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To napov eyypago anoTeAei oclvoyn Tng Eupwnaikng Anudoiag ‘Exkbeg I0Adynong (EPAR) Tou
Imprida. Enegnysei Tov Tpono We Tov onoio n Enirponr ®apudkwyv vi Bpwnivn Xprion (CHMP)
a&loAdynoe To @Appako npoToU dIaTUNWOEl TN BETIKN TNG YVOU N xopriynon adeiag KUKAogopidag,
Kabwg Kal TIC UOTACEIC TNG OXETIKA PE TOUG OPOUC XPNONG T@nprida.
Ti gival To Imprida; ‘O(U\G
To Imprida €ival éva ¢apuako nNou NepIEXE] Y ?pao-rméq ouaieg, TNV apAodinivn kai Tn BahocapTavn.

AiaTiBeTal og pop@n Siokiwv (5 mg apAodidivng kai 80 mg BakoapTavng, 5 mg apAodinivig kai 160 mg
1
BaAoapTavng, 10 mg apAodinivng kai g BaAoapTdvng).

Z€ NOIEG NEPINTWOEIG xps@ponou—:nal 1o Imprida;

O

To Imprida xpnmponmawaw@ Tn Bepancia acgBevwv nou ndoxouv ano 1d1onadr unéptaon (UWPNAN
apTnplakn nieon) n onot@sv EAEYXETAI ENAPKWG PE povoBepaneia apAodinivng r BaAoaptavng. O dpog
«1810nabng» onpalvs@ n unéptaon dev €xel Npogavn aitia.

To papuako xop®/slTa| HOVO HE 1aTPIKN ouvTayn.

Mg XP@JOHOIEITGI TOo Imprida;

Aap Q’Tcn €va Olokio Imprida ano To oTopa, pia gopd Tnv nuEpa padi pe Aiyo vepo. H ddon Tou
@ a nou Ba xopnynBei eEapTartal ano Ti¢ dOOsIC apAodinivng r BaAoapTavng nou AauBave npiv o

& evng. EvdéxeTal va xpeiaoTei N Awn EExwpioTwv dIoKiWV 1 Kayakiov npiv ano Tn JeETapacn Twv
aoBevwv oTo diokio ouvduaopou.

Mwg dpa 1o Imprida;

To Imprida nepiéxel dUo dpaACTIKEG oUTieg, TNV apAodinivn kal Tn BaAoapTavn. Kai Ta duo eival
avTiunepTaoikd gpAapuaka Ta onoia KUKAogopoUvV PePovwpéva otnv Eupwnaikn ‘Evwon (EE) ano Ta yéoa
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Tng dekaeTiag Tou 1990. H dpacn Touc ival napopola Kal guviotaTal oTn JEiwon TNG apTnpIakng nieong
HECW TNG XAAApWOoNG TWV aldoPOpwV ayyeiwy. ‘'OTav YEIOVETAI N dpTneIakn nieon, YEI®VOVTAl Kal ol
Kivduvol nou oxeTifovTal e TNV UWNANR apTnpIakn nieon, onwc Ta eyKe@aAika eneicddia.

H apAodinivn eival avaocTtoAéag Twv dilaUAwv Tou aoBeoTiou. AvaoTEAAel 181koUg SiauAoug aTnv

EMIPAVEId TWV KUTTAPpwYV, oI onoiol ovopdalovTal diauAol aoBeCTioU KAl HEOW TwV onoiwv Ta 16vTa
aoBeoTiou €I0€pxoVTaAl KAVOVIKA oTa KUTTapd. H €i00d0¢ 10VTwV aoBeoTiou 0Ta KUTTAPA TWV HUIK®OV IVOV
TWV TOIXWHATWV TWV AIHOPOPWV AYYEIWV NPOKAAEl CUGTOAN Twv ayyeiwv. MeiwvovTag Tn pon acBeaTiou
npog Ta KUTTapa, n apgAodinivn anoTPENEl TN CUCTOAN TWV KUTTAPWV CUUBAAAOVTAC KAT' AQUTOV TOV ‘0
TpOMo oTn XaAdpwaon TwV aigo@OpwWV ayyeiwv. \O\\\

H BaAoapTtavn €ival évag «avraywvioThg TwV unodoxXewv Tng ayyelotacivng II», To onoio onpai\@c‘dﬂ
avaoTEAAEl TN dpdaon HIAg opuovNG Tou opyaviopoU nou ovopaletal ayyeiotacivn I1. H avyel oivn II
gival 1o0xupd ayyeloouoTaATIKO (oudia Nou NPOKAAEI TN CUGTOAN TWV AIOPOPWV ayysiwvaéAnOK)\siovmg
TOUG UNodOoXEIG oToUG onoioug deopeUsTal PuUaIoAoYIKA N ayyeloTacivn II, n BaAoapTa VAOTEAAEI TN
dpacn TnNG opuoOVNG, CUMBAAAOVTAG KAT' auTov Tov TPOMNO aTn dIACTOAR TwV GIIJO‘(p&@\/ ayyeiwv.

<

Moieg HeAéTEG eknovRONKav yia To Imprida; ‘uA
Agdopévou 0TI n apAodinivn kal n BaAcapTavn XpnoigonoloUvTal edw kal moAAG xpovia, n
napackeudoTpla eTaipeia ungRaAe NANPoQopieg oXeTIKA WE TIG dUO O ¥ C NpogpXOMEVEG anod
nponyoUHeveG HEAETEC Kal and Tnv emioTnuovikn BiBAloypaoia, ;&Q}b Kal ano VEEG NEANETEC OTIC OMOIEg
XpNoigonoifénke cuvdudopog TwV U0 dpacTIKWV OUCIWV. @)

AIEENXBNOAV NEVTE BACIKEG UEAETEG OTIG OMNOIEG cuuuaeix@kﬁxsébv 5.200 aoBeveic NAOXOVTEC KUPIWG
and Nnag €wg JETPIAC HOPPNG unEptaon. =€ dUo anod |*HaAéqu (oTIG onoieg ouppeTeixav oxedov 3.200
aoBeveic) ouykpiBnkav n agAodinivn, n BaAoapTdva‘)qéuvéuaopbq TwV dU0 OUCIWV HE EIKOVIKO (PAPUAKO
(eikovikn Bepaneia). =& AAAeg dUo anod Tig peAéreddonou ouppeTeixav 1.891 aoBeveic) ouykpibnke o
ouvdUdopOC 0 aoBEVEIC OTOUG OMoioug N un@{ocn dev eAeyxoOTaV ENAPK®G €iTe ge 10 mg apAodinivng
giTe pe 160 mg BaAcapTavng. TNV NEPNTRDEAETN, n onoia ATaAv N AlYyOTEPO EKTETAUEVH, OUYKPIONKE O
ouvduaopodg EvavTl TNG AIGIVONpiAng Kt‘b‘ﬁqbuépox)\wpoeaaliénq (aANoG ouvduacuog nou
Xpnoigonolsital yia Tn 6gpaneia Tn @epmonq) oe 130 aoBeveic ye coBapr unéptaaon. € OAEC TIC
HEAETEG, 0 Baaikdg SeikTNG péTp@é?an anoTeAECUATIKOTNTAG ATAV N HEiwan TNG dIAGTOAIKNAG
apTnpIakng nieong (n aanp|9\v®niscn METAEU OUO KapdlakwVv NAaAPwyv). H apTnpiakn nieon PHETPAONKE O
«XINIOOTOUETPA OTAANG u%g}gpyfjpou» (mmHg).

aipa nTav Ta idia TgEdhoe atopa nou AduBavav Imprida 660 kai og atopa nou Adupavav EexwploTd Ta

H eTaipeia unéaie sg@\ oToIxeia nou katadeikvuav OTI Ta enineda apAodinivng kal BaAoapTavng oTo
1
duo @appaka. (O
Nl

S
Moio E‘L@ TO OPEAOG TOU Imprida cUpNP®WVA HE TIG HEAETEG;

O cuydUaouodc apAodinivng kal BahoapTavng ATav NeEPICCOTEPO AMNOTEAECHATIKOG OTN HEiwon TNG
plakng nieong ano To €IkovIiKO GApPaKo f anod Tn xopnynon povo Baioaptavng rp HOvo apAodinivng.

TIG MEAETEC OMOU OUYKPIONKE 0 ouvOUAoPOG O agBeveic nou AauBavav ndn €ite agAodinivn &iTe
BaAoapTavn, n apTnpIakn nieon acbevwv nou €AaBav Povo Baloaptavn HEIwONKeE KATa 6,6 mmHg PETA
and oXTw €BJOPADdEG, EvavTl Meiwong TNG TAENg Tou 9,6 kai 11,4 mmHg oToug acBeveic oTnV aywyn Twv
onoiwv npoarebnkav 5 | 10 mg apAodinivng avTioToixwc. O acBeveic nou éAaBav povo apAodinivn
napouciacav peiwon katd 10,0 mmHg, évavT peimwong 11,8 mmHg oToug acgBeveic oTnv aywyr Twv
onoiwv npooTébnkav 160 mg BaAoapTavng.
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Moiol kiviuvol ouvdEovTal e TOo IMmprida;

O1 ouxvOTEPEG avemBUUNTEG evépyeleg Tou Imprida (epgavifovtal o 1 €wg 10 oToug 100 aoBeveic)
gival novokepaiog, pivopapuyyitida (pAseypovn Tng BUTNG Kal Tou pdpuyya), ypinn, unokaAiaiyia
(xaunAd enineda kaAiou oTo aipa), dIAPoPeC HoPPEG o1dnuaTog (npn&ipo), konwan, epudpoTnTa,
€€aogBevion kal eEadyeic. O NANPNG KATAAOYOC TWV AVEMIBUUNTWY EVEPYEIMV NOU ava@EPBNKAv Pe TO
Imprida, nepiAapyBaveral ato QUAAO 0dnylwV XpRnong.

To Imprida dev np&nel va xopnyeiTal o€ atoua nou napouoidlouv unepeuaiodnaia (aAAepyia) oTtnv '0
apAodinivn fj o€ AAAa QApPAKa NoU AVAKOUV OTNV OPAadd TWV «napaywywyv Tng diudponupldivne», cr@“\*
BaAoapTavn rn o onolodnnoTe GAAO anod Ta cUOTATIKA TOU pAapudkou. Agv NpENel va Xopnyeital g,
€ykUOUG PETA TOV TPITO WRVA TNG EYKUPOOUVNG. AEV OUVIOTATAI N XOprnynon Tou @apudkou kata\zbug
TPEIG NPWTOUG PNVEC TNG EYKUPoouvnG. To Imprida dev npénel va xopnyeiTal o€ aoBeveic nogy
avTigeTwnilouv coBapd npoBAAUATA KE TO NNApP TN XOAN TOUG, O A0BEVEIC UE OpICUEVa 1aKa
npoBAfuarta kal o acBeveic ye goBapn undTaon (XaunAn apTnpiakn nieon). N

To Imprida dev npénel eniong va xopnyeiTal gg ouvduaouo Pe eapuaka nou nspl‘éxsuv aAloKIpEVN
(xopnyeiTal eniong yia Tn Bgpaneia Tng 1I310naboug UNEPTAONG) O€ AC0BEVEIG n%rckﬂoxouv ano diapnTn
TUNOU 2 1 VEQPIKN dUCAsIToupyia PETPIAg ) ooBapng Hop®nc. O NANPNG K@Aoyoq TWV NEPIOPICHDV
nepiAauBaveTal ato UAAO o0dnyI®V XpPnong. (,,

O

\\
lMNa noioug Adyoug eykpiOnke To Imprida; QQ

H CHMP €kpive 6Tl Ta o@&AN Tou Imprida unepTepolV TWV WSuvcov nou ouv3EovTal PE AUTO Kal
€10NyRBnKe Tn xopnynon adeiag KUkKAogpopiag yia To v @Ltpdppam.

Aoinég NAnpoYopieG yia To Impridazoq}o'

>TIG 17 Iavouapiou 2007, n Eupwnaikn Ennp@n Xoprynoe adeia KukAogpopiag, n onoia ioxUel o<
oAOKANpn TNV Eupwnaikn ‘Evwaon, yia To &§)rida.
1,

H nAnpng EPAR Tou Imprida diaTiBeT (Orov dikTuako6 TOMO TOU Opyaviouou, atn dievBuvon:
ema.europa.eu/Find medicine/Hunfan medicines/European public assessment reports. 'a NEPICOOTEPEC
NANPOYOPIEG OXETIKA e TN Bg ia e To Imprida 81aBacTe To GUAAO 0dNYIOV XPHRoNG
(oupnepihapBaverar enionc oTHY EPAR) i EMNIKOIVOVACTE [E TOV yIaTpo 1) TOV (pAPUAKOMOId 0ac.
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TeAeuTaia evnuepwon e epiAnwng: 05-2015.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000775/human_med_000827.jsp&mid=WC0b01ac058001d124
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