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@vAro ooV piong: IIAnpogopics yra Tov yxprjot

ADCIRCA® 20 mg diokia emkaioppéva pe Aento VPEVIO
Tadoropiin

AP aoTE TPOGEKTIKE OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaPROUKO, O10TL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- DvAGETE 0VTO TO PUALO 00N YLDV ¥p1ioNS. Towg ypetaotel va To dtafdoete Eavd.

- Edv éyete mepartépm amopieg, pOTNOTE TO Y1OTPO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn yio avtd 1o edppoko xopnynnke amokAeloTiKd Yio 60G. Agv TPETEL VO ODOETE TO
@apuroko o€ GAlovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug ivon 010, e ToL O1KA oag.

- Edv mapotnproete Kdmoo avemBOpUnTn eVEPYELD EVILEPADGTE TO YLOTPO 1] TO POPLOKOTOLO GOG.
AvT0 1oyt Kot Yo kdBe mbavn avemBountn evépyela Tov dgv avapEPETAL 6TO TAPOHV PUALO
001 Y1V YpNone. Biéne mapdypago 4.

T Tepréyel To Tapov GUALO 00N YLOV:

T eivor to ADCIRCA kot oo givon 1) xpnom tov

T mpénet va yvopilete mpv wapete 1o ADCIRCA
[og va ndpete to ADCIRCA

[MBavéc avemBounteg evépyeleg

[Mog va pvidocoete to ADCIRCA

[epreydueva tng cuokevaciog Kot AOITEG TANpOPOpieg

oL E

1. Th givar To ADCIRCA kot oo givan i1 yp1ion tov

To ADCIRCA mepié€yet T 0pacTIKT 00GI0 TOOOANPIAN.
To ADCIRCA egivar pio Ogpomeio yio TV TVELLOVIKT PTNPLOKT VITEPTOCT| GE EVAMIKES.

AviKel 6€ o Opade GapUAK®OV TOL OVOUALOVTOL AVAGTOAEIC TG peoPodiestepdons tomov 5 (PDES)
ot omoiot dpovv PonddvToc To ALoEOpa ayYEin, YOP® 0O TOVG TVEDUOVES VO, OAUPDGOVV,
Bektidvovtag £To1 TN PO GIOTOC GTOVG TVEDLOVES GaC. AVTO £xEl WG amoTéAEs . TN BerTimon g
WKOVOTNTOG Y10 GOUATIKT AGKNOT.

2. T npéner va yvopilete mpwv napete o ADCIRCA

Mnyv wapete 10 ADCIRCA gav

- €xete oddepyia oV TadoAaiin 1| 6 0mO0dNTOTE GALO OO TO CLGTATIKA (£KOOYOL)
(avagpépovtol oty Tapdypaeo 6).

- ToipveTe OMOLGONTOTE LOPPNG VITPDOON OTMG TO VITPMIES GO0 TTOV YPNGULOTOLEITOL Y10, TN
Oepamneia Tov Owpakikov diyovs. To ADCIRCA éyet derybei o1 evioyvel tn dpdon Tov
Qopuakev avtov. Edv maipvete vitpdon omotaconmote Lopeng N av dev giote PEPatot
EMKOWVOVNOTE [LE TO YIATPO GOC.

- glyote eppoviocel 610 TOPEABOV ATMAELL TN OPUCTIC GOG - L0 KOTAGTOGT TOV TEPLYPAPETOL MG
‘o@BaAkr woyopia’ (Un-optnpitidikn woyotkn otk vevporddeio (NAION)).

- glyate vootel kapdlokd enelcOd10 TOVG TEAELTAIOVG 3 UNVEC.

- €YeTE YOUNAN OPTNPLOKY| TTiEST).

- Aappdvete ploctyovdrr. Avtd To APHOKO Eival yia Tr Oepameio TG TVEVUOVIKNG OPTNPLOKNG
vrépTaong (Oni. vYNAN apTNPLaKn TIECT] GTOVG TVEDHOVES) Kot (poviag BpopfoeufoAiikng
TVELLLOVIKNG LIEPTOONG (ONA. VYNAN aPTNPLOKT| TECT] GTOVE TVEVLLOVES, AdY® Bpopfaceny).
Ot avactohieic PDES, 6mwg to ADCIRCA, €xel amoderytel 0Tt av&Avouy TV DTOTUCTKN
enidpacT avtov Tov Pappdkov. Edv Aapupdvete ptocstyovdtn 1 dev €0TE GlyoLPOG EVIUEPDOTE
TOV YIUTpO GG,



IIpog1domon)6ElS Kol TPOPUAGEELS
AmevBuvieite oto yiatpo cag mpv ndpete to ADCIRCA.
IIpwv AdPete o diokia, EVNUEPDGTE TO YIOTPO GOG OV EYETE!

- OTOLOONTTOTE KOPOLOAOYIKA TPOPANLATO EKTOC OO TV TVEVLOVIKT COG VITEPTAOT

- TPOPA LT LLE TNV OPTNPLOKT OOC TTiEST

- 0TO10ONTOTE KANPOVOLIKT] 0OPOOAUIKT] VOGO

- Sratapoyn TV epLOPOV AUOCEALPI®Y TOV ainaTog (SPETOVOKVTTAPIKY OvalLic. )

- KapKivo Tov pueAol TV 06TOV (TOAALUTAO LVEL®LA)

- KOPKivo TV alpos@atpicov Tov aipatog (Aevyorpio)

- Koo Suopopeio 6To TEOG 0aG, N AVETBVUNTES 1] EMIUOVEC GTVGELG TOV JLAPKOVYV TAV® amd 4
MPEC

- cofopn mdbnon cto Nrap

- cofopn Tanon otovug veppoig

Edv epoaviebei arpvidla peimon 1 axdAgla TG 0pacng oag, 0o TPETEL VO EMKOIVOVIGETE GUESQ, |UE
TO Y1TPO GOG.

Meiwon 1 a1pvidio andAelo, akong £xel Kataypagel o€ pepikoig acbeveic mov Aapupdvovy
tadarapiin. [Tapdio mov dev givorl yvmoto edv to copPdy oyetiletan aueca pe v Tadaiagiin, edv
TOPOVGIACETE PEIDOT 1] ALPVISLO ATADAELD OKONG, EMKOIVOVNGTE LE TOV YIOTPO GOG ALECA.

MHoword kon £pnpor
To ADCIRCA &gv mpoopiletat yio xpromn o€ modid ko eprifovg nikiog kéto tov 18 etmv.

Alro eappoka kor ADCIRCA
Evnuepdote 10 yiotpd cog 4V maipvete, £XETE TPOSPATO TAPEL 1] UTOPEL VO, TAPETE AALD PAPHLOKAL.
MHN AdPete avtd ta diokio av Aapfdvete 16N vitpoon.

Opiopéva pdppoko uropel va ennpeactody amod tn yopnynon tov ADCIRCA 1 uropei va

ennpedoovy 1o 1650 kodd Oa doviéyel to ADCIRCA og ecdg. Evnuepaote to yuatpd oag 1 to

QOPUAKOTOL0 GOG oV AoUPAVETE HOM:

- Booevtavn (o GAAN Oepomeio Yo TNV TVELUOVIKT] APTNPLOKT VIEPTAOT))

- vitp®ddn (Yo to Bopokikd Ghyog)

- 0-OTOKAELIOTEG TTOL YPNOULOTOL0VVTAL YLo. TN Oepameia TG APTNPLOKAG VTEPTOOTG 1) TOV
TPOPANUATOV TOV TPOGTATY.

- ploGLyoLAT).

- PLOAUTTIKIVY (Y10 TNV AVTIHETOTIOT BOKTNPLOKOY AOUOEEDV)

- dokio keTokovaLOANS (Y10 TNV AVTIUETOTIGT LVKNTIACIKOV AOUDEEDV)

- prrovofipn (yia t Ogpamneio tov HIV)

- diokia yio otvtikn dvoisrtovpyio (PDES avaoctoleic).

To ADCIRCA pg owvomvevpotamon

H xotavaioon adkood UTopel va HEIDCEL TAPOSTKA TNV OPTNPLOKT GOG TTieon. Av &xete AaPeln
oyeordlete va Aapete ADCIRCA, amopuyete TNV vepPorkn KATovAA®GOT aAKOOA (TEPIGGOTEPEC OO
5 uovadeg oAkooOA), 8161t avtd pmopel vo avénoet Tov kivovvo {aing dtav onkdveote o€ 6pbio otdon.

Kinon, Onhaopdg kor yovipotnra

Edv eiote éyxvog i OnAdlete, vouilete oL umopetl va, giote €ykvog 1) 6YEO1ALETE VAL ATOKTHOETE TN,
{ntote TN GUUPOVAN TOL YTPOV GOC TPV TAPETE AVTO TO Phppako. Mnv Adfete ADCIRCA 6tav
glote £yKvog, EKTOG KOl oV AVTO EIval ATOADTMOC OTOPOITNTO Kot TO £XETE GLLNTNOEL LE TO YIUTPO GOG.

Mnv OnAdlete Kotd T0 didotnpa Tov Aappdvete avtd ta diokia, Kabmg dev ival yvmotd av To
(APUOKO OTEKKPIVETAL GTO UNTPIKO YoAa. ZupPovievbeite To YloTpod 1] TO POPUAKOTOLD GG TPV
AGBete omolodnmoTE PApUAKO EVD gloTe £ykvog 1} InAalete.



e okVvAovg ov EAafav Bepameia mopatnpONKe LEIOUEVT] AVATTVUEN CTTEPUATOC GTOVS OPYELC. X
0pLGEVOLG Gvdpeg mopatnpnonke peiwon onépuatog. Ot emdpdoelg avtég etvar amibovo va
001 YNGOLY GE EAAELYT] YOVILOTNTOG,

Oonynon kot EPoROS PNy avnpdTmv
"Exet avagepBet (dAn. EAEYETe TPoGEKTIKA TV OVTIOPOGT] GOG GTA PAPLLOKO TPV TNV 0d1yNomn 1| To

YEPIOUO PnyovnLaTmy.

To ADCIRCA mgpiéyel Aaktoln
Edv o yiatpog cag, cog evnuépmae 0Tt £xete duoaveéio o OpIoUEVA GAKYOPO, ETKOIVOVIOTE [LE TOV
Y1aTpd GOG TPV TAPETE AVTO TO POPLOKEVTIKO TPOTOV.

To ADCIRCA mepiéyer vatpio
To gdppaxo avtd mepiéyel Ayodtepo and 1 mmol vatpiov (23 mg) ava diokio, eivor ovtd mov
ovoudlovpe «eredBepo vatpiov».

3. o va napete o ADCIRCA

[Tavta va maipvete 10 PAPUOKO OVTO OLOTNPE COUE®VO LE TIG 00NYieg TOL YiaTpoD cog. Edv éyete
apePoriec, poTNOTE TO Y1OTPO 1 TO POPUOKOTOLO GO,

To ADCIRCA rmapéyetar o€ popon diokiov twv 20 mg. H cuviiOng 6601 ivar dvo diokia tov 20 mg
Aappavopeva anaé nuepnoing. Oa tpénel va Aapupavete kot to 000 diokia TNV 010 dpa, To Evo LETA
70 GAAO. Av €xete N0 1 LETPLO NIATIKO 1) VEQPIKO TPOPAN LA, 0 Y1oTpdC GO UTOPEL Vo GO VITOdEIEeL
va Aappdavete uovo éva diokio 20 mg nuepnoimg.

Karomeite Ta diokio oAdKAnpa ivovtoag vepod. Ta diokia pmopoldv va Anebovv pe 1 yopic eoynto.

Eav napete peyarvtepn 066 ADCIRCA amd tnv kavoviki)

Edv eoeig 1 kdmolog dlhog AaPetl mepiocdtepa diokia amd 6ca Bo Empene, EVUEPDOTE TO YIOTPO GUG T
myoaivete apécsms 6To voookopeio, maipvovrog poall cog to gappoko 1 ) cvokevacio Tov. Mropel
VO TOPOVCIAGETE KATOLEG A0 TIC AVETIBVUNTEG EVEPYELEC TTOV TEPLYPAPOVTOL GTNV TOPAYPAPO 4).

Av Egyaoete vo wapete To ADCIRCA
[apte T 6001 Go¢ apécmg Loiig to Bounbdeite dv givar viog 8 mpadv amd tn otiyun mov Oa Enpene
va €xete mapet ) d0om coc. MHN ndpete dumhn d0om Yo va avamAnpodceTe T d00T o Eeydoarte.

Av otopatioere vao taipvere o ADCIRCA
Mnyv otapoatfoete va Aappdvete Ta diokio 60G, EKTOG KOl oV 650G GCUUPOVAEDGEL SLUPOPETIKA O YIUTPOS
oG,

Edv éxete mep1ocdtepeg epOTNGELG CYETIKE LLE T YPTOT CGVTOV TOL POPUAKOV, POTACTE TO YTPd 1| TO
(POPLOKOTOLO GO,
4, MBavég avemOOunTeg evépysereg

Onwc 6Ma ta pdppoka, £T61 Kot avTd TO EAPLOKO UTOPEl VO TPOKAAECEL AVETIOVUNTEG EVEPYELEG AV
Kot 0gv Tapovcldalovtal 6€ GAovg Tovg avBpdOTOLS. XVVHB®E Ol aVEMBOUNTEG EVEPYELEG EIVOL NTILEG MG

HETPIES.



Edav mopatnpf6eTE 0TO10dNTOTE U0 TIS TUPUKATO AVETIOVUNTES EVEPYELES CTUUATI|OTE VO
TAiPVETE GVTO TO PAPROKO KoL CNTI0TE GPESOG 10 TPLKI] PorjOsia:
- OAAEPYIKEG AVTIOPAGELC TEPTAAUPOVOLEVOV TV dEPLATIK®Y eavOnuUdT@V (cuyvh cuxvOTHTA)

- Ompokikd GAyog — UV YP1CLOTOLEITE VITPDOON QAPLOKA, 0ALE (NTAOTE OUECHG LOTPIKT
Bonbela (cuyvi cvyvotnta)

- TPOTIOUO, L0, TAPATETAUEVT] Kol TOOVAOG enddvvn otdomn petd t Aqyn tov ADCIRCA (61
ouyvn ouyvotnta). Edv elyate pio tétola otoom, 1 onoia S1opKel cLVEXDG Yo TEPIOGOHTEPO OO
4 opec Bo TPETEL VoL EMKOIVOVIGETE AUESMG LE TO YIOTPO GO,

- a1pvidla amdAeia g opacng (omdvia cuyvoTTo)

Ot ax6AovBeg avemBounTeg evépyeteg £xovv avapepbel TOAD cuyvd otovg acbeveic Tov Aappdvouv
ADCIRCA (umopei va emnpedoovy nepiocdtepovg amd 1 otovg 10 ypfiotec): kepararyia, eEqypers,
PVIKT KOl KOATIKT GUUEOPNOT (amdepasn TS potng), vautia, ducmeyio (teptiapufavopuévov Tov
KOWALOKOD GAYOVG 1] TNG EVOYANONG), LUTKA Gy, 0GPLOAYi Kot TOVOG GTo, kP (TEPIAAUPBAVOUEVTS
™G EVOYANONG € AKPO).

AlAeg avemBOuNTEC EVEPYELEG EXOLV OvapepDE:

Yuyvég (umopel va emmpedoovy émg 1 ota 10 droua)

- Ooumm 6paoct, yapnAn aptnplokn Tieomn, pvoppayia, ELETOC, AVENUEVN 1 U PLGLOAOYIKY
aoppoyiat TG UNTPOG, OIONUA TPOCHTOV, TAAVIPOUNGT 0EEMV, NHKPOViD, AVOIOAOG
KopOLOKOC TOAUOG Kot AlmoBupia

Oy ovyvég (umopei va emnpedoovy €og 1 ota 100 dropua)

- OTOGLLOVG, TAPOIIKT ATOAELN LVIHNG, KVidmon, vtepPoiikt| epidpwon, aipoppayic TEOVG,
TOPOVGI, AIITOC OTO GIEPUA KA/ 6TA 0VPA, VYNAT PTNPLOKT TEST, YPNYOPOS KAPIIOKOS
TOAUOG, opVvidlog Kapdakog Bdvatog kot BounTtd oto avTid.

O1 PDES avaotoieig ypnoionotovvraol eniong yua ) Oepaneio tng 6TuTIKNG dusAettovpyiag o€

Gvopec. Oplopéveg avemBOUNTEG EVEPYEIEG £YOVV OTTAVIO, avopPEPDEL:

- Mepikr|, Tpocmptvi 1] LOVIUN LEi®oN 1 aTdAEWD TG OPACNS GTOV £V 1] KOL GTOVG dVO
0pBuApoG Kot GoPapr] GAAEPYIKT AVTIOPOGT] TTOV TPOKAAEL OIOMLO TOL TPOCHOTOL 1) TOV
Aapod. Alpvidio peimon 1 om@AELR TG akong £xel emiong avopepOel.

Opiopéveg avemBOunteg evépyeteg Exovv avapepbel oe dvopec mov Adpupavay tadaiaeiin yio

Oepameio TG GTVTIKNAG SVGAELTOVPYIAG. AVTEC Ol OVETIBVUNTEG EVEPYELEG OEV TTapATPNONKAY GTIg

KAVIKEG LEAETEG Y10l TNV TVEVUOVIKT] OPTNPLOKT) DTEPTOOT] KO EMOUEVAC 1) GUYVOTNTA TOVG dEV givar

YVOOTN:

- oldonpa tov BAeEapv, 0oeOaAUKO GAAYOG, KOKKIVA HATIO, KAPIOKO ENEIGOO10, EYKEQPUAKO
EMELGOO10

O1 mep1o60TEPOL OAAG O)L OLOL OO TOLG AVOPES TTOL AVEPEPY YP1YOPO KAPOLOKS TOAUS, AVOUOAO
KOPOLOKO TOAUO, KAPILOKO ETEIGOO10, EYKEPUAKS ETEIGOSI0 KOl aLPVidl0 Kapdlakd Bdvato eiyov
YVOGTA Kopdlokd TPpoPAfLTa TPV TN ANWT| TG TadaAapiing. Aev gival duvato va kKabopiotel katd
OGO AVTES O AvemBOUNTES eVEPYELES OYeTICOVTAV AUEGN LE TNV TAdUAQPIAT.

Ava@opd avemOOUNTOV EVEPYELDOV

Edv mapotnpioete Kamoto ovemiBuunTn evEPYELD EVIIUEPDOTE TO YLATPO GOC 1] TO PUPLUAUKOTOLO GG,
Av16 1oyvet Kat yio ke oy avemiBountn evéPyeLa TOV €V AVAPEPETAL GTO POV PVAAO 0N YDV
ypnons. Mropeite emiong va avagépete avemBOunTeg evépyeleg anevbeiog, péow tov EBvikov
Opyaviepod Gopudkev (Mecoyeiov 284, GR-15562 Xolapydc, AOfva, TnA: +30 21 32040380/337
®ag: +30 21 06549585, Iototomoc: http://www.eof.gr). Mécm tng avagopac avemfountov gvepyeidv
umopeite va fondnocete ot GLALOYT TEPIGGOTEPMOV TANPOPOPLDY GYETIKA LLE TNV OCPAAELY TOV
TPOVTOG POPUAEKOV.



http://www.eof.gr/

5. og va pvracoete To ADCIRCA
To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.

No punv YpNCLUOTOLEITE AVTO TO PAPUAKO LETH TNV UEPOUNVIL ANENG TOV OVOPEPETAL GTO KOVTL KOl
otV koyéAn (blister) uetd v ‘AHEH’. H nuepounvia AnéEng sivat n tekevtaio nuépa ToL UAVOL 0V
ovoQEPETOL EKEL.

DVAAGGETE GTNV OPYIKT] GLCKEVAGI Y10 VO TPOGTUTEVETOL A TNV VYpacio. Mn puAdcoete 6
Oepuokpacio peyarvtepn tov 30°C.

Mnv metdite eAPUAKO GTO VEPS TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potmote to
(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPLOKO TTOV OEV XPNOILOTOIEITE T AvTd T péTpa Oa
BonBioovv oty Tpoctacia tov meptPdAiiovtog.

6. Iepreydpeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T wepréyer o ADCIRCA

H dpaoctikn ovoia givar 1 tadaraeiin. Kébe diokio mepiéyel 20 mg tadorapiin.

Ta dAlo cvotatucd givar:

[Mvupnvag dtokiov: povoddpikn Aaktoln, vatplodyog KpookapueAloln, vdpo&vmporviokuTTapivn,
LIKPOKPUGTOAAKT KLTTOPIvY, Aoovpvrobeuxd vaTplo, oTeatikod payvnoto, PAéme evotnta 2 ‘To
ADCIRCA mepiéyet Aaktoln’.

Emkdioyn dioxiov: povobidpikn Aaktoln, vapopeAloln, tplaketivn, d10&eido titaviov (E171),
0&gidio o1d1Mpov kitpvo (E172), o&eidio o1dnpov kokkwvo (E172), téikng.

Epeavion tov ADCIRCA kot epieyopueva TG 6VGKELUGIOG

To ADCIRCA 20 mg eival moptokai xp®dUOTOC EMKAAVUUEVA E AETTO LUEVIO dtoKia. 'Eyovv
GTPOYYVAOTOMUEVO GYNLLO APVYIGAOVL Kol PEPOLV YAPOYLEVO TOV KOOKO “4467” ot pio empdvela.
To ADCIRCA 20 mg dwatifetar og kovtid o cvokevacia blister tov 28 1) 56 diokiwv.

Mmopei va. unv KokAo@opohv OAEG Ol CUCKEVAGIEC.

Kéroyog Aderag Kvkhopopias ko ITapackevaotig

Katoyog Adeiag Kukhogopiag: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht,
OMavdia.

IMoapaokevaotig: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Iomavia.

INo omoladnmote TANPOPOPio. GYETIKA LE TO TOPOV POPUOKEVTIKO TPOIOV, TAPUKOAEISTE VO
amevbuvbeite otov Tomiko avtitpdommo tov Katdyov Adsiog Kvkhogopiog.

EALada

OAPMAXEPB-AIAAY A.E.B.E.

TnA: +30 210 629 4600

To mapév ¢vALo 00OV YpiioNS avabempOnke Yo TeEAevTaio Popa otig lavovdprog 2021

Aemntopepeic mAnpoopieg o 10 appako avtd gival dabéoipeg 1o dikTvaKkd 1010 ToLv Evpmraikon
Opyoaviopov Gopudkmv: http://www.ema.europa.eu



http://www.ema.europa.eu/
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