ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOiIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Remicade 100 mg koI 1o TUKVO GKEVAGLLO Y10 TAPUOKELT SIOAVIOTOC TPOG EYYVOT).

2. NOIOTIKH KAI ITOXOTIKH XYNOEXH
KdaBe prorido mepiéyet 100 mg infliximab. To infliximab givot £va yipopikd LovokAwvikod
IgG1 avticopo avOpdTov-TovTiKoD Tov TapdyeTal 68 VPPIOOUATIKE KOTTOPO TOVTIKOD LE TEXVOAOYiL

avacvvdvacpuévov DNA. Metd v avaciotaon, ke ml tepiéyetl 10 mg infliximab.

IMa tov TAfpn KaTdAoyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kovig y1o Tukvo oKeDAGLO Y10 TOPACKELT SOADUOTOC TPOG EYYLoN (KOVIG Y10 TUKVO GKEVUCLLOL).

H xovic elvar Eva Avogilomoinuévo AeuKo GOUTNKTO.

4. KAINIKEX IIAHPO®OPIEZ
4.1 OgpamevTiKég evoeilelg
Peupatogidng apbpitida

To Remicade oe cuvdvacud pe ) puebotpe&dtn evosikvotol yio T LEIMOT TOV GNUEIDV KOl TV
CLUTTOUATOV, KaOOG Kol TN PeATioon TC ELOIKNC Asttovpyiag oE:

. eVAAIKeG ao0eveic e evepyn vOGOo OTOV 1] OVTOTOKPLGT GTO, TPOTOTOUTIKA TNG VOGOV
avtippevpotikd edppaxo (DMARDs), copneptrapfavopévng g pebotpe&dng, rav
OVETOPKNG.

o eviAKeg aobeveic e cofapn, Evepyr| Kol TPOOSELTIKN VOGO OV JEV £XOVV TPOTYOVLEVMS

AGBel pebotpe&an 1 aAia DMARDS.
e 0vTovg ToVg TANBVoUOVG acBevav amodelyOnie pia peimor tov puBupod eEEMEng g PAGPNG TG
apBpwong, 6mwg peTpdron pe axtvoypaeia (BA. mapdypapo 5.1).

Nooog tov Crohn og gvijAKeCG

To Remicade evdeikvuton yio:

. 1 OgpamEVTIKY AVTIUETOMTION TNG LETPLOG £C GOPapNGS, evepyng vooou Tov Crohn, g evijAleg
acBeveic mov dev €yovv avtamokpldel Tapd TV VIOPOAN GE TANPT KOl EXTAPKN AyOYT UE
KOPTIKOGTEPOEIDEG 1)/ KO (LVOCOKATUGTOATIKO TOPUCKEVAGLO, 1] 6€ 0oOeVELS TOVL dEV
EMBEIKVOOVV aVOYT| OTIG €V AOY® Bepameieg 1 Y10 TOVG 0TOI0VG AVTEVIEIKVLVTOL ITPIKA Ot
Oepaneicc avtéc.

. T OepameVTIKN AVTIUETOMTION TG EvEPYNS VOoov Tov Crohn pe mapovaia cupryyiwv, o
eviAIKeg acBeveic mov dev Exovv avtomokpldei, mapd TNV VTOPOAN GE TANPT KoL ETOPKN
Oepaneio pe coppatikn oywyn (CVUTEPIAAUPBOVOUEVOVY TOV AVTIPLOTIKAV, TG TOPOYETELCNG
KOl TNG 0VOCOKATUCTOATIKNG Oepameiag).

Nooog 1ov Crohn g naudrorpikovg acheveic

To Remicade evdeikvutot yia tn Ogpamentikn avtipetdnion coPapng, evepyng vocov tov Crohn, oe
701 Kot prPovg nAkiog 6 £wg 17 et@v, Tov dev Exovv avtamokpifel e cuuPatiky Oepameio wov
TEPILOUPAVEL EVOL KOPTIKOGTEPOELDEC, EVOL VOGOTPOTOTOMTIKO Kol TpmToYeEVH Opemtikn Oepomeia, 1
o1 omoiot eivat ducavekTikoi og 1 £xovv avtevoei&elg yia tétoleg Bepaneieg. To Remicade €xet
ueAetn et uovo e cuvoLOCUO Le GLUPBATIKES AVOCOKATAGTAUATIKEG Oeparmeies.

Elkddng koAitida
To Remicade evdeikvutat yia Tn OgpamevTiKy aVTILETOTION TG HETPLOG £WG GOPAPNS, EVEPYNS
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EAKDO0VE KOMTIO0G 08 EVAIKEG 0oDEVEIS O1 OTTOT0L ElYOV AVETOPKT OVTATOKPLION GTN CLUUPATIKN
Oepaneia, cCLUTEPIAAUPOVOUEVOV TMV KOPTIKOGTEPOEOMV Kot TV 6-pepkamtomovpivn (6-MP) 1
alaberompivn (AZA), 1 o1 omoiot eival SLGAVEKTIKOT GE 1) £Y0VV LTPIKES OVTEVOEIEELS Y10l TETOLEG
Oepaneiec.

Hodrorpikn eAK®oNg KoAMTIdO

To Remicade evdeikvutat yia tn 0epamevTiKy QVTILETOTION TS GOPUPNC, EVEPYNS EAKDOOVE
KOAITId0G 6€ Todd kot eprifoug nAtkiog 6 €mg 17 eTmv, o1 0molot ElY0V AVETAPKT OVIOTOKPICT OTN
ouupartikn Bepaneia, CLUTEPIAAUPOVOUEVOV T®V KOPTIKOGTEPOEDMV Kol TV 6-MP 11 AZA, 1 ot
omoiol eppavifovv dvcsavelio N £xovv 1TPIkéEg avtevoei&els yia Tétoleg Oepameies.

AyKvlomomTiky] 6TovVOLAITION
To Remicade evdeikvutat yia Tn OepamevTiKy AVTIHETOTION TS COPUPNG, EVEPYNS OYKVAOTOUTIKNG
OTOVOVAITIONG, 6 EVAMIKEG 0lGOEVELS TOVL dEV AVTATOKPIVOVTOL ETAPKAOC 6TN cLUPaTikn Ogpameia.

Yoploown apbpitida

To Remicade evdeikvutat yia Tn OepamevTIKN AVTILETOTION TG EVEPYNG KOl TPOOOEVTIKNG

yoplaoikng apbpitidag og evilikeg acbeveic 6tav 1 avtamdKpiorn o€ mponyovpevn Bepameio pe

DMARD 1tav averoapkng.

To Remicade Oa mpémet va yopnyeito:

o o€ GVVOLOCUO pE pebotpeldn

o N uévo tov og acbeveic o1 omoiot deiyvouv dvcaveéio otn pebotpeldtn 1M Yo ToLg 0moiovg M
uebotpe&arn avievdeikvotal

To Remicade £deiée va Beltidvel T @uoikr| Aettovpyia o€ acbeveig e yoplacikn apbpitida kot va

UELDVEL TNV TOOTNTA TPOOOOV TNG KAKWMOTG TV TEPLPEPIKAOV apBphoemv OTmG UeTpnOnKe pe

aktwvoypaia o€ acbeveic pe TOAAPOPIKEC GUUUETPIKEC VITOOUASES TG VOGOL (PA. Tapdypago 5.1).

Yopioon

To Remicade evdeikvutan yia tn Ogpameio g HETpLag Emg coPapng Yopioong Kot TAGKIC G
eviAkeg aoBeveig o1 omoiotl améTuyay va avtamokpBodv og, | ot omoiot £xovv avtévoelln og, N elvan
dvoavektikol og GAAN cvotnpoTikn Oepaneio Teptlopfavoprévng g KukAoomopivig, g
uebotpe€atng 1 g PUVA (BA. mapdypoago 5.1).

4.2 Aocoioyio Kol TPOTOS YOPNYNONS

H aywyn pe Remicade 0o mpémet va exkiveitan kot vo emtPAEmetonl and KaTdAANAOLS Y10Tpo0g
TEMEPUUEVOLG OTT| O1AyvmoT Kot T Bepameia TG peLHOTOEB0VG apBpiTIdNG, TOV PAEYLOVOOIDV
VOO®V TOL EVIEPOD, TNG AYKVAOTOMTIKNG GTOVOVAITIONG, TG Ymplaoikig apbpitidag 1 g yopiaong.
To Remicade 0o mpémet va yopmnyeitor evéopiefine. Ot eyyvoeic Remicade Oa mpémet va yopnyodviou
oo KOTAAANAOVG EmOyyeAOTIEG VYELOG EKTALOEVUEVOLS VO evTomilovV omoladrmote OEpato
oyxetifopeva pe v €yyvor. Xtovg acbeveic mov Aappdvovv aymyn pe Remicade Ba mpénet va divetan
TO VA0 OOMYIDV ¥pNoNg Kot 1 kKépTta vevOveng actevoug.

Koatd ™ dudprela g Oepanciog pe Remicade, o1 Aowtég tavtdypoveg Oepameieg, w.y.
KOPTIKOGTEPOELDTN KOl VOCOKATAGTOUATIKG, B0 TPETEL VO YOP1YOUVTAL KATH TOV KAADTEPO SVVATO
TpoTO.

Aocoloyia
Evijlixeg (= 18 tchv)

Pevpartosidng apbpitida
3 mg/kg yopnyovueva g pia evoopAEPia £yyvomn akorovbovueva amd emmpOcOeTeS SOGELS £YVONG
3 mg/kg ot 21 kot 61 ESoUAda. LETA TNV TPATN £YYXVOT|, KOl 6TN GLVEXELN KAOE 8 eBdoudoes.

To Remicade mpémet va yopryeitor Tavtoypova pe pebotpeédr.

AwBéoipa ototyeio delyvouv 0Tl 1 KAVIKT avTomOKPIoT EXLTVYYOVETOL cLVHOWOC PHéca GE
12 efdouddeg Oepameiag. Edv évag acBevig £xet pio avemapkn avtomdkpion 1 XAGEL TNV VTATOKPIoN
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HETd amd avtv TNV TEPiodo, Ba Tpémel va yivetan ekTipnon yio avénomn g 060omMG oTadlokd Katd
nepinmov 1,5 mg/kg, péxpt éva péyioto tov 7,5 mg/kg kabe 8 efdopddes. Evarlaktikd, Oo mpémet va
extipdrton  yopriynon 3 mg/kg pe cvuyvotnta kabe 4 efdouddes. Edv emrevybel emapknic
avtomdkplon, ot acbeveic O mpémel vo cuveyicovy pe TV eTAEYUEVT dOCT 1| TN GLYVOTITO. TG
doong. H ouvéyion tng Oepamneiog o mpénet va emaveéetdleton TpocekTikd o€ aobeveig ot omoiot dev
eppavifovv &voelén Bepamevtikod opélovg péca otig TpmTeg 12 efdopddeg g Oepaneiag N petd tnv
TPOCUPUOYN TNE SOOTG.

Mérpua £mc ooBapn), evepyr| vésog tov Crohn

5 mg/kg yopnyovueva, og pic evooprEPia £yyvon akolovbovpevn amnd pio eximpdodetn Eyyvon

5 mg/kg 2 eBdoudoeg petd v Tpon £yyvon. Edv kdmolog acbevig dev avtamokpifel petd and

2 d60¢e1g, Oev Ba mpémet va yopnynOel mpdcobetn Bepancia pe infliximab. To dwbécipa otoyeia dev
TEKUNPLOVOLV TNV TTepatépm Bepameio pe infliximab, 6g acbeveic Tov dev avtamokpivoviol uéso o
6 €BOOUAdES ATTO TV OPYIKN £YYLOT.

e ao0eveic TOV aVTATOKPIVOVTOL, Ol EVOALUKTIKEG CTPATNYIKEG Yo TN GLVEYLoT TG Oepameiag sivat:

o Yvvtipnon: [IpdcBetn éyyoon Tov 5 mg/kg otig 6 efdopddeg uetd TV apykn doom,
akolovBovpevn and eyyvoelg kabe 8 efoopnadec

. Eravayopriynon: ‘Eyyvon tov 5 mg/kg edv to onueio Kot To. GOUTTOUATA TG VOGOV
vrotpomidcovy (PA. «Emavoyyoprynon» mopaxdtm kot wopdypopo 4.4).

ITap’ 6A0 oV eKAeimovY GLYKPLTIKE GToLYKElD, TEPLOPIGUEVE dedoéEVE o aoDeEveEiS OV apyIKd
avtomokpidnkav og 5 mg/kg aAld mov Exoacav TNV avTamdKpion delyvouv 0Tl opiopévol acbeveig
UTOPEL VO 0VAKTGOVV TNV aVTATOKPLoT| PE KAMPAK®oT TG 06ong (BA. mapdypago 5.1). H cuvéyion
¢ Oepameiag 0o mpénet va emaveEetdleTon TPOGEKTIKA o€ 000gvVeig o1 omoiot dev eppavifovy Evoelén
OepamenTiko 0QELOVE LETO TNV TPOGOPLOYT TG OOGTC.

Evepyn véoog tov Crohn pe mopovoio cuptyyiov

5 mg/kg yopnyovueva og pia evooerEPia £yyvorn akolovbovpevn and emmpoceTeg EyYVGEIC TOV
5 mg/kg ot 2n ko 6n efdoudda petd TNV TpadTN Eyyvon. Edv éneita and 3 d6celg o achevig dev
avtomokpdel, dev o pémet va yopnynOei mpdcsbetn Beponeia pe infliximab.

e aoBeveic Tov avTamoKpivovTaL, 01 EVOALUKTIKEG GTPATNYIKEG Y0 TN GLUVEYIOT) TG Oepameiag eivat:

o Svvmpnon: [pdcbetec eyyvoeig twv S mg/kg kabe 8 efdoudoeg 1

. Eravayopriynon: ‘Eyyvon tov 5 mg/kg edv to onueio Kot To. GOUTTOUATA TG VOGOV
VIOTPOTIACOVY, oKoAovBovpevn and eyyvoelg twv S mg/kg kabe 8 efdopdodeg (PA.
«Emavoayopniynon» mopoakdto Kot Tapdypapo 4.4).

IMap’ 6A0 mov eKAeimovy cLYKPITIKA GTOotKElD, TEPLOPIGUEVE dedopéva o 0oBEVELS TOV apyIKA
avtomokpidnkav og 5 mg/kg aAld mov Exocav TNV AVTOTOKPLIoT JEl)VOLV OTL OPIGUEVOL 0GOEVELG
UTOPEL VO OVOKTIGOVV TNV aVTATOKPLoT| LE KAPAKmo™ TG 06ong (BA. mapdypago 5.1). H cuvéyion
¢ Oepameiag Oo mpénet va emaveEetdleTon TPOGEKTIKA o€ 000gvVeig o1 omoiot dev eppavifovy Evoelén
BepamenTikod 0QELOVG LETA TNV TPOGOPLOYT TG OOCTC.

> vdoo tov Crohn, 1 eumelpio, pe emavayopnyno”n €4v to GNUELN Kot TO CUUTTMOLOTO TS VOGO
VTOTPOTIACOVY EIVOAL TEPIOPICUEVT KOl GUYKPLTIKA GTOLYEIN Y10l TO OQELOG/KIVOLVO OTMV TV
EVOALOKTIK®V GTPOTNYIKOV Yo TN cvveyLopevn Oepameia Agimovv.

Elkddng koAitida
5 mg/kg yopnyovpueva g pio evoopréPia £yyvor akolovBovueva and emmpocheteg d6GEIS £yyvomng
5 mg/kg ot 2" ko 6" gfdopado LETE TV TPMTN EyYLON, Kol UeTd KaOe 8 efSouddes.

AwBéoipa oTotyeia delyvouv OTL 1 KAWVIKY] 0VTOTOKPLOT ETITUYYAVETOL GLVHOWG PHECH GE

14 gfdouadec Oepaneiag, dnA. Tpeig 06cels. H cuvéyion g Oepameiog o mpénel va emavebetaleton
TPOoeKTIKG o€ acheveic o1 omoiot dev epeavilovy £voein Bepamentikod 0QELOVG HEGO, GE AVTN TN
YPOVIKY| TEPindo.



AyKvlomomtikn] omovovAITIda

Xopnyettai 66on 5 mg/kg wc evoopAéPia Eyyvon Kot akorovbeital amd emmpdchete SOGELS £YYLONG
v 5 mg/kg ™ 2n Kot v 6 gfdopdda LeTE TNV TPMTN EyYLON, Kol HeTd KAOe 6 £mc 8 efdopddec.
Edv o acbevig dev avtamokpifei uéypt v éktn efdopdado (OnA. HeTd amod 2 006¢ELS), Oev O mpémet va
tov dobel emmhéov Bepamneia pe infliximab.

Yoplocwn apbpitida
5 mg/kg yopnyovpueva og pio evoopAéPia yyvor akolovBovueva and emmpocheteg dOGEIS £yyvomng
5 mg/kg ot 2n Ko 61 efdopdda PETA TNV TPAOTN Eyyvon, Kot petd kdbe 8 efoopnddes.

Yopioon

5 mg/kg yopnyovpueva og pio evooeAéPia £yyvor akolovBovueva and emmpocheteg d6GEIS £yyvomng
5 mg/kg ot 2n ko 6M efdoudda PeETd TNV TPAOTN Eyyvon, Kot uetd kdbe 8 efdopadec. Eav kdamotog
acBevig dev deikel avtomokpion petd amd 14 efdoudoeg (dnA. uetd amd 4 66ce1g), dev Oa mpémel va,
tov dobel emmhéov Bepamneia pe infliximab.

Emavayopnynon yia m véco tov Crohn kot ) pevpatogidn apbpitida

Edv ta onpeio kot ta copmtdpata g vocov vrotponidcovy, To Remicade pmopel va
emovoyopnynOei evtdc 16 efdopddwv petd v tekevtaio £yyvon. Xe KAVIKEG HEAETES, OWIIES
avTdpdoelg vepevatctnciog Ty dyl cLYVES KOl ELPAVIGTIKOY LETA 00 OCTHLLOTE YOPIG aymyn
ue Remicade pikpotepa tov 1 étovg (BA. mapaypdpovg 4.4 kot 4.8). H acpdieia kot n
OTOTEAECUATIKOTITO TNG EXOVOYOPNYNONG LETE 0O SLAGTNHO LeYaADTEPO TV 16 fSopUAdmV YmpPig
aywyn pe to Remicade dev éxetl texunprmbei. Avtd 1oydel kat yuo tovg aobeveig pe voéso tov Crohn
Kol Y10, TOLG 0o0eVEi e pevpoToeldn apOpitida.

Enavayopiynon yio eAkadn koAitida
H aopdleio kot 1) amoTEAEGUOTIKOTITO TG ETOVAYOPNYNONS, TANV TNE YopNYNoNS Kabe 8 efdoudde,
dev &yel tekunpumet (PA. mapaypdeovg 4.4 kot 4.8).

Emavayoprynon yio v aykvAomomTikn] orovoviitido
H aopdleio kot 1) amoTELEGUATIKOTTO TNG ETOVAXOPYNONG, TANV TNE YOPNYNONE KAOE 61 Kot
8n efdoudda, dev xer texunprwbei (BA. Tapaypdpovg 4.4 ko 4.8).

Emavayopnynon yia mv yopiacikr apbpitida
H aopddeio kot 1 amoTEAEGUATIKOTTO TG EMOVAYOPNYNONG, TANV TNG YopNYNonS kade 8 efSopddeg,
dev &yel texpunpumbet (PA. mapaypdeovg 4.4 kot 4.8).

Enravayoprynon ywo v yopioon

H mepropiopévn eumepio amd v enavabepaneio pe pio epdnal 66omn Remicade otnv yopioon petd
amo évo dtdotnua 20 eSoUddmY VTOMADVEL LELOUEVT ATOTEAEGATIKOTITO KOl VYNAOTEPN
EMIMTOON TOV MOV EOG LETPLOV AVTIOPAGE®V EYYVONG OTAV GLYKPIVOVTUL LLE TO QPYLKO CYNMUA
€pooov (PA. mapdypago 5.1).

H mepropiopévn eumeipia amd v enavabepameio petd and EEapor g vooov pe Eva oy
EMOVEPOOOV VTOOEIKVVEL VYNAITEPT EMIMTOOCT) TOV OVTIOPACEDV £YYVONG, CLUTEPIAAUPOVOUEVDV
0PI UEVOV GoPapdv, cuYKPLTIKA L Bepaneio cuvtnpnong 8 efdopddwv (BA. Ttapdypapo 4.8).

Emavayoprynon yia 6Aeg tig evoeifelg

Xe mepintwon mov JaKonel 1 Bepaneion GLVTAPNONG KO VITAPYEL OVAYKT) Y10 ETOVEKKIVION TNG
Oepameiog,  xpNo” EVOC GYNUATOS ETAVEQEOSOV dev uvicTdtol (BA. Tapdypao 4.8). Xe avtv TV
nepintwon, to Remicade Oa mpénet vo emavekkveitor og epamas d6omn axorlovboduevn omd Tig
GUVIGTAOUEVEG SOCELS GUVTNPNONG TOV TEPLYPAPOVTOL TOPATAV®.

Edwcoi mAnBucopoti

Hliiouévor

Agv &povv de€aybel ovykekpuéveg peréteg yio to Remicade og nAikiopévoug acbeveig. Agv
mapoTNPRONKAY SNUAVTIKEG d10poPEG OYETILOUEVES e TNV NAIKI0 TNV KAOopon 1| GToV OYKO




KOTOVOUNG 08 KAMVIKEG LeEAETEC. Aev amaunteitan Tpocapuoyn g doong (PA. mapdypapo 5.2). '
TEPIOCOTEPEG TANPOPOPIES GYETIKAOG UE TNV aopdield Tov Remicade oe nAkiopévoug acbeveic (PA.
mapaypdeovg 4.4 kot 4.8).

Neppixn 1/ko1 nrotiky ovolg1Tovpyio
To Remicade dev €yet peretnBel oe avtovg Toug TANBuopovS TV acbevav. Aev pmopel va yivel
ovatacn g 60ong (BA. Tapdypago 5.2).

Taudrazpiros minBoouog

Noécog 1ov Crohn (6 émg 17 eTdv)

5 mg/kg yopnyovueva og pia evooeréPia £yyvorn akolovbovpeva and emmpoceteg dOGEIC EYXVONG
5 mg/kg ot 2n Ko 6m efdopdda PETA TNV TPAOTN Eyyvon, Kot pLetd kdbe 8 efoopddes. Ta dwbéopa
dedopéva, oev otnpilovv v mepartépw Bepameio pe infliximab o€ Todid kot eprovg mov dev
avtomokpivovtal péoa otig Tpateg 10 efdouddeg Oepameiag (BA. mapdypago 5.1).

Opiopévor aoBeveig pmopet va ypeldlovral £va KpOTEPO JAGTNILO YOPNYNONG Y10 VO SL0TNPGOVV TO
KAVIKO OQEAOG, EVD Y10 GALOVG €VOL LEYOADTEPO SLAGTN O XOPTYNONG UTtopel va givar emopiég. Ot
aoBeveic, 6TOVG 0TOIOVE TO JAGTNUA YOPNYNONG HEWWONKE 08 AMydTEPO OO § EfSONAdES, UmopEl va
Bpiokovtal og vymAdTEPO Kivovvo Yo avemBounteg avtidpaoels. Oa npémel va eEetdleTon
TPOCEKTIKG TO EVOEXOUEVO cuveLOuevNG Depomeiog pe LEIOUEVO SLAGTNILO YOPIYNONE Y10, EKEIVOLC
Tovg acbeveic, yio Tovg omoiovg dev vTdpyovy amodeilelg entmpodchetov OepamevTiKod 0PELOVG Emetta
oo KATO aAAAY] GTO OAGTNILO YOPIYNONE.

H aoopdleia kot 1 amotelecpatikotnto tov Remicade dev £xovv pelemnOei oe Taudid pe voco tov
Crohn nlwiog kdto tov 6 etodv. Ta tapdvta S100Ec1a PApUOKOKIVITIKG SE00UEVA TEPTYPAPOVTOL
otV Topdypago 5.2, aAld dev pmopei va yivel cuataoT yio T 60G0A0Yi0 08 TOdLd PIKPOTEPD TV
6 eTOV.

Elkddng koAitida (6 £wg 17 etmv)

5 mg/kg yopnyovueva og pia evooeréPia £yyvon, axolovBodueva omd entmpocheteg 00GELG Eyyvong
5 mg/kg ot 2n Ko 6m efdoudda PeETd TNV TPAOTN Eyyvon, Kot uetd kdbe 8 efoopades. Ta dwwbéoiua
dedopéva dev vootnpilovy v mepattépm Bepamneia pe infliximab e madiatpikovg aceveic mov dev
avtomokpivovtal péca otig Tpates 8 efoopddeg Bepaneiog (BA. mapdypapo 5.1).

H aopddeia kot ) amotelecpaticotnto Tov Remicade dev £xovv peietnBel o madid pe eElkcddn
KOAITIOO NAKioG KAT® TV 6 eTdv. Ta TopdvTa S1oBECIUN POPLAKOKIVITIKA dEQOUEVA TEPTYPAPOVTUL
oV Topdypago 5.2, ahAdd dev umopei va yivel G0GTOOT Y10 T 00GOA0Yi0 08 TOdLA UIKPOTEPD, TOV

6 eTOV.

Yopioon

H aopdleia kot 1 amotelecpatikotnto Tov Remicade og moudid kot e@rfovg niikiog K4Tm TV
18 etV yio v €vdeldn g yopiaong oev Exovv tekunplodel. Ta mapovia dSiabéciia dedopéva
TEPLYPAPOVTAL OTNV TOPAYPAPO 5.2, 0AAG dev umopel va yivel cuatact yio tn docoroyia.

Neovikn 1dromadng apbpitida, woplockn apbpitida Kot ayKvAOTOMTIKT) GTOVOLAITION

H aopddeia kon 1 amotelecpatucotnto Tov Remicade og maudid kot epnifouvg nAikiog K4Tm TV
18 etdv Y1 T1g evdEielg TG veovikng 1010mabong apbpitidag, TS Yoplacikng apdpitidog Kot g
AYKLAOTOINTIKNG 6TToVOVAITIONG dev Exovv tekunpiwbei. To mapdvta dtobéotpa dedopéva
TEPLYPAPOVTAL OTNV TOPAYPAPO 5.2, 0AAG dev umopel va yivel cuatact yio T docoroyia.

Neavikr| pgopotosdng apbpitida

H aopddeia kon 1 amotelecpaticotnta Tov Remicade og moudid ko €pniovg niikiog K4Tm TV

18 etV 1o TNV £voe1dn TG VEAVIKNG PELLOTOELDOVG apBpitidag dev Exovv Tekunplodel. Ta mapova
Swbéotpa dedopévo TEPLYPAPOVTAL GTIS TUPUYPAPOVG 4.8 Kot 5.2 aALd dev pumopel va, yivel choToom
Yo, TN doGoloyia.




Tpomog yopiynong

To Remicade B mpémet va yopnyeitor evéopAePine evtog ypovikol dactipatog 2 wpmv. OLot ot
acBeveic otovg omoiovg yopnyeitar Remicade o mpémel vo mapakoiovBodviol TovAdyIGTOV i

1-2 dpeg HETA TNV £YYVOT YO TNV EUPAVIGT) 0EELDY AVTIOPAGE®DY TOVL oyeTilovTal e TNV Eyyvon.
[pémet va dratiBeton eEO0TAIGUOC OVILETMTIONG ETELYOVIMV TEPICTATIKDOV, OTWOS 0OPEVOAIVY,
OVTUGTOUIVIKE, KOPTIKOGTEPOELT| KOl TEYVNTOG AEPAY®YOC. LTovg acbeveic pmopei va 500el mpv amd
T Oepameia, yio TapAdELy O, OVTUSTAUIVIKO, VOPOKOPTILOVT T)/KOL TAPAKETUUOAN Kol UTOPEL VoL
pewmbel o pOUds €yyvong, Tpokeyévon va pelmbel o kivouvog avTidpdoemv mov oyetilovtal Le TNV
£€yyvon, €101KA €qv £xovv VIapEel 6To TaPEABOV avTIdpacelg oxeTilopeveg e v £yyvon (PA.
Topaypapo 4.4).

Bpayeiec eyyvoeic yio Ohec T1c evOEiEElS 0 EVIAIKES

Y& TPOGEKTIKA EMAEYUEVOVG evIiMKeEG acBeveic, ol omoiot Exovv aveydel TOLAGYIGTOV 3 aPyIKEC
2-mpeg eyyvoelc Tov Remicade (pdom epodov) kot Aapupdvovy Bepameia cuvtipnong, Uropet va
extiun Ol n yopNynomn LETAYEVESTEP®V EYYVCEDY EVIOC YPOVIKOD SLOGTNHOTOG OYL LIKPOTEPOV OO

1 opa. Edv gppaviotel kanowa avtidpaon Eyyvong oyetilopevn pe Ppayeia £yyvon, umopet va
extiundei n dvvaTotTo UElmONG TOV PLOUOY £yYLONG 0 LEALOVTIKEG EYYVGELS, EQOGOV TPOKELTAL VO,
ocvveylotel 1 Oepaneia. Bpayeieg eyyvoeig oe d0oeig > 6 mg/kg dev €xovv peretnOel (BA.

Tapaypoo 4.8).

IMa 0dnyiec mapackevNg Kot yopnynone, PA. mapdypapo 6.6.
4.3 Avtevoeigelg

YrepevaioOnoio 6t dpactikn ovoia, oe GAAES TPMOTEIVES TOV TOVTIKOV 1] GE KATOL0 amd Ta £KO0)0L
OV OVAPEPOVTAL GTNV TTapaypao 6.1.

Acbeveic e puuatioon 1 dAhec cofapéc AOUMEELS OTMC GNYT|, OTOCTHUATO KOl EVKOIPLUKES
rodéetg (BA. mapdypago 4.4).

Acbeveic e pétproag M Papidg popeng kapdiakmn averdapkele (NYHA kotnyopia II/IV) (BA.
Tapoypapovg 4.4 kot 4.8).

4.4 E101kég TPoEOOTOUNGELS KOl TPOPVAGEELS KATE TN Y piion

IyynAaciuotnta

[Ipokeévou va Pertiwbdei n yvnlooudtnta Tov BLOAOYIKGOV QOPUUKEVTIKOV TPOIOVIMYV, 1| EUTOPIKT
ovouacio kot 0 apliudg TopTidag TOL YOPTYOOUEVOD TPOIOVTOG Do TPETEL VA, KOTOYPAPOVTOL LE
GOQNVELL.

Avtidpdoeig katd v £yyvon kot vrepevoichnoia

To infliximab &yel cvvdvaotel pe o&eieg avtidpdoeic oyetilOpeves e TV £yyvon,
GUUTEPTAAUPOVOUEVIC TNG AVOPUVAKTIKNG KaTtamAn&iog Kot OYiHmy avTidpdceny vrepevoicinaciog
(BA. mapdypogo 4.8).

Oéeleg avTdpaoelg amd TV £YYVOT|, COUTEPIAOUPOVOLEV®Y TOV OVOPVAOKTIKOV OVTIOPACE®DY, UTOPEl
VoL ELPAVICTOVV KOTA TN SdpKeLn (LEGO e dEVTEPOLETTA) 1) LEGOH GE AMyEC DpeC LeTA TNV Eyyvon. Eav
EUPAVICTOVV 0&gleg avVTIOPAGELS amd TNV £YYVOT|, 1| £YXLCT TPETEL VO, SLKOTEL apuécmc. Oa Tpémel va,
dwotifeton EOMAMOUOG AVTILETOMTIONG ENEYOVIWOV TEPICTATIKMV, OTMS OOPEVOAIVY, AVTUCTUUIVIKG,
KOPTIKOGTEPOELDN KOl EVOG TEYVNTOG aepaymyos. Ot acbeveig pmopel vo AaBovv Tporyoupuévag
QOPUOKEVTIKN OYMYN UE T.Y. CAVTUCTOULVIKO TOPUCKEVAGLO, VOPOKOPTILOVN 1/KOL TOPOKETAULOAT Yia
va TPoANeOoHV 01 NTLES Kot TAPOSTKES AVTIOPACELS.

Evdéyetar va avantoyfovv avticopata tpog To infliximab ta omoia £xovv cuoyeTioTel e avEnuévn
GLYVOTNTA TV OVTIOPACEMY KATA TNV €yYvon. Mio pikpr ovaAoyio T@V ovIOpAcemVy £yYVoNG NTOV
cofapéc olhepykég avtidpdoceic. 'Eyxet emiong mapoatnpndel cuoyétion petald g avamtuéng
AVTIoOUATOV TPog To infliximab kot pelwpévng didpketog g ovrandkpions. H tavtdypovn yopiynon
OVOGOTPOTOTOMTIKMV EXEL CUGYETIOTEL LUE YAUNADTEPT| EMIATOON TOV AVTICOUATOV TPOG TO



infliximab kot pe peimon g ovyvotTag Tev avidpdoemv £yyvong. To anotéhesua TG TOLTOYPOVIG
Oepameiog L 0VOCOTPOTOTOTIKA NTOV LEYOAVTEPO GTOVG acbeveic Tov Elafav encicodiokd
Oepaneio o oyéon pe Tovg acheveic mov Tovg d60NKe Bepaneia cuvtRpnong. Ot acbeveig mov
SLOKOTTTOVV TO, AVOCOKATUCTOATIKG TPV amd 1 KOTA T dldpKeto TG aywyng pue Remicade dwatpéyovv
UEYOADTEPO KivOUVO va avartHEoVY Ta eV AOY® avticdpato. To avticdpate tpog to infliximab dev
puropovv va aviyvevBobv tavta o€ detypoto opov. Edv epeoviotovv cofopéc avidpaoels mpénet va
¥opNYNOEl GLUTTOUATIKN AYOYN KoL VO, U1 YOPTYOUVTAL TEPALTEP® €YXVoeLG Remicade (PA.
Tapaypoo 4.8).

e KAMviKEC peréteg, Exovv avapepbel oyipeg avtdpdoelg vrepevaictneioc. Awbéoipua otoryeio
delyvouv évav avénuévo kivouvo yio dyun vrepevaictneio pe avéavouevo dlaoTnU YOPIC oywyn e
Remicade. ®a wpénet va supfovdevcete Toug aobevelg, va avalnTtioovy GUEST] ITPIKT CLIPOVAN
€4V eUQAVIcOVV 0TTOONTOTE OYiuT ovemBountn evépyela (PA. mapdypapo 4.8). Edv ot acOeveic
AGPovv emavadepameio peTd amd pio pokpd tEPiodo, TPEMEL Vo TapakoAovBohvTal 6TEVE Yo onueio
KOl GUUTTAOUATO, OWYIUNG LITEPEVALIGONGlag.

Aowdéelg

Ot acBeveic Tpémel va TapakorlovBohvtol 6TEVA Yo TNV ELPAVIOT AOIUOEE®V, CUUTEPTAOUPAVOUEVC
NG PLUOTIOONG TPV, KaTd T dtdpkela kot petd ) Oepaneio pe Remicade. Kabmg 1 amofoin tov
infliximab pmopei va dtapkéaet uéypt ko €€ uvec, n mapoakorovnon Bo mpénet va cuveyiletal o
oA T d1apKeL TG eV AOY® Tep1odov. H mepartépw Oepaneio pe Remicade dev mpémel va cuveyiletan
av o acBevig eppoavioet cofapn Aoiuwén 1 oy

Oo mpémnel va, divetar Tpoooyn Otav evogyetor 1 ypnHon Tov Remicade oe acbeveic pe ypovia Loipumén
N UE 16TOP1KO VTOTPOTLALOVTOV AOIUMEE®V, CUUTEPTAAUPOAVOUEVIG TOVTOYPOVNG
avoooKOTAOTAATIKYG Oepaneiag. Ot aobeveig Oa mpémel va vIeEpDOVOVTAL GYETIKA KO VO, ATOPEVYOVY
v €kBeon oe TapPAyovTEC EVOEXOUEVOL KIVODVOL Y10 AOIUMEELS OTOC oauteitat.

O mapdyovtog vékpwong Tov 0ykov diea (TNF.) pecorafel otn dadkacio tng AEYHOVIG Kot
pLOuilet TIc KuTTOPIKES AVvooEeg avtamokpicelc. Amod otoyygio mepaudtev Tpoékvuye 0Tt 0 TNF,
amotelel faotkd mapdyovta, yio TV eEGAetyT TV evOOKVTTAPIKOY Aotuméewv. H vk eumeipio
delyvel 6TL 1 dpvva Tov EEVIOTY| EVAVTIX 0T AOTU®EN LEDVETOL GE OPIoUEVOLG aobeveig Tov
Aappdévovv infliximab.

®a mpénet va onpelwbel 61t kataotorn tov TNF, pmopel va amokpOyel cuuntdpato Aoipnméng 0rmg
mopetd. H mpidipn ovayvopion Tov ATtV KAVIKOV EPEAVICEDY ToV GoRop®dV AOUMEEDY KOl TNG
TUTTIKN G KAVIKNG EUQAVIOT|S TOV OTAVI®V Kot 0ouVI0ieTov Aouméemy glval oNUavVTIKN £T01 OOTE Va
glayiotomombovv ot kabvotepnoelg ot didyvwon Kot T Oepameia.

Ot acBeveic mov Aapupdvouv anokieiotég Tov TNF givar mepiocdtepo emppencic o€ GoPapég
AomEerc.

"Exovv mapatnpndet pvpatioon, faxtnpiarkés Aoasels, cupmepthapfavopuévng tng oHyng Kot g
TVELUOVIOG, dNONTIKEG LUKNTIOGIKES, 10YEVELG Kot GALEG evKanplakég AoMEELS o€ acBeveic Tov
Adppavay Oepameio pe infliximab. Kdmoieg amd avtéc Tig mepmtdoeic nrav Oavatneopeg, ol mio
GLYVA AVOPEPOUEVESG EVKOIPLOKES AOUMEELG pe deiktn Bvnootntag > 5% mepthappdvouv
TVELLOVOKVOTMOT], KOVTIVTIOON, AIOTEPIMON Kol ACTEPYIAA®OT).

Ot acBeveic Tov avarticcovy pia véa Aoiuwén evocw vrofdilovrol oe Oepoancio pe Remicade, Oa
TPENEL VO, TAPOKOAOLOOVVTAL 6TEVA KOt Va, VIToBaAlovTal € TANpT Syveotiky agloloynon. H
yopnynon tov Remicade Ba mpémet va daonteton edv kamolog 0aobeving avantuéel pia véa coPapn
Aolu®én f onyaipio Kot KATdAANAN avtipikpoflokn 1 aviyokntaotkn Oeponeio 0o mpénet vo, apyilet
uéypig 6tov 1 Aoiuwén givar ereyydpevn.

Dopotioon

"Eyovv yivelr avapopéc evepyng pupatioong og acbeveic mov Aappdvovv Remicade. Oa wpénet va,
onuembel 6TL TNV TASOYNPIO CVLTOV TOV AVAPOPOV 1] PLUOTIOCN YTV EEMTVEVUOVIKT,
eUPaviCOpEVN €iTe MG TOMIKN 1 YEVIKELUEVT] VOCOG,.



Ipw v évapén g Bepanciog pe Remicade, 6Aot o1 acBeveig mpémet va a&toAoyohvtat Yo evepyn
Kot pn evepyn («havBavovoar) pupatioon. H agtoldynon avti npénel va meptlapfiver Eva
AETTOUEPES 1UTPIKO 1OTOPIKO LE TO OO0 VO GLVOSEDETOL OO TPOCHOTIKO 1GTOPIKO PLUATI®ONG N
TOAVIG TPOTNYOVUEVNC ETOPNC LE PLUOTIOON Ko TPONYOOUEVNS 1/ KaL TPEXOVGAS
avOGOKOTAOTAATIKNG Oepamneiag. OAot o1 acbeveig Oa mpémel va vToPalAovtal 6TIG KOTAAANAEG
dokpocieg eréyyov (m.y. doKacio SEPLATIKNG QUUATIVNG, aKTvoypapia Odpakog 1i/kat Aokipocio
AmnerevBépmaonc Iviepeepdvne I'apupa) (Umopel va 1oDOVY 01 TOTIKES 001YiEC). TuvieTaTal N
KATOYPOQN T®V €V AOY® EAEYX®OV GTNV KApTa VIEVOOLONG ToL 0icBevong. Y mevBopiletal otovg
GLVTAYOYPOUPOVVTEG O KivOLVOG WELSDV OPVITIKOV OTOTEAEGUATMV OOKILAGIOG TNG OEPLLOTIKNG
ovuativng, Wiaitepa o€ acbeveic Tov vocouv coPfopd 1 fpickovial 6 KOTAGTACT 0VOGOKUTUGTOANC.

Av dwryvooTtel evepyn pupartioon, dev pénet va Eekvnoet Bepameia pe To Remicade (BA.
mopaypaeo 4.3).

Edv vrapyet vmoyia yio AavBdvovcsa pupatioon, Oa tpénel va {nteitat 1 cupufovAr evog yloTpov pe
g1dikevon otn Bepameio TG PUUATIOOTNG. e OAEG TIC TEPIMTMOGELG TOL TEPLYPAPOVTOL TUPUKAT®, 1
1ooppoTion 0PEAOVE/KIVOUVOL NG Oepameiog e Remicade Oa wpémel va e€etdleTon TPOGEKTIKA.

Edv dwayveortel pn evepyn («havBdvovoa») pupatioon, n Oepareia yio AavBdvovso pupatioon
npénel va, EEKvIoel e avtipupatikn Oepameio mpy omd v évapén g Oepaneiog pe Remicade, kot
GOLPMOVO, [LE TIC TOTIKEG 00 YiEC.

e aoBeveic mov EYOVV APKETOVG 1] GNUAVTIKOVG TOPAYOVTEG KIVODVOD Y10, QUUATIOOT Kot £Y0VV
apvnTikn dokipacio yioa Aavldavovca pupotioon, 8o tpénetl va egetaletan ) avtipupotiky Oepameio
mpw v €vapén tov Remicade.

Xpnon avtipvuatikng Oepaneiog Oa mpénel eniong va eEetdletor mpiv v Evapén tov Remicade og
acBeveig [ie TPONYOVUEVO 16TOPIKO AavOdvOLGHC T} EVEPYNC PLUATIOGNC GTOVG 0TTOIOVE dEV UITOPET VoL
emPePforwbei Eva emapkég oynua Oepaneiog.

"Exovv avaeepbei opiopévec mepmtdoelg evepyne euuatioong, o acbeveic mov éhafav Oepameio pe
Remicade, koatd ) didpkela kot petd t Oepameia yio AavOdvovca euuatioon.

Kdabe acBevic Ba mpémel va yvaopilel 0TL o€ TEPITTOON EPPAVIONG OUEI®V/CUUTTOUATOV TOL
vrodnAmvouy pupatioon (dnA. emipovog Pyas, LK advvapio/armAeld BAPovg, YUUNAOG TVPETOC)
Katd T ddpketo 1 uetd ) Bepameio pe Remicade npémet va {ntd ) cvufovAr wtpov.

AmOnriég porntiaoikes Aoumceig

e aoBeveic mov AapPavovy Oepameio ue Remicade, 0o npénel, edv avoamtdovv pia coPopn
GLOTNUATIKN VOG0, Vo e&eTdleTal To evog)OUEVO VTAPENC KATOL0C SONTIKNG LUKNTIOGIKNG
Aolpwéne, 6mwg aomePYIAA®GT, KAVTIVTIOGT), TVELLOVOKVGTMGT), IGTOTAACLWOOT),
KokKid10gdopvKNTioeN 1 PAacTopvKNTiNeN Kot B0 TPEmEL, 6€ TPMIUO GTASIO TNG dlEPEVVNONG GE
aVTOVG TOLG 0loevei, vo (nteitat 1 GVUPOVAT EVOC YLOTPOD pE gpmelpio. 6T S10yVOGCT KOl T
Oepaneio SNONTIKOV LUKNTIOCIKOV AodEemV. O1 dINONTIKEG LUKNTIOGIKES AOUMEELG UTOPOHV VO
EUPAVICTOVV (OC L0l YEVIKEDUEVT], KOl O)L OG EVTOTICUEVT], VOGOG KoL 01 EEETAGELG Y10 AVTLYOVOL KO
AVTICOUOTO EVOEYETOL VO ElvaL apyNTIKEG o€ KAmo10vg acbeveic ue evepyn Aoluwén. O mpénet v
e€etdleton n TepImTOOT YOPNYNONG KATAAANANG EUTEIPIKNG AVTIHVKNTIOOIKNG Bepaneiag, Evd
TapdAANAa dtevepyeital S10yvmoTiKog EAeYY0G, AauPavovtag LITOYN TOGO ToV Kivouvo GoPapng
UUKNTIGIKNG AoTmENG 0G0 Kal TOVG KIvODVOUE TNG OVTILDKNTINGIKNG Oepameiag.

INo aoBeveig mov Eyovv dropeivel | TaEOEWEL G€ TEPLOYES OOV dNONTIKEG LVKNTIOCIKEG AOUMEELS,
OTMG N IGTOTAAGLLMOT, 1) KOKKIO0E00UVKNTIOGT 1 1 PAAGTOULKNTIOGT) €IVl EVONUIKES, TOL OPEAT KoL
ot kivovvotl g Bepomeiog e Remicade 0o mpémetl va e€etalovtan TpocekTikd Tpwv v Evapén g
Oepaneiog pe Remicade.

Nooog tov Crohn ue wopovaoio coptyyiwv

Adcbeveig pe voco tov Crohn pe mapovoio cupryyiov pe ofeio dlamuntikd cupiyylo eV TPETEL VA,
Eexvovv Bepameio pe Remicade mpiv anoxieiotel n mbavn Tapovcio poOALVONC, E101KOTEPT TOV
amootnuatog (BA. mopdypago 4.3).



Enravevepyonoinon nratitdog B (HBV)

'Exet eppavictel enavevepyomoinon g nrotitidoag B o acbeveic mov Aaufdavovv évov
TNF-avtayoviort, copreptropfavouévou tov infliximab, ot omoiot ivat ypoviot opeig avtod Tov
100. Opiopéveg mepmtdoelg eiyav Bavatneopo EkPfaon.

O1 acBeveic Oo Tpémel va eAéyyovron yio Aoiuwén pe HBV mpv v évapén g Oepomeiog pe
Remicade. tovg acOeveic mov givar Beticol yio oipmén pe HBV, cuviotdrot va avalntodv m
oLUPOVAN eVOC TTPOL e dikevon otr Bepaneia Tng nratitidog B. Ot popeig tov HBV mov
armartovy Oepaneia pe Remicade Oa mpémel va mapakorovBobvtal GTEVE Yo oTUEin KO GUUTTOUOTO
gvepyng Aoipméne pe HBV ko’ 6An ) Bepomeio kot yio apkeTong UAVES LETA TOV TEPUATIOUO TNG
Oepaneiog. Aev givon SaBéoyua emapkn dedopéva yia T Bepomeio Tov acBevadv mov givar popeig Tov
HBYV pe avtiuxn Oepomeio o cuvovacud pe Oeporeio. TNF-avtayoviot yio tnv Tpoinym
gmovevepyonoinong tov HBV. Ze acbeveig mov avantoccovy enavevepyonoinon tov HBV, to
Remicade 6o mpémel va d1oKOTTETOL KOl VO EKKIVEITOL OMTOTEAECUATIKN avTulkn Oepameia e
KATOAANAN VTOGTIPIKTIKY OY@YY).

2VUPALLOTO TOV NATOG KOl TMV YOANQOP®Y

[leprtmoeig iktepov Kot U AOUMSI0VE NRATITIONS, OPICUEVES LE YOPOKTNPLOTIKA AVTOAVOCTG
nratitdog, Exovv mapatnpndei petd amd v kukhoeopio Tov Remicade. 'Exyovv gpoavictei
UELOVOUEVEC TEPIMTMOGCELS NTTOTIKNG CVETAPKELNG TTOV EIYOV MG AMOTEAEGLO, LETALOGYEVGT NTTOTOC 1)
0avato. Acbeveig e copnTmdpata 1 onpeio nratikng dSvoieitovpyiog Oa Tpémet va a&loloyodviot yia
amodeitelc nmatikng PAaPnc. Edv avamruydei(ovv) iktepog f/xat avénon e ALT > 5 popég tov
AvVATUTOV PLGLOA0YIKOV 0piov, To Remicade Oa mpémel va drokdmteTal, kot Oa Tpémel va dievepyeitan
pio Aemwtopepng Epevva g dloTapoyns.

Hopddinin yopnynon ovactoréa TNF-GAoa kot ovakivpag

Yofapéc Aouméelg kat ovdetepomevia Exovv TapatnpnOel oe KAVIKEG HEAETEG e TOPAAANAN
yopnynon avaxivpag kot evog dalov mapdyovta amokieicpov tov TNF,, g etavepoénng, ywpig va
vapéet eMmpPoOcHeTo KAVIKO OPEAOC GE GUYKPLOT| LE TNV ETOVEPGETTI] LOVI TNG. AOY® TNG PUGEMC
TOV AVETIOOUNTOV EVEPYELDY TOV TOPATNPNONKAV UE TOV cLVIVAGHO Oepameing ETAVEPGETTNG KoL
avaxivpag, Tapopoleg ToEIKOTNTEG UTOPEL EMIOTG VO TPOKVYOLV OTO TOV GUVOLOCUO TNG OVOKIVPAG LE
dAhovg mopayovteg amokieiopov tov TNF,. Enopévac, dev cuviotdtal o cuvdvaoudg tov Remicade
He v avoxivpa.

HopdAiinin yoprynon avactoréo TNF-Ghoa kot afatacéntng

e KAMvikég peréteg mopaAinin yopriynon TNF-avtayovietdv Kot afatacéntng el GUOYETIOTEL e
évav avénuévo kivouvo AotudEemy mov TEPIAaUPAVOVY GoPapég AOUMEEIC GLYKPLTIKG LE TOVG
TNF-avtaymviotég povoug Toug, yopig avénpévo kKhvikd mieovéktnua. O cuvovaoudg Remicade ko
afaTacENTNG dEV GUVIGTATOL.

HopdAinin yoprynon pe direg Broroyucég Bepameieg

Agv vtdpyovv emapkeic TANpoPopieg oyeTIKd Le TNV ToLTOYPOVN Xpnor Tov infliximab pe dAAeg
Bloroyikég Bepomeieg, ol omoieg ¥pNoYoToI0vVTaAL Y10 T Oepamein TV 010V KATAGTAGEMY OTMS Kol
7o infliximab. Agv cvvietdtor 1 Tawtdypovn xpnon tov infliximab pe avtég Tig Proroyucés Bepaneieg,
e€artiag g mMBavOTNTOG AVENUEVOD KIVOUVOL AOTH®ENG Kot GAA®Y SUVITIKOV QOPHOKOAOYIKMV
EMOPAoEDV.

Alayn peta&d Broroyikov DMARD

O mpémel vo, AapPavetal pépyvo Kot va cuveyiletat 1 mopakoiovdnon tov acbevav, dtav alhalovy
amo évo, Bloloyikd o€ évo dALo, KaOdC 1 aAANAeTIKGAVYN TV PLOAOYIKOV OpUCEMY LUITOPEL VOl
avénoel TEPAITEP® TOV Kivouvo Y10 avemBOUNTEG EVEPYELEG, CLUTEPIAAUPOVOUEVNG TG AOTUWOENG.

EuBolacuoi

ZUVIeTATAL, EAV EIVOL EPIKTO, Va. £xoVV TpayaTonon el 6Tovg acbeveic GAOL o1 amapaitnTol
guporacuol, cOUE®VA LE TIG 1IoY0oVoEG kaTevBuvTnpieg 0dnyieg pPoitaciov, Tpw Ty Evapén g
Oepaneiog pe Remicade. O acBeveic mov Aapupdvovv Oepaneia pe infliximab uropovv va Adfouvv
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TAVTOYPOVA EUPOAMOCLOVG, EKTOG amd (wvtava epuPforta (PA. mapaypdpovg 4.5 kot 4.6).

e éva vmoohvoro 90 eviAikmv acBevav pe pevpotogldn apbpitida omd ™ uerétn ASPIRE, po
TapoOpoLe, avoroyia acbevav oe kabe opdada Bepomeiog (Lebotpedtn cuv: €lKoVIKO Pappoko [n=17],
3 mg/kg [n=27] 1 6 mg/kg Remicade [n=46]) Tapovciace amoTeAEGUATIKY aDENCT KOTA 2 POPES TV
TITAOV KOTOTLY EVOC TOAVIVVALOL EUPOAIOD TVELHOVIOKOKKOV, VTTOdEIKVDOVTAG 0Tl To Remicade dev
mapevéEPn otig ave&aptnteg amd ta T-kOTTOP YOUKES 0VOco0TOKPIcELS. 20TOGO, LEAETEG OO T
dnpoctevpévn Biproypapia o didpopeg evoei&elg (m.y. pevpatogdn apbpitida, yopiaon, voso tov
Crohn) vmodnAidvovv 6t1 n ANy epPorocudv pe pun-{oviavd epPoita Katd tn S1dpKeld aywyng He
avti-TNF Oepamneiec, copmeptiopupavouévov tov Remicade, evoéyetal va mpokarécet yopunAdtepn
avocoamoKplon oo 0Tl 6€ acbeveig mov dev AapuPdvovy kdmola avti-TNF Oepameia.

Zovtovd gpufodMo/Bepomeuticoi LOAMGUATIKOT TapdyovTeg

e aoBeveic mov AauPavovv Oepameio pe avti-TNF, vrdpyovv meploptopuéva S€S0UEVO GYETIKG, e TNV
avtomokpion otov epufortacud pe {oviava epPoia i tn devtepoyevi petddoon Aoipnméng omd
Covtova eppoha. H ypnon Loviavav epforiov umopel va odnynoetl o€ KMVIKEG AOUMEELS,
ocvumeptroppavouévmv yevikevpévav Aotnnéemv. H tavtdypovn yopriynon (oviavav euforiov pue to
Remicade dev cuvictdtat.

"ExbBeom Bpépovg evide ¢ utpag

e Ppéon mov extéOnKkav gvtog e untpag oe infliximab, £yel avagepOei Oavarneodpa EkPoaon Ady®
yevikevpévng Aoipwéng and tov Bakiiio Calmette-Guérin (BCG), énerta and yoprynon tov gpfoiriov
BCG petd m yévvnon. ZuvieTtatal pio tepiodog avoUovig LETA TN YEVVNOT OMOEKD, UNVDV, TPV TN
yopnynon Loviavav epporinv oe Ppéepn mov extédnkay evtog ¢ untpag oc infliximab. Edv ta
emineda tov infliximab otov Bpepucd opd dev etvar aviyvevoia 1 1 xoprynon tov infliximab
TEPLOPIOTNKE GTO TPATO TPIUNVO TNG EYKLHOGVVNG, 1 YopnyNon evog Lovtavoy gufoiiov pmopei va
€€ETOOTEL GE TPOYEVEGTEPO YPOVIKO GNUELD EAV VITAPYEL GOPEC KAVIKO OQELOC Y10 TO UELOVOUEVO
Bpépog (PA. Topdypao 4.6).

"ExbBeon Bpépoug pécm pnTpikov yeAaktog

H yopiynon Leovtavov gufoiriov oe Bpépog mov InAdalel evd n untépa Aappdvet infliximab dgv
ouviotdral, eKTog edv Ta enimeda Tov infliximab oTov Bpeid 0pd dev givar aviyvevoiua (BA.
TapAypoo 4.6).

Ogpanevtikoi poivouatikol Tapdyovteg

AlAeg xpnoelg OepamELTIKGOV LOAVGUOTIKOV TOpayovIev Omwg (dvta eEacBevnuéva Baxtmpia (..
gvataAhaén BCG oty ovpoddyo koot yo ) Oepoameio Tov kapkivov) Oa umopovcay va,
TPOKAAEGOVY KAVIKEG AOUMDEELS, CLUTEPTAOUPAVOUEV®Y YEVIKELUEVOV AOIUDEE®Y. ZVVIGTATOL VO U
yopnyovvrol BepamevtiKol poAvopatiKol mapdyovteg Tavtdypova e To Remicade.

Avtodvooeg diepyacieg

H oyetucn avendpkeio TNF,, mov mpoxaiel n ayoyn avit-TNF pnopel va €xel og amotélecpa v
évapén avtodvoon diepyacioc. Eqv évag acbevig epoavicel GUUTTONOTO, TTOV VTOONADVOVY
GLVOPOUO oL pHotalel pe EpuONUATMOON AVKO peTd amd aymyn pue Remicade kot eivor Oetikdc yio
avTiooOpoTo Katd tov dikhkmvov DNA, dev Ba mpémel va cuveyileton n aywyn pe Remicade (BA.
Tapaypoo 4.8).

Nevporoykd cuppapata

H ypnon mopayoviev arokieispon tov TNF, copmepihappavopévou tov infliximab, £yel oyetiotel pe
TEPIMTOGELG VEUS EUOAVIONG 1 £E0PONG TOV KAIVIKOV GOUTTOUATOV 1)/KOL AKTIVOLOYIKY amddeén
UTOUVEAVOTIK®Y S10TOPAY DY TOV KEVIPIKOD VEVPIKOD GUGTNUATOS, CUUTEPIAAUPAVOUEVIG TNG
oKANPUVONG KATA TAGKOG KOl TEPLPEPELNKES OTOUVEAMVOTIKES O1OTAPAYES, CUUTEPIAAUPBOVOLEVOL TOL
ouvopopov Guillain-Barré. Xe acOeveig e npotndpyovoa 1| TpdSPATY ELPAVIOT] OTOUVEAVOTIKOV
dTapaymv, To 0PEAT Kal ot kivovvol ¢ ovtl-TNF Oepamneiag 0o mpénet va a&loloyndovv
TPOoEKTIKG TPy TV Evapén tng Oepameiag pe Remicade. Oa mpémel vo e€etaletan to evoeyOUEVO
dtokomng tng xopnynong Remicade év avoartuyBovv ot mopondve dratapaysc.
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KoaxonBeieg ko1 AepoobmepmAacTikés SroTaporyes

210 eAeYYOLEVO TUNLOTO TOV KAMVIKOV LEAETOV UE Tapdyovteg amokAelopon tov TNF,
TapuTNPNONKAY TEPIOTOTEPES TEPIMTMGEIC KAKONOEIDV, CUUTEPIAUUPOVOUEVOD TOV AEUPDLOTOC,
uetaéd tov acbevav mov Aaupavoy évav amokielot) tov TNF og ohykpion pe acBeveic e opddog
eléyyov. Katd ) didpkeia khvikdv peietdv tov Remicade og OAeg Tig eykekpluéveg evosi&elg, n
EMIMT®ON TOL AEUPDUOTOC 6TOVG acbeveig Tov Elafav Bepaneio pe Remicade ftav vynAdtepn and
OTL AVOUEVOTAV GTOV YEVIKO TANOLGUO, OAAG 1| ELEAVICT) AEUPOUATOG Tay omdvia. Katd tnv mepiodo
HETE TNV KuKAoPOpia, TEPITTOCELG Aevyaipiog avapépnkay og acbeveig mov ElaPav Bepancia pe
évav avtayovioty Tov TNF. Yrdpyet éva viofabpo avénuévon kivduvou yuo AEUmpLo Kot Aevyotpio
o€ aobevelg pe pevupotogldn appitida te vEIOTAUEVT aTd PaKPOD XPOVOL, VYNANG SPACTIKOTNTOGS,
QAEYLOVAOON VOGO, 1| 0TTOi0, TEPUTAEKEL TNV EKTIUNGOT TOL KIVOLVOU.

e pio dtepevvnTikn KAWIKNY pedétn mov a&loAdynoe tn yprion tov Remicade oe acOeveic pe pétpia
£w¢ cofapn xpovia amo@paxtiky tvevpovondOeio (XAID), avapépbnkay tepiocdTepeg KokonOeleg
o1ovg acbeveig mov Ehafav Bepomeio pe Remicade og cvykpion pe Toug acbeveig g opdadog eEAEYyOL.
O)ot o1 acbeveig eiyov 10T0p1Kd Papéog Kanvicpatog. Oa mpénet va dlvetatl Tpocoyn ot Bempnon
Oepaneiog acbevav e avénuévo kivévvo yia kaxoneio Loyw Papiog KOmTVIGHOTOG.

Me v tp€yovca yvdon, £vag Kivouvog yio TNV avantuén Aepempudtov 1 dAhov kakondelidv o
acBeveic mov AapPavovy Bepameio pe Evav Tapdyovto amokieiocpov tov TNF dev umopei va
amokAeilotel (PA. mapdypago 4.8). Oo mpénel va divetal mpocoyn ot Bedpnon Oepameiog
anokAelopot Tov TNF yio acOeveic pe 1otopicd kakondelog 1 6tav peretdror cvveyng Oepaneio oe
aoBeveic mov avoantucoouvy pia kakonoeia.

®a mpénet eniong va dlvetal Tpocoyn o€ acheveic pe ympiaomn Kot 1Tpiko 16TOPIKO EKTETOUEVNG
O0VOGOKOTAOTOATIKNG Oepamneiag 1 mapateTopévng Oepaneiog PUVA.

KoakonOeieg, opropéveg Davotmedpeg, Exovv avapepbei avapeoa o modid, prpoug Kot véovg
evnAikovg (Mlkiog €mg 22 etmv) mov ElaPav Bepaneia pe mapdyovies oamokAieicpod Tov TNF (évapén
¢ Oepameiog oe nhkia < 18 etdv), copmeptrapPavouévov tov Remicade katd tnv mepiodo petd v
KuKhogopia. I[Tepimov o ol amd o TEPIGTUTIKG NTaV Aspedpata. Ta GAAL TEPITTOTIKG.
AVTUTPOCAOTEVOV i TOWKIALD SIUPOPETIKAOV KoKONOEIDV Kol cvumeptAdupavay ondvieg Kaxkonbeieg
ouvnbog oyetilopeveg e ovosokataotoAr. O kivduvog avamtuéng Kakonbeidv o aobeveig mov
éhaPav Oepameio pe amokAielotég tov TNF dev pmopel vo amokAeloTe.

[leprrtdoeic nratoonAnvikod Aepempotog ond T-kotrapo (HSTCL), &xovv avaeepbel petd tnv
KuKhogopio og acbeveic mov EhaPav Oepaneia pe mapdyovteg amokieisuod tov TNF,
ocvumeptioppavouévou tov infliximab. Avtog 0 6mdviog TOTOC ToL Aspedpartog omd T-kbtTopa £xet
pio ToAd emBeTikn mwopeia voOcou kat lvar uvniBmg Bovatneopog. Zyeddv 6Aot o1 acbeveig giyav
AGBel Oepameia pe AZA 1 6-MP tawtodypova pe 1| apéoms mpv omd évoyv amokielot) tov TNF. H
GUVTPITTIKN TAEOYNQi0 TV TEpmTOoE®Y VO Remicade éyovv cvuPet o acbeveig pe véso tov
Crohn 1 eEAK®OT KOATION KO O1 TEPIGGOTEPES AvaPEPON KAV G £PNPOVG 1 VEAPOVS EVIAIKES PPEVEC.
O dvvnTikog Kivovvog pe Tov suvovaoud g AZA 1 6-MP kot Tov Remicade Oa pémel va eetaleton
npooektikd. Kivouvog yio tnv avartuén nroatoomAnvikod Aepeouotog ard T-kottapa o€ acbeveig
mov éhaPav Bepamneia pe Remicade dev umopel va amokAeiotet (BA. mapdypapo 4.8).

"Exovv avaeepbei peddvoua kot kapkivoua kuttapov Merkel o acBeveic mov éhapav Oepameia
amokAelopod Tov TNF, coumepthappavouévov tov Remicade (PA. mapdypago 4.8). Tvvietdrtor vo
TPOYUATOTOLEITOL TEPLOOKOG SEPUATOAOYIKOG EAEYYOG, 1010iTEPO OE AoBEVEIS [IE TOPAYOVTEG KIVODVOU
Y10 KOPKIVO TOV OEPLATOC.

e o faciopévn otov TANBVoUS, avadpOIKT| LEAETT) KOOPTNG, OTNV OOl Y P CILOTOMONKaY
dedopéva amo ta e0vika unTpoda vyeiog g Zovndiag, fpédnke avénuévn ernintwon kapkivov Tov
TPOYNAOV TNG UNTPOG GE YOVOIKES U pevuatosdn apbpitido tov Adupavay Oepomeio pe infliximab,
o€ oVYKploN Ue Tovg acbeveic mov dev elyav AaPel ToTé ProloyikoOe TapAyOVTES 1| UE TOV YEVIKO
TAnBuopod, coumeptiapfavopévav eketvov pe nitkio dvo tov 60 etov. o tpénetl va cuveyileTol o
TEPLOOIKOG EAEYYOG GE Yuvaikeg wov Aapfdavovy Oepameio e Remicade, copmepthappavouévoy
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exelvav pe nlkio dveo Tov 60 eTdv.

O)ot o1 acbeveic e eEAkmdn koAiTda ot omoiol Ppickovtol oe avénuévo kivovvo yia dvoTiacia M
KapKivoua ToyEog evtépov (Y10, TopadElypa, acOeveic LE VOIGTAUEVT] OTO LAKPOD YPOVOL EAKMON
KOAITIOO 1] TPp®TOTAOT) GKANPLVTIKY XOAOYYEUTIOW), 1] O1 OTO{0L ElY0V TPONYOVUEVO 1GTOPIKO
dvomhaciog 1 KOpKIVAOUOTOG Toy€og eviEpov Ba tpénel va e€etalovtat yio SuomAacio ovd TaKTd
dwotnuato Tty T Oepameio kot ko’ OAN T S1ApKELD TNG Ay®YNS TNG VOGOV TOLC. AVt N
a&lohdynon Ba Tpémel va meplapfavel KOAOVOSKOTNOM Kol floyiec GCOUPOVE LE TIG TOTIKEG 00T YiEC.
Ta tpéyovta ototyeia dev emdekvoouvy 0T 1 Bepaneia pe infliximab ennpedlel Tov kivouvo yia
avamtuén dSvoTAaciog 1 KAPKIVMDUUTOS TAYEOG EVTEPOV.

A6 ™ oTrypn) mov 1 whovotnTe avEnuévon Kivdvvou yuo avantuén Kapkivov oe acbeveig pe
VEOOLYVMGEVT duoTTAacia, ot ooiot AauPavouvv Bepaneio pe Remicade, dev £xel texunpiodei, o
Kivduvog Kat ta 0pEAT TN cuvéyong g Bepameiag oe kKabe Evav amd toug acheveic O Tpémel va
e€etdlovtal TpooekTiKd and Tov KAVIKO Y1aTpo.

Kopduoxn avemdpreia

To Remicade Oa mpémet va yopnyeiton pe mpocoyn o€ acbeveig pe NTLOC LOPENG KAPILOKT OVETAPKELD
(NYHA xatnyopia I/IT). Or acBeveic Ba npénet va mapakolovbodvtar 6Tevd, v 1 xOpNynon
Remicade dev mpémet vo cuveyileton og acOeveic Tov mapovstdlovy vE 1| EXIOEIVOVUEVO, GUUTTOUATO,
Kapdlokng averapkelag (PA. mapdypago 4.3 kai 4.8).

Aylatoloyikég avTidpdoelg

Yrnp&ov avoapopic TavKLTIOPOTEVING, AeVKoTEVinG, ovdetepomeviag kot Opoufoneviag o acbeveic
mov éhafav anokieiotég Tov TNF, cupmeptappavopévov tov Remicade. Olovg tovg acbeveig o
TPENEL VL TOVG cLPoVAEDOVY va {NTovV GueoT) WTPIKT EPOoVTIda edv avarTuEovy onueia Kot
GUUTTMUOTO TTOV VITOSNADVOLY SVOKPAGIEC TOV OUUATOS (). ETILOVO TVPETO, LDAMTES, UUOPPOYid,
oypdtTa). Oa mpénel va eEetdleton 1 dokont| g Oepaneiag pe Remicade oe acleveic pe
emPeforopéva GNUOVTIKEG OLUATOAOYIKES O1OTAPAYES.

Ala

Edv oyedidleton yepovpyikn| enépfacn, Oa mpénet va Aappdvetor vroyn o HeyaAog ypovog NUcELNg
Cong Tov infliximab. O acBevig mov ypnlet eyyeiptong eved AapPdvel Remicade Oa mpémet va
TOPUKOAOVOEITOL GTEVE Y100 AOUMAELS KO UN-AOUMIELS EXTAOKES Kol Oa Tpémel va Aapupdvovtot Ta
KatdAnAa pétpa (PA. [Mapdypago 4.8).

Amotuyio avtamokpiong ot Oepaneia yio T voco tov Crohn pmopel vo vodetkvieL Ty Tapovcio
Ui0G TOTIKNG WVMTIKNAG OTEVMOTG TOV UTOPEL Vo amattel xelpovpyikn Oepamneia. Agv vadpyovv
amodeitelg mov va detyvovv 0Tt 10 infliximab emdevmvel 1] TPOKUAEL IVOTIKA GTEVOLOTO.

Edwcoi mAnBucopot

Himawuévor

H enintoon cofapmv Aoudéenv og acbeveic nlikiog 65 etV Kot Avo Tov ELafov aywyn e
Remicade ntov peyodvtepn amod 011 o€ 0c0gveic nAikiog KAt Tov 65 etdv. Oplopéveg amd aVTég TIg
Aoméerg etyav Bovatneopo £kfoct). O mpénet va dlveTal W10ITEPT TPOGOYN CYETIKAG LLE TOV
kivduvo Aopwméemv otav yopnyeital Oepaneio e nAkiopévoug (BA. Tapdypapo 4.8).

IModroTprkoc tAnOvenog

Aowdéerg

e KAMviKEC peréteg, Aouméelg Exovv ovapepbei og VYNAITEPO TOGOGTO TAUSUTPIKOY acOevdV amd
0T1 og eviAIkeg acBeveic (PA. mapdypapo 4.8).

Eppolacpoi

ZUVIGTATOL Ol TALOLATPIKOL 0lo0eveElS, EGv glval SuVATOV, VO EYOVV ETIKOLPOTOINGEL OAOVE TOVG
gUPOAMOCUOVG, COUPOVOL LE TIG TPEYOVOES 00N Yieg epPoiaco, mpv omd v Evapén g Oepameiog
pe Remicade. Ot mandiatpicoi acBeveig mov Aapfdavovy Bepomeio pe infliximab propovv va Adfovv
TOVTOYPOVA EUPOAMOCUOVG, EKTOG amd (wvtava euPforta (PA. mapoypapovg 4.5 kat 4.6).
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KoakonOeieg, opropéveg Davotmedpeg, Exovv avapepbei avapeoa o modid, prpovg Kot véovg
eviAkec (MAkiog £oc 22 et@v) mov édafav Oepameio pe mopdyovreg amokieiopuov tov TNF (évapén
g Oepameiog oe nlkia < 18 etdv), copmeprrapPavopévov tov Remicade katd tnv mepiodo petd v
Kukhopopia. [lepimov ta od amd ta meproToTid NTav Aepeopota. Ta GAAL TEPIOTOTIKG
AVTITPOCHOTEVOY Uid TOIKIAIO SLUPOPETIKAOY KaKon0elidv kol cvumepAdupavay ondviec kokondeleg
ocuvnbog oyetilopeveg e 0vocokataoToAr. O kivduvog avamtuéng Kakonbeidv o mondid Ko
epnPoug mov érafav Bepaneia pe amoxielotéc Tov TNF dev pmopei va amokAeiotel.

[Tepmtmoeic NratooTANVIKOD Aeppdpotoc omd T-kdttapa xovv avapepbel pHeTd TV KLKAOQOPIN o€
aocBeveig mov Ehafav Bepamneia pe mapdyovteg amokieiopov tov TNF, coprepilapfovouévon tov
infliximab. Avt0¢ 0 67TaVI0g TOTOG TOL AeuP®uaTog 0td T-kOTTOpO EYEL piot TOAD emifeTikn Topeia
vooov Kot eivar cuviBmg Bavatneopoc. Xyedov 0lot ot acbeveic eiyav AaPet Oeponeio ue AZA M
6-MP tovtoypova pe 1 apéowc Tpv amo Evay amokieioti Tov TNF. H cvvipurtikn mietoyngia tov
nepmtdceny vd Remicade éxovv cupPel og acbeveig pe vocso tov Crohn 1 ehkdOn KoAiTIOO KoL O
TEPLooOTEPES avaPEPON KAV GE EPnPoug N veapovg evidkeg dppeves. O duvnTikOg Kivouvog Ue ToV
cuvdvaoud e AZA 1 g 6-MP kot Tov Remicade B mpénet va e&etaleton tpooektikd. Kivovuvog
Y TNV avanTuéN NTatooTANVIKoO Aspempatog ond T-kottapa og acbeveic mov Ehafav Oepameia pe
Remicade dev pumopel va amoxheiotel (BA. mapdypago 4.8).

Iepeyduevo oe vatplo

To Remicade mepiéyetl Arydtepo amd 1 mmol vatpiov (23 mg) avd 6661, nA. vl OVCIAGTIKA «YXMPIC
vatpion. Qot600, T0 Remicade apoidvetor oe didivpa yAmprovyov vatpiov 9 mg/ml (0,9%) yia
€yyvorn. Avto Ba tpémel va Aappavetoar veoym yio aobeveic mov axoAovBovv diouta pe eheyyOuUevn
TEPIEKTIKOTNTO GE VATP1o (BA. Tapdypapo 6.6).

4.5 Almiemopdocseig pe GAA0 QUPRUKEVTIKE TPOTOVTO KoL GAAES pOPPES aAAnAemidpaong
Agv &govv TpaypotonomOel peAétec GAANAETIOPAGEWDY.

Y& aoBeveic pe pevparoedn apbpitida, yopracikr| apbpitida kot voco tov Crohn, vadpyovv evdei&elg
OTL 1 TALTOYpOVT Yp1ion HeBoTpeldtng Kot GAA®Y 0VOGOTPOTOTOUTIKOV LEUDVEL TOV CYNUATICUO
avTIcOUATOV Katd Tov infliximab kat avéavel TiIc cuykevTpmoelg TAdouatog tov infliximab. BéBato
Ta amoteléopata etvor aféfaia, Ady® TV TEPOPICUOY TV HEBOO®V TOV XPTNCLLOTOWONKAV Yl
avaAvoelg opov Tov infliximab kot avticopdtov Kotd tov infliximab.

Ta KopTiKoGTEPOEIDN dEV QaiveTal va emnpedlovy T eappakokvntikn Tov infliximab cg KAvika
oYETIKO Pabuo.

O ocvvdvacuog Tov Remicade pe direg Broroyikég Oepameieg, mov ypnoiorotovvol yio T Oepomeio
TOV 1010V Kotaotdoemv Omwg kol to Remicade, cupmepiiapfovopuévng g avakivpag kot tng
afatacéntng, 6ev cuviotdral (BA. mapdypapo 4.4).

Yuviotaton ta {ovtava epfoia va pun yopryovvtar tapdrinia pe to Remicade. Zuviotdron emiong ta
Covtoava epoha va, pun xoprnyovvtar o€ Bpepn Encita amd £kbeon evtog g untpog o€ infliximab, yio
ToVAdloTOV 12 ufveg petd ) yévvnon toug. Eav ta eninedo tov infliximab ctov Bpegikd opd dev
glvar aviyvevoia | 1 yopnynon tov infliximab weplopicTnke 610 TPOTO TPIUNVO TG EYKLUOGVVNG, 1
yopnynon evog Lovtavod epforiov pmopel va e£eTaoTel 08 TPOYEVESTEPO YPOVIKO OMUEID £GV VTTAPYEL
GOPEG KAVIKO OQENOG Y10 TO pepovOUEVo Bpépog (PA. mapdypapo 4.4).

H yopiynon Levtavov gpfoiiov e Bpépog mov OnAdlel evad n untépa Aappdvet infliximab dev
ocuviotdral, eKTog edv Ta enimeda Tov infliximab 6Tov Bpeeid opd dev givar aviyvevoiua (BA.

mapaypdeovg 4.4 kot 4.6).

ZUVIGTATOL VO U1 YOPTYOuVTaL BEpameuTiiol LOAVGLOTIKOL TapayovTES TanTOYpOva Le To Remicade
(BA. mapdypogo 4.4).
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4.6 Tovipétnra, kKONoN KM yorovyio

luvaikeg o€ ovamapoyykn nikio

TINuvaikeg o avomapaymywn niwio Oa Tpénet va egtdlovv T ¥PpNoT ETAPKOVS AVTIGCOAANYNG Y10 TV
ATOPLYY EYKVHOGVVNG KoLl VO GLVEYILOLV TN XPTOT TNG Y0 TOLAGYLIGTOV 6 UVEG LETA TNV TEAELTALN
aywyn pe Remicade.

Kvnon

O pétprog apduog Tmv Kunoemy mov Exovv cLAAEYDel | Tpdkettan vo cuAAeyOohv Kot ot omoieg
exténkav o¢ infliximab, odnymvrtag e yévwnon {ovtavod veoyvol Ue YVooTég EKPAcELS,
ocouneprrappavopévev mepirov 1.100 mov extébnkav Katd Tn S1GpKELR TOV TPOTOL TPLUIVOL KONOTG,
dev deiyvel avéEnon 610 T0G0GTO TV SVCTAACLDY GTO VEOYVO.

Me Bdon po peiétn mapatiypnong aro tn Bopeio Evponn, mapatnpnnike avénuévog kivovvog (OR,
95% CI, tiun p) kaucapikng toung (1,50, 1,14-1,96, p = 0,0032), mpdwpng yévvnong (1,48, 1,05-2,09,
p = 0,024), wkpov yia tnv nhikia komong euppvov (2,79, 1,54-5,04, p = 0,0007) kot yxouniod
cOMOTIKOV Bdpovg katd Tt yévvnon (2,03, 1,41-2,94, p = 0,0002) ce yuvaikeg mov ekTEONKOV KATA TN
dudpkela g komong oto infliximab (pe 1 xopig CVOGOTPOTOTOMTIKA/KOPTIKOGTEPOELDT], 270 KUNGELS)
0€ GUYKPIOT| UE YUVOIKEG TOV EKTEOMKOY GE AVOGOTPOTOTONTIKA 1)/KUL KOPTIKOGTEPOEIDN LOVO

(6.460 xunoeig). H mbavn cvveiopopd g ékbeomng oto infliximab 1/kot T cofapodtnToc g
VTOKEIUEVTG VOGOV GE QUTEG TIG EKPACEIC TAPAUEVEL ATAUPTC.

Ao6yw ¢ avactoAng tov TNF,, to infliximab yopnyobuevo katd tn Sidpkela TG eyKuposvvg Oa
UTOPOVGE VO EMNPEACEL TIG PLOLOAOYIKEG VOCEG OVTATOKPIGEIS GTO VEOYEVVNTO. Ze piol LeAETN
To&IKOTNTAG OTNV AVATTLEN, TTOL £YIVOV GE TOVTIKOVG LE T YPNON EVOS OVAAOYOL OVIIGMOTOS TO
01010 aVaoTEALEL EMAEKTIKG, TN Agttovpyikn dpdon Tov TNF, tov movtikol, dev vanpye Evoelén
untpikng to&ikotntog, epppvotoéikdtnrag 1 tepatoyéveong (PA. mopdypapo 5.3).

H dwbéoun kKhvikn epmeipia eivor tepropiopévn. To infliximab Oa wpémel va ypnoyLoroteiton Katd
1 S1APKEL TNG KUNONE LOVO EAV EIVOL COPDC OvVayKaio.

To infliximab dtamepvd Tov mAakovvTa Kot £l aviyvevbel otov opo Ppepav Emg kot 12 pnveg petd
vévynon tove. 'Emerta amo ékBeon evtog g untpag o€ infliximab, o Bpéen evoéyetal va PpickovTot
og avénuévo kivovvo Aoipméng, copmeptlapfavopévng cofapng YeVIKELUEVTG AoILmENG Tov pmopel
va amofei Bavatneopa. Agv cuvietdtor 1 xoprynon (oviavev euforiov (m.y. epfoio BCG) ot
Bpéopn mov éxovv extebel oe infliximab gviog g URTPAG, Yio TOVAGYLGTOV 12 punveg uetd tn yévvnon
Tovg (BA. Tapaypdpovg 4.4 kai 4.5). Edv ta enineda tov infliximab otov Bpepikd opd dev gival
aviyvevola 1 1 yopnynon tov infliximab weplopicTnke 610 TPAOTO TPIUNVO TG EYKLHOGVHVIG, 1
yopnynon evéog Lovtavod epforiov pmopel vo e€eTaoTel 08 TPOYEVEGTEPO YPOVIKO GMIEID EGV VTTAPYEL
GOPEG KAVIKO OQENOG Y10 TO uepovouévo PBpépoc. Exovv emiong avapepbei mepiotatikd
oKoKKlokvTTOpapiag (PA. mapdypapo 4.8).

OnAacpog

[Tepropiopéva dedopéva amod tn dnpocievpévn Piproypapio vrodetkviovy 6Tt to infliximab €yet
aviyvevbel og yaunid emineda oto avOpOTIVO YaAo GE CLYKEVIPMOOELG £G Kot S % TOL EMTESOL TOV
untpikov opov. To infliximab &gl emiong aviyvevbel otov Ppeikd opd petd amd £kbeon oto
infliximab péom untpikod ydraxtog. Evd n cvotnuatikn ékbeon og éva Bpépog mov Onialet
avopEVETOL va lval yaunAn enedn to infliximab amodopueital og peydho Pabud oto yooTpevteptkd
ocoAva, 1 yopnynon Loviavav epuporinv oe Eva Ppépog mov OnAaletl evd 1 untépa Aoupavet
infliximab dev cuvictdral, ektdg €dv Ta. emineda Tov infliximab otov Bpeikd 0pd dev givar
aviyvevoipa. Oa propovoe va egTactel | duvatdtnta xpnong tov infliximab katd tn Sidpree Tov
Onroopov.

Tovyomta
Agv vtapyovv emapkn TPOKAVIKAE dedopéva yio TV eEaymyn CUUTEPACUATOV Y10 TIG EMOPACELS TOV

infliximab otn yoviudtnta Kot 6T YEVIKY avoamapayoyikn Asttovpyio (BA. Tapdypago 5.3).
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4.7 Emodpdaosig 6NV IKOVOTNTO 001]Y1|6NG KOl YEIPICHOD PNy OVI|LATOV

To Remicade pumopei va £xel pikpr| enidpaoT TNV IKOVOTNTO 001YNONG KOL XEPIGUOD UNYOVIUAT®V.
Mmnopei va gpeaviotei (AN petd and  yoprynon tov Remicade (BA. mapdypago 4.8).

4.8 AvemOOunTEg EVEpPYELES

Mepiinyn Tov TPOPiL aoPaAELNG

H Loluwén tov avdTepov avamveEVCTIKOD GUGTHUATOS TAV 1) TTLO GUYVI| OVETIOVUNTN EVEPYELN TOV
oapudaxov (ADR) mov avagépbnke o kKAvikég dokipée, eppavilopevn oto 25,3% tov acbevov mov
é\oPav Bepameio pe infliximab, 6e ovyKpion pe to 16,5% tv acbevov g opddag eAéyyov. Ot o
coPapéc ADR mov oyetiCovtar pe ) ypnon amokAelstdv tov TNF kot o1 omoieg éxovv avapepbel yuo
7o Remicade, nepthappdvovv enavevepyonoinon tov HBV, KA (cuppopntikn Kapotokm
VETAPKELD), GOPapES AOUMEELS (GVUTEPIAAUPOUVOUEVOV CYOLLING, EVKOIPLOKOY AOUMEE®V Kot
oLUATIOONC), 0opovoasia (OYipeS avTdpAcelg VITEpELOLGONGIOG), AUATOAOYIKES OVTIOPACELS,
GLOTNUTIKO £pLONUATMON AVKO/GVUVIPOLO TPOGOUOALOV e AVKO, OTTOUVEAVMTIKES SLOTAPUYES,
GLUPAUOTA TOV NATOG KOL TV YOANPOP®YV, AEUPOLLO, TATOCTANVIKO Aéupoua and T-kbtropa
(HSTCL), Aevyoupio, kapkivopo kuttdpov Merkel, peldvopa, todlotpikn kakondeto,
COPKOEIdMON/0VTIOPacT] TPOGOUOIALOVGH LLE GOPKOEIDMOT, EVTEPIKO 1 TEPIMPOKTIKO amdcTNUA (0T
v660 tov Crohn) kat coPapég avtidpacelg Eyyvong (PA. mapdypoeo 4.4).

Kotdloyog Tov avemOopntov evepyei®dv g popen civako,

O IMivaxag 1 mapovoidlel ti¢ ADR mov Pacilovtar oty gumeipio amd Tig KAWVIKEG LEAETES, KAODC Kot
TIG avemBounTeg EVEPYELES, OPIoUEVEG Le Bavatneopo EkPact, Tov avaeépdnikay amd v eumepio
petd v kuklopopia. [a kabe Katryopic opydvov GuGTAATOG 01 AVETIOOUNTEG EVEPYEIEG
Ta&WVOLOVVTOL GULP®VO. LLE T1 GLYVOTNTA GE: TOAD GLYVEG (= 1/10), cuyvég (> 1/100 émg < 1/10), o1
ovyvég (> 1/1.000 émg < 1/100), omdvies (= 1/10.000 £mg < 1/1.000), Told ordvies (< 1/10.000), un
YVOOTHG GLYVOTNTOG (deV Umopovv va exkTiunBobv pe Paon ta dtbéotpa dedopéva). Evtog kabe
Katnyopiog cuyvoTnTag ELEAVIeNC, Ol averiBounteg evépyeleg mapatifevial katd ebivovca celpd
cofapotnToC.

Mivexog 1
AvemOQounTeg EVEPYELES 6€ KAVIKES NEAETES KOL 0TO TNV EUTELPIC. HETA TNV KVKAOQOpiQ

AOUDEELS KOl TOPUCITOCELG
Mol ovyvéc:  loyevng Aolpwén (m.y. ypinn, Aoipmén amd 10 Tov Epmnta).
Yuyvéc:  Bokmnplokég AomEeig (.. onyaipia, kKuttapitido,

omdoTNUAL).

Oyt ovyvég:  Dupatioon, LKNTICIKEG AOMEELS (.Y, KavTivTioo,
OVUYOUVKNTiOGT).

Ymavieg:  Mnviyyitida, svkouplakég Aouméelc (dmwme dmonTikég
LUKNTIOIKEG AOUMOEELS [TVEVIOVOKVGT®MGT), IOTOTAUCUWOOT),
0OTEPYIAA®OT), KOKKISI0EIOOUVKTTIOGT), KPUTTOKOKKMOT),
Practopvkntioon], Pakmplakés Aouméelg [droma
pokofaxtnpidte, Motepi®wot, GOAULOVEAL®GN ] Kol 10YEVEIC
AOUMEELG [KLTTOPOUEYOAOTOG]), TOPACTTIKEG AOUMEELS,
gnovevepyonoinon nratitdog B.
Mn yvootig cvuyvotntog:  Ex dwoeuyng (breakthrough) Aoipumwén amd eufoiio (€netto amod

éxBeomn evtdc g untpag oe infliximab)*.

Neomhdopoto KahonOn, Koo on
Kol un Kobopiopuéva,
(mepriappdvovtor KOGTEIS Kot
TOAOTOOEC)
Ymavieg:  Aépooua, un-Hodgkin Aéuewmpa, vocog tov Hodgkin,
Aevyouio, LEAGVOLLO, KOPKIVOG TPOYAAOL UATPOC.
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Mn yvootig cuxvottog:

Hratoominvikd Aéupopoa and T-kottapa (Tpotictng o
epnPoug kot veapoivsg evilikeg avdpeg pe voso tov Crohn 1
EAKMOON KOAITION), Kapkivoua kuttdpmv Merkel, Zdpkoua
Kaposi.

Awtapoy€ Tov aiplaTog Kot Tov
AELPUCOD CLOTILOTOC

Xoyvéc:
Oy ovyvéc:
Xraviec:

Ovdetepomevia, Aevkomevia, avoiuio, Aeppodevomnddera.
®poufonevia, Aepponevio, AELPOKLTTAP®ON.
Axokklokvttapatpio (copreptiapfovopévay Ppepav
extebeévav evtog g utpog o€ infliximab), OpoufoTtikng
Opoppomevikn TopEVHPO., TOVKVTTAUPOTEVIQ, ULLLOAVTIKT
avoipia, Wionadng Bpopforeviki Topevpa.

Awtapoy€G ToV 0VOGOTOUTIKOD
GUOTNHOTOG

Xoyvéc:
Oy ovyvéc:

Yraviec:

AMEPYIKO GOUTTOUO, TOV OVOTVEVGTIKOV.

AvoeulokTikny avtidpaon, cOVOPOUO TPOSOUO1ALoV e AVKO,
opovocio, 1 avtidpacn TPoGoUo1aloVca LLE 0POVOGia.
Avoeuioktikn katarinéia, oyyelitida, avtidpacn TOTov
copKogidmonc.

Metofoiikég Kot S1TpoPIKég
dloTapayéc

Oy ovyvéc:

AvcMmdaipio

Yoylatpikég dratopoyég

Yuyxvéc:  KatdOiwm, avmvic.
Oyt ovyvég:  Apvnoia, 01€ygpan, GOYYLOT, VIVNALL, VEVPIKOTNTA.
Ymhvieg:  AmdéBeio.
Atapoy£C Tov VELPIKOV
GUOTNHOTOG
IToAd cuyvéc:  Kepoahaiyia.
Yuyvég:  TAayyoc, LaAn, vraicOnocia, TapaicOnoio.
Oyt ovyvéc:  Zmaopog, vevpomddeta.
Yravieg:  Eykdpoto pueAitida, amopneAvoTiKEG S10TopayEG TOL
KEVIPIKOV VEVPIKOV GLGTAWATOG (VOGOS opotdlovoa pe
oKANPLVOT] KATE TAGKOG KOl OTTTIKN VELPITION), TEPLPEPTKES
ATOUVEAMVOTIKEC dtoTapayéc (dnwg cuvdpopo Guillain-Barré,
APOVIOL PAEYUOVMONG OTOUVEAMVOTIKY] TOAVVELPOTTAOELD KO
TOAVECTIOKN KIVITIKT VEVPOTADELL).
Mn yvooTiG cuvOTNTOC:  AYYELOKE EYKEQOAMKE ETELGOOIN GE GTEVI YPOVIKT] CLGYETION

ue v €yyvon

AwTopayég Tov 0pOoApoD

Yuyvég:  Emmeoukitida.
Oy ovyvég:  Kepartitida, mepikoyykd oidnua, kpio.
Yravieg:  EvoopOaiuitida.
Mn yvootig cuyvotntog:  [oapodukn ammAieia Opaocng mov epneavifetol kotd T ddpKeLo
N ev1O¢ 2 wpdv amd TNV £YYLon.
Kopdiaxég drotapoyéc
Yoyvég:  Tayvkapdia, aicOnuo TaApudv.
Oyt ovyvég:  Kapdwaxn avendpketo (véa 1 emdevobeioa), appupia,
ovykon, fpadvkapdica.
Yravieg:  Kudvoon, meptkapdiaxn cuAAoy.
Mn yvootig cvuyvotntog:  Ioyoyio Tov puokopdiov/Euepayic Tov puokapdiov.
Ayyeloxég dratapoyésg
Yoyvég:  Ymotoomn, viEptacn, ekyOpmaon, &ayr, aipvidto epvonua.
Oy ovyvég:  Ileprpepicn 1oyonpia, Opopfoeiefitida, apdTmpa.
Erdvieg:  Kvkhogopikn avemdpkelo, TETEXELN, 0YYEIOCTOGLOG.
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AvomvevoTtikég, Ompoakikég
SloTapayES Kot SloTapoyEg
uecobmpaxiov

[ToAv cuyvéc:
Yuyvég:
Oy ovyvéc:

Yraviec:

AolUmEN TOV AVOTEPOV AVOTVEVCTIKOD GUGTHATOG,
TOPOUPPIVOKOATITION.

Aolumén Tov KATMTEPOV AVUTVEVCTIKOV GUGTAHUATOG (TT.).
Bpoyyitda, Tvevpovia), dvomrvola, eExicToln.

[Tvevpoviko oidnua, Ppoyydotaciog, Trgvpitidoa,

Vel OKOTIKT GLUAAOYT.

Atdpeon vevpovondOeia (cuumepAaUBavoprivng TaxEmG
gEeMooOUEVIC VOGOV, TVEDUOVIKTG tveong Kot
TVELUOVITIONG).

Tlaotpeviepukég datapoyésg

[ToAd cuyvéc:
Xoyvéc:

Oy ovyvéc:

Kot\oko dAyoc, vavTia.

Ayoppayio TOL YOOTPEVTEPIKOD GCOANVE, O1APPOLQ, SVCTEYI,
YOGTPOOICOPAYIKT TAAVIPOUNOT], SUGKOIALOTITA.

AlGTpNoN TOV EVTEPOL, CTEVMGT| TOV EVIEPOUL,
EKKOATTOUOTITION, TAYKPEOTITION, YEIAITION.

Hratoyolkég dratapayég

Yuyvég:

Oy ovyvéc:
Xraviec:
Mn yvootig suxvotTos:

Hratucm Agrtovpyio pn UGLOAOYIKT, TPOVOUUIVAGEG
ovénuévec.

Hrartitida, nroatokvttapikn PAGSN, yolokvotitida.
Avtodvoon nratitida, iktepoc.

Hnotwkn avendpxeio.

AlTopay£c TOL SEPLOTOC KO TOV
VTOSOPLOV 16TOD

Xuyvég:

Oy ovyvéc:

Xraviec:

Mn yvootig suyvotnToc:

Néa 1 emdevwbeica yopioon copmepthapfavopuévng
QEAVKTOVOS0VG Ympioong (TpmTioT®mg TOAAUES KOl TEAUOTO),
kvidwon, e€dvOnua, kKvnouods, vrepdpwaia, ENpd dépua,
LUKNTIGIKY deppatitida, Exlepo, alomekia.
IMougoivymdeg e€avOnua, cunyraToppota, poddypovg akun,
OMAopa TV SEPUOTOC, VITEPKEPATMOT), LT PLGLOAOYIKN
OEPLOTIKN LUEAAYYP®ON.

To&wn| emdeppukn vekpoivon, chvdpopo Stevens-Johnson,
TOAOLOPEO ephOnUa, do0mvmen, ypauposdng IgA
Toppoilvyddng deppdtmon (LABD), ofeila yevikeopévn
eEavOnuatikn eluktaivoon (OTE®), Aeymvoedeig
avTIdpaoelc.

Emideivioon cOUTTOUATOV SEPUATOUVOGITIONG

AWTopoyEG TOL HVOCKELETIKOD
GLOTHLOTOG KOl TOV GUVOETIKO
16TOV

Xuyvég:

ApBpaiyia, poodyio, ooeuaiyia.

Altapoyéc TV VEQPAOV Kl TV
0VPOPOP®Y 0ODV

Suyvég:  Ovporoinmén.
Oy ovyvéc:  TTvehoveppitido.
AlTapoy£C TOV AVATOPAYOYIKOD
GUOTALOTOG KOl TOV LOGTOD
Oy ovyvéc:  Kolmitida.

Ievikég Sratapayég ot
KaTaoTdoelg ot 0Eon yoprynong

IToAd cuyvéc:  Avrtidpaon oyetilouevn pe v éyyvon, GAyoc.
Yoyvég:  Opakikd dAYoc, KOTMOoT|, TUPETOC, AvTiOpaoT 0To onueio
g éveong, piyn, oldnua.
Oy ovyvég:  Kabuotepnuévn enroviwmon.
Yraviee:  Kokkiopotodng AGSN.
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Mopaxivikég e€etdioelg
Oy ovyvés:  Avtoavticmpo 0eTikd, copoticd Papog avEnuévo!.
Yrovieg:  TTapdyovtog COUTANPOUATOS UN PLGTIOAOYIKOGC.

Kokooeig, nintnpidceic kot
EMITAOKEG DEPOUTEVTIKOV
YEPIOUDV
Mn yvootig cuyvotntog:  MEeTeyyelpnTikn eXTAOKY (GUUTEPILOUPOVOUEVOV AOTUOIDV
K0l UN-AOIU®OGDV EXITAOK®DV)

ocvumepthopPavopévng g Poeiov pupatioong (yevikevpévn hoipoén and BCG), BAr. napdypago 4.4

Tov punva 12 g gleyyOpnevns Teptodov yio KMVIKEG SOKIUEG EVNATK®V Yo OAeG TG evdei&elg, 1) didpeon ovéEnon
copatikov Bapovg ntav 3,50 kg yia tovg acbeveic mov édaPav Bepamneio pe infliximab évavt 3,00 kg yia tovg
acBeveic mov EdaPav Bepameio pe eikovikd eapuaxo. H didpeon avénon copaticod Papovg yio tig evoei&elg
QAEYLOVAOIOVG VOGOL TOV gvépov Ntav 4,14 kg yia tovg acbeveic mov EhaPav Oepancio pe infliximab évavti 3,00 kg
v, Tovg aobeveic mov Elafav elOVIKO PApLOKO Kot 1) Stdpeon adENGT SOUATIKOD BAPOVG Yol TIG PEVUATOAOYIKES
evoei&ec Nrav 3,40 kg yia Tovg acbeveic mov Ehafav Oepancia pe infliximab évavtt 3,00 kg yio Tovg acOeveic mov
EhaPav eoVIKO PAPLOKO.

Teprypoen emAeyuévov ovemBOUNTOV EVEPYELMY TOV QOPLULAKOV

Avtidpdoeig oyenilopeveg pe v £yyvon

Avtidopaomn oyeTlOUEV LE TN €YYLON O KAVIKEG HEAETEG TPOGOIOPIOTIKE MG OTOLOONTOTE
avemBountn evépyeto epeaviCOEVn KaTA T ddpKeto TG £yyvomng 1 eviog 1 dpag petd v yyvon.
e Khvikég peréteg @aong 111, 18% tov acbevav mov Elafoav aymyn pe infliximab, cuykpivopevor pe
5% tv acBevodv mov EAaPav oy@yn LE EIKOVIKO PAPLOKO, ELPAVIGAV KATO0 avTidpaot oyt ONeVN
UE TNV £YYVoT). ZVVOAIKA, peyaldtepn avoroyia acBevav mov Edafav povobepamneio pe infliximab
gupavicay kamola avtidpacn oxetilopevn ue v £yyvon, oe cuykpion ue acbeveic mov Ehafav
infliximab tavtoéypova pe avosotporonomtikd. [epimov 3% twv acbevav diékoyov TV aymyn
e€artiag avtiopacewy oyeTilOUEV®V e TNV £YYLOT Kot OOt Ol acOeveic avEkapyay Le 1| XOpig
0TPIKN aymyn. Ao toug acbeveic mov Ehafav aywyn we infliximab kat ot omoiotl euedvicay kdmola
avtidpaon £yyvong Kotd v tepiodo epodov, uéEypt kat Ty efdopdda 6, 27% epedvicay KAmolo
avtidpaon £yyvong KoTd TNV TePiodo cuvTnpnong, amod v efSopdda 7 péypt kot tnv efdoudda 54.
Amb Tov¢ aebeveic o1 0moiol dev uPavicay Kamola avTidpacn £yyvong Kotd v tepiodo epodov, 9%
EUPAVICOV KATOL avTiOpaom £yyvomng KoTd TNV TEPI0d0 GLUVTHPNOTG.

e pio kKhvikn perétn acbevav pe pevuatosdn apbpitida (ASPIRE), ot eyyvoeic enpdketto vo
yopnynBovv ce Eva ¥poviko SAoTnua 2 ®POV yia Tig TpaTes 3 eyxvoels. H didpkeia tov
peTayevéoTep®V €YX0oemV Ba pmopovce va cuvtopevbel oe oyt Arydtepo amd 40 Aentd og acbeveic
IOV 0EV EUPAVICAY GOPUPEC avVTIOPAGELC £yYLONG. L€ VTHVY TN doKn, e&nvta £EL TO1C EKOTO TMV
acBevav (686 amd tovg 1.040) édafe tovddyiotov wio Ppayeio Eyyvon tov 90 Aentdv 1 AlydTEPO KOt
44% tov acBevov (454 and tovg 1.040) £éhaPe TovAdyiotov pia Bpayeia £yyvon tov 60 Aentodv N
Aydtepo. Amo tovg acbeveic mov Elafav Bepaneia e infliximab ot omoiot Erafav TovAdyicTov pio
Bpayeio &éyyoon, avtidpacelg oxetilopeveg pe v £yyvon cuvépnoav oto 15% tov acbevav kot
cofapéc avtdpdoelg £yyvong ocvvépnoay oto 0,4% Tmv acbevav.

e pio kKhMvikn peémn oe acBeveic pe t voco tov Crohn (SONIC), avtidpdoelg oyeTilOUEVES e TNV
€yyvon ocvvéPnoav oto 16,6% (27/163) 1ov acbevav mov EhaPav povobepaneia infliximab, oto 5%
(9/179) tv acBevov mov EhaPav Bepaneia pe infliximab oe cuvdvaoud pe AZA Kot oto 5,6%
(9/161) tv acbevov mov éraPav povobeparncio AZA. Mia coPapn avtidpacn oxetilopevn pe v
gyyoon (< 1%) gpepoaviotnke oe Evav acbevr oe povobepaneio infliximab.

Metd TV KOKAOQOPio TOL POPUAKOV, TEPITTMOGELG OHOLALOVOES LLE AVOPLAAKTIKEG OVTIOPAGCELS,
GUUTEPTAOUPAVOUEVMVY TOV AQPUYYIKOV/QopVYYIKOD 0101 L0TOC Kot cofapod BpoyyooTacov, Kot
mapo&LoUd £X0VV GLGYETIOTEL UE TN YopNyNnon Tov Remicade (BA. mapdypago 4.4).

"Exouv avaeepBel mepimtdoelc Tapodikng amdAELNS TG Opacns Tov eppavifeTon katd t dibpkee 1
evtog 2 mpav and v £yyvon pe Remicade. Zvpfapata (opiopéve Bavatneopa)

oY OLOG/ EPLEPAYILOTOC TOV HVoKapdiov Kot appubuiog £xovv avapepbei, OpIGUEVE. GE GTEVT] YPOVIKT
cvoyétion pe v &yyvon infliximab, ayyelokd eykepaicd enelcodia £govv emiong avapepbel og
GTEVI] YPOVIKT GUOYETION UE TNV €yyvon infliximab.
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Avtidpdoelg £yyvong votepa amd exovayopnynomn tov Remicade

Mia khvikn pelét oe acbeveic pe pétplo Emg coPapr| yopiaon oxedldotnke yuo va aEI0A0YNCEL TNV
OTOTEAECUATIKOTNTO KOL TV OOQAAEL TNG LOKPOYPOVIaG Oepameing cuVTIPNONG EVAVTL TNG
enovabepomeiog pe Eva oynpa epoddov tov Remicade (péyioto tecodpmv eyydoewv otig 0, 2, 6 kot
14 gfdouddeg) votepa and EEapon tng vocov. Ot acbeveic dev Edafav kopia Tavtdypovn Bepaneia
OVOOOKOTAGTOANG. XT0 okéAog emavabepaneiog, To 4% (8/219) tov acBevav eppdvice pio coPfapn
avtidpaon €yyvong évavtt tov < 1% (1/222) ot Bepaneio cuvipnone. H mhetoyneio tov cofapdv
avTIOpace®mV £YYLONG ELPAVIOTIKE KATH TN O1dpKeLn TG devTEPNG £yYvons TV Rdoudda 2. To
SLACTNUO, AVAUESH GTNV TELELTAIN SOGT GLVTHPNOTG KOl GTNY TPAOTH 006N ETAVEPOSOL KLUATVETOL
amd 35-231 nuépec. Ta copntdpata Teprapupavoy, alid dev TeplopicTnKoy og, SuGTVOLN, KVIdmon,
0101 L0 TPOGMOTOL KOt VOTACT]. L& OAEG TIG TEPMTMSELS, 1) Oepaneio pe Remicade dtokonnke 1/xon
KkaOepmbnke véa Oepameia pe TAnpn eEGAeyn TOV ONUEI®V KOl GUUTTOUATOV.

Oyuun vrepevarcOnoio

Y& KMVIKEG HEAETEG, OYILEG OVTIOPAGELG LITEPELANGHNGIOG NTAV OYL GLYVEG KO ELPAVIOTIKOV PETA
amo oot Yopic aywyn e Remicade pikpotepa tov 1 tove. Ttig peiéteg ympiaong, ot
avTdpdoelg Oyiung vepevatcnciog cuvéPnoav vopig kotd ™ didpkela g Bepanciog. Ta onpeia
KOl TO GUUTTOUATA TEPIAAUPavayY poodyio /ot apBpaiyia pe mopetd f/kor eEavonua, e
oplopévoug acbeveic va eupovilovv Kvnopo, oidnpIa ToL TPOCSHTOV, TNE AKPAG XEPOS 1 TOV YEMEWDV,
dvopayia, Kvidwmor), TOVOAALLO Kol KEQOAXAYIa.

Yrépyovv un emopkn oTOLEN Yo TV ETIMTOOT TOV OYIU®V avTIOPAcE®Y VIEPELOICONGiNG HeTd amd
dwotnuoato xopic ayoyn pue Remicade peyolvtepa tov 1 étovg odlhd meplopicpéva atoyygia amd
KAMVIKEG peléteg delyvouv Evay avénuévo Kivouvo yio oy vepevoctnaio pe avéavopevo
diotnua yopic aywyn pue Remicade (BA. moapdypapo 4.4).

e pio kKAMvikn perémn otdpketog 1 €tovg pe emavarapupavoueveg eyyboelg o acbeveic e voco tov
Crohn (ACCENT I peAétn), n emintwon tov avtidpdoewv opotdlovceg ue opovooia nrav 2,4%.

Avocoyovikotto

Ot acBeveic mov avéntuéay avticopata oto infliximab giyav nmepiocoTepeg mBavOTNTES (TEPimTOV

2-3 popég) va eppavicovv avtidpaon oxetilopevn pe v Eyyvon. H tavtdypovn xpnon
OVOGOKOTAGTOATIKOV QUPUAK®V QOIVETUL VA, LLEIDVEL TI GLYVOTNTO TOV AVTIOPAGENDY oL o)eTilovTal
LE Vv €yyvon.

Y& KMviKéG peréteg mov ypnopomomnkay epdnal Kot ToAdanmAéc dooelg infliximab pe gvpog 1 £mg
20 mg/kg, aviyvevnkav avticopoto oto infliximab oto 14% tov acbevov e Kamolo
aVOGOKOTAGTAATIKY Ogpameia, kot 610 24% TtV acbevadv yopic avocokatooTaltikn Oeponeio. Xe
aoBevei pe pevpoToedn apbpitido mov EAaPay To GUVIGTOUEVO GYNILOTA ETAVOAOUBOVOLEVNC SOOTG
pe pebotpe&drn, 1o 8% tov aobevav avéntvéav aviiodpata oto infliximab. Ze acbeveig pe
yopacikn apbpitido ot omoiot EAafav 5 mg/kg pe Kot ywpig pebotpeldtn, ELPavVIGTNKAY AVTICMUOTO
o€ ouvokd 15% twv acBevav (eppaviotnkav aviicdpoto oto 4% v acdevav tov Elafov
pebotpe&atn kot 6to 26% TV 0cbevav Tov dev Ehafav pebotpesdtn oty Evapén g Bepaneiag).
Y1oug aobeveig pe voso tov Crohn mov élafav Bepameio cuvinpnong, aviicouoto oto infliximab
avartOyOnkav cuvolikd 6to 3,3% twv aclevov mov Ehafav avocokatactalTikd kot oto 13,3% twv
acBevav mov dev EhaPav avocokatactaltikd. H enintwon tov aviicopdtov ntav 2-3 popég
VYNAOTEPT Y10 TOLG 0loBeveig mov Edafav Oepameia enelcodiaKd. AdY®m HeBOSOAOYIKOV TEPLOPIGUDY,
£vaL 0PVNTIKO OOTEAEGLO, TG AVAALGTG OEV OMOKAEIEL TNV TOPOVGIN AVIICOUATMOV GTO
infliximab.Megpucoi acBeveig mov avéntuav vymAovg Tithovg avticopdtov oto infliximab £de1&av
UELMUEVT OTOTEAEGLOTIKOTNTA. TNV Yopioot, acbeveic mov éhapav Oepamneia pe infliximab wg
GYNHO CLUVTHPNONG GE AMOVGIN TALTOYPOVNG YOPTYNONG BVOGOTPOTOTOMNTMV, TEPiTOL T0 28%
avéntuée aviiompato 6to infliximab (BA. mopdypaeo 4.4: «AvTidpdoelc katd tnv £yyvomn Kot
vrepevartcncion).

Aowméeig
Ddupatioon, aktplokég AOUMEELS, CLUTEPTAAUPBAVOUEVIC TNG ONYNG KOL TNG TVEVUOVIOG,
dMONTIKEG LUKNTINGIKES, 10YEVEIC Ko GAAEC EvKaPlaKEC AOTUDEELS Exovv TtopatnpnOel og acbeveig
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mov AdpPovay Remicade. Kdmoleg and avtég Tig Aotudéetg ftay Bavatnedpeg, ol o cuyva
AVOPEPOLEVEG EVKUIPLOKEG AOUMEELS Le OgikTn Bvnodtntag > 5% meptiappdvouy
TVELUOVOKDOTMOT, KOVTIVTIOGT, AloTepimon Kot aomepyirdwon (BA. Topdypago 4.4).

Xe Khvikéc peréteg 36% tov acBevav mov Elafav aymyn pe infliximab élafov Oepomeio yia
AomEelg og cuykpion pe 25% tov achevav Tov Elafav aymyn He EIKOVIKO QAPHOKO.

Y& KMVIKEG PHEAETEG pELLOITOELDOVG apBpiTIdag, 1) eninToT GoPapdv AomdEewY,
SLUTEPTAAUPOVOUEVIG TG TTVELHOVING, NTOV LYNAOTEPT 6TOVS aobeveic mov EhaPav Bepameio pe
infliximab cvv pebotpe&dtn cuykpirika e pebotpeldtn pnovo, edkd oe docelg Tov 6 mg/kg 1
ueyorvtepec (BA. mapdypago 4.4).

e avbopunTES avopopEc LETE amd TNV KuKAo@opia, 1) o cuyvh cofapn avemBOunt evépyeta. gival
ot Aouméeig. Kamotec amod tic mepumtdoelg odnynoav o Bavammedpo ExPacn. Lyeddv 1o 50% twv
avapepBivimv Bavatov £xel cuoyetiotel pe Aoipmén. ‘Exovv avapeplel mepimtdoelg pupatioong, mov
UEPIKES POPEC NTOV BOVATNQOPEG, CLUTEPIAAUPOVOUEVNG TNG KEYPOELDOVG PVUATIOCNG KOL TNG
ovuatioong pe Eomvevpovikn evtonion (PA. mapdypao 4.4).

Koakon0eieg kot AeppobmepmAlooTikég S10TapoyEg

e kKhvikég peréteg ue infliximab otic omoieg ElaPav Oepaneio 5.780 acbeveig, mov avtimpocmrevay
5.494 acbeveic-étn, evromicOnKav 5 TEPIMTOGELS AEUPOUATOV Kot 26 Un AEUPOUATIKES KokonOElEg,
o€ GUYKPIoN UE amovcio Aepempdtov kot 1 un Aeppopatikn kakondea og 1.600 acBeveic mov
Adupavay eiKoviko edpuaKo, Tov aviimpocm®nevay 941 acbeveic-étn.

e paxpoypdvia TopakoAovdnon TG AcPALELNG T®V KAVIKOV pedet®dv pe infliximab yuo péypt
5 xpovia, mov avtimpoconevay 6.234 acleveic-étn (3.210 acbeveic), avapépnkay 5 tepurtdoelg
AELPOUOATOG KOl 38 TEPIMTMOGELG LT AEUPOUATIKDY KAKOT 01DV,

[Tepmtmoeig kakoneimv, copTePAaUPavVOUEVOL AEUPDONOTOG, EXOVV EMIONG avapePOEl LeTA TNV
KuK ogopio Tov papudkov (PA. Tapdypapo 4.4).

e pia dtepevvnTikn KAWVIKN HeAETN Tov apopovce acbeveic pe pétpia £og coPfapn XAl ot onoiot
NTav €lT€ VOV KOTVIOTES €iTe TPONV KOTVIOTES, 157 evijlikeg acBeveig Ehapav Oepaneio pe Remicade
0€ 00GELG TOPOUOLEC UE OTEG TTOV YPNCIUOTOLOVVTAL GTI| PEVUATOEWN apBpitida Kol 6T VOGO TOV
Crohn. Evvéa a6 avtotc toug acbeveic avéntuEav kakonbeieg, cvumeptiapufavopuévon

1 Aeppopatog. H dudpeon didpketa g mapaxorovbnong nrav 0,8 &t (enintmon 5,7% [95% CI
2,65%-10,6%]). Avaeépbnie pio kakondeia avapeso otovg 77 acheveic tng opdoag eréyyov
(d1dipeon ddpketa Topakorovdnong 0,8 &, enintmon 1,3% [95% CI 0,03%-7,0%]). H mietoymoeia
TOV KOKONOEIDV avanTuyOnKe 6TOVG TVELLOVEG 1 TNV KEPAAN KoL TOV TPAYNAO.

e wo faciopévn otov TANBVGS, avadpoutkn LEAETN KoOpTNG, Ppétnke avénuévn enintmon
KOPKIVOL TOV TPOYNAOL TNG UATPOG GE YOUVOIKES Le pevpaTosdn apbpitida mov Adupavay Bepaneia pe
infliximab, og cOyKpion pe Tovg acbeveic mov dev elyav AaPel Toté ProAoyikohs TapAyoVTEG 1] LE TOV
yeviko mAnbvoud, coumepiiapfovousvav ekeivav pue niikio dvo tov 60 etdv (BA. Topdypago 4.4).

Emum\éov, nepintdoeig nratoomAnvikov Aepoopatog and T-kbtrapa Exovv avapepbel petd v
KuKlogopia Tov pappdkov o acbeveic mov Elafav Oepomeio pe Remicade, pe ™ cuvipirtikng
TAELOYNQi0 TOV TEPITTOCENDY Vo epuPavifovtal otn voco tov Crohn kot otnv EAk®ON KOAITION Kot e
TOVG TTEPLGGOTEPOLS ald TOLG aobevelg avTovg va etvar Epnpot 1} veapoi eviihkeg dppeveg (BA.
Topaypapo 4.4).

Kapduoxn averdpkeia

e perétn @aong Il mov iye wg orkomod v a&oddynon tov Remicade ot KA, mapatnpndnke
VYNAOTEPN EmimTOOT OvNoOTNTOC AOY® EMSEIVOOTG TG KAPIKNG OVETAPKELNC 6€ acbeveic Tov
Adppavay Oepareio pe Remicade, 101aitepa o 66ovg Adpupavay tn ueyarvtepn do6omn tov 10 mg/kg
(ONA. dumhdoto amod T PEYIOTN eYKEKPUEVT dO0T)). L€ avTV TN HeEAET, 150 acbeveic pe XKA NYHA
kartnyopia -1V (kKhdopa eEndnoewc aprotepng kothiog < 35 %) élaPoav Beparneia 3 eyydocmv e
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Remicade tov 5 mg/kg, 10 mg/kg, 1 eikovikod eappdrov yia 6 efdopddes). Xtig 38 gfdouddeg, ol

9 and Tovg 101 acbeveic mov ElaPav Bepancio pe Remicade (2 tov 5 mg/kg kot 7 tov 10 mg/kg)
katéAn&av, oe cuykpion pe Evav Bavoto oe 49 acbeveic Tov AuPavay To EIKOVIKO PAPLLOKO.
Ymnp&ov avoapopéc LET amd TV KUKAOQOPIa TOV PapUAKOD Yo ETOEIVOGT TG KOPIIUKNG
OVETAPKELOG, e Kol Ympic Tpoadiopicipovg Tpodtadectkods mapdyovieg o€ acbeveic mov Aapupavoy
Remicade. Yrnp&av emiong avapopég LETA amd TNV KUKAOPOPIO TOL QUPIAKOV Y10, VEOEUPAVICOHUEVT
KOPOLOKT OVETAPKELD, GCUUTEPIAAUPUVOUEVIC KOPILOKNAG AVETAPKELNG O 00OEVELS YMPIC YVOOTH
Tpobmdpyovoa kapdloayysiakt voso. Mepikol amd avtovg Toug acbeveig Ntav kdTo tov 50 eTov.

2VUPALOTO TOV HIATOG KOl TV YOANQOP®Y

e KAMvikéG peréteg, Nmieg N pétpieg avénoelg tov tinmv tov ALT kot AST mapoatmphnkay o
acBeveic mov AdpPovay Remicade yopig e€€MEn oe coPapn nrotikn BAAPT. [MapoatnprOnray
avénoeig tov Tiwmv g ALT > 5 x Avatato ®vctoroyucd Opio (ULN) (BA. ITivaka 2). Avéncelg tov
TILOV TOV OUVOTPOVePEPUcOV TtapatnpnOnkav (tng ALT mo cuyvd arnd 6t g AST) oe
peyoAvtepn avaioyio otoug acheveic mov Adpupavav Remicade amd 6011 6t opdda eAéyyov, TG0
otav to Remicade d00nke g povobepaneio 660 kat 0Tav ypnotuonomdnke oe GuVOLOCSUO e AAAOVG
OVOGOKOTAGTAATIKOVG TOPAYoVTEG. Ot TEPIOCOTEPES AVMUAMES GTIS AUIVOTPAVEPEPAGEC TTOV
TAPOSIKES, (GTOCO, VUG HKPOG apOg AcHEVDVY ELOAVICE TTO TOPATETAUEVEG AVENCELS TILDOV.
I'evikdg, acBeveic mov giyav avénoeig v Tinodv tov ALT kot AST ftav acuURT®UATIKOL, Kot 0l
avouoiieg petmdniav 1 eoporvvinkay gite pe cuvéyion 1 dtakom tov Remicade, gite pe
TPOTOTOINGN TNG TAVTOYPOVA Yopnyovpevnc Oepancioc. Katd tny mopakorovdnon uetd omd v
KUKAOQOPIiQ TOV POPHUAKOV, TEPUTTOCELS IKTEPOL KOl TATITIONG, OPIGUEVEG LE YOPOUKTIPLOTIKA
avtodvoong nratitidog, Exovv avapepbei oe acheveic mov Adupavay Remicade (BA. mapdypago 4.4).

Hivakag 2
Avaroyio acOevav pe avénuévny spaotyprotnra s ALT og khvikég peréteg
"Evdeidn ApOpog acbeviv? Atdipeon >3 x ULN >5x ULN
mapokoAovdnon
(eBdouadec)
ewovikoé | infliximab | ewcovikd |infliximab | swovikd |infliximab | ewovikd |infliximab
@apuaxo @apuaxo QAapLaKO @dpuaxo
Peopotogdng 375 1.087 58,1 58,3 3,2% 3,9% 0,8% 0,9%
apOpitda!
Nob6cog Tov 324 1034 53,7 54,0 2,2% 4,9% 0,0% 1,5%
Crohn?
Hodrotpkn A/E 139 A/E 53,0 A/E 4,4% A/E 1,5%
vdG0G TOV
Crohn
EAxdong 242 482 30,1 30,8 1,2% 2,5% 0,4% 0,6%
KOAITION
Todatpikn AE 60 AE 49.4 A/E 6,7% AE 1,7%
EAxkddng
KOAITION
AyKvlomomTikn 76 275 24,1 101,9 0,0% 9,5% 0,0% 3,6%
oTOVOLATION
Yoplaockn 98 191 18,1 39,1 0,0% 6,8% 0,0% 2,1%
apbpitda
Yopioaon kotd 281 1.175 16,1 50,1 0,4% 7,7% 0,0% 3,4%
TAGKOG
' o acbeveic vd ewkovikd appako Eapav pebotpeEdtn evd ot acbeveic vrd infliximab édapav kot infliximab ko
pebotpe&am.

O1 aoBeveic Vo gwcovikd Pappako otig 2 peréteg Paong II ot véco tov Crohn, ACCENT I kow ACCENT II,
Evapav pio apykn d6on tov 5 mg/kg infliximab oty apyn ™ HEAETNG KoL TOV VIO EIKOVIKO QAPLOKO GTN PAon
ouvtnpnonge. Ot acOeveic mov TVYOIOTOONKAV GTIV OUAS0 GLUVTNPNONG UE EIKOVIKO PAPLOKO KOl OPYOTEPA TEPUCUV
og infliximab &yovv cvumepinedei oty opdda infliximab oty avédlvon g ALT. Etn doxur ®dong IIb ot voco
tov Crohn, SONIC, ot acOeveic vrd gkovikd eappako Erafav 2,5 mg/kgmuépa AZA og evepyod Ereyyo,
EMTPOCHETOG TOV EIKOVIKAOV gyyvoewV infliximab.

Ap1Opog tov aobevav mov a&loroyndnkoy yuo ALT.

H d1dpeon mapaxorovdnon Paciletar otovg acbevei mov Elafav Oepomeia.
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Avumvpnvika avticopate (ANA)/Avticopota Evovt sming EéMiac DNA (dsDNA)

O1 oot mepinov acBevelg mov EhaPav Bepaneia infliximab o KAvicég peléteg kot lyov apynTikn
uétpnon ANA oty évapén g Bepamneiag, mopovciocay Oetiky pétpnon ANA Katd T SLaPKELN TNG
UEAETNG, O€ GUYKPIOT LE TO £Va, TEUTTO TTEPimov TV acfevav mov dafav Oepameia EKOVIKOD
oappdxov. Ta avticopata anti-dsDNA aviyvevtnkav vemorti og epimov 17% tov acbevav mov
éloPav Bepaneio infliximab, oe ovyKpion pe 0% Tov acbevav mov Eafav Bepameio kovikKoy
eoppaxov. Katd v tekevtaia a&loloynon, 57% tov acBevov mov Edafav Bepameia infliximab
eEaxorovBovoav va etvar Betikol ota avticdpata anti-dsDNA. Tap’ dha avtd, ol avapopég Avkov
K0l TOPOUOI®V GUVOPOU®V TapAUEVOLY Un oLy Ve (BA. Tapdypago 4.4).

Hoowrpikog TAn0vopoc

AocBeveic pe veavikn pevpatoedn apfpitda

To Remicade peiethfnke o pio kKAwvikn peiétn oe 120 acbeveic (evpog nAikiog: 4-17 £tn) pe evepyn
VEOVIKT PELLOITOELDT apOpitida mapd ) pebotpel&dt. Ot acbeveic Ehapav 3 1 6 mg/kg infliximab wc
éva oynua podov 3 docewv (efdopades 0, 2, 6 1 efdouddeg 14, 16, 20, avtioToiymg), akoiovbovpevo
and Bepameio cuvinpnong kabe 8 efdopddeg, o cuvdovacud pe pebotpeEdr.

AvTidpacelg Eyyoong

Avtidpacelg Eyyoong cuvénoav 61o 35% TtV achevov pe veaviKn peupatogdn apbpitida mov
EaPav 3 mg/kg, cuykprrikd pe to 17,5% tov aclevav mov Edafov 6 mg/kg. Tty opddo Tov

3 mg/kg Remicade, 4 amd tovg 60 acOeveic elyav pia coPopr avtidpacn yyvong kot 3 acOeveic
avépepay pio mlovn ava@LAaKTIKY ovTidpaor (2 amd Tig omoieg NTav avapeso oTic coPupes
avTdpdoelg £yyvong). Xtnv oudoa tov 6 mg/kg, 2 amd tovg 57 acbeveic elyav pia coPapr aviidpoon
£€yyvong, £vog amd Tovg 0moiovg giye wio mhavn avaeulaktiky oviidpaor (PA. Tapdypago 4.4).

Avocoyovikotnta

Avticouara oto infliximab avortoyOnkay oto 38% tov acbevav mov Elafav 3 mg/kg, cuykprTikd pe
10 12% TV acbevav mov Elafav 6 mg/kg. Ot TiTAOL AVTICOUATOV NTOV GNUOVTIKG DYNAOTEPOL Yia!
v oudda tov 3 mg/kg, cuykpitikd pe v opudda tov 6 mg/kg.

Aoumdéelg

Aoudéeig ovvéfnoav oto 68% (41/60) Tov Tadidv tov Elafav 3 mg/kg yia 52 efdouddeg, oto 65%
(37/57) tov moudiwv mov ElaPav infliximab 6 mg/kg yia 38 gfdopddeg kot oto 47% (28/60) TV
a0V TToL EAafav eikovikd eapuoko yo 14 efdouddes (BA. Tapdypago 4.4).

Hodatpikol aofeveic pe vooo 1ov Crohn

Ot topakdto averBounteg evépyeleg avapéptnkay o cuyva o TadlaTpikovg acheveic pe vOco Tov
Crohn ot pedétn REACH (BA. mapdypago 5.1) mapd oe evihkeg acOeveic pe voco tov Crohn:
avorpia (10,7%), aipa ota kémpava (9,7%), Aevkomevia, (8,7%), £Eaym (8,7%), 10vevig Aoipmén
(7,8%), ovdetepomevia (6,8%), Paxtnpidtaxn Aoipmén (5,8%) Kot aArepyikn avTidpaoT Tov
AVAIVELGTIKOD cLGTNHOTOC (5,8%). EmmAéov, avaeépbnike kdtayua ootov (6,8%), mo10G60, dev £xEl
tekunpuwei pio artioloyiky cvoyEtiorn. AAAES EOKEG EKTIUNGES GLLNTOOVTOL TOPAKAT®.

AvTiopacelg oyeTilOUEVEG Ue TNV Eyyvo

> REACH, 1o 17,5% tv Tuyatoronuévev actevov avtipetdnioes 1 1 teptocotepeg avTidpaGELg
€yyvong. Aev vnpéav coPapég avtidpaocelg yyvong kat 2 dtopo ot REACH eiyov pn cofoapéc
AVAQUACKTIKEG AVTIOPACELC.

Avocoyovikotnta
Avticouara oto infliximab aviyvebnkav o€ 3 (2,9%) toudiotpikovg acbeveic.

Aodéelg

> peiétn REACH, avaeépOnkav Lotpnanéelg oto 56,3% v TuXoomouévay atdpmy mov Erapay
Oepaneio pe infliximab. AoudEelg avapépOnikay o cuyvd yio. dtopo to oroio EAafay eyydoelg Kabe
8 efdoudoeg oe avTIdoToA e eyyvoelg kbbe 12 efdoudoeg (73,6% xat 38,0%, avtiotoiymg), Vi
avaépOnkav cofapéc AUMEELS Yia 3 dtopa oty opdda Bepaneiag cuvtipnong kKabe 8 efdouddeg
Kal ywo 4 dropa oty opdda Oepameiog cuvtipnong kabe 12 efdouddes. Ot o cuyvd avaeepOUEVES

23



AOMEELG NTaY AOTH®EN TOL AVATEPOL OVATTVELGTIKOD GUGTILOTOC KO POPLYYITION KOl 1) TO GLUYVA
avagepopevn cofapn Aoipmén Ntav To amdoTnua. AVaeEpOnKay TPEIS TEPITTDOCELS TVEVHOVIOG
(1 coPapn) kot 2 Teputtoelg £pmn (oothpa. (Kot o1 600 un coPapéq).

Hodratpikol aofeveic pe ehMccddn koMtida

2UVOMKA, Ol AVETBVUNTESG AVTIOPAGCELG TTOL AVAPEPON KOV OTIG LEAETES Y10l TOLOLALTPIKT EAKMON
KoAitda (CO168T72) ko eAkmon koAitido oe evidikeg (ACT 1 kot ACT 2) yevikd Bpiockovrav og
oupeavia peta&d toug. Ztn C0168T72, o1 Mo ovyvég avemBiunTeg avtidpaoelc NTov Aoipnmén Tov
OVATEPOV OVOTVELGTIKOD GLUGTILOTOC, POPVLYYITION, KOIAOKO AAYOG, TUPETOG Kot KepoAadyia. H mo
oLYVN AvemBOUNTN EVEPYELD TAV EMOEIVMOON TNG EAKDAOVE KOAITISOGC, 1) EMILTMOON TNG OTToiag NTOV
VynAOTEPN o€ acbeveic 6T0 docoloYiKd oynua kdOe 12 efdouddeg Evavtl EKEIVOV 6TO 60GOA0YIKO
oynuo kéOe 8 efoopddes.

AvTiopacelg oyeTilOUEVEG Ue TNV Eyyvon

Yuvolikd, 8 (13,3%) and toug 60 acbeveig mov Elafav aymyn epedvicay pic 1 TEPIGGOTEPES
avTdpdoeig £yyvong, pe 4 amd touvg 22 (18,2%) otnv oudda Bepaneiog cuvipnong kabe 8 efdopddeg
kot 3 amo tovg 23 (13,0%) oty opdda Bepameiog cuvtipnong kabe 12 gfdopddes. Aev avapipnkov
cofapéc avtdpdoelg £yyvong. Oleg ot avtidpdoelc £yyvong Ntav NIieg N LETPLOG EVTOOTG.

Avocoyovikotnta
Avticouara oto infliximab aviyvedbOnkav o 4 (7,7%) acOeveic uéypt kot v efdonado 54.

Aoumdéelg

Aouaéeig avaeépniay og 31 (51,7%) amd tovg 60 acbeveic mov EdaPav aywyn otn CO168T72 kon
o€ 22 (36,7%) mov ypeldoTNKaV 0o GTOHOTOC ) TUPEVIEPIKT AVTIKPOPLakT aywyn. To T060oTo TV
acBevav pe Aopaéelg otn CO168T72 NTav Tapdolo pe eKEIVO 6TN LEAETT YO TOSLTPLKT VOGO TOV
Crohn (REACH) aAXd vynAotepo amd T0 T0GOGTO OTIC LEAETES Y10 EAKMDT KOAITIOO G& EVIAIKEG
(ACT 1 xou ACT 2). H ocvvolikn| enintmon tov Aowmdéewv otn C0168T72 frav 13/22 (59%) oty
opada Bepameiog cuvrnpnong kabe 8 efdoudadeg kot 14/23 (60,9%) otnv opdda Bepameiog
ocvvtipnong kabe 12 gfoopdades. Aoiumwén Tov avdTEPOL avaTVELTTIKOD cuotiuatog (7/60 [12%])
Kot papvuyyitida (5/60 [8%]) Htav o1 mo cuyva avoaeepBeices AOUMEELG TOV OVATVEVGTIKOD
GLOTNHOTOC. XoPapég Aoméelg avapépOnkav 6to 12% (7/60) 6wV TV acbevdv Tov Elafav aywyn.

e auThV TN LEAET, VI PYAV TEPIEGOTEPOL acbeveic otV nAKlok” opdda 12 émg 17 etdv amd oTl
otV nAklokt| opada 6 £oc 11 etmv (45/60 [75,0%] évavtt 15/60 [25,0%]). Ilap’ 6Ao mov o aptBuoc
TV acevov o kdbe vToopdada etval TOAD LKPOG Yo TNV EE0ymYN OPIOTIKOV GUUTEPACUATOV
OYETIKA UE TNV EMIOPAoT TNG NMKIOG 0T0 CUUPALOTO ACPAAELNS, VTNPYUV VYNAOTEPU TOCOGTA
acBevav pe coPapic avemBounteg evépyeteg kat dtokont| Oepameiog Adym avemBouUNTOV EVEPYEIDV
OTN HIKPOTEPT NAMKIOKE OHAd0 ard OTL 6T LeYOADTEPN NAKIOKA opdda. [lap’ 6o mov T0 T0G0GTO
TV aclevov pe AoumEelc NTov exiong LYNAOTEPO GTI WKPOTEPT] NAIKIOKA OLAda, Yiot coPBapEg
AOWMEELS, TO TOGOGTA NTOV TOPOUOLN OTIC 600 NAKLOKES OpadeS. To cUVOAKA TOGOGTE,
AVETBOUNTOV EVEPYEIDV KOl AVTIOPAGE®V £YYVONG NTAY TAPOLOLY LETAED TOV NAKIOK®DV OPAd®V 6
¢og 11 ko 12 g 17 e1dv.

Eumneipio petd v Kukhogopia

AvBopunteg coPapég avemBounteg avtdpdoelg pe infliximab otov ToudioTpikd TAnBLoUO PETH TNV
KLuKAOQOpPia TOV PaPIAKOL TEPIAGUPavaY KoKONOELES, CLUTEPILOUPBAVOUEV®Y TOV NIOTOCTANVIKOV
AEPQOUATOV 0o T-KOTTOPA, TOV TUPOSIKOY AVOUUAMDY TOV NIUTIKOV eVOOU®V, TOV GUVOPOUOY
TPOCOHOOLOVTMV He ADKO Kot TV BeTikdv avtoaviicopdtov (BA. mapaypdeovg 4.4 kot 4.8).

EmnpdocOetec minpo@opics Yo £101k00G TANOVGROVG

Himawuévor

Y& KMVIKEG PHEAETEG PELLOTOELDOVG apBpiTIdNG, 1) EMITTOOT GOPUPOY AOUMEE®Y NTOV PEYOAVTEPT G
acBeveic nhkiog 65 etdv kot dve wov Ehafav to oynua infliximab kot pebotpe&atn (11,3%) and ot
og ekeivoug nlkiog KaTm Tov 65 etdv (4,6%). Xe acBeveic mov EAafav povobepansio e
pebotpeEdrn, N enintwon coPapdv Aowwméemv nTav 5,2% ot acbeveic nlikiog 65 eTdvV Kot dve og
ovykpion pe 2,7% oe acbeveic nhikiag Kato tev 65 etdv (PA. Topdypago 4.4).
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Avapopd mBavoAoyoLUEVOV aVETBVOUNTOV EVEPYELDV

H avagopd mboavoroyoduevov avemBOunTmy evepyelmy PETH amd TN YopNyNnon Goelng Kuklopopiog
TOV QUPUAKELTIKOD TPOidvTOC elvan onpavtikn. Exttpénet tn cuveyn mapakolovdnon e oxéong
0PEALOVC-KIVODVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTeital and Tovg EnayyEALATIEG VYELNG VO
avaPEPOVY OTOIEGONTOTE TOUVOALOYOVHEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV €BVIKOD GUOTHULATOG
ovopopdg mov avaypdeeton oto [Hapdptnua V.

4.9 Ymepdooolroyia

Agv avoépbnke kapia tepintwon vrepdocoroyioc. Mepovouéveg docelg uéypt 20 mg/kg Eyovv
yopnynOel yopig To&ucég avtidpdoelc.

5. DOAPMAKOAOT'TKEX IAIOTHTEX

5.1 @oppokodvvopIKES 1O10TNTES

DoppokobepamenTikn Katnyopio: AVOGOKATAGTOAES, OVAGTOAEIS TOV TOPAYOVTH VEKPMOTG TOV
oykawv diea (TNF,), kodwdg ATC: LO4ABO2.

Mnyaviepdc dpdong

To infliximab givat éva yuopiKd LovokA®mVIKS avTicmLo avOp®ITOV-TOVIIKOD TOV GUVOLETAL LIE
UEYOAN YN|LUKT GUYYEVELQ KOl LE TOVG SLOAVTOVE Kot UE TOVG StapeprPfpavikong Tomovg Tov TNF,, aAAd
oyt pe tn Aeppoto&ivn a (TNFp).

DoppoKoOVVAIIKES EMOPAGELS

To infliximab avactélAiel T Asttovpyikn dpacn tov TNF, o peydin mowihia in vitro
Blorpocdiopiopmv. To infliximab wpoddpupave Ty eLeavion g vOGOL G S10yoVISHK( TOVTIKIO TO
omoia avamtHooovy ToAVAPHPITIdN, MG ATOTEAEGLO TNE IOI0GVOTOTIKNG EKQPACS TOV avOpdTIVOD
TNF, ka1 0tov yopnyndnke petd v Evapén g vocov, enétpeye oTig dlafpouévec apbpdcel; va
emovAwBovv. In vivo, to infliximab oynuoatilel ypriyopa otabepd ooumioka pe avOpodnivo TNF,, pia
depyocia mwov givor TopdAANAN Le TNV andAelo TG Prodoykng dpaoctnprotntog Tov TNF,.

Avénuéveg ovykevipmoelg Tov TNF, Bpédnkav otic apbpmoeic Tov acbevav e peupatosidn
apBpitda kot cuoyetilovral e avEnuévn dpacTNPLOTNTA TG VOGOV, XT1 peLpaToEdT| apbpitida, M
aywyn pe infliximab peinoe T SMONGN PAEYUOVOODY KUTTAPOVY GE PAEYUEVOVGEC TEPLOYES TNG
apBpwong, Kabmg exiong TV EKEPAcT T®V HOPI®V TOV LEGOAAPOVV GTNV KLTTOPIKY TPOCKOAANON,
TN (NUELOTPOGEAKLGT KOl TNV amo1kodounon TV 1ot®v. Metd ) Beponeio pe infliximab, o1 acOeveig
guPavicay petopéve eximedo e vtepAevkivng 6 (IL-6) otov opd kot g C-avTdpmong TpmTeivng
(CRP) ko avénuéva emineda apoceupivng o acbeveic pe pevpatocidn apbpitido pe petmpéva
enineda apospatpivng, oe cOYKplomn pe TIc TIES oty Evapén Bepancioc. EmmAéov, Ta Aeppokdtropa
OTO TEPLPEPIKO aipo Oev £de1&av onpavTiKni pueimon otov aplfpd 1 oTi TOAUTANGIOOTIKES
OVTOTTOKPIGELS GTNV N Vitro ITOYEVETIKY O1EYEPOT, OTAV GLYKPIONKAY [E KOTTOP 0GOEVOY TTOL dEV
glyav AaPetl ayoyn. Xe acbeveic pe yopiaon, n Oepaneia pe infliximab glye wg anotéAecpa LEIDCELG
OTNV EMOEPHIKN PAEYLOV] KO OLAAOTOIN G TG KEPATIVOKVTTUPIKNG SL0POPOTOINGCTG OTIS
YOPOIKEG TAAKEG. TNV Yoplactkn apbpitda, Bpayvypdvia Oepaneio e Remicade peimoe tov
apOpd Tov T-KTTAPOVY KOl TOV ALOEOP®VY ayYelmv 6To apbptkd vYpPd Kol 6TO YmPLUCIKO OEPUAL.

IotoAoykn a&loAdynomn Broyidv mayEog eviépov mov eAN@Oncay Tpv Kot 4 EBOoUAdES LETA 0o T
yopnynon infliximab, amokdAvyov onuovtikn peioon tov aviyvedoyov TNF,. H Oepaneia acOeviov
pe voco tov Crohn pe infliximab cuvdébnke eniong pe onuavtikny peiowon tov cuvidwg ovénuévov
oporoyikov deiktn pAeypovig, CRP. Ot cuvolikol apiBpol Aevk®v apoc@apimy 6To TEPLPEPLKO
aipo emnpedomkay eEAdyloTo 6ToVg acbeveic Tov vroPAnOnKay ce aywyr pe infliximab, av kot ot
oAAoy£G OTOL AEUPOKVTTOPC, LOVOKVTTAPA KOl TO OVOETEPOPIAL OVTUVOKAOVGOY UETUKIVIGELS TTPOG TO.
@Vo10A0YIKA Opta. Ta povomrbpnva Tov tepipepikov aipatog (PBMC) acbevav mov vrofAannkay o
ayoyn pe infliximab, é0e1&ov apciotn viepmlaoTikn avtidpaocn o€ epebicupata, oe GUYKpPIoN UE
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acBeveic mov dev vToPfANOnKay og aymyn Kot dev mapoTnp iKY oNUOVTIKEG LETAPOAES OTNV
Tapay@yn Kutropokveov and PBMC nov giyav dieyepbei petd omd aymyn pe infliximab. H avélvon
LOVOTTOPNVOV KVTTAP®V TNG VTTOPAEVVOYOVING 6TORASOC GLUVIETIKOD 10T0D, TTOL EANPONGAY pe Ployia
TOV €VTEPIKOV PAEVVOYOVOV, £de1Eay 0TL ) aywyn pe infliximab mpokdAiece peimon Tmv KuTTUP®VY TOV
exppalovv TNF, kat wwteppepovn y. IIpocheteg 1otoloyikég peléteg Edmaoay evoeiEelg OTL | aymyn Ue
infliximab pewvetl ) d10noM EAEYHOVOIGV KVTTAP®V TNV TPOSPANUEVN TEPLOYT TOV EVIEPOL KOl
TNV TOPoLGia OEIKTMOV PAEYLOVIG G€ aLTEC TIG B€aelc. Ot evOOOKOTIKEG LEAETES TOV EVIEPLKOD
BArevvoydvou £dei&av otoryeia eTOVA®ONG TOL PAEVVOYOVOL GTOVG aiebeveig Tov Elafav Bepomeia pe
infliximab.

KMviki) 0m0TeAeCHOTIKOTNTO KOL A0QGAELD

Pevparosidng apbpitida og eviiikes

H amoteleouarikotnta tov infliximab ektiunOnke oe 600 TOAVKEVIPIKES, TUYOLOTOUNUEVES, OITAA
TEAES, Pacicég kKAvikég ueaéteg: ATTRACT kar ASPIRE. Ko otig 600 peréteg enttpenotay
TAVTOYPOVT] YPToN 0TaBEP®V BOGEMY POAIKOD 0££0G, KOPTIKOGTEPOEIOMV GO TOV GTOLOTOC

(£ 10 mg/muépa) /Kt Pn-oTEPOEOMV OVTIPAEYLOVOO®OV Qapudkmv (MZAD).

Ta kOplo KATOANKTIKG onpeio, NTov 1 Lel®OT TOV GNUEI®V Kol CUUTTOUATOV, OTWOS QLT
a&lohoyodvtal cOLE®VA LE Ta Kprthpla. Tov Apepucavikod KoAeyiov Pevpatoroyiag (ACR20 yuo tnv
ATTRACT xot opéonuo ACR-N yia v ASPIRE), 1 mapepnddion e SOUIKNES KATAGTPOPNC TNG
apBpwong kat t PeAtioon g euotkng Asttovpyiag. Mio peimon T@v onuei®v Kol GOUTTOUATOV
poodiopiotnke Ot1 givan pia Katd 20% tovAidyiotov Beitioon (ACR20) otov apBud 1660 tov
gvaicOnTeV 060 Kol TOV S10YKOUEVOV apbphoemv, Kot e 3 amd To akoiovda 5 kprmipla: (1)
yevikn a&loloynon tov extyunt, (2) ) yevikn a&loldynon tov acbevovg, (3) T uétpnomn g
AertovpykoTnTag/avannpiog, (4) To ontikd avdAoyo KApokag movou kat (5) v Toydtnta kadilnong
epuBpav apoceatpiov N v C-avidponca tpwteivy. To ACR-N ypnoyomotet Ta idia kpiripio OTwe
ka1 to ACR20, kot vroroyiletar maipvovtag 1o Yauniotepo mocooto Pertioong otov apldud tomv
SOYKOUEVOV apOpdcenY, 6TOV aplOUd TV ETOOILVOV 0plpOGE®Y Kol 0T JAUEST) TIUN TOV
vrorommv 5 onueiov g ACR avtamdkpione. Aopukn BAAPN g dpBpwong (dafpmaoels kot
OTEVOGT TOL apBptkod SlooTHUATOG) Kol oTa 600 YEPLa Kot 0t LETPHONKE e TNV aAlayr omd v
apykn katdotaotn oty oAkn van der Heijde-tportomoinpévn Sharp Babuoroyia (0-440).
Xpnowonomnie to Epotnuatordyo ektipnong g Yyeiog (Health Assessment Questionnaire,
HAQ, xhipoka 0-3) yio tn pé€Tpnon g HEoNG TWNG TGS OAAQYNG LE TOV Ypodvo 6T Pabporoyia Tov
acBevav amd Tig TéS otny évapén ¢ Bepaneiog, ot LGIKN Agttovpyia.

H perétn ATTRACT extipunoe tig avranokpioeig otig 30, 54 kor 102 efoopddeg piog eheyyOUevng Le
EIKOVIKO Qdpuoko pueAétng o 428 acleveic e evepyn pevpotoetdn apbpitida mapd tn Oepaneio pe
uebotpe&arn. Iepinov 50% tv acbevov NTav oe Aettovpyikn kotnyopio III. Ov acBeveic Erafov
gwoviko dpuakxo, 3 mg.kg 1 10 mg/kg infliximab t1ig fdopddec 0, 2 ko 6 kot omd kel kot VoTEPQ
KkG0e 4 1 8 efdopddes. Ohot o1 acbeveic tav o otabepés dooelc pebotpe&dng (d1dueon

15 mg/efdoudada) yio 6 unveg mptv v eloaymyn ot ueAétn kal Oa mapéuevay e otobepic d0oELg
KB’ OAn ™ ddpKeLn TNG LEAETG.

Ta amoteréopata amd v gfdopdda 54 (ACR20, cvvolikt| van der Heijde-tponomompuévn Sharp
Babuoroyia kart HAQ) mapovsialovtor otov [ivaka 3. YynAotepot fabdpoi kKAIKNE avTomdkpiong
(ACRS50 ka1 ACR70) mapatnpndnkav oe 0Aeg T1g opddeg infiximab otig 30 kot 54 fdouddeg, oe
ovykpion pe T pebotpe€dn povo.

Mia peioon otov puoud e£EMéEng e dopikng PAAPNS g apbpwong (SlapfpdCEIC Kol GTEVMOGT] TOL
apBpkov dooTaTog) TopatnpnOnKe g OAEG TIg opdadeg Tov infliximab otic 54 efdouddeg
(ITivaxag 3).

Ta anotehéopato Tov TapatnpnOnKav otig 54 efdopdosg mapipevay oe OA0 TO SIACTNHA HEXPL TIG
102 eBdopddes. Adyw evdg apBpov dakondv amod T Oepaneia, To péyebog tng dapopdg ota
amoteléouata avaueso oto infliximab kot v opddo mov Aaupave uoévo pebotpe&dt dev pumopel vo
TPOCIOPIOTEL.
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Mivaxag 3
Amnoteréopata 6to ACR20, Aopkny BAAPN g ApOpmong kot Duoiki] AsttovpyikéTnTae TNV

gfoopddon 54, ATTRACT
infliximab®
3 mg/kg 3 mg/kg 10 mg/kg 10 mg/kg ‘O)o 10
KGOg 8 K6Og 4 KGOe 8 K60g 4 infliximab®

‘Edeyyoc* | ePoounddec | ePdopddec | efdopddeg | eBdopddeg
AocBeveic pe
avtamoKpilon 15/88 36/86 41/86 51/87 48/81 176/340
ACR20/ac0eveic Tov (17%) (42%) (48%) (59%) (59%) (52%)
ekt nkov (%)Y
Svvoiky Badporoyicd
(van der
Heijde-tponomompévn
Sharp Babporoyia)
Alhayn and v évapén
Oepomeiog (Méon T = 7,0£10,3 1,3+6,0 1,6 £8,5 0,2+3,6 -0,7+3,8 0,659
TAY)
(A‘d“gg,o £0pog 4,0 0,5 0.1 0,5 0,5 0,0

peta&d tov

TeTopmuopioy) (0,5,9,7) (-1,5,3,0) | (-2,5,3,0) | (-1,5,2,0) | (-3,0,1,5) | (-1,8,2,0)
;‘:ggﬁ%’f}j‘f;ggvgig o 13/64 34/71 35/71 37/77 44/66 150/285
exTunOnKay (%)" (20%) (48%) (49%) (48%) (67%) (53%)
AALoyn e Tov xpovo
ot0 HAQ og oyéon e
TG TIHES otV évopén Tng 87 86 85 87 81 339
Oepoameiog® (aobeveic mov
EXTIUNONKOV)

0,2+0,3 0,4+0,3 0,5+04 0,5+0,5 04+04 0,4+04

Méon tyun £ TAY
o

€leyyoc = Ohot o1 acBeveig eiyav evepyn PA mapd v aywyn pe otabepés dooeig pebotpe&dng yio 6 unveg mpv and
T oTpatordynon kot Oo Tapéuevay oe otabepic dOceLg o€ OAN T didpietla Tng uerétng. Emrpendtay tavtdypovn
xpNon otobepdv 666wV and TOV GTOUATOG KOPTIKOGTEPOEWDV (< 10 mg/muépa) /kor MEAD kon yopnyovvtav

GUUTANPDOUOTO POAMKOV.

B OAeg o1 doaelg infliximab yopnynnkov oe cuvévacud pe peboTpe&dtn Kot POAKO Kot LEPIKES GE KOPTIKOGTEPOELON

Nk MXAD

T p<0,001 Y10 k60e opdda Oeponeiog pe infliximab évovtt Tov Aéyyov.

ppdtep” avamnpio.

UEYAADTEPES TIEG VITOSNADVOLV peyaAdTEPT 0pOpiky PAGLN

HAQ = Health Assessment Questionnaire (Epotnpatoloyro extipnong mg Yyeiag), peyolotepes Tyég vrodnimvouy

H perétn ASPIRE extiunce tic avtomokpicelg otic 54 gfdopddsc, 1.004 acbevov pe mpmdiun
(d16prela vooov < 3 €1, ddpeon 0,6 £In) evepyn pevpatoedn apbpitida (S1dpecog apiBuog
SyKkopéEvav Kot end@dvvav apbpdcenv 19 kot 31 avtiotorya) mov dev elyav AdPet pebotpe€dtn oto
mapeA0ov. Orot o acBeveic EhaPav pebotpeéa (Pertiotonoinom g 06ong ota 20 mg/efdopdada

uéypt v 8n efodopdda) kat gite sikovikd eappako, eite 3 mg/kg | 6 mg/kg infliximab Tig

eBdopddeg 0, 2 Kot 6 kot omd exel kat votepa Kabe 8 gfdouddec. Ta anoteréopato amd TV
gfodopdoa 54 paivovror otov [livaka 4.

Metd and 54 efdoudosg Oepameiag, kot o1 dvo d6c¢elg Tov infliximab + pebotpeldt €de1av

OTOTIOTIKA GTILOVTIKT VYNAOTEPT PEATIOOT OTA ONUEIN KOl GUUTTMUATO GE GYECT] LE TN

povoBepameio pebotpelamg, Ommg uetpRdnKe amd v avaroyio TV acdevdv Tov Tapovciacay
avtamokpiceig ACR20, 50 ko 70.

Ymv ASPIRE, ntepiocdtepo amd to 90% tov acbevav elyav TouAdyloTov dV0 a&loAoynoieg
axtwoypaeies. [apatnpndnke peioon g TayvTNTaC TPoddoL TNE apOpikng PAAPNG Tic efdopddeg 30
Kol 54 611G opddeg Tov infliximab + peBotpe&dn oe oyéon pe tn povobeparneio pebotpedng.




Hivoxog 4

Amnoteréoporta 610 ACRNn, Aopwkny BLAPN Tg ApBpmong ko DPuoiki] AsttovpyikéTnTe TNV

gfoopdda 54, ASPIRE
Infliximab + MTX
Eucovico Zuvovacpog
Qapuako + 3 mg/kg 6 mg/kg .
MTX QUPUAK®OV

AcBeveig Tuyoomomuévol 282 359 363 722
[Tocootd Beitioong tov ACR
Méon tuf = TA® 24,8 £59,7 373+528 | 42,0+473 | 39,6+ 50,1
Aoy omd v évapén Bepomeiog
011 GLVOAKTY| van der
Heijde-tpomortompévn Sharp
BabuoroyiaP
Méon tun = TA® 3,70 £9,61 0,42+582 | 0,51+5,55 | 0,46+5,68
AlGECO €VPOG 0,43 0,00 0,00 0,00
Méon Bertioon amod Tig THEG otV
évapén Bepamneiag pe Tov xpovo oTo
HAQ and v gfoopnada 30 émg tnv
gBdoudoa 547
Méon tyun £ TA® 0,68 £ 0,63 0,80+0,65 | 0,88 +0,65 | 0,84 +0,65

p < 0,001 yo kGOe opdda Oepomeiog pe infliximab évavtt Tov eAéyyov.
B UeYAADTEPES TIHEG VTOSNADVOLV peyaAvTePT apOpikr) PAGST.
¥ HAQ = Health Assessment Questionnaire (Epotnpotoddyto ektiunong g Yyeiog), peyodvtepeg tiéc vodnimvouy

LkpOTEP Cvonpia.

8 p = 0,030 ko < 0,001 1o 116 opérdeg Oepomeiog tv 3 mg/kg ko 6 mg/kg avtictoryo Evavtt TOV EIKOVIKOD QOPUAKOL

+ MTX.

Ta 6edopévo mov onpilovy TV TITA0SGTNGN 3OGNC TN PEVUATOELDT apOpitida TPoEpyovTal 0md TIC
peréteg ATTRACT, ASPIRE ot START. H START ftov pio tuoyoiomompévn, ToAVKEVTPIKT, STl
TOQAN, UE 3 oKEAN, LEAETN AGPAAELNG TOPAAANANG OUASOG. € £VO, amd To OKEAN TNG LEAETNG

(opdda 2, n = 329), enetpdnn o€ acOEVELS e AVETUPKT OVTOTOKPIOT TITAOSOTNOT TG 00GNC UE
enovénoelg tov 1,5 mg/kg and 3 éwc 9 mg/kg. H mietoynoia (67%) avtov tov acbevov dev
YPEWOTNKE Kapio TiTAodOTNoN 060N c. Ao Tovg aobeveic mov ypeldotnkay TIThodoTN o™ 600G, TO
80% méTuYE KAMVIKN avTomoKplon kot 1 TAsoyneia (64%) antdv ypeldotnKe HOVO [ TPOGUPIOYN
tov 1,5 mg/kg.

Noéoog 1ov Crohn o€ gvijdikeg acBeveic

OcpamevTikd oyRue. epO00D ot UETPLA ¢ oofopt], evepyn vooo Crohn

H amoteleouatikonta g Oepanciog pe epdnas 66om infliximab a&oroyndnke oe 108 acbeveig pe
gvepyn voco tov Crohn (Aeiktng Evepydtntog Nocov tov Crohn (CDAI) > 220 <400) ce
TUYOLOTOMUEVT], STAG TVPAT, ELEYXOUEVT UE EIKOVIKO QAPLOKO UEAETT] HOOT|G-avTATOKPIoNG. AT
avtovg Tovg 108 acbeveig 27 éhafav aywyn pe T cvuvioTtduevn docoroyia Tov infliximab 5 mg/kg.
O)ot o1 acbeveig eiyov eLPAVICEL AVETOPKN AVTUTOKPIOT] GE TPOTYOUUEVEG GLUPATIKES Oepameieg.
Emutpendtav n mapdAinin yprion otabepmv d0cemv cuufotikdv Oeponeimv kot 92% tov acbevov
g€axorovOnocav vo maipvouv avtég Tic Oepameiec.

To kOp10 KaTtaAnKTIKO onueio Ntav 1 avaroyic acOEVOY TOL EUPAVICAY KAVIKT aVTUTOKPIoT),
opiiopevn og peimon tov CDAI katd > 70 fabpodc amod tig Tipéc oty Evapén g Bepameiog Tiun
Katd v a&loAdynon kotd v 4n gfdopdda Kot ympig avénon ot ¥pNon PUPUOKELTIK®OV TPOTOVTOV
1N eyyeipnon vy véoso tov Crohn. Ot acBeveig mov avtamokpifnkay kotd v 4n fdoudda
mapoakolovOnOnkay puéypt ™ 121 efdopndda. Asutepebovio KOTOANKTIKA onueio TepiAdufovay tnv
avaloyio acBevov o KMvikn Deegor katd v 41 efoopdda (CDAIL < 150), kot tnv KAV
AVTOTOKPIOT KOTA TNV TAPOS0 TOV XPOVOUL.

Kot v 4n gfdopdda, petd amd yoprynon epanaé d6ong, 22/27 (81%) tov acbevav mov Erafav
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ayoyn pe infliximab Aappdvovtag pia d6om 5 mg/kg nétvyav KAvikn aviandkpion évavtt 4/25 (16%)
v acBevov mov Ehafav gikovikod eappoko (p < 0,001). Exiong katd v 4n efdopdda, 13/27 (48%)
TV acbevodv Tov vroPfAndnkov oe aywyn pe infliximab nétvyav Khvikn vpeon (CDAI < 150) évavtt

1/25 (4%) tov aclevav mov EAafay elKoviKo @apuaKo. AVTamdKkpion TopatnpnOnKe eviog
2 efdopddmv, pe péytotn aviandkpion otic 4 efoopddes. Katd v tehevtaio mapatipnon m
12n gfdopdda, 13/27 (48%) tov acBevav mov Edafav aymyn pe infliximab e£okoilovbovcav va

ovtamokpivovat.

Ocpaneio oovtipnong oty uétpio Ewg oofopi, evepyn vooo Crohn oe evilikes
H amotelecuatikomta emavaropfovopevav eyyvocemv pe infliximab peletnOnke oe pia KAWVIKN

peAétn dwapketag 1 étovg (ACCENT ).

Yvvolikd 573 acbeveig pe pétpra Eog coPapn, evepyn voco tov Crohn (CDAI > 220 < 400) éhafav
uia £yyvon 5 mg/kg xotd v gfdopdada 0. 178 amd tovg 580 eyyeypappévoug acbeveic (30,7%)
opicOnkav wg &yovteg coPapn voco (Babuoroyia CDAI > 300 kot Towtdypovn xopnynon
KOPTIKOGTEPOEWMV 1)/KAL AVOGOKUTOGTAATIKMVY) OVTIIGTOLYDOVTIOG 6TOV TANBLGHO Tov opiclnke otnv
évoeln (BA. mapdypoapo 4.1). Tn 2n efoopdda, 6Aot o1 acBeveic a&loloynOniay yio KAvIKNI
avTOTOKPIOT KOl TVYoomomOnKay o€ pia oo 3 OgpoamenTikéc opades, TNV OLASO EIKOVIKOD
QOPUAKOV GLVTNPNONG, TNV OpAde cuvTnpnong S mg/kg kat v opndda cuvripnong 10 mg/kg. Kot ot
3 opddeg EhaPav emavorapPovopeves eyyvoelg katd Ty fdopdada 2, 6 ko kébe 8 efdopndadec amd

exel kot petd.

Am6 tovg 573 acbeveic mov Tuyoomombnkay, ot 335 (58%) mETvyaV KAVIKN AvTamOKploT HEXPL TNV
gfdoudoa 2. Avtoi ot acbeveic kKarnyopromodnkay g avtarokpliévieg efdopdadac-2 kot
ocvumepleAneincav oty kopla aviivon (BA. Iivaxka 5). Avaueca otovg acbeveig mov
KatnyoplomomOnkav wg pn avramokplfévreg v efoopndda 2, 32% (26/81) otnv opddo GuVINPNONG
EIKOVIKOD Qoppakov kot 42% (68/163) otnv opdda infliximab wéTuyav KAVIKY avTamoKplon HEpt
v efdoudda 6. Agv vanpée dapopd peTa&d TV ouddwv oTov apliud TV 0Pyl avTaToKPOEVT®V

omd exel Kot petd.

Ta GUUTANPOUATIKAE KOPLOL KATUANKTIKG onueio NTav 1 avoroyio Tov acevdv o€ KAVIKT DQEoT
(CDAI < 150) tv &Bdoudda 30 kat 0 xpodvog UEXPL TNV ATOAELD, TNG AVTATOKPIOTG LEYPL KL TV
efoopdoa 54. Melmon TV KOPTIKOGTEPOEOMV EMETPAT LETA TNV Efdoudda 6.

Iivaxkog 5

Emodpdaosig 610V O0€iKTN AvTOTOKPLONG Kot VPEDS, oedopéva amd Ty ACCENT 1
(avtamokprOévreg efoopnddas-2)

ACCENT I (avtomokpidévtec efdouddag-2)
% twv AcBevav
Zvvtipnon Le Zvvtipnon Le Zvvtipnon Le
Ewovuco Infliximab Infliximab
dapuaxo 5 mg/kg 10 mg/kg
(n=110) (n=113) n=112)
(T p) (T p)
AWIPEGOG YPpOVOG LEXPL TV OTMAELN 19 efdopdioeg 38 efdouddeg > 54 gBdopdoeg
NG AVTOTOKPIONG HEXPL KOl TNV (0,002) (<0,001)
gfdoudoa 54
Epodopdosa 30
Khvikn Avtamoxpion® 27,3 51,3 59,1
(<0,001) (<0,001)
Khwvuen "Ypeon 20,9 38,9 45,5
(0,003) (<0,001)
"Ypeon Amovcio ZTepoEdDV 10,7 (6/56) 31,0 (18/58) 36,8 (21/57)
(0,008) (0,001)
Epodopdosa 54
Klvu Avramoxpion® 15,5 38,1 47,7
(<0,001) (<0,001)
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Kavue Y peon 13,6 28,3 38,4
(0,007) (<0,001)

Awtmpovpuevn Y peon Amovcio 5.7 (3/53) 17,9 (10/56) 28,6 (16/56)

Z1epoetdmv P ’ (0,075) (0,002)

“  Msinon oto CDAI > 25% ka1 > 70 Bodpovc.
P CDAI< 150 kot v efdopdda 30 kot TNV 54 Kot pun Ay KOPTIKOGTEPOEWMV TOVG 3 punveg Tptv v gfdopddo 54
avapeso otovg acbeveic mov Adpfavay KopTiKooTepoedn oty Evapén g Oepameioc.

Eekwvavtag v gfdopdada 14, otoug acheveic o1 omoiot eiyav avramokpdei otn Oepameia, oAAd o
GUVEYELN EXOGOV TO KAVIKO TOVG TAEOVEKTN A, EMETPARN va petafodv oe pio 06on infliximab

5 mg/kg vymAdtepn amod T 660M oty omoia TvyotoromOnkay apykd. To oyddvta evvéa To1g EKATO
(50/56) tv acbevadv mov £xacayv TV KAWIKNY avtarokplorn ot Oepaneio cuvtipnong e infliximab
5 mg/kg petd v efdopdda 14 aviamokpibnkav otn Oepaneia pe infliximab 10 mg/kg.

BeAtiwoeig otig petpnoeic motdttog {ong, pLeimon oTic oxeTLOUEVES LIE TN VOCO EIGOYMYEC GE
VOGOKOWEIO Kol TN YPNOT KOPTIKOGTEPOEWMV TapaTnpNONKay oTig opddeg cvuvtipnong infliximab,
o€ GUYKPION UE TNV OPLAd0 GLUVTIPNOTG EIKOVIKOD GapUaKoL Tig efdopddeg 30 kot 54.

H Ogpancio pe infliximab, pe 1 yopic AZA, a&loloynonke o€ pio TUXOOTONUEVT, OUTAG-TUOAN
UEAETT Le evepyo @dpuaxo ovykpiong (SONIC) og 508 eviikeg acleveic pe pétpia £mg soPfopn voco
tov Crohn (CDAI > 220 < 450), o1 omoiot dev elyav AaPel mponyodevn Bepaneia pe Proloyikd Kot
OVOGOKUTOGTUATIKA QAPLOKa Kol Eiyav d1dueoT d1dpkela vooov ion ue 2,3 étn. Xty Evapén g
Bepameiag, 27,4% tov ac0evdv AAUPovaY GLGTNUATIKG KOPTIKOOTEPOELDT, 14,2% TtV acBevdv
Adupavav Bovdecovion kot 54,3% tov acbevav AduPovay evooelg S-ASA. Ot aoBeveig
Tuyotomomnkay va Adfouvv povobepaneio AZA, povobeponeio infliximab 1 Oepaneio cuvdvacpon
infliximab cvv AZA. To infliximab yopnynOnke oe pia 66on twv S mg/kg T1g efdopnadeg 0, 2, 6 Kot
petd kébe 8 efoopadec. To AZA 560nke oe pio 66om Tov 2,5 mg/kg nuepnoing.

To kOp10 KaTtaANnKTIKO onueio TG HeAETNg NTav 1 eXiTELEN KMVIKNG DPEGTC YWPIG KOPTIKOGTEPOEION
v fdoudda 26, oprlopuevn wg acbeveig oe KAvikn vpeon (CDAI < 150) o1 omoiot, Yo TOLAGYLGTOV
3 efoopddeg, dev ELafav amd GTOHOTOS CLOTILOTIKA KOPTIKOGTEPOEWDT (TPpedviidvn 1| 160dHVaLO0) 1|
Bovdecovion o 06om > 6 mg/Mmuépa. 'a to amoteréopata, PA. [Tivaka 6. Ot avaroyieg acbevov pe
€moOAMOT TOV PAEVVOYOVOL TNV EBSOUAdH 26 NTOV CNUOVTIKG LEYOADTEPES GTNV OLASH GLVIVAGHLOD
infliximab cuv AZA (43,9%, p < 0,001) ko1 6115 opdideg povobepamneiog infliximab (30,1%,

p = 0,023), g cvykpion pe v opdda povobepaneiog AZA (16,5%).

Iivaxkog 6
Mo600T6 060VOV TOV TETVYEV KAVIKY] VQEGT Y OPIS KOPTIKOGTEPOELDT] TNV Efdopdda 26,
SONIC
MovobBepaneio MovobBepaneio O¢epamneio
AZA infliximab 2uvovacpHon
infliximab + AZA

Epoopdda 26
‘O)ot o1 TvyoOTOINUEVOL 30,0% (51/170) 44,4% (75/169) 56,8% (96/169)
acBeveic (p = 0,006)" (p <0,001)"

*  Ovtéc-P avtimpocmmevovv kabe opdda Oeponeiog e infliximab évavtt povobepomeiog AZA.

IMopdpoteg Taoelc 6NV EXITELEN KAIVIKNG DVPEGNC YOPIG KOPTIKOOTEPOELDT TapaTNPNONKAY TNV
gpdopdoa 50. Emmiéov, mapatnpnonie feltiopévn todotnra (ong pe to infliximab, 0nmg petpndnke
ond 1o IBDQ.

Ocpamevtind oynuo. epodov oty evepyn vooo Crohn ue wapovaio. copryyicmv

H amotereopatikdmro a&loroyndnke oe pia Tuyalomompévn, SITAG TOEAT, ELEYXOUEVN LE EIKOVIKO
eapuako perétn oe 94 acbeveic pe voco tov Crohn pe mopovacio cuptyyimv mov giyav cupiyyla
duapkelag Tovddyiotov 3 unvev. Tplavta évag omd avtovg Toug acbeveic Elafav aywyn pe infliximab
5 mg/kg. Ilepinmov 93% TV acbevav eiyov Aapet Tponyovuévmg avTiPloTikd 1 VOGOKOTAGTAATIKNY

ayoyn.
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H mapdAinin yprion otabepdv docemv cupfatikdy Bepomeidv enttpenodtoy kot 83% tov achevaov
g€axorovinocav vo Aapfdavouy TovAdyiotov pia amd avtég Tig Oepameiec. O acheveic Elafav Tpelg
dooelg gite elkovikoD papudkov gite infliximab katd tig efdouddeg 0, 2 kot 6. Ot acbeveig
mapoaKolovOMOnkay péxpt 26 gfdopdadec. To KOpLo KOTAANKTIKO onpeio NTav 1 avoroyio 0cOevdY Tov
EUPAVICOV KAVIKT] ovTamoOkpion, oplopevn og pelmon > 50% and tic Tpég oty vapén g
Oepameiog Tov aplBuol TV cLPLYYIMVY TOV TOPOYETELAV LE EAAPPA CLUUTIEST GE TOVAGYLIGTOV dVO
Sradoykég emokéyelg (o€ amdotaon 4 BSoUAdmV) Ypic avénon otn ¥PHoN TOV PUPUAKEVTIKMV
TPoiovVTOV 1| €YYeipnon yia voco tov Crohn.

E&nvta oktd To1g exato (21/31) tov acevav mov vrofAndnkav o aywyn ue infliximab Aapupdvoviog
éva Bepamevticd oynua S mg/kg Tétuyov KAvikn avtamokpion Evavtt 26% (8/31) tov achevav Tov
EaPav eucovikd eapuaxo (p = 0,002). O ddpesog xpovog péxpt v Evapén g avtamdKpIoNg 6TV
opada Tov vroPAnONnke o€ aymyn pe infliximab ftav 2 efdopdadec. H didueon didpkeia tng
avtonokplong nrov 12 efdopddes. Emmnpocheta, kieioyo OAmv TV cuptyyiov enttevydnke og 55%
TV acfevov Tov vrofAndnkay og aywyn pe infliximab évavtt 13% tov acBevov wov vrofAndnkav
o€ aymyn pe eikovikd edppoko (p = 0,001).

Ocpancio oovtipnong oty evepyn vooo Crohn ue mapovaio oopiyyicv

H amoteleocuatikoma emavarapfovopevav eyyvoemv e infliximab cg acbeveic pe voso tov Crohn
ue mapovoia cuptyyiov peiethnke o o kKAwvikn pedétn duapketag 1 étovg (ACCENT II). Zvvorkd
306 acbeveig Erapav 3 d6oeig infliximab 5 mg/kg katd v gfdopdda 0, 2 kat 6. Ztnv Evoapén g
Oepaneiog, 87% TV acbevav elyav TepTpOKTIKG cupiyyia, 14% &iye Kolhiakd cvpiyyla, 9% ciye
opBokoimikd cvpiyylo. H péon CDAI tyun frav 180. Tn 141 eBdoudda, 282 acbeveic aloloynOnkay
Yo KAWVIKT avTAmOKPLoT] Kot TuyalomomOnkay va Adfovv gite gikovikd gdppoko 1 S mg/kg
infliximab kd0e 8 efdopddeg puéypt kar v 46m efdopddo.

Ot avtamokpiBévreg Efdondadac-14 (195/282) avaivdniay yio To KOPLO KATUANKTIKO oNiEio, TO 0m0io
NTav 0 YPOHVOG amd TNV TVYALOTTOIN G UEYPL TNV amdAEw TG ovTandkpiong (PA. [ivaxa 7). Meiwon
TOV KOPTIKOGTEPOEWOMV EXETPATN UETE TNV EFSoUGd0. 6.

Mivaxag 7
Emodpaosig otov dgiktn avrardékpiong, dgoopéva and tnv ACCENT II (avramokplOévreg
efoopndooc-14)

ACCENT II (avtamoxpifévteg efdouadac-14)
Xvvtpnon He Xvvtpnon pe TWN-p
Ewoviko Infliximab
DapuoKo (5 mg/kg)
(n=99) (n=96)
AWIPESOG YPOVOG HEXPL TNV ATTMOAELD TNG 14 gBdouddeg > 40 efdopddeg < 0,001
OVTOTOKPIoNG HEYPL KO TNV
gfdoudoa 54
Epodopdosa 54
Avtamdkpion Zvpryyiov (%)* 23,5 46,2 0,001
ITARpnc avtandkpion coptyyiov (%) 19,4 36,3 0,009

“  Mio peloon > 50% omd v Evapérn Oepameiog oTov aptdud Tov eKPESVIOV cuptyyiny yio pio tepiodo > 4 efSopddec.

P Amovoia OTMOLWVONTOTE EKPEOVTIWV GUPLYYImV.

Eekwvavtag v gfdopada 22, ot acbeveic mov apyikd aviamokpifnkay ot Oepaneio Kot 6T cLVEKEL
£YOGOV TNV AVTATOKPIGT] TOVG NTAY VITOYNPLO0L Vo, LETOPoVV o€ evepyn emavabepaneio kdOe

8 eBdopdoeg o pia 600 infliximab 5 mg/kg vymAdtepn amd ) d6on otV ool TVYOTOM ONKAY
apykd. Meta&d tov acBevav oty oudda infliximab 5 mg/kg ot omoiol petéfnoay Aoy ammAieiog
NG OVTOTOKPLoNG GLPLYYiV peTd v efdopdda 22, to 57% (12/21) avtamokpibnke otv
enovafeponeio pe infliximab 10 mg/kg kdbe 8 efdopdosg.

Agv vmp&e onuavTikn dtapopd HeTa&d Tov EIKOVIKOD @apudikov kot Tov infliximab yio v avaioyio
TV acevov pe S1atipnor Tov KAEIGIHATOg OA®V TV cuptyyiov og v 541 gfdopndda, yio
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CUUTTOUOTO OTMG 1 TPOKTAAYIO, OTOSTILO Kot 0VPOAOTH®EN 1] Yia TOV aplOpd TV
VEOOVOTTUGGOUEVOV GLPLYYimV Katd T didpkela tng Oepaneiog.

H Ogpancio cuvtipnong ue infliximab kd0e 8 efoopdadec peimoe onuavtiKd T1c oYeTILOUEVES LE TN
VOGO E100YMYEC GE VOCOKOUEID KoL EYYXEIPTOEIS GLYKPLTIKA LE TO EIKOVIKO Qappako. Emmiéov,
mapaTnPenOnKay pio peimon ot xpnorn KOPTIKOGTEPOEWOMV Kot BEATIOGELS 6TV ToldTNTa {ONG.

Elkddng koAitida og EVIAIKEG

H aopddeia kon 1 amoterecpatucotnto Tov Remicade ektyundnkav og dvo (ACT 1 kot ACT 2)
TUYOLOTOMUEVES, STAN TOVPAEG, EAEYYOLEVEG JE ELKOVIKO PAPUAKO KAVIKEG LEAETEC GE EVAMIKEG
aoBeveic e pétpla Emg coPapn), evepyn eEAkmn koAitida (faduoroyio Mayo 6 £wg 12,
Yropafporoyio eviookOTNoNG > 2) Ue avemapKY| ovTandkpion otic cupPatikég Oepaneieg [amd Tov
GTOUATOG YOPNYOVUEVO KOPTIKOGTEPOELDT], ULVOGOAKVAIKA 1/Kal avocoTpomomointég (6-MP, AZA)].
Tavtoypoveg otabepés dOGEIC TOV Omd TOL GTOUATOS YOPNYOVUEVOV AUIVOGUAKVATK®V,
KOPTIKOGTEPOEWMV, 1)/KOL 0VOCOTPOTOTOTIK®VY TapoyOvTV enetpanncay. Kat otig 600 peléteg, ot
aoBeveic Tuyaomombnkav va Adfouv gite gikovikod eappoko, 5 mg/kg Remicade, 1 10 mg/kg
Remicade tig efdopadec 0, 2, 6, 14 ko 22, ka1 otnv ACT 1 t1g efdopnddec 30, 38 kot 46. Meimon tov
KOPTIKOGTEPOEOMV EMETPAMN HeTd TNV €fdoudda 8.

Iivaxkog 8
Emopaceic 6tV KMVIKI 0VTOTOKPLoN, 6TV KAVIKI] VQEGT KU1 GTNV ETOVAMGCT] TOV
Prevvoyovov oTig fdopddes 8 ko 30.
2ovovacpéve ototyeia 0o Tic ACT 1 & 2

Infliximab

Ewoviko 5 mg/kg 10 mg/kg SVVOVaGHOG

QAPULOKO QOPUAK®OV
Acbeveic Tuyotomomuévol 244 242 242 484
11060670 0.60EVAY PE KMVIKI] OVTOTOKPLON KOl PUE TUPUTETUNEVT] KMVIKI] OVTATOKPLON
KMvikn avtamokpion myv
gpdopada 8 33,2% 66,9% 65,3% 66,1%
Klvu avtamoxpion v
eBdopada 30° 27,9% 49,6% 55,4% 52,5%
TTopatetapévn aviamdkpion
(KAMviKn avtamdKplon Kot Ty
gpodopdoa 8 kot tnv
efdoudda 30)* 19,3% 45,0% 49,6% 47,3%
110600670 0.60EVAV 6€ KMVIKI] DYEST KUl TAPATETUUEVT] VOEST
Khlvua vogon v
epdouada 8 10,2% 36,4% 29,8% 33,1%
KAlvu) vogon v
gBdopada 30 13,1% 29,8% 36,4% 33,1%
Iopatetapévn Veeon
(o€ Deeon Kot v
gfdoudoa 8 kol tnv
gfdouada 30)* 5,3% 19,0% 24,4% 21,7%
Mocoot6 0a60evOdVY pg ErovAmon Tov frevvoydvov
EmobAwon tov fAevvoydvov
v efdopdda 8 32,4% 61,2% 60,3% 60,7%
Enovlwon tov PAevvoydvou
v gfdopdda 30° 27,5% 48,3% 52,9% 50,6%

o

p < 0,001, yio. k6e opdda Oepameiog pe infliximab Evavtt e1koviKod QOPUAKOV.

H amoteleopaticdétra Tov Remicade xatd v efdopdda 54 ektipunbnke otn perétn ACT 1.

2115 54 efdopddeg, to 44,9% tv acbevov oty opdda Bepaneiog cuvovacuov e infliximab ftav pe
KAMVIKT avTomdkplon cuykpltikd pe to 19,8% oty opdda Oepameiog Le EIKOVIKO QAPILOKO

(p <0,001). Khvikn vpeon kot EToOA®OT TOV BAEVVOYOVOL TAPOLGIAcONKAV G PLEYOADTEPT
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avaloyio acBevov oty opdda Bepaneiog cuvdvacuov e infliximab, cuykprtucd pe Ty opddo
Oepamneiog pe ekovikd eappoko Ty gfdopdada 54 (34,6% évavtt 16,5%, p < 0,001 ko 46,1% évavtt
18,2%, p < 0,001, avtictoiywg). Ot avaroyieg TV aoOEVOV [LE TAPATETAUEVT AVTATOKPIOT] KOt
TapuTETOUEVT VPESN TNV ERdoudda 54 Ntav peyolvtepeg oty opddo Oepameiog cuvdvacpos pe
infliximab a6 611 otV opdda Bepameiog pe eucovikd edppaxo (37,9% évavtt 14,0%, p < 0,001, kon
20,2% évavtt 6,6%, p < 0,001, avticTtoiywg).

MeyaAbtepn avaloyio acBevov oty opdda Bepaneiog cuvovacpov pe infliximab prdpecay va
SLOKOWYOVV TO, KOPTIKOGTEPOEIDT EVOOH TOPEUEVAV GE KAVIKT DOECT], GUYKPLTIKE LLE TNV OHAd0
Oepameiog pe ekovikd eappoko kot v gfdopada 30 (22,3% évavtt 7,2%, p < 0,001, dedopéva mov
ovykevrpmOnkav amd 1ig ACT 1 & ACT 2) kot v gfdopdda 54 (21,0% évavtt 8,9%, p = 0,022,
dedopéva amd v ACT 1).

H avéAivon tov dedopévov mov cuykevipodnkav amo tig peréteg ACT 1 kot ACT 2 ko Tig
EMEKTAGELS TOVG, TA OTOia, avolvdnKav amd v Evapén g Bepomeiog péypt kot tig 54 gfdouddec,
éoe1gav pe t Oepaneia pe infliximab pio peiowon tov oxetilopevov pe TV EAKDON KoATIdO
E100YMYDV GE VOGOKOUEID Kal YEPOVPYIKOV TPpdemv. O apOpnog Tov oyeTi{OUEVOV UE EAKMON
KOAITION EGOYWYMV GE VOGOKOUEID NTOV ONUOVTIKA YOUNAOTEPOG OTIC OpLAdES Oepameiag e 5 Kot

10 mg/kg infliximab and 6Tt 6TV opdda glkovikod eappakov (LEGOG aplBUds EI0AYMYDOV G
vocokopeio avd 100 dropa-£tn: 21 kot 19 évavtt 40 oty opddo eikovikov gapudkov, p = 0,019 kot
p = 0,007, avtiotoiywc). O apBudc tov oyeTilOUEVOV Ue EAKDOT KOATION YEPOVPYIKOV TPAEemV
Ntav eniong yaunAdtepog otig opddeg Bepameiog pe 5 kot 10 mg/kg infliximab and 611 otV opdda
EIKOVIKOD QopuaKkov (UEGOC aplBudc yeipovpyikdv tpdéemv avd 100 dropa-£t: 22 kot 19 évavt 34,
p = 10,145 ko1 p = 0,022, avtictoiywe).

To 10600616 TV ATOU®V To. 0010 VITOPANONKAY GE KOAEKTOUT OTTOIONTOTE GTIYUT| EVTOG TOV

54 gfdopadmVv LETA TNV TPOTN EYYVOT] TOV VIO UEAETN TTaPAyovVTo GLYKEVTPMONKAY Kol EvorToliOnKay
amo tic peréteg ACT 1 ko ACT 2 ko Tig emektdoelg tovg. Atydtepa dtopa vtofAndnkay o
Koiektoun otnv opudda S mg/kg infliximab (28/242 1 11,6% [N.S.]) kot v opdda 10 mg/kg
infliximab (18/242 7 7,4% [p = 0,011]) o6 611 5TV opdda e1KovViKoy pappiakov (36/244, 14,8%).

H pelwon oty enintoon g kohektopng e&etdodnke emiong og pio GAAN TUYALOTOMUEVT, OUTAGL
TopAn perdét (C0168Y06) o acbeveig etonypévoug og vosokopeio (n = 45) pe pétpla £og cofapn,
EVEPYN EAKDON KOATION TTOV OETVYOY VO AVTOTOKPIOOUY GE EVOOPAEPLA KOPTIKOGTEPOELDT| KOl OL
010101 NTAV GVVETMG G€ LYNAOTEPO KIVOLVO Y10l KOAEKTOUN. ZNUOVTIKA AYOTEPEG KOAEKTOUES
mapoTnpOnKay evioc 3 unvov ard Ty Vo peétn £yyvon o€ acbeveic mov ElaPav epdmas o6on

5 mg/kg infliximab cuvykpitikd pe Tovg acbeveic mov Ehafav gikovikd eappoko (29,2% évavtt 66,7%
avtiotoiywe, p = 0,017).

211c ACT 1 ko ACT 2, 10 infliximab BeAtimoe v moidtnra (o, dnwoc emPefoaidbnke pe
OTUTIOTIKA onovTiKn Peltinon kot o€ pia pétpnon dikn g vocov, IBDQ, kot e PeAitioon ot
YEVIKT] EMGKOMNOT cUVTOROL evtvmov 36 ctoryeiowv SF-36.

AYKLAOTOUTIKT) GOVOVATION GE EVIAIKEG

H amoteleouatikdnta Kot 1 acpdieia Tov infliximab ektiundnkav og 300 TOAVKEVIPIKECS,
SUTAA-TVPAEG, EAEYYOUEVEG LLE EIKOVIKO PAPUAKO LEAETEC G OIGOEVELG [lE EVEPYN AYKLAOTOIMNTIKTY
onovovAitida (Baduoroyia Agiktn Bath Apactnpiomrag Nocov AykvAomomtikig ZmovOovAitiong
[Bath Ankylosing Spondylitis Disease Activity Index -BASDAI] > 4 ko1 omovovAkog tovos > 4 og
pio kAipoxo amo 1-10).

v tpadn perétn (P01522), n omoia giye pio 3unvn dSumwhd-tveAn edon, 70 acOeveic ElaPav eite

5 mg/kg infliximab 1] eucoviko @dppoko tic efdopddeg 0, 2, 6 (35 acbeveig o kKb opdda). Tnv
gfodopdoa 12, o1 acBeveic mov Adpfovay eKovikd eappoko petamnonoay ot ANy infliximab

5 mg/kg ke 6 fdoudoeg ueypt tnv ePdoudda 54. Metd tov TpdTo Ypovo ¢ HeAEe, 53 acbeveig
oLVEYIOAY G Pl avOIKTY emékTaoT MéEYPL TV Rdoudda 102,

21 oevtepn KAk pedétn (ASSERT), 279 acOeveig tuyotomomnkay vo Aapovv gite sikovikd
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oappaxo (Oudada 1, n = 78) 1 5 mg/kg infliximab (Opdda 2, n = 201) 11g efoopnddeg 0, 2 ko 6 Kot
Ké0e 6 efdopnadec péxpt TNV efdopnada 24. And exel kot petd, 6Aa ta dropa cuvéytoay pe infliximab
KG0e 6 efdopadec uéxpt v efdopada 96. H opdada 1 £lafe 5 mg/kg infliximab. Xtnv oudoa. 2,
Eexvavtag pe v &yyvon g efdouddag 36, ot acbeveic mov eiyav BASDAI > 3 og 2 cuveyoueveg
emokéyelg, EAafav 7,5 mg/kg infliximab kdbe 6 efdopddec amd exel Kot PETA PLEYPL KO TNV
gpoopdoa 96.

2mv ASSERT, BeAtioon ota onpeia Kot To GupmTOUATA TOpoTN P ONKe TOG0 VOpic 060 amd TNV
gBoopdoa 2. Tnv gfdopdada 24, o apBuog tov avtarokpidéviov katd ASAS 20 ftav 15/78 (19%)
oTNV OAd0. ElKOVIKOD Pappdkov kat 123/201 (61%) otv opdda S mg/kg infliximab (p < 0,001).
Ymanp&ov 95 dtopa amd Ty opdda 2 Tov cuvéytoay pe S mg/kg kabe 6 efdoudoes. XTig

102 gfdopadeg vanpyav axopa 80 dropa vrd Bepaneia pe infliximab kot avdpeca og avtd, 71 (89%)
nrav avromokpdévieg katd ASAS 20.

Ymv P01522, Beitioon ota onpeio Kot T0 COUTTOUOTA TOpAT)PHONKE eMiong 1000 vapig 660 arnd
v efdopdda 2. Tnv gfdopdada 12, o apBuog tov avtorokpéviov katd BASDAI 50 qtav 3/35
(9%) oV opdda ekovikov eapudikov kot 20/35 (57%) oty opdda 5 mg/kg (p < 0,01). Yap&av

53 Gropo mov cuvéyicav pe S mg/kg kdbe 6 efdopdadec. Xtig 102 efdopddeg vanpyav akoua 49 dropa
vrd Bepomeia pe infliximab kot avapeca og ovtd, 30 (61%) NTov avrarokpidévreg kotd BASDAI 50.

Kot otic 600 peréteg, n copatikn Asttovpyia kot 1 wodtnra {ong 6mwg petphdnkav pe tov BASFI
ka1 M Pabuoroyio copotikdv ototyeiov Tov SF-36 Beltiddnkav eniong onuoavtcd.

Yoprocwn apbpitida oe eviMKeg
H amoteleopatikdtnta Kot 1 ac@AaAielo EKTIUNONKaY o€ 600 TOAVKEVTPIKES, SUTAU-TVOALS,
ELEYYOLEVES LE EIKOVIKO QAPLOKO LEAETEG OE aobeveic e evepyn yoplootkn apbpitida.

v tpd KAk pekétn (IMPACT), n amotelecpatikoOtnTo Kot 1 ac@aieto Tov infliximab
peretnniayv oe 104 acBeveig pe evepyn molvapbpikn yoplocikn apbpitida. Katd tn didpreia tng
MIANC-TLPANC Paonc TV 16 gfdopnddmv, ol acbeveic Adupavay gite 5 mg/kg infliximab 1} ewcovikd
@apuoko katd tig efdouddeg 0, 2, 6 ko 14 (52 acbeveic og kdbe oudda). Apyilovog omd v

16m gPfdopada, ot acheveic mov AdpPavay EIKOVIKO PAppoKo petamnoncay ot ANy infliximab kot
Katom AdpPavay 6dot ot acBeveic 5 mg/kg infliximab kd0e 8 efdopddeg puéypt v efdopdda 46.
Metd tov Tpd@To YpdVOo TG HEAETNG, 78 acheveic cuvéyioay o€ pio avoIKTH ETEKTAGT LEYPL TV
epoopdoa 98.

> oevtepn KAk perétn (IMPACT 2), ) anotehecpatikdmra kot 1) ac@dAeia Tov infliximab
pekenOnkav og 200 aobeveig pe evepyn yoplooikn apbpitda (> 5 doykopéveg apbpdoels kot

> 5 egvaictnteg apfpmoelc). Zapdvia £E1 To1C EKOTO TV 00OEVAOV cuvE GV Le oTabepég 00GELG
uebotpe€arng (£ 25 mg/efdoudoa). Katd tn didpreia tng SITAG-TOQANG @dong tov 24 gfdopnddmv, ot
aocBeveic éhaPav gite 5 mg/kg infliximab 1} ewovikd eappakxo Tig efdouadec 0, 2, 6, 14 ko 22

(100 aoBeveic og kabe opdoa). Tnv efdopdda 16, 47 acbeveig vd eucovikd edppaxo pe < 10 %
Bedtion amd TV apyiki KATAGTAOT Kol GTOV PO TV SIOYKOUEVOVY KOl TOV EvaictnTmv
apBpmoewv petapépnkay og €podo e infliximab (mpon dwagoyn). Tnv efdoudda 24, 6Aot ot
aoBeveic mov Ehafav Bepameia pe ekovikd eappako petéfnoav og Epodo pe infliximab. H docoroyia
ocuveylotnke Yo 6Aovg Tovg acbeveic péypt kot v efoopndda 46.

Ta Pacucotepa amoterécpota aroteleopatikotntog yio tnv IMPACT kot IMPACT 2 @aivoviot
nmopokdto otov [ivoka 9:

Iivaxkog 9
Emdpédosic oty ACR ka1 PASI otig IMPACT ko IMPACT 2
IMPACT IMPACT 2*
Ewoviké | Infliximab | Infliximab | Ewoviko Infliximab Infliximab
oapuaxo | (epdopdda | (efdopdda | @dppoko (epdopdda (eBdopdoa
(ePoopada 16) 98) (epoopdda 24) 54)
16) 24)
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Aocbeveic

. 52 52 A/E* 100 100 100
TUYOOTTOINUEVOL
ACR avtondkpion
(% tov acbevdv)
N 52 52 78 100 100 100
ACR 20 avtandkpion* 5(10%) 34 (65%) | 48 (62%) 16 (16%) 54 (54%) 53 (53%)
ACR 50 avtandkpion* 0(0%) 24 (46%) 35 (45%) 4 (4%) 41(41%) 33 (33%)

ACR 70 avtomokpion* 0(0%) 15(29%) | 27(35%) | 2(2%) 27(27%) | 20 (20%)

PASI avtandxpion
(% tov acheviv)P

N 87 83 82

iaift;ipm** 1 (1%) 50 (60%) | 40 (48,8%)

*  ITT-avdloon 6mov ta dtopa pe EAAemn dedopéva cvumepleMenoay oc un avtamokpliéva.

*  Ta dedopéva g efdopddag 98 yia v IMPACT mepihapBdavovy cuvéuacd acOevavy pe HETERact amd o EIKOVIKO

@appaxo kot acbeveic vrd infliximab ot omoiol Tpav PEPOC GTNV OVOIKTY EXEKTAGN.

B Baoi{opevo o aobeveig pe PASI > 2,5 oy évapén Oepanciog yio tnv IMPACT, kot o€ aoBeveig pue > 3% BSA

EUTAOKTG YOpPLookoy déppatoc otny évapén Oepanciog otnv IMPACT 2.
** H PASI 75 avtomokpion yio tyv IMPACT dev cvumepteAiopbn Ady® pikpod N, p < 0,001 yia to infliximab évavrtt tov
€1KOVIKOD apuakov v efdopdada 24 yio tnv IMPACT 2.

211 IMPACT xot IMPACT 2, o1 kAMvikég avTanokpicelg Tapatnpnonkayv 1060 vopig 660 amd Ty
gBdopdda 2 kot datnpndnkav péxpt ko tnv gfdopdada 98 kot v efdondada 54, avtictoiymg. H
OTOTELECUATIKOTNTO OodelyOnKe pe 1 yopic Tovtdypovn xpnomn nebotpelitnc. Meuwoelg o€
TOPOUETPOVS TEPUPEPELOKNG OPACTNPLOTNTOS YOPUKTIPLOTIKNG TNG YOPAGIKNG apBpitidag (6mwg
apBpoc Tpnouévev apbpmcemv, aptpog end@ovvav/evaictntomv apdpmdcemv, doKTLATION Kot
mapovcio evhecondfelag) Tapatnpndnkav otovg acbeveic mov AduPavay infliximab.

Ot axtvoypoeikég arlayég astoroynonkav otnv IMPACT 2. Ot axtivoypagieg Tov Gve Kol KATo
aKpwv cLAAEYONKAY o1 Pacikn KoTAoTao, TiG Efdopddeg 24 kot 54 oe GAovg Tovg acbeveic. H
Oepaneio pe infliximab peimoe v toydTTa TPoOSOL TG PAAPTS TOV TEPIPEPIKOV apBpDoE®YV,
GLYKPITIKA UE TN Bepameia pe EIKOVIKO PAPLOKO 6TO KOPLO KATOANKTIKO onpeio tng efdopdadag 24,
oG HeTpnOnKe amd v oAiayn amod T faciky KoTdoTaon ot fadpoioyic oAlKod TpomomompUéVon
vdH-S (m Babuoroyia pécov 6pov = TA ftav 0,82 £ 2,62 otnv oudda EIKOVIKOD QapUAKOD
ovykprtikd pe -0,70 £ 2,53 oty oudda infliximab, p < 0,001). Ztmv opdda infliximab, o pécog 6pog
oAhayng otn Pabuporoyio odkov tpomomoinuévov vdH-S mapéueive kdto amd 0 ™ xpoviki oTryun g
gfdoudoag 54.

Ot acBeveic mov ElaPav Bepancia pe infliximab mopovsiacay onuavtiky PeATioon TG GUOIKNG
Aertovpyiog, 6mwg extipunOnke pe to HAQ. Znpavticég Pektidoelg otnv modtnta {ong ™
oyxetil{Opevn Ue TNV vYyEio EXioNg TOPOLGLACTNKAY OTMG LETPHONKOY OO TIG TEPIANTTIKEG
Babuoloyieg TV COUATIKOV Kol TVEVUATIKOV oTotygiwv Tov SF-36 oty IMPACT 2.

Ywpioon og eviiikeg

H omoteleouarikotta tov infliximab exktiunOnke oe 500 TOAVKEVIPIKES, TUYOLOTOUNIEVEG, OUTAG
TopAég pelétec: tn SPIRIT won tnv EXPRESS. Ot acfeveic kot oTig 600 peléteg elyav ywopiaon Kotd
mhaxag (Ieproyn Empdaveiag Zopotoc [BSA > 10%] kar [Teproyn Ywpioong kot Asiktng
YoBapotntoc [PASI] Babuoroyia > 12). To kbplo KATAANKTIKO GNUEID KOl GTIC dVO UEAETEG TAV TO
T0G00TO TV acfevdv ot onoiotl Tétvyav > 75% PBertioon oto PASI and v apyikn Katdotaon v
gpoopdoa 10.

H SPIRIT a&oddynoe v amotelecpatikotra g Oepaneiog epddov e infliximab og 249 acbeveig
pe yopioon Katd TAdkag wov giyav AdPet mponyovpévog PUVA 1 cuotpotikn Ogpaneio. Ot
aocBeveic éhaPav eite 3 eite 5 mg/kg infliximab 1 gyyboelg eicovikoD Papudkov Tig fdopnadeg 0, 2 kot
6. AcBeveig pe PGA BoBpoioyia > 3 ftav katdAiniot vo AGBovv pic GUUTANPOUATIKE £YXVOT TNG
010G Oepameiog tnv efdopdda 26.

> SPIRIT, n avoroyia Tov acbevav mov nétvyav PASI 75 v gfdopdada 10 frav 71,7% otnv
ouada infliximab 3 mg/kg, 87,9% oty oudda infliximab 5 mg/kg, kot 5,9% oty opudda 1KoviKod
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oapudxov (p < 0,001). Méypt v gfdopndda 26, eikoot efdopdades petd v TEAevTaio 060N EyyVong,
30% tov acbevav oty opdda 5 mg/kg kot 13,8% tov acbevav oty opdda 3 mg/kg eiyov PASI 75
avtomokpion. Meta&d Tov eBSopuddmv 6 Kat 26, T0. CUUTTOUOTO TNES YOPINONG ETEGTPEYAV CTOIIOKA
UE €vay SLAUESO YPOVO VITOTPOTNG TG Voo > 20 gfdopddes. E&apon e vocov dev tapatnpnOnke.
H EXPRESS a&oAdynoe v anoterecpotikotnta TG Oepomeiog epoSov Kol GuVTHPNONG LE
infliximab og 378 acOeveig pe yopioon katd tAdkag. Ot acBeveig EhaPav 5 mg/kg eyydoelg
infliximab 1] glkovikod eappdakov Tig efdouddeg 0, 2 kot 6 axorovBodueveg and Oepaneio. cuVTHPNONG
Kké0e 8 gfdopnadec péxpt TNV gfdopdada 22 otnv opdda EIKOVIKOD GUPLAKOV KOl LEYPL TV

epoopdoa 46 oty opdada infliximab. Tnv efdopdda 24, 1 OLAOA EIKOVIKOD POPUAKOL TEPUCE OTN
Oepameio epddov e infliximab (5 mg/kg) akoAovBovduevn amod Oepaneio cuvtypnong ue infliximab

(5 mg/kg). H yopiaon évoya a&lohoyndnke ypnoiponotdvrag tov Agiktn XoPapotntog Yopioong
Ovuya (NAPSI). [Tponyovuevn Bepomeio pe PUVA, pebotpe&dtn, kukhoomopiviy 1 akitpetivn elye
Anodel amd 10 71,4% 1oV 0cbevav, map’ dAo Tov dev NTav amapaitnto, avbektikoi otn Oepameio. Ta
Bacikdtepa amoteléopata topovotaloviat otov [livaka 10. ta dtoua mwov hafav Oepaneio pe
infliximab, ftav eppaveig onuavtikég PASI 50 avtamoxpicelg oty mpotn enickeyn (gfdopdada 2) Kot
PASI 75 avtamoxpiceig péypt t devtepn emickeyn (efdopdda 6). H amotelecpaticotnta nrav
TAPOUOL0, OTIV VTTOOUAS0 TV 0cHEVAOY OV NTOV EKTEDEEVOL GE TPOTYOVUEVEG CLUGTILOTIKEG
Oepameiec GLYKPITIKA LE TOV GLVOALKO TANBLoUO TNG HEAETNG.

ivaxoeg 10
Hepiinyn ¢ avramokpiong PASI, mng avrandkpiong PGA kol 10606T6 060svadv pe 6Lovg
T0VG 6vUYES KaBapoig Tig efoonddsg 10, 24 kan 50. EXPRESS

Ewovuco Infliximab
QapuroKo — 5 mg/kg
Infliximab
5 mg/kg (v
gfdoudoa 24)
Epoopdoa 10
N 77 301
> 90% PeAtioon 1(1,3%) 172 (57,1%)"

> 75% BeAtioon 2 (2,6%) 242 (80,4%)"
> 50% PeAtioon 6 (7,8%) 274 (91,0%)

PGA xaBapng (0) n eddytotng (1) 3 (3,9%) 242 (82,9%)*
PGA xaBaprg (0), erdyiotng (1),  mag (2) 14 (18,2%) 275 (94,2%)*
Epoopada 24

N 77 276

> 90% PeAtioon 1 (1,3%) 161 (58,3%)"
> 75% PBeAtioon 3 (3,9%) 227 (82,2%)"
> 50% BeAtioon 5 (6,5%) 248 (89,9%)

PGA xaBaprg (0) 1 eMdyrong (1) 2 (2,6%) 203 (73,6%)"

PGA «aBapng (0), eldyiomg (1), N Amog (2)

15 (19,5%)

246 (89,1%)"

Epoopdoa 50

N 68 281
> 90% BeAtioon 34 (50,0%) 127 (45,2%)
> 75% Peitioon 52 (76,5%) 170 (60,5%)

> 50% BeAtioon

61 (89,7%)

193 (68,7%)

PGA «aBapng (0)  eddytomg (1)

46 (67,6%)

149 (53,0%)

PGA «aBapng (0), eldyiomng (1), n Amog (2)

59 (86,8%)

189 (67,3%)

‘O)or o1 6vuyeg kabapoi”

EBdoudoa 10

1/65 (1,5%)

16/235 (6,8%)

EBdoudoa 24

3/65 (4,6%)

58/223 (26,0%)"

EBdoudoa 50

27/64 (42,2%)

92/226 (40,7%)

o

B n=292.

p < 0,001, yio k60e opéda Oepameiog e infliximab Evavtt eAéyyov.

7 H avélvon Pacictnke og dropa pe yopioon dvoya oty évapén g Oepanciog (81,8% tov atopwmv). Ot uéoeg
Babuoroyieg tov NAPSI ot apyiky katdotoon nrav 4,6 kot 4,3 otnv opdda infliximab kot £1kovViKoD GapraKov.



Inuavtikég Pedtidoetg amd v Evapén tng Bepaneiog amodeiybnkav otov DLQI (p < 0,001) kou o711
Babuoloyieg tv puoikdv Kot dtavonTtik®dv ototyeimv tov SF 36 (p < 0,001 yo kabe otoryeio

GUYKPLONC).

Hadretpukoc tindoopdc

Noécog 1ov Crohn o€ maudrozpicovg acbeveic (6 Emg 17 etdhv)

> perétn REACH, 112 aoBeveic (6 £wc 17 etdv, didpeon niwio 13,0 €tn) pe pétpla £og cofapn,
gvepyn voco tov Crohn (didpeon modwarpikny CDAI oto 40) kot pe pio avemopkn oviandkpion oTIG
ovupatikég Oepameieg, amopacioke va, Adfovv 5 mg/kg infliximab ti¢ efdouddeg 0, 2 kot 6. Orot ot
acBeveic amatteito va Ppiockovral oe otabepn d6on 6-MP, AZA 1 MTX (35% Aaupavav eniong
KOPTIKOGTEPOEWDN otnV évapén g Bepaneiog). Ot acheveig mov agloloynOnkay and Tov epgvvnTh Vo
Bpiokovtol oe KAIKN avtamokpion v efdoudda. 10 tuyatomomOnkay ko Elafav S mg/kg
infliximab eite kG0e 8 efdouddeg 1 kdbe 12 efdouddec mg Eva oyfuo cuvtipnong g Oepaneiog. Edv
1 AVTATOKPLoT YovoTay Katd Tn didpkela tng Bepameiog cuvtipnong, ENLTPENOTAY HUETAPaoT O pia
vynAotepn 06om (10 mg/kg) /o pkpdtepo drdotnua yopnynong (kabe 8 efdouddeg). Tpravta dvo
(32) a&oroynoiporl ToudtoTpikoi acbeveic petatédnioy (9 dropo oty kabe 8 gfdoudadeg kat 23 dtoua
otV KaBe 12 gfdopddes opdda cuvtnpnong). Eikoot téooepig and avtovg tovg aceveig (75,0%)
amoOKTNoOV EAVE TNV KAVIKN 0vTOTOKPIoT UETA TN UeTdOeon.

H avaioyio tov atopwmy e KAVIKNY avtamokpion v efdoudda 10 frav 88,4% (99/112). H avaroyia
TOV ATOU®Y TOV TETVYOV KAWIKTY Dpeon v efdopdada 10 tav 58,9% (66/112).

Tnv efdopdda 30, n avaroyio TV ATOP®Y GE KAVIKY DPECT TAV VYNAOTEPT] OTNV OUAO
ocvvtipnong kabe 8 efdouddeg (59,6%, 31/52) mapd kabe 12 gfoopnadec (35,3%, 18/51, p=0,013).
Tnv efdopdda 54, ot apBuoi nrav 55,8% (29/52) ko 23,5% (12/51) o115 opddeg cuvimpnong kdéde

8 ePdopdoeg kot kabe 12 efdopddeg, avtiotoiymg (p < 0,001).

Agdopéva oyeTikd pe to ovpiyywa eEnydnoav and tig fabuoroyieg PCDAIL And ta 22 dropo mov eiyov
ovpilyyla oty évapén g Oepamneiag, to 63,6% (14/22), 10 59,1% (13/22) ko 10 68,2% (15/22) ATov
o€ TN PN avTOTOKPIoT cvuptyyiov v gfdopada 10, 30 kot 54, avTIoTOIYMG, GTIC CUVOVAGLEVES
opadec cuvtnpnong Kabe 8 efdopdoeg kot kdbe 12 efdopddes.

Emumléov, oToTIoTIKG Kot KAWVIKG ONUOVTIKEG BEATIOOELS otV To1dTNTo {MNG KOl GTO VYOG, KOOMG
Kol pio ONUOVTIKY LEI®OT GTN XPNOT KOPTIKOGTEPOELODV, TAPATNPNONKAY EVOVTL TNG KATACTOONG
otV évapén g Bepamneiog.

Hodratpikn ehkddng koAitida (6 £ng 17 etdv)

H aopddeia kon 1 amotelecpaticotnta tov infliximab a&loloyndnkav ce pio Tolvkevipiky,
TUYOLOTOMUEVT], AVOIKTH KAVIKY] LEAETN TTopaAANANG opdadog (C0168T72) oe 60 mandiatpikong
aoBeveic nhikiag 6 éwg 17 etdv (Sidueon nhwia 14,5 £€t) pe pétplo Emg coPapmn, evepyn EAKON
KoAitda (Pabporoyic Mayo 6 £wg 12, vrofabpoAioyio evoooKOTNONG > 2) UE AVETAPKT] OVTOTOKPION
oT1g oupPatikég Bepameies. Xty apyikn katdotacn, 53% tev acbevav Adppavay Beponeia pe
avocoppubetikd (6-MP, AZA f/xar MTX) ko 62% tov acbevav Adupovay koptikootepogdn. H
SLOKOT TOV 0VOGOPPLOLIGTIKAOV KOl 1 LEIMOT] TOV KOPTIKOGTEPOEWOMV EXETPATNCAY UETA TNV
eBodopdoa 0.

O)ot o1 acbeveig Eafav Eva oyfua epddov pe 5 mg/kg infliximab Tig fdopddeg 0, 2 kan 6. Ot
acBeveic mov dev avtomokpibnkav oto infliximab tnv efdopdda 8 (n = 15) dev éhafav emimiéov
QUPUOKEVTIKO TTPOTOV KL ELEGTPEYAV Y10 TOPAKOAOVON O TG aceaielag. Tnv efdoudda 8,

45 aoBeveic TuyatomomOnkay kot EloPav 5 mg/kg infliximab eite kdOe 8 efoopddeg eite kdbe
12 gfdouddeg mg oynquo Bepamneiog cuvtipnong.

To 1060616 TV acbevadv pe KAMvikn oviamdkpion v efdonada 8 ntav 73,3% (44/60). H khvikn
avtomokpion Vv efoopdda 8 NTav mapopol LeTall ekeivmv [E 1 YoPIg TOLTOYPOVN XPIoM
avocsoppulotiKk®v oty apykh Katdotaor. H kkvikn veegon v efdoudda 8 itav 33,3% (17/51),
ommg petpndnke amd tn Pabuoroyio Asiktn Evepyomntog [Hoawdwarpikng EAxddovg KoAitidag
(Paediatric Ulcerative Colitis Activity Index - PUCAI).

Tnv efdopdda 54, 10 1060616 TV 060EVOY G KAVIKN DPean, Onmg uetprdnke amd ) faduoroyio
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PUCAL ftav 38% (8/21) otnv opdda cvuvtipnong kéde 8 efoopndadeg kot 18% (4/22) otnv opdda
Oepaneiog cuvtnpnong kabe 12 gfoopnddes. ' tovg acbeveic mov Adpfovay KopTIKOGTEPOELDN GTNV
PYIKT KATAGTAOT), TO TOGOGTO TV 00OEVOV GE DPEGN KOl 01 070101 deV AGUPAVOY KOPTIKOGTEPOELDN
v gfdopdda 54, ntav 38,5% (5/13) oy opdda Bepameiog cuvtipnong kdde 8 efdopadeg kot 0%
(0/13) otnv opdda Bepameiog cuvinpnong kébe 12 gfdopddec.

e auThV TN LEAET, VI PYAV TEPIGGOTEPOL acbeveic otV NAKlokT opdda 12 émg 17 etdv amd oTl
otV Aok opdda 6 £mg 11 etmv (45/60 évavt 15/60). Ilap’ 6Ao mov o apiBuodg twv acbevov og
KéOe vroopdda etvor TOAD HKpOg Yio TNV eEaymyN OPIOTIKOV GUUTEPACUATMV CYETIKA LE TNV
enmidpaon g nMkiag, vIEPYe VYNAITEPOC aplBudc acbevdv atovg omoiovg avénbnke n doon M
drokonnke 1 Oepomeio AOY® OVETOPKOVE OTOTEAECUATIKOTNTOG,

Alhec ToudroTpikég evoeifelg

O Evponaikoc Opyaviouds Papudkmv Exel dOGEL amaAloyn omd TNV VIoypEMSN VIOBOANG TV
amotelecpdtov TV pEleT®V e To Remicade oe Oleg TG vTOKATYOPiEG TOL TASLATPIKOV TANBVGHOV
OTN PELUOTOELDTN apbpitida, oTn veavikn 11omadn| apbpitida, oTnv yoplacik apbpitda, otny
AYKLAOTOMTIKT OTTOVOLAITION, otV yopiaon kot 6t voco tov Crohn (BA. mapdypago 4.2 yia
TANPOQOPIEG TYETIKA LE TNV TOUSLUTPIKT] YP1IoN).

5.2 @oppokoKivnTIKES 1OLOTNTES

Mepovopéveg evoopréPieg eyyvoeig 1, 3, 5, 10 1 20 mg/kg infliximab £dwoov ypoppikés,
docoeaptdpeveg aALENCELS TNG UEYIGTNG GVYKEVTPWOOTG GTOV 0PO (Crax) KO TNG ETUPAVELNG KATM 0Td
NV KaumOAn cuykévipoons-ypdvov (AUC). O dykog katavoung ot otobepn Katdotaon (LEGOG
V43,0 éoc 4,1 Aitpa) ko ) kdBapon frav aveEdptnta amd ) yxopnyndeica door ko £de1&av 0T T0
infliximab kotavépetatl kuping péca oTov ayyelokd yodpo. Aev tapatnpinke eEdpnon tov
QOPUOKOKIVITIKOV oToLyglmv amd tov xpdvo. Ot odoi amofoArng tov infliximab dev Exovv
npocdoptoteil. To infliximab mov dev giye vrootel aAloyn dev aviyvevnke ota ovpa. Agv
mapoTnpenOnKay peydieg dtapopég kabapong 1 GYKov KATavopng o€ aoheVelg LLe pELLOTOELN
apBpitda. H pappakokivntiky tov infliximab oe nAikiopévoug acbeveic dev éxel pehetndel. Aev
&yovv delayBel peléteg o aobevelg pe NIOTIKA 1 VEPPIKT VOGO.

e epama dooelg 3, 51 10 mg/kg o1 didpeceg TYég Yo 10 Cmax NTay 77, 118 won

277 wkpoypopudpia/ml avtictorya. H didpeon telikn nuimepiodog (ong o€ avtég TIg 600E1g
KOpovoTay HETOED 8 kot 9,5 nuepav. Ltovg mepiocdtepovg acbeveic, To infliximab prnopovce va
aviyvevBel otov opod Yo TOLAdYLIoTOV 8 EPOOUASES PETH T1 CUVICTMUEVT] LELOVMOUEVT] 0OCT T®V
5 mg/kg yia T voco tov Crohn kot tn 6601 cuvtipnong tv 3 mg/kg kdbe 8 efoopadeg yio
PELLLOITOELDT] opOpiTida.

H emavaiapPovouevn yopriynon tov infliximab (5 mg/kg otic 0,2 kot 6 fdopddec 6t vOG0 TOV
Crohn pe cvpiyyuwo, 3 1 10 mg/kg ke 4 1| 8 efdopddec otn pevpatosdn apdpitda) giye wg
amotéAeopa pio Nme cvocdpevon Tov infliximab otov opd petd ™ devtepn doo. Agv
TapoTNPNONKE TEPAITEP® KAVIKA GYETIKT] CUGCMOPEVOT|. XTOVG TEPLGGOTEPOLG aobevelg e vOGo Tov
Crohn pe cupiyyu, to infliximab aviyvevOnie otov opo yuo 12 gfdopddeg (vpog 4-28 gfdopadeg)
HETA TN XOPNYNOT TNG AYOYNS.

THoudrorpixog minQvouog

H 7m\nBvcuokn eapuokokvntiky avéivon pe pdon to dedopuéva mov eAjedncay omd acbeveic pe
eAkddn koAitda (N = 60), vdco tov Crohn (N = 112), veavikn peopotogidn apbpitida (N = 117) kot
vooo tov Kawasaki (N = 16) pe GuvoAlko nAMKIoKO g0pog amd 2 unveg Eog 17 étn, katédeiée 0Ti M
éxbeom oto infliximab ftav e€aptdpevn amd To cOUOTIKO PApog pe un-ypauutkd tpémo. ‘Eretta and
yopnynon 5 mg/kg Remicade kd0e 8 efdopddeg, n mpoPrendpevn didpeon ékbeon oto infliximab ot
otabepn| Katdotaon (Teployn KAT® Omd TNV KOUTOAT GLYKEVIPOGCTG-XPOVOL 0T 6Tabepn| KatdoTaor,
AUC) o moudtotpikovg acbeveic niikiog 6 etdv €og 17 et@v nrov mepimov 20% youniotepn amd
Vv TpoPAemduevn d1dueon £kbeon oto edpuako otn otabepn KaTAoTOOT 6TOVG eviiAMkeS. H didpeon
AUC og madratpikovg acheveic nhikiog 2 etdv Emg KATO TV 6 etV TPoPAépOnie 0TL Ba etvan
nepimov 40% younAdtepn omd ekeivn 6TOVG EVAMIKES, Tap’ OXO OV 0 aPlOUOg TV 0GOEVOY TOL
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vrootnpifovv avtv TV TPOPAeYT gival TEPLOPICUEVOC.
5.3 Ipoxivikd dgdopéva Yo TNV 0.6QAAELN

To infliximab dgv gpeavilerl dStactavpodpevn avtidpaon pe tov TNF, og €idn dwupopetikd and tov
avBpomo kot Tov yumatln. Qg ek ToHTov, cuUPatikd Tporkhvikd dedopéva acpdrelag e infliximab
glvar meplopiopéva. e ToEIKOAOYIKT HEAETN avamTuéng Tov SteényOn o€ ToVTIKOOG [E T XpHoT EVOC
avaAOYOL OVTICOOTOG TOV EMAEKTIKA 0VOOTEAAEL TN AgtTovpyikn dpactikdtnta tov TNF, tov
TOVTIKOV, dev vanpée EvOelEn UNTpikng To&koTnTaG, EUPPLOTOEIKOTNTAG 1 TEPATOYEVESTC. X pia
UEAETT] YOVILOTNTOG KOl YEVIKO AVOTAPOYDYIKNG AELTOVPYING, 0 aptOUOg TV EYKDMV TOVTIKMOV
pelmonke akoAovddVTOG ¥OPNYNo™ TOL 1610V AVAAOYOL AVTICOUOTOC. L€ ol 6-unvn LeAét
ToEIKOTNTOG PE EMOVAAAUPOVOLEVEG OOCELG GE TOVTIKLO, YPTCLLOTOIDMVTOS TO 1010 AVAAOYO aVTICOLLO
katd Tov TNF, Tov movTiko, mapotphdnkay KpUGTUAAKES EVATODEGEIC GTO TEPLPAKLO TOV POKOD
o€ Kamola 0md To. apoeViKd movtikia Tov Elafav Oepaneia. Aev Exovv die&aybel 101KEC
opBoiporoykég eEetdoelg og acheveic Yo va epevvnBel n onpacio dVTOV TOV EVPNUATOV GTOLG
avBpamovg,.

Agv &rovv de€oyOel pakpoypovieg LEAETES Y10 VO EKTIUNOOVY TO KAPKIVOYOVO SUVOULKO TOL
infliximab. Me\éteg oe movtikovg pe Edetyn TNF, dev £6e1&av avénon otoug 0YKoLs OTaV Eytvay
doKooieg TPOKANOTG LLE YVOOTEG OVGIEG TOV TPOKAAOVY EVOPEN 1)/KOL TPOAYW®YT OYK®V.

6. DOAPMAKEYTIKEX ITAHPO®OPIEX
6.1 Koatdaroyog ekdoymv

Zaxyopoln

[ToAvcopPikd 80

AGOEWVO pmSPOPIKO VATPLO

Movéévo paopopikd vdtpilo

6.2 Aocvppoarétnreg

ElAetyel peketdv oyetikd pe T cvuPoatdtra, T0 TopOV QUPUOKEVTIKO TPOidV OV TPEMEL Vo
OVOUELYVOETOL UE MM QUPIOKEVTIKG, TPOTOVTAL.

6.3 Awpkero {onfg

IIpw v avocvoToon:
3 xpovia otovg 2°C-8°C.

To Remicade umopei va purdocoetal o€ Bepuokpacieg Emg 25°C katd néyoto, yio pio Lovo ¥poviky
mepiodo €mg 6 pnveg, yopic Opmg va vrepPaivetar ) apykn nuepounvia AMéne. H véa nuepounvia
MENG Tpémel va avaypoeel Tavo 6to Kovti. Metd v amopdikpuven amnd to yoyeio, To Remicade dev
TPENEL VO, EMGTPAPEL Yoo @OAAEN GTO Yoyeio.

Metd v avocvoTEoT Kol TNV apoinon:

H ynuun kot ootk otabepdtnto. KaTd T XP1oT TOV OPUIdUEVODL SIOAVUATOC dtotnpeital eml puéypt
28 nuépeg otoug 2°C émg 8°C ko eni akdpa 24 dpeg otovg 25°C HeETA TNV OMOUAKPVVGT At TO
yoyeio. ATd pikpofloAoyikng amoyng, To didAvpa Eyyvong Ba Tpémel va yopnyeitor apécmg, ot xpovol
@OLOENG KOTA TN YPNOT KOl Ol GLVONKES TPV TN YPNOT aroTEAOVY g0OHVN TOV ¥PNoTH Kol GLVIOW®G
dev vepPaivouy Tic 24 dpeg otovg 2°C Emg 8°C, ekTOG €AV 1) 0VOCHGTACT/ 0paiedcn Exel
Tpaypatoroindel oe ELEYYOUEVES KOl ETIKVPOUEVO AOTTTTEG GUVOTKEG.

6.4 Iowitepeg Tpo@uAGEELS KOTE TN POAXEN TOV TPOiIGVTOG

dvidooete og yoyeio (2°C-8°C).
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INa 115 cvvBnkeg dratrpnong o Beppoxpacio Emg 25°C Tpv TNV AvacVGTOCT] TOV QUPUAKEVLTIKOD
TPoiovTog, PA. mapdypapo 6.3.

IMa 11g cLVONKeC SLoTPTONG LETA TNV AVAGVGTAGCT] TOV POPUAKEVTIKOD TPOIOVTOG, BA.
Topaypaeo 6.3.

6.5

@YoM KUl GVGTATIKA TOV TEPLEKTT

Tvéddwvo eroAidto Tomov 1 pe gElaoTikd Topa Kot Kudd1o dAOVUIVIOL TOV TPOCTOTEVETL OO £VOL
TAOOTIKO KAALUULO.

To Remicade dwatiBeton o cvokevaoieg 1, 2, 3, 4 1 5 proAdiov.

Mmropei va, unv KoKAOPOPOUV OAEG 0L GLOKEVAGIEC.

6.6

1.

Idwitepeg mpoPurdiers amdppryns Ko GAAOG YEPLONOS

YroAoyiote TNV amaitodpevn d0or kot tov aptBpuo eeidiov Remicade mov ypeidlovror. Kabe
oloAidio Remicade mepiéyet 100 mg infliximab. YwoAoyiote Tov GuvOAIKO 6YKO
avacvotadévtog dtlvpatog Remicade mov amatteitai.

Kdéto and donmteg cuvOnKeg, TpayHoTonomoTE TV ovaovotaon Kabe proldiov Remicade pe
10 ml evésyuov HdaToC, YpnouonolmvTag cvptyyo pue Perdva 21 gauge (0,8 mm) N pikpdtepn.
Bydite to mdpa 0mtd T0 PLoAISI0 Kol GKOVTIGTE TO XAV UEPOC Le PapPaKt pe otvoOTveEL A
70 %. BdAte T Pelodva Tng oOptyyos 6TO PLOAII0 HECH TOV KEVIPOL TOL TMWUOATOG 0T
KOOVTGOVK Kol KATEVOVVETE TO EVEGILO VOWP TPOG TO YLAALVO TOly®LE TOV ProAdiov.
Avokatéyte EAaQPE TO SIGAVO TEPIGTPEPOVTOC TO PLOAISIO HEYPLS OTOV 1| AVOPIAOTONUEVN
okovn va dtodlvbel evielmg. Amophyete TV mapateTouéVN i) 1oyvpn avadevon. MHN
ANAKINEITE. O oynuotiopog appod 610 SidAvLI0 KOTA TNV avachoTooT Ogv eivat
aocvvnOeToc. APNote T0 avacLeTadEY dtdAvpa va npepnoet ni 5 Aemtd. E&gtdote 6t1 t0
dlvpa givar dypmpo Emg avoryto kitpvo kot omodilov. To didAvpa uropei va avamtdéel
HepKa Aemtd Sowyr copotidw, kabmg to infliximab eivon Tpwteivn. Mnv to ypnoylonoteite
oV VITAPYOVY AdLIEAVT) COUATIOW, OToYPOUATIoCUOS 1] dALA EEva copaTidta.

Apardote Tov GuVOAKO OYKo NG avacvotadeicag doomng daAvpotoc Remicade ota 250 ml pe
duivpa yroprovyov vatpiov 9 mg/ml (0,9%) yia £yyvorn. Mnv apoidceTe T0 avacLoTadéy
duaivpa Remicade pe omotodnmote dAho apoiwtikd péco. H apaimon uropei va enttevydel
aQoIPOVTOG Evav 0YKOo SLoADUATOG YAmPLovyoL vatpiov 9 mg/ml (0,9%) yia £yyvon amd T0
yudAvo @laiidio i Tovg odiovg £yyvong 250 ml, ico Tpog Tov YKo Tov AVaGVOTUOEVTOG
Remicade. ITpocBéate apyd Tov GLUVOALKO GYKO TOL avacvoTadévtog dteAvpatoc Remicade oto
@LoAid10 €yyvong 250 ml N tov 6dko. Avakatéyte Ehoepd. ['a dykovg peyolvtepouvg amnd

250 ml, ypnowonomote gite Evav peyadvtepo cdxo £yyvong (.. 500 ml, 1000 ml) eite
TOAALOTTAOVG odicovg £yyvong Tev 250 ml, yio va S1acpaAicete OTL 1] GLYKEVTIPMOOT] TOV
ddvuartog Eyyvong dev vrepPaivetl ta 4 mg/ml. Eqv puiayfel o€ yoyeio petd v avachotoom
Kol opoimon, To SidAvpa Eyyvong Tpénel va apebel va 1coppomnoel og Bepokpacio doHOTIon,
otovg 25°C emi 3 mpeg, mpwv to Bijpa 4 (€yyvon). H poiaén miéov tov 24 wpav otovg 2°C-8°C
1oyOEL LOVO Y10, TO TapaokevooUa Tov Remicade otov odiko £yyvonc.

Xopnynote to dtdAvpa Yo evOoeAEPLa £YXLOT G€ SIACTNUA O)L LKPOTEPO OO TOV YPOVO
£yyvong mov cuvietdtal (PA. wapdypoeo 4.2). XpnolonotoTe LOVO GET £YYVONG LE EV GELPQ
OTOCTEPMUEVO [T TVPETOYOVO PIATPO YOUNANG décpenong TV TPOTEIVOV (Léyebog mOpwV

1,2 um 1 pkpotePo). Eme1dn dev vmdpyel cuvinpntiko, GUVIGTATOL 1] YOPNYNOT TOL SOAVUATOG
v evooAEPLa Eyyvon va apyilel TO GLVTOUOTEPO SLVOTO KOl LEGH GE 3 MPEG OO TNV
avachoTooT Kot Ty apainon. Edv dgv ypnotponombel apéomc, ot ypovor @OAAENG KOTA TN
¥PNOM Kot 01 GUVONKES TPV T YPToN AmoTELODY EVOVYN TOL ¥PNOTN Kot GLVNOMG dev
vrepPaivouy Tig 24 dpeg otovg 2°C émg 8°C, ekTOG €AV 1 0vOoHGTAGT)/ O0paimon Exel
npayuatomoindel o eEleyydueves kat emkvpouéva donmteg cuvinkeg (BA. Tapdypago 6.3

40



TAPUTAV®). M1 QUAGCCETE OTOONTTOTE TOGOTNTO TOV SIHADLOTOC Y10 £YVGCT TOL dEV
XPNOYLOTOMONKE Y10 EMOVAYPNCLULOTOINGT).

5. Agv &govv yivel puotkég Proynukég pedétec cupfatotnTog yio TNy a&loAdynomn g
TAVTOYPOVIG XOpNyNomg Tov Remicade pe dAlovg mapdyovteg. Mnyv eyybete to Remicade
TAVTOYPOVA GTOV 1010 EVOOPAEPLO COANVA e GALOVS TAPAYOVTEG.

6. E&etdote ontikd To Remicade yio copatidw 1 anoypopaticpd tptv and m xopnynon. Mnv to
YPTCULOTOLEITE EQV VTLAPYOLV PUVEPA AOOPAVT] COUOTION, ATOXPOUATICUOG 1 EEVO COUOTIOWN.

7. Ka0g aypnoiponointo eapuakevtiKo tpoidyv 1| VIOAEWUN TPETEL VA, ATOPPITTETOL COUPDVO UE
TIG KOTA TOTOVG 10YVOVOES OYETIKESG OLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Janssen Biologics B.V.

Einsteinweg 101

2333 CB Leiden

OMrovdia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/99/116/001

EU/1/99/116/002

EU/1/99/116/003

EU/1/99/116/004

EU/1/99/116/005

9. HMEPOMHNIA ITPQTHXE E''KPIZHY/ANANEQXHY. THX AAEIAX

Hupepounvia tpdng €ykpiong: 13 Avyovotov 1999.

Hpepopnvia televtaiog avavéwong: 2 Ioviiov 2009.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPIES Y10 TO TAPOV QPUPLOKEVTIKO TPOioV givol S10EGILES GTOV SIKTLOKO TOTO
tov Evponaikod Opyoviouod Gapudkmv https:/ www.ema.europa.cu
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MMAPAPTHMA II
MAPAXKEYAXTHX(EZ) THX(TQN) BIOAOTIKQX
APAXTIKHZ(QN) OYZIAL(QN) KAI TAPASKEYAXTHE(ET)
YHEY®YNOZ(OI) I'A THN AITOAEEMEYZH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX
OPOI'H IIEPIOPIXMOI EXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) THX(TQN) BIOAOTTKQX APAXTIKHE(QN) OYXIAX(QN)
KAI ITAPAXKEYAXTHXE(EY) YIIEYOYNOX(OI) I'TA THN AITOAEXMEYXH TQN
IHAPTIAQN

Ovouora ko d1evfvuveelc Tov(Twv) TopackevaoTtH(®MV) NS (TwV) POAOYIKOC dpacTIKNC(MV)

ovciog(®mv)

Janssen Biologics B.V., Einsteinweg 101, 2333 CB Leiden. OAAovdia

Janssen Biotech Inc., 200 Great Valley Parkway Malvern, Pennsylvania 19355-1307, Hvouéveg
[ToAtteieg Tnc Apeptkng

Ovoua kot d1evfvven tov(tav) Topockevostn (GV) Tov givor vrevhuvoc(ol) yio TNV oTodEGUELST
TOV TOPTIO®V

Janssen Biologics B.V., Einsteinweg 101, 2333 CB Leiden, OAAovdia

B. OPOI'H HEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTIKd TPOIOY Y10 TO 0TTOI0 OaLTEITOL TEPLOPIOUEVT 10TPIKT) cvuvTayT| (BA. mapdptnua I:
[epiinym tov Xopaktnpiotikev tov [Ipoidvtog, mapdypapoc 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0¢oe1g meproduic mapakorovOnong g acpdierag (PSURs)

Ot anmoutioelg yio Tnv vrofoin twv PSURSs yo to ev Aoym @appokevtikod mpoiov opiloviotl 6tov
KaTdAOYO e TIg nuepounvieg avapopdg e Evoong (katdioyoc EURD) mov mapatifetor otnv
Tapdypoo 7, tov apbpov 107y, tng odnyiag 2001/83/EK kat kdOe emakdlovdng enikaiporoinong
omm¢ dnpootevetal oty Evpomaikn diktuakh TOAN Yo T0 QOPLOKA.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong Kivovvou (ZAK)

O Kdroyog Adeiag Kukhogpopiag (KAK) Oa die€aydyet Tig amattodpueveg dpacTnploTnTeS Kot
TOPEUPAGELG PUPHOKOETOYPOTVIIONG OGS Tapovstdovtal 6to cuppavndéy ZAK mov tapovcialetan
omv Evomra 1.8.2 ¢ ddetag kukho@opiog Kot 0rolecdNmote EnoKOA0V0EC EYKEKPIUEVEC
avafempnoelg tov TAK.

"Eva emicoiporompévo ZAK Oa mpénet va kototedei:

. Meté and aitnpa tov Evponaikov Opyovicpod Qapudkov,

o Omnotednmote TpomomoteiTal To GVGTNUA SloyElPIoNG KIVOHVOU, E0IKE MG ATOTEAEGLLO ANYNG
VE®V TANPOQOPIDV TOV UTOPOVY VO EMLPEPOVY GNUAVTIKT GAAXYT TN GYECT] 0QELOVC-KIVOHVOL
N ©¢ oTOTEAESUA TG EMTEVLENC EVOG GNUAVTIKOD OPOCT|LOL (PUPHOKOETOYPOTVIION 1
glaiotomoinon Kvdvvov).

o EmnpocOcta pétpa ehayiotomoinong Kivovvou

To exmadenTikd TPOYpApLa ATOTELEITOL OO i KAPTa VIEVOVIONG TOV 0l6Bgvovg Tov Oa
dwtnpeitar amd tov acbevr). H kdpta £xel mg 6tdY0 va ypnoiuedoel mg vaeviouion yuo tnv
KATOYPOQT T®V NUEPOUNVIDV KoL TOV OTOTEAECUATMOV GUYKEKPIUEVDV EEETAGEMV KL Y10 TN
d1evkOALVGOT) TOV 0.60gVT] GTNV AVTAALOYT] EWOTKAOV TANPOPOPLOV LLE TOV EXAYYEAUATIONES) TOL TOUEN
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VYEOVOIKNG TtEPiBaAYT g oV TteplBdATTEL(0VV) TOV AGBEVN, OYETIKG e TNV TpEYovca Deparmeia [IE TO
TPOIOV.

H xépta vrevOopong tov a60svovg o mepiiappdavet to axoiovbo Pactkd unvouato:
o Mua vevBiuion otov acbevn va mapovctdlel TNy kapta VITEVOLONC TOV 060gVoDE 68 OAOVC
TOVG EMOYYEALATIEG TOV TOUEN VYELOVOLIKNG TEPIBalymc Tov Tov TePBdAmToV,

ocvumepthappavouévav cuvinkoy enciyovoag enépupacns, Kabdg Kot Evo UNVLLO Y10 TOVG
EMOYYEALOTIEG TOV TOWEN VYELOVOLUKNG TTEPiBaAyTg 6Tl 0 acBevig Aappdavel Remicade

o Mo MA@ OTL 1| EUTOPIKT OVOUAGia Kot 0 aptfpdc maptidag O mpémel va KataypdpovTol
. [Ip6Preyn kataypaenc Tov THTOV, TNG NUEPOUNVIOS KoL TOV OTOTEAECUATOG TV EEETAGE®V
QLpOTioNG

o Ot m aymyn pe to Remicade pmopel va avénoet toug kivduvoug coPapng Aoipméng/onyng,
EVKAPLIKDOV AOTUDEEDY, PLUOTIOONC, ETOVEVEPYOTTOINGONG TG Natitidag B, kot ek dtapuyng
(breakthrough) Aoipuwéng and BCG gufdiio oe Ppépn ue evdourtpro M Kot tov Onhaocud
éxBeom o infliximab kot woTe Tpémer va avalinteiton 1 mopEpPoaon evog emoyyeAlTio TOV
TOMEN VYELOVOLIKNG TEPTBalymg

. Zrotyela emKOWmVing TOV GLVTAYOYPAPOVTOC 1ITPOV
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Remicade 100 mg k6vig y1o TUKVO GKEVAGLA Y10 TAPOUCKELT SIAVOTOG TPOG EYYVOT)
infliximab

2.  TYNOEIH IE APAXTIKH(EX) OYZIA(EY)

Kabe proridwo mepiéyxet 100 mg infliximab.
Metd v avacvotaon, Eva ml wepiéyet 10 mg infliximab.

3. KATAAOTI'OX EKAOXQN

"Exdoya: caxyapoln, moivcopPiko 80, Si66Evo pmcpopikd VATPLO Kot LOVOEIVO POGPOPIKO VATPLO.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio Tukvd 6KEVAGLO Y10 TOPAGKELT] SIUADLLOTOC TTPOG EYYVON
1 prodidro 100 mg
2 poAidwa 100 mg
3 puoAidwa 100 mg
4 proAidwe 100 mg
5 puoAidw 100 mg

‘ 5. TPOIIOX KAIOAOX(OI) XOPHI'HXHX

AwPaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPT o).
Evdoopiépia yprion.
Na yivetor avacdoToon Kot apaimon Tptv axd n pron.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA TTAIAIA

Na puidooetal o€ Béon, TNV onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TAd1dL.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
AHEH
AHEH, &dv dev puAdoceTal o€ yoyeio
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9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio.
Mropei va, puAdoecetol oe Ogppokpacio dmopotiov (§mg 25°C) yia pio povo ypovikn tepiodo mg
6 unveg, aALG yopic vo vrepPaivetal n apykn nuepounvio AnéENG.

10. TAIAITEPEX IPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMovdio

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/99/116/001 1 giaAidowo 100 mg
EU/1/99/116/002 2 @uokidio 100 mg
EU/1/99/116/003 3 @uokidio 100 mg
EU/1/99/116/004 4 groidw 100 mg
EU/1/99/116/005 5 groidwe 100 mg

13. APIOMOX ITAPTIAAX

MMoptida
Lot

‘ 14. TENIKH KATATAEZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

H ottioddynon yo va unv teptingBei n ypaen Braille sivor amodekt.

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

A16106T0TOC YPOUU®TOS KMdIKAS (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO avayVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EIIIXHMANXH O®IAAIAIOY

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

Remicade 100 mg k6v1ig yio TUKVO GKEVAGHLO
infliximab
v

2. TPOIIOX XOPHI'HXHX

IMo evooAEPLa ¥pNoT LETA ATTO AVOCDOTACT KOt 0pOi®GT).

3. HMEPOMHNIA AHEHX

AHEH
EXP

4. APIOMOZX ITAPTIAAX

[Moptida
Lot

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

100 mg

6. AAAA ETOIXEIA
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Remicade
infliximab

Kapta YrevOopong AcOevovig

Ovopo acBevoic:
Ovopa yiatpov:
Tniepavikdg apBuds yroTpov:

Avt 1 kdpta vaevOOong acbevoidc mepiEyEt
ONUOVTIKEG TANPOPOPIEG AGPAAELNG TTOV TPETEL
va yvopilete mpv Kot Katd T O1GPKELN TG
Oepaneiog pe Remicade.

AgiEte autnVv TV KdpTa o€ KAOE YI0TPO TOV
gumiéketar ot Oepaneio oag.

[Mopakaieiote va S10fAcETE TPOCEKTUKE, TO
«DOAA0 OdNyidv Xpnong» tov Remicade wpv
OpYICETE VO YPNCLOTOLEITE OVTO TO PAPLLOKO.

Huepounvia évapéng g Oepomeiog pe Remicade:

Tpéyovoeg yopnynoeis:

Eival onpavtikd eoeic kot o yatpdg oag va
KOTOYPAWETE TNV EUTOPIKT OVOLOGTO KOt TOV
apBpd TopTidog TOL EAPUAKOV GOg.

Zntote amd ToV YoTpd GG VO KATAYPAWEL TOV
TOTO Kot TNV NUEPOUNViL TOV(TV)
terevtaiov(wv) eEléyyov(wv) Yo euuatioon (TB)
TOPOKATO:

E&étaon E&étaon
Hpepounvia Hpepounvia
AmotéAleopa AmotéAecpio

Mopaxaieiote va Peformbeite 6TL Exete emiong
uali oag évav KoTahoyo OA®V TOV GAA®V
QUPUAK®V TIOL ¥PNCOTOLEiTE o€ KAOE emickeyn
o€ gnayyelpatio vyeiog.

Alota adhepyiov:

Alota GAAOV QapUAK®V:

Aowpdéerg

pw 10 Oepomeio pe Remicade

e Evnuepoote Tov y10Tpd G0g £Qv £XETE KOO
Aolu®EN axdpo Kot EGv gival Hocovog
onpociog

Eivatl moAd onpovtikd vo evuepmCETE TOV
ywtpo cog edv giyate moté pupatioon (TB),
N eav &xete £pOeL Ge OTEV ETAQPT LUE KATOLOV
mov &giye pupoatioon (TB). O ywtpds cag Ha
oog e€eTAoEL Yo vaL OgL AV EXETE LUATIOOT)
(TB). Zntmote amd Tov Y1Tpd GOg Vo
KOTOYPAWEL TOV TOTO KO TNV NUEPOUNVia
Tou(TtwVv) terevtaiov(wv) eEAEyyov(®v) oag yia
ovpatioon (TB) omv kdpta

Evnuepoote tov y10tpd cog v Exete
nratitda B 7 edv Eépete M| vrontedeote OTL
glote popéag Tov 100 TG Nratitidog B.

Kotd ™ owapkera g Oepanciog pe Remicade

e  Evnuepoote apécmc tov yorpd cag eqv
éyete onpeto kamowag Aoipwéng. Ta onueio
weptlapfavouv Topetd, aicnuo kodpaong,
(emipovo) Prxa, dvomvola, andieia fapovg,
VOYTEPIVOUG 10PDTES, O1APPOLQ, TANYEC,
0dovTiKd TpofAnpata, oicOnua Kkadoov KoTd
TNV 00PNoN 1 «YPUTMOON oTueia.

Kinon, Onioocpog ko Eppoiracpoi

Y mepintwon mov éyete Adfel Remicade evid
noaoctav £ykvog 1 edv Onialete, eivar
ONUOVTIKO VO EVI|LEPDCETE GYETIKA TOV
YTPO TOL LOPOV GOG TPV TO LOPO GOG
AGBel omorodnmote epPforio. To pwpd oag dev
0o mpémel va AaPet kamowo «Lwovtovo
guPoror, onmg BCG (ypnopuomoteitor yio
TNV TPOANYT| TNG PLUOTIOONG), EVTOG

12 pmvev amd T yévvnon tov 1 eve
Onralete, extdc €6V 0 YIATPOG TOL UOPOV GOGC
GLOTNGEL SIOPOPETIKAL.

Kpatnote autiy v képto pali cog yio 4 unqveg
uetd v tehevtaio 60om cag Tov Remicade 1, o€
TEPIMTMOT EYKLUOGVVNG, Yo 12 pufveg petd
YEVVNON TOL HOPOV GaG. AVemBOUNTEG EVEPYELES
UTOPEL VO ELPOVIGTOVV APKETO KOPO LETE TNV
TeAevTOio cag d6o.
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho oonyIOV ypionc: IIAnpogopics yia Tov ypijoty

Remicade 100 mg k6VIig Y10 TUKVO CKEVUGNO. Y10, TOPUCKEVT] OLGAVNATOG TPOG £YVOT)
infliximab

AP aOTE TPOGEKTIKA OLOKANPO TO PVALO 0ONYLOV PN OIS TPOTOV UPYICETE VO, YPIGLUOTTOLEITE

avTo TO PApROK0, O16TL TEPLLAPPAVEL CNUOVTIKEG TANPOPOPIES VIO COG.

o durdEte avtd TO EUALO 0N YDV Yprone. Towg ypelactel va to dopdacete Eava.

o O yatpog oag B cog dmoet eniong pia kapta VIEVOOLIGNC oHEVOVG TOL TEPLEYEL GNUAVTIKES
TANPOQOPIES ACPAUAELNG TTOV TTPETEL VO YVOPILETE TPV Kot KT Tn didpKela Tng Bepomeiog oog
pe Remicade.

. Edv éxete mepautépm amopiec, poToTE TOV Y10TPO GOC.

. H cvvtayn v avtd to dppako yopnynnke omokAeloTikd yio cog. Aev TPENEL Vo SMGETE TO
@AapuraKo 6€ AAAOVG. Mmopel Vo Tovg TPOKAAEGEL PAAPT], AKOUA KoL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug eivar 101 e ToL OIKA OO,

. Edv mopatnpnoete kamoto avemiBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO GaG. AVTO 10YVEL Kot
ywo K60 mhav avemBOUNTN EVEPYELD TTOV JEV OVOPEPETOL GTO TAPOV POAAO 00T YLDV YPTONG.
BA\éne mopaypago 4.

T tepréyer 1o Tapév A0 00N YLOV:

T eival to Remicade ko ot givait 1 yprion tov

T mpénet va yvopilete mpv ypnoponomoete to Remicade
IMwg Ba yopnyeitar to Remicade

[Mbavég avemBounteg evépyeleg

IMog va puidcoete To Remicade

[Tepreydueva TG CLOKEVAGING KoL AOUTEG TAT|POPOPIES

AU e

1. Th givar To Remicade kon wowa givat 1) pijon Tov

To Remicade mepiéyel tn dpactikn ovoia infliximab. To infliximab givar éva povokiwovikd avticopo
- £V0G TOTTOG TPWTEIVIG TOV TPOGKOAAATAL GE EVOV GUYKEKPIUEVO GTOYO GTOV OPYOVIGUO, O 000G
ovopdletar TNF (mapdyovtog vEkpmong Tov 0yKmv) GApa.

To Remicade avrkel 6€ pio opado goprakmy wov ovoudlovtotl «amokAelotés Tov TNF.
Xpnowonoteital 6€ EVAAKES Yol TIG 0KOAOLOES PAEYLOVADOELG VOGOLG:

o Pevpatogion apbpitida

o Yoproowkn apbpitida

o Ayxvlomomtikr] omovévAitida (vosog Tov Bechterew)

. Yopiaon.

To Remicade ypnoonoieitor exiong o eviAIKEG Kot Todid NAKiog 6 ETOV Kl TAVE yio:
. No6co tov Crohn
o EXxkddn xolitida.

To Remicade dpa mpookoAirdpevo ekiektikd otov TNF dApa kot amoxieiovtag tn dpdon tov. O TNF
AP0 EUTAEKETAL GE PAEYUOVDOEIC SLOSIKAGIEC TOV GMOTOC, EMOUEVMG O OTOKAEICUOS TOV LITOPEL Vol
LELDGEL TN GAEYLOV] OTO GOUO GOG.

Peopartociong apbpition

H pevpatogiong apbpitido eivar pio pAeypnovodng vococ tov apbpacemv. Edv £xete evepyn
pevpoTogldn apbpitida Ba cog dobovv mpadTa dAla pdppoka. Edv avtd ta edppaka dev dpdcovv
apKeTd kald, 0o cag yopnynbei Remicade to omoio Oa mapete o€ GUVOLOCUO UE £VO, AALO PAPLOKO
7ov ovopaletar pebotpe&dn yia vai:

. Mewwoet ta onpeio Kot To GUUTTMOATO TG VOGO GOG
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o EmBpadiver t PAAPN otic apbpmdoelc cog
o BeAtiwoet ™ guoikn cog Aettovpyia.

Yopuocik apOpitida

H yoplacikn apOpitida ival pio preypovmong vocog tov apbpmoewv, cuvifmg cuvodevuduevn ard
yopiaon. Eav éxete evepyn yopilacikn apbpitida Oa cog dobolv tpdta dAro apuaka. Edv avtd ta
@appaka dev dpdcovv apketd kald, 0o cag yopnyndei Remicade ywo va:

. Mewwoet To onUeio Kot To GUUTTMOIATO TS VOGOL GOG
o EmiBpadidvel ) BAAPT oTig apBpdoelg cag
o BeAltiwoet ) puoikn cog Aettovpyic.

AYKVLOTOMTIKT] 6TOVOLAITION (VOo0G TOv Bechterew)

H ayxvlomomrtikn orovovAitida givar pio eAEYHoOvVAOOING VOGOS TNG 6ToVOLAIKNG oTAANG. Edv éxete
ayKvAomomTikn omovovAiTida Ba cag 608obv Tpdta dAAa pdapuaka. Edv autd ta edppoka dev
dpdoovv apketd kold, Oa cog yopnynbei Remicade yia va.:

. Mewwoet ta onpeio Kot To GUUTTMOUATO TG VOGOL GOG
o BeAtiwoel ™ guoikn cog Asttovpyia.
Yopiaon

H yopiaon eivor pia pAeypovodng vocog tov dépuatoc. Eqv xete uétplo éog cofapn yopioon kotd
T aKkag, Tpmta Oa cog dobovv dAla pdppoka 1) Oepamneieg, OTmg 1 potobepameio. Edv avtd ta
@appoka 1 oL oywyég 0ev dpdioovv apketd KoAd, Oa cag yopnynbei Remicade yio va peuwoet ta
ONUELN KO TO GUUTTOUOTA TG VOGOV GG,

EAk®ong koAiTida

H elxkdong kolitda givan pia pAeypovmdng vocog tov eviépov. Edv €xete elkcddn kolitida Oa cag
d0000v TpdTo GALL Qapuraka. Edv avtd ta pdpuaka dev dpdcovy apketd kald, Oa cog yopnynbei
Remicade yio ) Oepaneio g vooov cag,.

Noéoog Tov Crohn

H vécoc¢ tov Crohn givai pio pheypovmong vocog tov eviépov. Edv éxete voco tov Crohn Oa cog

80000V TpdTa dAAL eapuraka. Edv avtd ta pdpuaka dev dpdcovv apketd kald, Oa cog yopnyn el

Remicade yo:

. Tn BepamevtiKn avTipeTdmon g evepyng vocov tov Crohn

. Tn peiwon tov aptBol TV U1 GLGIOAOYIKGV AvOryUATOV (cLPTYYL) AVALESH GTO EVIEPO Kot
70 dEPLOL GaG IOV deV £xovV Tebel VIO EAEYYO UE A PAPLLOKE 1] YELPOVPYIKT EXEUPOACT).

2. Tvpéner va yvopilete Tpv (prorponomcete 70 Remicade

Agv 0o pémer va cag yopnyeitor To Remicade og nepintoon:

o Alepyiog oto infliximab 1| og omotodfmote dALo amd Ta cvotatikd Tov Remicade
(avagépovtal oty Tapdypapo 6).

o Alepyiag (vepevocnociog) oTic TPMTEIVES TOV TPOEPYOVTAL OO TO TOVTIKIAL.

o ITov éxete pupatioon (TB) 1 kdmwowa GAAN cofapn Aoipumén 6mwg Tvevpovia 1 onyapia.

. ITov éxete Kapdaky avendpKeLd OV Eival LETPLO 1] GoPopn.

Mn ypnotiponomoete To Remicade edv omotodnmote and Ta Topamdve EXEL Epapuoyn o ecdg. Edv
dev glote PEParol, AN OTE PE TOV Y1ATPO oag TPy va oag xopnyndel to Remicade.

Ipocidomou]oeis Kot TPOPUAGEELS
AmevBuvbeite otov Y10TpO GOG TPV ) KOTA TN ddpketa TG Oepaneiog pe Remicade edv €xete:

AdPel Tponyoduevn Oeparneio pe Remicade
o Evnuepaote tov yatpd oag eav eiyote AaPet Oepomeio pe Remicade oto mapedov kot Eekivate
Tdpa TaAL Oepaneio pe Remicade.
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Edv eiyarte éva diddeippa ot Beponeio cag pe to Remicade peyadivtepo tov 16 gfdouddwv,
VILAPYEL LEYUADTEPOC KIVOLVOG Y10 OAAEPYIKEG avTIOpAcElS OTav Eekiviioete oA T Bepaneio.

Aowméeig

Evnuepmote tov yatpd oag, mpv oog yopnyndei to Remicade, edv £xete kamoto Aoipnmén
oKOLo Kot v €lvar 1660vog onUaciog.

Evnuepaote tov yrotpd oag, mpv cog yopnynbdei to Remicade, edv giyate kdmote {Roei q
Ta&1OEYEL GE KATO TEPLOYT| OOV AOUMDEELS TOV OVOUALOVTaL IGTOTAUCUWOOT),
KOKKIO10€100 VKN TIOGT, T PAacTOpVKNTIOGT €ivat KOWEC. AVTEG 01 AOUMEEIC TPOKOAOVVTOL
OO GLYKEKPIUEVOLG TOTOVS LVKNTMV TOV HITOPOVV VAL EMNPEACOVY TOVG TVEDLOVEG 1 GALQL
LEPT TOL COUATOS GOGC.

Mmnopei va tpocBdilecte and AoUdEELG o gvkoA 6Tav AapPdvete Oepaneia pe Remicade.
Edv giote 65 gtdv N Gvo, 0 Kivduvog owtdg givat LeyaAdtepog.

Avtég o1 houdéelg pmopel va etvar coPapéc Kot TepAapfavouy pupatioor, AOUOEELS TOV
TPOKOAOVVTAL 0Td 100G, LOKNTES, PakTipla 1} GALOVEC 0PYAVIGHOVG GTO TEPIBAALOV Kol
onyapio Tov propei va givar ametntikn yio ™ Lon.

Evnuepoote apéomc tov yiatpo cog edv speavicete onueio Aoiuméng katd m didpkela g Oepameiog
ue Remicade. To onpeio mepthappdvovy mopetd, Prixa, ypurnmdn onueia, aicOnuoa adiadeciog,
gpuBpdnTa N BeppotnTa oto déppa, TANYEG 1 0dovtikd TpoPinuata. O yoTpdg cog pumopet va
GLOTNOEL TPOoc®PIV Slakonr) Tov Remicade.

Ddupatioon (TB)

Eivatl moAd onpovtikd vo evnuepmacete Tov Ylotpd cog edv giyate moté TB 1 edv éxete €pbet og
6TEV ENAYT pe Kamowov mov giye 1 £xel TB.

O yotpog oag Ba cog eEetdoet yia vo oet edv €xete TB. Tlepimtdoeig TB €yovv avapepbel oe
aocBeveic mov éhapav Oepameio pe Remicade, axopa kot o€ acbeveig mov Exovv Non AdPet
Oepaneio pe papuaxa yio v TB. O yatpdc cog Oa KoTaypdeetl ovtég TIG EEETAGELG 0TIV KAPTA.
vrevlvpIong acBevoic.

Edv o yiatpog oag motevet 6T fpiokecte og kivovvo yio TB, pmopei va AaPete Bepaneia pe
oapuaka yo. TB mtpiv va oag yopnynOei Remicade.

Evnuepoote apéomg tov yiatpo cog eav peovioete onueia TB kotd ™ didpkela g Oepaneiog pe
Remicade. Ta onueia meptiapfavovy enipovo friya, ammieia Bapovg, aicnua kobpaong, TupeTo,
VOXTEPIVOUG IOPDTEG.

16¢ ¢ nratitidoc B

Evnuepmote tov yatpd oag, mpv oag xopnyndei to Remicade, edv eiote popéac g
nratitdog B 1 edv elyate kdrote nratitida B.

Evnuepdote tov yiotpd cog dv miotedeTe 0TL pnopei va Bpiokeocte o€ Kivouvo va
npocPAndeite omd nrotitioa B.

O yotpog oag Ba mpénet va cag vtoPaiietl o Eleyyo yia nratitida B.

®epaneia pe amoxielotés tov TNF 6nwg 1o Remicade pmopel va odnynoet o
gMOVEVEPYOTOINGT TOV 100 TG Nratitdog B o€ acbeveic mov eivar popeic avtov Tov 100, 0
0mol0G Umopel, 6 OPICUEVES TEPITTAGELG, VO EVOL ATEANTIKOG Yol T (o).

Kopdukd mpofiquata

Evnuepaote tov yrotpd oag eGv £XETE OTOLOONTOTE KAPIKA TpofAnuata, OTmg i
KOPOLOKY] OVETAPKELOL.

O yatpog oag Oa OeAnoel va TapakolovONceL 6TEVA TNV KOPILE GOC.

Evnuepdote apéocwmg tov y1atpd cag edv EPLPAVICETE VEQ 1] ETOEVOUEVA CTILELN KOPIIOKNG
avemdpkelog katd tn dapketa tng Oepomeiog e Remicade. Ta onpeio tepthiapupdvovy dvonvola 1
SOYK®ON T®V TOOLOV GOG.

Kapkivog kon Aépomua

Evnuepdote tov yiotpod cog, mpiv cag yopnyndel to Remicade, dv €yete N elyote moté
Aéppoua (€vav TOTo KapKivoy ToV aiplotog) 1 0rolodnmote AL KopKivo.

Acbeveic ue cofapn pevpotogldn apbpitida, ot omoiot iyov T VOGO Yo LEYAAO XPOVIKO
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duotnua, pmopet va fpickovtal og LeyoAdTEPO Kivouvo va avartHEOVY AEUPLLA.

Ta wad1d ko o1 Eenpor mov Aappdvovy Remicade umopei va €xovv évav avénpévo kivouvo
avATTLENG AEUPONOTOG 1) KATOL0V AALOV KOpKivov.

Opiopévor acBeveig mov rafav amoxieiotég Tov TNF, cupmepthappavopévov tov Remicade,
avérTuEay £vay 6Tdvio TOTO KOPKIVOL TOV OVOUALETOL NTOTOGTANVIKO AU 0T
T-xOtTopa. Amod avtodc toug acbeveic, ol TepioadTeEPOL fTay £PnPa aydpila 1| veapoi dvopeg Kat
o1 eplocdTeEPOL Emacyay €ite amd voco Tov Crohn gite amd eElkddn KoAitida. Avtdg o TOTOG
Kapkivov 0dnynoe cvvinBwg og Bdvato. yedov 6lot o1 acbeveig eiyov Adfet emiong pappoka
mov mepEyovv alabelompivn 1| 6-pepkomtomovpivn poli pe omokieiotég tov TNF.

Opiopévor acBeveic mov éhapav Oepameia pe infliximab £yovv avamtdiéel cuykekpluéva €iom
Kapkivov tov déppatog. Edv vtapEovv onotecdnmote odhayég 010 SEPUA GOG 1) OEPUOATIKEG
avénoelg Kotd ™ didpkela 1 HeTd T Bepoameio, EVNUEPOOTE TOV Y1ATPO COG.

Opiopéveg yovaikeg mov Aappdvovv Bepaneio yio pevpatoedn apbpitida pe Remicade &yovv
avamtHEEL KapKivo Tov TpayAoL TG uhitpoc. o yovaikeg mov Aapupdvovy Remicade,
ocvumeptroppavouévmv ekeivav pe niikia avo tov 60 eTdv, 0 Y1oTpdc GO UTOPEL Vo GUGTNOEL
TOKTIKO EAEYYO Y10 KOPKIVO TOV TPOYNAOL TNG WNTPOS.

[vevpovordBea N Bopd kdmvicuo

Evnuepaote tov yrotpd oag, mpv cog yopnyndei o Remicade, edv £xete pio mvevpovondadeio
mov ovopaletar Xpovia Amoppaktikr| [Tvevpovorddeio (XAID) 1| edv giote Papig KanvioTig.
Adcbeveic ue XAII ko acBeveic o1 omoiot eivan Papeig kKomvioTég umopel vo Exovv VYNAOTEPO

kivouvo avantuéng kapkivov pe tn Oepaneio pe Remicade.

NO6G0g ToV VEVPIKOD GLGTNUATOG

Evnuepmote tov yratpd oag edv Exete 1 glyate moté KAmolo TpdPfAnua wov ennpedlel to
VEVPIKO o0g cVGTNU TPV Vo oag xopnynOel to Remicade. Avtd mepihapfavel okAnpuven
Katd mAakag, cvvopouo Guillain-Barré, edv éyete kpioeic 1} oag €xel O10yvOOTEL KOTTIKN
VELPITIOO».

Evnuepdote apéowms tov y1atpd cog 0V EPLEAVIGTE CUUTTMOROTO VEVPOTTADELOG KATA TN S1APKELD TG
Oepaneiog pe Remicade. Ta onueia mepirapfavoovy aAlayég otnv 0pach cog, aduvapio oto Gvm 1
KAT® AKpa GOC, ALmdio | LOPUIYKIAGUO GE 0TTOL00NTOTE OMIUELD TOV COUATOC GOC.

Mn @uciloloyikd avoiypata 6to dépua
Evnuepdote oV ylotpd c0G 4V £XETE OTOLAONTOTE U1 PLGLOAOYIKE AVOTYLLOTO GTO OEPLLAL
(ovpiyyw) Tpwv va cag yopnyndei to Remicade.

Eppolacpoi

MunoTe pe ToV Y1aTpo Gog £V KAVATE TPOCPOTA 1) TPOKELTOL VO, KAVETE EUPOALO.

®a mpémel vo AAPETE TOLG GUVIGTAOUEVOVG EUPOALOGLONS TPV EEKIVICETE TNV OYDYT LLE TO
Remicade. Mmopeite va AaPete optopuéva euforto, Katd T dpKeELD TN OYOYNG LE TO
Remicade, aAld dev Oa npémel va AaPete (ovtava epPorta (epforia mov mepiéyovy Evay
Covtovo oA eEacBevnuévo poAvopatikd Tapdyovto) evocm yproionoteite o Remicade,
EMELON EVOEYETAL VO, TPOKAAEGOVY AOIUDEELG.

Edv AdPoate Remicade evd oactay £€yKvog, To popd oag umopel emiong va Ppioketal og
UEYOADTEPO KIVOUVO Y10 EUOAVIOT) AOTU®ENC ®C amoTéAET O ANYNG VOGS Covtavoy gufoiiov
KaTd ToV TPMTO YPHVO TNg LmnMge. Elvar onuavtikd va evnuepdoete Toug yotpons, Kadmg Kot
0TO10VGONTOTE AAAOVG EMAYYEALOTIES VYEING, TOV LOPOVL GOG CXETIKA e TN (pron Remicade
OV KAVATE, 0VTMOE MGTE VO, LTOPOVY VUL OTTOPUCIcOVY TOTE TO LOPO 00 TPETEL VO, AdPEL
omolodnmote euPorto, copmeprrapfovouévov Tov (oviavov epforiov 6mwg to BCG gufoiio
(xpnoomoteitot Yo TV TPOANYN TNG PLUATIOONG).

Edv Inidlete, ivarl onuoviikd va eviUeEPDCETE TOVG YIOTPOVS TOV L®POV GaG KOl GAAOVG
EMOYYEALATIEG VYELOG OYETIKA UE TN YpNon Tov Remicade mov kdvate Tpv 10 pmpd cog Aapet
omolodnmote euPorto. I'a tepiocoTepeg TANPOPOpieg PA. Tapdypapo yio tnv Konon kot tov
Oniaopo.
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OepamevTiKol HOAGUOTIKOT TaPEyOVTEG

o MunoTe pe ToV Y1aTpo Gag €0V €xete AAPeL TpdoEUTA 1| EXEL TPOYPUUUATIOTEL VoL AGPeTE
Oepaneio pe Evav Bepamevticd poAVGHOTIKO TapdyovTa (6nwg evatdiiaén BCG mov
Tpoypatomoleital yio tn Oepameio Tov Kapkivov).

Xepovpyikeg enepuBAaceic 1 000vVTIKES TPAEEIC

. Evnuepaote tov y1otpd oag GV TPOKELTAL VO KAVETE OTOIEGONTOTE YEPOVPYIKEG EMEUPACELS 1|
000VTIKEG TPAEELS.
o Evnuepdote tov xeipovpyd 1 tov odovtiatpod cag 0Tt AapPavete Oepaneio pe Remicade,

delyvovtag Toug v Kapto vrevivuong acbevoic.

Hrotwd npofinpata
o Opiouévor aoBeveig mov Aapfdavovv Remicade €govv avantoéel cofapd nmotikd TpoPAnpata.
Evnuepote auéomc Tov Y1otpo cog €4V ELQOVIOTE CLUTTOUATO NTOTIKOV TPOPANUATOV KOTE TN
duapkela g Oepamneiag pe Remicade. Ta onueia meptlopufavouy KITpivicpo Tov dEPUATOS KOl TV
LOTIDV, 00PO, KOGTOVOD GKOVPO YPDOUATOS, TOVO 1] SO0YK®GN 0TV Gve de&1d TAevpd TG TEPLOYNG
TOV GTOMAYOV, TOVO GTIC apbpdGEelg, depuatikd eEavOnuota, 1 TPeTo.

XapnAog apfudc KuTtdpmv oipatog
o e opropévoug acbeveic mov Aappdvovv Remicade, 1o cdpa umopei va unv mopayel opkeTo amod
T ooospaipia Tov fondovv oty Katamoréunon Aowwméewmv 1 fonbovv ot dtakon| g
opoppayiog.
Evnuepdote apéoms tov y1atpd cog 0V EPEAVIOTE CUUTTMOUOTA YAULUNAOD 0P1OUOD AOoGPAPimY
Kkatd ) ddpketa tng Beponeiog pe Remicade. Ta onpeio mepthappdvovv eniplovo Tupetd, ayoppayio
N €0KOAO HEAAVIOOUO, UIKPEG KOKKIVEG 1 LOP KNAIEG TTOL TPOKOAOVVTOL OO GLLOPPAYiN KATW 0Td
70 3éppa 1 PN OYN.

Awtopayn T0L AVOGOTOINTIKOY GLGTIUOTOC
o Opiopévor aoBeveic mov Aapfdvovv Remicade £yovv avoartoéel countdpato piog dStatapayng
TOV OVOGOTIOTIKOD GUOTNUATOG TOV OVOUACETAL GLOTNUATIKOC EpVONUATOOING ADKOC.
Evnuepdote apéoms tov y1atpd cag Qv EPOAVIOTE CUUTTMOUOTO GLGTILOTIKOD EPLONUATMIOVG
AbKOL katd T ddpken NG Bepaneiog pe Remicade. Ta onueio tepriiappdvovy mévo otic apfpmaoelg
N e&avinuo ota pwayovio 1 ota ¥€pto Tov eivat evaicinto otov RAL0.

Howowd xon £pnpor

Ot mapamdve TANPoPopies apopovV ericng 6To IOl Kot Toug epnovs. EmmrpocsBétamc:
o Optopéva mondid kot enpor acbeveic mov £govv Adfet amoxielotéc tov TNF, 6nwg 0

Remicade, éyovv avamtiéel kapkivovg, copmepthapufavouéveoy acuvificTov TOT®mVY, Tov

OPICUEVEC POPES 0ONYNGaY og BAvaTo.

o [Teprocotepa madid mov Adpufavav Remicade avéntuéav AoudEelg o€ GOYKPIOT [LE TOVG
EVIAAIKEC.
o Ta wod1d Oa mpémel va AapPévouy Toug GLUVIGTOUEVOLS EUPOAOCLOVG TTPLY EEKIVIGOLY TNV

ayoyn pe Remicade. Ta mwaidid pmopovv vo Adfovv optopuéva euforia, katd T OldpKeLo TG
aywoyng pe To Remicade, oAAd dev Oa mpénet va Adfovv Covtavd eufoiio evd yp1oYLOTOLO0V
7o Remicade.

Edv dev glote oiyovpotl edv 0mo100NTOTE GO TO TAPOUTAVE® EXEL EPOPHOYT OE GGG, LUANOTE LIE TOV
YwTpo cog Tpv va cog yopnyndet o Remicade.

Alha @appoxkae kor Remicade

Acbeveig Tov &xovv PAEYHOVAOIELG VOGOLE TalipvoLy 10T papraka yio T Bepomeio Tov TpofANHATOG
ToVG. AVTA T0 QApUOKa PTopel va TpoKaAEsovy avemiBounteg evépyetec. O yatpog cag Oa cog
ovppoviedoet mola Ao PAppOKa TPETEL Vo, EEAKOAOVOEITE VO ¥PNGIUOTOLEITE EVOO® TOUPVETE TO
Remicade.

Evnuepaote tov ylatpd 60G GV ¥PNCIUOTOLEITE 1 £XETE TPOCPATO YPTCLOTOOEL AAAL PAPLLOKC,
GLUTEPTAOUPAVOUEV®Y OTOLOVOINTOTE GAL®Y Qapudkmv Yo T Oepareio ™ vooov tov Crohn, tng
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EAKDOOVE KOMTIOOG, TNG PEVUATOEDOVG apOpITIdNG, TNG OYKVAOTOTIKNG GTOVOLALTIONG, TNG
Yopcikig apdpitidag N e yoplaong N GOPLAK®OV oL eV GOG £x0VV yopnynoel e cvvtaymn, OTmG
Brrapivec kot eUTIKE eapuaKa.

[T cvykekpéva, EVIUEPDOTE TOV YIOTPO GOG EAV YPTCILOTOLEITE KATO10 Ao ToL akOAoLOa
QaproKoL:

. Ddppoko ToV TPOGPAAALOVY TO VOGOTOUTIKO GA.G CUGTN L.
o Kineret (avaxivpa). To Remicade kot 1o Kineret 6gv 0o mpénet va ypnotponotodvrot podi.
o Orencia (apatacéntn). To Remicade kot to Orencia dev Ba mpénet va ypnoiponotovvor podi.

Koatd ™ dudpkela ypriong tov Remicade, dev Ba pénetl va AaPete Lovrova spfoia. Edav
ypMnoonolovcate To Remicade kotd ) didpkeia TG eykvpoovvig 1 Aapfdvete Remicade evd
Onralete, evnuUePMOTE TOV YITPO TOL UOPOV GOG Kot AALOVG emayyelatieg vyeiag mov epovtilovv T0
Lwpo cag oyeTIKd pe ™ xpnon Remicade mov kdvate, mpv o popd Aafetl orotodnmote epforto.

Edv dgv elote Giyovpot edv 0mo100nT0TE OO TU TOPATAV® EXEL EQAPUOYT GE EGAG, WANGTE UE TOV
YTpd M| TOV POPUAKOTOL0 CaG TPLY Vo, Yprotponomoete o Remicade.

Kinon, Onhaopoc ko yovipétnta

o Edv giote éyxvog 1 Inidlete, vopilete 6t1 pmopet va iote £YKv0g 1 oYEIALETE VAL OTOKTIOETE
7a1oi, {ntote T GVUBOVLAN TOL YITPOV GOC TPV TAPETE 0LTO TO Pappoko. To Remicade Oa
TPETEL VAL YPTCILOTOLEITAL KT T S1GpKELD TG KOMoNG 1] KoTd TN dtdpkela Tov Onhacpod poévo
€6v 0 Y10TpOG GG TIOTEVEL OTL ElvaL ATOPOATNTO Y1 EGOC.

o ®a mpénel vo, amoPevYeTE Vo, peivete £ykvog otav Aaupavete Bepomeio pe Remicade kot yio
6 unveg petd tn drokonn g Oepameiag pe avtd. TulnTNoTE GYETIKG LLE TN XPYOT OVTIGVAANYNG
KaTé T OAPKELD AVTNE TNG TEPLOOOL LLE TOV Y1OTP OOC.

o Edv Aapate Remicade katd tn d14pKeLo. TG EYKLHOGUVIG GAG, TO LOPO GOG UTOPEL va
Bpioketan og peyadhrepo Kivouvo yio epeavion AoipHménc.
. Eivon onuoavtikd va evnuepdoete Toug Yotpois, Kadmdg Kot 0molousdnmote AALOVG

EMOYYEALATIEG VYELOC, TOL LOPOV GOC GYETIKA Ue TN xpnHon Remicade mov kavore, mpv
yopnynOel 6to uwpd cag onorodnmote guPorto. Edv AdPote Remicade evd Noactay £€ykvog, 1
yopnynon tov eufoiriov BCG (mov ypnoyomoteitat yio Ty TpoOANYT| TG QLHOTIOONS) GTO
Hopo cag evioc 12 unvav amnd ) yévvnon Tov umopel va Tpokorécel Aoipwén pe coPapég
emmAOKEG, cuumepiAapfovouévon tov Bavdtov. Zovtava o, 0nmg to BCG gpporto, oev
Oa mpémel va divovtal 6to pwpd oag evtog 12 unvav amd T yEvvnon Tov, EKTOG GV 0 YLoTpog
TOV L®POV 600G GLGTNGEL dtapopeTikd. o nepiocdtepeg TANPOPOpies PA. TOPAYPAPO CYETIKA
Ue Tovg ePPoAacovC.

o Edv Inidlete, ival onuovtikd va evePDCETE TOVG YIOTPOVS TOV LOPOV GOG KOl GAAOVG
EMOYYEALLATIEG VYELOG OYETIKA UE TN YpNon Tov Remicade mov kdvate Tptv 10 pmpod cog Aapet
omolodnmote eUPOAI0. ZovTova epPola dev TPENEL VO, YOPNYOVVIOL OTO LMPO GOG EVA
Onralete, extdC €4V 0 Y1OTPOG TOV LMPOD GOG GLGTNGEL SLUPOPETIKA.

o "Exovv avaeephet Evtova peiopévol apibuoi Aevkokuttdpav og Bpéen mov Exovv yevvnbel amod
yovaikeg mov AduPavay Oepameio pe Remicade katd ) ddpketo g eykopoocvvie. Edv 1o
LOPO GaG EYEL GUVEYOUEVOVS TUPETOVG 1) AOUMEELS, EMIKOIVAOVIOTE LLE TOV YLOTPO TOL HOPOD
GOG AUECHG,.

0ofyNoN Ko YEPLOROS PN OV LATOV

To Remicade dev avapévetal va ennpedcel Tnv ikavotnta 6og vo odnyeite N va yepileote epyoleio N
unyoviuata. Edv vimOete kovpacuévorl, Lolouévol 1 adidbetot puetd m yoprynon tov Remicade, unv
001 YNGETE N YEPIOTEITE OMOLOONTOTE EPYUAELD ) UMY AV LLOTAL.

To Remicade wepiéyet vatpro

To Remicade mepiéyetl Arydtepo amd 1 mmol vatpiov (23 mg) avd 6661, dnA. £lval OVGIACTIKA «YOPIC
vatpion. Qotoc0, mpv to Remicade yopnynOel oe ecdc, avaperyvdetar pe £va S1GAvUA TOV TEPIEXEL
vatpro. Evnuepdote tov yuotpd cog v axolovbeite dlonta pe eEAeyyOUEVT] TEPLEKTIKOTNT GE OAATL.
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3. Mo Ba yopnyeitor To Remicade

Peopoartosiong apfpition
H ovuving 660om eivar 3 mg yia kabe kg couatikod Bapovc.

Yopraciki] apOpitidoa, ayKvAoTOWTIKI 6TOVOVAITION (VoG0S TOV Bechterew), yopiaocm,
EAMKMONG KoAiITIO0 Kot vo60g Tov Crohn
H ovvnng 660m eivar 5 mg yia ka0 kg copatikod Bapovc.

o yopnyeitar To Remicade

. To Remicade Ba yopnyeitot og €6dg and Tov y10Tpo 1) TOV VOGOKONO GOG.

. O y10TpdG 1 0 VOGOKONOG GG B0l TPOETOUAGEL TO PAPLOKO TPOG £YXLOT).

o To pappaxo Ba yopnynbei wc £yyvon (otdydnVv) (evtdg 2 wpodv) péca o€ pio amod Tig PAEPES
cag, obvnBwg otov Ppayiova cag. Metd v tpitn Oepameia, o yraTpdc GO UTOpEl va,
ATOQOGIoEL VO GOg XOpNYNOEL TN 800N oag Tov Remicade evidg 1 mpoc.

. ®a mopakorovbeiote evocwm cag yopnyeitar Remicade ko emiong yio 1 éwg 2 dpeg peténeita.

IIéco Remicade yopnysito

o O yatpog Oo amopacicel T 666N cag Kot 1060 cLyva Oa cog yopnyeitar Remicade. Avtd Oa
e€aptdTon amod TN Voo GG, TO CMUATIKO G0G PApog Kot amd TO TOGO KAAY OVIOTOKPIVESTE GTO
Remicade.

. O mopaxdto Tivakag delyvel T0co cuyva Ba maipvere cLVNBOS AVTO TO PAPLOKO UETE TNV

TPMOTN 006N 6O,

2" doon 2 gfdopddeg uetd v 1" oag d6on
3" 360n 6 efoopddeg uetd v 1" oag d6on
Enduevec 66ce1g Kabe 6 ém¢ 8 efdouddeg avarloya [e T VOGO GOG

Xp1on o€ TodLd Ko Ep1ovg
To Remicade Oa mpénet va ypnoiponoleitol og moudid udvo edv Aapfdvovy Bepameia yio voco tov
Crohn 1 éAx®0oM KOAITId0. AVTA TO TOUSLE TPETEL VO EIvOL NATKIOG 6 €TOV 1 peyoldTEPQ.

Eav cag yopnyn0ei moiv peyain 66on Remicade

Kobmg avtod to papuako yopnyeitat omd Tov yorpd 1 ToV VOGOKOHo Gog, eivat amifavo va cog
yopnynOel ToAD peydin d6om. Aev VIAPYOLY YVOOTEG AVETIBVUNTEG EVEPYELEC OO TN ARWT TOAD
peyding 60omg Remicade.

Eav Eeyboete N moporeiyete TV £yyvon oog pe Remicade
Edv Eeydoete 1| mopaieiyete Eva pavtePov yia tn Ayn Remicade, kieiote éva dAlo pavtefod 660 o
duvatdv GUVTOUOTEPQ.

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LE TN YPTOT OVTOV TOL PAPUAKOV, POTNOTE TOV Y1ATPO
oG,

4. MBavéc avemBOuNTEG EVEPYELES

Onwg dha To pApLOK, £TGL KOL GVTO TO GAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELEC, AV
ka1 6gv Tapovoldlovtal og dAovg Tovg avBpdTovs. Ot TEPIGGOTEPES OVEMBOUNTEG EVEPYELEG Elval
nmieg £wg péTpies. Qotdoo pepikoi aobeveic pmopet va gpeavicovv cofapés avemBounTes evEpyeteg
Kol puwopet va, amaitioovy Oepameio. Ot avemBOunTeg evépyeleg UmopEl EMioNg VL ELPAVIGTOVV QPO N
Oepaneio pe to Remicade €yet Sraxomel.

Evnuepoote apéome Tov Y10Tpo 60g 4V TUPATNPICETE OTOLOONTOTE U0 TU TUPUKATO:

o Inueio allepyrknig avTiopaong Onwe S1OYKMGCT] TOL TPOGMITOV GG, TOV XEIMMV, TOV
GTOUATOG 1] TOV AQULOD TTOV UTOPEL VO, TPOKAAEGEL SVGKOAN GTNV KOTATOGN 1) TNV OVOTVOT),
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eEavinua déppartog, e&avinuata, S10YK®MON TV YEPLDV, TMV TOSOV 1 TOV ACTPAYAAWDV.
Opiopéveg amd avTéG TIC avTOPAcELS pmopel va eivorl coPapég 1 ametintikég yia ) {on. Mia
aAhepyikn avtiopoon pmopel vo cuopuPet eviog 2 wpav and v Evecn cag N apyoTepal.
[TepiocoTEpO onueio. AAAEPYIKDV TAPEVEPYELDY TOV UITOPOVV VoL GOV Emg 12 nuépeg uetd
NV €veon oag TepAaUPEvouy TOVO GToVG POES, TVPETO, TOVO OTIC apbpdaoelg 1 T yvado,
TOVOLALLLO 1] TOVOKEPAAO.

Inueio kaporakoV tpofripatog 6nwc Suvoeopia | TGVo 6To 0TNBOG, TOVO GTA XEPLXL, TOVO
GTO GTOUAYL, 0VGTTVOLa, AyYos, Tdon Yio Amobupia, (AN, Aumobupia, @idpmon, vavtio
(aicOnua adiabeciag), Epeto, aicOnua ptepovyiouatog duvatdv KTHTWOV 6T0 6THH0C GG,
YPNYOPO 1 0pYO Kopdlokd ¥TOTO Kol SIOYKWOOT) TV TOJMV GG,

Inpeia Aoipoéng (coprepriapfavopévig Tne QUUOTIOONS) OIS TLPETO, aichnua
Kovpaong, Prxag Tov umopei va ival enipovog, SVCTVOLM, YPUTTMIT CUUTTOUATO, OTOAEL,
Bapovg, vuytepvoidc 10pmTES, d1apPOLa, TANYEC, TVMING GLAAOYN GTO EVIEPO 1) YOP® OO TOV
TPOKTO (amdoTNUA), 000VTIKA TpofAnuaTa 1 aicOnpa kadoov Kotd TV ovpnon.

MBavég evocigers kapkivov, cuumeptiapufavouévaov aAld xopic va teplopilovtal o€ avTEG,
SOYK®ON TV AEUQUIEVRV, amdAELL, fApovg, TupeTd, acvvidioto olidla Tov dépuatog,
UETAPOAEG T®V OTA®V ) YPOUATIGUO TOV OEPUATOC 1} AoLVAOIGTN KOATIKY aipoppayia.
Inueio Tveopovikov Tpofqpatog 6nwme Py, SLGKOMEC KAT TNV ovartvon 1 oei&o 6To
otboc.

Ynpeio TPoPANATOS TOV VEVPIKOD GVGTIHATOS (GVUTEPLAOUBAVOREVOVY TOV 0QOUAUIKAOY
TPOPANRATOV) OTOS oNUElN AYYELNKOV EYKEQPOAMKOD ETEG0ST0V (0pVvidia apmdio 1 advvopio
TOV TPOCHTOV, TOV YEPLOV 1) TOV OO0V, WLiTEPA GTN Uitk TAELPE TOV COUATOC GUC, ALPVIOLH,
GLYYLOT], SUGKOAIN GTNV oA T} OTNV KOTAVONGT], SUGKOAN GTNV OPACT GTOV £VOlV 1] KoL
610G 600 0PBaApOVG, Suckoria oTo Pddioua, LAAN, ATMAELN IGOPPOTIOG 1| GLVIOVIGUOV N
cofapn KePAAaAYiR) KPIGELS, LUPUYKIUGLLO/ OU®OL0 G OTOI0ONTTOTE OTLUEIO TOV GMUATOC GOG,
N advvopio ota xépta 1 Ta TOW, AAAAYES GTIV OPUCT] OTMG SITAMTIN 1) GAAG. 0QOAAKY
TpoPAnpaTaL.

Inueio nratikov Tpopfinparos (copneprropfavouévng g Aoipméng omd nratitida B 6tov
glyate katd to Taperdov nratitida B) 6nwc Kitpivicpo Tov dEPHOTOC 1) TOV UATIDV, 0VPO.
KAGTOVOD GKOVPOL YPMUATOC, TOVO 1 SIOYK®GT 6TV Ave 6eE16, TAELPE, TNG TTEPLOYNG TOV
oToudyov, TOVo oTig apbpdoelg, eavinpata 1| TUPETO.

Inueio S10Tapayic TOL VOGOTOTIKOD GUGTIRATOS OTMG TTOVO OTIS apbpmdaelc 1| e&avOnua
oT0 pdyovAa 1 Ta xépila mov gival evaichnto otov Ao (Abkog) I Pya, dSVGTVola, TUPETO 1
deppotikd e€dvinua (capkoeidwon).

Inpeia Y ounA®V TIHOV 0TI £€TAGELS AipOTOg OTMC ENILOVO TVPETO, OLOppayia 1] EDKOAO
HEAGVIOO O, KPEG KOKKIVEG 1] HOP KNAIOES TOV TPOKAAOVVTHL OO Opoppayic KAT® omd To
déppa 1 @pr OYN.

Inpeio cofapa@v deppaTIKOV TPOPANRATOV OO KOKKIVOTEG KNAIOEG TOL LotdlovV [
GTOYOVG N KUKMKEG KNAMOEC GLYVA UE KEVTPIKEG PAVKTOIVEC GTOV KOPUO, UEYAAEC TEPLOYEG
UTOPAOIDGEMC Kol OTOAETIONG (ATOPOAId®GN) TOV EPUATOG, EAKT) TOV GTOLOTOC, TOL A0V,
NG LOTNG, TOV YEVVITIKOV 0pYAVOV Kol TOV 0QO0AU®OY 1 LIKpE £0YKOUATO PLe TOOV TTOV
umopei va eEamimBodv 6To GO, AVTEC 01 OEPUOTIKEG AVTIOPAGELG UTOPEL VO GLVOdEHOVTAL
omd TLPETO.

Evnuepdote apéowmg tov y1atpd cag edv TPOCGEEETE OTOI0ONTOTE GO T TAPOTAVE.

Ot ax6lovBeg avemBounteg evépyeteg avapépbnkav pe to Remicade:

IIoA0 cvyvéc: pmopei va exnpedosovy neprocotepa andé 1 ota 10 dropa

Zropaykdg movog, aichnua adiabdeciog

loyeveig Aoyméelg 6mmwg £pmng 1 ypimn

AOUDEELG OVDTEPOV AVOTVEVCTIKOD GUOTHHATOG OGS TOPUPPIVOKOATITION
ITovoképaiog

AvemBOun evépyeia Adym piog yyvong

IT6vog.
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Yoyvéc: propei va emnpedoovy émg 1 ota 10 dropa

AMayEC 6TO TOG SOVAEVEL TO GUKMTL GaG, oOENOT ot Nratikd Evivpa (paivoviol oTig
e€etdoelg aipartog)

Aoudéeig Tov mvedova 1) Tov otNBovg OTTMG PpoyyiTidn 1 TVELHOVIX

AvcKoAn 1 en®dLVN avomvor, BopakKikKodg TOVOg

Ayloppayio 6T0 GTOHAYL 1 GTO EVTEPO, ddppOLY, SLVCTEYIN, KAOVPO, SOVCKOIAMOTNTO
Kvidotikov thmov e&dvOnpa (eEavinuata), kvnopmdeg e&dvOnua 1 Enpodeppia
IIpofinpata icoppomiog 1 aicOnua {oAng

[Tupetdg, avénuévn epidpmon

Kvrhopopikd mpofAnpata 0Tmg YoUnAn 1 VYNAN 0pTnploKn Tieom

MoAwreg, £Eaym 1 pvoppayia, Beppotnta, epubpodtnta dépuatog (epvdpiacmn)
AioOnpo kobpaong 1 advvopiog

Boxmplaxég Aoypuméelg 6mmg dnAntnpicor Tov ailatog, andotnua 1 Aoipmén Tov déppatog
(xutTapitdn)

Mukntiactkn Aoipwén tov déppatog

Ayatoloyikd mpoPAnpata 0Tmg avaipio 1 xapnAds aptfudg AEVKOKVTTAPOY
AOYKOPEVOL AEPQOdEVEG

KotabAwym, tpofinpota vvov

OpBaipucd TpofAnpata, COUTEPIAAUPAVOUEVEOY KOKKIVOV LOTIOV KOl AOU®EE®V
I'pyopog kapdiakdg yromog (Toyvkapdio) N aicOnpa ToApoy

[Tovog otig apbpdoelg, Tovg woec 1) TNV TAGTN

Ovporoipmén

Yopioon, deppotikd tpoPfAnpatae 0Tmg EkCepo Kol AmdAELD TPV

AvTi0pacelg 6to onueio g éveong 6mmg movoc, TPHEL0, EpLOpOTTA 1 KVNGUOG
Piyn, ovykévipwon vypod KAt amd To dEPLLO TOL TPOKUAEL S10YKMOT)

AicOnuo LovdiaeroToc | LUPUNYKIOCUATOG.

Oy ovyvég: propel va emnpeacovy £mg 1 ota 100 dropa

Avemdprela Tapoyns aipatog, S10yKmorn eAERoG

Yvidoyn aipotog £ amd ta apoPopa oyyeio (QUATOUA) 1 HOAWOTES

Agppotikd TpoPApata OTMG PAVKTAVES, KPEATOEAMES, U1 PUCIOAOYIKOG YPOUATIGUOC 1)
VIEPYPDGCT TOL dEPUOTOG 1) O10YKMUEVE XEIAN, 1 TAYXVVOT TOV OEPUATOC, 1| KOKKIVO, POALOMTO
Kol AETIOEOEG dépUaL

YoPapéc arlepyikég avTiopaoels (w.y. avaguiaio), pio doTapayr] TOV OVOGOTOTIKOD
GLOTNOTOG TOV OVOALETAL ADKOGC, AAAEPYIKEG OVTIOPAGCELG OE EEVEC TPMTEIVEG

ITAnyég mov emovAdvovtan Bpadvtepa

Aldykmon Tov Yrotog (Nratitidn) 1 Tng YoAndoxov KOeTng, Nratikn PAGEN

AloOnpo amodAglog pvnung, vepediotdTTag, GUYYLONG, VELPIKOTNTAS

OpBaipucd TpofAnpata mov teptiapufdvovy Baumn 1 petdpévn Opact, TPNOUEVA HATIO 1)
yoAalio

Néa gppavion 1 emdeivoon Kapdlokng avendpKelog, apyos kapdlokog puOuog

AwoBopia

Yracpol, vevpikd mpofAnpota

Mia onr] 6710 évtepo 1| AMOKAEICUOG TOV EVIEPOV, GTOUAYIKOG TOVOG 1| KPAUTEG

AOYK®ON TOL TOYKPEATOG GOG (TayKPEATITION)

MuknTocikés AoUdEELG 6T AoTH®EN armd CUHOUDKNTEG T} LUKNTINGIKT AOTH®EN T®V VOYLOV
ITvevpovikd tpofinpato (6rmg oidnuo)

Yypd yOpw amd toug Tvedpoveg (VTEC®KOTIKY GLAAOYN)

[Teprlopiopog TV 0epayYdV GTOVS TVEDIOVEG TOL TPOKOAEL SUGKOAD KOTA TNV OVATVOT|
DLeypovmon enévodVoN TOL TVEDLOVE, OV TpokaAel 0£0 Bwpakikd dAyog to omoio umopei va
EMOEWVAOVETOL UE TNV avarvon] (TAevpitida)

DOvupatioon

AOUDEELS TOV VEPPDOV

Xouniog apuog aipometaiiny, vYnAdc apldudc AEVKOKVTTAPOY
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AoUDEELS TOV KOATIOV

Aotoloyikég eEETAGELS TTOV SElYVOUVY AVTICOUOTA’ EVOVTL TOV 1310V TOL OPYOVIGUOD GOGC
Mertoforéc ota eminedo YOANGTEPOANG KOl AMTIOi0V GTO Oipa.

AvENoN copatikov Bapoug (Yio Toug TEPIecOTEPOLE 0obeveic, | avénon Papovg nTav pikpn)

Yrawviec: pmopel va exnpedoovv £0g 1 ota 1.000 dropa

"Evag tomog kapkivov Tov aipatog (AEpepopa)

To aipo cog dev mapéyel opketd 0ELYOVO GTO CMUN OOG, KUKAOPOPIKA TPOPAHOTO OT®S
OTEVOOT) EVOC ALOPOPOL ayyEiOL

DLeypovn TG EEMTEPIKNG EMPAVELNG TOV EYKEPAAOV (UnviyyiTida)

Aoudéelg Aoym e£acBevnévou 0VOGOTOTIKOD GUGTHLLOTOG

Aolpwén and nrotitida B dtav eiyote nrotitidoa B oto maperbov

D)Leypovn ToL NTOTOG TOV TPOKUAEITOL OO £Vl TPOPAN LA LLE TO OVOGOTOTIKO GUGTN O
(avtodvoon nmatitida)

[IpoPAnua Tov Nratog mov TPoKaAEl KiTptvn ¥pdOT TOV dEpUATOC 1} TV 0POUAU®Y (TKTEPOQ)
Mn @ucioroyikn 010yKmo™ 1| avanTuén 16TOV

Yofapn aArePYIKN OVTIOPAON TOV UTOPEL VO, TPOKAAEGEL ATMAELN, GUVEIONONC KOl TOV UTOPEL
va glvar ameinTiky yo ™ o1 (avaeulaktikn kataminéio)

AOYK®ON TOV WIKPOV dLo@opmv ayyeiov (ayyeutida)

AlTOPOYEG TOL BVOGOTOTIKOD TTOV EVOEXETAL VO EXNPEAGOVY TOVG TVEDHOVES, TO SEPLLOL KOl
TOVG AepPadéveg (OTmG N caPKOEId®GN)

2VAAOYN AVOGOTOMTIKMV KLTTAP®Y TOV OQEILETOL GE PAEYLOVAOIT OTOKPLOT (KOKKIOUATDOOELG
UALOIDGELG)

AmdAEL0, EVOLOQEPOVTOC | GLVALGHNLOTOC

Yofapd depuatikd TPoPANHOTH OT®S TOEIKT EMOEPUIKT VEKPOAVGT], ZUVOPOUO
Stevens-Johnson kot o&gla yevucevpévn eEavOnuatiky eAvktaiveoon

A0, depUaTIKA TPOPANUOTO OO TOAMOUOPPO £PVON UM, AELYTVOELDELS AVTIOPAGELG
(kvnoumdeg deppoTikd eEAVON LN KOKKIVOTOV-HOP ¥p®UATOG 1Y/Kat VI UATOEWEIG AgVKEG-
vkpileg Ypappéc 6Tovg PAEVVOYOVOUC), PADKTUIVEG KO AITOAETIGT) TOV OEPUATOG, 1 EKQVUATO,
(o001 vmon)

Yofapéc draTapoyés TOL VEVPIKOD GLGTHUATOS OTMC EYKAPGLO. LVEAITION, VOGOG
TPOCOHO1ALoVoa [Le GKANPLVOT KOTA TAAKOAG, OTTTIKY| Vevpitida Kot cvvdpopo Guillain-Barré
DLeypovn 0T0 HATL TOV PTOPEl VO TPOKAAESEL AALAYEG GTNV OPAGCT), CUUTEPIAAUPAVOUEVG TG
TOPAOGONC

Yypd omnv e&mteptkn emMpaveld tng Kopdldg (Tepikopdlokn GVALOYT)

YoBapd mvevpovicd tpoPAnpata (OTmg S1GUEST] TVEVLOVOTAOELO)

Meldvoua. (€vag TOmog KapKivoy Tov 0EPUATOS)

Koapkivog Tov tpayniov g untpag

XounAég TWEG 0T YEVIKT OiaTog, GUUTEPIAAUPAVOUEVOD EVOG EVTOVO, LEIOUEVOD aplBuon
AEVKOKVTTAP®V

Mikpég KOKKIVOTEG 1 TOPPLPES KNAIOES TTOL TPOKOAOVVTAL 0T aLoppayict KATM amd TO dEPLLOL
Mn @vG1oAoYIKES TIHEG HI0G TPMTEIVIG TOV aiplatog Tov ovoudleTon «TapdyovTog
GUUTANPOUATOGY O OTO10G OMOTEAEL LEPOG TOV OLVOCOTOUTIKOD GUGTNHOTOG.

Mn YvooTiS 6veTNTUG: 1 OVYVOTNTA O0EV UToPEl va ekTiun0¢i pe fdon to dornbécipa ocdopéva,

Kopkivog og Toudid Ko eViAIKEG

"Evag omaviog kapkivog Tov aiplotog Tov TpocsPaiiel kuping epnBoug 1 vEoug avopeg

(nratooTAnvikd Aépempa ard T-kdttapa)

Hratw avendprela

Koapxivopo kottapov Merkel (évog thmog kapkivov tov d€ppatog)

Yapropa Kaposi, pio ondvia popen koapkivov mov oyetiCeton pe Aoipwén and tov 16 Tov
avBpamivov épanra tomov 8. To capkmpa Kaposi epeaviletol cuyvotepa [e T LOPOT|
TOPPLP®V PAAPOV TOV dEPUATOC.

Emdeivoon piog kotdotoong mov ovoudleTol dEpUaTopvocitidon (eueaviCouevn g dEpUOTIKO
eEavOnua Tov cuvodedel T poiKn advvopio)
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Kopdiakn TpocBoin

Ayyeloxd eyke@ulkd enelcddlo

[Ipocwpvi andrela Opacng KaTd T SLapKeLd 1] EVTOC 2 mpdV omd TNV Eyyuon

Aoluwén Adyo epforiov amd (dvtec 100¢ e€artiag e&acbevnuévon avocomomTikon
GLGTNLOTOG,.

o [pofinuato Hetd amd pa TPk oledIKocio (CLUTEPILOUPBAVOUEVOY AOTUMOMY Kot UN-
AO®O®OV TPOPANUATOV).

Emnpooc0etec avemOounteg evépyeieg € mondd Kot epnpovg

Ta wond1d wov €haPav Remicade yia tn voco tov Crohn enédei&av opiopéveg S1opopég oTig
avembounteg evépyeleg, 6€ GUYKPLoT e Tovg eviiAikeg Tov Elafav Remicade yio t vocso tov Crohn.
Ot avemBOUNTEC EVEPYELEG TTOV EUPAVIOTNKAV TEPIGGOTEPO GTO, TULSIG NTAV: YUUNAOS aplOudg
gpuBpokvTTdpov (avaio), aipo 6To KOTPOva, YoUNAd CUVOAKE ETITESH AEVKOKVTTAP®V
(Aevkomevia), eppBpdtnTa 1| Kokkivicpa (aevidto epuinua), ukég AoumEels, YapnAd ximeda
AEVKOKVTTAP@V TOL OVTILETORTILOVV TIG AoUMEEIC (0VOETEPOTTEVINL), KATAYUO, 0GTOV, POKTNPLOKT
AOTU®EN KO AALEPYIKES AVTIOPAGELS TOV AVOTVEVGTIKOD GOANVAL.

Avagopd avemBOunTmv evepysrt@v

Edv mapatnphoete kamoto avemBOunTn evépyela, EVIUEPOOTE TOV YITPO, TOV PAPUAKOTOL0 1)
TOV/TNV VOGOKOUO 60¢. AuTtd 1oybel kot yio KaOe mlovn avemiBountn evépyelo oL dEV aVOQEPETAL
GTO TTOPOV PUALO 0ONYIDV Ypriong. Mropeite eniong va avaeépete avemBounteg evépyeteg omevdeiag,
Uécm Tov €6VIKOD GLOTNUATOS AVOPOPAS OV avaypapetal 610 [apdpmua V. Mécm g avapopdg
avemBouuNTOV EVEPYEIDV UTOPELTE Vo fonBNceTE GTN GLALOYT TEPIGCOTEPWOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELL TOV TAPOVTOG POPUAKOV.

5. og va puiaocoete To Remicade

To Remicade 0o puAdcceton yevikd and Tovg enayyeuotieg vyeiag. Ot Aemtouépeieg puAaéng oe
TEPITTOOT OV TIG YPENCTEITE Eival ¢ aKoAoVOG:

o To @appako ovtd TPETEL VO UAACOETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POGvovy Ta
TodLd.
. Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUEpounvic ANENG TOL AVaPEPETAL TNV

gmoNuaven Kot 6to kouti petd ™ « AHEH». H nuepounvia Anéng etvon n tedevtaio nuépo Tov
H1VO. TTOL OVOQEPETOL EKEL.

o dvidooete og yoyeio (2°C-8°C).

. To @appako avtd umopei exiong va PLAAGGETUL GTO OPYIKO KOVTI EKTOC WYuyeiov, 6€ PUEYIOTN
Bepuokpaocio £wg 25°C kot yio pia povo ypovikn tepiodo £mg 6 PVeS, aAld Oyl TEPQ Ao TNV
apykn nuepoumvio ARENG. Xe avTHV TV TEPITTOOT, UNV TO EMGTPEYETE Yo OANEN GE YuyEio.
Avaypayte ™ véa nuepounvio AENC Tavm 6To KOuTi, GUUTEPIAAUPAVOUEVOY TV GTOLXEI®MV
nuépa/pnvag/étog. AToppiyte T0 PAPLOKO QVTO €0V Oev €XEL ypnoipomombel péypt tn véa
nuepopnvio ANENG 1 L€YPL TNV Nuepounvia ANENG Tov gival TLTOUEVN TAV® GTO KOLTI, avdAoyo
LLE TO TOla TpoNyEiTaL.

. Orov 10 Remicade mpoetopdletat yio £yyvor, GUVIGTATAL VO ¥PNCIUOTOLEITOL OGO TO dSVVATOV
ouvtopoTePa (evtoc 3 mpdv). 2oT6G0, €0V TO S1AAVLUA TPOETOOCTEL 08 GLVOT|KEG EAEVBEPEG
ppoficv, pmopel va puidocetal o€ yoyeio otoug 2°C émg 8°C emi péypt 28 nuépeg ko emi
aképa 24 dpeg otoug 25°C petd v amopdkpovven ond 1o yoyeio.

. No un ¥p1CIULOTOLEITE 0V TO TO PAPLOKO EAV EXEL ATOYPOUOTIOTEL 1] EAV VITAPYOVY COUATION.

6. Iepreyodpeva TS 6LVOKEVAGTIOG KO AOTEG TANPOPOPiEg

T tepréyer To Remicade

o H dpaotikn ovoia eivan to infliximab. Kéfe praiidio mepiéyet 100 mg infliximab. Metd v
npoetolpocio kdbe ml mepiéyel 10 mg infliximab.
o Ta dAAa cvotatikd givar cokyapoln, TolvcopPiko 80, 5160Ev0 POoPopPKd VATPLO Kot
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HOVOEIVO p®GPOPIKO VATPLO.

Epeavien tov Remicade kot wepreyopevo. Tg cvokevooiog

To Remicade dotifeton g £va yodAvo @LoAid10 TOL TEPLEYEL Lol KOVT) Y10, TUKVO GKEDUC LA Y10,
TapaokeLn dteAvpatog Tpog Eyyvor). H kovig eivar éva Avopiiomompévo Aevkd GOUTNKTO.

To Remicade mapdyeton o cuokevacieg tav 1, 2, 3,41 5 prodiov. Mropel va pnv kokiopopodv

OMAEG Ol CLOKEVAGIEC.

Kéroyog Adsrag Kvkrhogpopiag ko Iapackevaotiig

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMovdio

IMo omoladnmote TANPOPOPio. GYETIKH LLE TO TOPOV POPHOKEVTIKO TPOIOV, TAPUKAAEISTE VL

amegvBuvbeite otov Tomikd avtimpoécsmmo Tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»okoHCBH & J[xouchH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jisafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E)\LGda

Janssen-Cilag ®oppokevtik) Movorpocmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"

Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00



France

Janssen-Cilag

Tél: 0 800 25 50 75/+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bapvapoc Xotinmavaynig Ato
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

To wapdv OLA0 00N YOV YprioNs avalepOnke Yo TeElevTaio popd otic {MM/EEEE}.

Alreg TN YEG TANPOPOPLAOY

Aemtouepeic TANPOoQopieg Yio TO PAPLOKO LT givar dtaféoiuec 6ToV dIKTLOKO TOTO Tov Evpmmaikod

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romania

Johnson & Johnson Roménia SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

Opyaviopuot @apudxmv: https://www.ema.europa.eu.

65



Ot TAnpogopieg mov axorovBolv amevBivovtal Lovo oe emayyerpatieg vyeiog:

Y1ou¢ aobeveig mov Aaufavouvv aywmyn pe to Remicade Oa mpénet va, divetan 1) kapTa vevivdoNg
acBevoug.

0onyies ypiong Kat yeipiopov — covOykes pvialng
dvidooete og Oeppokpacio 2°C-8°C.

To Remicade umopei va purdcoetal o€ Oeppokpacieg Emg 25°C katd néyoto, yo pio uovo ¥poviky
7ePiodo €mg 6 pnveg, yopic Opmg va vrepPaivetar  apykn nuepounvia Ménc. H véa nuepounvia
MENc mpémel va avaypoeel Tove oto KovTi. Metd tnv amopdkpuven amd to yoyeio, To Remicade dev
TPENEL VO, EMGTPAPEL Yoo OAAEN GTO Yoyeio.

00nyics ypHoins Kol YEIPIcUOs — AvocOOTAGH], APAiWGI] Kol YopHynol

[Ipokeyévou va Pertiwbdei n yvnloaoudtra Tov BLOAOYIKGOV QOPUOKEVTIKOV TPOIOVIMV, 1| EUTOPIKT
ovopacio Kot 0 aplfpog TapTidng TOL YOPTYOLLEVOD PAPUAUKEVLTIKOD TPoidvToc Ba Tpémetl va
KOTOYPAPOVTOL [LE CAPTVELD.

1. YroAoyiote TV amattoduevn 8001 kot tov aptdpud eaAdiov Remicade mov ypeidlovrol. Kabe
@loAid1o Remicade mepiéyel 100 mg infliximab. YwoAoyiote Tov GuvOAIKO OYKO
avacvotadévtog dtlvpatog Remicade mov amatteital.

2. Kdéto and donmteg cuvOnKeg, TpayHoTOnTomoTE TV avoovotaon Kabe proldiov Remicade pe
10 ml evéopov vdatog, ypnoyomoldvtog cupryya pe ferdva 21 gauge (0,8 mm) 1 pikpoTeEP).
Bydite to modpa 0td T0 QOIS0 Kol GKOVTIGTE TO XAV UEPOC Le PapfaKt pe otvoOmveL A
70 %. BdaAte T Pelova TG cOpLyyoc 6T0 QLOAidlo HECH TOL KEVTPOL TOV TMUATOC 0T
KOOVTGOVK Kol KATEVOVVETE TO EVEGILO VOWP TPOG TO YLAALVO TOly®LE TOV ProAdiov.
Avokatéyte EAaQPE TO SIGAVLO TEPIGTPEPOVTOC TO PLOAISIO HEYPLS OTOV 1| AVOPIAOTONUEVN
oKovn va dtodlvBel eviedmg. Amoelhyete TV mapoTeTAUEVT 1) 1Ioyvpn avadevon. MHN
ANAKINEITE. O oynuotiopog appod 610 SidAvLI0 KOTA TNV avachoTooT Ogv etvat
aovvinOioToc. Apnote To avaoLoTadEY dtdlvpa va npepnoet ent 5 Aentd. E&gtdote 6t1 0
ddlvpa givar dypmpo Emg avoryto kitpvo kat omoiilov. To dtdAvpa uropei va avamtdéel
HepKa Aemtd Sowyr copotidw, kabmg to infliximab etvor Tpwteivn. Mnv to ypnoylonoteite
oV VITAPYOVY AdLIEAVT COUATIOW, amoYpOUATIoCUOS 1] dALA EEva copatidta.

3. Apardote Tov GUVOAKO OYKO NG avacvotadeicog d0omng dtaAdpotoc Remicade oto 250 ml pe
divpa yroprovyov vatpiov 9 mg/ml (0,9%) yia £yyvorn. Mnv apoidceTe T0 avacLoTadéy
duiivpa Remicade pe omotodnmote dAho apoiwtikd péco. H apaimon uropei va emttevydel
aQoIPOVTOG EVav 0YKOo SLOADUATOG YAWPLovYoL vatpiov 9 mg/ml (0,9%) yia £yyvon amd T0
YUGAVO @LaAidio 1 Tovg odicoug £yxvong 250 ml, ico Tpog Tov GyKo Tov AVacVOTOOEVTOG
Remicade. IIpocBéate apyd Tov cLUVOALKO GYKO TOL avacvoTadévtog dtuAvpatoc Remicade oto
@LoAid10 €yyvomng 250 ml N tov 6dko. Avakatéyte Ehaepd. ['a dykovg peyolvtepouvg and
250 ml, ypnowonomorte gite évav peyoivtepo ko £yyvong (.. 500 ml, 1000 ml) eite
TOAALOTTAOVG Gdicovg £yyvong Tev 250 ml, yio va S1acpaAicete OTL 1] GLYKEVTIPMOOT] TOV
Sdvuartog Eyyvong dev vrepPaivel ta 4 mg/ml. Eqv pulayfel o€ yoyeio petd v avachotoon
Kol 0paimon, To ddAvpe Eyyvong Tpémel va aeedel va 1c0ppomcel g Depokpacio doUOTIOn,
otovg 25°C emi 3 mpeg, mpwv to Bijpa 4 (£yyvon). H poiaén miéov tov 24 wpav otovg 2°C-8°C
1oy OEL LOVO Y10, TO TOPaoKELOGUE, Tov Remicade otov adiko £yyvonc.

4. Xopnynote to dtdivpa o evOoeAEPLL £YXLOT G€ SIACTNUA O)L LKPOTEPO OO TOV YPOVO
£YYVoNg TOL GLVICTATOL. XPNGLOTOWOTE LOVO GET £YVONG LLE EV GEPA ATOCGTEPOUEVO UN
TVPETOYOVO QIATPO YOUNANG décpeVonG TV TPp®TEVOY (UEyebog Topwv 1,2 um 1 pikpdtepO).
Eme1dn oev vmdpyel cuvimpnTiko, GUVIGTATOL 1] YOPNYNON TOL SHAVUATOC Y10, EVOOQAEPLaL
€yyvon va apyilel To cuvtopdTePo duVvaTd Kot HEGA 0 3 MPEG Ao TNV OVOCVOTACT] KOl TV
apaioon. Edav dev ypnoyomoindei apéomg, ot xpdvol pOAAENC KaTE, T Yp1oN Kot 01 GUVONKEG
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TPV TN YPNOTN amoTEAOVY g0HHVN TOL ¥PNOTN Kot cLVNB®G dev VITEPPaivovy Tig 24 MPEG GTOVG
2°C-8°C, ek10g €av 1 avacvotacth/apaimon Exel TpaypoTonon el e eheyyOUEVES KoL
EMKVPOUEVA GonmTeC GLUVONKEG. MN PUAGCGCETE OTOL0ONTOTE TOGOTNTO TOV SIOAVLLATOC Y10t
£YYVoT OV OEV YPNCILOTOMONKE Y10 ETAVOYPTCILOTOINON.

Agv €govv yivel puokég Proynukég pedétec cupfatdTnTog Yo TNV a&loAdynomn g
TAVTOYPOVIS XOpNyNomng Tov Remicade pe dAlovg mapdyovteg. Mnyv gyydete to Remicade

TAVTOYPOVA GTOV 1010 EVOOPAEPLO COANVA e GALOVS TAPAYOVTEG.

E&etdote omtikd 1o Remicade yio copatiow 1§ amoypoUOTIGUO TPV otd T Yopnynorn. Mnv to
YPTOULOTOLEITE EGV VTTAPYOLV PUVEPH AOLOPAVI] COUOTIONN, ATOXPOUATICUOS 1 EEVa COUOTION.

Ka0e aypnoiponointo @apuakevtiKo Tpoidyv 1| VIOAEWUN TPETEL VA, ATOPPITTETOUL COUPDVO UE
TIG KOTA TOTOVG 15X V0VOEG OYETIKES OLATAEELC.
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