ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 300 mg kdvic Y10 TukvO GKEVAGLLO Y10 TOPUCKELT] SIUADLOTOC TPOG EYYVON

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Kabe prorido mepiéyet 300 mg vedolizumab.
Metd v avacvotaon ka0e ml mepiéyel 60 mg vedolizumab.

To vedolizumab &givor éva avBpmmomompuévo povokiwvikd avticoua IgG mov Tapdystor o KbhTTOPQ
®oONKng kveCkov kpkntov (CHO) pe teyvoroyio avacvvovacuévov DNA.

T tov TApn Katdhoyo tov ekddymv, BA. mapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Kovig v mukvo oKevOGHO Y10 TOPAGKELT] SIHADLOTOC TPOG EYYLON.

A€guKN £®G VTTOLELKT AVOPIAN TAGTA 1| KOVIG.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég evoeiterg

EAk®dOnc koAitido,

To Entyvio gvdeikvuton yia tn Oegpaneio evijiikmv acbevav pe pétpla Emg cofapi, vepyd Ak
KOAITIO0, Ol 0moiol ElYOV AVETAPKT OVTOTOKPIST], EXACAV TNV AvTOTOKPLoT N Tapovsiacay dvcavetio
glte o1 ovuPartikn Beponeio eite oe avTayOVIGTH TOL TOpdyovTa vEKpwong 0YKwov dAea (TNFa).

Noococ tov Crohn

To Entyvio gvdeikvoton yia tn Ogpaneia evijiiikov acbevav pe pétpla Eémg cofapi, Evepyd vOGO TOL
Crohn, o1 omoiot glyov avemapkr| ovTamdKpioT, £(AcaV TNV OVIOTOKPIoT 1| Tapovsiacay dvcavetia
glte o ovpPartikn Bepaneia gite o€ avtaywvioT Tov Tapdyovia vEKpwong dykwv diea (TNFa).

Ankvbitida

To Entyvio evoeixvotou yio T Bepameio eviAikov acevav pe pétpla €0 coPapn evepyod ypovia
Anobitida, ot omoiotl £xovv VITOPANOEL G€ TPOKTOKOAEKTOUY| KOl EILEOTPMKTIKY OVOGTOUWDOT) LE
ANKLOO Yo EAK®ON KOALTION, KOl ElYAV OVETAPKT AVTOTOKPIOT 1] £XOGOAV TNV OVTUTOKPIoT GTNV
avtiflotikn Bepamneio.

4.2 Aocoioyio Kol TPOTOG JOPNYNONS

H Oepaneio mpémel va yopnyeiton Kot va emrnpeiton amd 101K00G EXOyYEAUATIEG TOL TOUEN TNG
VYEOVOLIKNG TTEPIBaAYTG oV £yovv eumelpio ot d1dyvmon Kot T Oepameio Tng eEAK®O0VG KOATIS O,
g vocsov tov Crohn 1} T Ankvbitidag (BA. mapdypago 4.4). [Ipénet va, divetar 6Tovg acbeveig To
@OAAO 0OMYIDV YPHONC.



Aocoloyia

Elkadng kolitida

To cuvieTdueEVO d0GOLOYIKO GyYNa TOV EVOOPAEPIOL vedolizumab eivat 300 mg, yopnyobueva pe
eviopAEPLa €yyvon og 0, 2 kot 6 efdopadeg ko peténerta kbbe 8 efooudoss.

IMa aoBeveig pe eAkmON KoAitida, 1 Oepomeio mpémet va, dakdmTETAL, €AV deV TapaTnpnOel Kavéva
Oepamentind 6gerog pueypt v efdoudda 10 (BA. mapdypago 5.1).

Mepikoi acBeveic mov €govv eppavicel peimon g avIamOKPIoNG TOVS UTopel Vo, @PeANB0OV amod
avénomn g cvyvoTTOG YopYNoNS 60o1g Tov evéopAEPtov vedolizumab 300 mg kdabe 4 efoopddec.

e aoBeveig mov £yovv avtamoxpifel ot Bepaneia pe vedolizumab, ta kopTikooTepoLdN ival duvatd
va g aTTBohV H/Kot va S10KOTOVY ovVAAOYQ LE TO TPOTLTTO PPOVTIOC.

Eravainwn tnc Ospomeioc

Edv n Bepaneia daxonel kot mapaotel avaykn emovainyng g Bepaneiog pe evoopAEPLo
vedolizumab, propel va e€gtaotel To £vOEYOIEVO TNG YopTYNoNG kb 4 efdoudoes (PA.

mapdypoeo 5.1). H nepiodog drokomng tng Oepameiog otig kKAvikég dokipég Epbave péypt to 1 étog. H
OTOTEAECUATIKOTNTO ETOVAKTHONKE YOPic Kapio eppavn adéENoT TOV aVETIBOUNTOV EVEPYELDV 1) TOV
avTdphoemv mov oyetilovtal pe TV £yyLon KoTa TV emavaAnym g Oepaneiog pe vedolizumab (BA.
Tapdypoo 4.8).

Nooog tov Crohn

To cuvioTtdpeVo d0GOA0YIKO Gy ToV vOoPAEPIov vedolizumab eivat 300 mg, yopnyobueva pe
evoopAEPLa Eyyvon og 0, 2 kot 6 efdouddeg kal ot cuveyeln kdbe 8 efoopddes.

Aocbeveig pe voco tov Crohn, ot omoiol dev £xovv gpeavicel avtamdkpion Uropel va oeeAndovy and
pia 66om tov evdoeAEPiov vedolizumab v efdoudda 10 (BA. mtapdypapo 4.4). H Beponcio mpémet va
ovveyileton kaOe 8 efdouddeg amd v efdoudda 14 o€ acbeveic mov avtamokpivovtatl. H Ogpomeio
v acBeveic pe vooo tov Crohn mpénet vo, dtakdmTeTL, GV dev mapotnpndel Kavéva Oepamevticd
o0pehog néypt TNV efdopdda 14 (BA. mapdypopo 5.1).

Mepikoi acOeveic mov €xovv eppavicel Pei®on TG AVTOTOKPIOTG TOVE UToPEl Vo, @PeANBo0V amd TV
avénomn tng ovyvotnTog YopnyNong 60ong tov evoopAéPiov vedolizumab 300 mg kdOe 4 efoopddes.

e aobeveic mov Eyovv avtamoxpifel ot Oepaneio pe vedolizumab, to kKopTiKocTEPOEIDN Eival duVaTO
va glattBoldv 1)/Kot va S10KOTovV avaAoya LE TO TPOTLTO PPOVTIOS.

Erovédnyn e Oeporeioc

Edv n Bepaneia daxonel kot mapaotel avaykn emovainyng g Bepaneiog e evoopAEPLo
vedolizumab, pumopei va e€etaotel 10 evdgyouevo g yopnynong ke 4 efdouddec (PA.

mapdypoeo 5.1). H mepiodog drakonng g Oepaneiag oe khMvikég dokipuég mapatadnke puéypt 1 €toc. H
OTOTEAEGLATIKOTNTO ETOVOKTNONKE YOPIg Kapio eppovy adénon Tmv avemiBounNT®mV EVEPYELOVY 1| TWV
avtidpdoewv mov oyetilovtol pe v £yyvon katd Ty enavainyn g Beponeiog pe vedolizumab (BA.
Tapdypoo 4.8).

Anxvlitido

To cuvieTduEVO d0GOLOYIKO GyNua ToV VOoPAEPLoL vedolizumab eivat 300 mg, yopnyobueva pe
evoopAEPLa Eyyvom og 0, 2 kot 6 efdouddeg kal ot cuvéyela kdbe 8 efdopddec.

H Oepaneia pe vedolizumab Ba mpénet va Eekivd mapdAinda pe tnv TpodTumn avtiflotikn Oepaneia
(1. ourpopAro&acivn Yo técoepelg EfOoUAdES) (PA. mapdypoo 5.1).



H 6waxomn g Bepamneiag Oa mpénet va eEetdletar, edv dev mapatnpnolv evieitelg BepamevTiko
opélovc ém¢ Tig 14 efdopddeg Bepoameiog pe to vedolizumab.

Erovalnyn e Oeporeioc
Agv vrdpyovv dtabéoipo dedoEVA yLoL TNV ETAVAAN YT TG Bepaneiog og acbeveig pe Ankvditida.

Ewdwoi mAnfvouotl

Hlkiouévor acbeveic

Agv amaiteiton kapio Tpocapuoyn e 800mg 6 NAKIOUEVOLS 0oBeveis. O QUPLOKOKIVITIKEG
ovoAvoels TANBuopob dev £0e1Eav kopia enidpacn e nikiog (BA. Tapdypapo 5.2).

Aadbeveic ue veppikn n nrotikn ovaieirovpyio,

To vedolizumab dev £xetl peretn0el o€ avtodg Toug TANOLGUOVE aoBeviv. Agv umopolv va yivoov
GLOTAGELS Y10 TN OOOT).

Houdrorpixog ninQvouog

H aocopddeta kon n amoterecpatucotnta tov vedolizumab o moudid nAwciog 0 £wg 17 etdv dev €xet
akoua tekunprobei. Agv vdpyovv StoBEcIL dEOUEVA.

Tpomog yopnynong

To Entyvio 300 mg k6vi¢ Y10 TukvO GKEHAGLO Y10 TOPAGKELT SIOADLLATOG TTPOG Eyyvom Ttpoopiletan
puovo yuo evooAEfia xpnon. Ipoopiletar yio va avacvotadel kot vo apaiwdel mepaitépm mpv omd
TNV evOoPAEPLO yoprynom.

To Entyvio 300 mg k6vi¢ Y10 TUKVO GKEVAGLOL Y10, TOPACKELT] OLAADLOTOG TTPOG EYXVOT XOPNYELTOL (¢
evoopAEPLa Eyyvon dwopkeiag 30 Aentdv. Ot acbeveig mpémet vo mapakoiovBodvTol Kotd T dtdpkeLd
Ko HeTd TNV Eyyvon (BA. mapdypapo 4.4).

IMa 0dnyiec oyeTKd pe TNV avacHGTACT) KOL THY 0PUimcT] TOL POPUAKEVTIKOD TPOIOVTOS TPV ad N
yopnynon, PA. mapdypapo 6.6.

4.3 Avtevosielg

YrepevoioOnoio 61 dpactikn ovcia 1| 6 KAmolo amd To £KO0Y TOV AVUPEPOVTOL GTNV
Topaypapo 6.1.

Evepyéc coPapég hotuméeic, onmg pupatioon (TB), onyoauia, kuttopopeyaroids, Motepiomon kot
gukatplakég Aotuaéels, ommg 1 [poiovoa [ToAvestiokn AgvkoeykeparondOeia (TTITA) (BA.
Topaypapo 4.4).

4.4 E10kég TPoEIdOTOUNGELS KUL TPOPVAGEELS KOTE TN (p1ioT

To evdopAéPio vedolizumab mpémetl va yopnyeitol o€ 10TPIKO YDPo EOTMGUEVO Y10 VO ENLTPETEL TN
Swyeipon o&Emv avtdpdoemv viepevarsnoiog copmeprrapfoavouévng g avaeoiasiog, ebv
gupavicfovyv. Métpa kKatdAANANG Tapakolonong Kot 1 TpIkig LVTOSTHPIENG TPETEL VO Eival
Swbéoipa yuo dupeom ypnon otav yivetor xoprynon tov evéopréPiov vedolizumab. Oiot o1 acheveig
TPENEL VO, TAPOKOAOLOOVVTAL GUVEYMS KATA T dibpketa kKaBe Eyyvonc. ['a Tig mpdTeg 2 eyyvoels,
TPENEL EMIONC VAL TAPOKOAOLOOVVTOL Y10 TEPITOV 2 DPES LETA TNV OAOKANP®GN TNG £YXLONG Y10
onuein Kot copmTdpoTa avtdpdoemy ofeiag vrepevaicinciog. [a 6Aeg Tic emakolovbeg eyyOoELS, ot
aoBeveig mpénet va mapakorovBovvral yia tepimov 1 dpa PETA TNV OAOKANP®GT TNG EYXVONGS.



Iyvnloowdtro

ITpokeévov va Bertiwbel 1 yvnAacuodTnTo TV PLOAOYIKGV QOPUOKEVTIKOV TPOIOVI®V, TO GVOUQ
Kol 0 aplOpog TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELOL.

Avtidpaoeic mov oyetilovtor pe Tnv £yyvon Kol ovTdpacelc bepevalsinociogc

X KMVIKEG LEAETEG, ExouV ovopepBel avTIOpAcELS GYETILOMEVES e TNV £YYLON Kal avVTIOPACELS
vrepevarctnociag, pe v TAEOYNeio avTodV Vo givol frag Emg pétprog copfapotntog (PA.
Tapdypoo 4.8).

Edv exdniwBei coPapn oyxetilopuevn Le TNV £yyoon avoQULACKTIKY avTidpacn 1 GAAN cofapn
avtidpaon, n yopnynon tov Entyvio npénet va dakonel apéowmc kot vo EEKIVIAGEL 1] KATAAANAN
Oepameia (1m.y. emveepivn kot aviuctapvikd) (BA. tapdypago 4.3).

Edv exdnlwbei (o Emg pétpra avtiopaon oxeTilOUEVN e TNV €yyvom, umopel va petmbel o puBudg
£yyvong 1 vo dtaxomel 1 £yyvon kat vo Eekvioel KatdAANAN Oepameio. MOAIG 1 o ) 1 uétpila
avtidpaon 1 oxeTlOUEVN LE TNV EYYLON LIOY®PNOEL cuve)ioTe TNV £yyvor. Ot watpol Tpémet va
€EeTdooVV TO EVOEYOUEVO YOPTYNONG TPOKATAPKTIKNG Oepaneiog (1., e AVTUSTAUIVIKO,
VOPOKOPTILOVN 1/KOL TOPUAKETAUOAT) TPV OO TNV EXOUEVT] £YYLOT Yo AGHEVEIC LE 16TOPIKO NTTLOG
¢m¢ pétprag avtidpaong oyetilopevng pe v £yyvon tov vedolizumab, Tpokeipévon va,
ghaytotomomBovv ot kivovvor (BA. mapaypago 4.8).

Aowméelg

To vedolizumab givot évog EKAEKTIKOG OVTOYMVIGTHG TNG LVIEYKPIVIG TOV EVIEPOV, Y®PIG
TPOGIOPICUEVT] GLGTILOTIKY] 0lVOGOKATAGTAATIKY Spaotikdtnta (BA. mapdypoaeo 5.1).

Ot atpol mpémet va yvopilovy tov mhavo avénpévo kivouvo eKONAMONG EVKALPLIKMV AOTUOEEDVY 1
AodEeV Yo TIG 0ToiEg TO £vTePO OmOTELEL ApLVTIKO Ppayud (PA. mapdypapo 4.8). H Bepaneia pe
vedolizumab dev mpénel va Eekivdel oe acBeveic pe evepyéc, coPapéc Aouméelc o 6Tov ot AotumEelg
gleyyBovv kai ot watpoi mpénet vo e&gtalovv To evoeyOueVo dlakomng ¢ Oepaneiog og acbeveic mov
avantiocovy cofapn Aoipmén eved akolovbovv ypovia Bepaneio pe vedolizumab. Amoatteiton
npocoyn otav e€etdletal To evdeyouevo ypnong tov vedolizumab g acbeveic pe ereyyouevn ypovia
cofopn Aoipwén N 16T0p1kd vIoTpomalovc®v cofapdv Aotuméemy. Ot acbeveic Tpémel va
TopaKoAovdovvTal 6TEVA Yo AOUDEELG TPV, KaTd Kot PHETA T Bepameia.

To vedolizumab avtevdeikvutar og acbeveig pe evepyd pupotioon (PA. mapdypago 4.3). Ipv v
évapén g Beponeiog pe vedolizumab, o1 acBeveic Tpémetl va eAEYYOVTOL VIO GUUOTIOCT GOUPOVA LE
TNV KoTd TOTOVG 1oYvovca TPakTiky|. Edv dtayvwobel AavBdvovsa gupatioor, tpénet va Eekvnoet
KaTOAANAN Ogpameia Yo TV OVIILETOTIO THG PUUATIOOTNG COUPOVO UE TIG KOTA TOTOVS IGYVOVGES
ovotdoelg, Tpw amod v Evapén tov vedolizumab. X acOeveic Tov dloylyvdoKOVTOL UE QUUATIOON
evd axorovBovv Bepameio pe vedolizumab, 1 Oepaneia pe vedolizumab npénet va dtokomel péypt va
&xel Oepamevbel N pupaTIOONG AoimEn.

Mepikoi avToyovioTEG TNG WVTEYKPIVIG Kol LEPTKOT CLUGTNUATIKOL (VOGOKOTAGTAATIKOL TOPAYOVTEG
£€YOVV GLCYETIOTEL [IE TNV TPOToVoa TOAVESTIOKN Agvkogykepatonddeta (ITITIA), po omdvia kot cuyva
Bavanedpo svkaiplakn Aoipmén mov TpokaAeital arnd tov 16 Tov John Cunningham (JC).
Aecpgvdpevo oty wvieykpivn asfz, 1 omoio ekPpAleETol 0TO AEUPOKVTTAPA TOV EVIEPOV, TO
vedolizumab ackel avocokatacTtalTikn dpdon 1k 6to Eviepo. [lapodio mov dev Tapatnpndnke
Koo, GUGTNUATIKY 0VOGOKOTAGTOATIKY] OpAGT GE VY1 DIOKEIUEVA, Ol EMOPACELS GTN GUCTNLOTIKN
AgLTovpYic, TOL OVOGOTONTIKOD GLUGTHIATOG G AGOeVElg e PAEYLOVMOIN VOGO TOL EVTEPOL deV lvar
YVOOTES.

Ot emaryyehpotieg Tov Topén TNG VYELOVOLIKNG TTEPifaAyN g Tpénet va, mopoakolovBovv Tovg acbeveic
mov Aapfdavovv vedolizumab yio TuyOV EKONAMOT 1] EMOEIVOGT VEVPOLOYIKADV OTUEI®V Kot



CUUTTOUATOV, Kot Vo EETALOVY TO EVOEYOUEVO TAPUTOUTIG GE VELPOAOYO €GV TLYOV QLT
gkdniwbovv. Eav vrdpyet vroyia yio IIIIA, 1 Oepaneia pe vedolizumab wtpénetl va movcel Tpocmpivd.
Edv 1 emPePorwbei ITIIA, n Oepaneio npénet va Srakomel HOVIULA.

Koakonfeeg
O «ivdvvog gpeaviong kKakondelag avédvetar og acbeveig pe EAkmon koAitida Kot voso tov Crohn. Ta
0VOCOTPOTOTONTIKA PUPLOKEVTIKE TPOTOVTA EVOEXETAL V. aENCOVY TOV Kivouvo KakonBetag (PA.

mopaypaeo 4.8).

IIponyoduevn ko towtdypovn ¥pnon Broloyikdv tpoidviwmy

Agv vapyovv dabécipa dedopéva KAviK®V dokipumy pe to vedolizumab yio acBeveig mov £yovv 10m
vroPAnOel og Bepoameia pe natalizumab 1 rituximab. Amouteiton Tpocoyn otav eEetaletal To
gvoeyouevo ypnong tov vedolizumab g avtovc ToVg aebeveic.

Ot acBeveic mov £yovv 10N extebei oto natalizumab wpémetl va Tepipévovy cuvinBmg ToVAG IGTOV
12 gfdouddeg mpv Egxviioovy Oepameia pe vedolizumab, extdC €6V VTOSEIKVOETUL SIOPOPETIKA OO
NV KAMVIKT Katdotaon Tov achevong.

Agv vdpyovv S100Ec1e Sed0UEVE KAVIK®Y SOKIU®Y Yio. TV ToTdypov xpnor tov vedolizumab pe
Bloroyikd avocokatactoltikd. Exopévac, n ypnon tov vedolizumab ce awtovg tovg acbeveig dev

GUVIOTATOL.

EuBéia and oviec KpoopyovIGLOVE Kot ELBOAL TTOV YOPTYOUVTOL 07T TO GTOUO

e o eAeyOUEVT LLE EIKOVIKO QAPLOKO UEAETT G€ LY1Elg eBelovTé, pia epdmas doon 750 mg
vedolizumab dev peiwoe T0, TOGOGTA TPOGTATEVTIKNG AVOGING GTOV 10 TNG Nratitidng B og vmokeipeva
oL epPoldotnkay eVOoULIKA pe 3 dOCELS AVACLVOVOCUEVOL EMLPAVELOKOD avTLyOdvoL Nratitidog B.
Ta vrokeipeva mov ektébnkay oto vedolizumab gppdavicay YouUNAOTEPO TOGOGTH OPOLETATPOTNG
UETE TN AYN adpOvVOTOMUEVOD, OO TOL GTOUATOG ERPOAIOL Yia TN yoAépa. H enidpaor oe dhia arnd
TOV GTOUOTOC Ko PLvikd, eufoiia eivar dyvmotn. Zvviotdtatl OAot o1 0c0eveig va Exovv
TPOLYUATOTOIAGEL TOVE OTOPOLTNTOVE EUPOAAGHOVS COUP®VA UE TIG 10YXV0VOES KOTELOLVTNPLEG
0omyieg Yo TNV avoconoinor wpw v Evapén g Oepaneiog pe vedolizumab. Ot acBeveic mov
vroPdAilovtal o€ Bepomeio pe vedolizumab pmopodv va cuveyicovy va AauBavouy euporla omd un
{dVTEC LIKPOOPYOVIGUOVS. AV VITAPYOVYV SESOUEVA GYETIKA LLE TI) OEVTEPOYEVT LETADOCT) TNG
Aotpwéng omd gpPoia amd (ovteg pkpoopyavicpois o acbeveic mov Aappdvouvv vedolizumab. H
¥opnynomn tov euPoriov g ypinng TPEMEL VAL YivETaL P £VECT GOUPMOVE LLE TNV KAIVIKT TPOKTIKY|
povtivag. AAla gpBoiio amd (OVTEG KPOOPYUVIGHODES UTOPOVV Vo xop1ynbodv Tautdypova e To
vedolizumab, povo gdv ta 0QEAN LILEPTEPOVV GAPADGS EVOVTL TV KIVIUV®V.

Enoywyn te vesonc the vosou tov Crohn

Mmropei va ypeltacBodv énc 14 efdouddeg oe opiouévoug acheveic yio TNV Enaymyn TG VPESNS TG
vooov Tov Crohn. Ot Adyot dev eivan TANP®S Yv®mGTol Kot Thavdg va, 6YeTilovTal Ue TO UNyovIGHo
dpdone. Avto mpémel va AapPavetar vdym, wWaitepa e aobeveic e coPapr| evepyod voco Katd tnv
évapén g Bepameiog mov dev Eyovv voPAnbel oto Taperbov o Bepameia pe avtayoviotég TNFa
(BA. emiong mapdypogo 5.1.)

Eneénynuatucég avardoelg vroopddag and Tig kKAvikég Sokipég ot voco Tov Crohn €de1&av Ot 1
yopnynon vedolizumab ce acBeveic ywpig Tavtdypovn Bepomeio e KOPTIKOGTEPOELON EVOEXETAL VAL
glval MyOTEPO AMOTEAEGLOTIKY G TPOG TNV EXAYMYN TG VPEGNS TNG vooov tov Crohn art' 6,71 o€
acBeveic mov ehdupavay Non tavtdypovn Oepameio e kKopTikooTePoEdN (aveEapTnTa OO TNV
TAVTOYPOVT YPTON AVOGOTPOTOTOUTIKAOV, BA. Tapdypapo 5.1).



4.5 AlMnmiemopacelg pe GAAo QUPROKEVTIKA TPOIOVTA Kol dAheS popPES aliniemiopaong
Agv &govv TpaypotonomOel peAéTec OAANAETIOPAGEWDY.

To vedolizumab &gl pehemOei oe eviikeg acheveic pe eEAk®OMN Kolitida katl voco tov Crohn e
TOVTOYPOVT YOPNYNON KOPTIKOGTEPOEWOMV, 0VvOCOTPOTOTOINTIKAV (alabetonpivng,
6-peprantonovpivng kKot pefotpe&drng) Kot apvosaAMKLAIK®V. DouppoKoKIvnTIKEG AVOADGELG
TANOVGUOV VTTOJEIKVDOVY OTL 1] GLYYOPNYNOT| CLTAOV TOV TAPAYOVI®V Ogv eiye KAMVIKG a&loonueinm
eMidpacT 6T EOPUOKOKIYTTIKN ToL vedolizumab.

e evnhikeg aoBeveig pe Anvbitida, o vedolizumab &xet cuyyopnynet pe avtifrotikd (BA.
mapdypoeo 5.1). H eapuaxoxivntikn tov vedolizumab og aceveig pe Ankobitida dev éxel peketndei

(BA. mapdypago 5.2).

H enidpaon tov vedolizumab ot QapUoKOKIVITIKY KOWV®DG GLYYOPTYOUUEVOV QUPLOKEVTIKOV
EVAOCENMY Oev Exel peetnDet.

EuBolocuoi

Ta gufoiio amd (OVTES KPOOPYUVIGHOVGS, EIOTKOTEPN TOL OO TOV GTOLOTOC YOPTYOOLEVO EUPOALN
oo (MVTEG LIKPOOPYAVIGHOVG, TPETEL VA, YPT|CLLOTOLOVVTOL LE TPOGOYT TAVTOYPOVA LIE TO
vedolizumab (BA. Tapdypoeo 4.4).

4.6 Tovipétra, kONoN kKM yorovyio

T'uvaikeg og avamapoywyikn nAKio

O1 yovaikeg 6€ avomopay®yikn NAKio TPETEL VO, YPTCLLOTOIOVV ETAPKT OVTIGUAANYT] Y10 VO
OTOTPEYOLV TNV KUMGT| Kol v guveyilouv T xpnon g Yo TovAdytotov 18 efoopnddeg petd v
TeAEVTAIO YOPYNOT).

Kvnon
Yrdpyovv mepropiopéva dedopéva amd T yprion tov vedolizumab g £ykveg yovaikec.

X€ o JUKp1| TPOOTTIKY] LEAET TAPATHPNONG, TO TOGOGTO TV UEWLOVIOV GLUYYEVDVY SIOUAPTIOV TV
7,4% og 99 yuvaikeg pe eAkddn Koritda 1 voéso tov Crohn mov vwofAndnkav ce Bepaneia pe
vedolizumab kot 5,6% og 76 yovaikeg pe Elkddn KoAitda 1 voéco tov Crohn mov vrofAndnkav oe
Oepameia pe aAAOVG Brodoyikovg Tapdyovies (TPOGOPIOCHEVOG oYETIKOG Kivouvog [RR] 1,07,
duaonua epmotoovvng [AE] 95%: 0,33, 3,52).

Meléteg oe (Do dev Katédel&ay aueon 1 EUUEST] TOEIKOTNTO TNV OVOTOPOY®YIKT tKavotnTo (BAéne
Tapaypapo 5.3).

Q¢ p€Tpo TPoPLAAENGC, Elval TPOTIUOTEPO VO, AmoPeDyETaAL 1] YpNion Tov vedolizumab katd tn SidpKela
NG EYKLUOGUVNG, EKTOG EAV TO, OPEAT VIIEPCKEMLOVY GaPDC KAOE duyNTiKO Kivouvo TOGO Y10, TN
untépa 660 Kat yio To EuPpuo.

Oniooudg

To vedolizumab &yet aviyvevbel oo avOpomivo ydra. H enidpacn tov vedolizumab ota Onialovta
Bpéen kat o1 eMOPAGELC GTNV TOPAYMOYN YOAAKTOG EIVOL AYVOOTEG. X Ui LEAETT LOVO TOL YOAOKTOG
Katd tov Onlaoud, N onoia a&loddynoe tn cuykévipmon tov vedolizumab oto unTpikd ydAa
YOAOLYOVVTOV YOVOIK®V HE EVEPYT EAKMON KOAiTIdO 1] VOG0 Tov Crohn mov Adupavayv vedolizumab, 1
ovykévpmor tov vedolizumab oto avOpdmivo untpucd yého ftav katd tpocéyyion 0,4% éwg 2,2%
NG GLYKEVIPOGTC GTOV 0pO TNG UNTEPOC TOV ANPONKe amd peréteg Tov vedolizumab mov eiyov yivel
010 mopehBov. H ektipdpevn péon nuepnoia tpociapfavouevn and 1o fpépog 60om vedolizumab



ntov 0,02 mg/kg/muépa, mov givar katd Tpocéyyion 21% g TPocapHOGUEVIG Yi0 TO COUATIKO Pépog
HEONG NUEPNOLAG BOONG NG PNTEPQC.

H ypnon tov vedolizumab e OnAdlovoeg yovaikec mpémet va Aappdvel vidyn To OPEA0G NG
Oepameiog ylo T UNTEPA KOl TOVG SVVNTIKOVE KIVOUVOLCE Yol TO BPEQOC.

Tovipdémra

Agv vIapyovV dES0UEVA GYETIKA LE TIG EMOPATELS Tov vedolizumab otnv avBpdmivn yovipdtnta. Ot
EMOPACELS OTIV OVOPIKT KOl YOVAIKELD YOVILOTNTA gV Eyovv adloloynbel Tumikd og pehéteg pe (oo
(BA. mapdypago 5.3).

4.7 Emopaceig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PN OVI|HLATOV

To vedolizumab &ygt pukpn enidpacn TNV KOVOTNTO 00N YNNG KOl XEIPIGLOD UNYOVIUAT®V, ETELON
&xet avapepel (oA og pikpd apBpd acbevmv.

4.8 AvemOOuNTES EVEPYELES

20VOYT] TOV TPOPIA OGOAAELOC

O o ovyvd avagepbeioe avemBounteg evépyeleg etvatl AomEeLg (Onme ptvoopuyyitidd, AoTHmEN
NG OVATEPTC OVATVEVLGTIKNG 000V, Bpoyyitida, Ypinn Kol TapappVOKOATITION), KEQOAOAYia, vavTia,
mopedia, KOT®ON, Prxag, apdpaiyia.

e aobeveic mov voPdAlovrav oe Bepaneio pue vedolizumab &yovv eniong avapepbel avTidpdoelg
oyetilopeveg pe v £yyvon (Le CLUTTOUATO OTOG dSVGTVOLa, PPoYYOCTOCHOG, Kvidwor, pubpiacm,

eEavOnuo Kot avENUEVN apTNPLoKT TEST TOL aipaTOog Kol avENUEVOS Kapdlakdg puOudg).

Koatdloyoc ovemQountmv EVEPYELDY GE LOPOT TIVOKO

H napakdtom katdraén avemBountov evepyeldv Paciletor oty eumelpio amd KAVIKEG OOKIUES Kol
omd TV KuKAO@Oopia TOL TPOTOVTOC Kol Ol aveTIOOUNTEG EVEPYELEG TTOpATIOEVTAL OVA
Katnyopio/opyavikd cOGTNHN. XTIG KATNYOPIEC/OpYOVIKA GUGTAIOTA, Ol OVETIOVUNTEG EVEPYELEG
mopoTifevtol KAt amd Tovg TITAOVE TV €ENG KOTNYOPL®DV GLYVOTNTAS: TOAD cuyvéG (= 1/10), cuyvéc
(= 1/100 éwg < 1/10), 6yt ovyvés (= 1/1.000 émg < 1/100), moAd omdvieg (< 1/10.000) o pn yvootég
(dev pumopovv va extiunBobv pe fdon ta dwbéoipa dedopéva). Xe Kabe opdda cuyvoTnTaS, Ol
avemBounteg evépyeieg eppoviovial Katd oelpd phivovsog cofapodtnToc.



Iivakog 1. AvemOounTteg evépyeieg

Koatmyopia/Opyaviké coetnno

Yoyvotnro

Avem@oun(gg) evépysro(eg)

AOUDEELS KO TOPOCITOCELG

[ToAVY ouyvég

Pwoogapvuyyitida

Xoyveég

[Tvevpovia,

Aoipmén and Clostridium difficile,
Bpoyyitida,

laotpeviepitioa,

Aolpwén g avatepng
OVOTTVEVGTIKNG 0000,

I'pimn,

[MopapprvokoAritida,
Ddapvoyyitida,

‘Epmng Cootpag

Oy ovyvég

Aolumén Tng avamTveLSTIKNG 0000,
Kovtvtiacikni aidotokoAmitida,
Kovtivtioon 1ov 6toUatog

Alotapoy£C TOV AVOGOTOUTIKOV
GLGTNUOTOG

IToAV omdvieg

Avo@ulokTikn avtidpaon,
Avaeuloktikn Kataminéio

AloTapoy£C Tov VELPLKOV
GUGTNOTOC

IToAb cuyvég

Kepaialyia

Xoyvéc

[TopaicOncio

Awtapayéc Tov 0pOaiuon

Oy ovyvég

Odupog opdoemwg

Ayyeloxég dratopayég

Xuyveég

Yréproon

AvomveuoTikég, OmpoKikég
SLTapoYEC Kol OLTOPOYES
pecobwpaxiov

Xoyvég

2TOHOTOPAPLYYIKO GAYOC,
Pwuc ocopgpopnon,
Bryag

Mn yvootég

Aldueon mvevpovomdfeio

Taotpeviepikég datapoyés

Xoyvég

AmocTN O TOV TPOKTO,
Paydada tov mpwktov,
Nowria,

Avorneyia,
AvcKoIAOTTA,
Aldraomn kotlag,
Metempiopog,
Ayoppoidec,
Awoppayio opBov*

AwTopay£C TOL OEPLOTOC Kot
TOV VTTOJOPLOV 16TOV

Xoyvég

E&avOnpa,
Kvnoudg,

"ExCepa,

EpbOnpa,
Nvktepvoi 10padTEC,
Axkpn

Oy ovyvég

Mobivvon Tev Buiakiov

AWTOpaYEC TOL HVOCKEAETIKOD
GUGTNHOTOC KOl TOL GUVOETIKOD
1GTOV

IToAb cvyvéc

ApBpadyia

Xoyvég

Mvikoi oracpot,
[Tovog og pdym,
Mvikn advvoyio,
Konwon,

A\yog 6T0 GKpO




Katmyopia/Opyaviké ciotnuoe | Zoyvétnta Avem@ounn(eg) evépysro(eg)

Ieviéc dratapayéc kot Xoyvéc [Mvpetia,
KaTooTdoelg ot Béon Avtidpaon oyetilopevn pe myv
xopnynong &yyvon (e€acBévion™ ko ducpopia

610 Bmpaka™),

Avtidpaon otn 8€om Eyyvong
(ovumepriapfovopévav: Alyovg ot
0éom €yyvong kot Epebiopon ot
B¢om Eyxvong)

Oy ovyvég Piyn,

AicOnon yoyovg

*AvaopépOnke otn pedétn EARNEST yuo ) Ankvbitida

TIeprypaon smdeyuévav avemBountwv EVEPYEIDV

AvemBounteg evépyeleg mov ayetiovial ue ™y Eyyvon

21ic eheyyopeves peréteg GEMINI 1 kon 2 (ehkcddng koAitida kot vosog tov Crohn), to 4% twv
acBevav Tov vrofAndnkav o Bepamneia pe evoopriéPio vedolizumab kot to 3% TV 0cBeVOV TOL
vrofAnOnKav oe Bepameia e EIKOVIKO PAPLOKO EKONAMGE OVETIOOUNTY EVEPYELD TTOV TPOGOIOPICTIKE
OO TOV EPELVITI MG AVTIOPOCT) OYETILOUEVN He TNV €yyvon (BA. Tapdypapo 4.4). Aev avoaeépOrnie
KOVEVOS PLELOVOUEVOS TTPOTIUMUEVOG OPOG MG OVTIOPOCT) GYETILOLEVT LE TNV €YYLOT TOL EKONADONKE
o€ 10006To mhve omd 1%. H mieioyneia tov avtidpdcemv TV oxeTilOLevmV e TNV £YYVomn 1Tav
Nmieg 1 PETPLEG o€ Eviaot kat 10 < 1% 0d1ynoe og daxonn g Bepameiog g perégc. Ot
napatnpndeiceg oxeTilOUEVEG LE TNV £YYXVOT] OVTIOPACELS YEVIKA OOKOTAGTAONKAY Yopic Tapéupaon
N pe eldyiot mopépfaon petd v £yyvorn. Ot TeplocoTePe; GYETILOUEVES LE TNV £Y(LOT OVTIOPAGELG
gupavicOnkov uéco oTic TPOTEG 2 dpec. ATO TOLC 0GDEVEIS TTOV TOPOLGINGAY AVTIOPAGELS
oyetilOpeveg e TV €Yo, ovTol Tov vrofdilovtay o Bepameia pe evooeAéPio vedolizumab
EUPAVICOV TEPIOCOTEPES AVTIOPUCELS OYETILOUEVEG LLE TNV EYYLON EVTOG TOV TPATOV 2 OPOV
GLYKPLTIKA UE TOVG acbeveic mov vmofdlioviay oe Oepameia Le TO EIKOVIKO QAPUAKO KOl ELPAVICOY
avTdpdoelg oxetilopeveg pe v &yyvon. Ot meplocdtepeg avTIdOPAcELS TOL oyeTilovToy Ue TNV Eyyvon
dev Mtav coPapég kot peavictOnkav Katd tn Sidpkela g £y)YLons 1 LEGH GTNV TPMT OPO UETE TNV
0AOKAN PO TNG EYYLONG.

Mo coBapn avemBounTn avtidpacn oyxeTilouevn Le Vv &yyoon avaeépinke oe achevr| e voco Tov
Crohn o1n d1dpirela tng de0TEPNS £YYVONG (TAL GUUTTOUATA TOV AvaPEPONKOY 1Tay dSVoTVOLd,
Bpoyyoomacuog, kvidwon, epudpiacn, e&avOnua kot avénuévn mtieon Tov aipaTog Kot KapdtoKog
TOAPOG) KOl OVTIHETOTICTNKE EMTUYDG PE OLOKOTN TG EYYVONG KoL YOPNYNON CVITUGTOUIVIKOD Kot
evooPAEPLac vopokopTILovNS. Xe acBeveic mov EhaPav evdopréPio vedolizumab tig efdopddec 0 ot 2
KoL KOTOTY EIKOVIKO PAPUOKO, OEV EUEAVICTNKE KO0 aOENOT) TOV TOGOGTOD TV OVIIOPACEDY TOV
oxeTLOUEVMV LE TNV EYYLON KOTA TNV ETOVAANYT TG Bepameiag pe evoopAéfto vedolizumab petd tnv
OTTMOAELD TNG AVTATOKPLONG.

Y eheyyouevn perétn EARNEST (Ankvbitda) pe evooeréPio vedolizumab, avapépOnkoy
avtpdoelg vepevatcnciog, copnepriapfoavopévav avidpdoemv oxetilouevmy e TV £y)von, o€ 3
amo6 ta 51 vrokeipeva (5,9%) oty opdda Tov vedolizumab ko o€ 2 amd ta 51 vrokeipeva (3,9%)
GTNV OLAA0. TOV EIKOVIKOD PUPUAKOV. LTOVG EMUEPOVE TPOTIUDUEVOLG OPOVG CLUTEPIAAUPOVOTAY 1)
eEEMK®ON TOL GTOUATOGC, 1) S1OYKWOOT), TO TEPLPEPLKO 0idN L, 1 dSuspopia 6To Bdpaka, 1 e&acbévion,
n o&ela veppikn PAAPN, N amoPpakTikY| datapayn TOV aepay@ydv Kot 1 epubpiacn. Oia ta
ouuBavta avaeéptnikay oc NI E0¢ PETPLo oe EvtaoT, Kavéva dev Bewpnnke cofapd Kot Kavéva
dgv 0dNyNnoe o€ SlOKOTN TNG LEAETNG.

Aowawéeig
211 eheyyopeves peréteg GEMINI 1 kot 2 (ehkdong koAitida Kot vosog tov Crohn) pe evoopréPio
vedolizumab, 10 1060016 TV Aotudéewv NTav 0,85 avd acbevi-£To¢ 6ToVg 0oBeveic Tov

vroPAnOnkav oe Bepancio pe vedolizumab kot 0,70 avé acBevi-£étog atovg acbeveic mov
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vrofAnOnkav oe Bepamneia e eikovikd eappoko. Ot AOUDEEIC TAV TPOTIGTOG PVOPaPLYYITIOA,
AOTHMEN NG OVOTEPNG OVOTVEVGTIKNG 000V, TOPUPPIVOKOATITION KOl AOIUDEELC TOV OLPOPOPOV
0dav. Ot epiocdtepol acheveic cuvéyioay tn Oepamneio pe vedolizumab Petd TNV avVTILETOTION TNG

Aotpoéne.

211 eheyyoueveg pedéteg GEMINI 1 ko 2 pe evdopréPio vedolizumab, 10 1060610 TV Gofopmdv
royméewv frav 0,07 avd acBevi-£tog otovg acheveic mov vrofAnOnKkav oe Bepoaneio pe vedolizumab
ka1 0,06 ava acBevi-étog 6tovg acbeveic Tov vroPAnOnkay o Oepameio pe sikovikd appako. Me
NV Thpodo Tov Ypovov, dev vanPée Kapio GNUAVTIKT aENGCT] TOV TOGOGTOD TV GOPapndv
AodEE®V.

v eheyyouevn uerétn EARNEST (Ankvbitda) pe evooeréPio vedolizumab, puévo 1 amod ta

51 vrokeipeva (2,0%) otnv opdda Tov vedolizumab mapovciace cofapn Aoipwén yaotpeviepitidang.
To vroxeipevo elonydn oe vosoropeio yio Topakorovdnon, avippmace amd To GVUPAY Kot
0AOKANPOOE TN UEAETT).

e eheyyOUEVEG Ko o€ avOIKTEG HEAETEG (EAKMONG KoAlTIdO Kol vOGOS Tov Crohn) pe evoopA£Pio
vedolizumab og gvilikeg, Exovv avapepbei coPapés Aouméelg, mTov meptraufdavovy euuatioon,
onyapio (Lepég opég Bovatneopo), onyaiio, amd GOAUOVELN, UNVLYYITION 0t0 AOTEPLOL KOt
KOAITION OtO KLTTOPOUEYAAOTO.

e KAMvikég peréteg e evooeAéPio vedolizumab (eAkmong koAitida kot vocog tov Crohn), 1o 1060610
opdéewv o acheveic mov vrofdiloviay oe Bepaneia pe vedolizumab kot giyav BMI 30 kg/m? kat
Gvo NTav vynAdTEPO amd 0,11 Y10 Tovg acdeveic pe BMI yaunidtepo twv 30 kg/m?.

e KAMvikég peréteg pe evoopAéfio vedolizumab (eAkdong koAitida kot vocog Tov Crohn),
avapépinke eElappd vymidtepn enintmon coPapdv Aotudéewv og acbeveic Tov vToPaiiovtay Ge
Oepaneio pe vedolizumab kot eiyov Tponyovuevn ékbeon og Oepaneia pe avraymviot) tov TNFa og
oVyKplon pe acBeveic mov dev elyav voPAndei oe mponyovpevn Bepaneio pe avtaywoviot tov TNFa.

Kaxonbeio

Ievikd, To 0TOTELECUOTA TOV TPOYPAUUATOS KAMVIKOV SOKIUMV UEXPL CTUEPO. JEV VTTOSEIKVDOVY
avénuévo kivéuvo yia avartuén kakondelag katd ™ Beponeio pe vedolizumab. Qotdc0, 0 aplOudig
KakonOeldv NTav uikpog kai n pakpoypdvia Ekbeon Nrav meploptopév. Ot Hakpoypovieg

a&0AOYNGELS YO TNV acPaAELo eivarl og eEEMEN.

Avopopd THavorloyoOUEVOV avETIOOUNTWOV EVEPYELDY

H avagopd mbavoroyodpevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNOoN GO0 KLKAOPOPToG
TOV PAPUOKELTIKOD TPOTOVTOC elvar onuavtikn. Emtpénet tn cuveyn moapakoriovdnon g oyéong
0PEAOVG-KIVOUVOL TOV QOPUAKEVTIKOD TPOTOVTOG. ZNTElTol amd TOVG EMAYYEALOTIEG TOV TOUEN TG
VYELOVOLUKNG TEPIBOAYNG VO, AVAPEPOLY OTTOLECONTOTE THUVOLOYOVUEVES OVETIOOUNTEG EVEPYELEG
LEG® TOV €6VIKOD GLOTNUATOG AVAPOPAS OV avaypapetal 6To [apdptua V.

4.9 Ynepdocoroyia

Adocelg ¢mg 10 mg/kg (mepimov 2,5 popéc v cuvieTdpevn d6om) Exovv xopnyndel evooprefing oe
KAMVIKEG SOKILES. X KMVIKEC OOKLUEG dev TapaTnpnOnKe ToSikodTNTA TOV VA TEPLopilel T dOom.

1"


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

5.  ®APMAKOAOI'IKEX IATOTHTEX
51 ®@oppoxodvvopikEs 1010TNTES

DopUaKOBEPATEVLTIKT KOTNYOPIO: VOCOKOTAGTUATIKE, LOVOKAMVIKE avTiIohpoTo, Kodkog ATC:
L04AGOS.

Mnyoviopdc dpdonge

To vedolizumab givot évog PloAoyKdc 0vOGOKATAGTAATIKOC TAPAYOVTOS TOV dP0l EKAEKTIKG GTO
évtepo. Elvat éva avOpomoronpévo LovokAOVIKO OVTICOO TOV GUVOEETOL EOIKE GTNV 04f7
wreykpivn, n omoia exppaleTor Katd mpotipnon ota fondntikd T AepeokdTTOpa TOV EVIEPOUL.
Zuvdedpevo otV 047 o€ cuyKeKpLUEVO AeppokvtTapa, To vedolizumab avacTtéALEL TNV TPOCKOAATON
QVTOV TOV KUTTAP®Y 6TO UOP10 TPOockOAAN oG fAevvoyovikny avipecivi-1 (MAACAM-1) adAd oyt
670 ayyelako uopto mpookoAnons-1 (VCAM-1). To MAACAM-1 gkppaletal kupimg ota
€VO0OMALOKA KOTTOPO TOV EVIEPOL Kot TOULEL ONUAVTIKO pOLO GTOV OMOKIGHO TV T AeHpOKLTTap®V
0€ 16TOVG NG YaoTpeEVTEPIKNG 000V. To vedolizumab dev deouedetal oTig vTeykpiveg asPi Kot agPr
00TE AVUCTEALEL TN AELTOVPYIN TOVC.

H wreykpivn asf7 ekppdletar o€ éva dtokpito vroovvoro fondntikedv T AepeokuTtdpmy Hviung Tov
LETOVOOTEVOVY KOATH TPOTIUNOT TN YOOTPEVIEPIKT 000 Kol TPOKOAOVY PAEYLLOVI TTOL Eivol
YOPOKTNPIOTIKN TNG EAKDIOVE KOAMTIONG Kot TG vocov tov Crohn, wov Kot ot V0 amoTELODY POV
QAEYLOVAOOELG AVOCOAOYIKES TAONGELS TG YaoTpeVTEPKNG 0000. To vedolizumab mepiopiletl )
YOGTPEVIEPIKT PAEYLOVT| G acbeVEiC e eEAkMAON KoAlTId0, Voo Tov Crohn kot Ankvlitida. H
OvOoTOAY TNG CAANAETIOpaon g TG 04P7 e MAACAM-1 pe to vedolizumab amotpémnet n petdfoon
TOV UVNUOVIK®V Bondntikdv T-AeppoKLTTAP®V TOL EVIEPOL GTO AyYELOKO EVOOONAL0 TOL
TOPEYYVUATIKOD 1GTOV GE TPMOTELOVTO ONAUCTIKA EKTOC TOV avOPOTOV KoL TPOKAAEGE OVOGTPEYIUN
TPUAY aDENGN ALTOV TOV KVTTAP®V 6T0 TEPLPEPLKO aipa. O Tpddpouog tov vedolizumab cta
TOVTIKLOL KOTOTPAVVE TN YOUOTPEVIEPIKT PAEYLLOVI] GTOVG AEVKOKEPAAOVS TAUAPIVOVS, 01 0TTOT01
avamTOGooVVY €VOL TPOTLTTO EAKMOOVG KOATIONG.

Y& vy vrmokeipeva, aobeveig pe eAkmON kKohitida 1 acbeveic pe voéoo tov Crohn, to vedolizumab dev
av&avel Ta 0VOETEPOPIAD, TO PacEOPIAM, TO NOGIVOPIA, Tat B-fonbntikd kot kuttapotodikd T
AELPOKVTTAPO, TO GUVOLO TOV PondNTikdV T AEUEOKVTTAP®Y UVAKNG, TO LOVOKDTTAPO, 1] PUCTKA
KOTTOPA-G0A0POVOVC, GTO TEPLPEPIKO AL YMPIC VO TOPUTNPELTAL AEVKOKVTTAP®GT).

To vedolizumab dev emmpéace TV 0VOGOLOYIKT TOPATPTON KoL TN PAEYHOVY] TOL KEVTPIKOD
vevpikov cuotuatog oty [epapatiky Avtodvoon Eykepalopveritidon o€ mpotedovto ONAactikd
€KTOG TOV avBpdTov, 1 omtola amoteAdel TpdTLTTO TOAAUTAT|G oKApLVoNG. To vedolizumab dgv
EMNPEAGE TIG AVOGOAOYIKES AVTATOKPIOELS G€ TPOKANON LE avTlydvo ot deppida kot Tovg pug (BA.
wapdypoeo 4.4). Avtibeta, to vedolizumab avEéGTEILE TNV AVOGOAOYIKT AVTOUTOKPIGT| GE LA
TPOKANON UE OVTLYOVO OTO YUOTPEVTIEPIKO GUGTNO VYDV e0edovTdv avOponwv (BA. Tapdypago 4.4).

AvocoyovikdmTa,

Koatd ™ didprela g Oepaneiog pe vedolizumab gvdéyetat va avoamtuyfodv avIic®UTO EVOVTL TOV
vedolizumab, 1 TAelovotnTo TV 0ol gival e£0vdeTepmTIKAE. O GYNUOTIGHOG AVTICOUATOV EVAVTL
tov vedolizumab cvoyetiletal pe avénuévn kabapon tov vedolizumab kot yapnAoteEPO TOGOGTA
KAWVIKNG DOEoTG.

e dtoua e avticouata £vavtl Tov vedolizumab avoaeépovial avtidpdoeic oyeTilOUEVES UE TV
£yyvon ueta amo v £yyvon vedolizumab.
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Doppakodvvoukéc EmOPAoELS

e KAMVIKEG SoKIEG e vOoPAEPLo vedolizumab g d66€1g Tov Kupaivovtay omd 0,2 éoc 10 mg/kg,
mapatnpnOnke > 95% Kopeo O TV VTOS0YEWV 04f7 GE VTOGTHVOLA KUKAOPOPOHVI®V
AEUPOKVTTAPMY TOL GUUUETEIYOV OTNV OIVOGOAOYIKT TOPATHPT|OT] TOV EVIEPOL TWV 0G0EVDV.

To vedolizumab dev emnpéace v kuvkhogopia twv CD4* kaw CD8* oto KNE, 61w givat povepd oo
v un petafoin oty avaroyia CD4*/CD8* 610 £yKePAAOVOTLOO VYPO TPV KOL LETH TN YOopTyNon
tov vedolizumab o€ vyieig €0eloviéc avOpmmove. AvTtd T HESOUEVO CLLEMVOVY LLE EPEVVEG GE
TPOTEHOVTO INAACTIKA EKTOC TOV AVOPOTOV GTIG OTTOIEC dEV AVIYVEDTIKAY ETOPACELS GTNV
avocoloyikn mapatipnon tov KNX.

KMvikn omoteAeonotikdTNTo Kol 0GQAAELO

Elxadng rkolitido

H amoteleopatikdmta Kot 1 acpaieio Tov evoopAépiov vedolizumab yio tn Oepaneio eviiikov
acBevav pe pétpla Emg coPapn, evepyd eAkmdn KoAltda (Babpoioyia Mayo 6 émg 12 kot empuépoug
BaBuoroyia > 2 mwg mpog Ta VOOSKOTIKA evprinate) katadelydnkay ce pia tuyaomompévn,
SUTAA-TOQAY, EAEYYOUEVT] LE EIKOVIKO (PAPLOKO LEAETT) TOV 0&LOAOYNCE T TEAKA oTueio
amoTeEAeoHATIKOTNTOG TV Efdopdda 6 kot Tnv gfdoudada 52 (GEMINI 1). Ot acBeveig mov eiyov
gvtoyBel otn pelém eiyov amotdyel pe pia tovAdyiotov coppatikn Oepaneio, cvunepiappovouévov
TOV KOPTIKOGTEPOEWDMV, TOV OVOCOTPOTOTONTIK®V 1/Kat Tov infliximab, evog TNFa avtoyoviot
(ovumeprropfoavopévev Tmv acbevav Tov dev avtamokpidnkay tpotoyevmg). Emitpendtav emiong n
TAVTOYPOVT YOPNYNOoN oTOOEPDY BOCEMV QUIVOGUAIKVAIK®OV, KOPTIKOGTEPOELODV 1)/KOL
O0VOGOTPOTOTOTIKAOV OO TO GTOL.

IMa v a&loAdynon tov teAkodv onpeiov g efdonddag 6 TuyatoromOnkay 374 acbeveig o
SmAd-ToeAN puehétn (3:2), mpokeipévou va Adfovv vedolizumab 300 mg 1} lkovikd GAPUAKO TNV
eBdopada 0 xor v gfdopdda 2. To mpmtevov Ao onpeio nrav N avaroyio achevodv e KAVIKT
avtamokpion (opiletar wg M peiwon e ovvorkng Padroroyiog Mayo > 3 Babrods kot > 30% amod
TNV T ovaQopdiG Le GLUVOSELTIKY peimon ¢ emuépoug Paduoroyiag yio v aipoppayic Tov opbHod
Kkatd > 1 Babuo 1 e amdivtng emuépoug Pabduoioyiog yio v atpoppoyic Tov opHovd katd

<1 BaBuo) v efdoundda 6. O Iivakag 2 deiyvel Ta ATOTEAEGHATA OO TO TPOTEVOVTA KO
devtepevovta TEAIKA orpeia Tov agloroynonkay.

Hivaxag 2. Arotehéopata Tng GEMINI 1 o Tnv anoterlecpotikétnTo TV €fdopdda 6

Ewovikd eappoxo Vedolizumab IV
Telko onueio n =149 n =225
KMvikn avtamdkpion 26% 47%*
KA\viki vgeon® 5% 17%"
EnovAmon Brevvoydvou! 25% 41%*
*p < 0,0001
p <0,001
tp<0,05

SKavikn vpeon: Zuvokikn Badporoyia Mayo < 2 BaBupods kot kapio pepovopévn empépong
Badporoyio > 1 fadud
TEnovroon Brevvoyovov: Empépovg Paduoroyio Mayo g mpog ta evdockomikd svuprjuote < 1 Padud

H evepyetikn dpdon tov vedolizumab otnv KAMvik avtamdkpion, Ty DOECT KAl TV ETOVAWMGCT TOV
PAevvoydvou mapatnpndnke kot oe acbeveig ywpig mpornyovuevn £kBeon oe aviaymviot] TNFa kot
o€ acbevelg mov elyav amotoyel og Tponyovuevr Bepancia pe aviaywvioty TNFa.

> peiétn GEMINI 1, 2 opddeg acOevav éhapav vedolizumab v gfdopdada 0 kot tnv efdoudda 2.
v opddo 1 ot acBeveic TuyatomomOnkav yio vo Aapovv gite vedolizumab 300 mg &ite sikovikd
OAapUOKO PE SITAG-TUVPAO TPOTTO Kot 6TV opdda 2 ot aobeveig vofAndnkoy oe Bepancia pe
vedolizumab 300 mg pe avorytn yopniynon. ' va a&lohoyn0el n amoterecpatikdtnTo THY
gfodoudoa 52, 373 acbeveig omd 1 opuddeg 1 kot 2, o omoiot ehdupavayv vedolizumab kot giyov
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EMTUYEL KAMVIKT avTomdkpion v gfdoudda 6 TuyatomoOnkay pe SmAd-tveAod tpdmo (1:1:1) oe éva
amo To ToPuKAT® BepoameuTikd oynuata wov Eekivnoe v gfdopdda 6: vedolizumab 300 mg ke

8 ePdopddeg, vedolizumab 300 mg kabe 4 efSopddeg 1 E1KOVIKO PappoKko Kabe 4 gfdouddec.
ApyiCovtag v gfdoudda 6, o1 0cOevVelg OV ElyoV EMTUYEL KAIVIKY OVTATOKPIOT] Kot EAGUPavay
KOPTIKOGTEPOEION YPELAGTNKE VO EEKIVIICOLV £va BEPUmEVTIKO GYNILA GTASIOKTG Lelmong TG 000MG
TOV KOPTIKOoTEPOEW®VY. To Tpwtedov TeMKd onueio Nrav 1 avaroyio achevdv 6g KAVIKY Deeon TV
gpdopdda 52. O Iivakag 3 delyvel To AMTOTELEGUATA OO TO TPOTEVOVTO KOl OEVTEPEVOVTA TEAIKA
onueio Tov a&loroynonkoy.

Mivaxag 3. Arotehéopata g GEMINI 1 o tnv anotereopotikétnTa TV €fdopdda 52

Vedolizumab
v Vedolizumab
Ewovikd Ké0e IVkaBe
QAPUAKO 8 efoopdoeg 4 gBdopddec
TeAucd onueio n=126* n=122 n=125
KAviki 0geon 16% 42%" 45%"
Awpxfig kKAvikn avtanokpion’ 24% 57%!" 52%!"
EnovAmon tov PAevvoydvov 20% 52%" 56%"
Awpxng kKhviky Vpeon” 9% 20%* 24%*
Khwvikn 09gon yopic 14% 31%* 45%"

KOPTIKOGTEPOELON®

*H opdda eikovikov gappakov meptAapfavel vrokeipevo tov erdpupovay vedolizumab v efdopdda 0 kot
v gfdopdda 2 Kot TuyoomomOnKay yio va AdBovv elkovikd eapuako amd Ty fdopdada 6 Emg v
efdopada 52.

p <0,0001

ip <0,001

$p <0,05

YAwpkng KAvikn avtamokpion: Kiwvikn aviondkpion tig foopddeg 6 kot 52

# Awprng kKhvikr] veeon: Khvikn veeon tig efdopddeg 6 kat 52

*Khwvikn dpegon yopig koptikootepoetdn: Acbeveic Tov ¥pNnoorolodoay and ToV GTOUUTOS
KOPTIKOGTEPOELDN GTIV TEPIOSO AVAPOPAS, 0L 010101 £V SIAKOWEL TO KOPTIKOGTEPOELDT OO TNV
gfdopada 6 Kol epEavicay KAvikn veeon v efdopdada 52. Ot apiBpol acbevav ftav n = 72 yio €KOVIKO
@appoaxo, n =70 yia vedolizumab ke 8 efdopadec ka1 n =73 yio vedolizumab kdéOe 4 gfdopddeg

Eneénynuoaticég avardoeig mapéyovy tpodcheta dedopéva yio Toug vTomANOVG IOV — KAEWDH TTOV
peremnOnkay. Iepimov 10 éva tpito TV acBevov giyov arotdyel oe Tponyoduevn Bepameia pe
avtoyoviot] TNFa. Meta&d avtov tov acbevav, 1o 37% mov ehdpupave vedolizumab kdbe

8 ePdopdoeg, To 35% mov erdpPave vedolizumab kdOe 4 efdopddeg Kot o 5% mov eAdpPove EIKOVIKO
QAPUOKO TTETLYOV KAMVIKT VgoT TNV €BSoudda 52. BeEATiOoelg mg mpog tnv d1apKn KALVIKY
avtamokpion (47%, 43%, 16%), v enovroon tov Brevvoydvov (42%, 48%, 8%), Tnv Stopkr| KAIVIKY|
Voeon (21%, 13%, 3%) kot tnv KAk Vet Yopig kKoptikootepoedn (23%, 32%, 4%)
EUPAVICTNKOV GTOV TPOTNYOLLEVO TANOVGUO TToL €lye amotOyEl otn Oepamneia pe avtaymviot) TNFa
ka1 vtoPAnOnke og Bepomeio pe vedolizumab kdOe 8 efdopadec, ue vedolizumab kdbe 4 gfdoudadeg
KOl EWCOVIKO OAPLOKO, avTiGTOLYa.

Ot acBeveic 6ToVG 0MTOioVC deV emiTedYONKeE avTOTOKPIoT TNV ERSOUAd 6 TOPEUEVAY GTN UEAETT) KOl
elapPavav vedolizumab kdéOe 4 efoopnddes. H khvikn aviondkpion facel Tov eruépong
BaBuoroyidv Mayo emttevydrie tnv efoopdda 10 xar tnv efdopdda 14 pe peyoldtepeg avoroyieg
Tov acBevav mov eAdpupavay vedolizumab (32% kot 39%, avtictorya) EvavTt Tov 0cBevOV Tov
ghapPavay eiovikd eappako (15% ot 21%, avtictoya).

O1 acBeveic oTovg onoiovg anwiéctn n avramokpion oto vedolizumab 6tav vrofdiioviav oe
Oepamneio kaOe 8 efdoUGOES, Elyav TN SLVATOTNTO VO GLUUETACYOVY GE UL LEAETT) EMEKTOONG
avolytov THmov kot eAappavav vedolizumab kéfe 4 gfdopdadec. e avtodg Toug acbeveic, 1 KAVIKY
Vopeon emtedydnke 610 25% 10V acbevav v fdopada 28 ko v efdopdada 52.
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Ot acBeveic 6ToVG 0MTOioVE EMLTELYONKE KAMVIKN ovTomdkpion petd t Ayn tov vedolizumab Tig
gBoopddeg 0 kot 2 Kot 01 070101l KATOTLY TLYOOTOONKAY OE EIKOVIKO PApLLaKo (Yo 6 £mg

52 gfdopadec) Kot 6Toug 0moiovg ammAESHN 1 avVTATOKPIoN, ElY0V T1 SLVOTOTNTA VO GUUUETAGYOVY
OTN UEAETN EMEKTOOTG AVOTXTOD TOTTOL Ko Vo, Aapfdvovy vedolizumab ke 4 efoouddeg. e avtovg
tovg acbeveic, n KAk Veeo enttedyOnke oto 45% TV acbevav émoc Tig 28 efdopddeg kot oto 36%
TV 0c0evov Emg T1g 52 gfdopddec.

e otV TN LEAETT EMEKTOONG AVOLYTOD TOTTOL, T 0QEAT TNG Bepameiag pe vedolizumab, 6mmg avTd
a&lohoynOnkoy cOpemva pe v enuépovg faduoroyio Mayo, 1 KAVIKI DEEGN KoL 1) KAVIKT
avTomOKpIon epeavicTnray yio péypt 196 efoopddec.

H oyetilopevn pe v vyeio mowdtta {ong (HRQOL) a&oroynbnke pe to Epotnuatordyto yio
DLeypovmon Noco tov Eviépov (IBDQ), éva e101k6 gpyadeio yia T oUYKEKPLUEVT VOGO KAl LE TO
gpotnpatordya SF-36 kot EQ-5D, mov givan yevikoi deikteg pérpnone. H emeénynuatikn avaivon
delyvel 6T TopatnpHONKoY KAMVIKG onUoavTIKEG BEATIDoELS 6TIG Opddeg Tov vedolizumab kat ot
BEATIOGELS AVTEC NTOV TOAD HEYOADTEPEG CUYKPITIKA UE TV OUAS TOV EIKOVIKOD QUPUAKOD TV
ePdopada 6 kor v gfdopdda 52 otig fabuoroyiec twv EQ-5D kot EQ-5D VAS, og 6heg tig
vrokAipaxeg IBDQ (Tov eviepiK@V GCOUATOUATOV, TG GLGTNUOTIKNAG AEITOVPYIOG, TNG
GLUVUGOMUOTIKNG AELTOVPYIOG KOt TNG KOW®VIKNG AEITOVPYiag) Kot OAES TIG vmokAipakec Tov SF-36
ovpmepthapBavopévev g Hepiinyne Zopoatikdv Xtoryeimv (PCS) kot g Hepiinyng Nontkov
Yroyeiov (MCS).

Nooog tov Crohn

H amoteleouatikdmta Kot 1 ac@aieio Tov evoopAEiov vedolizumab yio ) Oepameio evitikov
acBevav pe pétpro Emg coPapn evepyod voco tov Crohn (Babporoyia 220 £wg 450 cOuemva e Tov
Agiktn Evepyotntog g vocov tov Crohn [CDAI]) a&oroynOnkav oe 2 perdétec (GEMINI 2 kou 3).
Ot acBeveic mov elyav evtayBel eiyav amotdyetl o€ pia TovAdyiotov cupPartikn Bepaneia,
GUUTEPTAAUPAVOUEV®Y TOV KOPTIKOGTEPOELOMY, OVOGOTPOTOTOMTIKAV 1)/Kotl avtaymvietdv TNFa
(ovumepriiapfoavopévav Tmv achevdv Tov dev avtamokpifnkay tpoToyevmg). Emttpendtav 1
TAVTOYPOVT YOPNYNoN oTadep®Y SOGEMY amd TOV GTOUATOG KOPTIKOGTEPOELODV,
OVOGOTPOTOTOMTIKAV KOl AVTIPLOTIKAV.

H perétn GEMINI 2 fTav pio toyoomompévn, SITAG-TOQAT, ELEYYXOLEVT LE EIKOVIKO QAPLLOKO
peAétn mov a&loAdynce ta TEAMKA oruEin amoTelespaTIKOTNTAG TNV Efdopada 6 Kot TV fdoudda 52.
Ot acBeveic (n = 368) ToyatomoOniay pe SIMAG-TVEAS TpOTO (3:2) TpokewEvou va Adfovv 2 d6celg
vedolizumab 300 mg 1 ekovikd edppako v gfdopdda 0 kar v efdopdda 2. Ta 2 tpetedovta
TeEAIKA onueia Tav 1 avaroyla acBevdv pe kKAvikn vVoeon (opileton og Pabuoroyia CDAI

< 150 BaBuovc) v efdopada 6 Kot 1 avoroyic 0cOevdv e PEATIOUEVT KAVIKT OVTOTOKPION
(opiletan ¢ peimon g Pabporoyiag CDAI > 100 BaBuode and v Tiun avaeopds) v efdoudoa 6
(PA. ivaxa 4).

H perétn GEMINI 2 cuvictato o€ 2 opddeg acevov mov ehdpupavay vedolizumab tic efdopdoeg 0
Ko 2: Xtnv opdoa 1 ot asBeveic TuyotomomOnkay yia va AdPovv gite vedolizumab 300 mg site
EIKOVIKO QAPUOKO e NITAG-TVEAO TPOTO Kot 6TV opdda 2 ot acbeveig vrofAndnkav oe Oepaneia pe
vedolizumab 300 mg pe avowt yopnynon. ['a va agorloynbei n anotelecpotikdTTa TNV
eBoopdda 52, 461 acBeveig amd T1g opadeg 1 Kou 2, o1 omwoiot vroBdArovtay ce Bepamneia pe
vedolizumab kot 6ToVG 0TOloVG Elye emTeLyDEl KAVIKN avtamokpion (opiotnke o¢ peimwon katd

> 70 onpeio g Pabuoroyiag CDAI amd tnv tiun avagopdg) tnv efdopdada 6 Tuyotomodnkay pe
SITAA-TVEAO TpoTo (1:1:1) o€ éva amd Ta TapakdTm Oepamevtikd oynuoto Tov ekivnos v
gfdoudoa 6: vedolizumab 300 mg «kéOe 8 efoouddec, vedolizumab 300 mg «kéOe 4 efdopnddec
EIKOVIKO QdpuoKo ke 4 gfdopdadec. Ot acbeveic TOL EUPAVICAV KAVIKT OVTUTOKPLOT| TV
eBdopdoa 6 ypeldotnke vo EEKIVIIGOLYV GTAOLOKT HEIDOT) TG 0OOMG TOV KOPTIKOGTEPOEW®V. To
TPMTEVLOV TEAIKO oNUElo NTav 1 avaAroyio aclevav pe KAvikn Deegomn v efdoudda 52 (PA. ivaka 5).

H perétn GEMINI 3 ftav 1 6g0tepn TOXOOTOINUEVT), SUTAA-TOPAY], EAEYXOUEVT] E EIKOVIKO (PAPLLOKO
ueAétn mov a&loAdynoe v omoteAecUOTIKOTN T TV EBdoudda 6 Kot TV gfdouade 10 otnv
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VToOUAdA aoBEVDV Ol 0moiot glyav amoTOyEL 6 TOVAd IoToV 1 cuuPatikn Bepaneio kot o Oepameio
pe avtaywviot) TNFa (copmeptiopavopévov tamv achevmy mov dev avTamokpiOnKay TpoToyevadg)
KaBdg Kot 6To Yevikd TANBLGuO, Tov TepteAduPave eniong acbeveig ol omoiot eiyav amotdyEL o€

1 ovpPatcn Bepameio TovAdyiotov Kot dgv iyav voPAndel oe Bepameio pe avtayovioty TNFa. Ot
acBeveig (n = 416), ol omoiot katd wepinov 75% MNtav acOeveig mov elyav amotvyel o Bepamneio pe
avtayoviot| TNFa, TuoyatomomOnkav pe StmAd-toeAd tpomo (1:1), mpokeipévov va Adfovv gite
vedolizumab 300 mg eite gikovikd pdppoko Tig fdopddeg 0, 2 kot 6. To TpwTevov TeEAMKO oNUEi0
nrav N avoroyio acbevav pe KAvikn veeon v gfdopnddo 6 6Tov LTOTANOVGO OV Eiye amOTOHYEL
ot Oepancio pe avrayoviomy TNFa. Onwg onusidvetol otov [ivaka 4, TapdA0 TOL TO TPOTELOV
TEAIKO onpeio dev emTedyOnKe, o1 EMEENYNUATIKEG OVAAVGELS dElyVOUV OTL TaPpATPNONKOY KAVIK®G
ONUOVTIKG OTOTEAEGULOTAL.

Mivaxkag 4. Aroteréopata TOv peiet®dv GEMINI 2 ko 3 Yo TV 00TELEGPOTIKOTNTA TV

gfoouada 6 ko Tnv fdopdda 10

Telko onueio perétng

Ewoviko pdpuoxo

Vedolizumab IV

Merétny GEMINI 2
KAwin veegon, efdouddo 6
YUVOAIKA

Amotuyia og aviayoviot(ég) TNFa
Xwpig Oepaneia pe avtaymviot(ég) TNFa
Behktiopévn khvikn avtomokpion, efdoudoan 6

ZUVOMKG

Amotuyia og aviayoviot(ég) TNFa

Xopig Oepaneia pe avtayoviot(ég) TNFa
Metafoiny CRP opod amd v T avoapopdc
éwc v gfdoudda 6, diaueon (ug/ml)

Zuvorudt
Meiétn GEMINI 3
KMvikn veeon, efdopdda 6

Zuvolkdt
Amotuyia og avtayovioth(éc) TNFal

Xwpic Oepaneia pe aviayovioti(ég) TNFa

K\vikn veeon, efdopdda 10
2uvolKd
Amnotvyio og avtayoviot(ég) TNFol
Xwpic Oepaneia pe aviayovioti(ég) TNFa

IMopatetapévn kKAvikh veeon™]
ZuvolKa
Amnotuyio oe avtoyovioth(ég) TNFal*

Xwpig Bepaneia pe aviayoviom(ég) TNFa
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7% (n = 148)

4% (n = 70)
9% (n = 76)

26% (n = 148)

23% (n = 70)
30% (n = 76)

20,5 (n = 147)

12% (n = 207)
12% (n = 157)

12% (n = 50)

13% (n = 207)
12% (n = 157)
16% (n = 50)

8% (n = 207)
8% (n=157)
8% (n = 50)

15%* (n = 220)

11% (n = 105)
17% (n = 109)

31%" (n = 220)

24% (n = 105)
42% (n = 109)

-0,9 (n = 220)

19% (n = 209)
15%* (n = 158)

31% (n=51)

29% (n = 209)
27% (n = 158)
35% (n=51)

15% (n = 209)
12% (n = 158)
26% (n=>51)



Mivakog 4. Anoteréopoto TV peret®@v GEMINI 2 kon 3 Y10 TV 0TOTEAEGPUOTIKOTNTA TV
efoopndoda 6 koL Ty gfdopdda 10

Telkod onueio pehétng Ewkoviko odpuoko Vedolizumab IV
Behktiopévn khvikn avtomokpion, efdouddan 6
Yvvorkat 23% (n=207) 39% (n=209)
Amotvyio oe avrayovioth(ég) TNFat 22% (n=157) 39% (n=158)
Xwpic Oepaneia pe avtaymviot(ég) TNFot 24% (n = 50) 39% (n=51)
*p < 0,05

tun otoTIoTIKE ONUOVTIKA

3evtepevov teMK onueio Tov mpoPdrieTar g eneEnynuoTikd and Ty Tpokabopiouévn dadikacio
GTOTIGTIKOD EAEYYOL

Sun otaTioTIKG onuavTiKn, To VdLouta TeEAKE onueio emopévmg Sev eEETAGTIKAY GTATIOTIKG

n =157 y10 10 ekovikd edappoxo xarn = 158 yi0 to vedolizumab

Mopatetapévn KAviky deeon: KAvikn Deeon Tig efdopddeg 6 kat 10

~EmreEnynuotikd Telkd Enueio

Mivakag 5. Aroteréopata T perétng GEMINI 2 o TV amoTELECRATIKOTNTA TV

epfoopdada 52
Ewcovikd Vedolizumab IV Vedolizumab IV
QAPLOKO Ké0e 8 efdopadec KkG0e 4 efdopnadeg
n=153* n=154 n=154
KAwvikn 0pgon 22% 39%" 36%*
BelTiopévn KMVIKH ovTamdKpion 30% 44%* 45%*
K\vikn vpeon yopic
KOPTIKOGTEPOELSH] 16% 32%* 29%*
Awpxfg KAvikn deeon! 14% 21% 16%

*H opdda erkovikol goppdakov teptiapfavet to vrokeipevo mov edpupavay vedolizumab v efdopdda 0 kot
v gfdopdda 2 Kot Tuyaomomdnkay yio va Aapouvv gwovikd eappako and v efdopdda 6 £mc v
efdopada 52.

p < 0,001

p<0,05

SKwvikr] voeomn yopic koptikootepoed]: Aceveic Tov ¥pPNGYLOTOI0VGOY KOPTIKOGTEPOELDT| 0O TOV
GTOUOTOC GTNV TEPTI0O0 AVOPOPAG, Ol OTTOTOL EIYOV SLOKOWEL TO. KOPTIKOGTEPOELDN 0td TV EBSoUAda 6 Kot
gpeavicay Khvikn veeomn v fdopada 52. Ot apiBpoi acbevav nrav n = 82 yio 10 €KOVIKO Pappoko, n = 82
via to vedolizumab ké0e 8 gfdopddeg ko n = 80 yo o vedolizumab kd0e 4 efSopadeg

TAprchic KAMvikn Dopeon: Khvikh Dpeon o€ 060676 > 80% ToV eMICKEYEMY TG HEAETNG
ovumepthappavopévng g terevtaiog emiokeyng (efdoupdda 52)

EneEnynuotikéc avardoelc EETacoy TIg EMOPACELS TNG TAVTOYPOVNG BEpamEinG LIE KOPTIKOGTEPOELDN
KOl 0VOGOTPOTOTOMTIKG, otV emaymyn veeong pue ypnon vedolizumab. H cuvévactikn Oepaneia,
KUPIOG LE TAVTOYPOVI AYT KOPTIKOGTEPOELDMVY, PAVNKE VO, EIVOL TEPIGCOTEPO OMOTEAEGUATIKT TNV
gnoy@yn Veeong ¢ vocov tov Crohn ant' 6,11 1 andn Oepameia pe vedolizumab 1) ) TawTdypOVn Ay
OVOGOTPOTOTOMTIKMV, 1) 071010 KATESEIEE LKPOTEPT SLUPOPE. GO TO EIKOVIKO PAPUAKO MG TPOG TO
1060070 VPeoNG. To mM060oTo KAMviKNg Veeong otn pekétn GEMINI 2 xotd v efdopdda 6 rav
10% (drapopd amd to eucovikd eapuako 2%, 95% Cl: -6, 10) oty mtepinton yopnynong yopig
KOPTIKOGTEPOELDT| 0€ GVYKPIoN e T0600To 20% (Srapopd amd gikovikd eappaio 14%, 95% CI: -1,
29) otV TEPInTO®GN TRV TOYPOVNG YOPTYNONG UE KOPTIKOGTEPOELDT. XTN perétn GEMINI 3 kotd Tig
ePdopdoeg 6 ko 10, Ta avtioToly o T0c0oTd KAVIKNG vVeeong Ntav 18% (dtapopd amd 1o gkovikd
eapuaxo 3%, 95% CI: -7, 13) ka1 22% (drapopd amd gikoviko eapuako 8%, 95% CI: -3, 19) oty
TEPIMTO®GCT YOPNYNOTG XWOPIC KOPTIKOGTEPOEDN GE cVYKPLo Le T10606Td 20% (Sopopd amd 10
gwoviko edppoaxo 11%, 95% CI: 2, 20) ka1 35% (drapopd amd To gucovikd papuaxo 23%, 95% CI:
12, 33), avtioTtoly o, oTNV TEPIMTM®OT TAVTOYPOVIG YOPNYNONG HE KOPTIKOGTEPOEWDT. O TOPATAV®
emdphoelg mapoatnpiOnKay oveEApTnNTa 00 TNV TAVTOXPOVY YOPTYNON N UN XOPTIYNoN
OVOGOTPOTOTOUTIKMV.

Enre&nynuotikég avalivoelg mapéyovy mpdcdeta dedopéva yio Toug Pacticong vrominbucuovg tov
uerethOniav. Xty GEMINI 2, epimov ot picoi aceveig eiyov 16n amotoyel oe Oegpaneio pe
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avtayoviet] TNFa. Meta&d avtov tov acbevav, oto 28% mov eAdppave vedolizumab kdabe

8 efdopades, 6to 27% mov ehdppave vedolizumab kébe 4 efdopadeg kot 1o 13% mov eAdppave
EWKOVIKO PApOKOo, ETETELYOT KAviKT vVpeon Ty gfdopdada 52. H avénuévn kKAvikn avtomdkpion
emtevyOnke og mocootd 29%, 38%, 21%, avtioTtorya, Kot 1) KAMVIKE DOECT) Y®PIC KOPTIKOGTEPOELDN
emtevyOnke oe mocootd 24%, 16%, 0%, avrtictoryo.

Ot acBeveic mov dev Katdpbwoay va deiEovv avtandkpion tnv efdondada 6 otn perétn GEMINI 2
mapéuevoy otn peAét ko erdufovay vedolizumab kdbe 4 eBSouddes. AvENUEVT KAVIKT
avtomdkplon mapotnpnonke v gfoopnada 10 kot tnv efoopndda 14 yio peyodldtepeg avaroyieg Tmv
acBevav mov erdpfovay vedolizumab (16% ot 22%, avTioTolyo) GUYKPLITIKA LE To TOGOGTH acfevav
ov eAduPavay gikoviko eapuaxo (7% kot 12%, avtiotoya). Aev vINpye KAVIKA OTLOVTIKE S10popd
™G KMvIKNG Vpeonc uetad Tmv ouddwv Oepameiag oe avtd Ta Ypovikd onpeio.Ot ovaADGEC KAVIKNG
veeong TV efdopada 52 o acbeveic mov dev avtomokpiOnkav v efdoudda 6, oALE TETLYAY
avtamokpion v efdopdda 10 1 v efdopdada 14, vrodeucvoouv 0Tt ot acbeveic pe voéso tov Crohn
7OV 0EV OVTUTOKpivovTal puopel vo w@eAnbodv omd pa door vedolizumab v gfdopndda 10.

O1 aoBeveic mov andiecav v avtomokpion oto vedolizumab otav vroPdiloviav ce Bepaneia kabe
8 eBdopddeg otn puerétn GEMINI 2 giyov T SuvoTOTNTO VO, GUUUETAGKOVY GE LI, OVOLKTH LEAETN
eméxtacng kol va AapuBavouvv vedolizumab kd0e 4 gfdopdadec. Xe antodc Toug acbeveic, 1 KAVIKN
vpeon emtedynke oto 23% TtV acbevov v gfdopdda 28 kat 6to 32% Tmv acbevav v
epdopdda 52.

Ot acBeveic mov méTLYOY KAMVIKT avTamokplon votepa omd ANy tov vedolizumab Tig efdopdadeg 0
Kol 2 KO KOTOTLY TUYOLOTOWOnNKav 6 EIKOVIKO QAppoKo (Yo 6 £og 52 gfdopdadec) Kot ammAESOY TNV
AVTOTOKPLOT] TOVG ELYOV T SLVUTOTNTO VO GUUUETAGYOVY GTNV AVOIKTH HEAETN EMEKTAONG KoL VO,
Aappdavovy vedolizumab ke 4 efdouddeg. e awtovg ToVg 0iebevelg, N KAviKY Deeon emitedyOnke
070 46% 10V acbevdv og Sdotna péypt 28 gfdopddwv kat 1o 41% TV acbevdv oe ddotna
péYPL 52 efdopdadmv.

X€ QUTHV TNV OVOIKTN LEAETY] ETEKTAOT|G, KAVIKT] VPEST Kol KAVIKT avTOmOKpIoT Tapatnpdnkay oe
acBeveic Yo péypt 196 Bdopddes.

H eme&nynuotikn avéioon £0eiée Tt KAVIKG oNUavVTIKES BEATIOCELS TapaTnpOnKaV 6T OUddeg OV
elapPavav vedolizumab ke 4 efdopddeg ko kKabe 8 efdouddeg otn perétn GEMINI 2 kot o1
Pektidoelg NTav oNUAVTIKE LEYOADTEPES GE GUYKPLOT LE 0,TL GTNV OLAA0 TOL EIKOVIKOD QOPUAKOV
oo TNV TIUN avoeopas pExpt TNV efdopdada 52 otic Pabuporoyieg tov epatnuotoroyiov EQ-5D kot
EQ-5D VAS, o1 cuvoiwkr| Babpoioyia tov IBDQ kot 6tig vroxdipakes tov IBDQ yia ta eviepikd
GUUTTMOUOTO KOL TY) GUGTILOTIKT AELTOVPYIR TOL EVTIEPOV.

Anxvbitido

H amoteleopatikdmta Ko 1 ac@aieio Tov evoopAéPtov vedolizumab yio tn Oepaneio evilikov
acBevav pe ypovia Ankoditido katadelyOnkav e o TuYoOTOMUEVT], SITANL TVPAN, EAEYXOUEVT] LE
EIKOVIKO QAPLLOKO HEAETN Yot TV a&loAOYN O TG OmOTEAECHATIKOTNTOG TNV gfdoudda 14 Kot tnv
epooudoa 34 (EARNEST). Ot acBeveig mov giyov evtaybei otn pekétn elyov vroPfinbei oe
TPOKTOKOAEKTOWUN KO EINEOTPOKTIKT OVUCTOUWOOT e ANKLOO Y10 EAKk®ON KOAITION TOVAGYIGTOV Eval
£10C TPV amd TNV TUYAL0TOINGT, Kat iyov avamtvcel evepyod xpovia Ankvditda (opldpevn og
e€aptdpevn and aviiProtikd (draAeirovsa) 1 avBextikny ota avtiBlotikd), pe fadpoloyia avagopdc
GTOV TPOTOTOMNUEVO JelkTN evepydTNTag VOoOoL Yo T Ankvbitida (MPDAI) > 5 kot empépovg
Babporoyia oc mpog to evéookomikd gvprpato > 2. Olot ov acBeveic AdpPavay cuyyopnyoduevn
avtirotikn Oepomeio pe oumpoproacivn 500 mg 600 popég tnv nuépa amd v Evapén tng Oepameiog
€wc v efdoudda 4. Katd ) didpkela g perétng, ot acbeveic Aapupavay emmAéov KOKAOVG
avtirotikng Bepaneiog, 6TwS amattovvtay, kabmg kal yio Tig eEdpoeilg Ankvditidoc.

O1 acBeveic (n = 102) toyoromoOniay (1:1) Tpokeiévon va Aapovv evéopréPio vedolizumab
300 mg 1 evéoeAEPLo gucovikd dpuaxo Tig efdouddeg 0, 2 kot 6 Kot otn cvvéyela kibe 8 fdouddec,

uéypt v epoopada 30. To tpmtedov TehKd onueio NTav n KAwikn veeon (opiletar mg Baduoroyia
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mPDAI < 5 kot peiwon ot cvvoAikt| fadporoyic mPDAT katd > 2 abpods amd v T ovaeopdc)
v gfdopdda 14. O ITivakag 6 delyvel To ATOTEAEGLOTA OO T, TPOTEVOVTO Kol OEVTEPEVOVTO TEMKA
onueio v gfdopdada 14 kot o [Mivaxoag 7 deiyvel ta amoteAéopata amd To SEVTEPEVOVTA TEMKA
onueia v gfdoudada 34.

ivakog 6. Aroteréopota Tng EARNEST Yo Ty anotehespotikoOtTnTe TV efoopdoa 14

Ewoviko Awopopd

(APLOKO Vedolizumab IV Vedolizumab-Placebo (95% CI)
Telko onueio n=>51 n=>51 [rocooTiaieg povadeg]
K\vikn vpeon’* 9,8% 31,4%" 21,6 (4,9; 37,5)
"Ypeon kot PDAT 9,8% 35,3% 25,5(8,0;41,4)
KAvikf ovtomdkpion® 33,3% 62,7% 29,4 (8,0; 47.6)

*H avikn vpeon opiletar og fadporoyia mPDAI < 5 ko peiwon otn cvvolikn faduoroyic mPDAI katd

> 2 BaBpovg and v T avapopis

p<0,05

H Yopeon katd PDAI opiletor g Paduoroyia PDAI < 7 kat peimon ot Padporoyia PDAI kotd > 3 Pabuoig
ond TV TN avaQopas

SH vk} avtomdkpion opileton wg peioon g fobporoyiag mPDAI > 2 Babpovg omd Ty Ty avopopds

Hivaxkag 7. Aroteréiopata Tng EARNEST Yo tnv anoteleopatikétnto TV foondda 34

Ewoviko Awopopd

PAPLLOKO Vedolizumab IV Vedolizumab-Placebo (95% CI)
Telkd onpeio n=>51 n=>51 [rocooTiaieg LovAadeg]
KAwwn vpeon™® 17,6% 35,3% 17,6 (0,3; 35,1)
Y peon katd PDAT 17,6% 37,3% 19,6 (1,9; 37,0)
KMvikn avtamokpion® 29,4% 51,0% 21,6 (1,9; 39,8)

*H vk vpeon opileton ¢ fabporoyio mPDAI < 5 kot peimon otn cvvorkn| Babporoyio mPDAI katd

> 2 BaBpovg and v T avopopig

H Yoeon katd PDAI opiletor g Paduoroyia PDAI < 7 kot peimon ot Padporoyia PDAI kotd > 3 Pabuoig
ond TV TN avapopas

§H vk avtamokpion opiletal og peiowon g Pabporoyiog mPDAI katd > 2 Babpovg and v Tiun
avopopag

[Tepimov ta dH0 tpita TV acbevav glyav Aapel Tpornyoduevn Bepaneia (Yo vocso tov Crohn 1)
AnkvBitda) pe avtayoviot) TNFa (33 oty opdda Oepomeiog tov vedolizumab kot 31 otnv oudda
Bepamneiog Tov gikovikov pappdrov). Metald avtodv tov acBevov, 6to 33,3% oty opdda Tov
vedolizumab emetedybn Khvik) Hoeon v efoopndda 14 og oOyKpion pe 9,7% oty opddo Tov
EIKOVIKOD QOPUAKOL.

TToudrorpikde TAnOvoudg

O Evpomnaikdg Opyoviopoc Oapudkmy Exel dMoel ovooAn amd TNV LTOYPEWGST VIOBOANG TV
amoteElecUdTOV TV PEAET®V LE To vedolizumab g pia 1} TEPIEGOTEPEC VITOKATNYOPiES TOV
OO0 TPIKOD TANBLGUOD GtV EAKMON KOAiTidw, T VOG0 Tov Crohn kot T Ankvbitida (PA.
TapAypoeo 4.2 yio IANPOPOPIec GYETIKA LE TNV TOUOLUTPIKN (PNIoN).

5.2 ®@appoxoxivTikEG 1016TNTES

H oppakokivntikn tov vedolizumab yia pia ko yio moAhamdég dOoel et peretn el og vy
vrokeipeva Kt o€ acbeveig pe pétpla £og cofapn evepyod ehkdon KoAitida 1 voso tov Crohn. H
eappakokivnTikn tov vedolizumab dev €xet peretn0el og acbeveic pe Ankvbitida, oAAd avapéveTal va
glvar Tapopota e ekeivn oe aobeveig pe pétplo Emg cofapmn evepyd eEAkDON KOATION 1| VOGO TOL
Crohn.
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210v¢ aobeveig atovg omoiovg yopnyndnkav 300 mg vedolizumab wg evoo@AEPia £yyvon 30 Aentmv
T1G €fdouddeg 0 Kot 2, 01 HEGEC KATDTUTEG GVYKEVIPMOOELS GTOV 0po TNV Bdoudda 6 fitav 27,9 ug/ml
(SD £ 15,51) otnv ghkddn koritida kat 26,8 pg/ml (SD £ 17,45) ot voécso tov Crohn. e perétec pe
evoopAéPio vedolizumab, apyilovtag v efdoudda 6, ot acbeveig erdppavay 300 mg evdopAéRiov
vedolizumab kd0e 8 1| 4 efdopddec. Xe acheveic pe EAkdON KOATION, 01 HECEC KATMTATEG
GUYKEVTPMGELS 6Tadepomomuévng katdotaong otov opo Nrav 11,2 pg/ml (SD + 7,24) kot 38,3 pug/ml
(SD + 24,43), avtiotoyo. Xe acbeveig e voco tov Crohn, o1 HEGEG KOTMTOTEC GLYKEVIPMGELS
otabepomolévng katdotaong otov opd firav 13,0 ug/ml (SD £ 9,08) kot 34,8 ug/ml (SD + 22,55),
avticToya.

Koatavoun

O1 OPUOKOKIVITIKEG aVAADGELG TANOVG OV VTOdEIKVOOVY OTL 0 YKOC Katavoung Tov vedolizumab
glvan mepimov 5 Altpa. H ovvdeon tov vedolizumab e Tig TpmTeiveg Tov TAAGUATOG OV £XEL
a&loroynBei. To vedolizumab givor éva BepomenTIKO LOVOKAMVIKO OVTIGOUO KoL OEV VOUEVETOL VO,
GUVOLETOL LE TIC TPMTEIVEC TOV TAAGILOTOG.

To vedolizumab dev dtomepvd TOV ALUATOEYKEQPOAKO Pparyud puetd amd evoopAéPia yoprynon. Otav
70 vedolizumab 450 mg yopnynOnke evoo@AEPLa, dev aviyveDTNKE GTO EYKEQPOAOVAOTLOL0 VYPO VYLDV
VITOKELLEVOV.

Amofoin

O opHOKOKIVITIKEG AVUADGELG 0TOV TANBVoUO BAcEL EVOOPAEPLOV KOl VTOSOPLOV dEGOUEVDV
delyvouv 611 N kdBapon Tov vedolizumab givat mepimov 0,162 I/muépa (LESM YPALUIKOD LOVOTOTION
amoPfoAng) kot n nulmn otov opd 26 nuépes. H axpiPnic 006¢ amoPoAing tov vedolizumab dev eivat
YvooTh. Ot QUPUOKOKIVITIKEG 0VAADGELS 6TOV TANBLGUO delyvouy OTL EVD 1| YounAn aAPovpiv, To
VYNAOTEPO PApog cOUATOG KoL 1] TpoTyoLpevT Bepamneia pe avii-TNF pdppoka propovv vao
avénoovv v kdBapon tov vedolizumab, 1 ékToon TOV EMOPAGEDY TOVG dgV Be®peitar KAVIKA
ONUOVTIKY.

Tpopuxodmnra

To vedolizumab mopovGilacE YPAUUKT QOPUAKOKIVITIKY] GE GUYKEVIPOGELG OPOV TAV®D AITd
1 mcg/ml.

Ewdwoi mAnfvouotl

H nAwia dgv ennpedlet tnv kdBapomn tov vedolizumab cg acbeveic pe eAxmon koAitido kot vOGo Tov
Crohn pe Baomn TG pOPLOKOKIVITIKEG avaADGELG oToV TANBvoud. H nlkia dev avapéveral va
ennpealel v kabapon tov vedolizumab og acBeveic pe Anvbitida. Aev £xovv Tpaypatomondei
TUTIKEG LEAETEC Y100 VO, EEETAGTOVY 01 EMOPAGELS TNG VEQPIKNG 1 TNE NTATIKNG SLCAEITOVPYIOG OTN
QoPUOKOKIVITIKT TOV vedolizumab.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta un KAMvikd dedopéEVa €V OTOKAAVTTOVV 1310iTEPO KivduVo Yo Tov dvBpmmo pe Baon Tig
SVUPOTIKEG LEAETEC POPULOKOAOYIKNG ACPAAELOS, TOEIKOTNTOG ETOVIAAUPAVOLEVOV BOGEWDVY,
YOVIOL0TOEIKOTNTAG, EVOEYOUEVC KAPKIVOYOVOU OPAGTC, TOEKOTITOGC GTNV OVOTUPAY YK
KOVOTNTO KO OVATTTLE.

Agv &povv mpaypotonombel pokpoypoviec ueréteg oe {ma pe 1o vedolizumab yio v a&lohdynon g
KOPKIVOYOGVOL OpAcNC TOV EMELON OEV VIAPYOVY LOVTEAN POPLLOKOAOYIKNG OVTUTOKPIONG O
LOVOKAMVIKA AVTICOUOTO. L€ POPUOKOAOYIKE OVTATOKPIVOLEVE €10 (T1BNKOVG KVOVOUOAOYOG), dEV
VIPYE Kapio EVOEEN KVTTOPIKNG VIEPTANGING 1] CLOTILOTIKNG (VOGOTPOTTOTOINOTG TTOL Hal
UTOPoVGE SLVNTIKG VOL CUGYETIOTEL e 0YKOYEVEDT G& TOEIKOAOYIKEG LeAETEG dldpketag 13 Kkat

26 gfdopddmv. Emmiéov, dev avevpébniay emdpacelg tov vedolizumab otov puOuo
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TOALATAOGLOGLOV 1 GTNV KVTTAPOTOEIKOTNTO TNG KUTTAPIKNAG GEWPAS avOpOTIVOU dYKOV TOV
EKPPAOTNKE In Vitro otnv vteykpivn osfs.

Agv &govv Tpaypotonom el e1d1kég peéTeg YovipotnTog o€ (da yia to vedolizumab. Agv givol duvatd
va e&oyOel Eva 0ploTIKO GUUTEPAGLLA YLOL TOL APCEVIKA OVOTOPAYWYIKA Opyava amd HEAETN
to&dtnrag emavariapfovopevov 66cewv og TidnkKo Kvovouoroyo. Asdouévoo o0tL To vedolizumab
OgV OEGLEVETOL GTOV OVOTOPAYMYIKO 1GTO TOV CPGEVIKOD GTOV TiBNKO Kol 6ToV AvOpOTOo, Kol EPOCOV
TopaTNPNONKE AKEPOL 1) APCEVIKT YOVILOTNTA GE TOVTIKIO LE EAAELYN TG wvTeykpivig B7 (vokdour),
dev avapévertar 6Tt 1o vedolizumab Oa exnpedoet T YOVILOTNTO TOV OPGEVIKMDV.

H yopniynon tov vedolizumab g kvopopovvteg B KoVG KVOVOUOAOYOVG KATE TN S1APKELD TOV
UEYOADTEPOL UEPOVC TNG KUNGNG OV Elye MG amOTEAEGLO EVOEIEELS EMIDPAOTC MG TPOC TNV
TEPATOYEVEST], TNV TPOYEVVITIKN 1) TI LETAYEVVNTIKY avATTLEN TV Bpe@dv péxpt TNV NAIKic TV

6 unvav. Xopnd enineda (< 300 pg/l) tov vedolizumab aviyvevtnkav v nuépa 28 petd Tov TOKETO
670 YaAa 3 and tovg 11 kvovopdroymv TdnKkmv mov vrofaiiovtay o Oepameio e 100 mg/kg Tov
vedolizumab yopnyobueva kdOe 2 gfoopndadeg kot 6yt o omotodmote (o wov eAduPavay 10 mg/kg.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahloyog exddymv

L-1omidivn

L-1om1divn povoidpoyrmpikn
L-apywvivn vdpoyrmpikn
Zaxyopoln

[ToAvcopPikod 80

6.2 AovppatrétnTeg

EAAetyerl peketdv oyetikd e T cupPatdtnra, o Topov GAPUOKEVLTIKO TPOIOV OgV TPEMEL VA
OVOUETYVOETOL UE AN QUPLOKEVTIKG TPOTOVTAL.

6.3 Awgpkero {ong
3 xpovia

H otabepdmra katd tn gp1ion Tov avacvoTadéviog StaADIOTOC 6TO PLoAido £xet kataderyOel yio
8 wpeg otovg 2 °C-8 °C. H otabepotnta Katd T pnomn Tov apoiwbEvtog SIaADIOTOC G EVEGILO
dtddvpa yhoprovyov vatpiov 9 mg/ml (0,9%) ce odko Eyyvong xet katadeyBel yio 12 dpec oTovg
20 °C-25 °C 1 7o 24 opeg otovg 2 °C-8 °C.

H ovvdvacpévn otabepotnta kotd ™ yprion tov vedolizumab 610 Qroidio kot Tov 6AKo £yyvong Ue
€VEGIHO O1dAv L YApLovyoL vatpiov 9 mg/ml (0,9%) eitvar cuvolikd 12 dpeg otovg 20 °C-25 °C 1y
24 wpeg otovg 2 °C-8 °C. Eva didotuo 24 opodv propei va mepthapupavel Emg 8 dpeg 6Tovg

2 °C-8 °C ywa 10 avacvotafév v 6to eLoAido kol émg 12 mpeg otovg 20 °C-25 °C yuo T0
OPALOUEVO OLBAV L0 GTOV GAKO £YYLONG, OAANL O GAKOG EYYVONG TPETEL VO PUAAGGETAL GE Yuyeio

(2 °C-8 °C) y10. T0 LTOAOUTO TOL YPOVIKOD SLUGTAUATOS 24 WPDV.

Mnv KoToyOyETE TO avOcLOTAOEY StV 6TO PLOAISI0 N TO apalwBEy S1dAve GTOV GAKO EyYVONG.
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2ovOnkeg QUAOENS
Puyeio (2 °C-8 °C) 20 °C-25 °C
Avacvotafév diddlvpa 6to eroridio 8 wpeg Mnv 10 a@nvete og
avapovny'
Apoimbév StéAvpa oe evEcipo StdAvpa 24 Gpec*? 12 dpec?
yAwplovyov vazpiov 9 mg/ml (0,9%)

T tqv avacvotact emrpénoviol g 30 Aemtd

2 Autdc 0 ypdvog Tpoimodétet 0Tt 10 avocveTudEY SIGAVLO APULOVETOL AUECHE GTO EVEGILO SIEAVUA
yhopovyov vatpiov 9 mg/ml (0,9%) kot dratnpeitan amokAeloTikKd 61OV GAKO Eyyvong. Tvyxov xpdvog Kotd Tov
omoio T0 avacvoTaféy dtdAvpo aEVETUL 6TO PLAIdI0 B0 TPéNEL va apatpeiTal 0md ToV ¥pOVo Yio TOV 0Toio TO
dtdlopo pmopet va, dtatnpnbei otov GhKo Eyyvong.

3 Avty 1) mepiodog pmopei va mepthapféver fmg kot 12 dpeg otovg 20 °C-25 °C.

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

Ddvrdocete o yoyeio (2 °C-8 °C). Atatnpeite 10 PLOAIO10 6TO EEMTEPIKO KOVTL Y10 VO, TPOGTOTEVETOL
omd 1O POC.

INoa 116 cvvBnKeg SlaTHPNONG HETA TNV AVOCVGTACT] KO 0pOimdGT TOL PUPLOKEVTIKOV TPOTOVTOS, PA.
Tapaypapo 6.3.

6.5 ®@Von Kol GVGTUTIKA TOV TEPLEKTI)

Kovig yio Tukvd 6KELAGLO Y10 TAPAGKELT SIUADOTOC TPOG £YYLON G€ YLAAMVO QlaAridto Tomov 1
(20 ml) pe EAAOTIKO TTOUO KO ATTOCTIMUEVT) GOPAYIOT] OO OAOVUIVIO, TPOGTUTEVUEVO LE TAAGTIKO
KOTTOKL.

Ké&Be cvokevaoia mepiéyet 1 praidro.

6.6 Iowitepeg TPOPLAGEELS UTOPPLYNGS KO GALOG YELPIGUOG

Odnyiec ovacHoTaonc Kot £yyvonc

1. XpNoomoote Aot TEXVIKT 0TaV Tapackevalete To dtdAvpa Entyvio yio evéopAéfia
£yyoon.
2. AQa1pEOTE TO ATOCTMUEVO KOTAKL At TO PLOAISI0 KOl OKOLTIOTE pe PapPaKt EUTOTIGUEVO LUE

owdnvevpa. Avacvotnote 1o vedolizumab pe 4,8 ml arooteElp®UEVOD EVEGIUOD VOATOG GE
Beppokpaocio dmpatiov (20 °C-25 °C), ypnoonoldvtag pio cuptyya pe fedova 21-25 gauge.

3. TomoBetnote TN Peddva 6T0 PLOAISI0 SOUEGOV TOV KEVTIPOL TOL TAOUATOG KOl KOTELOHVETE T
POT TOV VYPOD TPOG TO TOLYWLLO TOL PLOALIIOV Y10 VO ATTOPVYETE TOV VIEPPOAIKO APPIGUO.

4, [Teprotpéyte amard To ELaAidI0 Yo TovAdyIoTOV 15 devtepdienta. Mnv avakiveite )
OVOGTPEPETE LE SOVau.

5. Aopnote 10 erokidio kabioto émg 20 Aentd og Beppokpacio dmpatiov (20 °C-25 °C), dote va

UTOP£EGEL VO, Yivel I 1 avacvoTooT Kat vo Kotakadicel o appds. To @loridto umopei va
TEPIOTPEPETAL KL VOL EAEYYETOL 1] SLAIAVOT GE AVTO TO YPOVIKO ddotnua. Edv dev £yetl dahvbel
TNpwg votepa and 20 Aentd, mepiuévete aAia 10 Aemtd yio va yivel  didlvon.

6. EAéyEte T0 ovaovoTabéy StdAvpa OTTIKG Yo TUXOV COUATIOIKT VAT KOl OTTOYPOUATIGIO TPV
amo v apaimon. To dibdvpa mpémet va gfvar Stovyég 1 adlopoves, dxpouo mg KiTpvo
avolKTo Kot ympig opatd copatidln. Avacvotadév dtAvpa Tov £XEL U XOPOKTNPLIOTIKO YPMDLLO
N TEPLEYEL COUOTIOW OEV TTPETEL VO YopTyEiTaL.

7. Orav éyet dAvbei, avaotpéyte T0 QLOAISI0 amold 3 Qopéc.

8. Apapéote apécmg S ml (300 mg) Tov avacvotabéviog Entyvio ypnoiponoidvog o cHptyya
ue Perdva 21-25 gauge.

9. [Ipocbéote T S ml (300 mg) Tov avacvotabévtog Entyvio o€ 250 ml oteipov gvécipov

daAvpatog yhmprovyov vatpiov 9 mg/ml (0,9%) kon avapeilte TpocekTikd T GoKoOAN
€yyvong (ta 5 ml tov gvéotpov daddpatog yAmpovyov vatpiov 9 mg/ml (0,9%) dev yperaleton
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va a@alpebovy amd T cakoOA Eyyvong Tpv Tpochicete 10 Entyvio). Mnv mpocOétete dAla
QOPUOKEVTIKA TPOTOVTO GTO TOPACKEVAGIEVO SLIAVO EYYVONE 1| OTO GET EVOOPAEPLOG
€yyvong. Xopnynote to ddivpa £yyvong yio 30 Aemtd (BA. mopdypagpo 4.2).

MoMg avacvotabel, To didAvpa £yyvong mpémet va yxpnooronbel 1o cuvtopdTepo dvvaTo.

Mnv amobniedeTe TLYOV OYYPNCYLOTOINTY TOGOTNTO TOL AVACVOTOOEVTOG SIHADLOTOC 1) TOV
SLIADUATOG £YYLGNC Y10, VOL TO ETOVOYPTCULOTOIGETE.

Kdabe proridio mpoopiletor poévo yio pia ypron.

Ka0e aypnoiponointo eopuokevtiKod Tpoidy 1| VIOAEIUUO TPETEL VA, ATOPPITTETUL COUPDVOL UE TIG
KOTO TOTOVG I0YVOVCESC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S

Delta Park 45

2665 Vallensbaek Strand

Aavia

medinfoEMEA @takeda.com

8. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX

EU/1/14/923/001
9. HMEPOMHNIA ITPQTHX EF'KPIZHX/ANANEQYHY. THX AAEIAX
Huepopnvia mpdng £ykpiong: 22 Maiov 2014

Hpepounvia tekevtaiog avavémong: 12 Askepppiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANpoPopieg yia 10 TOPOV PAPUOKEVLTIKO TPOioV glvan dlabéaieg otov dikTvakd TOTO
tov Evpomaikov Opyoviopod Gapudkov: http:/www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evéoyo S1dhvpio. 6€ TPOYEUIGHEVT] GUPLYYO
Entyvio 108 mg evéoio S1dAv e GE TPOYELIGLEVT] GUOKELT TOTTOL TTEVOG

2. ITOIOTIKH KAI TOXOTIKH XYNOEXH

Entyvio 108 mg evéoo S1dAvLLo. GE TPOYEUGLEVN GUPLYYQ

Ka0e mpoyepiopévn oopryya mepiéyxet 108 mg vedolizumab cg 0,68 ml.

Entyvio 108 mg evéoiuo S1dAv o € TPOYEUGLEVT] GLOKEVT TUTOV TTEVOC

Kabe mpoyepicpévn cvokevn tomov wévog mepéyel 108 mg vedolizumab og 0,68 ml.

To vedolizumab givot éva avBpomomompévo povokiwvikd avticopa IgG mov Tapdystot o KbTTOPQ
woBnKn¢ kvelikov kpikntov (CHO) pe teyvoloyia avacvvdovacuévov DNA.

IMa tov TAfpn kaTdroyo TV ekddywV, PA. Tapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoio d1dAvpa (evéoipo).

Ayxpopo £0¢ Kitpvo ddAvpa

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTIiKég evocielg

EAxk®onc koAitida

To Entyvio evoeixvotou yio T Bepameio eviAikov acevav e pétpla €0 coPapn, evepyd eEAkmON
KOAITIO0, Ol 070101 YAV AVETOPKT OVTATOKPIOT], EXOCAV TNV OVTATOKPIoN 1 Topovciocay dvcavesio
gite ot ovpPoatikn Oepamneio €ite 68 AVTAYOVIOTY TOL TOPAYOVTO VEKp®ONG 0YK®V dApa (TNFa).

Noococ tov Crohn

To Entyvio gvoeixvotou yio T Bepameio eviAikov acBevdv pe pétpla £mg cofapn, evepyd vdco tov
Crohn, o1 omoiot glyov avemapKr ovTamdKpLo, Exacay TNV ovIOTOKplon N Tapovsiacay dvcavetia
gite og ovpPatikn Bepaneia gite o€ aviay®vioT ToV Tapdyovta vEKpwong Oykwv aApa (TNFa).

4.2  Aocoloyio Kol TpOmTOC yopynons
H Oepaneio mpémel va yopnyeiton Kot va emtnpeitotl amd 101K00¢ EXOyYEAUATIEG TOL TOUEN TNG
VYELOVOLIKNG TTEPIfaAY™ G oV Eyouv eumelpio ot d1dyvmon Kot T Bepomeio TG EAKMOOVS KOAITIONG

N ¢ vocov tov Crohn, (BA. mapdypapo 4.4). IIpénet va divetor otovg aobeveig To pvALO 0ONYIDV
xpIonG.
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Aocoloyia

Elkadng kolitido kou vooog tov Crohn

To cuvieTtdueVo d0GoA0YIKO GyYNua TOV VTTOdOPLov vedolizumab wg Oepameio, cuvTNPNONG UETE 0T
TovAdyiotov 2 evooAEPleg eyyvoel; etvar 108 mg yopryovueva pe vrodoplo Eveon pio eopd kdbe
2 gfdopadec. H mpdn vwodopia Eveon mpémet v xopnynOel avti tng ELOUEVNG TPOYPOUUATICUEVNG
gvOoPAEPLoc doomg Kot KaOe 2 gfdoudadeg 6T GLUVEKELQ.

IMa 1o evooeAEPLo 6oc0A0YIKO oyfua BA. mapdypago 4.2 g [IXII tov Entyvio 300 mg xovig yia
TUKVO GKEVOAGLOL Y10 TOPACKELT] SHADLOTOC TPOG EYYLON.

Avemapkn dedopéva ivar StabEotua yio Tov Tpocdlopioid Tov edv o1 acheveig mov Tapoveialovy
peimon g avtandkpiong katd tn Oepaneio cuvtipnong pe vroddpio vedolizumab Bo meerovvtay
amo o avénon tng cvyvoTnTog d0GoAOYING.

Agv datiBevton dedouéva yia tn petaPaon aclevav and vwoddpio vedolizumab g evéopAéPio
vedolizumab kot tn didpkea g Bepansiag cuvrnpnone.

e aoBeveic mov éyovv avtamokpifel ot Oepaneia pe vedolizumab, to kKopTiKoGTEPOEIDN Eivol duVaTO
va eEAaTTBobv 1)/Kot va S10KOToVV avAaAoya e TO TPOTLTTO PPOVTIOS.

Erovédnyn tne Oepomeioc ko doon(€ig) mov Eysi(ovv) mopalnebsi

Edv 1 Oepaneio pe vroddplo vedolizumab diaxomel 1§ €Gv évag acbevig Tapaieiyet pia (1
TEPIOCOTEPEG) TPOYPOUUATIOUEVT(EG) dOoT(€1G) VTTOdOPLOL Vedolizumab, Tpémel va diveTar 1
ovuPovAn otov acBevi] va KaveL TNV éveon TG EmOUEVNC VTTOOOPLAG dOCTG OGO TO dLVATOV
GLVTOUOTEPQ Kol 6T cuvEyela Kabe 2 efdoudoes. H mepiodog diaxomng e Oepameiog oTic kKAviKEG
dokipég EpBave péypt Tig 46 gfdoudoeg xmpic kKapio eppavny avénomn tov avembOuNTOV EvepyEldV N
TV avtdpdcewv otn Béon Eveong katd tnv exavévapén tng Oepameiag pe vroddplo vedolizumab (PBA.
Topaypaeo 4.8).

Ewwoi mAnbvouoi

Hlkiouévor acBeveic

Agv amonteiton Kopio Tpocapproyn g 06ong o€ NMKIOUEVOLS acBevels. Ot apLOKOKIVITIKES
ovoAvoels TANBuopob dev £0e1Eav kapia enidpacn e nikiog (BA. Tapdypapo 5.2).

Aadbeveic ue veppikn n nrotikn dvaleirovpyio,

To vedolizumab dev €yetl peretnBel oe avToHg TOVG TANOLGLOVE aoBevdv. Agv umopolv va yivovv
GLGTAGELS Y10 TN OOOT).

THoudrorpiog ninQvouog

H acpddeia kot n amoterecpatikotnto tov vedolizumab o€ moudid nAiog 0 £oc 17 etdv dev €xel
akoua tekunprobel. Agv vdpyovv StoBEcIL dESOUEVA.

Tpoémog yopnynong

To evéoyo ddivpa Entyvio (og Tpoyspiopévn chpyyo 1 TPOYEUGUEVT] GUGKELT TOTOV TEVAG)
npoopiletar povo yio vTodopia ¥pNom.

Metd and KaTdAANAN EKTOIOEVOT| GTI COOTY| TEXVIKT VIOOOPLUG EVECTC, EVAG AGBEVIC 1] PPOVTIGTNG
umopel va kavel Tnv éveon pe vrodopio vedolizumab, edv 0 10TpdG TOL TO BepnoEL EvOEdELyUEVO.
HAnperg 0dnyieg yio ) xopfiynon pe xprion tng TPOYEUIGHEVNG GOPLYYUS 1] TNG TPOYEUIOUEVNG
GLOKELNC TOTOL TTEVOC HIVOVTAL GTO OVTIGTOLY0 PUAAO 0ONYIDV YPNONC.
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T mepiocdtepec TANpoPopieg Tepl TG TOPAGKELNG KO EIOIKEG TPOPLAAEELS Y10, TOV XEPLOUO, PA.
Topaypapo 6.6.

4.3 Avrevosigag

YrepevaioOnoio otn dpactiki ovcia 1) 6€ KAmolo omd Ta £KS0Y TOL OVOPEPOVTAL GTNV
Topaypoo 6.1.

Evepyég coPapéc Aowwméele, dnwg puuatioon (TB), onyoiuia, kuttapoueyoroidc, Aotepinon kot
gukaplakég Aotuaéels, ommg 1 [poiovoa [ToAveostiokn AgvkogykeparondOeia (ITITA) (BA.
Tapdypoo 4.4).

4.4 E101kég TPOEIOOTOMGELS KO TPOPVAAEES KATE TN Yp1jo

IyynAaciuotnzo

Ipokeévov va Bertiwbel 1 yvnAacudTnTo TV PLOAOYIKGOV QOPUIKEVTIKOY TPOIOVI®V, TO GVOUQ
Kol 0 aplOpOg TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL L€ COPNVELQL.

Avtidpaoceic vrepevarcnoiog

X KMVIKEG LEAETES, ExouV ovoeepBel avTIOPACELS VTTEPEVALCONGIOG, LIE TNV TAELOYMPIL QVTOVY Vi
glvan oG £og péTplag coPapotnrag (BA. mapdypagpo 4.8).

Edv exdniwbei avapulaktikn avtidpaon 1| GAAN coPaprn avtidpaom, | xoprynomn tov vedolizumab
npémel va, dlakomel ouécmg Kot va EeKvioet 1 KotdAANAN Oepameia (BA. mapdypoeo 4.3).

Aowdéelg

To vedolizumab givot évog EKAEKTIKOG OVTOYMVIGTNG TNG LVIEYKPIVIG TOV EVIEPOV, Y®PIG
TPOGIOPICUEVT] CLGTILOTIKY] 0lVOGOKATAGTAATIKY dpaotikdtnta (BA. mapdypoaeo 5.1).

Ot wzpol mpémet va, yvopilovv tov mhavo avEnpévo Kivouvo EKONAMONG EVKALPLOKAOV AOUMEE®V 1
AOMEEDV Y10 TIG 0TTOIEG TO £VTEPO OMOTEAEL ALVTIKO Ppayud (PA. mapdypaeo 4.8). H Bepancia dev
npénel va, Eekivael o€ acOeveic pe evepyég, coPapég AoumEelg Emg 6Tov o1 AotumEelg eEleyyHovv Kkat ot
totpoi mpémel va e€etdlovv o evdeyduevo dlaxomnc g Oepamneiag oe acheveic mov avanTvGGovV
coPopn Aolpwén evd axorovBolv xpovia Bepaneia pe vedolizumab. Amaiteiton mpocoyn 6tav
eEetdleton To gvdeyopevo ypnong tov vedolizumab oe acOeveig pe eEleyydpevn ypovia coPapn
Aoipwén 1 wtopikd vrotponialovomv cofapmdv Aoubméewy. Ot acbeveic Tpémel va
TapaKoAovdovvTal 6TEVA Y10 AOUDEELG TPV, KaTA Kot PHETA T Bepameia.

To vedolizumab avtevdcikvutor og acbeveig pe evepyd pupotioon (PA. mapdypago 4.3). Ipwv v
évapén g Bepomeiog pe vedolizumab, ot acOeveic Tpémetl va eAEYYOVTOL Y10 GUUATIOOT) COUPOVOL UE
TNV KoTd TOTOVG 1oYvovca TPakTiky|. Edv dtayvwobel AavBdvovsa gupatioor, tpénet va Eekivnoet
KaTOAANAN Ogpameia Yo TV OVIILETOTION THG PUUATIOOTNG COUPOVO UE TIG KOTA TOTOVS IoYVOVGES
ovotdoelg, Tpw amod v Evapén tov vedolizumab. X acOeveic Tov dloylyvdOKOVTOL LE QUUATIOON
evd axoiovBovv Bepameio pe vedolizumab, 1 Oepaneia pe vedolizumab npénet va dtokomel péypt va
€xet BepamevBel n pupaTIdOING Aolpuwén.

Mepikoi avToyovioTéG TNG WVTEYKPIVIG Kot LEPTKOT CLUGTNUATIKOL (VOGOKOTAGTAATIKOL TOPAYOVTEG
£€YOVV GLUOYETIOTEL [IE TNV TPOTovoa TOAVESTIOKN Agvkogykepatonddeia (ITITIA), po omdvia kot cuyva
Bavanedpo svkaiplakn Aoipmén mov Tpokaieital arnd tov 16 Tov John Cunningham (JC).
Agopevdpevo oty wvreykpivn asfz, n omoia exepaletal oTo AEUPOKHTTOPA TOV EVIEPOV, TO
vedolizumab ackel avocokatacTtoltiky dpdon 1k 6to Eviepo. [lapodio mov dev mapatnpndnke
KO0 GLOTNOTIKT 0VOCOKOTAGTUATIKY OpAGT) GE VY1) VTOKEIUEVA, O EMOPACEIS GTN GLGTILOTIKY
AglTovpyio TOL OVOGOTONTIKOD GLUGTHLATOG G AGOEVELS e PAEYLOVAOIN VOGO TOL EVTEPOL deV glval
YVOOTES.
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Ot emayyelpatieg TOL TOREN TNG VYEIOVOUIKNG TEPIBalyNG TPETEL VO TapaKoAoVBoHV TOVG 0oBeVEIC
7ov Aapfdavovv vedolizumab yio TuyOV EKONAMGOT 1| EMOEIVOGCT VEVPOLOYIKADOV OTUEI®V Kot
CUUTTOUATOV, Kol Vo eEETALOVY TO EVIEXOUEVO TOPATOUTIG GE VEVPOAOYO EGV TUYOV QLTA
gkdniwBovv. Eav vrdpyet vroyia yio IIIIA, 1 Oepaneia pe vedolizumab wtpénel vo mocel Tpocmpivd.
Edv n emPeformbei IIIA, n Oepaneio mpénet vo dtokomel povipa.

KaxonBeieg
O «ivévvog gpeaviong Kakondelag avédvetar og acbeveig pe EAkmon koAitida Kat voso tov Crohn. Ta
OVOGOTPOTOTOUMTIKG PUPUAKEVTIKA TPOIOVTO EVOEYETAL VO OLENCOVY TOV Kivouvo kaxonfetag (PA.

mopaypaeo 4.8).

IIponyoduevn ko towtdypovn ypnon Broloyikdv tpoidviwmy

Agv vtdpyovv dabéciuo, dedopéva KAVIK®Y dokiumy e to vedolizumab yia acBeveic mov Exovv 1M
vroPAnOel og Bepoameia pe natalizumab 1 rituximab. Arouteiton Tpocoyn otav e€etaletal To
gvoeyouevo ypnong tov vedolizumab g avtodc ToVg aebeveic.

Ot acBeveic mov £yovv 101 extebei oto natalizumab wpénel va Tepipuévovy cuviBmg TovAdyioTOV

12 efdopddeg mpv Eexviioovy Bepameia pe vedolizumab, extdc €6V VTOSEUVOETAL SIOPOPETIKA OO
NV KAMVIKY] KaTdotaon Tov achevoug.

Agv vapyovv dabEGIUE, 0EG0UEVI KAIVIK®Y SOKIUMY Y10, TV TouTOYpOoVH Xpnom tov vedolizumab pe
Broroyikd avoocokatactolticd. Exopévac, n ypnon tov vedolizumab cg avtovg tovg acbeveig dev
cuviotdrol.

Eupéia and Loviec KpoopyoviGLoDE Kot ELBOALL TTOV YOPTYOUVTOL 0O TO GTOUO

e o eAeYYOUEVT LLE EIKOVIKO (APLOKO UEAETT o€ VY1Elg eBelovTég, pia epdmas doon 750 mg
vedolizumab dgv pelwoe T0 TOGOGTA TPOGTATEVTIKNG avoGiag atov 16 TN nratitidog B og vrokeipeva
7oV gUPOALAGTIKAY EVOOUVIKA LE 3 OOGELS OVAGVVILAGUEVOD ETLPAVELOKOD OVTLYOVOL Nratitidag B.
Ta vrokeipeva mov ektébnkav oto vedolizumab gppdavicay YouNAOTEPA TOGOGTH OPOUETATPOTNG
UETE TN AfYM adpovVOTOMUEVOD, 0Td TOL GTOUATOG EUBOoAIoL Yo T yoAépa. H enidpaon og dhda amnd
TOV GTOUOTOC Ko PLvikd, eufoiia eivar dyvmotn. Zvviotdtal OAot o1 0c0eveis va Exovv
TPOYUATOTOGEL TOVG OTOPOLTITOVS EUPOAIIGHOVG COUP®VA LE TIG 10YVO0VOEG KATELOLVTIPIES
00Myiec Yo TNV avocomoinom wpw v Evapén g Oepaneiag pe vedolizumab. Ot acBeveic Tov
vroPdrlovtal o€ Bepomeio pe vedolizumab pmopodv va cuveyicovy va Aaufavouy euporta omd un
{dVTEC LIKPOOPYOVIGUOVG. AEV VIIAPYOLY OEOUEVA CYETIKA LIE TN OEVTEPOYEVT] LETAOOCT) TNG
Aotpwéng omd gpPoia omd (ovteg pkpoopyavicrois o acbeveic mov Aappdvouvv vedolizumab. H
¥opNyno” Tov eUPoriov TG Ypimng TPEMEL VO YIVETL UE EVEST COLPMOVO, LLE TNV KAIVIKT TPOKTIKT
poutivag. AAla gpfola amd (OVTEG KPOOPYUVIGHOUS HTOPOVVY va xoprynfodv tautdypova Ue To
vedolizumab, pévo edv ta 0pEAN VTEPTEPOVY CAPDS EVAVTL TOV KIVOLV®V.

Enoywyn te veesonc the vosou tov Crohn

Mmopei va ypelacBodv £mg 14 gfdopddec oe optopévoue aeBeveic Yoo TNV EXAYMOYN TS VOECNC TNG
vooov Tov Crohn. Ot Adyot dev eivan TANP®S Yv®mGTol Kot Thavdg va, 6YeTilovTol Le TO UNyovVIGUO
dpdong. Avto npémel va AapPdvetatl voyn, ilaitepa o€ acheveic Le coPapr| evepyd vOGO KATA TNV
évapén g Bepameiog mov dev Eyovv voPAnbel oto TaperBov o Bepameia pe avrayoviotég TNFa
(PA. emiong mapdypapo 5.1)

Eneénynuatucég avardoelg vroopddog and Tig kKAvikég Sokipég ot voco Tov Crohn €de1&av 0t
yopnynon vedolizumab g acOeveic yopic Tovtdypovn Bepomeio pe KOPTIKOGTEPOELON EVOEXETAUL VA,
glvar MyOTEPO AMOTEAEGLOTIKY G TPOG TNV EXAYMYN TG VPEGNS TN vooov tov Crohn ax' 6,11 o€
aoBeveig mov eAdpuPavay Non Tavtdypovn Bepaneia [ie KopTKooTEPOEWN (AVEEAPTNTA OO TNV
TAVTOYPOVT YPNON ALVOGOTPOTOTOUTIKAOV, BA. Tapdypapo 5.1).
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IIepektikdTnTa o€ vaTplo

To @appaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6om, ival avtd Tov
ovopdlovpe «erevBepo vatpiovy.

4.5 Almiemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES alinlemiopaong
Agv &govv mpaypotonombel pelétec aAANAETIOPAGEWDY.

To vedolizumab &yel pehetOei oe eviiikeg acBeveic pe eAkdon Kolitida kat voco tov Crohn pe
TAVTOYPOVI YOPTYNON KOPTIKOGTEPOESDV, AVOGOTPOTOTOMTIK®V (alobgionpivig,
6-pepkamtonovpivig Kot pebotpeEdtng) Kot aUvoSaAMKLAIK®Y. DuploKoKvnTIKESG AVOADGELS
TANBVG POV VTOSEUVDOLV OTL 1] GLYYOPNYNOT| CLTAV TOV TAPAYOVI®V Oev elye KAMVIKA a&loonueint
enidpaor ot eappakokivntikn Tov vedolizumab. H enidpaocn tov vedolizumab ot
QOPUOKOKIVITIKT] KOWVMG GUYXOPTYOOUEVOV QUPUOKEVTIKDY EVAOGEWDY deV £xel peretnOel.

Epfolocuoti

Ta gppfoio amd LOVTES LUKPOOPYAVIGHOVE, EIOTKOTEPT TO IO TOL GTOLOTOG YOPTYOUUEVA ELPOALLL
amd (MVTEG LIKPOOPYAVIGHOVS, TPETEL VA, YPT|CLLOTOLOVVTOL LE TPOGOYT TAVTOYPOVA LIE TO
vedolizumab (BA. mapdypapo 4.4).

4.6 Tovipétra, kKONoN KM yorovyio

T'uvaikeg og avamapoyyikn nAKio

O1 yovaikeg 6€ avomopay®yikn NAKio TPETEL VO, YPTCLLOTOIOVV ETAPKY OVTIGVAANYT] Y10 VO,
ATOTPEYOLV TNV KONOT| Kol Vo GLVEYILOVV TN ¥pioT TG Yo TOLVAGYIoToV 18 efdopddeg petd tnv
Televtaia yoprynon.

Kinon
Yrdpyovv nepropiopéva dedopéva amd tn ypnon tov vedolizumab g £ykveg yovaikec.

€ [o JUKpY| TPOOTTIKY] LEAETY TAPATPNONG, TO TOGOGTO TV UEWLOVIOV GLUYYEVDVY SLOUAPTIOV TV
7,4% o€ 99 yovaikeg pe EAk®OM Koitida 1 voso tov Crohn mov vrofAndnkav o Oepancio pe
vedolizumab kot 5,6% o€ 76 yovaikeg pe Elkddn KoAitda 1 voco tov Crohn mov vrofAndnkav o
Oepaneia pe dAAovg Proloyikovg Tapdyovies (TPocapHOCHEVOG oYETIKOG Kivouvog [RR] 1,07,
duaouo epmiotoovvng [AE] 95%: 0,33, 3,52).

Meléteg oe (Do dev KaTESEIEAY QUEST) 1] EUUECT] TOEIKOTNTO GTIV OVATOPOY®YIKY| tKovoTnTo (PAETE
Tapaypapo 5.3).

Q¢ péTpo TPoPLAAENG, Elval TPOTIHOTEPO VO AOPEVYETAL 1] Yprion Tov vedolizumab katd tn Sidpkela
NG EYKLUOGVVIG, EKTOG EAV TO, OPEAT VITEPCKEMLOVY GOPOC KAOE duyNTiKO Kivouvo TOGO Y10, TN
untépa 660 Kat yio 1o EuPpuo.

Onioopodg

To vedolizumab &yetl aviyvevbei oto avOpdmivo ydra. H enidpacn tov vedolizumab ota Onialovta
Bpéopn Kot ot EMOPACELG TNV TOPAYDYN YAAAKTOG EIVOL AYVOOTEC. L€ Lo LEAETT) LOVO TOL YOAOKTOG
Katd tov Onlaoud, n onoia a&loddynoe tn cuykévipmon tov vedolizumab oto unTpikd ydAa
YOAOLYOVVTOV YOVOIK®V LLE EVEPYN EAKMON KOAiTId0 1] VOG0 Tov Crohn wov Adupavayv vedolizumab, 1
ovykévipmor tov vedolizumab oto avOpdmivo untpucd yéha ftay katd tpocéyyion 0,4% wg 2,2%
NG GLYKEVIPOOTG GTOV 0pO TNG UNTEPOS TOV ANPONKe amd peréteg Tov vedolizumab mov eiyov yivet
010 mopehBov. H ektiudpevn péon nuepnoia tpociappavouevn arnd 1o fpépog 66om vedolizumab
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ntov 0,02 mg/kg/muépa, mov givar katd Tpocéyyion 21% g TPocapHOGUEVNG Y10 TO COUATIKO Pépog
HEONG NUEPNGLAG BOONG NG PNTEPQC.

H ypnon tov vedolizumab e OnAdlovoeg yovaikeg mpémet va Aappdvel vidyn To OPEA0G NG
Bepameiog ylo T UNTEPA KOl TOVG SVVNTIKOVE KIvOUVOLE Yol TO BPEQPOC.

Tovipdémra

Agv vapyovV deS0IEVI GYETIKA LE TIG EMOPATELS Tov vedolizumab otnv avBpdmivn yovipdtnta. Ot
EMOPACELS OTIV OVOPIKT KOl YOVAIKEID YOVILOTNTA gV Eyovv adloloynbel Tumikd oe pehéteg pe (oo
(BA. mapdypago 5.3).

4.7 Emopaceig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PN OVI|HLATOV

To vedolizumab &ygt pukpn enidpacn TNV KOVOTNTO 0ONYNOTG KOl XEIPIGLOD UNYXOVIUAT®V, ETELON
&xet avapepel (oA og pikpd apBpd acbevmv.

4.8 AvemOOuNTES EVEPYELES

20VOWYT] TOV TPOPIA OLGPAAELOC

O o ovyvd avagepbeioe avemBounteg evépyeleg etvatl AomEeLg (Onme ptvoopuyyitidd, AoTHmEN
NG OVATEPTC OVATVELGTIKNG 000V, Bpoyyitida, Ypinn Kol TapappVOKOATITION), KEQOAoAyia, vavTia,
mopedia, KOT®ON, Prxag, apdpaiyia.

Agv TapotnpnOnkay KAVIKA SUOVTIKES O10POPEC GTO GUVOALKO TPOPIA AGPAAEING KOl GTIC
avemBounteg evépyeleg o€ acbeveic mov eElduPfavay vrodopro vedolizumab ce cUyKpion pe TO TPOPIA
aoQUAELNG TTOVL TTapATNPNONKE o8 KAMvikéG peléteg pe evoopAéPio vedolizumab, pe eEaipeon Tig
avTdpdoelg g Béong Eveonc (e vtoddpLa yopnynon).

Katdloyoc ovemQountmv EVEPYELDY GE LOPOT TIVOKO

H napakdrom katdraén avemBountov evepyeldv Paciletor oty eumelpio amd KAVIKEG OOKIUES Kol
amo TNV KVKAOQOpia TOL TPOIOVTOG KOl 01 OVETIBOUNTES EVEPYELEG TOPOTIOEVTAL OVEL
KOTIYOPio/0pyaviKd GOGTNUA. XTIC KOTIYOPIEC/0PYOVIKA GLUGTILOTA, Ol AVETIOVUNTEG EVEPYELEC
TopoTifevtal KAt amd Tovg TITAOVE TV EENG KOTNYOPL®V GLYVOTNTAS: TOAD cuyvég (> 1/10), cuyvéc
(= 1/100 ¢wg < 1/10), 6x1 cvuyvég (= 1/1.000 émg < 1/100), Torv omdvieg (< 1/10.000) kon pn yvootég
(dev pumopovv va extiunBobv pe fdon ta dtobéoipa dedopéva). Xe Kabe opdda cuyvoTNnTaS, Ot
avembounteg evépyeieg peoviovial Katd oelpd ehivovsac cofapotntoc.
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Iivakog 1. AvemBounTteg evépyereg

Katmnyopia/Opyoviké cOotnuo

ZoyvoTnTo

AvemOountn(eg) evépysro(eg)

AOOEELS KO TOPAUCITOCELS

IToAb cvyvéc

Pwooapvuyyitida

Xoyvég

[Tvevpovia,

Aoilpwén and Clostridium difficile,
Bpoyyitda,

laotpeviepitioa,

Aoluwén ¢ avotepys
OVOTVEVGTIKAGS 0000,

I'pimn,

[opapprvoroAmitida,
Ddapvoyyitidoa,

‘Eprng Coothpag

Oy ovyvég

Aolumén Tng avamTveLSTIKNG 0000,
Kovtwvtioowkn aidotokoAmitida,
Kovtivtioon tov 61ou010g

Alotapoay£C TOV AVOGOTOUTIKOV
GLGTNUOTOG

IToA0 omdvieg

AVOQUAAKTIKY avTidpaon),
Avaeuloktikn Kataminéio

AwoTapay£c Tov VELPLKOD [ToAV ouyvég Keporaryia
GUGTNUOTOC Xoyvég [MoparsOnoio
Alotapoay€c Tov 0eBoALo Oy ovyvéc Odupoc opdioemc
Ayyelokéc daTopayEc Xoyvéc Ynéptoon
AvomveuoTikég, OmpoKikég Xoyvég 2TOHOTOPAPLYYIKO GAYOC,
SlTOPaYES Kot SLOTAPOYES Pwum copepopnon,
uecobwpakxiov Byog
Mn yvooTtég Aldueon Tvevpovondeio

Taotpeviepikég datapoyés Xoyvég AmocTN O TOV TPOKTO,

Paydda tov mpoktov,

Nowrtio,

Avomeyia,

Avokotlotto,

Aldraom kotlag,

Metempilopog,

Awoppoideg
AwTopay£C TOL OEPLOTOC Kot Yuyvég E&avOnpa,
TOL VTTOJOPLOL 1GTOV Kvnoudc,

"ExCepa,

Epvbnpa,

Nvuktepvol 10pmdTEC,

Axpn

Oy ouyvég MoAivven Teov Bvlakiov

Awtapayéc Tov poookehetikod | TTodd cuyvég ApOparyia
GUGTNHOATOC KOL TOV GUVOETIKOV | ZuyVEG Mvikoli oracpoi,
10100 [T6vog e paym,

Mvikn advvapio,

Konwon,

AAyoc 610 GKpO
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Katmyopia/Opyaviké ciotnuoe | Zoyvétnta Avem@ounn(eg) evépysro(eg)
Ieviéc dratapayéc kot Xoyvéc [Mvpetia,
KaTooTdoelg ot Béon Avtidpaon otn 8€om Eyyvong
xopnynong (ovumepiiapfovopévav: Alyovg ot
0¢on éyyvonc kot Epediopod ot
B¢om Eyxvong),
Avrtidpaon oyetilopevn pe v
gyxvon,
AvTiopacelg e Béong éveonc”
Oy ovyvég Piyn,
AicOnon yiyovg
Mbvo vroddpio. yoprynon.

TIeprypaon smdeyuévayv avemBountwyv eVEPYEIDV

Avudpdaoeis g Oéong eveans

Avtidpdoeig g Béong éveong (cvumeptlapfovopévonv Tévov, odNHaTog, EpLONLATOG 1| KVIoHOV)
avapépnkav 610 5,1% tov aclevov tov ehdupavay vrodopilo vedolizumab (cuvolikn| avéAvon
aceareag). Kapia dgv 0dnynoe g dakomnn g Bepomeiog e LeAétne | alAayég ToV S0GOA0YIKOD
oynuartoc. H mAglovotnta tov avtidpdoswv g 0éong éveong vroympnoe eviog 1-4 nuepav. Agv
vpEay avapopég avaguiagiog HeTd and vTroddpla yopnynon vedolizumab

Aowaéerg

2nig eheyyopeves peréteg GEMINI 1 kon 2 pe evoopiéPio vedolizumab, to 1060010 TV AotUDEEDV
ntav 0,85 avd acbevin-£T0¢ oTovg 0obeveic mov vofAnOnkav oe Oepaneia pe vedolizumab kot

0,70 avé acBevn-£10¢ oTOLC 0Io0EVEiS MOV VIOPANONKAV o€ Oepameia pe elkovikd eappoko. Ot
AodEelg NTav TPOTIGTMG PVOEapLYYITIdN, AOTH®EN TNG AVATEPNG CVOTVELGTIKNG 000V,
TOPUPPIVOKOATITION Kol AOUDEELS TV 0VPoPOPV 0dmV. Ot TEPIEGOTEPOL 0sbevelg cuvéEyicay ™
Oepaneia pe vedolizumab petd tnv ovTipeT®mion g Aoipnméng.

2nic eheyyopeves peréteg GEMINI 1 kou 2 pe evoopAéPro vedolizumab, to 1060010 TV GoPapdv
rowméewv frav 0,07 avd acbevi-étog otovg acbeveic Tov vrofAnOnKav ce Bepomeio e vedolizumab
xat 0,06 avd acBevi-£tog 6Tovg 0.60eveic Tov vToPAnOnkay og Bepoameio pe ewovikd eappaxo. Me
NV TéPodo Tov YPOvov, dev LINPEE Kapio GNUAVTIKT aOENCT] TOV TOGOGTOD TV GORapdV
AoDEEWDV.

e eleyyopeves Kot 6€ avolkTég HEAETES e vOoPAEPio vedolizumab oe evijlikeg, £xovv avapepei
cofopéc AMoudEELS, Tov TephapPdvouy puuatioon, onyoatpic (Lepkéc eopéc Bavatneopo),
oNYALi0 aTd GOUALOVELM, UNVLYYiTION 0d AMGTEPLO Kol KOATION ad KUTTOPOUEYOAOTO.

Xe KMvikég peréteg e vroddpio vedolizumab, to Tocootd Aoudéemv Ntav 0,26 avd acBevi-£1og
o10Vg aebeveic Tov vmofANnOnkav og Bepameia pe vedolizumab. Ot cuyvoTEPEG AOUDEEIS NTOV
PVOQOPLYYITIdN, AOTH®EN TG AVAOTEPNG OVOTVELGTIKNG 000V, Bpoyyitida Kot ypimn.

e KAvikég peréteg e vmodopio vedolizumab, To Toc0oté cofapmv Aouméewv tav 0,02 avd
aoBevi-£10G oTovg aobeveic Tov voPfANONKav oe Bepaneia pe VTodOp1o vedolizumab.

Xe KAMvVIKEG peréteg pe evoopAéPio kot vodopto vedolizumab, 10 060010 AodEewv e aobeveig
nov ehdpBavay Oepaneio pe vedolizumab kot giyav BMI 30 kg/m? kat v fray vynAdtepo oawton
ekeivov ue BMI younidtepo tov 30 kg/m?.

e KAMVIKEC peréteg e evooAEBLo kat vTodopto vedolizumab, avapépOnke ehappd LVYNAOTEPY
enintmon coPapmv Aoubhéewv oe acbeveic mov vroParliovtay o Oepamneia pe vedolizumab kou glyav
mponyovpevn ékbeon oe Bepaneia pe aviaywviot| tov TNFa og chykpion pe tovg acbeveig mov dev
glyav AaPet Tponyodpuevn Bepamreia pe aviaywvioty tov TNFa.

31



KoaxonbBeia

Ievikd, To ATOTELECUOTA TOV TPOYPAUUATOG KAMVIKDV SOKIUMV UEXPL CTUEPO OEV VTTOSEUKVOOLV
avénuévo kivéuvo yia avamtuén kakondelag katd ™ Bepaneio pe vedolizumab. Qotdc0, 0 aplOude
KakonBeimv Nrav uKkpdg Kot 1 pLokpoypovia £kBeon Nray meploptopévn. Ot LoKpoyPOVIES
a&10A0YNOELS Yo TNV aoPAAELn eivarl og eEEME.

Avogopd TOavoloyoOueEVOV aveTOOUNTOV EVEPYELDV

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPTYNoN GOE10g KLKAOPOPToG
TOL QOPUAKEVTIKOD TPo1dVTOoG elvan onpavtikn. Emtpénet ) cvveyn tapakorlovdnomn e oy€ong
0PEALOVC-KIVOHVOL TOVL QOPUOKEVTIKOV TPOTOVTOG. ZNTEITOL 0O TOVG EMAYYEALOTIEG TOL TOUEN TNG
VYELOVOLIKNG TTEPIBOAYTG VO AVOPEPOVY OTTOIEGONTOTE TOOVOAOYOVUEVES OVETIBOUNTEG EVEPYELES
LEG® TOV £6VIKOD CLOTNLATOG AVOPOPAG TTOV avaypdpetat oto [apdptnua V.

4.9 Ynepoooolroyia

Adocelg ¢mg 10 mg/kg (mepimov 2,5 opéc v cuvietoduevn d6on) Exovv yopnyndel evéoprefing oe
KAVIKEG Sokipéc. Xe KMVIKEG doKIUEG Oev TapatnprOnke To&ikdtnTa ToL Vo teptopilet T doon.

5. DOAPMAKOAOT'IKEX IATOTHTEX

5.1 @oppokodvvopKES 1O10TNTES

DoppokobepamenTIKn KATNYOPIit: 0VOGOKATACTUATIKE, LOVOKAWOVIKA avIICOHOTA, Kodukog ATC:
LO4AGOS.

Mnyoviopdc 6pdonc

To vedolizumab givor évog PloAoyikdc 0voGOKOTAGTAATIKOC TAPAYOVTOG TOV dP0. EKAEKTIKA GTO
évtepo. Elvat éva avOpomoronpévo LovokAoVIKO OVTICOLO TOV GUVOEETOL EOIKE GTNV 04f7
wreykpivn, n omoia exppaleTor Katd mpotipnon ota fondntikd T AepeokdTTOpd TOV EVIEPOUL.
2uvdeduevo otV o4y o€ cuykekpluévo Asppokvttopa, o vedolizumab avactéALEL TNV TPOCKOAANON
QVTOV TOV KVTTAP®Y 6TO UOP10 TPOoSkOAAN oG fAevvoyovikn avipesivi-1 (MAACAM-1) adAd oyt
07O ayYEWKO Hopto TpookoAAnonc-1 (VCAM-1). To MAACAM-1 ekppaletal kuping ota
€VO0OMALOKA KOTTOPO TOL EVIEPOL Kot TOULEL ONUAVTIKO pOLO GTOV OMOKIGHO TV T AeHPOKLTTAP®V
0€ 16TOVG NG YaoTpeVTEPIKNG 000V. To vedolizumab dev deouedetal oTig vTeykpiveg asPi kot agPr
007Te avaoTEALEL TN AgLTOVPYiQ TOVC.

H wreykpivn asfr exkppdleton o€ éva d10kp1té vITocsHvVoro BondnTik®dv T AepEOoKLTTAP®Y UVAUNG TTOVL
LETOVOOTEVOVY KOATH TPOTIUNOT OTN YOOTPEVIEPIKT 000 Kol TPOKOAOVY PAEYLOVI TTOL Eivol
YOPOKTNPIOTIKN TNG EAKDIOVE KOAMTIdOG Kot TNG vOcsov tov Crohn, wov Kot ot V0 amoTeLoDV POV
QAEYLLOVAOELS AVOCOAOYIKEC TN GELS TNG Yoo TpeEVTEPIKNG 0000. To vedolizumab weplopilel
YOGTPEVIEPIKT PAEYLOVT G acbeveic e eEAkmdn koAiTdo Kot voco tov Crohn. H avactodn g
oAAnAenidpaonc g o4P7 ue MAACAM-1 pe 1o vedolizumab omotpénet T pHeTAPaon TOV UVNUOVIKOY
Bondntikadv T-AeppoKvTTAPOV TOL EVIEPOV GTO UYYELNKO EVOOONALO TOL TOPEYYVLATIKOD 10TOD OE
TPOTEVOVTO ONAAGTIKA EKTOG TOV OVOPOTOL KOl TPOKAAEGE OVACTPEYLLT TPUTAY 0OENOT) QVTMOV TV
KUTTAP®V 6T0 TTEPIPEPTKO aipa. O mpddpopog Tov vedolizumab 6t TOVTIKIO KOTOTPALVE TN

YOG TPEVIEPIKT] PAEYLLOVI] GTOVG AEVKOKEPOAOVG TOUAPIVOVC, OL 00101 AVOTTUGGOLY £Va TPOTVTO
EAKDO0VC KOMTIOOG.

e vy vrokeipeva, aobeveig pe eEAkmOT kKoAitida 1 aobeveic pe voco tov Crohn, to vedolizumab dev
av&avel Ta 0vdETEPOPIAL, TO PacEOPIAM, TO NOGIVOPIAQ, Ta. B-fondntikd kot kuttapotodikd T
AELPOKVTTAPO, TO GUVOLO TOV PonONTIKOV T AEUEOKVTTAP®Y UVAKNG, TO LOVOKDTTAPE, 1] PUOTKA
KOTTOPA-00A0POVOLS, GTO TEPLPEPIKO QLD XMOPIG VO TOPATIPEITAL AEVKOKVTTAP®OT).
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To vedolizumab dev emnpéace TV 0VOGOAOYIKY TOPOTNPTON KL TI QAEYUOVT] TOL KEVTPIKOD
vevpikov cvotiuatog otny [epapatikn Avtodvoon Eykepalopveritidon og mpotedovio OnAactikd
€KTOG TOV avBpdmov, M omoia amotedel TPOTLTO TOAAATAN G okAnpuveng. To vedolizumab dev
EMMPEACE TIG VOGOAOYIKEG AVTUTOKPIoELS 0 TPOKANGT LE avTIYOVO 0T OgpUida Kot Toug Hug (BA.
wapdypoo 4.4). Avtibeta, to vedolizumab avEGTEILE TNV AVOGOAOYIKT AVTOTOKPLIOT| GE LA
TPOKANON LE OVTLYOVO OTO YOOTPEVTIEPIKO GUGTNUA VYDV eBedovtdv avBponwv (BA. mtapdypago 4.4).

AvocoyovikdtTa,

Koatd ™ dudprela g Oepaneiog pe vedolizumab gvdéyetar vo avamtuyfovv avTio®pata EVOvTL TV
vedolizumab, 1 TAglovoTNTa TV OMOi®V gival €£0VOETEPOTIKA. O GYNUATICUOS AVTICOUAT®V EVOVTL
tov vedolizumab cuoyetiletal pe avénpévn kdbapon Tov vedolizumab kot yoapnAlotepa T0GOGTA
KAWVIKNG DOEoTG.

Dapuokodvvarkéc emdpUcELS

& KAMVIKEC OOKIUEC pe TO evOoPAEPLo vedolizumab og d0oe1g mov kuuaivovtoy amd 0,2 émg 10 mg/kg,
mapotnphOnke > 95% Kopes oG TV VTTOSOYEWV 047 GE VTOGHVOAL KUKAOPOPOVVI®V
AELPOKVLTTAP®V TOV GUUUETELYOV GTNV OVOGOAOYIKT TOPATIPTOT) TOV EVIEPOL TV A.GHEVDV.

To vedolizumab dev emnpiaoce v Kukhogopia twv CD4" koauw CD8" oto KNZ, 6mw¢ givor gavepd omd
™mv un petaPorn otny avoroyic CD4"/CD8* 610 £yKe@aAOVOTIOL0 VYPO TPV KO LETE TN XOPTYNoN
tov vedolizumab o€ vyieig é0glovtég avBpmmove. Avtd Ta SESOUEVE CLUPMVOLY LLE EPEVVEG OE
TPWOTEVOVTO ONAAGTIKA EKTOG TOV VOPMTOL GTIC OTOIES dEV aAVIYVEDTNKAV EMOPAGELS GTNV
0vVOoOA0YIKN TapaTrpnorn tov KNX.

Khlvikn omoteAeonotikdTNTo Kol 0GQAAELO

Elxwons kolitida - vedolizumab yio. evoopAéfia yopnynon

H amoteleouatikdmmra Kot 1 ac@dieio Tov evoopAEftov vedolizumab yio t Ogpameio evitlikov
acBevav pe pétpla Emg coPapn, evepyd eAkmdn KoAltda (Babuoioyia Mayo 6 émg 12 kot empuépoug
BaBuoloyio > 2 g TPOG Ta EVOOCKOTIKA EVPNUATO) KaTadelyOnKkay 6g o Tuyaomompévn,
SITAA-TVQAN, EAEYYOUEVT] UE EIKOVIKO QAPLOKO UEAETT) TOV AELOAOYNGE TA. TEALKA oTuEio
amoteleopaTikOTTOG TNV Efdopada 6 Ko TV gfdoudda 52 (GEMINI 1). Ot acbeveig mov giyov
evtoyOel otn pelén eiyov amotdyet pe 1 TovAdyiotov coppatikn Oepaneia, counepriapfovopévay
TOV KOPTIKOGTEPOEWDDV, TOV OVOGOTPOTOTONTIK®Y 1/Kat Tov infliximab, evog TNFa avtoyovio
(ovumepriapPovopévav Tmv acbevav Tov dev avtamokpidnkay tpotoyevmg). Emtpendtav eniong n
TAVTOYPOVT YOPNYNOoN oTAOEP®Y SOCEMV AUIVOCSOAIKVAIK®OV, KOPTIKOGTEPOELODV 1)/KOL
O0VOGOTPOTOTOLNTIKAOV OTO TO GTOLLO.

Mo v a&loAdynon tov teAk®@v onueiov g efdouddag 6 ToyatomoOnkay 374 acbeveic o
SmAG-TOEAN perétn (3:2), mpoxepévou va AdPovv vedolizumab 300 mg 1| eucovikd @éppoko Tnv
gfdoudoa 0 kot v efdopada 2. To Tpwtevov TeElkd onpeio NTav 1 avoroyio acdevdv ue KAVIKNI
avtamokpion (opiletar wg M peiwon g ovvoilkng paduoroyiog Mayo > 3 Babuods kot > 30% amod
TNV TN ovaPOpAG e GLVOSELTIKY Peimon TG empuépoug Pabpoloyiag yio v apoppayic Tov opHov
Kkatd > 1 Babuo 1 g amdivtng empépoug Pabpoioyiog yio v aoppoyic Tov opfov katd

<1 Babuod) v gfdopdada 6. O Iivakag 2 deiyvel To AMTOTEAEGATO OTO TO, TPOTELOVTO KO
devtepevovta TeAIKA ornueia Tov agloloynonkay.
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Hivaxog 2. Anoteréopato Tng GEMINI 1 ywo TV 0moTeAecRaTIKOTNTA TNV EfOONdoa 6

Ewovikd @appoko Vedolizumab
TeAucd onueio n=149 n=225
KMvikn avtamdkpion 26% 47%*
KAwvikn dpeon® 5% 17%"
EnovAmon Brevvoydvou! 25% 41%*
*p < 0,0001
p <0,001
p <0,05

SKwvir] voeon: Tovolkn Badporoyio Mayo < 2 Baduog kot Koptic, Lepovouévn entuépong
Babporoyio > 1 fadbuod
TEnodroon Brevvoyovov: Empépovg Babduoroyio Mayo og mpog ta evdookomikd svuprjuate < 1 Badud

H evepyetikn dpdon tov vedolizumab otny Khvikn avtamdkpion, TNV DOECT) KAl TV ETOVAWDGCT] TOV
PAevvoyovou mapatnprdnke Ko o acBeveig ympic Tponyoduevn ékBeon oe aviaywvioty TNFa kot
o€ acbevelg mov eiyav amotdyel oe mponyobuevn Bepaneia pe aviayovioty TNFa.

2 peiétn GEMINI 1, 2 opddeg acBevav éhapav vedolizumab v gfdopdda 0 kor trv efdopdda 2.
v opddo. 1 ot acBeveic TuyatomomOnkay yia vo Adfovv gite vedolizumab 300 mg &ite sikovikd
QAPUOKO UE NTAG-TVEAD TpOTO Ko 6TV opada 2 ot acbeveig vroPAndnkoy ce Oepancio pe
vedolizumab 300 mg pe avorytn yopnynon. ' va a&lohoynfel n amoterecpatikdtnTo TNV
gPdoudoa 52, 373 acbeveig omd T1g opuddeg 1 ko 2, ot omoiot ehdupavay vedolizumab kot giyov
eMTOYEL KAMVIKT ovTomdkpion v gfdopddo 6 tuyatomotonkoy e SmAd-toeAod tpomo (1:1:1) og

1 and Ta TapakdTe Bepamevticd oynuato tov ekivnoe v efdoudda 6: vedolizumab 300 mg ke
8 eBdopddeg, vedolizumab 300 mg kaOe 4 efSopddeg 1 ElKOVIKO Pappoko Kabe 4 fdouddec.
ApyiCovtag v gfdoudda 6, o1 acOevelg OV Eiyov ETTUYEL KAVIKT VTOTOKPIOT Kol EAGUPovoy
KOPTIKOGTEPOELDN YPELAGTIKE VO EEKIVIGOVY £va, DEpamenTiKd oynua 6Tadl0KNG Lelmong TG 006MG
TOV KOpTIKOoTEPOEWMV. To mpmTevoV TEAKO onpeio Ntav 1 avoroyio achevdv og KAVIKN VQECT TNV
gPdoudoa 52. O IMivakag 3 delyvel To ATOTEAEGUOTA OTO TO TPOTEVOVTA KOl SEVTEPEVOVTA TEAIKA
onueia Tov a&loroynonKay.

Mivaxag 3. Arotehéopata g GEMINI 1 ywa tnv anotereopotikétnTa TV €fdopdda 52

Vedolizumab
v

Eucoviko KG0g Vedolizumab IV

(APLLOKO 8 efdouddeg k60e 4 efoopddeg
TeAucd onueio n=126* n=122 n=125
KA\wvikn 0pegon 16% 42%" 45%"
Awpxfig kKAvikn avtanokpion! 24% 57%!" 52%!"
EnovAmon tov PAevvoydvov 20% 52%" 56%"
Awpxng khviky Vpeon” 9% 20%* 24%*
Khvikn 0ggon yopic 14% 31%* 45%"

KOPTIKOGTEPOELON®

*H opdda ekovikod goppakov meptAapfivel vrokeipevo tov eEAdpupovay vedolizumab v gfdopdda 0 kot
v gfdopdda 2 Kot TuyoomomOnKay yio va AdBovv ekovikd eapuako amd Ty fdopdada 6 Emg v
efdopada 52.

p < 0,0001

ip <0,001

$p <0,05

YAwpkng KAvikn avtamokpion: Kiwvikn aviondkpion 1ig foopddeg 6 kot 52

# Awprng kKhvikr] veeon: Khvikn veeon tig efdopddeg 6 kat 52

*KAwvikn vogon yopig koptikootepoedn: Acheveig mov xpNGILOTOI0VGOY Ad TOL GTOUNTOG
KOPTIKOGTEPOELDT| GTIV TEPTOSO AVOPOPAS, Ol OTTO101 ELYOV SIUKOWYEL TOL KOPTIKOGTEPOELDN OO TV
gfdopada 6 Kol epEavicay kKAvikn veeon v efdopdada 52. Ot apiBpol acbevamv ftav n =72 yio €KOVIKO
@appoxo, n =70 yia vedolizumab ke 8 efdopadec kot n =73 yio vedolizumab kdé0e 4 gfdoupddeg
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EneEnynuatikéc avardoeig mapéyovv mpdcsbeta dedopéva Yo Tovg LITOTANBVGLOVS — KAELOLE TOV
peremnOnkay. Iepimov 1o éva tpito TV acBevov giyov anotdyel oe Tponyoduevn Bepameia pe
avtoyoviot] TNFa. Meta&d avtov tov asbevav, 1o 37% mov ehapupave vedolizumab kdbe

8 ePdopdoeg, To 35% mov eldpPave vedolizumab kdOe 4 efdopddeg Kot o 5% mov eAdpPove EIKOVIKO
QapLOKO TETVYOV KAMVIKT DeeoT TV gfdopdda 52. BEATIOGEIC ™G TPOG TV OLopKT KAMVIKN
avtondkpon (47%, 43%, 16%), v emovAmaon Tov Prevvoydvov (42%, 48%, 8%), Tnv dtapKY| KAVIKN
Voeon (21%, 13%, 3%) kot tnv KAk Vet yopig Koptikootepoedn (23%, 32%, 4%)
EUPAVICTNKOV GTOV TPOTYOLLEVO TANOVGUO TTov elye amotOyEl otn Oepamneia pe avtaymvioti TNFa
ka1 vtoPAnOnke og Oepomeio pe vedolizumab kdOe 8 efdopadec, pe vedolizumab kdbe 4 gfdoudadeg
KOl EWCOVIKO OAPLLOKO, avTiGTOLYa.

Ot acBeveic 6ToVG 0MTOiOVC deV emiTedYONKE avTOTOKPIoT TNV EROOUAd 6 TOPEUEVAY GTN UEAETT) KOl
ehapPavav vedolizumab kdOe 4 efoopddes. H khvikn avtondkpion facel Tov rUéPOVg
Babuoroyidv Mayo emttevydrnie tnv efoopdda 10 xar tnv efdopdda 14 pe peyordtepeg avoroyieg
Tov acBevov mov eAdpupavay vedolizumab (32% kot 39%, avtictorya) EvavTt Tov 0cOevVOV Tov
ghauPavay eiovikd eappako (15% xot 21%, avtictoya).

Ot acBeveic 6ToVG 0MOioVE am®AESON N avtamokpion 6to vedolizumab 6tav vroPfdAioviay o
Oepamneio kaOe 8 efdoUGOES, Elyav TN SVVATOTNTO VO GLUUETACYOVY GE UL LEAETT) EMEKTOONG
avoytov THmov kot eAapPavav vedolizumab kéfe 4 gfdopdadec. e avtodg Toug acbeveic, 1 KAVIKY
Vopeon emtedydnke 610 25% 10V acbevav v fdopada 28 kot v efdopdada 52.

Ot acBeveic 6ToVG OMOToVG EMTELYONKE KAMVIKT avTamdkpion petd t Ay tov vedolizumab Tig
eBdopddeg 0 Kot 2 kot 01 0Toiol KATOTLY TLYUOTOMONKAY GE EIKOVIKO PAPLAKO (Yo 6 £G

52 gfdopadec) Kot 6Tovg 0moiovg ammAESHN 1 avTamOKPIoN, Eiyov T SLVOTOTNTA VO, GUUUETAGYOVY
OTN UEAETT ETMEKTOOTG AVOTXTOD TOTTOL Ko Vo, Aapdvovy vedolizumab ke 4 efdouddeg. e avTovg
tovg aobeveic, N KMvikY|) Vpeon enttevyOnke oto 45% tov achevodv mg Tig 28 eBdondades kot oto 36%
TV aclevov £0¢ Tig 52 efoopddEs.

Xe otV TN HEAETT EMEKTACTG AVOLYTOV TOTOL, Ta OPEAT NG Bepameiag pe vedolizumab, 6mmg avtd
a&loloyndnkov cOpemva pe v empuépovg Paduoroyio Mayo, 1 KAk DEEGN Kot 1) KAVIKY|
avTomOKPIon epeavicTray yio uéypt 196 efdopddec.

H oyenilopevn pe v vyeio mowdtnrta {ong (HRQOL) a&oroyndnke pe to Epotnpatordyto yio
DLeypovmon Noco tov Eviépov (IBDQ), éva e101k6 gpyadeio yio, T GUYKEKPIUEVT VOGO KAl LLE TO
gpotnpatordya SF-36 kar EQ-5D, wov givan yevikoi deiteg pétpnone. H eme&nynuatikn avaiveon
delyver 6T TapatnpHOnKoy KMvikd onpoviikég feAtidoelg otig opddeg Tov vedolizumab kot ot
Bektidoelg avtéc TV TOAD HEYOADTEPES CUYKPITIKA LE TV OUAS TOV EIKOVIKOD (POpLAKOV TNV
gPdoudoa 6 ko v gfdopdda 52 atic fabporoyieg twv EQ-5D ka1 EQ-5D VAS, o¢ dheg Tig
vrokAipaxeg IBDQ (Tov eviepik®@v GUUTTOUATOV, TG GUGTNUOTIKNG AELTOVPYIOG, TNG
cuvaeONUATIKNG Aettovpyiog Kot TG KOW®VIKNG AetTtovpyiag) Kot OAES TiG vmokAipakes Tov SF-36
ocvpmepthappavouévev g [epiinung Zopotikov Ztotyeiov (PCS) kot g [Tepiinyng Nontikov
Yroyeiov (MCS).

Elxkwons kolitida - vedolizumab yio, vwodopia yopnynon

H amoteleouatikdmta Kot ac@ireio tov vroddpov vedolizumab yio T Ogpameio eviiikov acbevov
ue pétpla £0¢ coPapn evepyn eAKmON Koritda (Pabpoioyio Mayo 6 ém¢ 12 pe evOoGKOMIKNY
vroPabuoroyia > 2) kKatadeiybnke oe o TUXOMOTONUEVT), SUTANL TOVPAT, EAEYYOUEVT] LE EIKOVIKO
Qappako peAETn mov afloldynoe to TEAMKA onpeio amotedecpotikOTnTOC TNV Efdondda 52
(VISIBLE 1). £ VISIBLE 1, ot acfeveic mov giyav evtoydei (n = 383) giyav anotdyel o€
tovAdyiotov 1 cvpPatikn Oepaneio, copmeplappovouévov Tov BEpamEIdV e KOPTIKOGTEPOELDT, e
avVOGOTpOTOTOMTIKG 1/Kon pe avtaymviotég Tov TNFa (cuumeptiapfovolévay Tov TpmToyevas Un
avTOmoOKPVOUEVOV 000evav). Emttpenotav 1 cuyyopniynon otabepdv 00GE®V a0 TOV GTOLOTOC
OULVOGOAMKLMK®V, KOPTIKOGTEPOEOMV 1/K0L 0VOGOTPOTOTOUTIKMV.
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Ot aoBeveic oTOoVC 0MOTOLG EMITEVYONKE KAVIKT OVTOTTOKPLIGT| OTY Bepomeion OVOIKTNG EMLGTLLOVONG LLE
gvoopA£Pio vedolizumab v efdoudda 6 tav emAé&yot yio toyawomoinon. o v a&loAdynon tov
TEAK®V onueimv g efdopadac 52, 216 (56,4%) acbeveig ToyotomomOniay kot vrofAROnKav o
Oepaneio pe dSumhd TVPAO Tpodmo (2:1:1) oe 1 amd ta akdAovba oynuate: 108 mg vroddplov
vedolizumab ka0g 2 Bdoudodeg, 300 mg evdopAéPiov vedolizumab kdbe 8 efdouddeg 1 elkoviKo
QapLOKO.

Ta dnpoypaeikd dedopévo avapopdg NTay TapoUotd yio TNy opdda achevav vd vedolizumab kot yia
v oudda acbevav vrd ewovikd eapuaxo. H Babuoroyia Mayo avagpopdc ntov petaéd 9 kot 12
(coPapn ehkmdONg KOAITION) 6€ T0606TO TTEPImOL 62% Kot pueTald 6 Kot 8 (LETplo EAKMONG KOAITION)
6€ T0G00TO MEPinov 38% Tov GVVOALKOD TANOLGHOD TNG PEAETTG.

To mpwtevov TeMKO onueio KMvIK)G VEeonc opioTnke g cuvolkn faduoroyio Mayo < 2 fabudv
Kot Kapio pepovopévn vrofabpoloyio > 1 Babuov otig 52 efdopnddec oe acheveig oTovg omoiovg giye
emtevyBel KAk avtondkpion v efoopdda 6 g Bepaneiog emaywyng pe evoopréPio vedolizumab.
H A avtomokpion opictnke g peimon e cuvolikng faduoroyioag Mayo > 3 Babumv kot

> 30% oamo ™ fodporoyio avapopdg e cuVooeVTIKY peimwon TG vrofaduoioyiog

tpwktoppayiog > 1 Babpov 1 andivn vrofabuoroyia Tpwrtoppayiog < 2 fabumv Kot Kopio
pepovouévn vropfadporoyio > 1 Baduov.

O mivaxag 4 mapovoldlet Ta aEOAOYNHEVO ATOTEAEGLLOTO Y10 TO TTPMTEVOVTO KOl OEVTEPEVOVTA TEMKE
onueia.

Mivokog 4. Anoteréopara omotereopatikoTnrog gfdopnadas 52 tng VISIBLE I

{ Y
. Vedolizumab Exriy non s
Vedolizumab v Slopopac
Ewoviko SC 108 mg 300 m Oepameiog
Telxo onpeio® apuaro® KGOg Kdﬂsg (95% CI) Ty p?
n=>56 2 gfdopnddeg 8 &BSopdde Vedolizumab SC
n=106 0= le 4 © £VOVTL EIKOVIKOD
Qopudkov
KAwucr vpeon? 14,3% 46,2% 42,6% 32,3(19,7,45,00 p<0,001
EmovAwon 21,4% 56,6% 53,7% 35,7(22,1,49,.3)  p<0,001
BAevvoyovou
Awprig KA 28,6% 64,2% 72,2% 36,1 (21,2,50,9)  p<0,001
AVTOTOKPLON
Awprng KAvikn o o o p=10,076
bpgon® 5,4% 15,1% 16,7% 9,7 (-6,6, 25,7) (ME)
Khlvua vogon —0.067
XOPIG 8,3% 28,9% 28,6% 20,6 (-4,5, 43,7) P (M’Z)
KOPTIKOGTEPOELWON"

*Ta teMkd onpeia Tapovstafoval pe T ogpd mov de&dyOnie 1 dokiun otabepng axorovdiog yio EAeyyo Tov

o@aApaTog ooV 1 oto 5%

PH opdda etcovikod goppékov mepilappaver exeiva to vokeipevo mov shapay evéopiéBio vedolizumab v

ePdopada 0 kot tnv efdopdda 2 Kot TVYOTOON KAV Y10, T AN TOV EIKOVIKOD Qappdikov amd v fdoudda 6

£€m¢ Vv gfdopdda 52.

"H extipnon g dtapopdg Oepameiog ka1 tipn p yo 6da ta tehkd onpeia Paciletor otn pébodo

Cochrane-Mantel-Haenszel

SKAvikn veeo: Zuvohikn Padporoyic Mayo < 2 Badudv kat kapio pepovopévn vropaduoroyia > 1 Paduod
v gfdopdda 52

“EnovAiwon PAevvoydvovu: Evdoockomikn abporoyio Mayo < 1 Babuod

°TAlapkng KAk avtandkpion: Kiwvin avtamoxpion tig efdopdadeg 6 ko 52

CAapkic kKA Dpeon: Khwvikn veeon tig efSopddeg 6 kat 52

TKAwvikn vegomn yopig kopTtikootepoeldn: Ot aobeveic TOL ¥PNOILOTOIOVCOV OO TOV GTOUATOG

KOPTIKOGTEPOEIDN KATA TNV EvapEn Kot SIEKOYAY To KOPTIKOGTEPOELDT Kal fPICKOVIOV GE KAVIKT DQPEST TNV

gBdopada 52. Ot apBpoi acBevdv ToL ¥PNCLLOTOOVGAY ATd TOV CTOUATOS KOPTIKOGTEPOELIT KATA TNV Evapén
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ntov n = 24 ywo 1o wovikd eappaxo, n =45 yio 10 vroddpio vedolizumab karn = 21 yia 10 evooPAEPLo
vedolizumab
MZX = un onpovtikd (apeimievpn tun p > 0,05)

Ta TpmTedovTa Kol dEVTEPELOVTA TEMKE oM UEln avaADONKaY 6€ VTTOOUAdEC aoBEVAOVY OV Elyov
AmOTUYEL G TPoTyoLuev Bepamneia pe avtaymviot tov TNFa (37%, n = 80) kot acbevav mov dev
glyav MaPer mponyoduevn Bepamneia pe aviaywviot tov TNFa (63%, n = 136). Ta amotelécpata tov
acBevav g peAétng mov vrroPAndnkav cg Oepameio e gKoVIKO QApOKO Kot VToddpto vedolizumab
0€ aVTEG TIG VToOpAdEG Tapovatalovtat otov Ilivaka 5.

Mivakog 5. Aroteréopota tne perétng VISIBLE 1 v gfoopdda 52 avaiopéve cOp@@va pe Tnv
avTumoKpion o€ Tponyovuevn Oepansio pe avriaymvieti) Tov TNFa

®epoameio pio popd Kabe 2 efdopdoeg

Ewovikd Vedolizumab SC 108 mg
QAPLOKO
Amotvyia og mponyovpevny Oepaneio pe n=19 n=39
avtayovieti Tov TNFa
KX vpeon 5,3% 33,3%
EnovAwon Prevvoydvou 5,3% 46,2%
AwpKig KAWVIKT 0VTOTOKPLoN 15,8% 66,7%
Awpkng KMvikn Vpeon 0% 2,6%
Kvikn 9peom yopic koptikootepogldon® 8,3% 27,3%
Kaopia tponyoopevn Ogpameio pe avraymvioi n=37 n=067
100 TNFa
Khvikn vpeon 18,9% 53,7%
EmovAmon Brevvoydvov 29,7% 62,7%
AwpKig KAWVIKT 0VTOTOKPLIoN 35,1% 62,7%
Awopxig KAvikn vpeon 8,1% 22,4%
KA vpeon yopic koptikootepoetdn’ 8,3% 30,4%

*Orobeveic mov glyav amotvyel o€ mponyovuevn Bepaneio pe aviayoviot tov TNFa kot xpnoyorolovsay and
TOV GTOUATOG KOPTIKOGTEPOEWN Katd TV EvapEn tav n = 12 yia to ekovikd eéppako kot n =22 yuo 1o
vrodopto vedolizumab

P O1 acBeveic mov Sev eiyov AdPet kapio tponyoduevn Oepaneia pe avraymvioty tov TNFa kot
LPNOLOTOL0VoAY OO TOV GTOUATOS KOPTIKOGTEPOEWN KaTd TV £vapén Ntav n = 12 yia 10 EIKOVIKO QApLLaKO
Kot n = 23 yio To vrodopto vedolizumab

H oyetilopevn pe v vyeia mtowdtnta {ong (HRQOL) agohoyndnke pe 1o Epotnuotoidyto yio
Dreypovmon Noco tov Eviépov (IBDQ), éva €101k gpyaleio yia T GUYKEKPLUEVT] VOGO, KOl TOV
EuroQol-5 dwotdcewnv (EQ-5D, cvunepiiapfovopévon tov EQ 5D VAS), mov amotedel yeviko
deiktn pérpnong. H moapaywyikdétnta oty epyacio a&loloynonke HEcW TOV EPOTNLATOAOYIOV
peimwong g mapaywywotntog kot g opactnprotras (WPAI-UC). O acBeveic mov vwofdiloviay
o¢€ Oepamneia pe vrodopro vedolizumab dotnpnoay Pedtidoelg otic Babuoroyieg IBDQ, EQ-5D ko
WPAI-UC v gBdopdda 52 oe peyardtepo Pabud amd 6,1t ot acheveic mov eErdpPavoy gikovikd

QapLOKO.

Ot acBeveic mov ohoxipwcay tn VISIBLE 1 ftav emié&pot va evtayBovv o€ pa cuveyilopevn
UEAETT EMEKTOOTG, OVOLYTNG EMOTLAVOTC, Yiot TNV AE0AOYNON TNG LOKPOYPOVIOG CPALELNG KOl
amoteleopatikOTTOG TG Oepameiog e vroddpio vedolizumab o acOeveic pe EAkDON KOAITION 7
voco tov Crohn.

Ot acBeveic ot VISIBLE 1 6t0vg 0moiovg dev emttedynke kKAViKN avtamokpion v efdoudda 6
éhaPav pa tpitn 66om 300 mg vedolizumab e evéopAéPia £yyvomn v efdopdda 6. Metad Twv
acBevav mov EhaPav o Tpitn d6om 300 mg vedolizumab pe evdoeréfia £yyvon v efdoudda 6,
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emrevyOnke KAvikn aviamdkpion v efdoundada 14 og mocooto 79,7% (114/143). O acbeveig otovg
omoiovg emTevyOnke KAvikn avtomdkpion v efdopdda 14 nrav emAgEipot va evioybovv otn perétn
OVOIKTNG EMONHaveng kat va AdBovv vtodoplo vedolizumab 108 mg ke 2 efdopdadec. H vy
Voo, 0mwg a&loloynonke pe v pepkn Pabporoyio Mayo (évo Tomomompuévo PHETPO TOL
meptopfavet 3 and Tic 4 fabporoyoduevec vrokAipokeg Te TAnpovg fadporoyiog Mayo: cuyvotnta
KEVOOEMV, TpOKTOppayia Kot YeViKn a&loAdynon arnd Tov wTpd) enttevydnke and to 39,2% (40/102)
aUTOV TV 0obevav TV gfdopndda 40 petd amd ™ petdpacn o€ vrodoplo vedolizumab otn perétn
EMEKTOONG OVOIKTNG EMICLAVOTG.

Ot acBeveic Tov TuyaomomOnkav oty opdda Bepaneiog pe evoopAéPro vedolizumab ot VISIBLE 1
éhoPav 300 mg vedolizumab gvdéopiefing Tig efdopnadec 0, 2 kot 6 ko kabe 8 fdonddeg otn
ouvéyela £oc v efdoudda 52. Tnv efdoudda 52 avtoi ot acbeveic elonyncov otn pelét
EMEKTACTG OVOIKTNG EMICT|HOvVoTG Kot eAdpPavay 108 mg vroddplov vedolizumab kdbe 2 efoopddes.
H i voeon, 0nog a&loroynonke arnd ) pepikn Babporoyio Mayo datnpndnke og 77% tov
acBevav otic 24 efdouddeg petd amod T HeETaPacn oto vTodopto vedolizumab otn pelétn enéktacng
OVOIKTNG EMIGTLLOVONG,

Nooog tov Crohn — vedolizumab yia vodopio. yopriynon

H amoteleopatikdmnta Kot 1 acpdaieio Tov evoopAiéfiov vedolizumab yio ) Ogpaneio eviiikov
acBevav pe pétpla £og cofapn evepyd vocso tov Crohn (Babuporoyia 220 éwc 450 chupwva pe Tov
Agiktn Evepyotntog g vocov tov Crohn [CDAI]) a&oroynOnkav og 2 perétec (GEMINI 2 kau 3).
Ot acBeveic mov elyav evtayBel eiyov amotdyel o€ 1 TovAdyioToV cvpPatikn Bepaneia,
GUUTEPTAAUPOVOUEV®VY TOV KOPTIKOGTEPOEWDMY, OVOGOTPOTOTOMTIKAV 1)/Kot avtaymviotdv TNFa
(ovumeprropfovouévav Tmv acbevav Tov dev avtamokpidnkay tpotoyevmg). Enttpendtay 1
TAVTOYPOVT YOPN YN o oTadEPMDY SOGEMV GO TOV GTOUNTOG KOPTIKOGTEPOELODYV,
OVOGOTPOTOTOMTIKAV Kot AVTIPLOTIKAV.

H perétn GEMINI 2 tov pio tuyelomomuévn, SIMAG-TOQAT, EAEYYOUEVN UE EIKOVIKO PAPLOKO
peAétn mov a&loldynoce ta teAKd onueia anotehespatikdTnTag TV €fdopdada 6 Kot v efdoudda 52.
Ot acBeveic (n = 368) ToyoromomOnkay pe SImMAG-TVEAS TpoTo (3:2) mpokeévou va Adfovv 2 ddcelg
vedolizumab 300 mg 7 eikovikd eappako v efdopdada 0 kot tnv efdopdda 2. Ta 2 TpwtevovTa
TeEAIKA ornpueia Tav 1 avoroyia acdevav pe kKAvikn veeon (opiletor og Babporoyia CDAI

< 150 BaBpovg) v efdopdda 6 kot 1 avaroyio acevav pe BeATiopévn KMVKT avtamdkpion
(opileton g peimon g fabporoyiog CDAI > 100 Babpodg and v Tiun avaeopds) v efdouddan 6
(BA. [Mivoxa 6).

H peiétn GEMINI 2 cuvictato o€ 2 opddeg acBevadv mov ehdpupavav vedolizumab tic efdopddeg 0
Kot 2: Ty opddo 1 o1 aobeveig TuyotomomOnkay yio va Aapovv gite vedolizumab 300 mg &ite
EKOVIKO QApLOKO pe SMAL-TVEAS TPpOTO Kot TNV opdda 2 ot acBeveic vrofAndnkav oe Bepamneio pe
vedolizumab 300 mg pe avown yopnynon. ['a va aoroynbei n anotehecpatikdTra TV
gfdoudoa 52, 461 acbeveic omd T1g opddeg 1 kot 2, or omoiot vioPdAiiovtay oe Bepameia pe
vedolizumab kot 6Tovg 0molovg elye emtevyHel KAvIKN avtamokpion (opioTtnke ¢ peiwon katd

> 70 onpeia g Babuoroyiag CDAI amd v T avagopdg) v efdopdada 6 Tuyatonomdnkav pe
OmAA-TVEAO Tpomo (1:1:1) o 1 amd ta TapoKaTo OepamevTiKd oyfuoTa ToL EEKivioe TNV

gfodoudoa 6: vedolizumab 300 mg xdOe 8 efoopddeg, vedolizumab 300 mg kdbe 4 efoopnddec
€IKOVIKO Qdppako kdbe 4 efooudades. Ot acbeveig mov EPEAVIGOY KAVIKT avTOTOKPLIoT TV
gBoopdda 6 yperdotnke va EEKIVIICOVY 0TAOL0KT HElMOoT TG 006MG TV KOPTIKOGTEPOEWMY. To
TPOTEOLOV TEAIKO OoNUEI0 NTAV 1 avaAoyio acBevav pe KAvikn Veegon v efdopdda 52 (PA. ITivaka 7).

H perétn GEMINI 3 ftov 1 6g0tepn TOXOUOTOINUEVT], SITAA-TVPAY], EAEYXOLEVT] LE EIKOVIKO (POPLLOKO
peAétn mov a&lodAdynoe v omotehespaTikoOTnTa TV EfSopdda 6 Kot v gfdopdada 10 otnv
vroopada achevodv ot omoiot iyav amothyel o€ ToLAd IoToV 1 cvpPatikn Bepaneio Kol og Bepaneia
ue avtoyovior] TNFa (courepilapfovouévav tmv acdevav mov dev avtamokpifnkay mpotoyevmg)
KkaOd¢ Kot 6To Yevikd TANBvueuo, mov mepteAduPave eniong acbeveic ol omoiot eiyav amotdyel o€

1 ovpPatkn Bepameio TovAdyiotov Kot dgv giyav voPAndel oe Bepameia pe avtayovior TNFa. O
acBeveig (n = 416), o1 omoiot katd epimov 75% Mtav acbeveig mov elyov anotvyel e Bepaneia pe
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avtayoviot| TNFa, ToyatomomOnkav pe SumAd-toeAd tpodmo (1:1), mpokeévov va Adfovv gite
vedolizumab 300 mg eite siovikd eapuaxo Tig efdopddeg 0, 2 ko 6. To mpwtedov TEAKO onpeio
ntav 1 avoroyio acbevav pe KAvikn Heeon v efdopddo 6 6Tov LTOTANBVGUO OV Eiye AmOTOYEL
ot Oepancia pe avrayoviory TNFa. Onmg onueidveror otov [ivaka 6, TapOoAo TOL TO TPOTELOV
TeMKk6 onuelo dev emtedydnKe, ot EXeENYNUATIKEG OVAAVGCELS dElYVOLV OTL TAPOTNPNONKAY KAIVIKOG
ONUOVTIKA OTOTEAEGLLOTOL.

Mivakog 6. Aroteréopoto TV peret®@v GEMINI 2 kon 3 Y10 TV 0TOTEAEGUOTIKOTTA TV
efoopdda 6 ko Tnv gfdopdda 10

Telkod onueio pehétng Ewkoviké gdppoko  Vedolizumab IV

Merétn GEMINI 2
KMvikn veeon, efdopdda 6
2UVOAIKA

Amotuyia og avtayoviot(ég) TNFa
Xwpig Bepaneia pe aviayoviom(ég) TNFa
Behktiopévn khvikn avtomokpion, efdoudoan 6

2 VVOMKG

Amotuyia og aviayoviot(ég) TNFa

Xwpig Bepaneia pe aviayoviom(ég) TNFa
Metafoin CRP opod amd v Tiun avapopdic
¢wc v efdoudda 6, dSiapeon (ug/ml)

Zuvortkdt
Merétny GEMINI 3
KAwin veeon, efdouddo 6

Zuvolkdt
Arnotuyia og ovtoyovioth(ég) TNFal

Xopig Bepaneia pe aviayoviotri(éc) TNFa

KAwin veegon, gfdouddo 10
ZuvolKa
Amnotuyia oe avtoyovioth(ég) TNFal
Xopig Bepaneia pe aviayoviotri(éc) TNFa

[Mopatetopévn khvikny veson™!
2uvolKd
Amnotvyio og avtayoviot(ég) TNFol

Xwpig Oepaneia pe avtaymviot(ég) TNFa
BeAtiopévn khvikni avtamokpion, fdoudoa 6

7% (n = 148)

4% (n = 70)
9% (n = 76)

26% (n = 148)

23% (n = 70)
30% (n = 76)

-0,5 (n = 147)

12% (n = 207)
12% (n = 157)

12% (n = 50)

13% (n = 207)
12% (n = 157)
16% (n = 50)

8% (n = 207)
8% (n = 157)
8% (n = 50)

15%* (n = 220)

11% (n = 105)
17% (n = 109)

31%! (n = 220)

24% (n = 105)
42% (n = 109)

-0,9 (n = 220)

19% (n = 209)
15%S (n = 158)

31% (n=51)

29% (n = 209)
27% (n = 158)
35% (n=51)

15% (n = 209)
12% (n.= 158)
26% (n=51)

Yvvoika
Anotvyia og avtayovioti(ég) TNFol
Xwpig Bepamneia pe avrayovioti(ég) TNFar

23% (n = 207)
22% (n=157)
24% (n = 50)

39% (n = 209)
39% (n = 158)
39% (n = 51)

*p <0,05
tun otoTIoTIKA ONUOVTIKA

13guTEpEvOV TEMKO oMEio TOV TPOPAAAETOL WG ETEENYNULOTIKO amd TNV TpoKkabopiopévn Stadtcacio

GTOTIGTIKOV EAEYYOL

Sun otaTIoTIKG oNpavTIKY, Ta VoAt TEAMKE onueio emopévmg dev eEETAGTIKAY GTATIGTIKG
Tn =157 y10 10 erkovikd @dpuoio ko n = 158 yio 1o vedolizumab
MaporeTapévn kKhviey Veeon: KAvikh veeon ¢ efdopddec 6 ko 10

AEmegnynuotikd Teducd Enpeio
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Mivakog 7. Amoteréopota e perétng GEMINI 2 yio TV 0TOTEAEGUUTIKOTTO TNV

epfoopdda 52
Ewovikd Vedolizumab IV Vedolizumab IV
QAPUOKO Ké0e 8 efdopadec Kké0e 4 efdopnadeg
n=153* n=154 n=154
KA\wvikn 0pegon 22% 39%" 36%*
Beltiopévn KMVIKH avTamdKpion 30% 44%* 45%*
KAwin vpeon ywpig
KOPTIKOGTEPOELSH] 16% 32%* 29%*
Awpxng kKhvikr Opgon! 14% 21% 16%

*H opdda gtkovikod gappdiov meptlopfavet ta vrokeipeva mov eAdpupavayv vedolizumab v efdopdda 0 kot
v gfdopdda 2 Kot Tuyatomomdniay yio vo AaPouvv gucovikd eappoko ond v efdopdda 6 £mg mv
efdopada 52.

p < 0,001

p<0,05

SKwvikr] voeomn yopic koptikootepoed]: Aceveic Tov YpPNGYLOTOI0VGHY KOPTIKOGTEPOELDT| 0Td TOV
GTONATOC GTNV TEPT0S0 aVAPOPAG, Ol 0TTO{oL ELYOV SLOKOWEL TO KOPTIKOGTEPOELDN 0mtd TV Bdopdda 6 Kot
gpedvicay KAk Veeomn v efdopdda 52. Ot apBpoi acbevav Ntav n = 82 yia 10 eKovikod edppoko, n = 82
yia to vedolizumab kéOe 8 gfdopddeg ko n = 80 yo o vedolizumab kd0e 4 eBSopadeg

TAaprcfic KAMvikn Dopeon: Khvikh Dpeon o€ m060676 > 80% ToV eMICKEYEMY TG HEAETNG
ovpumepthappavopévng g terevtaiog emiokeyng (efdopdda 52)

EneEnynuatikéc avardoelc EETacoy TIg EMOPACELS TNG TAVTOYPOVNG BEPAMEING LIE KOPTIKOGTEPOELON
K0l 0VOGOTPOTOTOINTIKG GTNV EXAy®YN VPeoNS pe ypnon vedolizumab. H cuvdvactikn| Oepaneia,
KUPIOG LE TAVTOYPOVI AYT KOPTIKOGTEPOELDMVY, PAVIKE VO, EIVOL TEPIGCOTEPO OMOTEAEGUATIKT TNV
gnoy@yn Veeong ¢ vocov tov Crohn ant' 6,11 1 Ay Oepameia pe vedolizumab 1 1 TawTd)pOVN Ay
0VOCOTPOTOTOTIKAV, 1) OO0 KATEJEIEE LUKPOTEPT SLOPOPE OO TO EIKOVIKO PAPLLOKO MG TPOS TO
1060070 VPeoNG. To m0c0oTo KAMviKNg Veeong otn pekétn GEMINI 2 xatd v efdopdda 6 frav
10% (Sropopd amd to gkoviko eappako 2%, 95% CI: -6, 10) otnv nepimtmon yopnynong xmpig
KOPTIKOGTEPOELDN G€ GUYKPIoN e T0606Td 20% (S1opopd amd sikovikd eapuaxo 14%, 95%

CI: -1, 29) oV TepinTmon TaVTOXPOVNG YOPNYNONG LE KopTiKoaTePoedn. Ztn peaétn GEMINI 3
Katd T1c efdopddeg 6 ko 10, Ta avTioToryo T0G0oTd KAVIKNG vVpeong Ntav 18% (dtapopd and To
€1KoVIKO Qdpuoako 3%, 95% CI: -7, 13) kot 22% (dropopd amd ekovikd eappoko 8%, 95% CI: -3, 19)
OTNV TEPITTMOOT YOPNYNONG YOPIG KOPTIKOOTEPOELDN GE GVYKPLoN Ue T0500To 20% (drapopd amd To
gwoviko edppoaxo 11%, 95% CI: 2, 20) ka1 35% (drapopd amd to gucovikd papuaxo 23%, 95% CI:
12, 33), avtioTolya, TNV TEPITT®ST TAVTOYPOVIC XOPNYNONG HE KOPTIKOGTEPOEWDT. Ot TapATAV®
emdphoelg mapatnpnOnKay oveEApTNTa 0O TNV TAVTOXPOVY YOPNYNON N UN XOPTYNoN
OVOGOTPOTOTOUTIKMV.

Eme&nynuotikég avalivoelg mapéyovy mpdcdeta dedopéva yio Toug Pactkodg vrominbucuovg tov
pekemnOnxayv. Xty GEMINI 2, nepimov o1 piooi acBeveic elyav 16n amotdyet oe Bepaneia pe
avtayoviot] TNFa. Meta&d avtdv tov acbevav, oto 28% mov ehdpupave vedolizumab kdbe

8 efdouddeg, oto 27% mov erduPoave vedolizumab kabe 4 efdoudodeg kot oto 13% mov elauPave
EIKOVIKO PApLaKo, ETeTELYO KAviKT Vpeon Ty gfdopdda 52. H avénuévn kKAvikn avtomdkpion
emtevyOnke o€ m0cootd 29%, 38%, 21%, avtictorya, kot 1 KAVIKY VQEOT X®OPIC KOPTIKOGTEPOELIN
emtevyOnke og mocootd 24%, 16%, 0%, avtictolyo.

Ot acBeveic mov dev Katdpbwoay va deiEovv aviandkpion v efdondada 6 otn perétn GEMINI 2
mapéuevoy otn neAét ko erdpfovay vedolizumab kdbe 4 efdopddeg. AvENUEVT KAVIKT
avtomokplon mapotnpnonke v efoopndada 10 kot tnv efdopdda 14 yio peyodlvtepeg avaroyieg Tmv
acBevav mov ehapfPavav vedolizumab (16% wat 22%, avticToya) cuykplTikd e T 10600t achevov
oL gAdpPavay erkovikd eappoko (7% ko 12%, avtictorye). Agv vanpye KAVIKG onUavTiKn Stopopd
g KAMVIKNG Vpeonc petald Tmv opddmv Bepameiag oe avtd Ta Ypovikd onpeio. Ot avaAdGES KAVIKNG
Voeong v gfdopdada 52 oe acbeveic mov dev avtomokpiOnkav v efdoudda 6, oAAE TETLYAY
avtondkpion v efdopdada 10 1 v efdoudda 14, vrodetkvoovy 01t o1 acbeveig pe voso tov Crohn
7OV OEV OVTOTOKpivovTal pumopel va weeAnbodv amd pa d6or vedolizumab v gfdopdada 10.
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Ot acBeveic mov andiecay v aviomokpion oto vedolizumab dtav vrofdlioviav oe Oepaneio kdOe
8 efooudoeg otn perétn GEMINI 2 glyav 1 duvatoOTNTO VO GUUETACYOVY CE LI OVOLKTH HEAETN
enéktaong kol va Aappavouv vedolizumab kd0e 4 gfdopdadec. Xe avtovg Tovg acheveic, 1 KAVIKA
Voeon emitedydnke 010 23% TtV acbevav v efdoudda 28 kot 610 32% twv aclevav v
eBoopdoa 52.

Ot acBeveic Tov TETLYOV KAMVIKT avTamokplon votepa omd ANy tov vedolizumab Tig efdopddeg 0
Ko 2 KoL KOTOTLY TUYO0TomOnKay o€ EIKoVIKO @appoko (Yo 6 Emg 52 efouadec) Kol amdAEsOY TV
avTOTOKPIGT TOVG ElYOV TN SVVATOTITA VO GLUUUETACYOVY GTIV OVOIKTH UEAETT] ETEKTACTG KOL VAL
Aappdavovv vedolizumab ke 4 efdopddeg. Xe awtovg TV 0obeVELG, 1 KAVIKY DeoT emitedyOnke
010 46% TV 00Bevav og drdotnua péxpt 28 gfdopddmv kat oto 41% TV acbevav og dStaotnua
uéypt 52 efdopddmv.

€ QUTHV TNV OVOIKTN UEAETY| EMEKTACT|G, KAVIKT] VPEST Kol KAVIKT AVTUTOKPIoT| Tapatnpdnkay og
acBeveic yio uéypt 196 gfdopadec.

H ere€nynpatikn avaloon £de1&e 0Tt KAMVIKE onpovTikeés BEATIOCELS TopaTnpnOnKkay oTig opddes Tov
ghapPavav vedolizumab ke 4 efdopddeg kot kabe 8 efdouddeg otn perétn GEMINI 2 kot ot
BeATidoElg fTay GNUOVTIKE LEYOADTEPES GE GUYKPLOT| LE 0,TL GTNV OUADN TOV EIKOVIKOD QUPUAKOV
amo TNV TN avoeopds péxpt v efdopdada 52 otig fabuoroyieg tov epotuotoroyiov EQ-5D kot
EQ-5D VAS, ot cvvoikn| BaBporoyia tov IBDQ kot otig vrokhipakeg tov IBDQ yio ta gvepika
GUUTMOTO KOL T GUGTHOTIKT AEITOVPYIO TOL EVIEPOV.

Noéoog tov Crohn - vedolizumab yio. vwodopia yopnynon

H amoteleopatikdTta Kot acpireia Tov vrodopov vedolizumab yio tn Oepaneio evilikov acOevav
pe pérpra £mog coPapn evepyn voso tov Crohn (Babporoyio CDAI 220 émg 450) katadeiydnke oe pia
TUYOLOTIOUNUEVT], OITANL TUQAY|, ELEYYOLEVT LE EIKOVIKO QAPLAKO LEAETN TOV 0ELOAdYNOE TO TEMKA
onueia arotelecpatikotntog v edoudda 52 (VISIBLE 2). Xt VISIBLE 2, ot acfeveic mov
evtayOnkav (n = 644) giyov avenapkn avTOTOKPLoT], OIMAELN TNG OVTOTOKPLoNG 1 ducavesio og
ToVAdyIoTOV pio cvuPatikn Oepameio, copmeplapuPavouévmy TV BEPUTEIDV UE KOPTIKOGTEPOELON, LIE
avoGOTPOTOTOMTIKG 1/Kan pe avtaymviotég Tov TNFa (cuumeptiiapfoavouévav Tmv TpmTtoyevas Un
avTomokpwvopevov aobevav). Emitpendtav 1 cuyyopnynomn otafepdv d6GE®V 0o TOV GTOUATOG
OULVOGOAKLAMK®V, KOPTIKOGTEPOEWOMY 1/KaL 0VOGOTPOTOTOUTIKMV.

Ot acBeveic 6TOVG 0TTOi0VE EMLTEVYONKE KAVIKT OVTOTOKPIGT GTI UEAETN GVOIKTNG EMICTUOVONG UE
evoopAéPio vedolizumab v efdopdda 6 tav emAé&yiot yio toyaromoinon. ['a v a&loAdynon twov
TeEMK®V onueimv g efdopdadac 52, 409 acbeveic (64%) TuyoromomOnkay Kot vroPAnOnKay o
Oepameia pe dSumhd TVEAS TpodTo (2:1) Tpokeévov va, Adfovv 108 mg vwoddpiov vedolizumab
(n=275) | vTodOP1O E1KOVIKO PappoKo (n = 134) kdbe 2 gfdopddec.

Ta dnuoypaekd dedopévo avapopdg NTav TapoUotd yio TNy opdda achevav vd vedolizumab kot yio
v oudda acbevav vrd ewcovikd eapuako. H CDAI avagpopdc ftoav > 330 (coPapr vocog tov Crohn)
o€ 1000016 mepimov 41% ko < 330 (pérpra vosog tov Crohn) o€ 0600t TEPinov 59% ToL
GUVOALKOD TANBVGUOV TNG LEAETNC.

ApyiCovtag v efdoudda 6, o1 acbevelg oTovg omoiovg giye emrevyBel KAVIKY OvTOTOKPION
(op1louevn ¢ peimon g faduoroyiog CDAI > 70 Babudv amd tnv T avagopdc) Kot wov
eAapPavoy KopTIKOGTEPOELDT, OMALTEITO VO aPYICOVV GYNUA TPOOSEVTIKNG HEIMONG TV
KopTikooTePoed®V. [Ipmtevov tehid onpelo HTav 10 T0G00TO AGHEVAOV e KAVIKT DPE
(Babuoroyia CDAI < 150) tnv efdoudda 52. Ta devtepedovta TEAKA onpeio TAV TO TOGOGTO
acBevav pe Beltiopévn KAvikn avtamokpion (peiwon > 100 Babudv ot Pabporoyio CDAI amd v
TN ovapopdc) tnv efdopdda 52, 1o Tocootd achevdv pe HPeon YOPIg KOPTIKOGTEPOELDN (0obeveig
7OV YPNGLUOTOOVCAY 0Td TOL GTOUATOG KOPTIKOGTEPOELON KATA TNV EvapEn Kal SIEKOWOV Ta,
KOPTIKOGTEPOELDN Kol fpickoviay g KAVIKY Deeon) ™V efdoudda 52 Kot 10 1060610 acbevmv ympic
mponyovpevn Oepamneia pe avraymviot) tov TNFa otovg onoiovg eiye emtevyfei kKAvikn Hpeon
(Babuoroyia CDAI < 150) tnv gfdopdda 52.
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O zivaxog 8 mapovstalet ta a&loloynUEVA OTOTEAEGLATA Y10 TO TPMTEVOVTO KOl OEVLTEPEVOVTO TEALKA
onueio.

ivakag 8. Aroteriopata aroteleopatTik6TnTog Efdopddag 52 tng VISIBLE 2

i i
., Vedolizumab EKHHnGn s
Ewoviko SC 108 mg dtapopdc Bepameiog
, . QapuraK . (95% CI) -t
Telkod onueio of KdOe vedolizumab SC Twn p
B 2 gfdopadec . ,
n=134 n=275 €VOVTL EIKOVIKOV
QOPUAKOV
Kiwvikn dpeon® 34,3% 48,0% 13,7 (3,8, 23,7) p = 0,008
g ’ =0,167
Behtopévn hvuch 44.8%  52,0% 7,3 (-3,0, 17,5) P
avTamOKpIon (MZ)
Khwueh beeon zopis 182%  453% 27,1 (11,9, 42,3) p = 0,002
KOPTIKOGTEPOELON
KAwikn vpeon oe acBeveig
KOPS IPOTIVODUEVI 4 gop - 48 6%, 43 (-11,6, 20,3) p=0,5911
Oepomeia pe avtaymviot
tov TNFaf*

*Ta tehucd onueio Tapovsidlovial pe T oelpd mov dedydnke 1 dokiun otadepng axorovbdiog yio Edeyyo
OV 6QAApLOTOG TOTTOV 1 6T0 5%

TH opéda gtcovikod goppékov mepthoapPaver exeiva to vokeipevo mov Ehapay evdoeAéBio vedolizumab
v gfdopdada 0 kot v efdopdda 2 Kot TVXOOTOMONKAY Y10 TNV AWM EIKOVIKOD QOPUAKOL OO TV
gfdopada 6 £mg v efdopdda 52.

H extiumon g Sapopdg Oepansiog kot n T p yio 6Aa o tedké onueia Baciletar otn uédodo
Cochrane-Mantel-Haenszel

SKawvikr] vogon: Babuoroyio CDAI < 150 v eBdopada 52

Beltiopévn khvikr aviomdkpion: peimon g Babuoroyiog CDAIL > 100 Babupovg amd v T avapopdc
(eBdopdda 0) v efdopdda 52

** KMvikn veeon yopig Koptikootepoeldn): Ot acbeveig mov ypnoionolodoay omd TV GTOHOTOG
KOPTIKOGTEPOEIDN KATA TNV EvapEn Kot SIEKOYAY To KOPTIKOGTEPOELDT Kal fPpicKOVIOV g KAVIKE DPEST
mv gfdopdda 52. Ot apiBuoi acbevdv Tov YPNGYLOTOI0VGOY OO TOV GTOLOTOG KOPTIKOGTEPOELON KOTA TNV
évapén Ntav n = 44 10 10 EIKOVIKO GAppako Kot n = 95 yio o vwoddpto vedolizumab.

1 Khvikr veeon (Babporoyio CDAI < 150, v efdopdda 52) oe acbeveic mov dev giyav AaPet
mwponyovpevn Bepamneia pe aviayovior) tov TNFa (n = 63 guwovikd pdppoko, n = 107 vroddpilo
vedolizumab)

H ovopaoTikn Ty p

MX = pun onpoavtikd (apeimievpn i p > 0,05)

Ta Ttpwtedovia Kot devtepedovia TEAKA oneia avalbONnKoY o€ VITOOUAJES 0GBEV®Y OV dgV ElyaV
vroPAnOel e mponyovpevn Bepaneia pe avrayoviot tov TNFa (42%, n = 170), acBevdv mov elyav
ATOTUYEL G€ TPOTyoLueVn Bepamneia pe avtaymviot tov TNFa (51%, n = 210) kot acBevov pe
wpornyovpevn £kbeon oe Bepaneia pe aviaywviot tov TNFa wov, dpmc, dev giyav mapovsiicst
amotvyla g Oepameiag (7%, n =29). Ta anoteléopata tov aclevov g peréng mov vrofAndnkKav
o€ Oepameia e e1KOVIKO QAPHOKO Kot VToddplo vedolizumab cg avTEC TIG LTOOUAdEC TapovoldlovTal
otovg [livakeg 9 kou 10.
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IMivakog 9. AToTEAEGNOTO OTOTEAEGPOTIKOTI TS EPOONGdOG 52 6 acOeveic mov dev giyav
AaPer mponyovuevn Oepancia pe avroyovieri Tov TNFa 6t VISIBLE 2

Awpopd Bepameiog

Ewoviké Vedolizumab SC 108 mg (95% CI)

QAPUOKO KGO 2 efdopadec Vedolizumab SC évavtt
Telkod onueio n=63 n=107 EIKOVIKOD QupUaKOL
Khvua vpgon 42,9% 48,6% 4,3 (-11,6, 20,3)
BeAtiopévn khvikn 47,6% 54,2% 4,4 (-11,6, 20,3)
OVTaTOKPIoN
Khvua vogon ropic 18.2% 41,0% 22,8 (-3,2,46,8)
KOPTIKOGTEPOELIN

" O acBeveic mov dev eiyov AdPet kopio mponyovuevn Bepaneia pe avtoymvior tov TNFo kot
APNOOTOLOVOAY OO TOV GTOUATOG KOPTIKOGTEPOELDN KaTd TNV Evapén Ntav n = 22 Y1 TO EIKOVIKO QAPLLOKO
kot n = 39 yio 70 VTodop1o vedolizumab

Mivaxkag 10. AToterléopnoto amoTerecpaTIKOTNTAS EfOONadHS 52 o€ acOeveig Tov iyav
amoTVyEL 6€ Tponyovuevny Ogpancio pe avrayovieti] Tov TNFa oty VISIBLE 2

Awopopd Bepameiog

Ewoviké  Vedolizumab SC 108 mg (95% CI)

(APLOKO Ké0e 2 efdopuddeg Vedolizumab SC évavtt
TeMkod onueio n=159 n=151 EIKOVIKOD QopuUdKoL
KAwvuen vpegon 28,8% 46,4% 17,6 (3,8, 31,4)
BeAtiopévn kivikn 45,8% 49,0% 3,2(-11,8, 18,2)
OVTOTOKPIoN
KAwikn vpeon 1opic 15.0% 46.2% 31,2 (5,2, 54,5)
KOPTIKOGTEPOELON

** O1 acbeveic mov elyav amotdyel oe Tponyovuevn Oepaneia pe avraywvioty tov TNFa kot xpnoiuonoodcuy
amd oTOLATOG KOPTIKOOTEPOEWN KaTd TV £vapEn Ntav n = 20 yia To elKoviKd QAapHaKo kot n = 52 yia 10
vrodopio vedolizumab

H HRQOL a&oroynOnke pécm tov IBDQ, evog €101tkov epyaleiov yia T cvykeKpuévn voco, Kol Tov
EQ-5D (ovumepthapfovopévov tov EQ-5D VAS), mov amotelet yevikd deiktn pétpnong. H
TOPUYOYIKOTNTO TNV €pyacia a&loloyndnke péow tov WPAI-CD. Ot acbeveig mov vopdAioviay o
Oepamneia pe vrodoplo vedolizumab datpnoay Bertiwoelc otig faduoroyieg IBDQ, EQ-5D kot
WPAI-CD v eBdoudoda 52 o€ peyarvtepo Pabud amod 4,11 ot aceveic mov ehaupavay e1KoviKO
QapLOKO.

Ot acBeveic mov oloxipwoay tn VISIBLE 2 ftav emié&pot va evtayBovv og pa cuveyilopevn
UEAETN EMEKTAONC, OVOLYTNG EMIONLAVOTG Y1 TNV AE10AGYNON TNG LOKPOYPOVING AGPAAELOG KOl
amoteAecpaTIKOTNTOG TG Bepameiog pe vroddpio vedolizumab o acOeveic e Elkddn KOATION 1)
voco tov Crohn.

Toudrorpikdc TAnOvoude

O Evponaikoc Opyaviopog Papudkmv xel SOGEL avofodn amd TNV VTOYPEMGT) VITOPBOANG TV
amoTeElecUATOV TV HEAET®V LE To vedolizumab o 1 1} TEPIGGOTEPEC VITOKATNYOPiES TOV
TS0 TPLKOD TANBVG OV GtV EAKMON KoAiTida kot Tn voco Ttov Crohn (PA. mapdypapo 4.2 yia
TANPOPOPIEC GYETIKA UE TNV TOUSLUTPIKN ¥Pp1oN).

5.2 @oppokoKivnTiKEG 1O10TNTEG

H oppakoxivntikn tov vedolizumab yia pia kot yio moAhamAég dOoel et peretn el og vy
vrokeipeva kal o€ acbeveic pe pétpla Eog cofapn evepyod ehkdon KoAitida 1 voso tov Crohn.
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Amoppdonon

21006 aoBeveig otovg omoiovg yopnyndnkav 300 mg evdopAéfiov vedolizumab wg eviopA&fia £yyvon
30 Aemtddv T1g efSopddeg 0 Ko 2, 01 HECES KATMTATEG CLYKEVIPMOGELS GTOV 0pO TNV gfdopndada 6 NTav
27,9 pg/ml (SD £ 15,51) otnv ehk®dn koAitida, kot 26,8 ug/ml (SD + 17,45) ot véco tov Crohn. Xg
ueAéteg pe evooeAéPto vedolizumab, apyilovrag v efdoudada 6, o1 acbeveic erdpupavay 300 mg
evoopAéPlov vedolizumab kdBe 8 1 4 efoopddec. Le acbevelg e EAKDON KOAITION, O LEGEC KATDTUTES
OLYKEVTPMGELS oTadepomomuévng katdotaong otov opo Nrav 11,2 pg/ml (SD + 7,24) kot 38,3 pug/ml
(SD + 24,43), avtictoyyo. Xe acbeveig e vooo tov Crohn, ot HEGEC KOTMTOTEC CLYKEVTPMGELG
otabeponolévng katdotaong otov opd frav 13,0 pg/ml (SD £ 9,08) ko 34,8 ug/ml (SD + 22,55),
avtictolya.

e peréteg og aobeveic pe eAkdon KoAitidoa 1 véso tov Crohn mov eAdpfovay vrodopto vedolizumab,
apyilovtag v efdoudda 6, or acBeveic erdpPavav 108 mg vrododpiov vedolizumab kdbe

2 gfdopadec. Ot d14UETES GVYKEVIPDOGELG GTOV 0pd Gg oTodgpomotpévn Kotaotaon frav 35,8 ug/ml
(SD + 15,2) o€ acbeveig pe eAkmon koAitida kot 31,4 ug/ml (SD + 14,7) oe acbeveic pe véco tov
Crohn. H Brodiafeoipdotnto tov vedolizumab petd and epdnal vnodopia yopriynon 108 mg e oyéon
pe Vv epamnas evoopAéPia yoprynon frav mepinov 75%. O S18pUecog xpovog Emg TV emiTEVEN
UEYIGTNG GLYKEVTPMOONG GTOV 0PO (tmax) NTAV 7 NUEPES (0p0g 3 ¢ 14 nuépeg) kat 1 O1dpeon péyiom
ovYKEVTP®ON 6ToV 0pO (Cax) tav 15,4 pg/ml (SD + 3,2).

Koatavoun

O QOPUOKOKIVITIKEG aVOADGELG TANOVG OV VTOdEIKVOOVY OTL 0 YKOC Katavoung Tov vedolizumab
givar mepimov 5 Altpa. H odvdeon tov vedolizumab pe Tig mpmTeiveg Tov TAAGUOTOS OV £)XEL
a&loroynBei. To vedolizumab givor éva BepomenTIKO LOVOKAMVIKO OVTIGOUO KoL OEV OVOUEVETOL VO,
GUVOEETAL LIE TIG TTPMOTEIVEG TOV TAAGOTOG.

To vedolizumab dev dtomepvd TOV ALUATOEYKEQPOAKO Pparyud puetd amd evoopA&Pia yoprynor. Otav
10 vedolizumab 450 mg yopnynOnke evooeAEPia dev aviyveNTNKE GTO EYKEQPOAOVAOTLOL0 VYPO VYLDV
VITOKELLEVOV.

Amofoin

Ot QopUOKOKIVITIKEG AVOAVOELG 0TOV TANBVoUO BAcel EvOOPAEPLOV Kot VTOSOPLOV dEdOUEVEOV
delyvouv 611 N kdBapon Tov vedolizumab givar mepimov 0,162 I/muépa (LEG® YPALUIKOD LOVOTOTION
amofoAng) kot n numn otov opd 26 nuépes. H axpifnic 086¢ amofoing tov vedolizumab dev eivar
YvooTh. Ot oPUOKOKIVITIKEG 0VAADGELS 6TOV TANBLGUO delyvouy OTL eV 1| YounAn aApovpivn, To
vymAdTEPO PAPOg SOUATOC Kat 1) Tponyovuevn Bepaneia pe aviti-TNF @dppoka propodv va
avénoovv v kdBapon tov vedolizumab, 1 ékTaon TOV EMOPAcEDY TOVG Ogv Bewpeitar KAVIKA
ONUOVTIKY.

Tpoppuxodmnra

To vedolizumab TopOLGINGE YPALULIKT QOPUAKOKIVITIKT] GE GUYKEVIPOGCELS OPOV TAV®D 0d
1 mcg/ml.

Ewdwoi mAnfvouotl

H nAia dev ennpedlet v kdBapomn tov vedolizumab e acbevelg pe eAkmon koAitido Kot vOGo Tov
Crohn pe Baomn TG QOPUAKOKIVITIKEG OVAADGELS 6TOV TANBLoUO. Aev £xouv Tpayuatomoindel TmKEG
HeAETEC Yo VoL eE€TAGTOUV 01 EMOPACELS TNG VEPPIKNG 1 TNE NTATIKNAG SLCAEITOVPYING 6T
QOPUOKOKIVITIKT TOL vedolizumab.
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5.3 IIpoxivikd d€dopéva Y10, TNV 06QALELN

Ta pn KAMvikd dedopéva €V OTOKAAVTTOVV 131aiTEPO KivduVo Yo Tov dvBpmmo pe Baon Tig
SVUPOTIKEG LEAETEC POPULOKOALOYIKNG ACPAAELOS, TOEIKOTNTOG ETOVOAAUPAVOLEVOV BOGEWDVY,
YOVIOL0TOEIKOTNTAG, EVOEYOUEVNC KAPKIVOYOVOL OPAGTC, TOEKOTITOS GTNV OVOTUPOY YK
KOVOTNTA KO avVATTUED.

Agv &povv mpaypotonombel pokpoypoviec ueréteg oe {ma pe 1o vedolizumab yio v a&lohdynon g
KOPKIVOYSGVOL OpAcNC TOV EMELON OEV VITAPYOVY LOVTEAN POPLLOKOAOYIKNG OVTUTOKPIONG O
LOVOKAMVIKA AVTICOUOTO. L€ POPUOKOAOYIKE OVTATOKPIVOLEVE €10 (T1BNKOVG KVOVOLOAOYOG), dEV
vIPYE Kapio EvOEEN KUTTOPIKNG VIEPTAAGING 1] CLOTILOTIKNG (VOGOTPOTTOTOIN oG IOV Oal
UTOPoVGE SLUVNTIKG VOL CUGYETIOTEL LUE 0YKOYEVEDT G& TOEIKOAOYIKEG LeAETEG dldpKelag 13 Kkat

26 gfdouddwv. Emmiéov, dev avevpéniay emdpacelg tov vedolizumab otov puOuod
TOALOTAAGLOG OV 1) TNV KLTTAPOTOEIKOTNTA TG KVTTAPIKNG GEPAS avOpOTIVOL GYKOV TOV
EKQPPAUCTNKE In Vitro otnv wreykpivn aafs.

Agv &govv Tpaypotonom el e1d1kég peETe YovipotnTog o€ (da yia to vedolizumab. Agv givol duvatd
va e&oyBel Eva 0ploTIKO GUUTEPUCLL YLOL TO APCEVIKA AVATOPAYWOYIKE OpYava omd PLEAETT
to&dtnrag emavariappoavopevov d6cewv og TidnkKo kKvovouoroyo. Asdouévov o6tL o vedolizumab
OgV OEGUEVETOL GTOV OVOTAPAYMYIKO 1GTO TOV CPGEVIKOD GTOV TiBNKO Kol 6ToV AvOpOTO, Kol EPOCOV
TopoTNPNONKE OKEPALA T) APCEVIKT YOVILLOTNTO G TOVTIKLOL Le EAAEYT TG wvTeykpivng B7 (vokdouT),
dev avapévetar 6Tt To vedolizumab Oa ennpedoet T YOVILOTNTO TOV OPGEVIKMDV.

H yopniynon tov vedolizumab cg kKvopopovvteg B KoOVG KVOVOUOAOYOVG KATE TN S1APKELD TOV
UEYOADTEPOL UEPOVC TNG KUNGONG OEV Elxe MG amOTEAETLO EVOEIEELS EMIOPACTC MG TPOC TNV
TEPATOYEVEGT], TNV TPOYEVVITIKN 1 TI LETOYEVVNTIKY avOmTLEN TV BPe@dv péypt TV NAIKio TV

6 unvav. Xopnd enineda (< 300 pg/l) tov vedolizumab aviyvevtnkav v nuépa 28 petd ToV TOKETO
670 YéAa 3 and toug 11 xvovopdroymv mhnKkmv mov vroPdilovray og Beponeio pe 100 mg/kg tov
vedolizumab yopnyobueva kdOe 2 gfoopndadeg kot 6yt o omotodnmote (o wov eAduPavay 10 mg/kg.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX
6.1 Kotahloyog exddymv

Krtpkd 0&0 povoidpucd

Kurpwd varpio ddpkd

L-1omdivn

L-1o118ivn povoidpoylmpikn

L-apywivn vdpoyrlopikn

[ToAvcopPiko 80

Yomp yio evéoipa

6.2 Aocvpparéotnreg

EX\eiyel peletmdv oyetikd pe tn cupfototnta, T0 Topov QAPUOKEVLTIKO TPOIOV OEV TPETEL VA
OVOLPLELYVOETOL LE AL POPULOKEVTIKE TPOTOVTAL.

6.3 Awpkera Long

24 pnveg

6.4 Iowitepeg Tpo@uraels kKatd T PUAAEN TOV TPOIOVTOG

dvidooete og yoyeio (2 °C-8 °C). Alatnpelte TIC TPOYEUOUEVES GUPLYYES N TIG TPOYEUGUEVES

GLOKEVEG TUTIOV TTEVOG OTO EEMTEPLKO KOVTL Y10, VO TPOGTATEDOVTOL OO TO PG,
Mnv KatTonyvyeTe.
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Edv yperaleton, pio LePOVOUEVT] TPOYELUGUEVT CUPLYYO 1] TPOYEUICUEVT) GUGKELT TOTOV TEVOC UTopeEl
va Topapeivel EKTOG YLYEIOL TPOSTATEVHEVT] 0t TO PMG o€ Beppokpacio dopatiov (¢mg 25 °C) yu
g 7 nuépec. Mn xpnNOYOTOIEITE TNV TPOYEUIGUEVT] GUPLYYQ 1] TNV TPOYELLGUEVT] GUGKELT] TOTOL
mévag, qv €xel mopapeivel ektdg Youyeiov Yo meplocdtepes omd 7 NUEPECS.

6.5 ®@Von Kol GVGTUTIKA TOV TEPLEKTI

Entyvio 108 mg evéoo S1dAvLo. 6€ TPOYEUGLEVN GUPLYYQ

Evéopo didivpa og copryya 1 ml amd yvaAi tomov I pe otabepn, Aentod Toryoduatog feAdva

27 gauge, 1,27 cm. H o0pryya €xet €va ehaoTtikd KOALUULO BEAOVOG EYKAEITTO G€ TAAGTIKO KEAVPOG
Kol EAUGTIKO TOUA EIGYDPNONE.

H mpoygpiopévn ovpryya vmododpiov vedolizumab amotelel choTnUA YOpTIYNONS POPLUAKOL Hiog
d00oMG He extéleoT TG éveong pe To xépl. Kabe mpoyepuopévn ovpryyo diabétet pio, cuokeun
OCQOAELNG TTOV EVEPYOTOLEITOL Y10l TNV EXEKTAOT Kol AGPAAGT VO KAAVKA AV omtd T BeAova,
oA ohokAnpwBel n Eveon.

Yvokevaoieg 1 1 2 TPOoYEUOUEVOVY GUPLYYDV Kol TOAATAEC GLOKEVOGIES TV 6 (6 cuokevacisg g 1)
TPOYEUGUEVOV GUPLYY®V.

Entyvio 108 mg evéoo S1GAvLL0. GE TPOYEUGUEVT] GUGKELT TOTOV TTEVOC

Evéopo didAvpa og Tpoyepiopévn cuokenn THmov mévag o€ cvptyya 1 ml and yvoi tomov I pe
otafepn, Aentod Toymuatog, BeAdva 27 gauge, 1,27 cm. H oopryya €xet €vo eAaoTikd KOAVLLOL
Berdvag EykAeloTO G€ TAAUCTIKO KEAV(POC Kol EMAGTIKO TALLO EIGYDPTONG.

H mpoygpiopévn cvokenn tomov mévag vrodoptov vedolizumab anotekei cOoTHA YOPYNONG
Qopuaxov piog 60omGg pe eKTEAEST TNG Eveonc Le pnyavikd tpomo. Kabe mpoyepucuévn cuokeun
TOmov mévag dlabétel pio avtopatonomuévn mpakion Belovag mov enekTeiveTon Kot ac@aAilel OV
amo T Pelova, pOALG 1 cuckevn amopakpuviel and ™ Béomn g Eveong.

Yvokevaoiec 1 1 2 TPOYEUOUEVOV GUGKEVMY TOHTTOV TEVOS KOl TOAAUTAEG GVOKELOGIEG T®V 6 (6
oVOKEVAGIEG TNG 1) TPOYEUIOUEVDV GUGKEVHDV TOTTOV TEVOLC.

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.
6.6 Iowitepeg mpo@uAGEeIS amdppLynS Kol GAAOG YEPIOROS

Odnyieg yio T yopnynon

AoV Bydiete TV TpoyEoUEVT GUPLYYD 1] TV TPOYEUIGUEVT] GUGKEVT TOTTOV TEVAG OO TO YLYEiO,
mepiuévete 30 AemTd TPV YOPNYNOETE TNV £VEST|, MOTE TO dtdAvpa va £pBel oe Beprokpacio
douatiov.

Mnv a@fvete TV TPOYEUGUEVT] GVPLYYA 1] TNV TPOYEUICUEVT] GLOKELT TOTOV TEVAG EKTEDEUEVT GTO
AUECO NMAMOKO QWG

Mnv kotoyvyete. Mnv 10 yprolponoteite, av £yl katayuyoel.

EAéyEte ontikd 1O StGALUA Y10 COUOTION KOt OTOYPOUATIGUO TPV omtd TN xoprynon. To didivua
TPEMEL vaL givart dypmpo £0¢ Kitptvo. M| yp1CLUOTOLEITE Lo TPOYEUIGUEVT] GUPLYYQ 1] TPOYEUGLLEVT
GLOKELT TUTOV TEVAG IE OPATO COUATION 1] OTOYPDUOTIGLO.

Kd&0e mpoyepiopévn oipryya 1 Tpoyepicpévn cuokent THmov mévag tpoopiletatl povo yio pia ypnon.

Ka0g aypnoiponointo eopuokevtiKod tpoidy 1 VIOAEUUO TPETEL VO, ATOPPITTETUL COUPDVOL UE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLOTAEELG.

46



7. KATOXOX THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S

Delta Park 45

2665 Vallensbaek Strand
Aavia

medinfoEMEA @takeda.com

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

Entyvio 108 mg evéoiuo StdAvo € TPOYEUWGLUEVT GOPLYYQ

EU/1/14/923/002: 1 mpoyepicuévn cipryyo
EU/1/14/923/003: 2 mpoyepicuéveg cOPLYYES
EU/1/14/923/004 TToAhamin cvuokevacio: 6 Tpoyeuiouéves cupryyes (6 cuokevaocieg g 1

TPOYEGHEVNG GOPLYYOG)

Entyvio 108 mg evéouo S1GAvuo. o€ TPOYEUGUEVT] CUGKELT TOTOV TTEVOS

EU/1/14/923/005: 1 mpoygpicuévn GUOKELT TOTOL TTEVOG

EU/1/14/923/006: 2 TpoyeicUEVEC GLOKEVEG TOTTOV TTEVAG

EU/1/14/923/007 IToAhoamd cuokevacio: 6 TpoyeUIoUEVEC GLGKEVEG TUTIOL TTEVOG (6 CLOKEVAGIEC TNG
1 TpoYEGUEVIC GUOKEVTG TOTTOV TTEVOC)

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia mpdng £ykpiong: 22 Mdiov 2014
Huepounvia tekevtaiog avavémong: 12 Askepppiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOpies Y10 TO TOPOY QOPUUKEVTIKO TPOioV gival d1a0EGIES GTOV SIKTVAKO TOTO
tov Evponaikod Opyovicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTEX THX BIOAOI'IKQX APAXTIKHX
OYXIAYX KAI TAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AITIOAEEMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX THX BIOAOI'IKQX APAXTIKHX OYXIAX KAI
IMAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AIIOAEXMEYZXZH TQN ITAPTIAQN

‘Ovopa kot d1enfuvon TV ToPooKELOOTAOV TNE PIOAOYIKMC dPUCTIKNES OVOINC

AbbVie Bioresearch Center
100 Research Drive
Worcester, MA
01605-4314

HITA

Abbvie Biotechnology, Ltd
Road #2 Km 59.2

PO Box 2191

Barceloneta

ITovépto Pixko 00617

Lonza Biologics, Inc.
101 International Drive
Portsmouth

NH 03801

HITA

Takeda Pharmaceuticals U.S.A. Inc.
9450 Winnetka Avenue North
Minneapolis

MN 55445

HITA

‘Ovopa kot d1evfuvon ToVv TOPOoKELOOTOV TOL £ival LTTELOVVOL Y10 TNV OTTOOEGUEVOT TV TAPTIOWV

Takeda Austria GmbH
St. Peter-Strafe 25
4020 Linz

Avotpia

B. OPOI'H OI IIEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokevTikd TPOidV Yo TO 0TOI0 amoLTeEITAL TEPLOPIGUEVT TPk cuvtayn (PA. mapdptnua I
[TepiAnym Tov Xopaktnpiotik®v tov [Ipoidvtog, mopdypoaeoc 4.2).

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢ce1g meprookng mapaxorovdnong g acpdireias (PSURS)

Ot anoutioetg yuo tnv vroPoin towv PSURS ywa to ev Adym gappokeutikd mpoidv opilovion
GTOV KOTAAOYO LE TIG Nuepounvieg avaeopag g Evoong (kotdhoyog EURD) mov mapatifston

otV mapdypapo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot ka0 emakdlovbng
EMKALPOTOINGONG OTMG OMULOGIEVETAL GTNV EVPMOTAIKT| SIKTVOKT) TOAT] Y10, TO, QAP0
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A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yy£010 oroygiprong Kivovvov (ZAK)

O Kdaroyog Adeiag Kukhogpopiag (KAK) Oa die&aydyet Tig amattodpueveg dpactnploTnTes Kot
TOPEUPAGELS PUPLOKOETOYPVTVNONG OT¢ Tapovotdlovial 6to cupuenvniéy XAK wov
mapovstdleTar otnv evotnta 1.8.2 g doelng KukAopopiog Kot 0molecdNToTE EMAKOAOVOES
gykekpiuévec avadempnoeig tov TAK.

‘Eva emucoiporompévo ZAK Oa mpénet va kototebei:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

o OnoTedNTOTE TPOTOMOLEITAL TO GVGTNUO, SloYEIPLONE KIVOHVOUL, E1O1KG MG ATOTEAEGLLA
MYNG VEQV TANPOQOPLDY TOV HTOPOVY VO EMPEPOVY CTUOVTIKN aALay] 0T GYEoN
0PEALOVC-KIVODVOD 1| MG AMOTEAEGLOL TNG EMITEVENG EVOG GNUOVTIKOD OPOGT OV
(popurokoemaypOTVNON 1 EAOYIGTOTOINGT KIVODVOD).

Edv n vopoin wog EITTA kot 1 extkoupomnoinomn tov ZAK cvumintovv, dvvatat va, katotedody
TOVTOYPOVO.

o EmnpéoOeta pétpa ehayiotomoinong Kivovuvov
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (300 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 300 mg k6vic y1o TukvO GKEVOGLO Y10, TOPAGKELT] OLOADLATOG TTPOG EYYLON
vedolizumab

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Ka0e proridwo mepiéyet 300 mg vedolizumab.
Metd v avacvotaon, kabs ml nepiéyel 60 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: Zakyopoln, L-iotidivn, L-1otidivn povoddpoyrwpikn, L-apyvivn vopoyrmpikn,
moAvcopPikod 80.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig y1o Tukvo oKeDOGLA Y10t TOPAGKELT SLIADLOTOG TPOG £YXVON
1 proAidlo

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwBdote 10 POALO 0NV YPAONG TPV O T YPNOT).
IMo evdoAEPLa yprion HETA Amd aVOCLOTACT Kol 0paimoT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION MPEIEI NA ®YAAXXETAI E OEZH THN OIIOIA AEN BAEIIOYN KAI AEN
MNMPOXEITIZOYN TA ITAIAIA

Na puAdooetor o 06om, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX

EXP

9. EIAIKEY YYNOHKEX OYAAEHX

dvidcoete og yoyeio. Alatnpeite 10 PLaAid0 610 EEMTEPIKO KOLTI Y10 VO, TPOGTOTEVETOL OO TO POC.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY. KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/923/001

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H oitioddynon yo v umv teptaneBei n ypaen Braille sivon amodextn.

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO OVoyVOPIOTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY (300 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Entyvio 300 mg kdvic Y10, TukVO GKEVAGLLO Y10 TOPUCKELT] SIHADLOTOC TPOG EYYVON
vedolizumab
IMo evooAEPLa ypron LETA amd avooOLOTACT] KoL 0pOimaT).

2. TPOIIOX XOPHI'HXHX

T evooAEPLa yprion HeTd amd avacDoTACT Kol Opaimo.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

300 mg

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (ME BLUE BOX) — IPOI'EMIXMENH XYPII'TA (108 mg)
(EZAIPOYNTAI OI IIOAAAITAEY XYXKEYAZXIEY)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evéoyo S1Ghvpo. 6€ TPOYEUIGHEVT] GOPLYYOL
vedolizumab

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

Ka0e mpoyepicpévn oopryya mepiéyxet 108 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd o&d povoidpiko, Kitpikd vaTplo dwoptkd, L-1otidivn, L-1ot1divn povoddpoyiwmpikn,
L-apywivn vdpoyrmpikn, moAvcopPikd 80, Vowp yio evéotua. BAéme @OALO 0dMy1dV ¥prong yio
TEPOLTEP® TANPOPOPIEG.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
1 mpoygopévn cvpryyo
2 TPOYEUGUEVES GUPLYYES

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 POALO 0NV YPAONG, TPV AT TN YPNON.
Ymoodopla yprion
Tao pia ypnon povo.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og B6om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdoocete o€ Yoyeio.
Mnv KaToyOyEeTE.
DuAdcoeTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDMTEPIKO KOVTL Y10l VOL TNV TPOGTATEVETE OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/923/002
EU/1/14/923/003

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KDdKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KMOTKO.
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18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA IOAAAIIAH XYXKEYAXIA (ME BLUE BOX) (108 mg)
(6x1 ITIPO'EMIXMENEX XYPII'TEYX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio dtdAvpa 6e TPOYELOUEVT] GUPLYYQ
vedolizumab

2. XYNOEXH XE APAXTIKH( EX) OYXIA( EY)

Ka0e mpoyepicpévn oopryya mepiéyxet 108 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd o&d pHovoidpiko, Kitpikd vaTplo dwoptkd, L-1ot1divn, L-1o11divn povobdpoyiwmpikn,
L-apywivn vopoyrmpikn, moivcopPikd 80, vdwp yio evéotipa. BAEme pOALO 0dny1dV ¥prong yio
TEPOLTEP® TATPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

[ToAhamAn cvokevacia: 6 TpoysiopéveS cuptyyes (6 cuokevaoieg TG 1 TPOYEUOUEVNS GUPLYYAQ)

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion
T pia ypion pévo.
AwBdote 10 PUALO 0NV YPAONG, TPV AT TN YPNON.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na pvrdocoetal o€ Béon v omoia dev PAETOLY Kot dev TpoceYyilovy To TodId.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyvyEeTE.
DuAdcoeTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDMTEPIKO KOVTL Y10l VOL TNV TPOGTATEVETE OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/923/004 (6x1 mpoyeucpéveg oOpLyyeg)

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI IIOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX) —
MNPOI'EMIXMENEX XYPIITEX (108 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio dtdAvpa 6e TPOYELOUEVT] GUPLYYQ
vedolizumab

2. XYNOEXH XE APAXTIKH( EX) OYXIA( EY)

Ka0e mpoyepcpévn oopryya mepiéyxet 108 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd o&d povoidpiko, Kitpikd vaTplo dwoptkd, L-1ot1divn, L-1o11divn povoddpoyiwmpikn,
L-apywivn vopoyrmpikn, moivcopPikd 80, vdwp yio evéotipa. BAEme pOALO 0dnyidV ¥prong yio
TEPAULTEP® TAT|POPOPIES

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 mpoyguopévn cvpryyo

Mépog ToAAATANG cLGKELOGING, OeV POPEl va TOANOEL YWP1oTA.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymooopla yprion
T pia ypion pévo.
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITATAIA

Na puAdooetor og B6om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyvyEeTE.
DuAdcoeTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDMTEPIKO KOVTL Y10l VOL TNV TPOGTATEVETE OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/923/004 (6x1 mpoyeuopévn cuptyya.)

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

OYAAO KAAYYHE (ITPO'EMIXMENH XYPIITA) (108 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio d1dAvpa GE TPOYELOUEVT] GUPLYYQ
vedolizumab

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Takeda Pharma A/S (wg Aoyotumo tng Takeda)

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Moptida

S. AAAA XTOIXEIA

To pia ypion povo.
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIIXHMANXH XYPIITAX (108 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Entyvio 108 mg evéoyo
vedolizumab
Yrodopia yopnynon

2. TPOINOX XOPHIHXHX

|3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,68 ml

6. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (ME BLUE BOX) — IPOI'EMIZEMENH XYXKEYH TYIIOY IIENAX (108 mg)
(EZAIPOYNTAI OI IIOAAAITAEY XYXKEYAZXIEY)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio 1AV GE TPOYELGLEVT] GUCKEDT] TUTTOL TEVOG
vedolizumab

2. XYNOEXH XE APAXTIKH( EX) OYXIA( EY)

Kdabe mpoyepiopévn cuokevn tomov névag nepiéyel 108 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd o&d pHovoidpiko, Kitpikd vaTplo dwoptkd, L-1ot1divn, L-1o11divn povobdpoyiwmpikn,
L-apywivn vopoyrmpikn, moivcopPikd 80, vdwp yio evéotipa. BAEme pOALO 0dny1dV ¥prong yio
TEPOLTEP® TATPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 TpoyeGEVT CLGKELT TOTTOV TTEVOG
2 TPOYEMGUEVES GUOKEVEG TOTOV TEVOLG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion
AwBdote 10 POALO 0INYIDV YPAONG, TPV AT TN YPNON.
T pia ypion pévo.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITATAIA

Na pvrdocoetal o€ Béon v omoia dev PAETOLY Kot dev TpoceYyilovy To TodId.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdocete o€ Yoyeio.

Mnv KaToyvyEeTE.

DuAdcoETE TNV TPOYEUIGUEVT] GUGKEVT] TOTOL TEVOG GTO EMTEPIKO KOVTI Y10l VO, TNV TPOCTUTEVETE
ond 10 POC.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/923/005
EU/1/14/923/006

13. APIOMOZX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KOOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVoyVOPIOTIKO KMOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA IOAAAIIAH XYXKEYAXIA (ME BLUE BOX) (108 mg)
(6x1 ITIPOI'EMIXMENEY XYXKEYEX TYIIOY IIENAY)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio 1AV GE TPOYELGLEVT] GUCKEDT] TUTTOL TEVOG
vedolizumab

2. XYNOEXH XE APAXTIKH( EX) OYXIA( EY)

Kabe mpoyepiopévn cuokevn tomov névag nepiéyel 108 mg vedolizumab.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd o&d pHovoidpiko, Kitpikd vaTplo dwoptkd, L-1ot1divn, L-1o11divn povobdpoyiwmpikn,
L-apywivn vopoyrmpikn, moivcopPikd 80, vdwp yio evéotipa. BAEme pOALO 0dny1dV ¥prong yio
TEPOLTEP® TANPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

[ToAhamAn cvokevacio: 6 TPOYEUCUEVEG GLOKEVEG TOTOV TEVAG (6 cuoKevaGieg TNG 1 TpoyEOUEVTg
GLOKEVNG TOTOV TEVOC)

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymooopla yprion
T pia ypion pévo.
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og 0éom v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdoocete o€ Yoyeio.

Mnv KaToyOyEeTE.

DuAdcoETE TNV TPOYEUIGUEVT] GUGKEVT] TOTOL TEVOG GTO EMTEPIKO KOVTI Y10l VO, TNV TPOCTUTEVETE
ond 10 POC.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/923/007 (6x1 mpoyeuGHEVEG GUCKEVES TOTTOL TEVOG)

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA
ENAIAMEXO KOYTI IIOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX) —
NNPOI'EMIXMENH XYXKEYH TYIIOY ITENAX (108 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio 1AV GE TPOYELGEVT] GUCKEDT] TOTTOL TEVAG
vedolizumab

2. YYNOEXH XE APAXTIKH( EX) OYXIA( EY)

Kabe mpoyepicpévn cuokevn tomov wévog mepéyel 108 mg vedolizumab.

3. KATAAOTI'OX EKAOXQN

"Exdoya: kitpikd 0&D povoidpikd, Kitptkd vaTplo d1wdpikd, L-1otdivn, L-1ot1divn povobidpoyrmpikn,
L-apywivn vopoyrmpikn, moivcopPikd 80, vdwp yio evéotipa. BAEme pOALO 0dnyidV ¥prong yio
TEPOLTEP® TANPOPOPIEG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
1 mpoyeoLEVN cLGKELT TOTTOV TTEVOG

Mépog ToAAamANG cuokeLOCiag, Oev umopel va ToANOel YOP1oTA.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion
T pia ypion pévo.
AwBdote 10 PUALO 0NV YPAONG, TPV AT TN YPNON.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na pvrdocoetal o€ Béon v omoia dev PAETOLY Kot dev TpoceYyilovy To TodId.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9.

EIAIKEX XYNOHKEX AIATHPHXHX

Ddvrdoocete o€ Yoyeio.

Mnv KaToyOyEeTE.

DuAdcoETE TNV TPOYEUIGUEVT] GUGKEVT] TOTOL TEVOG GTO EMTEPIKO KOVTI Y10l VO, TNV TPOCTUTEVETE
ond 10 POC.

10.

IATIAITEPEX ITIPO®YAAEEIX I'A THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda Pharma A/S
Delta Park 45
2665 Vallensbaek Strand

Aovio

12.

APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/14/923/007 (6x1 mpoyeuGEVT] GUGKELT] TUTOV TEVOG)

13.

APIOMOZX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOEXH

| 15.

OAHT'TEX XPHXHX

| 16.

HHAHPO®OPIEX XE BRAILLE

Entyvio 108 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

OYAAO KAAYYHE (ITPOI'EMIZMENH XYXKEYH TYIIOY IIENAY) (108 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entyvio 108 mg evécio 1AV GE TPOYELGLEVT] GUCKEDT] TUTTOL TEVOG
vedolizumab

2. ONOMA KATOXOY THX AAEJIAY KYKAO®OPIAX

Takeda Pharma A/S (wg Aoyotumo tng Takeda)

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Moptida

S. AAAA XTOIXEIA

To pia ypion povo.
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH XYXKEYHX TYIIOY IIENAX (108 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Entyvio 108 mg evéoyo
vedolizumab
Yrodopia yopnynon

2. TPOINOX XOPHIHXHX

|3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KATA MONAAA

0,68 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Entyvio 300 mg k6vig Y10 TVKVO CKEVUGNA Y10 TAPAGKELY] OLUADIATOS TPOG £YYVO)
vedolizumab

AP aoTE TPOGEKTIKA OLOKAN PO TO PVAAO 00N YLDV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaPRUKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 UG,

o  DvAGETE AnTO TO POAAO 001 YLDV YpNoNG. Tomg ypetactel va to dafdoete Eavd.

e Edv éyete meportépo amopieg, potote TOV Y1Tpd 1| TOV VOGOKOUO GOLG.

e  Edv mopatnpnoete Kamolo avemiBOuntm EVEPYELD, EVILEPADGTE TOV YLOTPO 1) TOV VOGOKOUO GOC.
Av10 1oyt Kot Yo kaOe mhavn avemOountn evépyela Tov dgv avaPEPETAL 6TO TAPOV EUALO
oonyimv ypnone. Biéne mapdypago 4.

T Tepréyer 1o mTapév AL 00N YLOV:

T1 etvon o Entyvio ko mowa giva 1 gprion tov

T mpénet va yvopilete npv oag xopnynbei to Entyvio
g va yopnynbei to Entyvio

[MBovég avemBOuntec evépyeteg

[og va puidooete to Entyvio

[epreydueva g cvokevaciog Kot AOTEC TANPOPOPiEg

SN A PN

1. Th givar To Entyvio kot wowa givan i ypiion tov

T givor To Entyvio
To Entyvio mepiéyet t dpaoctikn ovoia «vedolizumaby. To vedolizumab avrketl g pia opddo
Blodoyikdv oapudkmv Tov ovopdloviol LovoKAOVIKG avTiodpoto (MADbs).

o dpa 10 Entyvio

To Entyvio dpa epumodifovtag pio Tp®TEIV GTNV EMPAVELL TOV AEVKOV QUOGPALPImV T 0Toin
TPOKAAOVV T1] PAEYLLOVT TNV EAKOON KOALTION, TN VOG0 Tov Crohn kot ) Ankvditida. Avtd
nepropiletl v €kTaom TG PAEYHOVNAG.

INoti ypnowonoreiton o Entyvio
To Entyvio ypnoiyLomoteiton yio TV VTIHETMOTION TV CNUELMV KOl CUUTTOUATOV 68 EVIIAMKES TOL
mhoyovV ono:

. pétpra Eog cofapn evepyod eAk®dON KOAMTION

. pétpra émog cofapn evepyod voco tov Crohn

. pétpra émg cofapn evepyo ypdvia Ankvditida.
EAkcddnc kohitida

H eAkddng kolitida givar pio 1aBnomn mov tpokadel pAEYOV TOL TayEog eviépov. Edv éyete ehikmdon
KoAlTIda, apyikd o cag yopnynbovv dila edpuaxa. Edv dev avianokpibeite apketd kaAd 1 eqv dgv
umopeite va aveyteite autd To0 eApLoKa, 0 YaTpds cag propet va oag yopnynoetl to Entyvio yia va
TEPLOPIoEL TAL GNUEIN KOl CUUTTMOUOTO TG TAONONG GO,

Nocog 1ov Crohn

H vococ tov Crohn givat pio vO60g mov mpokolel pAeypov Tov TEnTIKob cvothuotoc. Edv xete
v660 tov Crohn, apyucd Ba cog yopnynbovv diia edpuaka. Edv dev avtomokpiBeite apkeTd Kard 1
€6y dev pmopeite vo aveyTelTe AVTA TO PAPLAKO, O YIOTPOG COC UTopEl va Gag xopnynoet To Entyvio
Y10 VO TEPLOPIGEL TOL O UELD KOl CUUTTOUATO TNG TAONONG GO,

Anxvbitda
H Anxvbitida etvar puo vooog 1 omoio TpoKaAel AEYLOVY] GTO E0MTEPIKO TOTYW O TOL BLAGKOL

(AMxvB0og) Tov dMpovPYNHONKE KATA TN XEPOLPYIKN EMEUPOCT] Y10 TNV OVTIUETOTION TG EAKDIOVG
KoAitdoc. Eqv €xete Ankvbitida, propei va cog yopnynbovv pmta avtifrotikd. Edv dev
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ovtamokplfeite apKeTd KaAd oTa OVTIPLOTIKA, O Y1TPOG G UTOPEl va Gog yopnynoet To Entyvio yuo
Vo TEPLOPIoEL Ta oNpeiol Kol GUUTTOLOTO, TG TAONONE GOC.

2. T péner va yvopilete mpiy oog xopnyn0Osi To Entyvio

Mn gpnoponouioete 70 Entyvio

o o€ mepintwon aAlepyiog oto vedolizumab 1| 6 00106NTOTE GALO OO TAL GLGTATIKA AVTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPAPO 6).
o e €xete evepyd cofapn Aoipumén -6mwe puuatioon, Snintnpiocn Tov aipatog, cofapn

duappota kot EUETO(YOOTPEVTEPITION), AOTUMEN TOV VELPIKOD GLGTNLATOC.

Ipogdomomjoeis ko TPoPLAGEES
AmevBuvieite oTov Y10Tpd, TOV PUPLAKOTOLO 1] TOV VOGOKOWO GOG, TPV ¥pnoiporomoste 1o Entyvio.

Evnuepoote 1ov Y10Tpd, TOV QUPNROEKOTOLO 1| TOV VOGOKONO GOC URECMS, OTOV YPTCLOTOLELTE Y10
TPAOTN POPE AVTO TO PAPLAKO, KATA TN d1dpkeld TG Oepaneiog Kot HETaED TV 00GEMV:

o €dv exkdnAdoete Bodn Opaot, ammAeln Opacng N dSumdwnic, SuckoAia oty opidio, advvapio
gvog Bpayiova 1 00100, LETAPOAN GTOV TPOTO TOV TEPTATATE 1) TPOPANLATO IGOPPOTIAC,
emipovn oupodice, petwpévn aicnon 1 andieto aicnonge, andiga pvipng 1 obyyvon. Ola
ot propet va etvar copntodpate cofapns Kot EvOE opives 0avaTn@opov EYKEPUAKNG
madnong, n onoia eival yvoot) mg ToAvesTiokr AsvkoeykeparomdOeia (IIIA).

o €av €yxete hoipmEn 1 vouilete 61t €xete Aoluwén —ta onueio mepthappdvouvv piyn, Tpéroviro,
emipovo Prya 1 vynAd Tupetd. Mepikég Aowméels pmopet va yivovv cofapég kot mbavov
aKoOuUN Kot ameANTIKEG Yio ™ (o1, £V 08V AVTIUETOTIGTOVV.

. €bv gpoavioete onpeio airepykng avridopaong 1| GAing avtidopaocng 6tny £yvo1, OTMG
oupLypo, duckoAin oty avamvor], eEavinua, kvnopd, Tpn&yo 1 Lain. Avtd propei va
EUPAVICTOVV 0T dldpKeLD TNG Eyxvomng 1 LeTd TV €yyvon. [a wo Aemtopepeic TAnpopopieg,
PA. £yyvom Kot aALEPYIKES AVTIOPAGELS OTIV TAPAYPUQO 4.

. edv mpodKerTan va kdvete omolovonmote gufoiracpd 1| xete epforactel mpdoeata. To Entyvio
UTOPEL VoL ETNPEAGEL TOV TPOTO TOV AVTATOKPIVESTE GE £Vl EUPOALO.

. edv €yete kapkivo, amevBuvbeite otov Yiatpo cag. O yiatpog oag Ba TpEmEL Vo amoPacicel Eav
pmopet axodun va cag yopnyeitar to Entyvio.

. gdv dev arcBdveate Kahbtepa, kKoBMC To vedolizumab evoéyetar va ypetdleTon £0¢ Kat
14 gBdoudoeg yio va dpdoet o optopévoug acbeveic e moAd evepyd voco tov Crohn.

owora ko £pnpor
To Entyvio dev cuvictdrol yio yprion o€ Todid 1 eprfovg (MAikiag KaTm tov 18 eTdv) Aoy EAAeyNS
TANPOPOPLDY GYETIKA LLE TN YPNOTN CLTOV TOV PAPUAKOV GE QLTI TNV NAKLOKT OUAdaL.

Alho pappoxo kot Entyvio
Evnuepdote tov yotpd 1| 10V VOGOKOUO GOG £V TOIPVETE, £XETE TPOCOATA TAPEL 1) UTOPEL VAL TAPETE
QAL PAPLLOKOL.

. To Entyvio dev mpénel va, yopnyeital poll pe GAlo BroAoyikd @apuaKe mov KaTaoTEALOVY TO
OVOGOTONTIKO GO GUOTNLA, KAO®DS 1) 6pAcT TOv PapUdKoL deV ival YvmoT).

Evnuepdote tov y1otpd cog v £XETE TPONYOLVUEVOG TAPEL:

. natalizumab: (éva @apuoKo yio TV ToAAATAT GKAPLVGT) 1y

. rituximab (évo QapUaKO Y10l OPIoUEVOLS THTTOVE KOPKIVOL KOl PEVLOTOELO0VG apOpitidog).
O ywrpds oag Ba amopacioet edv pmopet va oag yopnyesitor to Entyvio.
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Kinon kot Onioopog
Edv giote éyxvog 1 Onidlete, vouilete 0tL pmopet va giote £ykv0og 1) 6YESIALETE VO ATOKTHOETE T,
{ntote TN GUUPOVLAN TOL YTPOV GOC TPV TAPETE AVTO TO PAPUAKO.

Kvnon

O emdpaoeic Tov Entyvio og eykdovg yovaikeg dev ivar yvootég. Emopévmg, avtd to edapuoko dgv
GUVIOTATOL Y10 YPNOT OT SdpKeLn TS eyKupoovvng. Eceic kat o yrotpog cog Oa mpémet va
OTOPAGICETE AV TO OQEAOG Y10 GOG Elval LEYOADTEPO amd TOV SLVNTIKO KIVOLVO Y10, EGAG KO TO LWPO
oG,

Edv elote yuvaika og avoamapoymyiki nAkio, GOVIGTATOL Vo, 0TOPVYETE VO LEIVETE £YKVOG EVD
ypnowonoteite Entyvio. [Ipénet va ypnoonoteite amoteAeopaTIK OVTIGOAANYN KOTA TN SLOPKELL
g Bepoameiog Kot yio tovAdyiotov 4,5 unveg petd tnv teAevtaia Oepaneio.

ONnAacpog

Evnuepoote tov yiotpd cog av Onidlete 1 oyedidlete va Onidoete. To Entyvio mepvael 6to puntpiko
yaAa. Agv VTAPYOLY ETOPKEIG TANPOPOPIEC GYETIKA LE TNV EMIOPAOT) TOL UIOPEl avTd Vo EXEL GTO
Bpépoc cag kot oty mapaywyn yoiaktoc. [Ipénel va amopaciotel, ebv Bo otapatost o INAacHOs M)
0o oTapatiosl | xpnon tov Entyvio, Aapfdvovtag vadyn to 6pelog Tov ONAacov yio To modi cog
Kot To 6Qerog TG Bepameiog Yio €64,

001yN 01 Kot YEPLOROS PNV LATOV

AVT0 TO PAPHOKO £XEL LIKPT ENTLOPOCT] OTNV IKAVOTNTA GOG TNV 00N YNOT| Kol TOV XEPIoUO
unyovnudtov. ‘Evoc pikpog aptduog acbevav €xet vidoet (oAn petd ™ Anymn tov Entyvio. Edv
viooete (AN, UV 00NYNGETE N UNV XPNOLUOTOINGCETE EPYOAEID 1] UNYOVIIUATO.

3. Ilog va yopnyn0ei To Entyvio

Iéco Entyvio 0a Adpete
H Ogpancio pe Entyvio givor 1 id1o yio tnv EAkddn koAitida, T voco tov Crohn kot T Ankvditido.

H ocvvietdpevn d6on eivar 300 mg Entyvio 1 omoia yopnyeitan og e&ng (PBA. akdAovbo mivoka).

Ap1Buog Bepameiog (€yyvong) Xpoviko onueio Oepameiog (€yyvong)
O¢pamneia 1 0 eBdouddeg
O¢pamneia 2 2 gfdouddec petd 1 Ocpamneio 1
O¢poneio 3 6 efoopddeg uetd t Oepaneia 1
Enopeveg Oepameieg Kd&0e 8 efdouadeg

O ywTpog oag pmopel va amo@acicel vo aAAAEEL aVTO TO YPovodLdypappa Bepameiog avarloya e TO
mOG0 KaAd dpa to Entyvio otnv nepintmon cag.

. H éyyvon Ba cag yopnynbei amd tov y1atpd 1 TOV VOGOKOWO 6aG, LECH evoTdAaing o€ 1 amod Tig
QAEPeG Tov Ppayiova cag (evoopAéPia Eyyvon) yia 30 Aemtd nepinov.
. IMoa tig TpdTeg 2 £yYHOELS, 0 Y10TPOG 1 0 VOGOKONOG 6ag Ba cag mapakoiovdel oTeVE oTN

SLapKELD TNG £YYLONG KL Y1 TEPITOV 2 MPEC UETE, TNV OAOKAN PO TG Eyyvons. ['a OAeg Tic
EMOUEVEG EYYVOELS (LETA TIC TPDTEG 2), B gloTE VIO TAPaKOAOVONGN GTn d1dpKELL TG EYYVONG
Koty 1 dpa wepimov PETA TNV OAOKANP®GCT TNG EYXVOTS.

Eav Egyaoete 1 yboete To pavrePod cag yio tnv £yyvon Tov Entyvio

Edv Eeydioete N ydoete Eva paviePon yio tnv £yxvom, Kavoviote dAlo pavieBod 10 cLVTOUOTEPO
duvaro.
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Edv otapoatiosete va ypnopomroreite To Entyvio
Mn otapatioete va ypnoonoleite To Entyvio ywpic vo LIAMGETE TPMTO GTOV YATPO GG,

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LE TN YPNOT ALTOV TOL PAPUAKOV, POTHOTE TOV Y1TPO N
TOV VOGOKOLO GOG,.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pAppraKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AveETIBOUNTEC EVEPYELEG, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVEPMOTOLG.

YoPapéc avemOBopnTES EVEPYELEG

AmevBuvheite oToV Y10TPO GOG APECMG EAV TOPATNPTCETE OTOLOONTOTE OO TO, TOPOKATO:

. oAAepycég avtidpaoels (evdéyetar va ennpedoovy £mg 1 ota 100 dropa) —to onpeio evogyetan
Vo TEPIAOUPAVOLY: GLPTYUO 1] SVGKOAID GTNV AVOTTVOT|, KVIO®OT), KVIGUO TOV dEPUATOG,
apné&o, aictnua adtabeciog, ToOvo otn Béon Eyyvonc, epuHpoTNT TOL SEPUATOC KOl

o Aowméelg (evoéyetal va ennpedoovy £m¢ 1 ota 10 dtoua) —ta onueio evoéyetot va,
nmepthapfavouv: piyn i tpépovio, vymio Topetd M eEavonua

Addeg avemOVUNTES EVEPYELEG
AmevBuvieite 6TOV Y10TPO GOG TO GUVTOUOTEPO BVVATOV EGV TAPAUTNPT|CETE OTIONTOTE AN TA
TOPOUKATO:

oAb ovyvég avemOountes evépyereg (umopel va ennpedoovy nepiocdtepa omd 1 ota 10 dropa)
® KOO KPLOAGYTLLX
e TOVO GTIG apBpmdoELg
®  TOVOKEPOAO

Yoyvég avemBvunTeg evépyereg (umopei va emnpedoovy €mg 1 oto 10 dtopa)
e Tvevpovia

Aofpwén oto may b évtepo amod to Paxtrplo Clostridium difficile

TPETO

Bopokikn Aoipmén

KOT®OM)

Pxo

ypinn

ooc@ualyio

TOVOAULLLO

Aoipmén mopappiviov KOATOL

Kvnouo / eayovpa

eEavOnpa kKot epuBpoTnTa

TOVO GTO OKPO

POTKES KPAUTES

Hoikn advvapio

Aolpwén tov pdpuyya

yooTpevTEPiTION

TPOKTIKN Aoipmén

TPOKTIKA EAKT

oKANPA KOTPOVAL

(POVGKOUEVO GTOWUAYL

aéplo

VYNAN TieoT Tov aipaTog

aicOnUo popUnYKIGCHOTOG 1] T LOTOG

GTOUOYIKO KODGO
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OLHOPPOTOEG
BovAwpévn pot
éxlepa

VUYTEPVOL 10pMTEG
BINTY|

alpoppayio Tov opfHov
dvopopia oto Bdpaka
épnng Coothpag

Oy svyvég avemBuunTeg evépyereg (Umopet va emmpedoovy émg 1 ota 100 dtopa)
o gpubpotnta Kot evaicincio Twv BLAGKWOV TOV TPLYOV

Aoluwén and (opopdKNTo 6TOV PAPLYYO KoL TO GTOLO

KOATIKT Aoipuwén

Oaumn 6paon (amdAela g 0&HTNTAG TN OPACTS)

oAb omavieg avemBounteg evépyereg (umopet va emmpedoovy émg 1 ota 10.000 dropa)
o apvidw, fopld aArepyikn avTidpao, 1 onoio Propel va TPokaAEGEL SUGKOAIN GTNV OVATTVOT],
oionpa, ypnyopo Kapdiako puoiud, epidpmaon, TTOoT TG ApTNPLUKNS TECTS, TAlyyo, OTMAELL
NG GLVEIONONG KOl KATAPPELOT) (OVALPLACKTIKY OVTIOPOOT) KOl AVOQUAKTIKY KoTamAn&io)

Mn yvootég (n cuyvotnTo dev pmopel vo ektiun el pe faon ta dabéoipa dedouéva)
®  TVELHOVIKN VOGOG TOL TPOoKOAEl dvomvola (S1dpueom mvevovoradsio)

Ava@opd avemBounTOV gVEPYELOV

Edv mapoatnpnoete Kamoto avemBOUnTn eVEPYEL, EVIEPDGTE TOV YITPO 1) TOV VOGOKOUO 6aG. AVTO
1oYOEL Kot Y10 KEOe Thavi avemBountn vEPYELN TOL OEV AVOPEPETAL GTO TAPOV GUALO OONYIDV
ypnons. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeiag, Léow Tov Bvikond
GLGTNILOTOG OVOPOPAS TTOL avaypaeeTol oto [lapdpnua V. Méom tng avapopag ovemBountov
EVEPYEIDMV UmOpeiTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKA LLE TNV ACPAAELL
TOV TTOPOVTOS POPUAKOL.

5. IIog va pvrdccete To Entyvio
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TSI,

Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVID ANENG TOV AVOPEPETOL GTO KOVTL Ko
Vv emonuavon, petd v Evoeitn «EXPy». H nuepounvia AMéng eivar n televtaio nuépa tov pnva
IOV OVOQEPETOL EKEL.

To Entyvio yopnyeitol amd yrotpd 1 vVoookoOuo Kot ot acBeveic dev mpénet va puAdve 1 va xelpilovtol
7o Entyvio.

To Entyvio mpoopiletan povo yo pic yprion.

Mn avorypévo grariono: dvidocete og yoyeio (2 °C-8 °C). Awtnpeite To QLOAIS0 GTO apyIKd KOVTI
Y10 VO TPOGTATEVETAL OO TO PG,

AvoovoTadiy o1divpe Kot apoarmpéve Staiopd: Xpnoomolnote ta apécms. Edv avutod dev etvan
duvatd, 10 avacvoTafiy dddlvua 6To ELEAiIdlo pmopel va amodnkevTel Yo £m¢ 8 dPEC GTOVG

2 °C-8 °C. To apoiopévo didlvpa o gvésipo dtdivpa yhmpovyov vatpiov 9 mg/ml (0,9%) pmopet va
amoOnkevtel £mg 12 dpeg og Deppokpacio dopatiov Eng Toug 25 °C 1 éng 24 dpeg o€ Yoyeio

(2 °C-8 °C) M yw émg 12 dpeg og Beppokpacio dmpatiov kot o€ yoyeio (2 °C-8 °C) yuo GLVIVAGTIKO
oLVoAkd dudotnua 24 opdv. 'Eva didotnpa 24 opdv pumopel va teptiapufavel £0g 8 ®PEG GTOVG

2 °C-8 °C ywa 10 avacvotafév didhvpa 6to eroAidio Kot Emg 12 dpeg otovg 20 °C-25 °C yua T0
OPOIOUEVO SLIAVUO GTOV GAKO £YYVONG, OAAGL O GAKOG EYYLONG TPETEL VAL PUAAGGETAL GE YUYELD
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(2 °C-8 °C) y10. To LTOAOUTO TOL Y¥POVIKOD SUGTALATOS 24 wpdV. TvyoV ¥pdvog KaTd TOV 0010 TO
ovVOoLOTOOEY SLAALLOL APTVETOL 6TO PLOAISL0 Ba Tpémel va apatpeital amd Tov YpOVo Yo TOV 0010 TO
dtdAvpa propet va dtatnpnOel otov 6lKo Eyyvoong.

Mnv KaToyvyeTe.

Na pn ypno1HoToteite autd T0 PAPLOKO EAV TAPATNPTCETE TUYOV COUOTIONN GTO LYPO 1
AmOYPMUATIGUO (TO dddvua TPEmEL va. gival dtawyég 1y 1pdilov, dypwpo £mg Kitptvo avorytd) mpv omd
™ xopfiynon.

Mnv metdite @APULAKA GTO VEPD TNG AMOYETELONG 1| GTA OKLOK(A aroppippata. Potote tov
QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPUOKO TTOV OEV ¥PNOLULOTTOLELTE T AvTd T péTpa Oa
BonBnoovv oty Tpoctacio Tov mepiPdiiovtog.

6. IIepreydpeva TG 6GVOKEVLUGIOS KOl AOUTEG TANPOPOPIES

T egpréyer 1o Entyvio

o H dpacstii oveia eivar 1o vedolizumab. Kéfe graridio nepiéyet 300 mg vedolizumab.

o Ta dira ovetoTikd ivor n L-iotidivn, n L-1ot1divn povobdpoyrwpikn, n L-apywvivn
VOPOYAOPIKT, 1 GaKyapOln Kat To ToAvcopPikod 80.

Epg@évion tov Entyvio kol mepieyépeva g cv6KeLOGi0G

o To Entyvio givar pio Agvki) £€m¢ VTOAELKT KOVIG Y10 TUKVO GKEVOGLLOL Y10, TOPACKELY|
SLIADUATOG TTPOC £YYVOT), 1| OTTOI0, TOPEYETAL GE YVOUAIVO PLOAISIO UE EALAGTIKO TAOUO KoL
TAOCTIKO KOTTOKL.

o Ka0e cvokevacio Tov Entyvio mepiéyet éva @laiidio.

Kéroyog Aderag Kvkhogopiag

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

Hopackevaoctig

Takeda Austria GmbH
St. Peter-Strafe 25
A-4020 Linz

Avotpia

IMo omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amevBuvbeite otov Tomikd avimpdsmmo Tov Katdyov g Adstoc Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

Takeda Belgium NV Takeda, UAB

Tél./Tel.: +322 464 06 11 Tel.: +370 521 09 070
medinfoEMEA @takeda.com medinfoEMEA @takeda.com
bbarapus Luxembourg/Luxemburg
Takena bearapus EOOJ] Takeda Belgium NV

Ten.: +359 2958 27 36 Tél./Tel.: +322 464 06 11
medinfoEMEA @takeda.com medinfoEMEA @takeda.com
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Ceska republika

Takeda Pharmaceuticals Czech Republic s.r.0.
Tel: +420 234 722 722

medinfoEMEA @takeda.com

Danmark

Takeda Pharma A/S

TIf.: +45 46 77 10 10
medinfoEMEA@takeda.com

Deutschland

Takeda GmbH

Tel.: +49 (0) 800 825 3325
medinfoEMEA @takeda.com

Eesti

Takeda Pharma OU

Tel.: +372 6177 669
medinfoEMEA @takeda.com

E)\AGdo

TAKEDA EAAAX A.E.
TnA.: +30 210 6387800
medinfoEMEA @takeda.com

Espaiia

Takeda Farmacéutica Espafia, S.A.
Tel.: +34 917 90 42 22
medinfoEMEA @takeda.com

France

Takeda France SAS

Tel.: +33 140 67 33 00
medinfoEMEA @takeda.com

Hrvatska

Takeda Pharmaceuticals Croatia d.o.o0.
Tel: +385 1377 88 96

medinfoEMEA @takeda.com

Ireland

Takeda Products Ireland Ltd.
Tel.: 1800 937 970
medinfoEMEA @takeda.com

island

Vistor hf.

Simi: +354 535 7000
medinfoEMEA @takeda.com

Italia

Takeda Italia S.p.A.

Tel.: +39 06 502601
medinfoEMEA @takeda.com
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Magyarorszag

Takeda Pharma Kft.

Tel.: +361 270 7030
medinfoEMEA @takeda.com

Malta

Drugsales Ltd

Tel.: +356 21 419070
safety@drugsalesltd.com

Nederland

Takeda Nederland B.V.

Tel.: +31 20 203 5492
medinfoEMEA @takeda.com

Norge

Takeda AS

TIf: +47 800 800 30
medinfoEMEA @takeda.com

Osterreich

Takeda Pharma Ges.m.b.H.
Tel.: +43 (0) 800-20 80 50
medinfoEMEA@takeda.com

Polska

Takeda Pharma Sp. z o.0.
Tel.: +48223062447
medinfoEMEA @takeda.com

Portugal

Takeda Farmacéuticos Portugal, Lda.

Tel.: + 351 21 120 1457
medinfoEMEA @takeda.com

Roménia

Takeda Pharmaceuticals SRL
Tel.: +40 21 33503 91
medinfoEMEA@takeda.com

Slovenija

Takeda Pharmaceuticals farmacevtska druzba

d.o.o.
Tel.: +386 (0) 59 082 480
medinfoEMEA @takeda.com

Slovenska republika

Takeda Pharmaceuticals Slovakia s.r.o.

Tel.: +421 (2) 20 602 600
medinfoEMEA @takeda.com

Suomi/Finland

Takeda Oy

Puh/Tel: 0800 774 051
medinfoEMEA @takeda.com



Kvbmpog Sverige

A.POTAMITIS MEDICARE LTD Takeda Pharma AB

TnA: +357 22583333 Tel: 020 795 079
a.potamitismedicare@cytanet.com.cy medinfoEMEA @takeda.com

Latvija United Kingdom (Northern Ireland)
Takeda Latvia SIA Takeda UK Ltd

Tel.: +371 67840082 Tel.: +44 (0) 3333 000 181
medinfoEMEA @takeda.com medinfoEMEA @takeda.com

To wapdév @OAA0 00N YIOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIS

Alreg INYEG TANPOPOPLAOY

Av106 T0 PUALO 00N YLDV Ypriong eivar Stabéoipo og £kdoom KATAAANAT Yo TVPAOVC acBeveic N
aoBeveig pe petopévn opaon kot pmopel va xopnynbel amd tov appoddio TomKd OVIITPOCHOTO TOL

Koatdoyov Aderog Kuichopopiog.

Aemtouepeic TANPoopieg Yio To0 apuroako avtd eivar dtabéoipeg 6To dikTvakd ToTo ToL Evpmmaikon
Opyaviopov @apudxov: http://www.ema.europa.eu.
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O mAnpogopieg mov axorlovBovv amevBvvovtal Ldvo ce exayyeAnatie vyeiog:

IyynAaciuotnta

IIpoxeyévou va PBektimbel n yyvnAacipudtnta TV BloAOYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
Kol 0 aplOpOg TOPTIONG TOL YOPNYOVLEVOL PAPLLAKOV TPETEL VO, KOTAYPAPETAL LLE COUPNVELDL

Odnyiec ovacHoTaons Kot Eyyvonc

1. Xp1NGIHOTOMGTE ACTTIT TEYVIKT OTOV TTpoeTOLdleTe To dtdlvpa Entyvio yio evoopiéfia
£yyoon.
2. AQa1pEoTE TO AMTOCTMUEVO KOTAKL A0 TO PLOAISI0 KOl OKOLTIOTE pe PapPaKt EUTOTIGUEVO LUE

owodnvevpa. Avacvotiote to vedolizumab pe 4,8 ml arootelpmpévon VEGILOD VOATOG GE
Oepuokpaocia dmpatiov (20 °C-25 °C), ypnouonoldvtag o cupryya pe fedova 21-25 gauge.

3. TomoBetnote TN PeAdva 6TO PLOAISI0 SOUEGOL TOV KEVTIPOL TOL TAOUATOG KOl KOTeELOHVETE T
POT] TOV VYPOD TPOG TO TOLYWLLO TOL PLOALIIOV Y10 VO ATTOPVYETE TOV VIEPPOAIKO APPIGUO.

4. [eprotpéyte amaid o ELoAid10 Yo TOVAG)IGTOV 15 devtepdienta. Mnv avakiveite 1)
OVOGTPEPETE LE dOvau.

5. Aopnote 1o QroAido kKabioto £o¢ 20 Aentd og Beppokpacia dwpatiov (20 °C-25 °C), dote va
LTOPEGEL VL Yivel 1] avaohotact Kot va Kotokadicet o appdg. To grokidio propel va
TEPIOTPEPETAL KO VOL EAEYYETOL 1] SLOIAVOT GE AVTO TO YPOVIKO dldotnua. Eav dev £yetl dtahvbel
TNpwg votepa omd 20 Aemtd, Tepiuévete A 10 Aemtd yo va yivel n dtdlvon.

6. EAéyEte T0 avaovoTaféy dtdAvpa omTIKG Yo TUXOV COUATIOWKT VAT KOl OTOYPMUATIGUO TPV
amo Vv apainor. To didlvpa Tpénet va givar S1owyEC 1 adlopaveS, dypoLo £m¢ KiTpvo
OVOIKTO KoL Ypig 0patd copatidia. Avacvuotaféy Sidivpa mov EYEL Un YAPOKTNPICTIKO YPOLLOL
N TepLEyel cmpatiown dev TPEMEL va yopryeitat.

7. Otav éxet dtaAvbet, avacstpéyte To ELOAISI0 amold 3 Qopéc.

8. Apapéote apécmg S ml (300 mg) Tov avacvotabéviog Entyvio ypnoiponoidvog o copryya
ue Perdva 21-25 gauge.

9. IIpocBéote o S ml (300 mg) Tov avacvotabévtog Entyvio og 250 ml oteipov gvéoipov
SoAvpaTog yAwplovyov vatpiov 9 mg/ml (0,9%) kot avopeli&te TPOGEKTIKE, T GOUKOVA
€yyvong (ta 5 ml tov gvéotpov daddpatog yAmpovyov vatpiov 9 mg/ml (0,9%) dev yperaleton
va aeapegfodv amd ) cakovia £yyvons npv tpocBécete o Entyvio). Mnv mpocBétete dala
(QOPUAKEVTIKG TPOTOVTA GTO TOPACKEVAUCUEVO SIAAVLO EYYVLONG 1| GTO GET EVOOPAEPLOGC
&yyvong. Xopnynote to dtdivua £yyvong yio 30 Aemtd.

Molg avacvotabei, To dtddvua £yyvong TPETEL VoL PNGIUOTONOE] TO GUVTOUOTEPO FLVUTOV

2ovOnkeg QUAOENS
Puyeio (2 °C-8 °C) 20 °C-25 °C
Avacvotafév diddvpa 6to eroridio 8 wpeg Mnv 10 apnvete og
avapovny'
Apoimbév StéAvpa oe evEcipo StdAvpa 24 Gpec*? 12 dpec?
yAwplovyov vazpiov 9 mg/ml (0,9%)

T v avacvotact emrpénoviol Emg 30 Aemtd

2 Autdc 0 ypdvog Tpoimodétet 0Tt 10 avocveTudEY SIGAVLO APULOVETOL AUECHE GTO EVEGILO SIAVUA
yhopovyov vatpiov 9 mg/ml (0,9%) kot dratnpeitar anokAeloTikKd 61OV 6AaK0 £yyvong. Tvyxov xpdvog Kotd Tov
omoio To avacvoTaféy dtdAvpo aEVETUL 6TO PLAidI0 B0 TPENEL va apatpeiTal 0md ToV ¥pOVo Yio TOV 0Toio TO
dudlopo pmopet va, dtatnpnbei otov GhKo Eyyvong.

3 Avtiy 1) mepiodog pmopei va mepthapféver fog kot 12 dpeg otovg 20 °C-25 °C.
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Mnv katoyvyete. Mnv amobnkedete TUYOV OYPTCLUOTOINTN TOGOTNTA TOV AVACLOTADEVTOC
SLADUATOG 1] TOL SLHAVUATOG £YYVONC Y10 VO TO ETOVOLYPTCULOTO|CETE.
Ka0e proridio mpoopiletor poévo yio pia ypnon.

Ka0e aypnoipomointo Qoprakevtikd Tpoiodv 1| VITOAELLLO TPETEL VO, ATTOPPITTETOL COUPDVA LE TIG
KOTO TOTOVG IGYVOVGESC GYETIKES SLOTAEELG.
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@viro oonYLOV ypions: Iinpoopics Yo Tov a.60gvi)

Entyvio 108 mg evécipo S1dAvpa 6€ TPOYERIGPEVT GVPLYYO
vedolizumab

AP aOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE AVTO TO
PapROKO, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 UG,

o Dura&te avto To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dtofdacete Eavda.
o Edv éxete mepartépo amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOUO GOLC.
. H ocvvtayn yio ovtd 10 pappoko xopnyndnke amokielotikd yio oag. Agv TpEMeL Vo ODGETE TO

QAapuUaKOo 6€ GAAOVC. Mmopel va ToVg TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO GUUTTOUOTO TNG
ac0Eveldg Tovg gival 1010 e Ta O1Kd Gag,.

e  Edv mopatnpioete kamolo avemiBountn EVEPYELD, EVIUEPDGTE TOV YIUTPO, TOV QUPULOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 1oy0el Kot Yo, KAOe mbavi) avemBOunTn evépyela TOV OV AVAPEPETOL
670 TapPOV GUALO 0dNYIDY Ypriong. BAEre mapdypago 4.

T wgpréyer To mapov VAL 00N YLOV:

T etvon o Entyvio kou o givat n yprion tov

T mpénet va yvopilete mpv ypnopomomoete to Entyvio
Ilog va ypnoyonoocete 1o Entyvio

[MBovég avemBOuntec evépyeteg

g va puidooete to Entyvio

[Tepreydueva g cLoKEVOGING Kol AOUTEG TAT|POPOPIES

AR e

1. T givar To Entyvio kot wora givan i ypiion tov

Th givan To Entyvio
To Entyvio mepiéyet t dpaotikn ovoia «vedolizumaby. To vedolizumab ovrkel 6e pia opada
Broroyikdv papudkmv mov ovopdlovtal povokhovikd aviicopoto (MAbs).

Ilog dpa 10 Entyvio
To Entyvio dpa epumodifovtag pio TpmTEV GTNV EMPAVELY TOV AEVKOV QIOGPaLpimV To omoia
TPOKAAOVV T PAEYLOVT TNV EAKDON KOAITION Ko T vOco tov Crohn. Avtd mepiopilet tnv €ktaon

™M preypovie.

INarti ypnowonoieitar To Entyvio
To Entyvio ypnoiomoteiton yio TV ovVTUETMOTION TV CNUELMV KOl CUUTTOUAT®V G EVIIAMKES TOL
TAGYOLVV OTd:

o pétplo £og cofapn) evepyod eAK®ON KOAMTION
o pétpla £og cofapn evepyo voco tov Crohn.
EAkddng Kohitida

H ehk®ong koritda givar po wdbnon mov mpokarel PAEYLOVY TOL ToE0G EVTEPOL. EQv £xete eAkcddN
KoAlTIda, apyikd o cag yopnynbovv diia edpuaxa. Edv dev avianokpibeite apketd kaAd 1 eqv dgv
UTOPEITE VO OVEYTEITE 0T TAL PAPUOKO, O YIOTPOG GOG UTOPEL Vo oag Yopnynoet To Entyvio yuo va
EPLOPIoEL T O LLEID KO GUUTTOLOTO, TS TAONGNE GOC.

Noéoog tov Crohn

H vécoc¢ tov Crohn givat pio vo60g mov mpokarel pAeypov Tov TEnTIKob cvothuotoc. Edv €yxete
v660 Tov Crohn, apywd 8o cag yopnyndodv dila eappaka. Edv dev avtamokpibeite apketd kold 1
€4V 0gv UTOPEITE VO OVEYTEITE OVTA TO PAPLOKO, O YIOTPOG GOG UTOPEL VO Gag Xopnynoet To Entyvio
Yo VoL TEPLOPICEL TAL GNUELD KOl CUUTTMUOTO TG TAONONG GOg.
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2. Tvpémer va yvopilete mpv ypnoiponomcete 70 Entyvio

Mn ypnopononjocete 10 Entyvio

. o€ mepintwon aAlepyiog oto vedolizumab 1| 6 0m0106NTTOTE GALO OO TAL GLOTATIKA AVTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPAPO 6).
o e €xete evepyd cofapn AolpumEn-6mmwg eupaTi®oN, ONANTNPINGCT) TOV CiTOS, GoPapn

Suappota Kot EUETO (YOOTPEVTEPITION), AOTU®MEN TOV VELPIKOD GLUGTILOTOC.

Ipogdomomoeis ko TpoPLAGEES
AmevBuvieite 6ToV Y10TPd, TOV QUPUAKOTOLO 1] TOV VOGOKOWO GaG, TPV ¥pnoiporomaeste 1o Entyvio.

Evnuepoote Tov y10Tpo, TOV QOPRAKOTOLO 1] TOV VOGOKONO GUS OUECMS, OTAV YPTCILOTOIEITE Y10
TPMOTN POPA AVTO TO PAPUAKO, KOTA TN dtdpkela TG Oepameiog kot HETAED TV 0OGEWDV:

o €dv exdnAmoete BoAn Opact, anmdAsio Opacng N dSmiwnia, duckoAdio oty opidia, advvapio
evog Bpayiova 1 T0d100, HETAPOAN GTOV TPOTO TOL TEPTATATE 1) TPOPANLLATO IGOPPOTHAG,
emipovn oupodice, petwpévn aicnon 1 andieta aicnonge, andiga pvhipng 1 obyyvon. Ola
ot propet va etvar countodpate cofapns Kot EvOE opives 0avaTn@opov EYKEPUAKNG
madnong, n onoia eival yvoot) og ToAvesTiokt AsvkoeykeparondOeio (IIIA).

o edv €xete hoipmEn 1 vopilete 0Tt £xete Aolpwén - Ta onueio meprrappdvouv piyn, tpéroviro,
emipovo Prya 1 vynAd TopPeTd. Mepikég Aouméelc pumopei va yivouv cofapég Kot mhavov
aKOUN Kot ameNTIKEG Yo T {01, £V OEV AVTIUETOTIGTOVV.

. €dv eppavioete onueio aAlepytkng avtido paong, 0TS cLPLYIO, SVCKOAN GTNV AVOTVOT,
eEavnpua, kvnopd, tpn&wo M LaAn. ['a mo Aemtopepeig mAnpoopieg, PA. aAlepyikég
avTIdpdoelc 6TV TOPaypago 4.

o €4V mpoKeLTAN VO, KAVETE 0TO10VONTTOTE EPPoiacpo 1 Exete epuforactel mpoceata. To Entyvio
propel va EXNPeAcEL TOV TPOTO TOV AVTOTOKPIVESTE GE Eva EUPOALO.

. edv €yete kapkivo, amevBuvbeite otov yiatpod cag. O yiatpog cag Ba mpémel vo amoPacicel eav
umopei axoun vo cog yopnyeitar to Entyvio.

. gdv dev aicBdveote Kalvtepa, KoBmG To vedolizumab evdéyeton va yperaletor £mg Kot
14 eBdoudodeg yio va dpdoel o optopévovug acbeveic pe mohd evepyd voco tov Crohn.

owora ko £épnpor
To Entyvio dev cuvictdtot yio xp1ion o€ Todld 1 pnfoug (nAtkiag Katw tov 18 etdv) Adym EAdetyng
TANPOPOPLDY GYETIKA LLE TN YPNOTN CLTOV TOV PAPUAKOV GE OVTIV TNV NAKLOKT OUAdd.

Alro @appoka kot Entyvio
Evnuepdote tov yotpd, 1oV @opLoKOToLd 1] TOV VOGOKOUO Gag €6V TailpveTe, £XETE TPOGPATO TAPEL 1|
umopei va Tapete GAAA QApUOKa.

. To Entyvio dev mpénet va. yopnyeitatl poll pe dGAlo froAoyikd @apuaKe mov KaTaoTEALOVY TO
OVOGOTONTIKO GO GUOTNUA, KAONDS 1) OpAcT TOV PapUdKov dev ival yvmoT).

Evnuepdote tov yatpd cog v EXETE TPONYOLVUEVOG TAPEL:

. natalizumab (évo @appoKo yio TV TOAAOTAN oKApLVOT) N

. rituximab (évo @APLOKO Y10 OPIGHEVOLG TOTOVE KOPKIVOL Kol PEVUATOE0VS apBpiTidag).
O yatpdc oag Bo amopacicel eav uropei va cag yopnysitar To Entyvio.
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Kinon kot Onioopég
Edv elote €yxvog 1 Inhdlete, vouilete 0tL pmopel va giote £yKvog 1 oyed1dLETE VO ATOKTIOETE T,
{ntote TN GUUPOVAN TOL YTPOV GOC TPV TAPETE AVTO TO PAPUAKO.

Kvnon

O emdpaoelg Tov Entyvio o€ eykvovg yovaikeg dev gival yvootéc. Emopévmg, avtd 1o eapuako dev
GUVIGTATOL Y10 XPTOT) OTT| SLAPKELN TG EYKLUOooVVNG. Ecelg Kot 0 y1aTpdc 60¢ TPEMEL VAL ATOPUCICETE
oV T0 OPELOC Y10 oo elvar LeyoADTEPO OO TOV OLVNTIKO KIVOLVO Yo €GAC KOl TO P GOC.

Edv giote yuovaika og avamopoymyikn nAKic, GUVIGTATOL VO ATOPOYETE VA PLEIVETE £YKVOG EVHD
ypnowonoteite Entyvio. [Ipénet va ypnoiponoteite amoteAeGUATIKY OVTIGOAANYN KOTA TN SLOPKELL
¢ Oepameiog Kot yio tovAdyiotov 4,5 unveg petd tnv teAevtaio Oepameio.

OnAacpog

Evnuepaote tov yotpd cog av Onialete N oyedidlete va OnAdoete. To Entyvio mepvdel 6to untpikod
yaAa. Agv VTAPYOLY ETAPKEIG TANPOPOPIEC GYETIKA LE TNV EMIOPACT) TOL UopEl avTd Vo EXEL GTO
Bpépog cag kat oty mapaywmyn ydlaktog. [Ipénetl va anopaciotel, edv Bo otapaticel o NAacpog M
Oa otapatioetl 1 ypnon tov Entyvio, Aappdvoviog vadyn 1o 6gerog Tov OnAocol Yo o Todi Gog
Kol To 0peAog NG Bepameiog yio €0diG.

001yN o1 Ko YEPIOUOS PN AV LATOV

AVT0 TO PAPUOKO £XEL UIKPT ETXLOPOOT) OTNV IKAVOTNTA GOG OTNV 001 YN0 Kol TOV XEPIoUO
punyovnudtov. 'Evag pikpog aptBuog acevov €xet vidoet (aAn petd ™ Anymn tov Entyvio. Edv
viooete (AAT, UV 00NYNGETE 1] UNV XPTOLLOTOINCETE EPYOAEID 1] LN OV LOTO.

To gvéoipo drdivpa Entyvio 108 mg/ml wepiéyer varpro
To eappaxo ovtd mepiEyel Aydtepo amod 1 mmol vatpiov (23 mg) avd 66om, ival avtd mov
ovopdlovpe «erebBepo vatpiovy.

3. g va ypnopomouicete 1o Entyvio

[Tévtote va ypNGIOTOLEITE TO PAPUOKO OVTO QVGTNPA COLPOVA LE TIC 0OTYIEC TOVL YIATPO 1| TOL
Qopurokomolod cog. Eav éxete appifolies, potnote Tov Y1aTpd 1 TOV GOPLOKOTOLO GOG.

Eoeig 1 0 ppovtiotic cog o ekmandevteite 6t ypnon Tev evésewv Entyvio kdt® amd to dEpua oag
(vmodOpLOVY evECE®V).

I16co Entyvio 0a AdPete
H Oepaneia pe Entyvio gtvon 1 61 yio v gElkcddn koAitida kot ) voco tov Crohn.

H ocvvietouevn d6om eivar 108 mg Entyvio yopnyodueva pe vrodopia Eveon pia popd kade

2 gfdopadec.

o v apyn g Oepameiag, o yiatpog Ba yopnynoet apyikég 06celg Entyvio péow evetdiaéng oe
pia eAéPa Tov Ppaylovda cag (evooeréfra Eyyvon) o ddotnua 30 Aentdv.

o Metd amd tovidyiotov 2 evoopAEPieg eyydoels, Oa apyioete va Aapupdvete To Entyvio pe
v7odopLa Eveot). H Tpdtn vmoddpia Eveon yopnyeitol KOTd ToV XpOVO TNG ETOUEVNG
TPOYPOUUATIOUEVNS EVOOPAEPLAG £yYLoNC Kot KAOE 2 EBOOUASEG OTN GUVEXELX.

"Eveon Entyvio
Mmropeite vo KAVETE GTOV EAVTO GOG TIG VTOGOPLEC EVEGELG 1) VO OOG TIC KAVEL EVOG PPOVTIOTNC, UETA
oo eKmaidevo oTov TPOTO OV Yivovtal. Odnyieg Tapéyoviol 6To TEAOS LTOV TOV PVAAOV.

Eav Egyaoete va mapete | mapareiyere v éveon tov Entyvio

Edv Eeydoete | mopodeiyete pio 0601, KAVETE TNV EMOUEVT EVEST] TG 0OGNC TO GLVTOUOTEPO SVVATO
Kol kaOe 2 efdoudoeg o1 GLVEXELX.
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Edv otapoatiosete va ypnopomroreite To Entyvio
Mn otapatioete va ypnoonoleite To Entyvio ywpic vo LIAMGETE TPMTO GTOV YATPO GG,

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LLE T YPNOT OVTOV TOL POPUAKOV, POTNOTE TOV Y1ATPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppraKa, £TGL KO AVTO TO GAPUAKO UTOPEL VO TPOKAAESEL AveTIBOUNTEC EVEPYELEG, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AvOPMOTOLG.

YoPapéc avemOBopnTES EVEPYELEG

AmevBuvheite oTOV Y10TPO GOG APECMG EAV TOPATNPTCETE OTOLOONTOTE OO TO, TOPOKATO:

o arrepyég avtdphoets (umopei va ennpedoovv €og 1 ota 100 dropa) — ta onpelo evogyetar va
nepthappavouv: cuptyud | SVGKOAN GTNV avamTvon, Kvidmaon, kvnoud tov déppotoc, Tpnéiuo,
aioOnua adwobeciag, Tévo atn BEon Eyyvong, epuOPATNTU TOL SEPIOTOC

o Aowméelg (umopel va emnpedoovy €mg 1 ota 10 dtoua) —ta onueio evoéyeton va,
nmepthapfavouv: piyn 1 tpépovio, vymio Toupetd 1 eEavonua

Addeg avemOOUNTES EVEPYELEG
AmevBuvieite 6TOV Y10TPO GOG TO GUVTOROTEPO BVVATOV EGV TOPATNPT|CETE OTIONTOTE AN TA
TOPOKATO:

oAb ovyvég avemOounTes evépyereg (umopel vo ennpedoovy nepiocdtepa omd 1 ota 10 dropa):
o KOWVO KPLOAOYM L

o 7oVo oTIC apOHpDOGELC

o TOVOKEPUAO

Yoyvég avemBounteg evépyereg (Umopei va emnpedoovy émg 1 ota 10 dtopa)
TveLLOVia

holpwén oto mayd éviepo amod to Paxtiplo Clostridium difficile
TpeETd

Bopaxikn Aoipwén

KOm®oN

Pxa

ypinn

ooc@uolyio

TOVOAULLLO

Aoipmén mopappiviov KOATOL

KVNouo / eayovpa

e&avOnua kot epubpotnTa

OVO 61O AKPO

HUTKES KPAUTTEG

Luik” advvapio

Aoipwén Tov eapvyya

YOoTpEVTEPITION

TPOKTIKY Aoipnmén

TPWKTIKA EAKT

oKANPA KOTpav

(POVCKMOUEVO GTOUAYL

aépal

VYNAN TiEST] TOV AiMATOG

aicOnpo pPopuUN YKo UATOG 1 TOUTALOTOG
GTOUOYKO KAOGO
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OLHOPPOTOEG

BovAwpévn pot

éxlepa

VOYTEPVOL 10pMTEG

oK

avtdpdoelg g Boeig Eveong (ovumepiiapfovopévov movov, tpnéipatog, epudpdtnTag M
KVNGOLOD)

e ¢pmng Cwotipag

‘O ovyvég avemBopnteg evépyereg (Umopet va ennpedosovy éog 1 ota 100 dtopa)

. gpLOpdTTA Kot gvoeOncia TV OLAGKOV TOV TPLYOV
. Aoluwén amd CopopdKNTo GTOV PAPLYYO KoL TO GTOLLO
. KOATIKT Aoiuwén

. Ooumn 6paocn (ammAsio TS 0&HTTOG TG OPAONC)

oAb omavieg avem@opnteg evépyeres (Unopel va emmpedoovy émg 1 ota 10.000 dropa)

e ouevidia, Papld odiepyikn avtiopact), 1 owoio UTOPEL Vo TPOKOAEGEL SOVCKOAID GTNV AVOTVOT,
oilonpa, ypryopo kapdiako puud, epidpmaon, TTOoT TG ApTNPLUKNS TESNS, TAlyy0, OTMAELL TNG
GLVEION oG Kot KaTtdppevon (ovapUAOKTIKN avTiOpaon Kot oVOQUACKTIKY KOTOTANEia)

Mn yvooetég (n cuyvotnTa dev pumopel vo ektiun el pe faon ta dabéoipua dedouéva)
®  TVELUOVIKT VOGOC TOV TTPOKAAEL Svomvola (didpecn Tvevpovormdoeia)

Ava@opd avemBOunTmv gvepyEtOv

Edv moapoatmpnoete kKamoto avemBOunTn evEpyeLa, EVILEPDOTE TOV YLOTPO, TOV QAPUAKOTOL0 1) TOV
VOGOKOUO 6aG. AVTO oyveL Ko Yo kéBe mbovr avemBountn evépyetla mov dev avapEPETaL 6To TapdHV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépeTe avemBouunTeg evépyeleg anevbeiag, LECH TOV
€0VIKOO GLGTNUATOG AVAPOPAS TTOV avaypaeTol oto [opdptnuae V. Méom g avapopac
avemBounTOV evepyeldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV 0CQAAELD TOV TOPOVTOG PUPIAKOV.

5. Hog va gvraccete 10 Entyvio

o To @appoako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat dgv TO POAvoLY Tal
ToLdLd.
. No pn ¥pnoLHOTOoLEITE AVTO TO PAPOKO LETE TNV NEpOUNVIa AENG TTOL AVOPEPETOL GTO KOVTI

Ko TV emonpavor petd tny évoeisn «EXPy». H nuepounvia Anéng eivar n televtaia nuépa tov
LNVO. TTOL OVOQEPETOL EKEL.

o To Entyvio mpoopiletan povo yia pio xpnon.

o Ddvidooete og yoyeio (2 °C-8 °C). Alatnpeite TNv/T1g TpoyeoPEVT(EG) GVPLYYO(ES) OTO QPYLKO
KoLTi Y10 Vo Tpoctatevovtol amd 10 eoc. Edv ypetdleton, pio mpoyepucuévn coupryyo UTopet va
TaPapEIVEL EKTOC YUYELOL TPOGTATELHEVT amd TO PG o€ Beprokpacio dopatiov (Ewg 25 °C)
Yo €og 7 nuépec. Mnv 10 ypnowonoteite, edv £yl mopapeivel kTG Yuyeiov Yo TEPIOGOTEPES

omd 7 nuéPES.

o Mnv KoToyvyete. Mnv 10 a@NVETE GTO AUEGO NALIKO POC.

o Na pn ypnoiponoteite autd 10 PAPLOKO EAV TOPATNPTCETE TUYOV COUOTIONN GTO VYPO 1
ATOYPOUATIGUO (TO dLdAVU TPETEL vaL Elvar dypmUo EmG KiTPVo) TPV amd TN YopnyNnom.

. Mnv mtetdite QAPIOKO GTO VEPO TNG AMOYETEVOTG 1] 0T OIKLOKE amoppippata. Potiote tov

(OPLOKOTOLd GOG YO TO MG VO TETAEETE TO PAPLLOKO TTOL OEV XPNOCLUOTOIEITE Tl AVTd TOL
pétpa o fonbncovy 6ty Tpoctacio Tov TEPIPAAAOVTOC.
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6. Ilepreydpeva TG GVGKEVLUGIOS KOl AOUTEG TANPOPOPIES

T nepréyer To Entyvio

o H dpactikn oveia eivar o vedolizumab. KdOe mpoyspiouévn copryya mepiéyet 108 mg
vedolizumab.

o Ta GArha 6VETOTIKG ivol TO PLOVODOPIKO KITPKO 05D, TO S10dPIKO KITPIKO VATplo, 1 L-10T1divn,
1 L-to11divn povoddpoyrwpikn, n L-apywivn vépoyrmpikr|, to molvcopPikd 80 kot to Vdwp yio
EVEGLLLAL

Ep@avion tov Entyvio kon wepreyopeva TG 6uoKeLOoiog

. To Entyvio givar éva dypopo £mg KiTptvo eVEGIO OV, TO OO0 TOPEYETAL GE YUOAIVY
TPOYELGUEVT] GUPLYYO TOV EVEPYOTIOLELTAL Y10, TV EMEKTOOT] KOl CQAAGT EVOC KAAVKA TAV®
amo T Pelova, poAlg ohokAnpwBei n éveon). H cOpryya £xel éva ehaotikd kdAvppo BeAdvag
£YKAEL0TO OE TAUOTIKO KEAVPOG KOl ELACTIKO TAOLLO ELTYDPNONS.

o To Entyvio diatiBeton og kKovtid mov mepiéyovy 1 1 2 Tpoye o UEVES GUPLYYEG KOl GE TOAAATALG
oVokeEVOoiEg oV TEPLEYOVY 6 (6X1) Tpoyeouéveg cuptyyes. Mmopel vo, unv KoKAOPOPOUV OAEG

01 GUGKEVOGIEG.
Kéroyog Aderag Kvkhogopiog

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

Iopaockevactig

Takeda Austria GmbH
St. Peter-Strafe 25
A-4020 Linz

Avotpia

IMa omoladnmote TANPOPOPIo. GYETIKA LLE TO TOPOV POPUAKEVTIKO TPOIOV, TAPUKOAEIGTE VO
angvBuvOeite GTOV TOMIKO AVTITPOGMITO TOV KATOYXOL TNG AdENG KVKAOPOpiag:

Belgié/Belgique/Belgien
Takeda Belgium NV
Tél./Tel.: +322 464 06 11
medinfoEMEA @takeda.com

Bbnarapus

Takena bearapus EOO/]
Ten.: +359 2958 27 36
medinfoEMEA @takeda.com

Ceska republika

Takeda Pharmaceuticals Czech Republic s.r.0.

Tel: + 420 234 722 722
medinfoEMEA @takeda.com

Danmark

Takeda Pharma A/S

TIf.: +45 46 77 10 10
medinfoEMEA@takeda.com
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Lietuva

Takeda, UAB

Tel.: +370 521 09 070
medinfoEMEA@takeda.com

Luxembourg/Luxemburg
Takeda Belgium NV
Tél./Tel.: +322 464 06 11
medinfoEMEA @takeda.com

Magyarorszag

Takeda Pharma Kft.

Tel.: +361 270 7030
medinfoEMEA @takeda.com

Malta

Drugsales Ltd

Tel.: +356 21419070
safety@drugsalesltd.com



Deutschland

Takeda GmbH

Tel.: +49 (0) 800 825 3325
medinfoEMEA @takeda.com

Eesti

Takeda Pharma OU

Tel.: +372 6177 669
medinfoEMEA @takeda.com

E\rada

TAKEDA EAAAX AE.
TnA.: +30 210 6387800
medinfoEMEA @takeda.com

Espaiia

Takeda Farmacéutica Espafia, S.A.
Tel.: +34 917 90 42 22
medinfoEMEA @takeda.com

France

Takeda France SAS

Tel.: +33 140 67 33 00
medinfoEMEA @takeda.com

Hrvatska

Takeda Pharmaceuticals Croatia d.o.o.

Tel: +385 1377 88 96
medinfoEMEA @takeda.com

Ireland

Takeda Products Ireland Ltd.
Tel.: 1800 937 970
medinfoEMEA @takeda.com

island

Vistor hf.

Simi: +354 535 7000
medinfoEMEA @takeda.com

Italia

Takeda Italia S.p.A.

Tel.: +39 06 502601
medinfoEMEA @takeda.com

Kvbmpog

A.POTAMITIS MEDICARE LTD
TnA: +357 22583333
a.potamitismedicare@cytanet.com.cy

Latvija

Takeda Latvia SIA

Tel.: +371 67840082
medinfoEMEA @takeda.com
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Nederland

Takeda Nederland B.V.

Tel.: +31 20 203 5492
medinfoEMEA @takeda.com

Norge

Takeda AS

TIf.: +47 800 800 30
medinfoEMEA@takeda.com

Osterreich

Takeda Pharma Ges.m.b.H.
Tel.: +43 (0) 800-20 80 50
medinfoEMEA @takeda.com

Polska

Takeda Pharma Sp. z o.0.
Tel.: +48223062447
medinfoEMEA @takeda.com

Portugal

Takeda Farmacéuticos Portugal, Lda.
Tel.: +351 21 120 1457
medinfoEMEA@takeda.com

Romania

Takeda Pharmaceuticals SRL
Tel.: +40 21 33503 91
medinfoEMEA @takeda.com

Slovenija

Takeda Pharmaceuticals farmacevtska druzba

d.o.o.
Tel.: +386 (0) 59 082 480
medinfoEMEA @takeda.com

Slovenska republika

Takeda Pharmaceuticals Slovakia s.r.o.
Tel.: +421 (2) 20 602 600
medinfoEMEA @takeda.com

Suomi/Finland

Takeda Oy

Puh./Tel.: 0800 774 051
medinfoEMEA@takeda.com

Sverige

Takeda Pharma AB

Tel: 020 795 079
medinfoEMEA @takeda.com

United Kingdom (Northern Ireland)
Takeda UK Ltd

Tel.: +44 (0) 3333 000 181
medinfoEMEA @takeda.com



To wapdév @UAA0 00N YIOV Yp1ioNS avaOe®P1)ONKE Y10 TEAELTUIO POPE GTIS

Addkeg INYEG TANPOPOPLAOY

Av16 10 EOALO 0N YDV YPNoNG Elval O1aBETI0 GE EKO0GT KATAAANAN Yio TVPAOVG aoBeveic N
aoBeveic pe petopévn dpaon kat propet vo yopnynOetl amd tov appoddto Tomkd avTITPOSHOTO TOV

Koatdoyov Aderog Kuihopopiog.

Aemtopepeic TANpoeopies yia 10 PapuaKko avtod gival d100E61EC 6TO dIKTLOKO TOTO ToV Evpomaikohd
Opyaviopov @apudxmv: http:// www.ema.europa.eu.

O mAnpogopieg mov axorlovBolv amevBvvovtal Ldvo ce exayyeAlaties vyeiag:

IyynAacipuotnta

IIpoxeyévou va Bektimbel n yyvnAacipudtnta TV BloAoYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
Kol 0 aplOpOg TOPTIONG TOL YOPTYOVLEVOD PUPUAKOL TPETEL VO KOTAYPAPETOL LLE CAPTVELDL

93


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

Oodnyieg ypnonge:

Awpdote kot akolovBNoTe AVTEG TIG TANPOPOPiEg TPV KAveTe TNV éveot). O Y1aTpOS, 0 VOGOKOUOG 1 O
(POPUOKOTOLOC GOG TPETEL VO 00, OEIEOLV TG VO YPTCILOTOLELTE TNV TPpoYEoUéVN cvptyya Entyvio
TPV TN (PN CLLOTOMGETE Y10, TPDOTN POPA.

H wpoygpiopévn odpryye piog 66ong Entyvio

Hpwv amd T yprion
KdaAivkog perovag Dapuaxo  Belova

EXPMM/EEEE -

Mo éupoio Aapn doktoAov Elatipo  Kéivuua Beldvog

Mgeta ™ gpijon
Kdéivkog Berdvog

G

Koivppévn PBerova

Kd&Oe mpoyepuopévn oopryya drabétet Eva kdAvka feddvoc. Oa kaAdvyel avtopata T feAdva, apov To
éuPolo meotel kKGTm 660 TAEL Kot LETA eEAeLOepmOEL.
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)

TomoBeToTE 6h0 000 YperaleoTe Yo TNV éveon 6€ pa KaBapn
eminedn emedavero

Bydte to kovti pe v/T1g Tpoyepopévn(eg) ovptyyo(eg) amod To

yoyeio.

e Edv avoiyete T0 xouTi Y100 Ip®TN POPd, EAEYETE Y10, VL
BeParwbeite 611 TO KOVTI €ivor KATAAANAQ cPpayicuévo. Mn
YPNOUYLOTOIGETE TNV/TIG TPOYELGUEVT(EC) GVpLYYO(EC), EGV
KAmol0 OTd TIC GOPAYIGEIS TOL KOVUTIOV £ivatl Topaflocuévn
N Aginet.

o E)éy&re v nuepounvia Anéng (EXP) mdve oto kovuti. Na
U1V TN ¥PNOWOTOLELTE, €AV EYEl TapEADEL | nuepOoUNVia
MENG OV avoypAPETOL GTO KOLTI.

o AQaipéoTe PO TPOYEHGUEVT GUPLYYQ OO TO KOUT.
DvAdETe TUYOV EVATOUEVOVGEG TPOYEUIGUEVEG GUPLYYES
Héca 6To KovTi, 6TO Yuyeio.

[eppévere 30 Aemtd, DOTE VO EMTPEYETE GTNV TPOYEUIGLLEVT

ovpLYYa Vo PTacEL o€ Bepuokpacio dwuatiov.

e Mn Oeppaivete TNV TPOYELUGUEVT] GUPLYYA [LE KOVEVAY GALO
TpoTO.

e Mnv ™V aQNVETE GTO AUEGO NAMOAKO P®G.

e  Mnyv Bydlete v Tpoyeouévn cVPLYYO 0o TOV HiGKO NG,
€m¢ OTOV va. €10TE ETOHOG/M VO KAVETE TNV £VEOT).

®a ypelooteite emiong:

e Emifepa owvomveduatog

e Tolvmo BouPakiov N yala

o [Ilepiéxtn amdppwng ArYUNP®V OVTIKEILEVOV

Hepwpévere 30 dentd

e
— 302
\- ~/

w/ I \

£
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2) Avoilte ko gréyETe TNV TPOYEUIGPEVT GVPLYYO.

[M\ovete ta yépla oag

HEKOANOTE TO YOpTi 0TOV JioKO KOl BYAATE TNV TPOYELUGLEVN

oUPLYYO KPOTOVTOG TNV 00 TO CAON TNG.

e Mnyv akovunnoete To LoP EUPOAO Kot UV TN ONKOGETE
KPOTOVTOG TNV od oVTo.

o Mnv apapécete To KdAvpp TNG PeAOvag TG PeAdvag, Emg
OToV va gloTe £TOUOC/M VO EVECETE.

EmbBempnote v mpoyepuopuévn copryya yio BAGST.
e M pNCLUOTOMGETE TV TPOYEUGUEVT CLPLYYO, EAV
OTOL0ONTOTE TUN A TNG EIVOL KOTEGTPAUUEVO.

EAéyEte TNV nuepounvia ANENG GTNY TPOYELUGUEVT] GVPLYYA.
e Mnv T ¥PNCWOTOMGETE, EGV N NuUepoUnVia AHENC otV
TPOYELGHEVT COpLyya Exel mapEADeL.

EAéyEte to papuaxo. Ipénet va, givar dypopo Eog Kitpvo.
e M ¥pMGLOTOMGETE TNV TPOYEUICUEVT) GUPLYYQ, €6V TO
@appako givar BoA0 1 TEPLEYEL M®POVUEVH COUATIOWN.

Evdéyetar vo deite puoadideg aépa péoa ot cvpryya. Avtd

glvar LG10A0Y1KO.

e Mnyv eNYEIPNOETE VO APALPECTE TIC PUCAAIDEG ALEPQ OO TNV
TPOYELGUEVT] GUPLYYCL

e Mnyv v avokwveite

3) IpostToyndote T 0éon Eveong

EmiéEte o 0£om éveong oto Yopvo cog 6éppa petald Tov

axoAovOV:

e Eumpog pépog tov unpov 1

o [leproyn Tov otopay10b (KOIAd) EKTOG amd TNV TEPLOYN S cm
YOp® atd TOV OLLPAAO 1|

e [licw pépog tov v Ppayiova (LOVO €dv KAveL TNV EvEGT O
(POVTICTNG).

Xpnowonomote véa Béon éveong 1 véa mePLoyn vtog TG 1010

0éong éveong yia kGO Eveon.

o Mnv kdvete TV €veon 6€ EAEG, OVAEC, LOAMTEC ) GE OEPUAL
evaiochnto, oKANPO, KOKKIVO 1 TOL TAPOLGIALEL PAGST.

Yxovmiote TNV emAeypévn 0éon pe éva emibepa otvomved uaTog.

AQNOTE TO EPLA GOG VO GTEYVAOGCEL.

e MV 0KOVUTGETE TAEOV QTY| TNV TEPLOYN, TPV VO, KAVETE
TV éveon.

DpovTioTAG

povo

~

il

|

I

’r“.\
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4) Kavte Tqv éveon Entyvio

Apapéote To KGAvpua tng felovag tpafaviag iola.

e Mnv akovunnoete N Tpopnéete to popP Eppoiro.

e Evdéyeton va deite po otorydvo vypov otny AKpn g
Bedovag.
Av16 elvarl puGIOAOYIKO.

o Mnv ayyiete T Pehdva kot unv enovatorodeTnoete T0
KéAvpupo ot Berova.

e M ypNOCUOTOLELTE L0 TPOYEUITUEVT] GVPLYYQ TTOV EXEL

TEGEL. /—\
e M {pNCYLOTOLEITE LI0L TPOYELUGUEVT] GUPLYYO LE AVYICUEVT :
N omacuévn Perdvo. :

Amopplyte 10 KAV,

Kpamote v mpoyspiopévn cvpryya pe to 1 x€pt Kot ToIUMNoTE
70 déppo YOpm amd TN B€om €veong e To AAAO oag XEPL.
o Kpomote 10 ToUmuévo £m¢ TNV OAOKANP®GN TNG £VEOMG.

Ewoaydyete ohoxAnpn ) Berdva o€ yovia Tepimov 45 popov
GTO TOUTNUEVO dEPLLA.

Méote 10 £pPoiro péypr KaTE 660 TEL, Y10 Vo vEcETE OAO TO

OaPUOKO.

e Awtnpnote v igomn oto EuPoro kot tpafnéte T Perdva,
v va T PydAete omd To SEpua.

ATOpaKpOVETE TOV avTiyEpd cag amrd To Epporo, yio va
EMTPEYETE GTOV KOAVKO TNG PeAdvag va, kKaAVYEL T BeAdva.

Evdéyetar vo mopatnpioete Ui, [kpn TocOTTO QioTog oTn
0¢om éveong. Edv ovuPel avto, miéate £va toAvmio fopfakiov 1
pia yalo oTo dépUa GOg.

5) AmoppiyTe TA PNCIUOTOINUEVE, VAIKE

TomoBetnoTE TN YPTCYLOTOINUEVT] TPOYEUGUEVT] GOPTYYD GE A

évav avOekTiKd otn S1dTpNon TEPEKTT, OTMC TEPLEKTI ALYUNPDOV Q X

OVTIKELEVOV, AUECMG LETA TN YPNON.

o AmoppiyTe TOV TEPIEKTI QLYUNPDV OVTIKEWEVOV GOUPDVL
LLE TOVG TOTKOVS KAVOVIGLLOVG.

To vréAouro LAIKO umopel va amopplebel ot owlakd amdPANTA.
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Entyvio 108 mg gvécipo S10AVp0 GE TPOYEPIGUEVT] GUOKEDT] TOTOV TEVOG
vedolizumab

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO
PaPROKO, O1O0TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

o Duragte avTd To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.
. Edv éxete mepartépo amopieg, p@TNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOLO GOLC.
o H cvvtayn yio avtd 1o pappoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODOETE TO

@AapuaKo o€ GALOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO GUUTTOUOTO TNG
ac0Eveldg Tovg givar 1010 e Ta O1Kd Gag,.

. Edv mapotnpfoete Kamoto avemBOunT evEpyela, EVIUEPOOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)
TOV VOGOKOUO G0G. AVTO 1oY0€eL Kot Yo, KO mbavi) avemBOunTn evépyela Tov OV avaPEPETOL
670 TaPOY GUALO 0dNYIDY Ypriong. BAEre mapdypago 4.

T Tepréyer 1o Tapoév @A 00N YLOV:

T etvon o Entyvio kou o givat n yprion tov

T mpénet va yvopilete mpv ypnopomomoete to Entyvio
Ia¢ va ypnoomomoete to Entyvio

IMBovég avemBOuntec evépyeteg

Ilog va purdoocete to Entyvio

[Tepreydueva g cuoKEVAGING Kot AOUTEG TATPOPOPIES

AU

1. Th givar To Entyvio ko wora givan i ypiion tov

Th givan To Entyvio
To Entyvio mepiéyet t dpaotikn ovoia «vedolizumaby. To vedolizumab avrketl e pia opdda
Broroyikdv eoapudkmv Tov ovopdlovial Lovokhovikd aviicopoto (MADbs).

og opa to Entyvio
To Entyvio dpa epumodifovtag pio Tp®TEIV GTNV EMPAVELL TOV AEVKOV QIOGPALpimV To omoia
TPOKUAOVV T1| PAEYLOV TNV EAKOON KOAITION Ko T VOG0 tov Crohn. Avtd mepropilet tnv éktaon

™G pAgyHOVNG.

INoti ypnowponoreitor To Entyvio
To Entyvio ypnoiylomoteiton yio TV VTIUETMOTION TV CNUEL®V KOl CUUTTOUAT®V G EVIIAMKES TOL
TAoyoLvV 0md:

o pétpla £og cofapn) evepyod eAK®ON KOAMTION
o pétpla £og cofapn evepyo voco tov Crohn.
EAxkcddng Kohitida

H eAxkddng kolitida givar po Tabnomn mov tpokadel pAEYOV TOL TayEog eviépov. Edv éyete ehikmon
KoAlTId, apyikd Ba cag yopnynbovv dila edpuaxa. Edv dev avianokpibeite apketd kaAd 1 €qv dgv
umopeite va aveyteite autd To0 eApLOKa, 0 YaTpdg Gag propet vo oag yopnynoetl to Entyvio yia va
mEPLOPIioEL TA, oM LElD KOl GUUTTOWOTO, TS TAONGNC GOC.

Nocog 1ov Crohn

H vécoc¢ tov Crohn givat pio vo60g mov mpokarel pAeyHOV ToV TTENTIKOD cvoathuotoc. Edv €xete
v660 tov Crohn, apyucd Oa cog yopnyndovv diia edpuaka. Edv dev avtomokpibeite apkeTd Kard 1
€4V 0gv UTOPEITE VO OVEYTEITE OVTA TO PAPLOKO, O YIOTPOG GOG UTOPEL VO Gag xopnynoet To Entyvio
Y10 VO TEPLOPIGEL TOL GNUEIN KOl CUUTTAOUOTO TG TEONGNG COC.
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2. Tvpémer va yvopilete mpv ypnoiponomcete 70 Entyvio

Mn ypnopomonjcete o Entyvio:

. o€ mepintwon aAlepyiog oto vedolizumab 1| 6 0m0106NTOTE GALO OO TAL GLOTATIKA AVTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPAPO 6).
o eqv €xete evepyd cofapn Aoipmén -6mwe puuatioon, dnintnpiocn Tov aipatog, cofapn

Suappota Kot EUETO (YOOTPEVTEPITION), AOTU®MEN TOV VELPIKOD GLUGTILOTOC.

Ipogdomomoeis ko TpoPLAGEES
AmevOuvieite oToV Y10TPd, TOV PUPUAKOTOLO 1] TOV VOGOKOWO GaG, TPV ¥pnoiporomaoste 1o Entyvio.

Evnuepoote Tov y10Tpo, TOV QUPRAKOTOLO 1] TOV VOGOKONO GUS OUECMS, OTAV YPTCILOTOIEITE Y10
TPOTN POPA AVTO TO PAPHUOAKO, KOTA TN dtdpkela TG Oepameiog kot HETAED TV 00GEWDV:

o €dv exdnAmoete BoAn Opact, anmdAsia Opacng N dSmiwnia, duckoAio oty opidia, advvaio
evog Bpayiova 1 T0S100, HETAPOAN GTOV TPOTO TOL TEPTATATE 1) TPOPANLLATO IGOPPOTHAG,
emipovn oupodie, petwpévn aicnon 1 andiela aicnonge, andiga pvhipng 1 obyyvon. Ola
ot propet va etvar cupntodpate cofapns Kot EvOE opives 0avaTn@opov EYKEPUAKNG
madnong, n onoia sival yvoot) mg TtoAvesTiokr AsvkoeykeparondOeia (IIIA).

o edv €xete hoipmEn 1 vopilete 0Tt £xete Aolpwén—ta onpeio teptiapupdvouy piyn, TpEUOvAO,
emipovo Prya 1 vynAd TpPeTd. Mepikég Aoyméelc pumopei va yivovv cofapég Kot mhavov
aKOUN Kot ameANTIKEG Yo T {01, £V 08V AVTIUETOTIGTOVV.

. €dv eppavioete onueio aAlepytkng avtio paong, 0TS cLPLYIO, SVCKOAN GTNV AVOTVOT,
eEavnpua, kvnopd, tpn&po M LaAn. ['a mo Aemtopepeig mAnpoopieg, PA. aAlepyikég
avTIdpAoelc 6TV TOPaypago 4.

o €4V mpoKeLTA VO, KAVETE 0TO10VONTTOTE EPPoiacpuo 1 Exete epuforactel mpoceata. To Entyvio
pmopel v EXNPEACEL TOV TPOTO TOV AVTOTOKPIVESTE GE Eva EUPOALO.

. edv €yete kapkivo, amevBuvbeite otov yiatpod cag. O yiatpog cag Ba mpémet vo amoPacicel eqv
umopei axoun vo cog yopnyeitar to Entyvio.

. gdv dev aicbdveote Kalvtepa, KoBmG To vedolizumab evdéyeton va yperdletot £mg Kot
14 eBdoudoeg yio va dpdoel o opiopévovug acbeveic pe mohd evepyod voco tov Crohn.

owra ko £pnpor
To Entyvio dev cuvictdtot yio xp1ion o€ Totdid 1§ pnfoug (nAtkiag Katw tov 18 etmdv) Adym EAdetyng
TANPOPOPLDY GYETIKA LIE TN YPNOTN CLTOL TOV PAPUAKOV GE QLTI TNV NAKLOKT OUAda.

Al @appoxa ko Entyvio
Evnuepdote tov yotpd, 1oV @opLoKOTOLd 1] TOV VOGOKOUO Gag GV TailpveTe, £xETE TPOGPATO TAPEL 1|
umopel va Tdpete GAAa @apaKa.

. To Entyvio dev mpénel va yopnyeitatl poll pe dGAlo froAoyikd @apuoKe mov KaTtaoTEAAOVY T0
OVOGOTONTIKO GO GVOTNUA, KAO®DG 1 Spdom Tov gapudicov dev ival yvmorr).

Evnuepdote Tov yatpd cog edv EXETE TPONYOLVUEVOG TAPEL:

. natalizumab (évo @appoKo yio TNV TOAAOTAN oKAPLVGT) N

. rituximab (évo @APLOKO Y10 OPIGHEVOLG TOTOVS KOPKIVOL Kol PEVUOTOE0VS apBpiTidag).
O yiatpdc oag Bo amopacicel eav umopei va cag yopnyesitar To Entyvio.
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Kinon kot Onioopég
Edv elote €yxvog 1 Inhdlete, vouilete 0tL pmopel va giote £yKvog 1 oyed1dLETE VO ATOKTICETE T,
{ntote TN GUUPOVAN TOL YTPOV GOC TPV TAPETE ALTO TO PAPUAKO.

Kvnon

O emdpaoelg Tov Entyvio o€ eykvovg yovaikeg dev gival yvootéc. Emopévmg, avtd 1o eapuako dev
GUVIGTATOL Y10 XPTOT) OTT| SLAPKEL TG EYKLUooVVNG. Ecelg Kot 0 y1aTpdc 60¢ TPEMEL VAL ATOPUCICETE
oV T0 OPELOC Y10 oo elvar LeyoADTEPO OO TOV OLVNTIKO KIVOLVO Yo €GAC KOl TO P GOC.

Edv giote yuovaika og avamopoymyikn nAKic, GUVIGTATAL VO ATOPUYETE VA PLEIVETE £YKVOG EVAD
ypnowonoteite Entyvio. [Ipénet va ypnoiponoteite amoteAeGUATIKY OVTIGOAANYN KOTA TN SLOPKELL
¢ Oepameiog Kot yio tovAdyiotov 4,5 unveg petd tnv teAevtaio Oepameio.

OnAacpog

Evnuepaote tov yatpd cog av Onialete N oyedidlete va Onddoete. To Entyvio mepvdel 6to untpiod
yaAa. Agv VTAPYOLY ETAPKEIG TANPOPOPIEC GYETIKA LE TNV EMIOPACT) TOL UopEl avTd Vo EXEL GTO
Bpépog cag kat oty mapaywyn ydlaktog. [Ipénetl va anopaciotel, edv Bo otapaticel o ONAacpog M
Oa otapatioetl 1 ypnon tov Entyvio, Aappdvoviog vadym 1o 6¢perog Tov Onracol Yo 1o Todi cog
Kol To 0peAog NG Bepameiog yio €06iC.

001yN o1 Ko LEPIOROS PNV LATOV

AVT0 TO PAPUIOKO £XEL UIKPT ETXLOPOOT] OTNV IKAVOTNTA GOG TNV 001 YNOT| Kol TOV XEPIoUO
punyovnudtov. 'Evag pikpog aptBuog acevov €xet vidoet (GAn petd t Anyn tov Entyvio. Edv
viooete (AAT, UV 00NYNGETE 1 UNV XPTCLLUOTOINCETE EPYOAEID 1] LY OV LOTO.

To gvéoipo drdivpa Entyvio 108 mg/ml wepréyer varpro
To eappaxo ovtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 66om, ival avtd mov
ovopdlovpe «erebBepo vatpiovy.

3. g va ypnopomouicete 1o Entyvio

[Tévtote va ypNGIOTOLEITE TO PAPUOKO CVTO QVGTNPA COLPOVA LE TIC 0OTYIEC TOVL YIATPOL 1| TOL
Qopurokomolod cog. Eav éxete appifolies, potnote Tov Y1aTpd 1] TOV POPLOKOTOLO GOG.

Eoeig 1 0 ppovtiotic cog o ekmaidevteite ot ypnon Tev evésewv Entyvio kdt® amd To dEpua oag
(vmodOpLOVY evEcE®V).

1660 Entyvio 0a AdPete
H Oepaneia pe Entyvio gtvon 1 01 yio v gElkcddn koAitida kot ) voco tov Crohn.

H ocvvietouevn d6om eivan 108 mg Entyvio yopnyodueva pe vrodopia Eveon pia popd kade
2 gfoopadec.

o v apyn g Bepaneiag, o yatpdg Ba xopnynoet apyikég 06celg Entyvio péow evotdialng ot
pia eAéBa Tov Ppayiovd cag (evooeAéfia Eyyvon) o dtdotnua 30 AenTdv.

o Metd amd tovidyiotov 2 evoopAEPieg eyydoels, Oa apyioete va Aapupdvete To Entyvio pe
V7odopLa Eveot). H Tpdtn vmodopia Eveon yopnyeitol KoTd ToV ¥pOVO TNG ETOUEVNG
TPOYPALUATIOUEVNS EVOOPAEPLAG £yyvonG Kot KAOe 2 eBOOLAdES OTN GLVEXELD.

"Eveon Entyvio
Mmropeite vo KAVETE GTOV EAVTO GOG TIG LTOOOPLES EVEGELG 1] VO GUG TIC KAVEL EVOG PPOVTIGTNG, LETA
oo eKmaidevoT oTov TPOTO OV Yivovtal. Odnyieg Tapéyovial 6To TEAOS LTOV TOV PVAAOV.

Eav Egyaoete va mapete | mapareiyere v £veon tov Entyvio
Edv Egxdoete | mapodeiyete pia 0601, KAveTe TNV €mOUEVN £VEST TG SOOI TO GLVTOUOTEPO SLVATO

Kot kG0e 2 efdopadec TN CLVEYELQ.
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Edv otapoatiosete va ypnopomroreite To Entyvio
Mn ctapatioete vo, ypnoiponoteite to Entyvio yopic vo LiAcete TpdTa 6TOV Y10TpO GOg.

Edv éyete mep1ocdtepeg EpMTNOELS GYETIKA LLE T YPTOT OVTOV TOL PAPUAKOV, POTHOTE TOV YIATPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppraKa, £TGL KO AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AveTIBOUNTES EVEPYELEG, OV
ka1 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

YoPapéc avemOBOpNTES EVEPYELEG

AmevBuvieite 6ToV Y10TPO GOC AUEGMG EAV TOPATPTCETE OTOLOOMTOTE OO TO, TOPOKATO:

o alrepyég avtdpaoets (umopei va ennpedoovy €og 1 ota 100 dropa) — ta onpelo evogyetar va
nepthappavouv: cuptyud | SVGKOAN GTNV avamTvon, Kvidmaon, kvnoud Tov déppotoc, Tpnéiuo,
aioOnua adrobeciag, mévo otn BEon Eyyvong, epuBpdTNTA TOL SEPHOTOC Kot

o Aoméeig (pmopel va emnpedoovy €wg 1 ota 10 dtopa) —ta onpeio evoéyeton va
nepthapfavouv: piyn 1 tpéUovio, vymid Topeto M eEavonua

Alrec avemBOuNTEG EVEPYELES
AmevBuvieite oTOV Y10TPO GOG TO GUVTOROTEPO BVVATOV EGV TAPATNPT|CETE OTIONTOTE AN TA
TOPOKATO:

oAb ovyvég avemOBounTes evépyereg (umopel va ennpedoovy nepiocdtepa omd 1 ota 10 dropa)
o KOO KPLOAOYMLLOL

o OVO oTIC 0pOPDOGELS

o TOVOKEPUAO

Yoyvég avemBounteg evépyereg (Umopei va emnpedoovy émg 1 ota 10 dtopa)
mvevpovio

Aoipmén oto mayd évrepo amod to Paxtiplo Clostridium difficile
TUPETO

Oopaxikn Aoipwén

KOT®ON

Prixe

ypinn

0GQLOAYiN

TOVOAULLO

Aolpwén mopapptviov KOATOL

KVNnouo / eayovpa

e&avOnua kot epubpotnTa

OVO GTO AKPO

LOTKES KPAUTEG

poikn advvapio

Aoipwén Tov eapvyya

YOoTPEVTEPITION

TPOKTIKY Aoipnmén

TPOKTIKA EAKT

oKANPA KOTpavVA

(POLVCKWOUEVO GTOUAYL

aéplal

VYNAN TiEoT TOV AiATOG

aioOnpo pPopUN YKo HATOG 1 TOIUTALOTOG
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GTOOYIKO KOOGO

LHOpPOTdEg

BovAwpévn potn

éxlepa

VOYTEPVOL 10PpMTEG

oK

avtdpdoelg g Ooeig Eveong (ovumepiiapfovopévov movov, tpnéipatog, epudpdtnTag M
KVNGOLOD)

e ¢&pmng Lwothpag

Oy ovyvég avemBopnteg evépyereg (Umopet va ennpedoovy éog 1 ota 100 dtopa)

. gpLOpdTTA Kot gvocOncia TV OLAGKOV TOV TPLYOV
. Aoluwén and (upopdKNTo GTOV PAPLYYO KoL TO GTOLLO.
. KOATIKT Aoiuwén

. Ooumn 6paocn (ammdAsio TS 0&HTTAG TG OPACNC)

IMoAb omavieg avem@opnteg evépyeres (Unopel va emmpedoovy émg 1 ota 10.000 dropa)

. a1pvidia, Baptd aAlepyikn avTidpaoc, 1 omoio Wropel vo TPokaAEGEL SUGKOAIN GTNV AVATTVOT,
oildnpa, ypryopo kapdiako puoud, epidpmaon, TThoT TG ApTNPLIKNS TESTS, TAlyyo, OTdAELL
NG GLVEIONONG KOl KATAPPELOT) (OVALPLACKTIKY OVTIOPOOT) KOl AVOQUAKTIKY KaTamAn&io)

Mn yvootég (n cuyvotnTa dev pumopel vo ektiun el pe faon ta dabéoipua dedouéva)
. TVELUOVIKT] VOGOG OV TTPOKAAEL Svomvola (ddpecsn Tvevpovomdoeia)

Ava@opd avemBOunTmv gvepystov

Edv mapoatmpnoete Kamoto avemBOUnTn eVEPYELD, EVILEPDOTE TOV YLOTPO, TOV QAPUAKOTOL0 1) TOV
VOGOKOUO 6aG. AVTO oyveL Ko Yo kéBe mhovr avemBountn evépyeta mov dev avapEépPeTal 6To Tapdv
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBouunTeg evépyeleg anevbeiag, LECWO TOV
€0VIKOO GLGTNUATOG AVAPOPAS TTOV avaypaeTol oto [apdptnuae V. Méom g avoapopac
avemBouunTOV evepysldv uropeite va fondnoete ot GLALOYY| TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV 0CQAAELD TOV TOPOVTOG PUPILAKOV.

5. Hog va gvraccete 10 Entyvio

o To @appoako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat dgv TO POAvoLY Tal
ToLdLd.

. No pn ¥pMoLHOTOoLEITE AVTO TO PAPOKO LETE TNV NHEpOUNVIa AENG TTOL AVOPEPETOL GTO KOVTI

Kot TV emonpavor petd tny evoeitn «EXPy». H nuepounvia Anéng sivar n televtaia nuépa Tov
LUVO. TTOV OVOQEPETOL EKEL.

o To Entyvio mtpoopiletar povo yia pio xpnon.

o dvidocoete og yoyeio (2 °C-8 °C). Alatnpeite ™v/T1g Tpoye o pévn(eg) ovokeun(€g) THTOL
TEVOG GTO OPYIKO KOLTL Yia va Tpoostatevovion omd to eoc. Edv ypetdletar, pio mpoyspucpévn
GUGKELT TUTOV TEVAG Popel va Tapapeivel EKTOG Yoyeiov TPOcTATELHEVT OO TO YOG GE
Oeppoxpoacio dwpatiov (émg 25 °C) vy éwg 7 nuépes. Mnv 1o ypnoiponoteite, edv Exet
mopapeivel ektdg yoyeiov yia meplocdTePeS omd 7 NUEPES.

o Mnv KoToyvyete. Mnv 10 a@NVETE GTO AUEGO NALIKO POC.

o Na pn ypnoiponoteite autd 10 PAPLOKO EAV TAPATNPTCETE TUYOV COUOTIONN GTO VYPO 1
ATOYPOUATIGUO (TO dLdAvpa TPETEL VAL Elvar dyp®Uo EmG KiTPVo) TPV amd TN YopnyNnom.

. Mnv zmtetdite @APLAKO GTO VEPO TNG AMOYETEVOTC 1| OTA OIKLOKE amoppippota. Potiote tov

(OPLOKOTOLd GOG YO TO MG VO TETAEETE TO PAPLOKO TTOL OEV YPNCLUOTOIEITE T AVTd TOL
puétpa Bo Bonbncovy oty Tpoctacio Tov TEPIPAAAOVTOC,.
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6. Ilepreydpeva TG GVGKEVLUGIOS KOl AOUTEG TANPOPOPIES

T nepréyer To Entyvio

. H dpactikni oveia eivar To vedolizumab. Kdbe npoyspiouévn cuekenn tHmov mévag mepiéyet
108 mg vedolizumab.

o Ta GArho 6VETOTIKG ivol TO KITPIKO 051 HoVODOPIKD, TO KITPIKO VATPLo S1wdpikod, N L-1o11divn,
N L-tet1divn povoddpoyrwpikn, n L-apywvivn vépoyrmpikr, to molvcopPikd 80 kot to Vdwp yio
EVEGLLLOL.

Ep@avion tov Entyvio kon wepleyopeva TnG 6uoKevLooiog

. To Entyvio givat éva dypopo £mg KiTptvo eVEGIO OV, TO OO0 TOPEYETAL GE YUOAIVY
TPOYELGUEVT] GUGKELT TOTOV TEVAG TTOL SLODETEL L ovTopaToTotnuévn Bopdkion Perdvog
7oV gmekteiveTal Kol ool mhve amd T Peddva, LOAG 1| cvuokevT| apoapedel amd tn 0o
éveong.

. To Entyvio datifetor oe KovTid mov meptéyovy 1 1 2 TPOYEUIGLLEVEG GUGKEVES TOTOL TEVAS KOt
6€ TOALOTTAEG GUOKEVLAGIEG TTOVL TTEPLEYOLY 6 (6X 1) TPOYEMGUEVEG GUOKEVEC TOHTOV TEVAG,.
Mmnopei va, unv KuKAOPOpPOUV OLEG 0L GUOKEVAGIES.

Karoyog Aderag Kvkhogopiag

Takeda Pharma A/S
Delta Park 45

2665 Vallensbaek Strand
Aavia

IHopackevaoctig

Takeda Austria GmbH
St. Peter-Strafe 25
A-4020 Linz

Avotpia

INoa omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
angvBuvbeite 6TOV TOMIKO AVTITPOGMITO TOV KATOYXOL TNG AdENG KuKAOPOpiag:

Belgié/Belgique/Belgien Lietuva

Takeda Belgium NV Takeda, UAB

Tél./Tel.: +32 2 464 06 11 Tel.: +370 521 09 070
medinfoEMEA @takeda.com medinfoEMEA @takeda.com
Bbnarapus Luxembourg/Luxemburg
Taxena bearapus EOO/ Takeda Belgium NV

Ten.: +359 2958 27 36 Tél/Tel: +32 2 464 06 11
medinfoEMEA @takeda.com medinfoEMEA @takeda.com
Ceska republika Magyarorszag

Takeda Pharmaceuticals Czech Republic s.r.0. Takeda Pharma Kft.

Tel: + 420 234 722 722 Tel.: +361 270 7030
medinfoEMEA @takeda.com medinfoEMEA @takeda.com
Danmark Malta

Takeda Pharma A/S Drugsales Ltd

TIf.: +4546 77 10 10 Tel.: +356 21 419070
medinfoEMEA @takeda.com safety@drugsalesltd.com
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Deutschland

Takeda GmbH

Tel.: +49 (0) 800 825 3325
medinfoEMEA @takeda.com

Eesti

Takeda Pharma OU

Tel.: +372 6177 669
medinfoEMEA @takeda.com

E)\AGdo

TAKEDA EAAAX A.E.
TnA.: +30 210 6387800
medinfoEMEA @takeda.com

Espaiia

Takeda Farmacéutica Espaiia, S.A.
Tel.: +34 917 90 42 22
medinfoEMEA @takeda.com

France

Takeda France SAS

Tel.: +33 140 67 33 00
medinfoEMEA @takeda.com

Hrvatska

Takeda Pharmaceuticals Croatia d.o.o.

Tel: +385 1377 88 96
medinfoEMEA @takeda.com

Ireland

Takeda Products Ireland Ltd.
Tel.: 1800 937 970
medinfoEMEA @takeda.com

island

Vistor hf.

Simi: +354 535 7000
medinfoEMEA @takeda.com

Italia

Takeda Italia S.p.A.

Tel.: +39 06 502601
medinfoEMEA @takeda.com

Kvnpog

A.POTAMITIS MEDICARE LTD
TnA: +357 22583333
a.potamitismedicare@cytanet.com.cy

Latvija

Takeda Latvia SIA

Tel.: +371 67840082
medinfoEMEA @takeda.com
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Nederland

Takeda Nederland B.V.

Tel.: +31 20 203 5492
medinfoEMEA @takeda.com

Norge

Takeda AS

TIf: +47 800 800 30
medinfoEMEA @takeda.com

Osterreich

Takeda Pharma Ges.m.b.H.
Tel.: +43 (0) 800-20 80 50
medinfoEMEA@takeda.com

Polska

Takeda Pharma Sp. z o.0.
Tel.: +48223062447
medinfoEMEA @takeda.com

Portugal

Takeda Farmacéuticos Portugal, Lda.
Tel.: +351 21 120 1457
medinfoEMEA@takeda.com

Romania

Takeda Pharmaceuticals SRL
Tel.: +40 21 33503 91
medinfoEMEA @takeda.com

Slovenija

Takeda Pharmaceuticals farmacevtska druzba

d.o.o.
Tel.: +386 (0) 59 082 480
medinfoEMEA @takeda.com

Slovenska republika

Takeda Pharmaceuticals Slovakia s.r.o.
Tel.: +421 (2) 20 602 600
medinfoEMEA @takeda.com

Suomi/Finland

Takeda Oy

Puh./Tel.: 0800 774 051
medinfoEMEA@takeda.com

Sverige

Takeda Pharma AB

Tel.: 020 795 079
medinfoEMEA@takeda.com

United Kingdom (Northern Ireland)
Takeda UK Ltd

Tel.: +44 (0) 3333 000 181
medinfoEMEA @takeda.com



To wapdv @UAA0 00N YOV Yp1ioNS avaOe®P1)ONKE Y10 TEAELTOIO POPE GTIS

Addkeg INYEG TANPOPOPLAOY

Av16 10 EOALO 0N YDV YPpNoNG Elval O1aBEcio GE EKO0GT KATAAANAN Yio TVPAOVG aoBeveic 1)
aoBeveig pe petopévn opaon kot pmopel va xoprynbel amd tov appoddio TomKd OVIITPOCHOTO TOL

Koazdoyov Adetog Kvuhogopiog.

Aemntopepeic TAnpoeopieg yio to pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo Tov Evpmmaikon
Opyaviopov @apudxmv: http:// www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBody amevfivovtal LOVO e ETOYYEAUATIEG TOV TOWEN TNG VYELOVOLUIKNG
nepiBoiyme:

Iyvnloowdtro

IIpoxeyévou va Bektimbel n yyvnAacipdtnta TV BLoAOYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
Kol 0 aplOpog TOPTIONG TOL YOPNYOVLEVOL PAPLLAKOV TPETEL VO, KOTAYPAPETAL LLE COPNVELDL
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Odnyieg ypnong:

AwBdote kot akolovBnoTe AVTEG TIG TANPOPOPiEg TPV KAveTe TNV éveot). O Y1aTpdS, 0 VOGOKOUOG 1 O
pappokomolds cag o mpénel vo oag SIE0VV TAOC VAL YPNCLLOTOLEITE TV TPOYEMGUEVT] GLGKELT] TOTTOV
nmévac Entyvio mptv ) ¥pNGUYLOTOMGETE Y10 TPDTY POopd.

H mpoygpiopévn ovokev Tomov mévag piog 666ng Entyvio

pw amd ™ ypron

Mop kdioppa Hoapadvpo
napatipnong

Mgeta ™ gpiion

HapdaBuvpo Tapatipnong
Kitpwvn Owpdxion (ohoxkinpopuévny éveon)
Berovag

1) TomoOBetioTE 6M0 660 YpELALESTE Y10 TNV £vEGT 6 pMd KaOap
EMITTEON EMPAVELQ,

= BydAte 10 xovTi pe TV/TIC TPOYEUIoUEVT(EC) CVLOKEVN(EC) TOTTOV
évag amd 1o yoyeio.

e Edv avoiyete to kovTi Y00 TIp®DTN QOPE, ELEYETE Y100 VL
BeParmbeite 611 TO KOLTL Elval KATAAANAQ cEpayIGHEVO. MN
YPNOUYLOTOIGETE TNV/TIG TPOYELGUEVT(EC) GLOKEVLN(EG) TOHTTOV
TEVAG, AV KATOWO Ao TIC GEPUYIGELS TOV KOVTIOV gival
nopofroacuévn N Aeimel.

o EAéyEre v nuepopnvia Aéng (EXP) méve oto kouti. Na unv
TN YproyLonoleite edv £xel TapéAbel n nuepopunvia ANEng Tov
ovaypAEETOL GTO KOLTI.

o AQoipéoTe pia TPOYEMGUEVT GUGKELT] TOTOL TTEVAS OO TO
Kkovti. PLAGETE TVYOV EVOTOUEVOVGES TPOYEUIGUEVES GUGKEVEG
TOTOL TTEVAG PLEGA GTO KOVTL, GTO Yuyeio.

Iepipévere 30 Aemtd

= [lepiévete 30 hemtd, OOTE VO EMTPEYETE GTNV TPOYELUGLLEVN
GLOKELT TOTOV TEVAG va PTacel og Beppokpacio dmpatiov.
e  Mn Oeppaivete TV TPOYEUGUEVT] GUGKELT] TOTTOL TTEVOG UE
Kavévay dAlo Tpomo.
e Mnv Vv 0@NVETE GTO GUEGO NALIKO POC.
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o Mn Bydlete TV TPOYEUIGUEVT] GLOKELT] TOTTOV TEVOC Od TOV
dioko G, £mg 6TOV Vo €l0TE £TOLOC/T VO KAVETE TNV £vEoN.

* Qo ypewoteite eniong:
e EniBepa owvomvedpotog
e Tolvmio BapPaxiod 1 yélo
o [lepiéxtn amdppYnG ALYUNPDV OVTIKEILEV®VY

2) Avoilte ka1 EAEYETE TNV TPOYEULIGUEVT] GVGKEDT] TOTOV TEVOG
= [TAbvete To xEpla GOG.

= HeKOMNOTE TO YapTi 0TOV 3i0KO Kol BYAATE TNV TPOYELUGHEVN
GLGKELY] TOTTOL TTEVOG,

= EAéyEte TNV TPOYEUICUEVT] GVOKEVT TUTOL TEVAG Y. BAGPN.
e Mn pNCIUOTONGETE TNV TPOYEUGUEVT] GLGKELT] TOTOV TEVOC,
€V OTTO0ONTTOTE TUNUA. TG ELVOL KOTEGTPAUUEVO.

= EAéy&te v nuepounvia ANENG 0TNV TPOYEUIGLEVT] GUGKELT] TOTTOL
TEVAG.
o Mnv 1 pNCLOTOINGETE, €AV 1| NUEPOUNVia ANENC otV
TPOYEUGUEVT] GLOKELT TOTOV TEVAG EYEL TOPEADEL.
o E)\éy&re to papuako. Ipénel va givar dypmpo émg Kitpvo.
e M {pNGLLUOTOGETE TNV TPOYEUGUEVT] GLGKELT] TOTTOV TEVOC,
€4V 10 PAPLOKO eivat BOAO 1) TEPIEXEL OLOPOVUEVE COUATIONL.

= Evééyetor va deite puGOADEC 0€pal LEGH GTNV TPOYELGUEVT|
GLOKELT TOTOV TEVAG. AVTO €ival PLGLOAOYIKO.
e Mnv v avaxiveite

y

#
p [N
p .
’ N

@ EXPMM/EEEE
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3) IIpostowndote T 0éom éveong

= EméEte po 0éomn éveong 6to youvo cog dépua LETAED TV
axoAovOV:
o Eumpog pépog tov unpov 1
e [Ileproyn tov oTopaylov (Kothd) ektdg amd Lo Teployn S cm
YOp® amd TOV OUPOAD 1|
o [liocw pépog tov vm Ppayiova (LOvo edv Kdvel TNV Eveon o
QPOVTIGTNC).

= Xprnowonomote véa BEon Eveong 1 vEa meployn evtog g 101G
0éong éveong yia kaOe Eveon.
o Mnv kdvete TV £veon o€ EAEG, OVAEC, LOAMTEG 1) GE OEPLAL
evaictnto, GKANPO, KOKKIVO 1 TOL TAPOLGIALEL BAGST.

= Yxovmiote TV emheypévn Béon pe éva enibepa ovomvedLATOC.
AQNGTE TO JEPUA, GOC VO, GTEYVMGEL.
e MnV 0KOVUTNGETE TAEOV QTN TNV TEPLOYN], TPV VO KAVETE TNV
éveon.

»  Tpapnéte to pof kaivupa iclo, 1o vo T0 aQalpESETE, Kol

omoppIYTE TO.

o  Mn Balete ) mélete tov avriyepa, To GAAa dayTVAN 1 TO XEPL
Tévo amd v kitpn Bmpdaxion g Peidvog.

e Mny enovoToTODETEITE TO TAOUA GTIV TPOYEUGUEVT] GLOKELTY
THTOV MEVAG,.

e Mn ¥pMCUYLOTOLEITE LI0L TPOYEUGUEVT] GUGKELT TOTOV TEVOLG
7oL £XEL TEGEL.

DpovTIoTAG
poévo
/\ y ' p
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4) Kavere v éveon Entyvio

Kpamote v npoyepiouév cuokeun tOmov évocs, £T61 OGTE Vo
umopeite va deite To mapdbupo TapaTpNoNC.

TomoBetnoTe TV TPOYELGHEVT CLGKELT] TOTOL TTEVHG GE Ywvia 90

polp@v otn Béon éveong.

e BeBawwbeite 611 10 KiTpLvo dkpo dciyver Tpog T OEon
éveong.

e Mnyv miéoete, £og 0tov va £loTe £TOYLOG VO, EVEGETE.

Miéote TNV TPOYEPIGUEVT] GVOKEDT] TOUTOV TEVOG UEYPL KAT®
660 TaeL, yio va apyiote TV €veon.

Kpatiote kol petpiiote péxpr to 10 evod miélete pe otobepn

mieon. Avtd Ba emitpéyel va evebel 6ho To PdpaKo.

e Evdéyeton va akovoete 2 KMK, Eva 6Ty opyn Kot Evo Kovtd
670 TA0G NG £VEOTC.

Empepordote 611 TO TOpdOvpo mapakorovOneng sivar Tjpeg

NE POP APONE TPV CTAUOTNCETE VO TELETE.

o  Evdéyeton va mapatnpioeTe £val lKpO LEPOG YKPL GTO
napdBvpo. Avtd givar PLGIOAOYIKO.

2NKOGCTE TNV TPOYEUIGUEVT] GLOKELT] TOTOL TEVOS 0o T BEom

éveong.

e H «itpvn Bopdkion Berdvog Bo mécetl kan B acparicel mhvo
amo T Pelova.

e Edv 10 mopdbupo mapatipnong oev yepicel TeLeimg,
EMKOWMVNGTE LE TOV Y1ATPO, TOV VOGOKOLO 1) TOV
eappakonold cag. Evdéyetan va un AaPate tv mAnpn d6om
TOL POPUAKOV GO,

Evdéyetar va mopatnpnoete pia pikpn tocdtra aipatog ot 0éon
éveong.

Edv ovpfel avto, méote Eva toldmo Papfakiov 1 pia yala oto
dépua cag.

HIEXTE

KPATHXETE
(Merpiiote ©¢ o 10)

5) AmoppiyTe TA PNCLUOTOINUEVE, VAIKE

TomoBetnoTE TN YPNOYLOTOINUEVT] TPOYEUGUEVT] GUGKELT] TOTOV

mévag o€ Evav avBeKTIKO 6T S1ATPNOT| TEPLEKTN, OMWOC TEPLEKTN

LU POV AVTIKEWEVOVY, OUECHG LETA TN XPNON.

o Amoppiyte TOV TEPIEKTN ALYUNPDOV AVTIKEWLEVOV GOUQMVO, JIE
TOVG TOMKOVS KAVOVIGLLOVG.

To voroumo VA umopei va amoppiedei oo owkiokd amdPAnto.
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