@viro oonyLlov ypiong: Iinpoeopics yra Tov ypriotn

Bimzelx 160 mg evéoipo o1GAvpa 6€ TPOYEUIGUEVT] GVPLYYO.
umpekiovpépmn

vTo PApLOKO 0VTO TELEL LTO GLUTANPOUATIKY TOPaKOAOVONOT. AvTtd Ba emTpéyel TOV YP1YOpPO
TPOGIOPICUO VEDV TANPOPOPLOV acpdAelac. Mropeite va fonbnoete péow g avagopdg mbavmv
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TopoLGLAleETe. BA. TEA0G TG Taparypdpov 4 yio Tov TPOTOo
ovapopPas avemBOUNTOV EVEPYELDV.

AwfdoTe TPOGEKTIKA 0AOKANPO TO PVALO 0ONYIAV YP1ONG TPV UPYICETE VA YPCLUOTOLEITE GVTO TO

QOAaPLOKO, OLOTL TEPLAGUPAVEL CNUAVTIKES TANPOYOPIES Y10, GOG.

- DdordEte oavTd TO EUALO 0INYIDV YprionG. Towg ypelaotel va to drefdcete Eavd.

- Edv éxete mepartépw amopieg, pOTNGTE TOV Y10TPO, TOV QUPLAKOTOLO 1| TOV VOGOKOUO GOC.

- H cvvtayn yio autd 10 pappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO SDCETE TO
Papuoko o€ GAlovc. Mmopel va Tovg TPoKaAEGEL BAAPT, QKOO KoL OTOV TO CUUTTOUATO TNG
acBéveldc Toug eivor 101 pe Ta 1Kl cag,.

- Edv mapatnpnoete kKamoto avemBOunTn evépyeia, EVIUEPADOTE TOV YLOTPO, TOV QAPUAKOTOL0 1) TOV
VOGOKOUO 6aG. AVTO 1oyvel Ko Yio, kGBe mhavn avemBountn evépyela mov 6gv avapEPETAL GTO
POV POUALO 0dNYIOVY ¥pHone. BAéme mapdypoeo 4.

T epréyel 1o Tapov UALO 00NYLOV

1. Tieivor o Bimzelx kou oo gtvan 1) yprion Tov

2. Timpémel va yvopilete mpv ypnoyomoloete To Bimzelx
3. Iog va ypnoyomomoete to Bimzelx

4.  TIBavég avemBounteg evépyeleg

5.  Ilwg va pvAdcocete to Bimzelx

6. Ilepieydueva TG cLOKEVAGIOG Kol AOITEC TANPOPOPIES
Odnyieg xpriong

1. T givan To Bimzelx kon oo givan 1 pfion tov

T eivon To Bimzelx
To Bimzelx wepiéyet T dpaotikn ovcio UmpeK{ovuaum.

owx givar i pijon Tov Bimzelx

To Bimzelx ypnoyonoteiton yio t Oepameio Tov akOA0V0mV EAEYHLOVOIDV VOG®V:

* Yopioon katd mhdkog

* Yoplaoikn opbpitida

o Aéovikn omovovroapBpitida, cuUTEPIAAUPOVOUEVIG TG U1 OKTIVOYPOPIKA emPBERaiopévng a&ovikng
onovovioapBpitidog Kot TG oyKLVAOTOTIKNG 6ovOLALTIONG (aKkTvoypapikd emPBefatopévn a&ovik
onovovAoapBpitidn)

Yopioon katd TAdkag

To Bimzelx ypnoiponoteitar o€ eviiikeg yio ) Oepoameion pog depuatikng madnong mov ovoudaletan
yopioon Katd tAdkog. To Bimzelx peidvel ta Gount®dpoto, GUTePIAaBovorévon Tov TGVov, TG
(OYOVPOG KoL TNG OTOAETIOTG TOV OEPHLOTOG.




Yopuoikn apbpitida

To Bimzelx ypnowonoteiton yio t Oepameio evniikov pe yoplacikn apbpitida. H yoplocikn apbpitida
elval pa vooog mov TpokaAel PAEYLOVT OTIG apBPDCELS, GUVOSIELOUEVT CUYVA ATO YOPINoT KOTA

A akaG. Edv éxete evepyd yoplacikn apbpitida, pmopel va cag yopnyndodv mpdta dAla eappoxo. Edv
OVTA TO PAPUOKO OEV OPOVV ETAPKMG 1 OTNV TEPITTMOT LN oveKTIKOTNTOC, B soic yopnynOel to Bimzelx
eite og povobepamneia gite oe cuvdvacud pe GAAO PAPHOKO TOL Aéyetal pebotpe&d.

To Bimzelx peidvel tn QAEYLOV Kal UTOPEL, GUVETMS, Vo fondncel ot peimon tov TéVov, NG
dvokopyiag, Tov TpN&itatog oTic apfpm®CELS Kot YOP® amd QVTEG, TOV YMOPLUGIKOD SEPLLOTLKOD
eEavOnuatoc, e yoplacikng PAGPNG ota viyla kot oty emPpadvven g PAAPNG oTOVS YOVOPOLS Kot
0T0 00TA TOV apOPOCEMY TOV GLUUETEXOVY GTN VOGO. AVTEG OL EMOPACELC LTOPOVV Vo cag fondncovy
OTOV EAEYYO TOV CNUEIDV KOl CUUTTOUATOV TG VOGOV, GTI| S1IELKOALVGT TV cuvRB®VY KadnUEPIVOV
dpaocTNPOTHTOV, 0T Uelmon ¢ kénwong Kot ot Pfertinon tng modtntag (ong.

A&oviki omovovroapBpitida, couneptrapfavousvne e un aktvoypoeikd emPeforopévng afovikng
oTovVOVA00PBPITIOAG KO TNE OYKVAOTOINTIKNG 6TOVOVAITIdNG (aKTVOYpaptkd emBefarouévn afovikn
onovovroapBpitida)

To Bimzelx ypnoyonoteitar yio T Oepameio evnAikov pe pAEYLOVMOON VOGO TOL TPOSPAAAEL KUPimG T
OTOVOVAIKT] GTAAN KOl TPOKAAEL PAEYLOVI TOV CTOVOLAIK®V 0pOpmdcewv, 1) omoia ovopdletotl aEovikn
onovdvioapBpitida. Edv n mdbnon dev givar opatr| pe tn ypnon axtivov X, avapEPETol Mg «un
aKTVOYPaEIKa emPBeParopévn agovikn omovdvioapBpitiday. Edv eppaviletal oe acbeveic e opatd
onueia oTig aktiveg X, avaQEPETAL OC «AYKVAOTOIMTIKY GTOVOLAITION 1 KOKTVOYPAPIKE emPePaimpévn
a&ovikn omovovioapBpitidor.

Y mepintowon wov &xete akovikn omovovrioapbpitida Oo cag yopnyndodv tpdta dAha eapuaka. Edv dev
avtomokpdeite apKeTd KoAd o€ avTd To PapuoaKa, Oa cog yopnyndei o Bimzelx yia va peiwbodv ta
onueio Kot 10 CUUTTOUOTO TG VOGOUL, Vo LEL®BEL 1| pAeyoVT] Kot Vo BEATIOOEL | COUOTIKY GOG
Aertovpyia. To Bimzelx pnopei va fondncetl otn peiowon tov movov ot pdyn, g Svokapyiog Kot g
KOTWONG, YEYOVOS TOV UTOPEL VO O1EVKOAVVEL TIG GuVNOELS KON UEPIVES GOG SPACTNPLOTNTES KOt VoL
BeAtidoet v mowotNTa (NG GOC.

g dpoa To Bimzelx

H pmpexiloopaunn, n dpaoctikn oveio oto Bimzelx, aviketl o€ po opddo gpopudkov mov ovoudlovtat
avaotoAeig g wvtephevkivng (IL). H pmuexiloopdunn dpa peidvovtag mm dpacn 600 TpOTEVOY ToL
ovopdlovror IL-17A won IL-17F kon gumiékovtot oty TpokANct GAEYUOVIG. Y TpYOvV VYMAOTEPQ
EMIMES O AVTAOV TOV TPOTEIVOV GE PAEYUOVMOIELS VOGOVG, OTTMG 1) WmpPiaoT, 1 yoplacikni apbpitida Kot n
a&ovikn omovévioappitida.

2. Tvpémer va yvopilete npwv ypnopomonjcere To Bimzelx

Mn ypnoipomonjoete 7o Bimzelx

. o€ mePImTOON aAlepYiog oTNV UTUEKICOVUAUTT T} OE OTO0ONTOTE GALO OO TO. GLGTATIKA CLTOV
TOV PAPUAKOL (avapEpovTal GTNV Tapdypamo 6).
. og mepintwon Loipwéng, cvpnepthopfavouévng g euvpotioons (TB), n omoia kpiveton omd Tov

Y10Tpd GO MG CNLUAVTIKT.



IIposgidomou)cels Ko TPOPLAGEELS
AmevBuvOeite oTov Y1aTpO, TOV POPLOKOTOLO 1] TOV VOGOKOWO GaG TTPLV XPMCIHoTocete To Bimzelx,
eqv:

. éxete holpmén N Aolpmén mov e&arxorovdel va emaveppaviletar.

. éxete vmoPAnbei mpdopata 1 oxomedeTe va vtoPAndeite oe eufoilacud. Aev Ba Tpémel va cog
50000V opicpévol tomot epPorinv (upotia amd (OVTEC LIKPOOPYAVIGUOVC) EVM YPNCLOTOLELTE TO
Bimzelx.
elyate moté eupotioon (TB).

. glyote moTé PAEYHOVAOIT VOGO TOL £vTéPOL (VOoo Tov Crohn 1 elkddn koiitida).

Dreypovdodng vocog Tov evtEPov (vocog Tov Crohn 1 EAK@®ONG KOAMTION)

Ytouatnote va ypnoponoteite To Bimzelx kot evnuepdote Tov yotpd cog 1 (NTNote apéome 1Tptkn
Borfeta edv TapatnpoeTe aipo oTA KOTPAVA, KOWMOKEG KPAUTES, TOVO, S1appota 1] andAed BApovC.
Avtd propel va amotehoOv onpeio vEAg 1 EMBEVOVLEVIG PAEYLOVAOSOVS VOGOL TOV EVIEPOL (VOGOL TOV
Crohn 1 eAk®d0v¢ KoAiTId0Q).

[pocéEte Yo TOYOV AOIPAEELS KL AALEPYIKEG AVTIOPACELS

To Bimzelx pnopei omdvio va tpokarécel coPapéc Aouméels. Evnuepmote Tov yotpd cog 1| avalntiote
apéong wtpikn fondeia edv mopotnpnoete omoladnmote onpuadia cofapnc Aoipwéng. TEtola onuddia
avapEpovTal VIO ToV TITAO «XoPapég avemBOUNTES EVEPYEIEG) OTNV TAPAYPUPO 4.

To Bimzelx pmopel Suvntikd vo, mpokarécet cofapis aldepyikéc aviidpaoels. Amevbuvleite otov yiorpd
cag 1 avolntiote apéocmg Tpikn fondeta edv mapatnpioeTe omoladNToTe onpuadio coPapng
aAkepykng avtidpaonc. Ta onuddia avtd propel vo meprrappdvouv:

®  JLOKOAID GTNV OVATVON 1] TNV KATATOOT)

®  YOUNAN apTNPLOKy TIEST, TOL UTOopEl va cog TpokoAéaetl (AN N Tdon AmoBopiog

e pNEo 0To TPOCHOTO, Ta YEIAN, TN YA®OGA 1 TOV Ad1pLd

e coPapn eoyohpa Tov dEPUATOG, e EpLOPO eEAvON L 1] eMNPpEVI EEOYKMULATO.

Howowd xon Epnpor
Mn yopnyeite avtd 10 EAPUAKO G€ TOdLd Kol veapd atopa nAkiog kdtom towv 18 etdv. Avtd gival yiati
dev €xet peletnBel oe avty TV nAKlaK opdoa.

Ao @appoka kot Bimzelx
Evnuepdote Tov y10Tpd 1 TOV QOPUAKOTOL0 GG EAV XPTCULOTOIEITE, EYETE TPOCEUTA YPTCLOTOUCEL 1}
UTOPEL VO YPNOLOTOMGETE AALN QALK

Kbnon, Onraopég ko yovripdtnta

Edv giote éyxvog, vopilete 6T1 pmopel va giote £ykvog 1 oxedialete va anoktinoete moudi, {ntnote
cLUBovAn ToL Y10TPOD GG TPV YPNOLUOTOUCETE CLTO TO PAPLOKO. Eivol TpoTindtepo va amopevyeton n
y¥pHon Tov Bimzelx katd t Stdpkela TG EYKVUOGVUVNG. AVTO 1IGYVEL YIUTL OV Elval YV®GTOC 0 TPOTOC UE
ToVv 01010 aVTd T0 PapuaKko Oa emnpedoet To PpéPog.

Edv giote yovaiko mov pmopei va peivet £ykvog, Oo Tpémet vo ¥pNoIUOTOLEITE AVTICOAANYT KATE TN
SLAPKELD TNG YPNONG O TOV TOV PUPLAKOL KoL Y10 TOVAdYIoTOV 17 €BdOUAdES HETA amd TNV TEAELTALN
d6om oag tov Bimzelx.

Edv OnAdalete 1 oxedidlete vo Onhaoete, WIANGTE UE TOV YIATPO GOC TPV YPNCUOTOGETE AVTO TO
eappako. Eceic kat o ylotpdg cag 0o mpémel va anmopacicete edv pumopeite vo Onidoete 1§ va
y¥pNoLoTocete 10 Bimzelx.



00y 0N KOl LEPICROS PNYAVIIRATOV
To Bimzelx givar aniBavo va ennpedoet Ty kavotTnTad oag va 0dnyeite Kot va xewpileote punyaviioTo.

To Bimzelx tepiéyel vatpro
To papuaxo avtd mepiéyel Arydtepo and 1 mmol vatpiov (23 mg) avd d6om, ivol avtd mov ovoudlovpe
«ehehBepo vatpiovy.

3. [ og va ypnowyonomjcere To Bimzelx

[Tévtote va YpNOYOTOLEITE TO PAPHOKO AVTO AVOTNPA COLUPMOVA LE TIG 0OTYIES TOL YIOTPOV 1 TOL
papuokomolov coc. Eav éxete aupifoiisc, pmtioTte ToV Y10TpO 1 TOV QOPLOKOTOLO GOG.

660 Bimzelx yopnyeital kon y10 w660 (poviké ordeTnpa

Yopioon katd TAdkag

H ocvvictodpevn 66om, n omoia yopnyeitar wg éveon Katw omd 1o dEppa cag («umoddpla Eveon») eivor n

aKoAovon:

. 320 mg (yopnyovueva mg dD0 TPOYEMGHEVES GUpLYYES oL TTepEyovy 160 mg ékaotn) Tig
efodoudoeg 0, 4, 8, 12, 16.

. Amo v efdopdda 16, Ba ypnoponoteite 320 mg (800 Tpoyspicuéveg cupLyyeg mov mepEyovy 160
mg ékoot) ke 8 efdouddec. Eav to Papog cog eivar mavm and 120 kg, o yiatpdg cag umopei va
OTOQUCIoEL VO GLVEXIOEL TIC EVEGELC 060G KAOE 4 eBdouddeg amd v efdoudda 16.

Yopuoikn apbpitida
H ocvvietdpevn d6om, 1 omoia yopnyeitar og EveoT KAT® amd To SEPO oag («uTOdOPLY EVECT») EIVOL T
aKOAovON:

o 160 mg (yopnyobueva mg pia Tpoyeuiopuévn cvpryya) ke 4 efdonddsc.

e Edv éxete yoplaoikn apbpitida pe cuvumdpyovsa pétpla £0¢ coPapn yopioon KoTd TAGKAS, TO
GUVICTMUEVO dOCOA0YIKO GYfLLa €ivat TO 1010 Le avTod Yo TV Yopioon Katd mAdkoc. Metd v
EBdopdda 16, o ylotpdg cog Umopel vo TpocoplocEL TG VESELS 6og ota 160 mg kabe
4 Bfoopadec, avaloya LLE TO, GLUTTAOUATO OTIC UPOPDOCELS OaG.

A&ovikn orovdvioaplpitida, copumeptropuovouévng g un akTvoypaeikd exiefurmpévng aEovikng
oTovVOVA00PBPITIONG KO TN OYKVAOTOINTIKNG 6TOVOVAITIdNG (aKTVOYypaptkd emBefarouévn afovikn
onovdvAoapBpitida)

H ocvvictdpevn 86om, n omoia yopnyeitar og éveon Katw amd o S Gag («LTodOpLa EVEST)) givar

160 mg (yopmyolueva @¢ pio TPOYEUIGUEVT cOpLyYa) KAOe 4 efdopdded.

Eoeig kot o yiatpdg 1 0 vosokopog cog Ba amopacicete edv O Tpémel va TparyIaTOnOIEITE LOVOL GOG TNV
€VEDT] ATOV TOV POPUAKOL. M1V KAVETE TNV £VECT] LE OVTO TO PAPLLOKO, EKTOC €6V EYETE EKTAOELTEL OO
emayyeipatio vyeiog. ‘Evag epovtiotic umopei, emiong, vo cag xopnyel Tig EVEGELG GOG OPOV EKTALOEVTEL.

Awpdote T1g «Odnyieg yxpfoNe» 610 TEAOC 0LTOV TOV GVALOL 0ONYLDY YPNONE TPV KAVETE TNV EVEST] TOL
Bimzelx 6Tov €000 GOC LLE TPOYELGUEVT] GOPLYYOL.

Eav ypnowponomocete peyorivtepn 0001 Bimzelx a6 tnv kavoviki)
Evnuepaoote tov ylotpd cog eGv EYeTe ¥pNOUOTOMGEL LEYOADTEPT) 600T TOV Bimzelx and v kavoviky
N €qv &xete yopnyNoEL TN 8001 Gag LE EVEST] vopitepa amd 0,T1 Bo Empemne.



Edv Eeydoete va yproipomomoste 7o Bimzelx
Evnuepaoote tov ylotpd cog edv EgXAcUTE Vo KAVETE TNV éveoT) Lo doorg tov Bimzelx.

Edv ctapaticete va ypnoponoreite o Bimzelx

Evnuepdote tov ylorpd 6oG TPV GTOUATAGETE VO, Yproiponoteite o Bimzelx. Edv otouatioste
Bepamneia, T0 CUUTTOUATA GOG UTOPEL VO ETGTPEYOLV.

Edv éxete meplocdtepeg pMTNCELS CYETIKA LLE T YPTOT QVTOV TOL POPUAKOV, POTHOTE TOV YIATPO, TOV
PAPLOKOTOL0 1) TOV VOGOKOUO GOLG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To PAPLOKE, £TGL KOL GVTO TO QAPUOKO UTOPEL VO TPOKAAEGEL AVETIODUNTEC EVEPYELEC, AV KOL
dev mopovotalovtal 6€ OAOLE TOVG avOpmTOoC.

YoPapég avemOopnTeg Evépyereg
Evnuepaote tov yuotpd cog 1 {ntnote watpikr fondeia apécg Gy TopatnpnoETE OTOLUONTOTE AT TIg

TOPOKATO OVETIOOUNTES EVEPYELEG:

[TBavn coBapn Aoipmén - o onuddio propet va epthapavouv:

. TLPETO, YPUTMON CUUTTMOLOTO, VUYTEPIVES EPLOPDCELG
. aicOnpa kémwong 1 dSvorvola, Prxa o omoiog dev vIoy®pPel
. {eotd, epuOpo Kot ETMOIVVO OEPUA, 1) ETMIVVO dEPUATIKO eEAVON U LLE PLGAADES

O ywatpog oag Ba amopacicel edv pmopeite vo cuveyicete va ypnolponoteite to Bimzelx.

Addeg avemBOUNTES EVEPYELEG

Evnuepdote Tov y10Tpo, TOV QOPUOKOTOLd 1) TOV VOGOKOUO GaG €6V TOPATNPNCETE KATO 0o TIG
aKoAovOec avemBounteg evépyeieg:

[IoA¥ cvyvéc (umopohv va ennpedcovy mepiocdtepa amd 1 ota 10 dtopa)
. AOLLMEELS TOL AVMDTEPOV OVOTVEVGTIKOD LE CUUTTOUOTO OTTME O TOVOAULLOG Kot 1) BovAmpévn
Hot

2uyvég (Lmopolv va ennpedoovy mg kKot 1 ota 10 dtopa)

. GpOec 610 GTONA 1) TOV AAUO [LE CUUTTOUATO OTOC AEVKEG 1| KiTpLveg KnAideg, ephbnuo 6to oTopa
1 TOVOAULLLOG KoL TOVOG KATE TNV KOTATOON

LUK TIOGIKTY AOTU®EN TOV OEPUOTOC, OTTMC «TOSL TOV aOANT AVAUEGO GTA OGKTLAL TMV TOOIDV
AOLUMEELS TOV OVTIOV

emyeiMog €pmng (AOUMOEELG amAoD EpmnTa)

Ypimn Tov oToUdYOL (YOOTPEVTEPITION)

QAEYLOVOELG OOANKES TPIYDVY OV Uopel v Lotalovy Le GrupaKio

TOVOKEPOAOG

eayovpa, Enpodepuia | e&avOnua mwov potdlet pe Exlepa Lepkég PopPEG e TPNOUEVO KOl
KOKKIVIGHEVO dépa (depuatiTidn)

ki

. gpuBpdtTa, TOVOGS 1 TP ELo 0To onpeio TG Eveong

o aioOnuo kémwong

Oy ovyvég (umopet va emnpedoovy £o¢ kot 1 ota 100 dtopo)



. UEMUEVE ETTEDD AEVKOV opocPalpimv (ovdetepomevia)

. LUKNTIOIKEG AOUMEELS TOV OEPUATOG KOl TV PAEVVOYOVOV (CLUTEPIAOUPOVOUEVIG TNG
0100PAYIKNG KOVTIVTIOGNG)
. opBaApIKEG ekKpioelc pe payovpa, EpuOpoTNTa Kot TPNELUO (EmTEPLKITION)

aipo oto KOTPOva, KOWMOKEG KPAUTEG Kot TOVOG, O1dppota 1} amdAgLd, Bapovg (onudoto
TPOPANUATOV GTO £VIEPO)

Ava@opd avemOounTOV EVEPYELOV

Edv mopotnpfioete Kamoo avemOOUnT eVEPYELD, EVILEPDGTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO 6aG. AVTO 1oy0el Kot Y10, KGBe mhovn avemBountn evépyela mov dev avapEéPETOL GTO TAPOV
@OALO 0ONYIDV Yprione. Mropeite emiong vo avapépete averBounteg evépyeleg omevdeiag, pécowm tov
€0VIKOO GLGTANATOG AVAPOPAG:

EBvikog Opyaviopog @apudxkmv

Meooyeimv 284

GR-15562 XoAapyog, Adnva

TnA: + 30 21 32040380/337

®ag: + 30 21 06549585

Iotétonog: http://www.eof.gr

Mécm g avapopdg avemBOUNT®V EvEPYEL®V Umopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA LLE TNV AGPAAELD TOV TAPOVTOC PUPAKOV.

5. IIog vo pvraccete To Bimzelx
To @apuoko ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV AVOPEPETUL BTNV EMCTLUAVOT)
kot 610 Kouti petd ™ AHEH/EXP. H nuepounvia Aéng etvar n tedevtaio nuépa Tov PWRva o
OVOPEPETOL EKEL.

dvAdocete og Yyoyeio 6tovg 2°C — 8°C. MV KOTOWOYETE.
DVAGGGETE TIC TPOYELGUEVEG GUPLYYEG OTO OPYLKO KOVTL Y10 VO TPOGTATEVOVTOL OO TO PMC.

To Bimzelx pmopel va mapapeivet ektodg yoyeiov yo £0¢ 25 nuépec. Avtod mpénet va yivetan HéGa 6To
eEmtepcd kouti, Oy og Beppokpacio ave Twv 25°C Kot pokpld amd 10 AUEGO PMG.

M ¥PNGULOTOIGETE TIG TPOYELGUEVEG GUPLYYEG UETA OO OTO TO YPOVIKO SIAGTNUA. YTAPYEL EVOC
XDPOG GTO KOVTL Y10 VO YPAWYETE TNV MUEPOUNViD, KOTA TNV omoio aparpédnke amd o yoyeio.

Mnv metdite @APLAKO GTO VEPD TNG AMOYETEVGNC 1] OTA OKLOK( amoppippoto. Pothote tov pappokomold
GOGC Y10, TO TAOG VO, TETAEETE TA PAPLLOKO TOV OEV YPNComToLEite . Avtd o uétpa Ba fondncovv oty
TpocTocic Tov mepPdAlovtog.

6. Iepreyépeva TG GVOKEVAGIAG KOL AOLTEG TANPOPOPiES
T epréyerl To Bimzelx

. H dpaoctikni ovoia eivar ) pmpexiovpdunn. Kébe mpoyepiopévn cvpryya nepiéyet 160 mg
umpekilovpdpumng oto 1 mL deAvpatoc.


http://www.eof.gr/

. Ta dAAo cvotaTikd gival YAvkivn, vatplo 0&Ko Tpudpiko, Tayopopeo o&ikd o0&y, toAvcopPikd 80
KoL HOWP YL EVEGTLAL.

Epgévion tov Bimzelx kol wepieyopeva TG 606KELOGIOG

To Bimzelx givar éva d1avyég mTpog eAappmdg omaAilov vypd. To ypdue Tov eVOEYETAL VO TOIKIAAEL 0T
Axpolo £m¢ avolytd kaoTavokitpivo. AtatiBeton og piog ypnong amoppintéa TPOyEUICUEVT) GOPLYYO LE
KéAvppo BeElovag.

To Bimzelx dwatifetar o€ povadiaicg cuokevacieg Tov TePLEYOLV 1 N 2 TPOYEUIGUEVEG CUPLYYEC KOl GE
TOAVGLOKEVAGIEG TTOV ATOTEAOVVTOL Ao 3 KOLTIA pe Kabéva va mepi€yet 1 mpoyepiopévn cvplyya i o€
TOAVGLOKEVAGIEG TOV ATOTEAOVVTOL OO 2 KOVTLA UE KaBEva va TEPIEYEL 2 TPOYEUOUEVES GUPLYYEG.
Mmropei va, unv KuKAOQOPOLY OAEG Ol GUGKEVAGIEC.

Karoyog Adcrog Kvkhopopiag
UCB Pharma S.A.

Allée de la Recherche 60
B-1070 Bruxelles, BéLyio

Hopockevaotig

UCB Pharma S.A.

Chemin du Foriest

B-1420 Braine-I’ Alleud, Béxyto

Mo omoladnmote TANPOPOPio. GYETUK LLE TO TOPOV PAPUAKELTIKO TPOTOV, Tapakareiote va amgvBuvleite
GTOV TOTIKO avTIpocmo Tov Katdyov g Adstog Kukhogopiag:

EA0LGoa

UCB A.E.

TnA: +30/2109974000
To mwapov vAlo 00NYLOV yprioNs avaBswpOnke Yo TeELevTOio Popd Tov Iovvio 2023.
AdLreg INYEG TANPOPOPLAOV

Aentopepeic mAnpopopiec Yo To appako avtd gival dabéoipeg 61o dikTLaKd TOTO TOLV Evpmmaikol
Opyaviopov @apudimv: http:// www.ema.europa.eu



Odnyieg ypnong

Awfdote 6MEC TIC TOPUKATO 0ONYIES TPLY YPNCILUOTOU|GETE TNV TPOYEUIOUEVY copryyo Bimzelx.

IIpoyeuiopévn obpryyo Bimzelx pe o potid (BA. Ewkova A):

e S

Kéaioppo Kvpio copa Papdoc
Berdvag oopLyyag guporov
i ;

Inpovtikég TAnpo@opies:

O enayyeipotiog vyeiog mTov cog Tapakorovbel Oa mTpénel va cog dei&el TOC VO, TPOETOUAGETE KOl
va kdvete v éveon tov Bimzelx ypnoiponoidvtag v mpoyepucpévn cupryya. My kdvete tnv
€VeDT GTOV €0VTO 0aG 1 G KATO10V GALO PEYPL VO Gag OIE0VV TG VAL KAVETE TNV £VEGT] TOV
Bimzelx pe tov cootd Tpodmo.

Eoeig kovn o ppovtiotig cag Oa mpénet va daPdlete avtég Tig Odnyieg Xpnong mpv and Kabe
xpnon tov Bimzelx.

Emwowvmvnote pe tov emayyeipatio vysiog Tov cog Tapakorovdel, v 0€ig 1 0 PPOVIIGTNE GOGC
EYETE EPMTNOEIS GYETIKA LE TO TMOG Vo KAveTe TNV éveon tov Bimzelx pe tov 6wot6 tpomo.
Avaioya pe ) ovvrayoypaenuévy 0001 cog, 0a yperaotel va ypnoporonjcere 1 1) 2
npoyspicpévii(ec) ovpryya(sc) Bimzelx. INa pia 66om tov 160 mg ypetdletor pia Tpoyepiopuévn
oVPLYYa Kot Yo o docm tev 320 mg yperdlovtar 2 TpoyeGUEVES GUPLYYEG (M Mol LETA TNV GAAN).
H mpoyepiopévn obpryyo Bimzelx dtabétel Evav unyovioud acedirelag ferdvac. Avtdg o
pnyoviopog Oa kaddyet ) feddva ovtoOpaTa LETE TV 0OAOKANPpmOT| TG €veong. O Unyaviopog
acQUAEnG PEAOVAG LUPAAAEL DOTE VO UMV TPALUOTIOTEL e TN PeEAdVa omolocdnmote yepileTal
TNV TPOYEMGHEVT] CVPLYYO LETE TNV EVEDT.

M %pNOLLOTOM|CETE AVTO TO PAPIAKO KOl EMLOTPEYTE TO GTO PUPUUKEIO EAV:

N nuepopnvia AMéng (AHEH/EXP) éxet mapéhOet.

éxel mapafroctel N oEPEyIoN TOV KOLTIOV.

1 TpoYEUIGHEVT GUpLyya Exel TEGEL 1) £l VTooTel {npud.

T0 VYPO EXEL TAYDGEL KATOW YPOVIKT oTLyUn (aKkOpa Kot eGv Exel amoyvyDel).

N peyardtepn dveon katd v éveon: Bydite tv/tic tpoyepopévn(eg) oupryya(ec) Bimzelx amd to
YUYeio Kol APNOTE TN/TIG GE Uia ETTEDT emPaveln g Beppokpacio dopatiov yio 30 émg 45 Aemtd mpwv
ond TV €veon.



. Mn Oepuaivete pe omolovonmote GALOV TPOTO, OTMG GE POVPVO LKPOKVUATOV 1] GE KOVTO VEPO.

. Mnyv avokwveite Tv/Tig TpoyeUcHEVN(EG) GUPLYYou(ES).

. Mn Bydalete To kGAoppo T/T@v TpoyepicpEVNG(wv) coptyyog(dv) puéypt va eiote £Tolol va
Kévete TNV éveon.

AxolovOgite To TOPpOKATO Pripata KGO Popd mwov yproiponoicite To Bimzelx.

Biua 1: IlposTowmacia Yo vo KAVETE TNV/TIC £vEoN(£1C) GOC

Avaloyo pe T cvvtayoypo@nuévn 66on cag, Tomo0eTioTE TO 0KOAOLOW avTIKEINEVO OF KO.OapN,
eMimeEON, KOAD QOTILONEVY EMPAvELn EpYaciog, 6mmg éva TpamélL:

. 1 1 2 mpoyeuiopévn(eg) oupryya(eg) Bimzelx

Oa ypelacteite eniong (0ev Teplapfavovtal 6To Kovti):

. 1 1 2 povinAdxy(a) epmotiopévo(a) pe aAkodin

° 1 M 2 kaBapn(€c) umdho(eg) oo PouPart

. 1 doyeio amdppyMc aryunpdv avtikewévoy. Agite v evomto «Iletdéte T ypnoonomuévn
Tpoyeopévn cvpryyo Bimzelx» oto téhog avtdv tov Odnyidv Xpnong.

Bipa 2: EmALETE TO onuEio TNE EVECNC KO TPOESTONAOTE TNV £vEST

20: EmA£ETe 10 onpeio g éveong
. Ta onueia Tov pmopeite va emAEEETE Y100 TV £VEST| GOG ElvaL:
0 710 otopdyl (Kothakn ydpa) N o unpdc oag (Pr. Ewkéve B).
0 7o miow pEPOg Tov Ppayiovéd cag umopet, emiong, va ypnoiponondel, av cog Kévetl tnv
éveon évag epovtiog (BA. Ewkova T).

B I

A\

Kot\woxn [Ticw pépog
XOPOLM TV Bpayiovo
HMpOg

o Mnyv kdvete £veon o€ mePLoyEC OOV T0 dépua Eivar gvaicOnNTo, LOAOTIGUEVO, EpLOPO, POMIMTO,
oKANPO M o€ TEPLOYEG LUE OVAEC | paryddec.

o Mnyv kdvete éveon evtog andotaons S cm and Tov apaid (OUEAAD).

o Edv ypelaotel va yivel devtepn éveon yua T cvviayoypagnuévn do6on oag (320 mg), Bo tpémet va
PN OLOTOLEITE SLopOPETIKO onuEio Yo TN devTeEPT £veon cag. M ypnoiponoleite to idto onueio
Yo Vo, KGveTe TV £veoT) 000 POopEG 6T GELPAL.

2B: IIAvveTe TO (EPLO. 6OGC KOAG PUE GATOVVL KUL VEPO KON GTEYVAOTE PE KOO TETOETO

2vy: [IpoeToludoTE TO OEPUA GUG



KoBopiote t0 onpeio tng éveong pe LovTNAGKL ELTOTICUEVO LE OAKOOAT. AQPNOTE TNV TEPLOYN VA
OTEYVMOEL EVIEADS. Mnv ayyi&ete Eavd tnv KaBapiopuévn meployn Tptv KAveTe TV Eveon.



. 26: EAéyEre v wpoyemopévn copryyo (Bi. Ewkova A)

. Befaiwbeite 60T1 oV emionpavon avaypdoeetar  ovopacio Bimzelx kot n nuepopmvia AqéEng.

. EAéyEte To papuaxo pécm tov Tapabvpov tpoPfoinc. To pdppoko Ba mpénet va eivat StanyEg Emg
eMappmg omoAilov Kot eAevBepo cmpatidinv. To ypdue Tov evééyeTol va TOIKIAAEL amd dypmuo
£m¢ AVOIKTO KaoTAVOKITPIVO. Mmopel va deite puookideg aépa 6To VY. AVTO €ivol PUGIOAOYIKO.

. Mn ypnoiponoteite v mpoyeouévn coptyya Bimzelx dv to appako givat 0010,
OTOYPOUOTIGUEVO 1] TEPLEXEL COUOTION.

o \

© Huyspopnvia Migng

- J

v

Biua 3: 'Eveon tov Bimzelx

30: Aparpéote To KGAvppa BeAdvag amé TNV TpoyEoREVY GUPLYYX

. Kpamote v mpoysispévn cvptyya yopw amd t Aapn pe to Eva xépt. Tpapnéte evbeia o
KOADLLLOL Y10L VOL TO OQOIPEGETE Ad TNV TPOYEUIGUEVT] cVpLyya e To GALO ¥Ept (BA. Ewkéva E).
Eivai puctoloyikd va dgite pia otaydove, vypod 6To dkpo g Peldvac.

0 Mnyv ayyiete t Pehdva ovte va apnoete T Peddva va ayyiel omoladNTOTE EXPAVELQ.

0 Mnyv kpatdte ) papdo tov uforov otav aparpeite to kKaivppa. Edv apaipécete kotd
AGBoc TN pdfdo tov gpPdrov, Tetdéte TV TPOYEUICUEVT GUPLYYO GTO dOYELD ATmOPPIYNG
OL(UN POV AVTIKEWLEVOV KO TAPTE L0 KOVOUPYLa.

0 Mnyv enavatonobeteite o kdAvppa TG Perdvoc. Te avtifetn mepintwon, pwwopel va
npokoAécete (nuid ot Perdva 1 va tpurnbdeite katd Aaboc.




3pB: Toyumiote amord Kol KPATIOGTE PE TO £va XEPL HL0. TTVYN TOL OEPROTOS TNV 0noia KabapicaTte

v v £éveon. Mg to Gilo xépL, stoayayete T Peldva oTo dépna 60g o€ Yovia mepimov 45 porpdv

. QOnote T Peldva TPog To LEGH HEYPL TEPLLOL. L TN GLVEYELD, PN OTE AmAAd EAEOOEPO TO dEPLA GO,
BePawwbeite 6t 1 Belova Bpioketon ot 0¢om g (BA. Ewova XT).

3y: Miéote 6100epa TV KEQAAN TOV ERPOLOV TPOG TA KAT® péYpt TEPRO Kot péypt va evedeil 600 To
oappoxo (Pir. Exxéva Z)

P

. O)o to pappako Exet evebel dtav dev pumopeite va wbNnoete GALO TNV KePAAT TOL EUPOrov (BA.
Ewova H).

@ N

P

30: AvaonNKOGTE TOV UVTiYEPE 60¢ amd TNV KeQaA Tov guPorov (BA. Ewkéva ©). H Berova Oa
emavérOel avTéopata ko 0o ac@aricel ot 0€on TG




. [Méote o oteyvh prndia omd PapPdxt Tave oto onpeio Eveong Yo pepikd devteporenta. My
tpifete 10 onueio £veong. Mmopet va deite EAappd apoppayia 1j Lo oToyova vypov. Avtd ival
QVO10A0Y1KO. MTopeite vo KoAOWeTE TO orueio £veong Ue £va Lkpo avTokoAANnTo enibepa, e6v
amoteitot.

Bipa 4: Hetaéte tn ypnowwonmomuévny mpoysmonévn ovpryya Bimzelx

TomoBetnoTE TN YPNCILOTOMUEVT] TPOYEUGLEVT CVPLYYA GE £Va, SOYELD ATOPPIYNG UL U POV
AVTIKEWWEVOVY apécmg petd ™ xpnon (BA. Ewova I).

Eav yperdletor va kavete 0£0TEPT £VEST], OTMOS GUVTAYOYPUPEITAL OO TOV YLOTPO GAC,
APNOLUOTONOTE P KovoUpyla Tpoyepopév) copryyo Bimzelx kot eravarapete Ta prpota 2 £mg
4.

BePaiwbeite 011 éxete emiéer Eva véo onpeio Eveong yio T de0TEPN EveaT).



@viro oonyLov ypiong: Iinpoeopics Yo Tov ypriotn

Bimzelx 160 mg evéoipo d1GAvpa 6€ TPOYEUIGUEVT] GUGKEDT] TOTOV TEVAG
umpekiovpépmn

vTo PApLOKO 0VTO TELEL LTO GLUTANPOUATIKY TOPaKOAOVONGT. AvTtd Ba emTpéyel TOV Yp1YOpPO
TPOGIOPICUO VEDV TANPOPOPLOV acpdAelac. Mmopeite va fonbnoete péow g avagopdg mbavmv
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TopoLGLAlETe. BA. TEA0G TG Taparypdpov 4 yio Tov TPOTOo
avaQopdc avembOUNTOV EVEPYELDV.

AwfdoTe TPOGEKTIKA 0AOKANPO TO PVALO 0ONYIAV YP1ONG TPV UPYICETE VA YP1CLUOTOLEITE GVTO TO
PappoKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- DdordEte avTd TO PUALO 0INYIDV YprionG. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNOTE TOV Y10TPO, TOV QUPUAKOTOLO 1| TOV VOGOKOUO GOC.

- H cvvtayn yio autd 10 pappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO ODCETE TO
Papuako o€ GAAoVC. Mmopel va Tovg TPOKaAEGEL BAAPT, QKOO KoL OTOV TO CUUTTOUATO TG
ac0éveldc Toug etvon 1010 Le ToL S1KGL GO

- Edv mapatmproete kamowa avemBountn evépyeta, EVNIEPOOTE TOV YLITPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO 6aG. AVTO 1oyveL Kot Yio, kKGOe mhavn avemBountn evépyela Tov 6gV avapEPETAL GTO
POV GOALO 0dNYIOVY YpHone. BAéme mapdypoeo 4.

T epréyel 1o TapoOv OALO 00NYLOV

1. Tieivor o Bimzelx xou oo etvan 1) yprion Tov

2. Timpémel va yvopilete mpv ypnoyomoloete To Bimzelx
3. Iwog va ypnoyomomoete to Bimzelx

4.  IIBavég avemBounteg evépyeleg

5.  Iwg va pvAdcocete to Bimzelx

6. Ilepieydueva g cLOKEVAGIOG Kol AOITEC TANPOPOPIES
Odnyieg xpriong

1. T givan To Bimzelx kon oo givan 1 pfion tov

T eivon To Bimzelx
To Bimzelx wepiéyet T dpaoTikn ovcio UmPeKILOvUAuTT).

o givar i pijon Tov Bimzelx

To Bimzelx ypnoionoteiton yuo t Oepameio Tov akOA0V0mV EAEYHLOVOIDOV VOG®V:

* Yopioon katd mhdkog

* Yoplaoikn apbpitida

o Aéovikn omovovroapOpitida, cuuTEPIAAUPOVOUEVIG TG U1 OKTIVOYPOPIKA eTPBERaipévng aovikng
onovovioapBpitidog Kot TG oyKLVAOTOTIKNG 6ovOLALTIdNG (aKkTvoypagikd emPBefatopévn a&ovik
onovovioapBpitidn)

Yopioon katd TAdkag

To Bimzelx ypnoionoteiton o€ eviikeg yio ) Oepomeio prog deppatikng nadnong mov ovopdleton
yopioon Katd tAdkog. To Bimzelx peidvel ta cuountodporto, coUneptAapifovopévou tov Tévov, g
(OYOVPOG KoL TNG OTOAETIOG TOL OEPHOTOG.




Ywplacn apbpitida

To Bimzelx ypnowonoteiton yio ) Oepaneio evniikov pe yoplacikn apbpitida. H yoprocikn apbpitida
glval [ vooog Tov TPOKOAEL PAEYLLOVT] OTIS apBPDGELS, GLVOSEVLOUEVT] GLUYVE AT YO PlaoT KATA

T akaG. Edv éxete evepyd yoplacikn apbpitida, pmopet va oag yopnyndodv pdta dAla eappoko. Edv
OVTA TO PAPLLOKE OEV POV ETOPKMG N GTNV TEPITTMOT U1 AVEKTIKOTNTOS, O oag yopnynOei to Bimzelx
elte wg povobepamneia eite 6€ CLVOLAGHO e AAAO PAPLLOKO TOL AéyeTon peBoTpeEdr.

To Bimzelx peidvel tn gAeyHOVH Kol UTOPEL, GUVERMG, Vo fondnoetl otn peimon Tov TOVoL, TNG
dvokopyiag, Tov TpN&itatog oTic apfpmdCELS Kot YOP® Ao QVTEG, TOV YOPLUGIKOD SEPLLOTLKOD
e€avOnuotoc, e yoplacikng BAAPNG ota viyla katl oty emPpadvvon g PAAPNS otoug ¥6vOpovg Kot
070 00TA TOV apOBPDOCEMV TOV GLUUETEXOVY GTN VOGO. AVTEG Ol EMOPAGELS LTOPOVV Vo cag fonbncovv
OTOV EAEYYO TOV CNUEIDV KOl CUUTTOUATOV TG VOGOV, GTI S1IELKOALVGT TV cuVRB®VY KadnUEPIVOV
dpacTNPOTHTOV, 0TN Ueimon ¢ kénwong Kot ot Beltinon tng modtrag (onc.

A&ovikn orovdvioaplpitida, copmeprropuovouévng g un akTvoypaeikd emiefurmpévng aEovikng
oTovVOVA00PBPITIOAG KO TNE OYKVAOTOINTIKNG 6TOVOVAITIdNG (aKTIVOYpaptkd emfPefarouévn afovikn
onovdvAoapBpitida)

To Bimzelx yprnoytomoteiton yio tn Oepaneio evnAikov pe pAEYLOVOON VOGO TOL TPOoSPALAEL Kupimg T
OTIOVOVAIKT] GTAAN KOl TPOKAAEL PAEYLOVI TV CTOVOLAIK®V 0pOpmcewv, 1) omoia ovopdletol aEovikn
onovovAouapBpitda. Edv n mdbnon dev etvar opatn pe tn ypnomn oktivov X, avapEpeTon Mg «un
aKTVOYPaPIKa emPBeParopévn agovikn omovdvioapBpitiday. Edv eppaviletal oe acbeveic e opatd
onueia otig oktiveg X, avaQEPETAL MG KOYKVAOTOTIKT] GTOVOLAITIONN» 1| KOKTIVOYPAPIKA emBefaiopévn
a&ovikn omovovAoapBpitidoy.

Y mepintmon mov £yete akovikn omovovioapBpitida Ba cag yopnyndodv tpdta Ao eapuakxa. Edv dev
avtomokpdeite apKeTd KoAd o€ avTd Ta PapuoaKa, Ba cog yopnyndei o Bimzelx yia va peiwbodv ta
onueio Kot 10 GLUTTOUOTO TG VOGOUL, va. LEL®OEL 1| pAeyovT] Kot Vo BEATInOE] | cOUOTIKT GOGC
Aertovpyia. To Bimzelx pnopei va fondnoetl ot peiowon tov movov ot pdyn, tng Suokapyiog Kot Tng
KOTWOONG, YEYOVOC TOV UTOPEL VoL O1EVKOAVVEL TIG GuVNOELS KON UEPIVES GOG SPACTNPLOTNTES KOt VoL
Bedtidoet v mototTo (ONG GOC.

IIog dpa To Bimzelx

H pmpexiloopaunn, n dpaoctikn oveio oto Bimzelx, aviketl o€ po opddo gpapudkov mov ovoudlovtat
avaotoAeig g wvtepievkivng (IL). H pmpexioopdpnn dpa peidvovtag m dpact 600 TpmTEVAOY Tov
ovopdlovror IL-17A won IL-17F kon gumAékovtotl 6ty TpokANcn GAEYUOVIG. Y TapyovV vynAdTEPQ
EMIMESU QVTAOV TOV TPOTEIVOV GE PAEYUOVDIELS VOGOUG, OTTMG 1) Y®PIaoT, 1 YoPlacikn apdpitida Kot n
a&ovikr omovévioapBpitida.

2. Tvpémer va yvopilete npiv ypnopomonicere To Bimzelx

Mn ypnoipomonjoete 7o Bimzelx

. o€ mepinTwon aAlepyiog otnV UMUEKICOVUAUTY 1] O OTO0ONTOTE GAAO OO TO. GLGTATIKA CLTOV
TOV QOPUAKOL (avapépovtal 6TV Tapdypapo 6).
. og mepinTeon Aoiuméng, cvumepthoufovousvne me eopatioong (TB), n omoia kpiveton and tov

YOTPO GOG MG GNUOVTIKY].



IIposgidomou)cels Ko TPOPLAGEELS
AmevBuvOeite oTov Y1aTpO, TOV POPLOKOTOLO 1] TOV VOGOKOWO GaG TTPLV XPMCIHoTocete To Bimzelx,
eqv:

. éxete holpmén N Aolpmén mov e&arxorovdel va emaveppaviletar.

. éxete vmoPAnbei mpdopata 1 oxomedeTe va vtoPAndeite oe eufoiacud. Aev Ba Tpémel va cog
50000V opicpévot tomot epPorinv (upotia amd (OVTEC LIKPOOPYAVIGUOVC) EVM YPNCLOTOLEITE TO
Bimzelx.
elyarte moté eupotioon (TB).

. glyate TOTE PAEYUOVMDIN VOGO TOL vIEPOL (VOG0 Tov Crohn 1 EAk®dN KOAITION).

Dreypovdodng vocog Tov evtEPov (vocog Tov Crohn 1 EAK®ONG KOAMTION)

Ytouatnote va ypnoponoteite To Bimzelx kot evnuepdote Tov yotpd cog 1 (NTNote apéome 1Tptkn
BorBeia £dv TapatnpRoETE Ao 0TA KOTPAV, KOWMOKEG KPAUTES, TOVO, dS1appota 1] andAEd BApovC.
Avtd propel va anotehoOv onpeio vEag 1 EMOEVOVLLEVIG PAEYLOVMDIOVS VOGOL TOV EVIEPOL (VOGOL TOV
Crohn 1 eAk®d0v¢ KoAiTIS0Q).

pocéEte Yo TOYOV LOIPAOEELS KL AALEPYIKEG AVTIOPAGELS

To Bimzelx pnopei omdvio va tpokarécel coPapéc Aouméels. Evnuepmote tov yotpd cog 1| avalntiote
apéong wtpikn Pondeia edv mopotnpnoete omoladnnote onpuadia cofapng Aoipwéng. TEtola onuddio
avaPEpovTal VIO ToV TITAO «XoPapég avemBOUNTEG EVEPYEIEG) OTNV TAPAYPUQO 4.

To Bimzelx pmopel duvntikd vo, mpokarécet cofapis aldepyikéc aviidpaoets. Amevbuvieite otov yiorpd
cag 1 avolntiote apéomg Tpikn fondela edv mapatnpioeTe omoladnNToTe onpadio cofapng
aAlepykng avtidpaonc. Ta onuddia avtd propet va meprrappdvouv:

e JUOKOAID GTNV OVATVOT| 1] TNV KOTATOGN

®  YOUNAY| 0PTNPLOKN TEST), TOV UTOPEL VO GOG TPOKAAEGEL COAN 1| Tdon AmoBupiog

e TpNEIL0 GTO TPOCMOTO, TO, YEIAN, TN YADOGH 1| TOV ACLLO

e cofapn eayovpa Tov dEPUATOS, LE EpLOPO EAVOT LA 1 ETnppéva eEoyKDUOTA.

Howora ko Epnpor
Mn yopnyeite avTd TO PAPLOKO GE OOl Kot Veapd atopa nAtkiog katw tov 18 etdv. Avto givon yioti
dev &yel pele el og avtv TV NAKlok opdda.

Ao @appoka kot Bimzelx
Evnuepdote tov y10tpd 1 10V GOpUOKOTOW0 GG EAV XPCULOTOIEITE, EYETE TPOCPATA YPTCLOTOUCEL Iy
UTOPEL VAL YPGLULOTOMGETE AAALL PAPLLOKOL.

Kinon, Onhoopoc ko yovipétnra

Edv giote éyxvog, vopilete 6T1 pmopel va giote £ykvog 1 oxedialete va anoktinoete moudi, {ntnote
oLUPBoVAN TOL Y1aTPOD GG TPV YPNOLUOTOCETE 0LTO TO PApPOKO. Eival Tpotipndtepo va omopevyston n
y¥pHon Tov Bimzelx katd t Stdpkela TG EYKVUOGVUVNG. AVTO 1GYVEL YIUTL OV Elval Yv®GTOC 0 TPOTOC UE
TOV 01010 aWTd T0 PApuaKo Bo ennpedoet To Ppépog.

Edv giote yovaiko mov pmopei va peivel £ykvog, Oo Tpémetl vo ¥pNoIUOTOLEITE AVTICOAANYT KATE TN
SépKeLd TG YPNOTG CVTOL TOL Papdiov Kot Yo TovAdyoTov 17 gBdonddeg petd and Ty tedevtaia
d6om oag tov Bimzelx.

Edv Onidlete 1 oxedidlete va Onidoete, WANOTE UE TOV YIOTPO GOG TPV (PTCLOTOMGETE AVTO TO
eappako. Eceic kot o yiotpog cag 0o mpénel va anopacicete edv pumopeite va Onidoete N va
¥pNoLonrocete 1o Bimzelx.



00 yNoN KOl LEPICROS PNYAVIIRATOV
To Bimzelx givar aniBavo va exnpedoet Ty kavotTnTad oag va 0dnyeite Kot va xewpilecte punyaviioTo.

To Bimzelx tepiéyel vatpro
To papuaxo avtd mepiéyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6om, gival avtd mov ovoudovpe
«ehevbepo votpiovy.

3. [ og va gpnowponomjcete To Bimzelx

[Tédvtote va YpNOYLOTOLEITE TO PAPHOKO AVTO AVOTNPA COUPMOVA, LLE TIG 0OTYIES TOL YIOTPOV 1 TOL
eoppoakonolod cag. Edv éxete apeifories, potiote TOV Y10TPO 1 TOV QOPHOKOTOLO GOG.

660 Bimzelx yopnyeital kon y10 w660 (poviké ordeTnpa
Yopioon katd TAdkag

H ocvvictodpevn 66om, n omoia yopnyeitar wg éveon Katw omd 1o dEppa cag («umoddpla Eveon») eivor n
aKoAovon:

. 320 mg (yopnyovueva mG 60 TPOYEMGHEVES GUOKEVEG TOTTOV TTEVAC TOL TTeptEyovv 160 mg
éxootn) Tic efdouddeg 0, 4, 8, 12, 16.
. Amo v efdopdda 16, Ba ypnotponoieite 320 mg (800 TPOYEUIGUEVEG GUGKEVEG TOTTOV TEVAG, TTOV

nepéyovv 160 mg éxaot) ke 8 efdouddec. Edv to Papog cog givar mévm and 120 kg, o yiatpdc
00G UTOPEL Vo amopocioet vo cuveyioel Tig evéaelg oag Kabe 4 efdouddeg and v efdoudoda 16.

Yopuoikn apbpitida
H ocvvietdpevn d6om, 1 omoia yopnyeitar og EveoT KAT® amd To SEPO oag («uTOdOPLY EVECT») EIVOL T
aKOAovON:

o 160 mg (yopnyobueva g pia Tpoye o uévn cuokeLn TOoL TEVAG) KGOe 4 efdouddec.

o Edv éyxete yoplacikn apbpitida pe cuvomapyovoa LETpla £mg coPapr] ympiaon Katd TAdKaS, To
GUVIGTAOUEVO 00GOAOYIKO GYNIA Elval TO 1010 HE aVTO Y10 TNV Y®PiooT Katd mAdkag. Metd tnv
EBdopdda 16, o ylatpdg Gog Umopel vo Tpocoprocel TG evEseLg cog ota 160 mg ke
4 gfdopadec, avaroya. [LE TO, GLUTTOUOTO OTIC UPOPDOCEIC oaC.

A&oviki omovovroapBpitida, couneptrapfavopsvne e un aktvoypoeikd emPeforopévng afovikng
omovovLoapBpitidac Kot TG ayKLAOTONTIKTG GTOVOLMTIONS (aKTvoypapukd emPefarmpévn aovikn
onovovroapBpitida)

H ocvvictdpevn 66om, n omoia yopnyeitar og éveon KAt amd to S Gag («uTodopLa EVEST)) givor
160 mg (yopnyolueva ®¢ pie TPOYEUICUEVT GUGKEDT] TOTTOV TEVAGS ) KAOe 4 fdouddec.

Eoeic kat o yiatpog 1 0 voookopog cag Ba amopacicete edv Ba Tpémel va mpayULaTOTOElTE LOVOL GOG TV
€veaT VTV TOV QOPUAKOL. MNV KAVETE TNV £VECT] LE OVTO TO PAPLLOKO, EKTOC €6V £YETE EKTAOELTEL OTO
emayyeipatio vyeiog. ‘Evog epovtiotic umopei, emiong, vo cag xopnyel Tig EVEGELG GOG OPOV EKTALOEVTEL.

Awpdote Tig «Odnyieg xpfioNe» 610 TEAOC 0LTOV TOV GVALOVL 0ONYLDY YPNONC TPV KAVETE TNV EVEGT] TOL
Bimzelx 6tov £00T0 GOG [IE TPOYELUGUEVT] GUGKELT TOTTOV TEVAG.

Edv ypnowponomocete peyorivtepn 0001 Bimzelx a6 tnv kavoviki)
Evnuepaote tov yuotpd cog edv Exete (pnoHOTOMGEL HEYaADTEPT 600T ToL Bimzelx and v Kavoviky
N €qv €xete yopnyNoeL TN 0001 Gag LE EVEOT| vopitepa amd 0,Tt Ba Empemne.



Edv Eeydoete va yproipomomoste 7o Bimzelx
Evnuepaoote tov ylotpd cog edv EgxAcOTE Vo KAVETE TNV éveot) Log doong tov Bimzelx.

Ed&v ctapaticere va ypnoponoreite o Bimzelx

Evnuepdote 1oV ylotpd 60G TPV GTOUATAGETE Vo, Yproiponoteite to Bimzelx. Edv otouatioete
Bepamneia, T CUUTTOUATA GOG UTOPEL VO ETGTPEYOLV.

Edv éxete meplocdtepeg pMTNGELG CYETIKA LLE T YPTOT QVTOV TOL POPUAKOV, POTHOTE TOV YATPO, TOV
(QOPULOKOTOLO 1) TOV VOGOKOUO GOG.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6Aa To PAPLOKa, £TGL KO 0VTO TO PAPUOIKO UTOPEL VO TPOKAAEGEL OVETIOVUNTES EVEPYELEC, OV KO
dev mapovctalovial 6e OAOVE TOVG avpdTovg.

YoPapég avemOopnTeS EVEPYELEG
Evnuepaote tov yotpd cog 1 {ntnote watpikr fondeia apéc®g Gy TopatnpnoGETE OTOLUONTOTE AT TIg

TOPOKATO OVETIOOUNTES EVEPYELEG:

[TBav coBapn Aoipumwén - o onuddio propet va epthapavouv:

. TLPETO, YPUTMON CUUTTMOLOTO, VUYTEPIVES EPLOPDCELG
. aicOnpa kémwong 1 dSvorvola, Prxa o omoiog dev vIoy®pPel
. {eotd, epuOpo KoL ETMOIVVO OEPUA, 1) ETOIVVO dEPUATIKO eEAVON U LLE PLGAADES

O ywatpog oag Ba amopacicel edv pmopeite vo cuveyiceTe va, ypnolponoteite to Bimzelx.

Alreg avemBOUNTES EVEPYELEG
Evnuepoote tov y1o0tpd, TOV QopLOKOTOL0 1] TOV VOGOKOUO GG €6V TOPATNPNGETE KATO OO TIG
aKoAovOec avemBounteg evépyeieg:

oA cuyvéc (Umopohv va, etnpedcovy TeplocoTepo amd 1 ata 10 dtopa)
. AOLUMEELS TOV AVMDTEPOV OVOTTVEVGTIKOD LE CUUTTAOUOTO OTTME O TOVOAULLOG Kot 1) BovAmpévn
Hot

2uyvég (Lmopolv va ennpedoovy mg kKot 1 ata 10 dtopa)

. apOeg 0T0 OTOUA 1) TOV ANLLO LE COUTTOUATO OTMG AEVKEC 1} KiTpLveg KNAIdES, epVONUO GTO GTOUN
N TOVOAULLOG Kot TOVOG KOTA TNV KOTATOOoN

LUKNTIOGIKT AOTH®EN TOL dEPHOTOC, OGS «TOSL TOVL AOANTN» AVAUESH OTO SAKTUAN T®V TOOIDV
AOWMDEELG TV OVTIOV

emyeiMog €pmng (AoumEelg amAov £pmnTa)

vpinn Tov oTOUdYOL (YOOTPEVTEPITION)

QAEYHOVOOELG BOANKEG TPLY®V OV UIoPEl va Lotdlovy e GTupaKio

TOVOKEPOAOG

eayovpa, Enpodepuia N e&dvOnua wov potdlet pe Exlepa LepKEg POPEG LE TPNOUEVO KO
KOKKIVIGHEVO dépo (depuatitidn)

ucy

. gpuBpdTa, TOVOGS 1 TPNELLO 0TO oNpEio TNG EVEong

. aioOnpo kénwong



Oy ovyvég (umopet va emnpedoovy £o¢ kot 1 ota 100 dtopo)

. HELOUEVA ETITEOO ASVKOV aLOGQALpimY (0VOETEPOTTEVIN)

. HUKNTIOGIKEG AOIUMEELS TOL SEPUATOC Kot TV PAEVVOYOVOV (cuumepAapPavoprévng g
0lGOQUYIKNG KAVTIVTIOGTG)

. opBaApIKEg ekkpioelc e payovpa, epuBpoTnTa Kot TPNELUO (EmTEPLKITION)

. aipo ot KOTPOva, KOWMOKEG KPAUTEG Kot TOVOG, O1dppota 1} amdAELd Bapove (onuddta

TPOPANUATOV GTO £VIEPO)

Ava@opd avemOounTOV evepyELOV

Edv mapatnpnoete Kamowo avemBOUNTN EVEPYELD, EVILEPDGTE TOV YIUTPO, TOV POPUOKOTOLO 1) TOV
VOGOKOUO 00G. AVTO 1oy0eL Kot Y10, kKaBe mhovi avemBountn evépyela Tov dev avaQEPETOL GTO TAPOV
@O0 0ONYIDV yprione. Mropeite emiong vo avapépete avemBounteg evépyeleg omevdeiag, péowm tov
€0VIKOD GLGTANATOC AVAPOPAC:

EBvikog Opyaviopog @apudrkmv

Meocoyeimv 284

GR-15562 Xolapyog, Admva

TnA: + 30 21 32040380/337

®ag: + 30 21 06549585

Iotétonog: http://www.eof.gr

Méow G avapopag avemiBounT®mv evepyelmy pmopeite va fonbfoete 6T GLUALOYN TEPIGGOTEPWOV
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC PUPAKOV.

5. IIog vo purdccete To Bimzelx

To @apuako ovTd TPEMEL Vo PUAAGGETOL GE UEPT) OV OgV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.
Na pn gpMolonoteite ovtd T0 PAPUOKO UETE TV UEPOUNVia ANENG TOV OVOPEPETAL GTNV EMICTLLOVOT)
kot 6to Kouti petd ™ AHEH/EXP. H nuepounvia Aéng etvar 1 tedevtaio nuépa ToL PRV TOU
ovopEPETAL EKEL.

dvidooete og Yyoyeio otovg 2°C — 8°C. MV KOTOWOYETE.

DVAGGGETE TIC TPOYEUOUEVES GUOKEVEC TOTOL TTEVOC GTO OPYLKO KOVTL Y10, VO TPOSTATEDOVTOL OlTd TO
PG.

To Bimzelx pnopei va mopopeivel extoc yoyeiov yio Eog 25 nuépec. Avtd mpénel va yivetal Héoa 6To
eEmtepikd kovti, Oyl og Bepuokpacio dvm Tav 25°C kat pokpld amd 10 dpeco g Mn ¥pNCIUOTONGETE
TIG TPOYEUIGUEVEG CUGKEVEG TOHTTOV TEVAG LETA OO OVTO TO YPOVIKO JAoTNpa. YTAPYEL EVOG YDPOG GTO
KOUTL Y10 VO YPAWETE TNV NUEPOUN Vi KaTd TNV ool apapédnke omd To yoyeio.

Mnyv metdte APHOKA GTO VEPD TNG OTOYETEVLONG 1 OTA OIKLOKA amoppippata. Potiote tov pappokomold
G0G Y10, TO TAOG VO, TETAEETE TA PAPLLOKA TOV OEV Ypnolonoteite ma. Avtd ta pétpa Bo fondncovv oty
TPOGTUGIO TOV TEPPAALOVTOC.

6. Iepreydpeva TG 6VOKELAGTUG KOL AOUTEG TANPOPOPIEg

T tepréyer o Bimzelx


http://www.eof.gr/

. H dpaotikn ovoia givar n pmpexi{ovpaunn. Kabe mpoyepiocpévn cuokenn TOmov mévag mepEyet
160 mg umpexilovudpnng oto 1 mL deAvparoc.

. To dAha cuotatikd ivol YAukivn, vaTplo 0&ikd Tpdpikd, Tayopopeo o&ikd o&v, molvcopPikd 80
KOL VO®P Y10l EVECTUAL.

Epg@avion tov Bimzelx ko wepieydpeva Tne cvokevaciog

To Bimzelx givar éva d1ovyég Tpog eAappmdg omaAilov vypd. To ypdue Tov EVOEYETAL VO TOTKIAAEL 0T
Gp®UO £mG aVOLYTO KAoTAVOKITPIVO. Alatifeton og piog xpnong amoppTTén TPOYEUGUEVT] GLOKEVN
TUTOV TEVOLG.

To Bimzelx dwatifetan o€ povadiaieg cuokevacieg Tov TeptEyovy 1 1 2 TPOYELIGUEVEG CUGKEVESG TOTTOV
TEVOG KOl G TOAVGLOKEVOGIEG TOL OTOTEAOVVTAL 0O 3 KOLTIA e Kobéva va epiéyet 1 mpoyepuopuévn
OLOKEVT TOTTOV TEVAG 1| GE TOAVGVGKEVUGIEG TOV ATOTEAOVVTOL atd 2 KOVTLA pe KabBéva va meptéyet 2
TPOYEUGUEVEG GUOKEVEG TUTTOV TTEVLG.

Mmopel va unv KukAopopoOVv OAEG Ol GUCKEVAGIEC.

Karoyog Adsrog Kvkiogopiag
UCB Pharma S.A.

Allée de la Recherche 60
B-1070 Bruxelles, Békyio

Hopaokevactiig

UCB Pharma S.A.

Chemin du Foriest

B-1420 Braine-I’Alleud, BéAyto

Mo omoladnmote TANpoPOpio. GYETUK LLE TO POV PAPUAKELTIKO TPOTOV, Tapakareiote va angvBuvleite
610V TOTKO avTurpocono Tov Katdyov g Adstog Kuklopopiog:

E\rada
UCB AE.
TnA: +30/2109974000

To mapdov evAro 0dNYLOV Ypriong avabepOnke Yo Televtaio gopa tov Llovvio 2023.
AdLreg INYEG TANPOPOPLAOV

Aemtouepeic TANPOPOPIES Y10 TO PAPLOKO aVTO givol daBEGIIEC GTOV dIKTLOKO TOTO ToVv Evpmmaikod
Opyoaviopuov ®apudkmv: http:// www.ema.europa.cu



Odnyieg ypong

Awfdote 6LEC TIC TAPAKATO 0ONYIES TPLY YPNCLUOTOU|GETE TV TPOYEUIGUEVE] GVGKELY] TOTOV
névag Bimzelx.

Ipoygicpévn cvokevn tonmov névag Bimzelx pe pia poatid (pi. Ewkova A):

- /

~

KéAvppa MapaBvpo TpoPorng
el = )
* +
Hpocfowsmmé Ao
Belovac

INpovTikég TApopopiss:

O enayysipotiog vyeiog mTov cog mapakorovdel Oa mpimel va cog dei&el TAOG VoL TPOETOUAGETE Kol
va kévete v éveon tov Bimzelx ypnoiponoidvtag tny apoyeicuévn cuekevt Tomov mévag. Mny
KAveTe TNV £VECT] GTOV €0VTO GO N 0€ KATO10V GALO HéypL va cag 0gi&ovv TmG va KAVETE TNV
éveon tov Bimzelx pe tov cwotd t1podmo.

Eoeic kavn o ppovtiotg oag Oa npémet va dSaPdalete avtég Tic Odnyieg Xprong mpwv amd kdbe
xpnon tov Bimzelx.

Enwowmvnote pe tov enayyeipatio vysiog Tov 6og TapakoAovdel, dv 0gig 1| 0 PPOVIIGTNG GOG
EYETE EPMTNOEIC GYETIKA UE TO TMOG Va. Kavete TV €veon tov Bimzelx pe tov 6ot tpomo.
Avélroya pe T cvovtayoypaenuévn 666m cag, 0a yperactel va ypnopomonjcete 11 2
npoyepiopévi|(ec) ovokev)(£g) Tomov mévag Bimzelx. ['a pia 66om tv 160 mg ypedleton pia
TPOYELGHEVT] GUGKELT TOTOL TEVAG Kot Yia e 06om 320 mg ypetdlovtal 2 TpoyepGUEVES
GLGKEVEG TOTTOL TTEVOG (1) Uiot LETA TNV GAAN).

Mn ypNOLRLOTON|CETE AVTO TO PAPIOKO KOl ETLOTPEYTE TO GTO PUPRUKEIO EAV:

N nuepopnvia AMéng (AHEH/EXP) éyet mapédOet.

éxel mapafroctel N oEPAEyIoN TOL KOLTLOV.

1] TPOYEUIGLLEVT] GLOKELT] TOTOL TEVAG £xEL TEGEL 1] €€l vITooTel {nud.

T0 VYPO €XEL TAYDGEL KATOW YPOVIKY] oTLyUn (akdpo Kot qv Exel amoyvyfet).

TN peyordtepn dveon katd v éveon: Bydite tv/tic mpoyepuiopévn(eg) cuokevi)(€g) TOTOL TEVOG
Bimzelx and 10 yoyeio kol aphote T/Ti¢ o€ o eninedn emipdvela o Oeppokpocio dmpatiov yio 30 mg
45 Lemta Tpv amo v veon.



Mn Oepuaivete pe omolovonmote GALOV TPOTO, OTMOG GE POVPVO LKPOKVUATOV 1] G€ KOUTO VEPO.
Mnyv avokwveite Tv/Tig Tpoyeucpévn(eg) cvokevn(£g) TOTOV TEVAG,.

Mn Bydlete T0 KGAVPUO TNG/TOV TPOYEUIGUEVIG(®V) GUOKELNG(MV) TOTOL TTEVOC UEYXPL VO EIGTE
£TOLOL VO KAVETE TNV EVEDT.



AxohovOgite To TOpoKATO PripaTa KGOE popd mTov ypnoipomoreite To Bimzelx.

Bipa 1: Ipogtownacio yio vo KAVETE TNV/TIC £veon(£16) 60¢

Avaloyo pe T cvvtayoypo@nuévn 6661 cag, Tomo0eTioTE TO 0KOAOLOW avTIKEINEVO OF KO.OapN,
eMimedN, KOG QOTILONEY EMPAVELD EPYUGIUS, OTOG Eva TpamélL:

. 1 1 2 mpoyepiopévn(eg) ovokevn(£c) ToTov Tévag Bimzelx

Oa ypelaoteite emiong (dev TePIAOUPAVOVTAL GTO KOLTI):

. 1 1 2 povinAdxy(a) epmotiopévo(a) pe aAkodin

. 1 1 2 kaBapn(€c) umdho(eg) amod PouPart

. 1 doyeio amdppyMc aryunpdv aviikewévoy. Agite v evomto «Iletdéte T ypnoomomuévn
TPOYEUGUEVT] GLOKELT TOTOVL TEVaG Bimzelx» 6to 1éhog avtdv tav Odnyiov Xpnong.

Bipa 2: EmA£Ete To onueio tng £vEONS KOL TPOSTOWAOTE TV £vEoN

20.: EmAéETe To onpueio TG £veong
. Ta onueia Tov pmopeite va emAEEETE Y100 TV £VEST| GOG ElvaL:
0 710 otopdyl (Kothakn ydpa) N o unpdc oag (Pr. Ewkéve B).
0 10 mio® PEPOG TOL Ppayiovd cag umopet, eniong, va ypnoyomoindel, av cog KAvEL TNV
éveon évag ppoviiog (BA. Ewkova T).

B r

A

Kot\oxn [Micw pépog
xdpoL 1 oV Bporyiova
HMpog

. Mnv kdvete £veon og mePLoyEG OOV TO dEpUa givar EvaicONTo, LOAOTIGUEVO, EpLOPO, POMINTO,
OKANPO M o€ TEPLOYEG LUE OVAEC | paryddec.

. Mnyv kdvete éveon evtog andoTtacnc S cm amd Tov aPaid (OUEAAD).
Edv ypelaotei va yivel devtepn éveon yuo T cuvtayoypagnuévn d6on oag (320 mg), Oo mpémet va
YPNOLOTOLEITE SLopopeTIKd onpeio yia TN devTeEPT €veon cag. Mn ypnoiponoleite to idto onueio
Yo Vo, KGveTe TV £veoT) 000 POopEG 6T GELPAL.

2p: ITAdvere T YEPLO 6OC KOAG NE GOTOVVL KOL VEPO KU OTEYVAGTE NE KoOapn meToéta
2vy: IIpogTopdote 10 dEpHO GOG

o Kobapiote to onpeio tng éveong pe LavInAGKL EUTOTICUEVO LE OAKOOAT. AQPNGTE TNV TTEPLOYN VA
OTEYVACEL VIEAMG. Mnv ayyifete Eava v KoBopIoUEVN TEPLOYN TPV KAVETE TNV £VEOT).



20: EAéyEre v mpoyepiopévn 6uokevt] TOmov wévag (PA. Ewkova A)

Befaiwbeite 011 otV emonuaven avaypdeetal  ovopacio Bimzelx kot n nuepounvio AnéEng.
EMéyEte o pdppoko péow tov Tapabvpov mpoPorns. To dapuako Ba mpénet va etval davyEg £mg
ehappag omadilov Kot eAevBepo copatidinv. To ypdpa Tov eviéyetol va TotKIAAEL and dypmuo
€m¢ AVOIKTO KaoTavoKiTpivo. Mmopel va deite puookideg aépa 6To VY. AVTO €ivol PUGIOAOYIKO.
M xpNOCIUOTOIEITE TV TPOYEUGUEVT] GLGKELT TOTOVL TEvVaG pe Bimzelx edv 1o pdppoko eivor
000, OTOYPMUATIGUEVO 1 TTEPLEYEL COUATION.

o ~

\_ Méng )

@ TTap&Bvpo TpoPoing

—Tes e

Huepopnvia

Biua 3: 'Eveon tov Bimzelx

3a: AQuipéoTE TO KAADUNO TNG TPOYERIGUEVIIG CUGKEVNG TOTTOV TEVAG
[ ]

Kpamote v mtpoyeioév) cuekevn TOTTOL TEVOS 6TafePd LE TO Eva ¥EPL YOP® amd TN Aaf].
Tpapné&re gvbeio 1o KEALULO Y10 VO TO OQOPEGETE OO TNV TPOYEUCUEVT] GUGKEVT] TOTTOV TEVOG LE
10 AN ¥épt (PA. Exkéva E). TTapdro mov dev gival eugavig 1o akpo g ferdvag, Exel TAéov
amoKoAvEOE.

Mnv ayyilete 10 TpooTatevTIKO TG PEAdVOC 00TE Vo, ETavotonobeTeite To KGAvppo TG PeAdvoc.
Av106 o@eileTan 010 YEYOVOG OTL B0l LTOPOVGE VO, EVEPYOTOMGEL TNV TPOYEUGUEVT] GUGKELT TOTOV
névag kot Oo propovoate va tpumndeite.

3p: Kpatiote TV APOYERIGREVI] GLGKELT] TUTTOV TTEVAGS VTT0 Yovia 90 popav 6to Kobapropévo
onpeio éveong (Pi. Exxova XT)



\




3y: Tomwo0eTNGTE TNV TPOYEULGUEVY] GLOKEVY] TUTOV TEVAGS EMITEDN GTO OEPUU GUAC, KUL OTT] GUVELELD,
méoTE 6TO0EPA TV TPOYEMGUEVY] GVGKEVT] TOTTOV TEVAG TPOG TO. KATM ETAV® GTO OEPUA GUG

Oa axovoete évov Mo KAk, H éveon| oag Eexvd 0tav akovotel to Tpdto «kAk» (PA. Ewkéva Z.).

MV VOGN KAVETE TNV TPOYEUGUEVT] GUGKEVT] TOTOV TEVAG 0.0 TO OEPNLAL

Q0—— x

¢
«KAIK» (((. (

]
\_ J
30: XuveyioTe vo KPATATE TNV TPOYEPIGUEVY] GVOKEVT] TOTOV TTévag 61N 0Son TG Ko va. TV méEleTE
ot00epd ETAVM 6TO dEPRA GO

. Ba aKoVCETE £va HELTEPO «KAK» EVTOG 15 deVTEPOAENTOV PETE TO TPDOTO KAIK.

. To devtepo KAk vodelkvyEeL OTL £xel evebel OAo To PAappako Kot 1) éveor Bimzelx €yet
oAoxkAnpwOel. Oa mpénet va deite TV kitpvn £voelén va yepilel to mapdbvpo wpoforng (BA.
Ewova H).

@ \

«KAIK» (((

N .

3g: AparpécTe TNV TPOYEMOUEVY] CVGKEVT] TOTTOV TEVAS TPOUPAOVTOS TNV TPOGEKTIKA £00gia TPOS TO

Tave and to déppa cac. To mpocsTaTevTiKG Perdvas o Kalvyer avTépata ™ fehdva

. [Tiéote o oteyv prndAa ond Pappdxt Tave oto onpeio éveong yio pepikd devteporenta. Mnyv
TpiPete to onueio éveong. Mmopei va dgite eAappd alpoppayio 1| pa oTayéva vypov. Avtd gival
PLGOA0YIKO. Mmopeite vo KOADYETE TO onpeio £veong e Eva KPS anToKOAANTO emtibepa, €6V
OTOLTELTOL.



Biua 4: Ietdéte T ypnowwomomuévn Tpoysmcuivi) 6ueKevn Tomov wévac Bimzelx

TomoBetnoTE TN YPTCULOTONUEVT] TTPOYELLGLEVT] GUGKELT] TOTTOL TTEVOG OE £VaL OOYELD AmOPPIYNG
ALYUN POV AVTIKEIEVOVY ouécwc uetd ™ xpnon (BA. Eikova ©).

(
.

Edv yperdletor va kavete 0£0TEPT £VEST], OTMOS GLVTAYOYPUPELTAL OO TOV YLATPO GAC,
YXPNCLUOTOLGTE PLX KULVOUPYLY TPOYERIGUEVT] GLOKEVY] TUTTOV Tévag Bimzelx kot emavarafere Ta
Pipata 2 {oc 4.

BeBaimBeite 011 éxete emiéer Eva véo onpeio Eveong yio T devTEPN EveoT).



