHu, dupMaTa npeacTaBs UHhopMauus
3a [IBeTe BELLECTBa OT NpeAuLLHM NPOYyYBaHUSA U OT Hay4yHaTa nMTepaTtypa, KakTo 1 OT HOBMU
NpoyyBaHUsi, B KOUTO € NU3MoN3BaHa KOMBUHALMA OT ABETE aKTMBHU BeLLECTBaA.

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 € NM3NHONPUA N XMAPOxXaopoTnasmg (apyra kombuHauus,
M3M0N3BaHa 3a fiedyeHne Ha xmnepToHusa) npu 130 naumMeHTn CbC CEpUO3HA XMNEPTOHUSA. BbB BCUYKM
Npoy4YBaHUsA OCHOBHATa MspKa 3a ePeKTUBHOCT € NMOHMXKXABAHETO Ha ANACTONIHOTO KPBbBHO HansraHe
(KpbBHOTO HansiraHe, U3MepeHo MeXxAay ABa yAapa Ha cbpueTo). KpbBHOTO HansraHe ce nsMepsa B
»MUIMMETPU XKnBadeH cTba6" (mmHg).

d)MpMaTa npeactasd CbWoO AaHHWU, Y€ HMBATa Ha aM1OAUNUH U Ba/iICapTaH B KPbBTa Ca €4HaKBU Npu
naunMeHTuTe, npmeMalim Exforge, M Npu nauneHTnTe, npunemMalln otaesiHn neKapcrea.

KakeBu nonsu ot Exforge ca yctraHoBeHM B npoy4yBaHusTa?

KoMbuHauuaTa oT aMnoaMnuH 1 BancapTaH e no-edeKTMBHa 3a NOHMXaBaHe Ha KPbBHOTO HansraHe ot
nnauebo unu oT BancapTaH UM aMNoAMNUH, NpUeMaHn NOOTAENHO. B npoyyBaHuaTa, cpaBHaBaLUM
KOM6MHaumMaTa Npu NauneHTn, KOMTo BeYe npuemMaTt ama0AnNUH U BancapTaH, KPbBHOTO HansraHe
npu naumMeHTUTEe, NPUEMalLlM camMo BancapTaH, Ce NoHuMxasa c 6,6 mmHg cneg oceM ceaMuun B
cpaBHeHue € 9,6 1 11,4 mmHg npu nauneHTnTe, obaBsALWM CbOTBETHO 5 nam 10 mg amnoaunuH. Mpu
naumMeHTnTE, NpMemMallm caMo aMioaununH, ce Habnwaasa noHmxeHune ot 10,0 mmHg B cpaBHeHMe C
11,8 mmHg npu nauneHTuTe, fobassAwm 160 mg BancapTaH.

KakBu ca puckoBeTte, cBbp3aHu ¢ Exforge?

Han-uectute HexenaHn nekapcTBeHu peakumun npu Exforge (HabniogasaHu npm 1 go 10 Ha 100
nauveHTn) ca rnasobonune, puHoPapuHrnT (Bb3naneHne Ha HOCa U MbpsioTo), rpumn, XMNokanemMmms
(HUCKKN HMBa Ha Kanus B KpbBTA), pas/yHN BUAOBE OTOUM (NOAYBaHMS), yMOpa, eHXn3oma
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(3auepBaABaHe), acTeHus (c1abocT) U ropelun BbHU. 3@ MbHUSA CMUCHK HAa BCUUKW HEXENAHU
leKapCTBEHM peakuuu, cboblueHun npu Exforge, BuxTe nuctoBkara.

Exforge He TpsibBa Aa ce npunara Npu xopa, KOUTO Ca CBPbXYYBCTBUTEHU (aNeprmyHun) KbM aMaoamMnuH
WM APYTrY NekapCcTBEHM NPOAYKTU OT Kiaca Ha ,AUXMAponnupuanHoOBUTE NpomM3BoAHN", KbM BasicapTaH
WM KbM HSIKOSI OT OCTaHanuTe CbCTaBku. He TpsibBa Aa ce nanonssa npu 6peMeHHN XeHu cnen nbpBuTe
Tpu Mecela Ha 6peMeHHOCTTa. He ce npenopbyBa ynoTpeba npes nbpBuTe TPU Meceua oT
6pemeHHocTTa. Exforge He TpsibBa fa ce uanonsea nNpu naumMeHTU, KOUTO MMAT CEPUO3HK Npobnemu c
yepHUa Apob MM XnbykaTa, NpPU NALMEHTU C onpeaeNieHn CbpAeYHM NPo6eMu N NPy NauneHTun C
Texka popMa Ha XMNOTOHMS (HUCKO KPbBHO HansaraHe).Exforge He TpsibBa CbLLO Taka Aa ce U3nosa3Ba B
KOMbuHaumMs C ekapcTea, CbAbpXXallM anmckupeH (M3non3BaHK 3a JIeYeHWe Ha eceHunanHa
XUMNEepPTOHUS), NPY NAUMEHTU C AMabeT TMN 2 UK C YMEPEHO MM TEXKO 6bbpeyHo yBpexaaHe. 3a
MbJIHUSA CMUCBbK Ha OFrpaHUYeHUATa BUXTE INCTOBKaTA.

3awo Exforge e paspeuweH 3a ynorpeba?

CHMP pewmwn, ye nonsute ot Exforge ca no-ronemum oT puckoBeTe, 1 Npenopbya Aa My 6bae uspaaeHo
paspelueHue 3a ynotpeba.

AonbnHutenHa nHdpopmauma 3a Exforge:

Ha 17 anyapu 2007 r. EBponeiickaTa KoMUCUS M3gaBa pa3spelleHne 3a ynotpeba Ha Exforge, BanmgHo B
EBponenckmnsa cbios.

MbnHUaT TekcT Ha EPAR 3a Exforge moxe fa ce Hamepwu Ha yebcanTa Ha AreHuumsaTa:
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. 3a noseue
MHdOopMaumna 0OTHOCHO NedeHuneTo ¢ Exforge npoveteTte nucrtoBkaTta (cbwo 4acTt ot EPAR) nnu
nonutarnTe Bawwnsa nekap nnu papMauesT.

[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/000716/human_med_000778.jsp&mid=WC0b01ac058001d124
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