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MepiAnyn EPAR yia To KOIVO

Entecavir Accord
evTekaBipn

To napov eyypago anoTeAei ouvown TnG Eupwnaikng Anuooiag ‘EkBeong AEloAdynong (EPAR) Tou
Entecavir Accord. Eng€nyei Tov TpOMNo We Tov onoio o Opyaviopog a&loAoynoe To ¢dapuako npoTou
glonynOsei Tn xopnynon ddsiag kukAo@opiag ornv Eupwnaikn 'Evwon Kai d1aTunwoel CUCTACEIG OXETIKA
HE TOUG OPOUG XPNOoNG Tou. Agv ANOCGKOMEi 0TNV NApoxn NPAKTIKWV CUKBOUA®YV yid TOV TPOMO XPRong
Tou Entecavir Accord.

Ma nNpakTIkEG NANpoopieg OXeTIKA Pe TN ARWn Tou Entecavir Accord, o1 aoBeveic npénel va
OUMBOUAgUOVTAl TO PUAAO 0dNYIWV XPAONG N va ENIKOIVWVOUV HE TOV YIATPO ] TOV (pApPHAKOnold TOUG.

Ti eival To Entecavir Accord kdl 0€ NOIEG NEPINTMOEIG XPNOIMONOIEiTAl;

To Entecavir Accord €ival ¢apuako To onoio xpnaldonolgitTal yia Tn Ogpaneia Tng xpoviag
(nakpoxpoviag) nnaTimidag B (Aoigmdng vOoog Tou NNAToc, N onoia npokaAsital and Tov 16 TNG
nnaTimdag B).

XpnoiyonolgiTal o€ eVAAIKEG e onpeia uno €EEAIEN NNaTIKAG BAGBNG (ONwg gAeypovn Kal ivwon), éTav
To nnap €E€akoAoubei va AciToupyei owoTd (avTipponoUPevn NRATIKR vooocg), KaBwg kal 0Tav To Anap
dev AgIToupyei NnAéov owoTd (PN avTipponoUPevVn NNATIKR VOO0G).

Mnopei eniong va xpnoigonoin®ei og naidid nAikiag and 2 €wg 18 eTwv, povo epOooOV £XOUV
avTipponoUPeVN NNATIKI VOOO.

To Entecavir Accord nepiéxel Tn dpAdCTIKN oudia evTekaBipn Kai gival «yevoonuo gpappako». Autod
onMaivel 0TI To Entecavir Accord nepiéxel Tnv idia dpacTIKn oucia kKal dpa katd Tov idio TPOMNo HE TO
«(papuako avapopdc» nou eival NdN eykekpipevo otnv Eupwnaikr 'Evwon (EE) kal ovopaleTal
Baraclude. MepioagdTepeg NANPOPOPIEC YIa TA YEVOONUA PAPHUAKA NEPIEXOVTAl OTO KEIPHEVO EPWTHOEWV-
anavTioewy nou diaTiBeTal £dw.

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, 2017. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/docs/el_EL/document_library/Medicine_QA/2009/11/WC500012382.pdf

Mwg xpnoiponoigital To Entecavir Accord;

To Entecavir Accord xopnyeital poévo e 1aTpikn ouvTtayn kai diatiBeral und popen diokiwv (0,5 mg kai
1 mg). H évapé&n Tng Bepanciag pe Entecavir Accord npénel va npayuaTtonoleital ano yiatpod We neipa
oTNV avTIJET®NION TNG Xpoviag nnaTiTidag B.

To Entecavir Accord AauBaveral pia popd Tnv nuEpa. MNa evnAikeg e avTipponoUHeVn NAATIKA VOGO, N
000N €EapTdaTal anod To €av 0 acBevng €xel uNoBANBEI NponyoUHévwG o Bepaneia pe pAPPAKO Nou
avnkel otnv idia opdda pe To Entecavir Accord (kanoio VOukAgooi3IkO avaAoyo, 6nwg n AapiBoudivn).
O1 aoBeveic nou dev €xouv unoPAnBei oe nponyoUpevn Bepansia Pe VOUKAE0OISIKO avaAoyo Aaupavouyv
doon 0,5 mg, evaw 0001 £x0UV AABEl NPONYOUNEVWG AapiBoudivn, aAAd dev avTanokpivovtdl NAEov o€
autn, AapBavouv d6on 1 mg. H ddon Twv 0,5 mg pnopei va AapBaveral pe i Xwpig Tpo®r), aAAd n doon
Tou 1 mg npénel va AapBaveral TOuAaxIoTov 2 WPEG Npiv ano To YeUua n 2 wpeg YeTd ano auto. H
didpkela Tng Bepaneiag kabopileTal anod Tov TpOMNo avTanokpiong Tou acgBevolc.

H nuepnaola ddon Tou 1 mg XpnoIJonolsiTal eniong o€ eVAAIKEG JE PN avTIpponoUPEVN NNATIKA VOOO Kal
OTOUG OUYKEKPIUEVOUG aoBeveig 8ev ouvioTaTal n diakonn Tng Bepaneiag.

'OTav kpiveral KatadAANAN n xoprynon Tng Bepaneiag os naidid, n d6on €5apTdTal and To CWHATIKO TOUG
Bapoc. =& naidia Bapoug 32,6 kg kal avw pnopolv va xopnyoUvTal diokia 0,5 mg, evw o naidid
Bapoug kaTw Twv 32,6 kg diaTiBeTal ndoiho didAupa evrekaBipng. Ma nepiogdTePEC NANPOPOPIEC,
avaTpEETE 0TO PUAAO 0dNYIWV XpProng.

Mwg dpa 1o Entecavir Accord;

H dpaaTikr oucia Tou Entecavir Accord, n evrekaBipn, €ivalr avTiikd nNou avnkel gTnv opada Twv
VOUKAEOOIDIK®WV avaloywv. H evtekaBipn napeppBaivel otn dpdon evog likoU evlUPoU, TNG NOAUNEPAONG
Tou DNA, Nou OUMUETEXEI OTOV OXNHUaTIond Tou ikoU DNA. H evtekaBipn diakonTel Tnv napaywyrn DNA
and Tov 16 kal eunodilel Tov noAAanAaciacpo kai Tnv eEanAwaon Tou IouU.

Moieg peAéTeG eknovnOnkav yia To Entecavir Accord;

Agdopévou OTI £xouv AON die€axBei HEAETEC yIa TO PAPUAKO avagpopdac, To Baraclude, npokeiyévou va
katadeixbouv Ta opEAN Kal ol Kivduvol TNG dpacTIKNG 0Uaiag yid TIG EYKEKPIMEVEG eVvDEIEeIg, dev
Xpelaletal va enavaAn®doUv ol JEAETEC auTEC yia To Entecavir Accord.

'Onw¢ anaiTeital yia Kabe apuUako, n €Taipeia NPooKOUIOE OedONEVA PEAETWV YIA TNV NoIOTNTA Tou
Entecavir Accord. H eTaipeia digEnyaye eniong HEAETN NpokeIdEVou va anodeixBei n «Bioicoduvapia» Tou
ME TO @dapuako avagopdc. Alo pdapuaka eival BloicodUvapa éTav napdayouv Ta idia enineda dpacTIKNG
ouciac oTov opyaviouo Kal, ENOPEVWG, AVAUEVETAl OTI Ba €xouv To i010 anoTEAECHA.

Moia €ival Ta op&An kai o1 kivduvol Tou Entecavir Accord;

Aedopévou OTI To Entecavir Accord €ival yevoonuo ¢oapuako kai Bioicoduvapo Pe To GAapPako
avagQopdag, Ta oQEAN Kal ol Kivduvol Nou cguvdEéovTal Je auTo TauTi{ovTal YHE Ta OPEAN KAl TOUG
KIVOUVOUC TOU (papuAKou ava@opdc.

MNa noioug Adyoug eykpidnke To Entecavir Accord;

O Eupwnaikdg Opyaviopog apudakwy EKpIVE 0TI, cUM@®VA PE TIC andiTNoEeIg TNG EE, £xel anodeixBei oTI
To Entecavir Accord eival ouykpigipgng noloTnTag kai BioicodUvapo pe To Baraclude. Qg ek ToUToU, ONWG
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10xUel yia To Baraclude, o Opyaviopog EKpIve OTI T OQEAN TOU PApUAKOU UNEPTEPOUV TWV
dianioTwBEVTWV KIVOUVWV nou cuvdgovTal PJe auto. O Opyaviopog €iI0nyHBNKE TNV €YKpIon TNG XPNONG
Tou Entecavir Accord oTtnv EE.

Moia pérpa AapBavovTal yia Tnv ac@PaAn Kal anoTEAECHATIKA XPRoN Tou
Entecavir Accord;

O1 ouOoTACEIG TIG onoieg Ba Npénel va akoAouBnoouv Kal ol NPoPUAAEEIC TIC onoieg Ba npensl va AaBouv
0l ENAYYEAMATIEG TOU TOWEQ TNG UYEIAg Kal ol agBeveig yia TNV aopaAn Kal anoTEAECUATIKA Xpron Tou
Entecavir Accord éxouv oUPNEPIANGBEl TNV NEPIANYN TV XapaKTNPIOTIK®V TOU NPOIGVTOG Kal OTO
(UAAO 0dNYIWV XPrHongG ToU (pAapuUaKou.

NAoinég nAnpo@opisg yia To Entecavir Accord

H nAfpng EPAR Tou Entecavir Accord diaTiBeTal oTov dIkTUako TOno Tou Opyaviouou, aTn

dleuBuvon: ema.europa.eu/Find medicine/Human medicines/European public assessment reports. Na

NeEPICOOTEPEG NANPOPOPIEG OXETIKA HE TN Bepaneia pe To Entecavir Accord, diaBaoTe To PUAAO 0dNYIWV
Xpnong (oupnepiAapBaveral eniong otnv EPAR) 1} eNIKOIVOVACTE WE TOV yIaTpo ) Tov pappakonold odg.

H nAfpng EPAR Tou gpappdakou avagopdg diaTiBeTal eniong oTov dikTuakd TONo Tou Opyaviopou.
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