ITAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIETIKOQN TOY IIPOIONTOX



vTo QAPUOKO OVTO TEAEL VTTO CUUTANPOUOTIKY TopakoAoVONoT. Avtd Oa emttpéwet ToV ToyD
TPOGIOPICUO VEDV TANPOPOPLDY 0CQAAELNC. ZNTEITAL OO TOVG EMAYYEALOTIEC TOV TOUED TNG
VYELOVOUIKNG TTEPIBaAYNC VO, avOpEPOVY OTTOIEGONTOTE TIOUVOLOYOVUEVEG AVETIOVUNTEG EVEPYELEG.
BA. mapdypao 4.8 yio Tov Tpdmo avapopdic averBiunTtov evepyELDY.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inflectra 100 mg k6v1g Y100 TUKVO GKEHOCUAYLIN TAPAUCKELT SIOAVUATOG TTPOG £YXLOT.

2. IHOIOTIKH KAI ITOXOTIKH XYNGEXH

‘Eva. graiido mepiéyel 100 mg infliximab*. Metd v avacvotaot, ke ml tepiéyel 10 mg
infliximab.

* To infliximab eivon éva ypanpikd povokiwvikd IgG1 aviicopa avOpdmTov-TovtiKod Tov TapdyeTal
6€ VPPOMUATIKA KOTTAPO TOVTIKOD WE TEYVOAOYin avacvuvovacuévov DNA.

IMa tov TA7pN KoTaAoyo TV ekdOywV, PA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Kovig yio mokvo oKedooUOYLo TOPAGKELT SIUADLATOC TPOS £YXLOT

H kdvic givar Aevkn.

4. KAINIKEX IIAHPO®OPIEX
4.1 OgpomevTiKég EVOEiEELG
Pevpatosidng apbpitig

To Inflectra € cuvdvacud pe ™ pebotpe&dn evdeikvutal Yo T UEIMON TOV CNUEIOV Kol TOV
CLUTTOUATOV, KOOMG Kot T BeATiOoN TS PLOIKNG Agttovpyiog GE:

. eVNAIKeC 0o0gvelg pe evepyn vOco OTOV 1 BVTOTOKPIGT GTO TPOTOTOMTIKA TN VOGO
avtippevpotikd eappoka (DMARDSs), courepihappavopuévng g pebotpe&dng, frov
OVETOPKNG.

o eviAIKeC ao0gvelg pe cofapn, evepyn Kot TPOOSEVTIKT VOGO TTOV OEV £XOVV TPOTYOUUEV®G

AGBel pebotpela n aGAro DMARD:s.
%’ owtovg Tovg TANOLGUOVE acbevav amodeiyOnke pia peiowon tov puOuov e&EMéEng e PAAPNS TS
apBpmwong, 6mmg petpdtor pe aktives-X (PA. mapdypoo 5.1).

Noéoog Tov Crohn 6g eviMKec

To Inflectra gvdeikvoton yia:

o T OepamevTiKn AvVTIUETOTION TNG ETPLOC £ GoPapNg, evepyng vocov tov Crohn, e eviAIKEC
acBeveig mov dev €yovv avtamokplOel Topd TV VITOPOAN e TANPN KoL ETOPKN Ay®YN UE
KOPTIKOGTEPOEIDEC KON OVOGOKATAGTAATIKO TAPUCKEVAGLO, 1| 6€ acbeveic Tov dev
EMOEIKVOOLV aVOYN OTIC €V AOY® Ogpameieg 1 yio TOVG 0TOI0VE AVTEVOEIKVIVTOL LUTPIKA OL
Oepameiec ovtéc.

. N OepamevTIKN AVTILETOTIOT TG EVEPYNS VOoov Tov Crohn e Tapovsia cuptyyiov, ce
eViAIKeC aoBeveig mov dev €xovv avtamokpdei, Tapd TV VIOPOAN GE TANPN KOl ETAPKT
Oepameia pe cvpuPatikn aywyn (coprephapuPavouévoy 1oV ovIBloTIKOVY, TNG ToPOYETEVCNC
K0l TNG 0VOCOKOTOOTUATIKNG Oepameiag).




Noococ 1ov Crohn og moudatpikovg acheveic

To Inflectra gvdeikvutot yio tn Ogpamevticy avtipet®nion coPapng, evepyng vocov tov Crohn, og
Tao1d ko eprfoug nhikiog 6 Emg 17 etddv, mov dev £yovv avtanokpdel oe cupPatikn Oepaneio wov
TePAAUPAVEL £V KOPTIKOGTEPOELDEG, VO VOGOTPOTOTTOWTIKO Kol TPMOTOYEVT Opentikn Oepamneia, 1
o1 omoiot gival dvcavekTikol o€ 1 £xovv avtevdeilelg Yo tétoteg Oepamneieg. To infliximab £yet
peretn0el povo o€ GLVOVAGUO Pe GUUPATIKEG 0VOCOKATUOTOATIKEG Oepameieg.

Elkdong xoAitida

To Inflectra gvdeikvutat yio tn OepamevTiKy AVIILETOTION TNG LETPLOG £0C GOPOPNS, EVEPYNG
EAKDO0VG KOAITIONG o€ eviilikeg acBeveic o1 0moiol lyav AVETOPKN AVTOTOKPIOT GTI GLUBATIKN
Bepaneio copmePLAUPAVOLEVOV TOV KOPTIKOGTEPOEWMV Kol TV 6-pepkantonovpivn (6-MP) 1
alaBetompivn (AZA), | o1 omoiot €ivol SLGOVEKTIKOL GE 1) £(0VV 1UTPIKEG AVTEVOEIEELS Y10l TETOLES
Oepameiec.

Hodrorpikn EAKOONG KOMTIOO

To Inflectra gvdeikvotat yio T OepamevtiKy avIILETOTION TNG GOPapnG, EVEPYNG EAKDSOVE KOAITIONG
o€ modld ko eprifovg nhkiog 6 £og 17 eTdv, 01 0TO101 ELYOV AVETAPKY] OVTOTOKPLIOT GTN CUUPATIKY
Oepaneia, copmepAapPavopéveoy TOV KOPTIKOGTEPOEW®V Kal Twv 6-MP 1] AZA, 1 ot omoiot
eppaviCovv dvoaveéio 1 £xovv 10Tpikég avtevoeilels Yo tétoleg Oepamneies.

AYyKLAOTOMTIKT) GTOVOLAITION
To Inflectra gvdeikvutot yio T O£pamevTIKy OVTILETOTION TNG GOPAPNG, EVEPYNG OYKVAOTOUTIKNG
omovOVAITIdaG, o8 eviilkeg acBeveic mov dev avTamokpivovTal EMOPK®S ot cvuPatiky Bepaneia.

Yoproowr apbpitida

To Inflectra gvdeikvotat yio T O£pamevTIKY OVTILETOTION TNG EVEPYNS KO TPOOSEVTIKNG WOPLUGIKNG

apBpitdag oe eviiikes acBeveig dtav 1 avtamokpiorn o€ tponyovpevn Bepaneia pe DMARD ftav

OVETOPKT|G.

To Inflectra Ba wpémet va yopmnyeiton

o o€ ouVOLVOCHO pe pebotpe&d

o N pévo tov oe acbeveig ol omoiol delyvouv dvcaveéio otn pebotpe&dtn N Yo Tovg omoiovg M
pebotpeEdtn avrevdeikvotal.

To infliximab £de1&e va feltidvel T evoikn Asttovpyia og acbeveic pe yoplacikn apbpitida Kot va

LELOVEL TNV TOYVTNTA TPOAS0L TNG KAKMONG TOV TEPLPEPIKAOV apBpdceY OTwc LETPNONKE L

aktives-X o€ aobevelg e molvapOpikég ovpueTpikég voopdadeg g vosov (PA. mapdypopo 5.1).

Yopioon

To Inflectra gvdeikvuton yio ) Begpaneia g Hé€Tplag Tpog coPapn ympioong Kotd TAAKS o€
eviAKec aoBeveig ol omoiol améTuyay va avtamokpBobv Gg, 1| 01 0oiot £xouV avTEVOEIEn o€, 1| glval
dvoavekTikoi og AAAN cvotnuatiky| Oepaneio teprlopfoavopévng tng KUKAOGTOPIvIG, TNG
pebotpeEdtng M tng Bepameiog pe yoparévio Kot vepimon aktvofoiio A (PUVA) (BA.

Tapdypoeo 5.1).

4.2 Aocoioyio kol TPOTOG YOPNYNONS

H aywyn pe Inflectra Oo mpémet va exkiveitan kot vo eMPAETETAL ATO KOTAAANAOVS Y1OTPOVG
TEMEPOUEVOVG OTN ddyvoon kat Tr Ogpameia Tng peLHOTOED0VG apOpiTIdag, TV PAEYHOVOIDV
VOGOV TOV EVIEPOV, TG OLYKLAOTOMTIKNG GTOVOVAITIONG, TNG WOPLUGIKTG apBpitidag 1| TG ywpilaong.
To Inflectra Oa mpémer va yopmyeitor evéoerefing. Ot eyyvoeig Inflectra Oa mpémet va yopnyovvral
amd KoTaAANAovg emayyelpatieg vyeiog ekmaldevpévoug va evtomilovy onotadnmote BEpata
oyxetifopeva pe Vv £yyvon. tovg acbeveic mov Aapfavouv aywyn e Inflectra Oo mpémel va diveton
T0 EUAAO 0dNyL®V YpNoNng kot 1 01kn Kapta [Ipogidonoinong.



Koatd v dudpkela g Oepamneiog pe Inflectra, o1 Aowég tavtdypoveg Bepaneieg, m.y.
KOPTIKOGTEPOEIN KOl (VOGOKOTAGTAATIKE, Ba TPEMEL VO YOPp1YOUVTOL KOTA TOV KOADTEPO dLVATO
TpOTO.

Aocoloyia
Evnlixeg (= 18 etadv)
Pevuoroeidng opbpitic

3 mg/kg yopnyodpeva wg pio evoopAEPia Eyyvon akolovBovpeva amd emmpdcobeteg 00eELg Eyyuong
3 mg/kg ot 2" kot 6" Bdopdda pHeTd TNV TPMTN £YYLOT, Kot 6T cuvéyelo kabe 8 efdopddec.

To Inflectra mpénet va yopnyeitor TovtodYpova pe pebotpe&d.

Awbéopa otoyyeia deiyvouv OTL 1 KAVIKY| ovTamokpilon enttuyydvetal cuvnlwg péoa og

12 efdopdodeg Oepameiag. Eqv évag acbevig éxet pia averapkn avtamokpion 1 ¥4oel TNV AvIomoKpion
petd and avtiv v tepiodo, Ba mpémet va yiveton ektipnon yio avénon g d0omg oTadtoKd Kotd
nepinmov 1,5 mg/kg, péypt éva péyioto twv 7,5 mg/kg kabe 8 efdopddeg. Evariaxticd, Oa npénet va
extipndron ) yoprynon 3 mg/kg pe cuyvotnta kabe 4 efdopddes. Edv emtevybel emapiig
avtonokpion, ot acbeveic Oa mpémel va cuveyicovv pe TNV EMAEYUEVT dOON 1] T1 CLYVOTNTO TG
doong. H ouvéyion g Bepanciog Oa mpénet va enaveberdletor mpooektikd og acbeveic ot onoiot dev
eppaviCovv €voeldn Bepamevticod oéAoVg péca oTig TpaTeg 12 efdouddeg tng Depaneiog 1 petd v
TPOCAPLOYN TNG OOCTG.

Mértpua émg coPapr), evepyn vocog tov Crohn

5 mg/kg yopnyovpeva ¢ pio evooeAEPia £yyvoon axolovbobduevn and pio emmpodchetn £yyvon

5 mg/kg 2 efdopddeg petd v Tpotn £yxvon. Edv kanotog acbevig dev avtomokpibei petd and

2 d60¢e1g, dev Ba pémel va yopnynOel Tpdcbetn Bepameio pe infliximab. Ta dwwbéoiua otoryeio dev
TEKUNPLOVOLV TNV TepalTépm Oepameia pe infliximab, og acBeveic mov dev avtamokpivovial LEca oe
6 efoopadec amd TNV apyikn &yyvon.

Y& 000gvelg TOL AVTOTOKPIVOVTOL, 01 EVOAAUKTIKEG GTPATNYIKES Y10 T cLVEYIoN NG Oepameing sivat:

o Xvvtipnon: [Ipochetn £yyvon Tov 5 mg/kg otig 6 efdopddeg petd v apykn doomn,
akoAovBovpevn amod eyyboelg Kabe 8 efdopddeg n

. Enavayopnynon: ‘Eyyvon tov 5 mg/kg edv ta onpeia kol to GOUTTOUATO THG VOGOL
vrotpomidcovy (PA. «Emavayopnynon» mapokato Kot topaypago 4.4).

[Mapdro mov ekAeimovy cLYKPLTIKG GTOLYElD, TEPLOPIOUEVA OedoUEVA O 0oOEVEIG TTOL OlPyLKEL
avtomokpibnkav og 5 mg/kg aALd Tov £yacav TV avTomdkpion delyvouv 0Tt opiopévol acheveic
UTOPEL VO 0VOKTAGOVV TNV avTomokpilon pe KAipdkmon g 06ong (BA. mapdypaeo 5.1). H cuvéyion
g Oepameiog Oo mpémetl va enaveEetdleTol TpooekTIKA o€ aobeveig ol omoiot dev eppavilovv Evoeén
BepamenTicod 0PELOVG LETE TNV TPOSApHOYN TNG OOGTG.

Evepyn véoog 1ov Crohn pe mapovoia cupryyiov

5 mg/kg yopnyovueva og pio evooeAEfia yyvon akolovBovpevn and emmpdcobetes eyyOoEL TOV
5 mg/kg ot 2" kou 6" efSopddo petd Ty TpdTn £yyvon. Eqv énerta omd 3 86ce1g 0 acbevig dev
avtomokpidet, doev Ba mpémel va yopnyndel Tpdcbetn Bepaneia pe infliximab.

Y& 000gveig TOL AVTOTOKPIVOVTOL, 01 EVOAAUKTIKEG GTPATNYIKES Y10 T cLVEYIoN NG Oepameing sivat:

o Xvvtipnon: [Ipocheteg eyyvoeig twv S mg/kg kabe 8 efdopddeg 1

. Enavayopnynon: ‘Eyyvon tov 5 mg/kg edv ta onueia kol to GOUTTOUATO THG VOGOL
VIOTPOTLAGOVY, akoAoVBOVUEVT 0d eyyvoelg Twv S mg/kg kaOe 8 efdopddeg (BA.
«Emavayopnynon» mopakdto Kot mopdypago 4.4).



[Mapdro mov ekAeimovy cuyKpLTIKA GTOLYElD, TEPLOPIOUEVE OedOUEVA O 0GOEVEIG TTOL OlPyLKEL
avtomokpiOnkav og 5 mg/kg oAl Tov £yacav TV avTomdkpion delyvouv 0Tt opiopévol acbeveic
UTOPEL VO OVOKTAGOVV TNV avTomokpilon pe KAipdkmon g 06ong (BA. mapdypaeo 5.1). H cuvéyion
g Oepameiog Oo Tpémel va emoveletdletol TpooeKTIKA o 0obeveig ol omoiot dev gppavilovy Evoeén
BepamenTicod oPELOVG LUETE TNV TPOSAPHOYN TNG OOGTG.

>t véoo tov Crohn, 1 gumeipio pe exavayopnynon €4v ta onpeio Kot To GUUTTOUATA THG VOGOL
VTOTPOTLACOVY EIVOL TEPLOPICIEVT] KO CLUYKPITIKA GTOLXELD Y10l TO OPEALOG/KIVOLVO QVTOV TOV
EVOALOKTIKAOV GTPATNYIK®V Y10 TNV cLVEYLLOUEVN Bepaneia Agimovv.

Elkdong koAitida
5 mg/kg yopnyovpeva ¢ pio evooeAEPia £yyvon axolovBobdpeva and emmpOcHETEG dOGELS £YVLONG
5 mg/kg ot 2" ko 6" efSopddo petd TV TPdTN £yyvon, Kot petd kabe 8 efdonddec.

Awbéopa otoyyeia deiyvouv OTL 1 KAVIKY| ovTamokpilon enttuyydvetal cuvnlwg péoa og

14 efdopdoeg Bepameiog, oOnA. Tpeig d6celg. H cuvéyion g Bepaneiog Oa npénet va emave&etdleTon
TPooeKTIKA og aoBeveig ol omoiot dev gppavilovv £voeiln Bepamevticod opélovg Léca G€ aVTN T
YPOVIKY TEPiodo.

Aykvlomomtik] orovévMTtida

Xopnyeitar 66on 5 mg/kg wg evéopréPia £yyvon Kot akorovbeital amd emnpdcobeteg 60Ge1g Eyyvong
tov 5 mg/kg ™ 2" kot v 6" fdopdda petd TNV TPMOT £yyvom, Kot HeTd KGOe 6 £mg 8 fdouddec.
Edv o acBevng dev avtomokpiBei uéypt tnv €ktn gfdopdda (OnA. petd amd 2 d00eLs), dev Oa mpénet va
tov dobel emmAéov Oepaneio pe infliximab.

Yoproowr apbpitida
5 mg/kg yopnyovpeva ¢ pio evooeAEPLa £yyvon axolovBodeva and emmpOcHETEG dOGELS £YYVLONG
5 mg/kg ot 2" ko 6" eBSopddo pHeTd TV TPDTN £yyvon, Kot petd kabe 8 efdonddec.

Yopioon

5 mg/kg yopnyovpeva ¢ pio evooeAEPLa £yyvon axolovBodpeva and emmpOcHeTEG dOGELS £YYVLONG
5 mg/kg ot 2" kou 6" efSopddo petd TV TpdT EyYvom, Kot petd kabe 8 efdopddes. Eqv kdmotog
acBevng oev dei&et avtamdkpion petd and 14 fdopddeg (dni. petd and 4 66c¢1g), dev Ba Tpémet va
tov dobel emmAéov Oepaneio pe infliximab.

Enravayopnynon yio ) voco tov Crohn kou tn pevpatosidn opbpitda

Edv ta onpela kot to supntdpoto T vOsou vrotponidcovy, to infliximab umopei va
emavoyopnynOei evtog 16 efoopddmv petd v tehevtaia £yyvon. e KMVIKEG LEAETES, OWILES
avTOPAcELS VITEpELALIGONGlag NTAV OYL GLYVEG KOL ELPOVICTIKOY PETA 0O SOCTHUATO XWOPIg aymyn
pe infliximab pikpotepa tov 1 €tovg (PA. mopaypdoovg 4.4 kot 4.8). H acedieio kot
OTOTEAECUATIKOTNTA TG EMAVAYOPNYNONG UETE 0md dtdoTno peyolutepo twv 16 gfdouddav yopig
aywyn ue to infliximab dgv &xet Tekunplwbei. Avtd 1oydel Kot yio Tovg acbeveic pe voco tov Crohn
Kol yuo Toug aobeveig pe pevpatogidn apbpitida.

Enavayopnynon yio ehk®ddn koritida
H aocopdieia kot n 0moTeEAEoUATIKOTNTA TG EMAVAYOPNYONG, TANV TNG Yoprynong kade 8 efdouddec,
dev &yel texpunplodel (BA. Tapaypdpovg 4.4 kot 4.8).

Emavayopiynon yio v oyKuAOTOWTIKT) GOVOLMTION
H acpdleia Kot N omoTeELesHOTIKOTNTA TNG EXAVOXOPTYNONS, TANV TG XOprynong kabe 6" kot
8" gBdopada, dev éxet tekunpimdei (L. Tapaypdeovg 4.4 ko 4.8).

Enavayopnynon ywo tv yoplocikn apbpitida
H aoopdieia kot n 0moTEAEoUATIKOTNTA TG EMAVAYOPNYNONG, TANV TNG Yopnynong kade 8 efdouddec,
dev &yel texunplodel (BA. Tapaypdpovg 4.4 kot 4.8).




Enavayopnynon yia thv yopioon

H mepropiopévn eumepio and v enavadeponeio pe pio @’ draé d6on infliximab oty ywopioon
petd and éva diaotnpo 20 fopddmv VTOONAMVEL LELOWUEVT OTOTEAECUATIKOTITA KOl VYNAOTEPN
EMTTOON TOV AWV TPOG UETPLOV AVTIOPAGEWDY EYYVONG OTAV GLYKPIVOVTAL LE TO OPYIKO GYNLUO
€pooov (PA. Tapdypapo 5.1).

H meplopiopévn eumepio and v enavadeponeio petd and EEapon g vocov pe Eva oynuo
EMOVEPOOOV LITOOEIKVOEL LYNAOTEPT EMINMTMOT TOV AVTIOPACEDV EYXVOTNG, CLUTEPIAAUPAVOLEV®Y
0pIoUEVAOV coPapmdv, cLYKPLTIKA Le Bepameia cuvipnong 8 efdondadmv (BA. mapdypago 4.8).

Enravayopnynon ywo dhec Tig evoeifelg

Xe mepintwon mov dtokonel 1 Oepameioo GLVTNPNONG KL VITAPYEL AVAYKT] Vi ETOVEKKIVIION TNG
Bepameiag, 1 xpNon €vOg GYNOTOC EXAVEPOOOV dev cuviatdtal (BA. Tapdypapo 4.8). e avutiyv TNV
nepintwon, to Inflectra Oa wpénet va emavekkveital g epdna d6or akolovbovduevn amod Tig
GUVIGTOUEVEG OOGELG GLVTHPTOTG TOV TEPLYPAPOVTOL TAPAUTAV®.

Himawuévor acbeveig (= 65 etdhv)

Agv &pouv deEaybel ouykexpiuéves peréteg yia to Inflectra o nAikiopévoug acbeveic. Aev
TapoTNPNONKOY ONUOVTIKEG SLOPOPEG OXETILOUEVES [IE TNV NAKi0 0TV KABOpoN 1] GTOV OYKO
KOTOVOUNG 0€ KMVIKEG LeAETES. Agv amorteitan Tpocapuoyn g doong (BA. mapdypapo 5.2). ['a
TEPIOCOTEPEG TANPOPOPIEG OYETIKMG Ue TNV aopdAiela Tov Inflectra oe nAwkiowpévoug aobeveig BA.
mopaypdeovg 4.4 ko 4.8.

A10TopoyuEVY VEQPIKN Kai/1 NTOTIKY Ag1Tovpyio.
To Inflectra dev &xet peretnBel oe awToVg TOLG TANBVOUOVG TV acBevdv. Agv pumopel va yivel
ovotaot g 06ong (PA. mapdypapo 5.2).

Toudrazpixos minBoouoc

Noocog tov Crohn (6 éw¢ 17 eTdv)

5 mg/kg yopnyovpeva ¢ pio evooeAEPia £yyvon akorovBodpeva and emmpOcHETEG dOGELS £YYVLONG
5 mg/kg ot 2" kou 6" efSopddo petd TV TpdTn Eyyvon, Kot petd kabe 8 efdopddes. Ta Srubéoipa
dedopéva dev otnpilovv v mepartépm Bepaneia pe infliximab og maid1d kot gprifovg mov dev
avtomokpivovtol pécsa otic tpmteg 10 gfdopdadeg Oepaneiog (BA. Tapdypapo 5.1).

Opiopévol acbeveig umopel va ypetalovtat £va KpOTEPO SIACTN A XOPNYNOTS Y0 VO ST PGOVY
T0 KAWVIKO OQEAOG, EVA Y10 AAAOVG VO LEYOADTEPO SLAGTNHO XOPTYNONG UTopel va eivat emapkég. Ot
aoBeveig, 6TOVG 0TO10VG TO HLAGTN LA YOPTYNONS LEWDONKE o€ AydTEpO amtd 8 efdouddeg, pmopel va
Bpiokovtat og vyNAOTEPO KivoLvo Yia avemBounteg avtidpdoeis. O mpénetl va e€etaleton
TPOCEKTIKA TO £vOEXOLEVO cuvelopevng Bepomeiog Pe LEIOHEVO SLAGTNLO XOPTYNONG Y10 EKEIVOLG
Tovg acbeveic, Yo Tovg omoiovg dev VILAPYOVY amodeiEelg emmpPOcBeTov BePATEVTIKOD 0QELOVG EMELTAL
oo KATOW 0AAAY] GTO ST A XOPTYNONGS.

H aoopdieia ko n arotedeopatikdtra tov Inflectra dev £yovv peietndel og moudid pe voco Tov
Crohn niwiog kdtw Tov 6 etdv. Ta Tapdvta S0 PAPUUKOKIVNTIKA SESOUEVA TEPTYPAPOVTOL
otV Tapaypao 5.2, aArd dev pumopel va yivel 60oTOoT Yo T d0GOAOYIN GE TAdLE PIKPOTEPT TMV
6 eTOV.

Elkddng koAitida (6 émg 17 etdiv)

5 mg/kg yopnyovpeva o¢ pio evooeAEPia £yyvon, akoiovBodueva omd emmpocheteg SOGEIS £YXVLONG
5 mg/kg ot 2" kou 6" efSopddo petd TV TpdTn £yyvom, Kot petd kabe 8 efdopddes. Ta Srubéoipa
dedopéva dev vrootnpilovv v Tepartépw Bepaneia pe infliximab o modiaTpikovs acbeveig Tov
dev avtamokpivovtal péca otig Tpdteg 8 efdouddeg Oepaneiag (BA. mapdypapo 5.1).

H aoopdiea kot n amotedeopatikdtra tov Inflectra dev £yovv peietnfel og modid pe EAKOON
KoAITId0 NAKiog kT® TV 6 etdv. Ta Tapodvta S100Ec1L0 PUPLOKOKIVITIKA dESOUEVE TEPLYPAPOVTAL
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oTNV TaPAypao 5.2, aArd dev pumopel va yivel VGTOOT Yol T S0GOAOYIN G€ TAdLE PIKPOTEPT TOV
6 eTOV.

Yopioon

H aoopdiea kot n arotedeopatikdtra tov Inflectra og moudid kot prfovg nAtkiog Kéto TV
18 etV oV évdeldn g ympiaong dev £xovv tekunplodel. Ta tapdvia dwbéoiua dedopéva
TEPLYPAPOVTOL GTNV TOPAYPaPO 5.2, aALd dev pmopel va yivel 60oTOOT Yo T S0GOAOYIA.

Neavikr) 1dromadng apbpitida, yoplactkn apbpitida Kot ayKuAOTOMTIKY) GTOVOLAITION

H aoopdiea kot n arotedeopatikdtra tov Inflectra og moudid kot prfovg nAtkiog Kdto TV
18 etV oT1g evdeielg g veavikng Womadoic apbpitidag, TG Wwplocikng apbpitidag kot tng
AYKLAOTOMTIKN G 6oVOLALTIONG dgv Exovv Tekunplwbel. Ta Tapdvta dobéoia dedopéva
TEPLYPAPOVTOL GTNV TOPAYPaPO 5.2, aALd dev pmopel va yivel 60oTOOT Yo T 00GOAOYiA.

Neavikr) pevporogdne apbpitida

H aoopdiea kot n arotedeopatikdtra tov Inflectra og moudid ko eprfovg nAtkiog Kdto TV

18 etV otV €vdelgn TG veavikng pevuatoedovs apbpitidog dev Exovv tekunpiwbei. Ta Tapdvta
Swbéoipa dedopéva TEPTYPAPOVTOL OTIS TAPOYPAPOLG 4.8 Kot 5.2 aAAd dev pmopel va yivel cvotoom
Yo T d0GOoAOYidL.

A10T0poyuEVY VEQPIKH Kai/1] NTOTIKY AS1TovpYIO.
To Inflectra dev éxet peretnBel e avTovg TOLG TANBVOUOVG TV acbevdv. Agv pumopel va yivel
ovotaot g 06ong (PA. mapdypapo 5.2).

Tpdmog yoprynong

To Inflectra Ba mpémet va yopnyeitor evooeAefing evioc ypovikov dtaothuatog 2 wpov. OAot ot
aoBeveig atovg omoiovg yopnyeitan Inflectra Oa wpémet va mopakoiovBodvTat TovAdyIGTOV €L

1-2 ®peg petd v Eyyoon Yo TNV REavion o&éwv avtidpdoemv mov oyetilovTatl Le v £yXvon.
[Ipémel va drotifeton eE0MMOIOG AVTIHETMOTIONG ETELYOVIMV TEPICTATIKMVY, OTMG AOPEVAAIVT,
OVTUCSTOUIVIKE, KOPTIKOGTEPOEIDT KOl TEYXVNTOG AepAy®YOC. Xtovg acheveig pmopel va dobel mpv amd
T Oepameia, Yo TOPASEIYLLO, AVTUSTOUIVIKO, VOPOKOPTILOVY KON TOPAKETAUOAT KOl LITOPEL VoL
pelmbel o puBuodg Eyyvong, Tpokeévon va peltmbel o Kivovvog avtidpdoemy mov oyetilovtal pe v
£€yyvon, e01Kd dv £xovv vrdpéel oto mapelBov avtidpdoelg oyeTiloueveg pe v £yyvon (BA.
Tapdypoeo 4.4).

Bpayeies eyyvoeis yio 6leg tig evoeilelc oe evilines

Y& TPOOEKTIKG EMAEYIEVOLG eVIAKeG acBeveic, ol omoiot £xouv aveyDel TovAdyIoTOV 3 OpYIKES
2-wpeg eyyvoelg Tov Inflectra (pdom epodov) kot Aapfdavovv Bepaneio cuvtipnong, UITopEel va
exTiUN 0l 1 YOPYNON LETAYEVESTEP®V EYYDGEDY EVTOG XPOVIKOD SUCTHUATOG OYL LKPOTEPOL OO

1 opoa. Edv eppaviotel kdmola avtidpaon £yyvong oxetilopevn ue Ppayeio Eyyvon, umopei va
extiun0ei n dvvatdTTa pei®ONS TOV PLOUOY £YYVONG GE LEAAOVTIKEG EYYVCELS, EPOGOV TPOKELTAL VO
ovveylotel N Bepameio. Bpoyeieg eyyvoeic og 66ceig > 6 mg/kg dev Exovv peretnOel (BA.

Tapaypoo 4.8).

IMa 0dnyieg mapackevng ko xoprynons, PA. mapdypapo 6.6.
4.3 Avtevositeg

Aocbeveig pe 1otopikd vrepevaicnoiog oto infliximab (BA. mapdypagpo 4.8), oe Ahleg TPOTEIVES TOV
TOVTIKOV 1] GE KATO10 amd T £KO0Y0 TOV AVAPEPOVTAL OTIV TAPAYPUPO 6.1.

Aocbeveig pe pupatioon 1 aGAleg cofapéc AOUDEELG OTOG GNYT), OTOGTHOTO KOl EVKOLPIOKES
roméels (PA. mapdypagpo 4.4).

AocBeveig pe pérplag 1 Papiag popong kapdiokn averdpkeio (NYHA katnyopia HI/IV) (BA.
Tapoypaeovg 4.4 kot 4.8).



4.4 FE10kég TPOEIOOTOMGELS KU TPOPVAAEELS KATA T1) Yprion

IIpoxkepévov va Bertiobdel n yvnAootldtnTa TV PLOAOYIKOV QAPUOKEVTIKAOV TPOIOVI®V, 1) EPTOPIKN
ovopaoio Kot 0 aplpog TapTidos Tov yopnyovUeEVOL TPoidvTog Ba Tpémel va katoypapovtot (1 va
dnAdvovtal) e coenVveLl 6To apyeio Tov acbevi.

Avtidpdoeic KoTd TNV £yyuon Kot vrepevoucinoia

To infliximab &yel cuvdvoaoTtel ue o&eieg avTdpaoelg oxeTILOUEVEG PE TNV £YYLOoN,
ocoumephapfavopuévon Tov ava@LAakTikoD shock kot Oyiuwv avtidpdoemv vrepgvoucnoiog (PA.
Tapaypoo 4.8).

Oéeleg avTIdOpAGELG Ao TNV £YYLOT CUUTEPTAAUPAVOUEVOV TOV OVOPUANKTIK®OV OVTIOPACEDY UTOPE]
va eueavicBodv Katd tn Sidpkela (LECH G€ OEVTEPOLENTA) 1| LEGH GE AlYEC MPEG LETE TNV EYYLON.
Edv gpoavicBovv o&eiec aviidpdoelg amd v £yxvon, 1 £YXVon TPENEL VO, SIUKOTEL APECHS. Ba
npénel va, SlatifeTon eEOTAMOUOG AVTIETOTIONG EXELYOVIMV TEPIOTUTIKMOV, OTWG AOPEVOAIVT],
OVTUCTOUVIKG, KOPTIKOGTEPOEIDN KAl EVag TEXVNTOS aepaywyos. Ot acbeveig pmopei va Adfovv
TPOTYOVUEVMG PAPHOKEVTIKT OY@YN LE T.). OVTUCTOUIVIKO TOPACKEDAGHLO, VOPOKOPTILOVT T)/KaL
TOPOKETAUOAN Yo VoL TpoANPBoVV o1 NTTLEG Kot TAPOSIKEG AVTIOPACELC.

Evdéyetat va avartuyfodv aviicopata tpog to infliximab ta onoia £xovv cuoyetichel pe avénuévn
GLYVOTNTO TOV AVTIOPACE®V KATA TNV £yyvon. Mia pikpn avaioyio Tov avIidpacemy £yyoong NTov
cofoapéc aArepyikéc avtdpaoets. ‘Eyel emiong mapatnpndel cuoyétion peta&d g avantoéng
avTioopdtov mpog to infliximab kot petopévne didpkelag g avtandkpione. H tavtdypovn
YOPNYNOT| OVOGOTPOTOTOTIKAOV EYEL GLGYETICOEL e YAPNAOTEPT) EMIMTOCT TOV AVIICOUATOV TPOG
7o infliximab kot pe peimon g cuyxvotnTag TV avipdoemv £yyvonc. To amotéieoua tng
TAVTOYPOVNG BEPUTELNG [LE OVOCOTPOTOTOUTIKA TV PEYOADTEPO GTOVG acBeveic mov Elafav
eneioodlakd Oepaneio og oxéon pe Tovg acbeveic mov Tovg 600nKe Bepaneia cuvtipnong. Ot acheveig
OV S10KOTTOVV TOL AVOCOKOTAGTOATIKE TPtV and 1 Katd T ddpketa g aywyns pe infliximab
SlaTpéyovv peyaAvTePo Kivouvo va avartuouy ta v A0Ym avticopata. To aviicduato tpog to
infliximab dev pumwopov va aviyyvevBovv mévta o deiypata opov. Edv eppavicBodv cofapég
AVTIOPACELS TPETEL VoL YOP1YNOEl CUUTTOUATIKT Ay®YT| KoL VoL L) Y0P YOOVTOL TEPOLTEP® EYYVOELG
Inflectra (BA. mopdypago 4.8).

e KAMvikég peléteg, £xouv avapepbel Oyiueg avtidpacelg vrepevatcnciog. Awabéoipa ototyeia
delyvouv évav avénpévo kivouvvo ya dyun vrepevaicinoio pe av&avopevo dtdotnue Yopig aymyn
pe Inflectra. ®a mpémel va cupfovievoete Tovg acbeveic, va avalntioovy AUeST WTPIK GLUPOVAN
€av gpeovicovv omolodnmote Oyun avemBountn evépyeila (PA. mapdypapo 4.8). Edv ot acOeveic
AdPovv emavabepaneio petd omd pio pokpd tepiodo, TpEmeL va TapaKolovBovvTal oTeva Yo onuein
KOl GUUTTOUATO OWIUNG VITEPELAIGON GG,

Aowdéelg

Ot acBeveic mpénet va mopakoAovBodvTal GTEVA Yo TV EUPAVIOT] AOUMEE®V GUUTEPIAAUPAVOUEVTG
NG PLUOTIONG TTPLY, KATA TNV dldpKeto Ko petd tnv Oepaneia pe Inflectra. Kabog 1 amwofoin tov
infliximab pmopei va dlaprkéoetl péypt ko £€1 unveg, n mapakorlovnon Ba mpénetl va cuveyiletan og
oA Vv d1dpKeln NG v Ady® meptodov. H mepartépm Bepaneia pe Inflectra dev mpénet va cvveyiletan
av o acBevig eppavicel coPapn Aoipmén 1 ofym.

®a mpémel va dideTar Tpocoyn 0tav evogyeTal 1 ypnon tov Inflectra og acleveic pe ypovia Aoipmén 1
LE 1GTOPIKO VROTPOTIALOVGMY AOUMEE®V, CUUTEPIAOUPBOVOUEVIS TAVTOYPOVIG OVOGOKOTOCTAATIKNG
Oepaneiog. O acBeveic o Tpémel va, EVIIEPDOVOVTOL GYETIKA KO VO, ATOPEVYOVV TNV £kOEOT| OF
TAPAYOVTEG EVOEYOLEVOD KIVODVODL Y10 AOIUMEELG OTMG OTALTEITOL.

O mopayovtog vékpwong Tov 0ykov aipa (TNF,) pecoiafel otn daducacio tng AEYHOVAG Kot
pLOuilet T1g KuTTOPIKEG (VOoEC OvTOmOKpioEls. Ao otoryeia mepapdTmv Tpoékuye 6t o TNF,
amotelel Paokd Tapdyovta yio TNV eEAAEYT TOV EVOOKLTTAPIK®Y Aodéewv. H kvikn epmelpio



delyvel 0TI M apova Tov EevioTn evavTtia otV Aoipnmén PEIDVETOL G OpIopéVvovg acbeveic Tov
Aappavovv infliximab.

®a mpénel va onpeimbel 6Tt KotaotoAr tov TNF, pmopel va amokpoyel cupntdpoto Aoipméng 6mmg
mopeto. H mpoyn avayvopion tov dTuortmv KAMVIKGOV ELavicemV TV cofapmv AOU®MEE®V Kat TNg
TUTTIKNG KAWVIKNG ELPAVIONG TOV OTAVI®V Kol acuvHoTeV AoUdEE®V elval GNUAVTIKY| £T61 MOTE VO
glaiotomonfovv o1 kabBvoteprogig 6T Sidyvwon Kot T Bepoaneia.

Ot acBeveic mov AapPdvovv decpevtég Tov TNF givar mepiocdtepo emppeneic o€ coPapég Aotudées.
"Exovv mopatnpndel pupotioon, Paktnplokég AoUmdEels, GOUTEPIAAUPAVOUEVTG TNG CRWNG KO TNG
TVELUOVING, dMONTUEG LUK TIOOIKES, 10YEVELG KO AALEG EVKAPLOKES AOIUMEELG o8 0oBgvelg Tov
Adpupavay Bgpaneia pe infliximab. Kdnoleg amd avtég Tig mepumtmdoelc nTav Bovatneopec, ol To
GLYVA AVAPEPOLEVEG EVKOPLAKEG AOUDEELG Le deikTn Bvnopotntag > 5% meptlapfavouv
TVELUOVOKVGTMOOT|, KAVTIVTIOGT), AIGTEPIMOT Kot aomePyilhmon).

Ot acBeveic, mov avortuccovy pio véa Aoipwén evoocw vrofdriovion o Oepamneia pe Inflectra, Oa
TPENEL VO, TOPAKOAOVBOVVTOL GTEVA KO Vo VTTOPAAAOVTAL GE TANPT dlayveSTIKY a&loAdynon. H
yopnynon tov Inflectra Oa wpénet va daomTeTon €6V KATO10G 0ioBevig avamtvéet pio véa cofapn
Aolpmén N onyoaipio Kot KATAANAY avVTIKPOPlakn 1 avTLKnTIOGIKN Bepaneia Oo Tpémetl va
apyiler péxpig 6Tov M Aolpmén givar eheyyouevn.

Dopotioon

"Eyovv yiver avapopég evepyng oupotioong og acfeveig mov Aapfdavouv infliximab. @a npénet va
onuelbel OTL 6TV TAELOYN IO AVTAOV TOV OVOPOP®Y 1 PUUATIOGCT NTAV EEOTVEVHOVIKT,
euaviCopevn €lTe MG TOTIKN 1] YEVIKELUEVT] VOGOG,.

Ipwv v évapén g Bepaneiog pe Inflectra, 6Aot o1 acBeveig Tpémel va a&loAoyohvTat Yo evepyn Kot
un evepyn («havBdvovoa») eupotioon. H aloldynon avtr| npénet va mepthappdvet Eva Aemtopepég
L0TPIKO 10TOPIKO E TO OO0 VO GLVOSEVETAL OO TPOSHOTIKO IGTOPIKO PLHOTIOONG 1| ThAVIG
TPOTYOVLEVIG ETOPNG LE PLLOTIOOT KOl TPOTYOVUEVNG 1)/KOL TPEXOVGAG 0VOCGOKATUGTOATIKNG
Oepaneiog. Olot ot aobeveig Oa mpénet vo vToPdALovTal 0TIC KATAAANAEG SOKLUAGIES EAEYYXOV, TL.Y.
dokipacio SepUaTIKNG LHOTIVIG, aKTvoypaia 0dpakog (UTopel va 1oYDOVY Ol TOTIKEG 0dNYiES).
ZUVIGTATOL 1] KOTAYPOPT] TOV EV AOY® EAEYX®V GTNV KAPTO TPOEBOTOINOTG TOL acfevoug.
YrevOupiletal 6Toug GuVTAYoYpPaPOVVTEG 0 KIVOLVOC WELODV OPVITIKOV OTOTELEGUATOV dOKIUACTOG
NG OEPUATIKNG PLUATIVIG, Waitepa o€ acbeveic mov vocolv coPapd 1 Ppickovtal o€ KOTAGTAON
OVOGOKOTAGTOANC.

Av dwyvootel evepyn gupotioo, dev Tpénel va Eekvioet Oepamneia pe to Inflectra (BA.
Tapdypoeo 4.3).

Edv vrapyet vroyia yio AavBdvovoa gupatioon, Ba tpémnet va {nteitol 1 cupfovin evog ylotpov pe
€10ikevon ot Bepaneio TG PuHOTIOONG. Xe OAEG TIC TEPIMTMOOELG TOV TEPTYPAPOVTOL TOPAKATM, 1|
ooppomia opEAovg/Kvovvov g Bepaneiog pe Inflectra Bo mpémel va e€etdleTon TPOGEKTIKA.

Edv owyvootel un evepyn («havBdvovcar) pupatioon, n Oepaneia yio AavBdvovca gupatioon
TpENEL Vo, EEKIVIOEL e avTIPLUATIKY Ogpameia mpv amd Ty Evapén tng Oepaneiog pe Inflectra, kon
GULQPMVO, LLE TIG TOTIKEG 00N YiES.

e a00gvelg ToLv £0VV APKETOVG 1] CIUAVTIKOVG TOPAYOVTES KIVOUVOL Y10, PLULOTIOOT] Kol Y00V
apvnTikn dokipacia ywo AavBdvovoa pupatioon, 8o tpéretl va egetdaletal n aviupvpaTiky Oepaneio
wpw v Evapén tov Inflectra.

Xpnon avtwpopatikng Oeponeiog Oo mpénel emiong va e€etdleton mpv v évapén tov Inflectra oe
aoBeveig pe mponyobeVo 16Top1Kd AavOdvovcag 1 EvePYNg PLUOTIOOTG GTOLG OTTOTO0VG dEV UTOPEL VO
emPeforwbei éva emapiég oynua Bepaneiog.

"Exovv avapepBel opiopéveg mepimtdoelg evepyns pupatioong, o€ aceveic mov éhafav Oepaneio pe
infliximab, kotd TV didpkelo kot pHeTd ™ Bepaneia yio AavBdvovca pupatioo.
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Ka6e acbevig Oa mpénet va yvopilel 0Tt og mepintmon epuedviong onUEIOV/GCUUTTOUATOV TOV
vrodnAovovy eupotioot (dnA. exipovog Prixac, evoikn advvapic/armAiegia Bapovg, xopumAdg
TLPETOG) KaTd TN ddpKetn 1 petd t Bepomeio pe Inflectra npémet va {ntd ™ cvpPovin wtpod.

AmOnrikég pornniooixés Loywwlelg

Xe aoBeveig mov Aappdvovv Bepamneia pe Inflectra, Oa mpénet, edv avantiéovv pia coPapn
GLOTNUATIKN VOGO, va eEeTdleTarl To evogyOLeEVO DTTapENG KATOWHG SINONTIKNG LUKNTIOGIKNAG
Aolpméng, 6mwg aomepyiAA®oT, KAVTIVTIOGT), TVELHOVOKDGTWOOT), IGTOTAUCLUWOOT),
KokKidl0gWopvKntioon N PAactopvknTiosT Kot 0o TpENEL, o€ TPMOIUO OTAdO TNG S1EPEHVNONG OF
avtovg Tovg acbeveic, va {nteital n cvuPovAr gvog yotpol pe gumelpio 6T Sdyvmon Kot T
Bepameio SMONTIKOV HUKNTIONGTIKOV AOIUOEEDV.

O1 dmONTIKEG pUKNTICIKEG AOTUDEELG LITOPOVV VO, ELOAVIGTOVY MG Ui YEVIKEDUEVT], KOl O)L (G
EVIOTOUEVT], VOGOG Kol 01 EEETAGELG Y10l AVTIYOVO KO AVTICMHOTO EVOEXETAL VO, EIVOIL APV TIKEG O
Kkdmolovg acBeveic pe evepyn Aolpwén. Oa mpénel va e€etdletol n TepinT@o YOpNyNoNG KATAAANANG
EUTELPIKNG AVTIHVKNTIOGIKNG Oepameiag, eved mapdiinia dievepyeital dStayvaooTikOg EAEYYOG,
Aappdvovtag vrdyn 1060 ToV Kivouvo Goaprg LUKNTIOGIKNG AoTHOENG OGO KoL TOVG KIVOUVOLG TNG
OVTIHVKN TIOOTKT G Oepameiog.

INo acBeveig mov &yovv drapeivel 1} TaEWOEWEL GE TEPLOYES OOV dMONTIKES LUK TIOGIKES AOUMEELS,
OT®G 1 IOTOTAAGIMOOT], 1| KOKKId10€WopvKTiooT 1 1 fAacTopvknTiooT eivol eVONUIKES, To 0PEAN
ka1 o1 kivovvor g Bepamneiag pe Inflectra Oa npémnet va e€etdlovtol TposeKTIKA TPV TNV Evapén Tng
Oepaneiog pe Inflectra.

Noéoog tov Crohn ue mopovaia ovpryyicwv

Aocbeveig pe vooo tov Crohn pe mapovoio cupryyiov pe o&glo dStomunTikd cupiyylo dev TPENEL VoL
Eexwvovv Bepaneia pe Inflectra mpiv anoxieiotel ) mBovi mwapovsio LOALVOTG, EWOKOTEPO TOV
amootnuatog (BA. mapdypago 4.3).

Enavevepyomoinon nratitidoc B (HBV)

"Exet epoovicBel emavevepyomoinon g nratitdag B og acbeveig mov Aappdvovv Evav
TNF-avtaymviot) cvunepiiapfavopévoo tov infliximab, ot omoiot elvar ypdviol @opeig avTod TOv
100. Opiopéveg Tepuntoelg iyov Bavatneopo EkPaon.

Ot acBeveic Oa mpémet va eléyyovtan yro Aoipmén pe HBV mpwv v évapén g Bepaneiog pe
Inflectra. Xtovg acBeveig mov eivar Betucol yia Aoipwén pe HBV, cuvietdton va avalntodv
ouuPovAn evig yaTpov pe gdikevon otn Bepaneio g nratitidag B. Ot popeic tov HBV mov
amartovv Oepamneia pe Inflectra Bo mpémet va mapakoiovBodvtor 6TEVA Yo GMUELN KOl GOUTTM 0T
evepyng Aolpnméng ne HBV ka®’ 6An tn Bepameio kot ylo apKeTONg UAVES LETA TOV TEPUATIOUO TNG
Oepaneiog. Agv givan drabéotpa emapkn dedopéva yia T Bepaneio Tov acbevov mov gival popeig Tov
HBYV pe avti-ukn Oepaneia g cuvdvacud pe Bepaneio TNF-avtaymviot yio v TpoAnym
enavevepyomoinong tov HBV. Xg aoBeveig mov avantdcoovv enavevepyonoinon tov HBV, 1o
Inflectra Bo mpémel va S10kOTTETOL KO VOL EKKIVEITOL ATOTELECUATIKY avTL-Ukn Bepomeio pe
KOTOAANAT VTOCTNPIKTIKY Oy®YN.

2VUPALOTO TOL NTOTOG KO TOV YOANQPOP®V

[Tepumtdoelg ikTtepov Kol PN AOUDIOVS NTATITIONG, OPICUEVES LE YOPAKTIPICTIKA AVTOAVOCTG
nratitdog, £xovv mapotnendel peTd amd v Kuklogopio tov infliximab. 'Eyovv epeavictel
LEULOVOUEVES TEPMTMCELS NTATIKNG OVETAPKELNS TOV ELYOV MG OTOTEAEGLO LETAUOTYEVOT) NIATOG 1|
Bavato. AcBeveic pe ovuntdpato 1 onpeia Nratikng dvoieitovpyiog Oa mpénet va a&toloyovvral yo
amodeitelg nratikng PAAPNG. Edv avartuyBei(obv) iktepog ko avénon g ALT > 5 popég tov
avVATATOV PLGLOAOYIKOV opiov, To Inflectra Ba mpémet va SrakodmTeTaL, Ko Oo Tpémer va dievepyeitan
pio AewTopepng Epevva. TG SLOTAPAYNG.
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HopdAinin yoprynon avactoréo TNF-GApa kot ovaxivpag

Yofapéc AotudEelg Kot ovdetepomevia Exovv Tapatnpndel oe KAMVIKEG HEAETEC [LE TOPAAANAN
yopnynon ovaxkivpag Kot evog dAlov mapdyovta mwov decpevetl Tov TNF,, tng etavepoéntng, ywpig va
VIAPEEL EMIPOGHETO KAIVIKO OQELOG GE GUYKPLOT| LUE TNV ETAVEPGETTN LOVN TNG. AOY® TNG PVOEMG
TOV AVETIOOUNTOV EVEPYELDV TTOV TApATNPHONKOY LE TO cuvivacud Bepaneiog ETAVEPGETTNG Kot
avaxivpag, TapOPolEg TOEIKOTNTEG UTOPEL EMIONG VO TPOKHYOLV ATTO TO GUVOLAGUO TG OVOKIVPOG LE
dAhovg Tapdyovieg mov deopevovv Tov TNF,. Emopévag, dev ouviotdtotl o cuvdvacpog tov Inflectra
LLE TNV avaKivpa.

HopdAinin yoprynon avactoréo TNF-dApa kot afatacéntng

Xe KAMvikég pedétec mapdAinAn yopnynon TNF-avtayovictodv kot afatacéntng £xel cvoyeTiofel pe
évav auénpévo kivouvo Aomcemv mov TepAapfavouy cofapéc AOIUMEELG CLUYKPLTIKA LE TOVG
TNF-avtaymviotég povous tovg, yopic avénuévo kKivikd mieovéktnua. O cvvdvacuodg Inflectra kon
afotacEnTNG OEV GLVIGTATAL.

HopdAinin yoprynon pe drieg Broroyuég Bepameieg

Agv vrdpyovv erapkeig TANPOPOPIEG OYETIKA e TNV TAVTOY POV (p1ion Tov infliximab pe dAAeg
Bloroyucég Bepameiec, o1 omoieg ypnoomolobvtar yio T Beponeio TV ISV KATOCTACEDY OTOS Kot
7o infliximab. Aev cuvictdtotl 1 Tavtdypovn xpnon tov infliximab pe avtéc Tig Prodoyikég Bepamneiec,
eEartiag e mBavoTnTag ALENUEVOL KIVOUVOL AOTHMENG KOl GAAWDY SUVITIK®V (POPUAKOAOYIKMV
EMOPACEDV.

Aldayn) petoé&d Broioyikav DMARD

®a mpémetl va Aapfdavetot pépuva ko va cuveyiletal n Tapakorlovdnon tov achevav, dtav
oAAGlovv amod €va Plodoyikd o éva dAAo, KaO®G 1 aAANAeTikdAVYN TV Broloyikdv dpdcemv
umopel va avénoet Tepattépm Tov Kivouvo Yo avemBOUNTES EVEPYELES, CUUTEPIAAUPAVOUEVIG TNG

Aotpméng.

Zovtovd gufora/fepanevtikol polvouatikol tapdyovieg

e aoBeveig mov Aappdvovv Bepamneia pe avti-TNF,umdpyovv neplopiopévo dE00UEVH GYETIKA LE TNV
avtondkpion otov epPfolacpod pe Covrtavd epPoiia 1 T devtepoyevh pLeTddoon Aoipméng amd
Covtava epupora. H yprion Covtavav epuforiov prmopet va odnynoetl o€ KMvikéG AOUDEEL,
GUUTEPIAOUPAVOUEVOV YEVIKELUEV@V AotudEewv. H tavtdypovn yoprynon (ovtavav epuforiov pe
7o Inflectra dev cuvietdrat.

e Bpéon mov extédnKav evtdg g uitpag o€ infliximab, £yel avapepOel Bavatnedpog Ekfacn Adym
yevikevpévng Aoipméng omd tov Baxiho Calmette-Guérin (BCQG), éneita amd yoprynon tov eppoiiov
BCG petd t yévvnon. Zoviotdtol pio Tepiodog avalovig LETA T YEVVNon TovAdylotov 6L unvov,

wpwv 1 yopnynon Loviavov euforimv og Ppéon mov exkténkav eviog g untpag o€ infliximab (BA.

Tapaypopo 4.6).

Aldeg ypnoelg BepOUmEVTIKOV LOAVCUATIKAOV TOPpayOVI®V OTtmg (mvta eEacbevnuéva Baktipa (mT.y.
evotairiaén Pakidiov Calmette-Guérin (BCG) otnv ovpoddyo k0ot i T Oepameio Tov Kopkivov)
Ba pmopovcav vo TPOKAAEGOVY KAMVIKEG AOIUMEELS, GUUTEPIACVOUEVOV YEVIKEVUEVAOV AOUDEEMV.
ZuvioTdral vo pn xopnyodviot Bepamentikol poAvcpatikol mopdyovteg Tovtoyxpova pe to Inflectra.

Avtodvooeg depyacieg

H oyetucm avendpreia TNF,, mov tpokaiei n aymyn avit-TNF propel va éxel g amotélecpa tnv
évapén avtodvoong depyociag. Edv évag acBevig eppavicel GOUTTOUATO, TOV VTOONADVOVY
GLVOPOLO TTOL HOLALEL He epLONUOTOOT AVKO HETA amd aywyn pe Inflectra kot sivon Oetikdc yo
avTiompata katd tov dikAwvov DNA, dev Ba mpénel va cuveyiletan n aywyn pe Inflectra (BA.
Tapdypoeo 4.8).

Nevporoywd coppduoto
H yprion mapaydviov déopevong tov TNF, coprepilapfavopévov tov infliximab, £xel oyeticbel pe
TEPMTOCELG VEAG EUPAVIONG 1] ££0PONG TV KAIVIKOV CUUTTOUAT®V KA OKTIVOAOYIKT amddeln
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OTOUVEAMVOTIKAOV SLOTOPAY MY TOV KEVIPIKOD VELPIKOD GLUGTILOTOS, GCUUTEPIAQUPAVOUEVNG TNG
OKANPLVOTG KOTA TAGKOGC, KO TEPLPEPELNKEG ATOUVEAVOTIKES SLOTAPAYES, CUUTEPTAAUPAVOUEVOD
Tov ovvdpopov Guillain-Barré. Xe acOeveic e mpodmapyovcsa 1 TPOGEATN ELPAVIOT
OTOUVEAMVOTIKAOV SATUPUY DV, TO 0PEAT Kal o1 Kivovvor tng avti-TNF Bepaneiog Oo mpémel va
a&loroynBovv Tpocektikd mpwv TNV Evapén g Bepanciog pe Inflectra. ®a wpénetl va e€etdleton To
EVOEYOLEVO daKOTNG TG xopynong Inflectra edv avamtuyBodv o1 mapoandve dratapoyis.

Koaxonfeieg kot AeppobnepmAlactikéc drataparyes

210 EAEYYOUEVO TUNHATO TOV KAVIKOV HEAETOV pe TapdyovTes déopevong Tov TNF, mopatnpndnkay
TEPIOCOTEPEG TEPITTAOCELG KOKONOEIDV cupUTePAAUPavopEVOD TOV AEPPOUOTOS PeTaED TV acbevmv
mov AdpPavay éva mapdyovia déopevong tov TNF og cOykpion pe acbeveig g opddag eréyyov.
Koatd m dudpreta khvikav peret@v tov infliximab ce OAeg TV eyKeKpIUEVEG EVOEIEEIS 1] EMiTTOON
TOV AEUPAONOTOG 0TOVG aobeveig Tov Elafav Bepaneia pe infliximab oy vynAdTEPN O’ OTL
OVOPEVOTOV OTO YEVIKO TANOLGHO, aAAd 1 eppdvion Aepedpatog tav ondvia. Katd tnv mepiodo
LETE TNV KUKAOQOPIa, TEPIMTMCELS AeVYaiag avapipOniay oe acbeveig mov Elafav Bepaneia e
évav avtaymviorti tov TNF. Yzrdpyet éva voBabpo avénuévou Kivdhivou yio AERPOU Kol Aevyaipia
o€ acbeveig pe pevpatoedn apbpitida e vEIOTAUEVT OO PHOKPOD XPOVOL, VYNANG OPUCTIKOTNTOG,
QAEYHLOVAOON VOGO, 1 OTO10 TEPITAEKEL TNV EKTIUNOT TOV KIVOVUVOU.

e pio O1epeLVNTIKN KAVIKT HeAETN TTov a&loAdynce T xpnor tov infliximab o acOeveic pe pétpra
7pog cofapn xpovia aroppoktikny Tvevpovorddeia (COPD), avapépOnkav mepiocdtepeg kakoneteg
o1ovg acbeveic mov EhaPav Bepaneia pe infliximab cg cOykpion pe Tovg acheveic Tng opddag
eléyyov. OLot o1 acBeveig giyav 10Topikd Papémg Komviopatog. Ga mpémel vo diVETOL TPOGOYT OTN
Bepnon Oepanciog acbevov pe avénuévo kivouvo yia kakonela Aoyw Popémg KOTVIGUATOG.

Me v tp€rovca yvaor, £vag Kivouvog yia TV avamtuén AePeopATov 1 GAAOV KoKonBeidv o
acBeveig mov Aapfavouv Bepaneia pe Evav mopdyovra décpevong tov TNF dev umopei va
amokAelsOel (PA. mapdypagpo 4.8). Oa mpénet va divetal mpocoyn ot Bedpnon Bepaneiog
deopevtikng Tov TNF yio aoBeveig pe 1otopikd kakondetog 1 dtav peretdtor cuveyng Beponeio o
acBeveig mov avanticcovy pio Kakondela.

®a mpénel emiong va dideTal Tpocoyn o€ acheveic e ympioom Kot 10TpIkd 1GTOPKO EKTETUUEVNG
avVOooOKOTAOTAATIKNG Oepameiog 1 mapatetapuévng Bepaneiog PUVA.

KoakonOeieg, opiopuéveg Bavatneopeg, Exovv avapepbei avipueca og Tadid, epnPouvg Kot vEoug
evnAikovg (MAkiag €mg 22 etdv) mov Erafav Bepaneia pe mapdyovteg décpgvons tov TNF (évapén
g Oepameiog oe nhkia < 18 et®v), copneptrapfavouévov tov infliximab katd TV TEPi0d0 HETA TNV
Kukhopopia. [Tepimov Ta picd and To mepiotatikd NTav Aspeopata. Ta GAAa TepIoTATIKd
AVTITPOCHOTEVAY [i0l TOIKIATY S10POPETIKMY KOoKONOEIDV Ko cLUTEPIAAUPOVOY GTAVIEG KakonOeleg
ocuvnBwg oxetilopeveg pe avocokataotodn. O kivouvog avamtuéng kaxondelidv og acbeveic mov
éhaPav Bepaneio pe TNF-decpuevtég dev pumopel va amokAelcet.

[lepumtmoeig nratocaAnvikov Aeppopatog and T-kuttapa (HSTCL), £xovv avaeepbel petd v
KukAogopio og acBeveig mov EAafav Bepaneia pe mapdyovteg décpugvong tov TNF
cvumepthapPavopuévou tov infliximab. AVTOG 0 GTAVIOG TOTOG TOL AEUPOUATOG OO T-KOTTOP £)XEL
pio ToAd embetikn mopeia vocov Kot eivar cuvnBmg Bovatneopog. Zyedov 6lot ol acbeveig giyav
AGBel Oepameio pe AZA 1 6-MP tavtdypova pe 1 apéowg npv and Eévav TNF-deopevtn. H
GLVTPULTIKY TAELOYNQiN TOV TeptTtdoeny Vo infliximab £yovv cupPel og acbeveic pe voso Tov
Crohn 1 éAK®3M KOAITION Ko 01 TEPIGGOTEPEG AVAPEPONKAY GE EPPOVS 1] VEAPOVG EVIIAIKEG GPPEVEC.
O duvntikodg Kivouvog pe 10 cuvdvacud g AZA 11 6-MP kot tov infliximab B tpénet va eetdleton
mpoocektTikd. Kivovvog yia v avdmtuén nratoominvikov Aepodpotog and T-kottapa og acbeveig
mov éhafav Oepameio pe Inflectra dev umopei va anoxieioBel (BA.mapdypapo 4.8).

"Exovv avapeplel peddvopa kot kapkivoua kuttdpov Merkel oe acBeveic mov éhafav Oepaneio pe
TNF-beopevtéc, ovpmeptiappavopévov tov infliximab (BA. Tapdypago 4.8). Zuviotdtol va
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TPUYUOTOTOLEITAL TEPLOOTKOG DEPHOTOAOYIKOG EAEYYOG, 1O10ITEPA O 0GOEVELG e TAPAYOVTEG KIVOUVOL
Y0 KOPKivo TOL dEPHOTOC.

e pio faciopévn otov TAnBLoUO, avadPOUIKT LEAETT KOOPTNG, GTNV OTTOi0 XPTCLLOTOWONKaV
dedopéva amod ta eBvikd untpda vyeiog g Xoundiag, Bpédnke avénuévn enintmon Kapkivov Tov
TPOYNAOL TNG PNTPAG OE YOVOAIKEG e peLLATOEDN apBpitida Tov AapuPavay Bepaneia pe infliximab,
o€ GUYKPLOoT e TOVG 0oBeveig Tov dev eiyav AaPel TOTE PLOAOYIKOVG TOPAYOVTIEG 1] LLE TOV YEVIKO
TAnBuoud, copmeptrapfovopévoy ekeivov pe niikia dveo Tov 60 etov. Oo tpénel va cuveyiletat o
TEPLOOIKOG EAEYYOC GE Yuvaikeg Tov AapuPdvovy Bepaneia pe Inflectra, copmepriapfavopuévaov
exeivav pe nhkio avo tov 60 eTdv.

Olot o1 acBeveic pe ehikddn KoAitido ot omoiol Bpickoviot oe avénuévo kivouvo yio duvomiacio M
KapKivoua moyEog eviEpov (Yio Tapddetypa, acheveic e EIOTAPEVT amd HOKPOD ¥POVOD EAKMON
KOAITIOO 1) TPOTOTAON GKANPUVTIKY] YOAAYYEUTIOW), 1] Ol OTTOT01 YAV TPOTYOVLEVO 1GTOPIKO
dvomAaciog 1 KOpKIVOUOTOG TayE0g eviépov Ba mpémel va e€etdalovtal yio Suomhacio ava TaKTd
dwotnuato Tpv T Bepoameio kot Ko’ OAn T SLdpKeLd TG ay®mYNS TG VOGOL TOLG. AT 1
a&loddynon Ba mpémel va mephapPdvel KOAOVOSKOTNOT Kot froyiec GOUP®VO UE TIG TOTIKES 00N YiES.
Me ta tpé€yovta ototyeia dev gival yvooto dv 1 Oegpaneia pe infliximab ennpedletl Tov kivovuvo yia
avamTuén dvoTAaciog 1 KAPKIVOUATOG TTox€0g evIEpov (PA. mapdypapo 4.8).

A6 T oTtypn mov 1 TBavoTNTO cLENUEVOL KIVOUVOL Yo avarnTuén Kapkivov og acheveic pe
veodiayvoouévn duomhacio ot omoiot Aappdavovv Bepaneia pe infliximab dev €xet tekunprwbet, o
Kivduvog kat ta 0péAN og Kabe Evav amd Tovg acbeveig TPEMeL va avaoKOTOOVTOL TPOCEKTIKG Kol Oal
npénel va, eEetaleTon 1) dlakomn g Oepamneiog.

Kapduokn averdpkeio

To Inflectra Oa mpémel va yopmyeiton pe Tpocoyn o€ aceveig pe oG LOPONG KOPIIOKT AVETAPKELD
(NYHA «xatnyopia I/IT). O acBeveig Oa mpénet va mopakorovfodvial oTeEVE, EVE 1 YOprynon
Inflectra dev mpémel va cuveyiletal og acbeveic mov Tapovc1alovy VA 1 ETIOEVOVUEVO CUUTTMLOTOL
Kapdlokng avenapkeag (PA. mapdypopo 4.3 kot 4.8).

Aylatohoyiég avTdpaoelg

Yrnp&av avapopég TavKLTTOPOTEVING, AEVKOTEVING, ovdeTEPOTEVinG Kot Opopponeviag oe acbeveig
mov éAafav decpevtég Tov TNF, cvurepiapfovopévou tou infliximab. Olovg tovg acheveic Oa
TPENEL VO, TOLG GVUPOVAEVOVY va {NToVV dpeoT 1aTpIkn epovTida dv avartiEovy onueio Kot
GUUTTOUOTOA TTOV VTOONADVOVY SVCKPAUGIEG TOL OHATOG (.. EMIHOVO TVPETO, LOAMTES, OLLOpPAYi,
oypdtTa). Oa mpénet vo e&etdleton 1 dwakonn g Oepaneiog pe Inflectra oe acbeveig pe
emPePotOUEVA CNUOVTIKEG OLULOTOAOYIKES SLOTAPULYES.

Ala

Yrdpyel meproptopévn eumeipio acpdreag g Oepaneiog pe infliximab og acBeveig mov &yovv
vroPAnOel o yepovpyikég emepPioets, cvumepiapfavopuévng g apbporiactikig. Edv oyxedialeton
YEWPoLPYIKN eméuPacm, Oa mpémet va Aapfdvetal voyn o peyalog xpdvog nuiceog Long Tov
infliximab. O ac0gvig mov ypnlet eyyxeiptong evad AapPavet Inflectra Bo mpémet va maparkoiovbeitar
oTeVA Yo AoUdEELG Kot o Tpémet va AappdvovTotl To KatdAAnAo péTpa.

Amotuyio avtamokpiong ot Bepaneia yio T voco tov Crohn pmopel va vodeikvie TNV Topovcia
P0G TOTIKNG IVOTIKNG OTEVOGCTG TOL UITOPEL Vo, amaittel xelpovpyikt| Oepaneia. Agv vapyovv

amodeitelg mov va deiyvouy 0Tt To infliximab emdVOVEL 1] TPOKAAEL IVOTIKA GTEVOHOTA.

Ewdwoi mAnfvopotl

Hhlrkiouévor acBsveic (= 65 etawv)
H enintoon coPfapadv Aowwméemv o acheveic nhikiag 65 etdv Kot dvo mov Elafav aywyn e
infliximab ftav peyodvtepn and 611 o€ acheveic nhlikiog KATo TV 65 eTdv. OplopEveg amd QVTEG TIC

13



roméels elyav Bavatneodpo Exfaon. Oa mpénet va, dlvetal 1010UTEPT) TPOGOYN CYETIKMOG LE TOV
kivduvo Aotudéemv dtav yopnyeital Oepaneio oe nAkiopévoug (PA. mapdypago 4.8).

THoudiozpirxoc minboouoc

Aowaers
Y& KMVIKEG LEAETEC, AOUDEELG ExouV avapepBel e YNAOTEPO TOGOGTO TAUSLATPIKAOV acHevdY amd
0T1 og eviihikeg aobeveig (BA. mapdypopo 4.8).

Eupotiaouorl

Yuviotdral ot TodtoTpikol acheveic, edv ival SuvaTdv, va £YOVV ETKUIPOTOGEL OAOVS TOVG
euPolacong, cOLEMVA LE TIC TPEXOVTES 00N Yieg EUPOALOGHLOD, TPV amd TV Evapén g Bepameiog
pe Inflectra.

Koaronbeieg kot leppoivmepmlootikés o10t0poyég

KoakonOeieg, opiopéveg Bavatneopeg, Exovv avapepbei avipueca og Tadid, epnPouvg Kot vEoug
eviAkec (Mkiog €mg 22 etdv) mov Ehafav Bepameia pe mapdyovieg déopevong tov TNF (évapén g
Bepaneiog og nlkia < 18 etdv), copmepriappavopuévov tov infliximab katd v nepiodo petd tnv
Kukhopopia. [Tepimov Ta picd and To mepiotatikd NTav Aspeopata. Ta GAla TepioTaTIKd
AVTITPOCHTEVAY [i0l TOIKIATY S10POPETIKMY KAKONOEIDV KOl GLUTEPIAGUPOAVOY GTTAVIEG KakonOgleg
ocuvnBwg oyetilopeveg pe avosokoTaotodn. O kivouvog avamtuéng kakoneldy o€ Todd Kot
epnPoug mov Elafav Bepaneio pe TNF-decpgvtég dev pmopel vo. amokAeloTeL.

[lepuTmdoEelg NTATOCTANVIKOV AEpPOUATOG amd T-kuTtTapa £xovv avapepel petd v KukAopopia og
acBeveig mov élafav Bepaneia pe mapdyovreg décugvong tov TNF, counepirappavopuévov tov
infliximab. Av1o¢ 0 omdviog THTOg Tov AepPdpaTog amd T-KiTTapa £YEL o TOAD eTBETIKY TOpEia
vocov Kot eivar cuviBwg Bavatnedpoc. Xyedov odot ol acBeveig iyav AdPet Bepaneio pe AZA 1 6-
MP tavtoypova pe 1 apéomg tptv and Evav TNF-decuevth. H cuvtpurtikn mistoyneio tov
nepmToe®v V1o infliximab £yovv cvuPet og acbeveig pe voco tov Crohn 1| EAkddn KoAiTida Kot ot
TEPLOCOTEPEG AvaPEPONKav o€ £ oug 1 veapovg eviAikeg dppeves. O duvntikog Kivouvog Ue Tov
ouvdvaoud e AZA 1 ¢ 6-MP kot Tov infliximab Oa npénel va eEetdletar mpooektikd. Kivduvog
Y TNV AvATTLEN NTATOSTANVIKOD AepPdpaTog amd T-kuttapa og acbeveic mov édafav Oepomeio pe
Inflectra dev umopei va anoxieiotel (BA. mapdypapo 4.8).

4.5 Aliemopdosic pe Ghio QUPPUOKEVTIKA TPOIOVTA Kol GAAeg pop@Eés alinieniopacg
Agv &govv paypoatomomOel peréteg aAANAETIOPACEWDV.

e aoBeveig pe pevpatogdn apbpitda, yoplacikn apbdpitda kot véso tov Crohn, vadpyovv evoei&elg
OTL 1 TALTOYPOVN ¥PNoT HEBOTPEEATNG Kl AAA®YV AVOGOTPOTOTOMTIKMV PELDVEL TO GYNUATIOUO
avTIoOUATOV Kotd Tov infliximab kot av&avel TIc GLYKEVIPAOGELG TAAGHOTOG ToV infliximab. BéBaia
T amoteAéSpoTa Elvar afEPaia Ady® TV TEPLOPICU®Y TV LeBOS®mV oL YpnoipomomOnkay yio
avaAvcelg opov Tov infliximab kot aviicopdtov Katd tov infliximab.

Ta kopTiKooTEPOEON dEV PaiveTar va exnpedlovv T eaprokokvnTikn Tov infliximab o€ KAvikd
oYETIKO Pabuo.

O ovvdvacpdg tov Inflectra pe dddeg froroykég Bepameieg, mov ypnoyLomolovvTal yio T Bepaneia
TOV 010V Kataotdoemv 0nmg Kot To Inflectra, cupmeptlapfavopévng g avokivpag Kot g
afatacéntng, oev cvvictdtot (PA. Tapdypoeo 4.4).

Yuviotdral ta {ovtava epfoiia va pnyv yopnyobvtor wapdrinia pe to Inflectra (BA. mapdypapo 4.4).

Yvviotdral emiong to {ovtava eufoiio va pn xopryovvtal o€ Ppéen énetta and Exbeon eviog e
unpog og infliximab, yio TovAdyiotov €61 unveg petd tn yévvnon tovug (BA. mapdypoeo 4.4.)
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ZuVIoTaTal vo pn xopnyodviat Bepamentikol HOAVGLATIKOT TapdyovTeg TowTOYpova Le to Inflectra
(BA. mapdypago 4.4).

4.6 Tovipétnra, KONON KO YoloVYia

Tluvoikeg og avamapoy@y nAkio

TINuovaikeg og avamapoy@ykn MAKio TPETEL VoL XPTCLLOTOLOVV ETOPKT AVTIGOAAYT] Y10 TV TOPLYN
EYKVHOGVYNG KoL va cuveyilovv TN xpnor g Yo TOVAGIGTOV 6 U VES LETA TNV TEAELTALN Oy@YN LE
Inflectra.

Eyxvpocivn
O pétprog apBuog (tepimov 450) TV KuNGEOV TOL £0VV GLAAEYDEL 1] TpOKELTAL VO GVAAEYOOLV Kot

o1 omoieg extéOnkav o¢ infliximab pe YvOOTA ATOTEAECUATO, CUUTEPIAUUPOVOUEVOD EVOC
nepropopévou aplfpov (mepinov 230) mov extébnke Katd TN S1GpKELD TOL TPDTOV TPYLNHVOL KOTONG,
OV OElyVEL U1 OVOUEVOLEVESG OPACELS OTO OMOTEAEGLO TG EYKVUOGVVNG. AOY® TNG OVAGTOANG TOVL
TNF,, 10 infliximab yopnyobuevo Katd tn 61dpKela TG €yKupoovvng Bo pTopovce va ennpedost Tig
(PVOIOAOYIKEG GIVOOEG OVTATOKPIGELG GTO VEOYEVVITO. Xg pio LEAETN TOEIKOTNTAG OTNV avATTLEY, TOV
£YVOV GE TOVTIKOVG LE TN ¥PNOT EVOS OVAAOYOL OVTIGMUOTOG TO OTOI0 OVAGTEALEL EMAEKTIKG TN
Aertovpyikn| dpdor tov TNF, Tov movtikov dev vnpye £voelgn Untpikng ToEKOTnTOC,
euPpvoto&ikotntag N tepatoyéveong (PA. mopdypago 5.3).

H dwobéoun khwvikn eumeipio glvan moAd TEPLOPICUEVT Y10 VO ATOKAEIGEL KATOLOV KivOLVO, Kol
oLVETMG 1| xopnynon tov infliximab dev cuvictdral katd T dibpKed TG EYKVUOCHVIG.

To infliximab dwamepva Tov TAaKoOVTO Kot £xel oviyvevbel oTov 0pd Ppepdv £m¢ Kot 6 PVeS PETE T
vévvnon tovg. 'Eneita and €kBeon eviog g untpag o infliximab, to Bpéen evdéyetal va Bpickovtal
o€ avénuévo kivouvo Aoipwéng, copmeptiapfavoprévng cofapng yevikevpévng Aoipméng mov pumopel
va amofet Bavatnedpoc. Aev cuvictdtot 1 xoprynon Lovtavav epuporiiov (t.y. eppoéio BCG) oe
Bpéopn mov £xovv extebel o€ infliximab gviog TG UNTPOGC, Y10 TOVALYIOTOV 6 UNVEG LETA TN YEVVNON
toug (BA. Tapaypdeovg 4.4 kot 4.5). ‘Exovv eniong avoaeepbel nepiotaticd axokkiokvttapatpiog (BA.
Tapaypoo 4.8).

OnAoopog
Eivon dyvmoto gdv to infliximab arekipivetal 6to avBpdmivo YaAa 1} amoppoPatal GUCTHUATIKA

petd tn Aqym. Ereidn avBponiveg avococ@alpiveg amekkpivoviol 6To YA, 01 YOVOIKEG OEV TPEMEL
va nialovv yio TovAdyiotov 6 unveg petd  ayoyn pe Inflectra.

Tovipdémra
Agv vTapyovv ETAPKT TPOKAVIKA dEJOUEVA Yo TNV EEQYMYN CUUTEPUCUATOV Y10, TIG EMOPACELS TOV
infliximab otn yovipotTO KOt 6TN YEVIKY avamapay@yikn Asttovpyia (BA. mopdypago 5.3).

4.7 Emopaceig 6TV IKOVOTITA 001]Y161)G KO EIPIGROD PNy avaY

To Inflectra pmopet va £yl pucpn| EXidpAcT) OTNV IKAVOTNTA 01 YNONG KOl XEPIGLOL UNYAVAOV.
Mmnopet va geppavictet {aAn petd anod ) xoprynon tov Inflectra (BA. mapdypopo 4.8).

4.8 AvemOOunteg evépyereg

Hepiinyn tov TPoeiA acEarelng

H Aolpwén Tov avdTePOL OVOTVEVGTIKOD GUGTHUATOG NTAV 1] TLO GLYVN AVETBVUNT EVEPYELL TOV
oapudrov (ADR) mov avaeépnke og kKAvikég dokipéc, eppavifopevn oto 25,3% tov acbevav Tov
éhaPav Bepaneia pe infliximab, 6e oOyKpion pe 10 16,5% TV acbevav g opddag eAéyyov. Ot mo
coPapéc ADR mov oyetilovran pe ) xprion TNF-decpeutdv kot o1 onoieg £xovv avapepOei yio To
infliximab, eptAappdvovv enavevepyonoinon tov HBV, cupgopntikn kapdiokn| avendpkeio (CHF),
coPopéc Aoméels (cupmepthapBovoéveoy onyolpiog, EVKOIPLOK®OY AOUDOEEDY KOl PUUATIOONS),
0povocia (OYIUES AVTIOPAGELG LIEPELOITONGING), AUATOALOYIKEG AVTIOPAGELS, GUGTNUATIKO
epLONUATMON AVKO/cVUVIpPONO TPOoGOoUOLaLoV e ADKO, ATOUVEAVOTIKESG SLOTaPUYES, GUUPALLATA TOV
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NTATOG KOl TOV YOANPOP®V, AEUG®UA, NTUTOCTANVIKO Aéppoua ond T-kotrapa (HSTCL),
Agvyoupia, kopkivopo kuttdpov Merkel, pekdvoua, towdiotpikn Kakondeia,
capkocidmon/avTidopacn TPocopotdlovca e GOPKOEIdMOT], EVIEPIKO 1| TEPUTPOKTIKO amdoTnpa (0T
voco tov Crohn) kot cofapéc avidpaoelg Eyyvong (PA. mopdypagpo 4.4).

KotdAoyog T@v avemBiuntev oviidpicemy 6 Lopen Tivaka
O IMTivaxag 1 mapovoidlel Tic ADR mov Bacilovion oty epmeipio amd Tig KAVIKES peAéteg Kabmg Kot

TIG AVEMBVUNTEG EVEPYELEG, OPIGUEVEG Le Bavatnedpo EkPacn, Tov avapépnkay and v euneipio
petd tnv xukiopopia. ['a kdbe katnyopio opydvov cuoTiatog ot avemlBOuNTeg EVEPYELES
Ta&IVOLOVVTOL GOUPMOVE, [LE TN CLYVOTNTA GE: TOAD cVyvEG (= 1/10), cuyvég (= 1/100 émg < 1/10), oy
ovyveés (> 1/1.000 émg < 1/100), omdvieg (= 1/10.000 éwg < 1/1.000), ToAd ondvieg (< 1/10.000), un
YVOoTéG (dev pmopovv va extiunovv pe fdon ta dabéoia dedopéva). Evtog kabe katnyopiog
GLYVOTNTOG EPPAVIONC, O avemBoUNTEG EVEPYELEG TapatiBevTal Katd pbivovoa oelpd cofapdtntoag.

Mivexog 1

Avem@Ounteg evépyeieg o€ KMVIKEG PEAETES KoL OTé TNV EPTTELPIC HETA TNV KVKAOQOpPia

Aowadels kot Topao1tmoels

IToAv ovyvég:
Yoyvéc:

Oy ovyvec:
XTAVIEG:

Mn yvootéc:

loyevig Aotlpwén (m.y. ypinmn, Aoipmén amd Tov 10 Tov EprnTa).
Baxmplaxég Aopaéelg (m.y. onyoiio, kuttapitidoa,

AmTOCTN ).

dupatioon, pPOKNTINCIKEG AOU®EELS (.. KavTivTioo).
Mnviyyitida, gukoiplakég AOUMEELS (OTmG ONONTIKEG
LUKNTIOOIKEG AOIUMEELG [TTVELLOVOKDOTWOOT, IGTOTAUCU®OT),
AOTEPYIAA®OT, KOKKISIOEWOOUVKTIOOT], KPUTTOKOKK®MOT,
BAactopvkntioon], faktnprokéc AoudEeLg [aTuma
pokofaxtnpidia, Aotepimor, COALOVEAL®ON] Kol 10YEVELG
Aoméerg [kuttapopeyaroioc]), mopactTikég AoMEELS,
gnovevepyonoinon nratitidag B.

Ex dapuyng (breakthrough) Aoipwén and euforo (énsita and
éxBsom evidg s untpag o infliximab)*.

NeormAddouaro kalondy, kaxondn
K1 un kobopiouéva
(Teprlopfavovial KOGTELS Kol
TOAOTOES)

XTAVIEG:

Mn yvootéc:

Aépoopa, un-Hodgkin Aépeopa, vosog tov Hodgkin,
Agvyoupia, peAdvVoUO, KOPKIVOG TPOyAOD UNTPOC.
Hratoominvikd Aépempa and T-kdttapa (TpoTicTtog o
€pnPoug Kot veapovg eviikeg pe voco tov Crohn kot eAkmon
KOAITION), Kapkivopa kuttapov Merkel.

A1070p0YES TOV QUUOTOINTIKOD KOl
TOV AEUPIKOD TVOTHUATOS

Yoyvéc:
Oy ovyvéc:
XTAVIEG:

Ovdetepomnevia, Agvkomevia, avarpia, Aeppadevonddeia.
®popfonevia, Aeppomevia, AEUPOKVTTAP®OT).
Axoxklokvttapatpio (copnepriappavouévav Bpepov
extedepévav evrog s untpog o€ infliximab), Opopfwtikn
Opoppomevikn TopeHPL, TOVKLTTOPOTEVIN, OLLOAVTIKY ovaLpiaL,
omadng Opopfomreviki Topevpa.

A10T0p0oyES TOL AVOGOTONTIKOD
OVOTHUOTOS

Yoyvéc:
Oy ovyvéc:

XTAVIEG:

A epYIKO COUTTOUN TOV OVOTVEVGTIKOV.

AVOQUAOKTIKY 0vTIOpaoT), GUVOPOLO TPOGOUOLALoV [E AVKO,
opovocia 1 ovTidpaomn Tpocopotdlovca e 0povoaia.
Avaevioktikn kataminéio, ayyeiitida, avtiopacn TOTOL
COpPKOEIdMONC.
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PoyloTpikés OLaTopoyés

Yoyvés:  KataBiwym, abmvio.
Oyt ovyvég:  Apvnotia, d1éyepon, obyyvon, vavniio, VELPIKOTNTA.
Xrndvieg:  Amdbewo.
Arozapoyés Tov vevprkov
OVOTHUOTOS
[ToAd ovyvég:  Kepaiadyio.
Yoyvég:  Thayyog, (dAn, vraeOnoio, mapaicOncia.
Oyt ovyvég:  Zmaopog, vevpomabdeia.
Yravieg:  Eykdpoio poehitido, amopueMvoOTIKEG S1aTapoyég TOV
KEVTIPLKOD VEVPIKOD GLGTNHOTOS (VOGOG opotd{ovsa pe Kotd
TAGKOG GKANPLVGT] KOl OTTTIKT VEVLPITION), TEPLPEPIKES
ATOPLEAMVOTIKES Statapayés (0nmg ovvdpopo Guillain-Barre,
APOVIO QAEYLOVAOING OO UVEAVMTIKY TOALVELPOTTAOELD Ko
TOAVECTIOKY| KIVNTIKN vevpordOeia).
OpOalpurés orotapoyés
Yuyvég:  Emmepukitido.
Oyt ovyvég:  Kepartitida, mepucoyyikd oidonpa, kpiom.
Yrnavieg:  EvoopBoipitida.
Mn yvootég:  [lopodikn andleia 6pacng mov epeaviletor katd tn ddpkea 1
€VTOG 2 mp@v amd TV £yYLon.
Koapooxés drotapayéc
Yoyvéc:  Tayvkapdio, aicOnuo ToApmv.
Oyt ovyvég:  Kapduokn avemdpkela (véa i) emdevodeioa), appubpia,
ovykomi, fpadvkapdia.
Yravieg:  Kvdvmon, mepicopdiokt cuAioyn.
Mn yvootéc:  loyopio Tov pookapdiov/Epugpaypo Tov Luokapdiov.
Ayyeraxég drotopoyés
Yoyvég:  Ymdtaom, vméPTaoT), EKYOUMOT, 50y, alpvidto ephonua.
Oy ovyvég:  Tleprpepikn woyopio, Opopfopirepitida, apdTmpo.
Xravieg:  Kokho@Qopikn avemdpkela, TETEXEW, 0yYEIOGTAGLOG.

A1070p0YES TOD AVOTVEDTTIKOD
ovoTHUATOG, TOV OpaKa Kai TOL
ueaobwpdxiov

IToAv ovyvég:
Yoyvéc:
Oy ovyvec:

XTAVIEG:

Aoluwén Tov aVAOTEPOL OVATVEVGTIKOD GUGTHUATOG,
TOPOPPIVOKOATITION.

Aoluwén Tov KOTOTEPOL AVATVELGTIKOD GLGTHIATOG (TT.).
Bpoyyitida, Tvevpovia), ddOomvota, exictaln.

[Tvevpovikod oidnua, Bpoyydonacpoc, TAevpitido, VIE{OKOTIKY
GLALOYY.

Avgpeon Tvevpovoradeio (GUUTEPIAQUPAVOUEVNG TOYEWMG
eEeMaooopevng vOGoL, TVELHOVIKNG tvdong Kol TVELHOVITIONG).

A10T0poyéS TOV YaTTPEVTEPIKOD

IToAv ovyvég:
Yoyvéc:

Oy ovyvéc:

Kotokd diyog, vavtia.

Ayloppayic TOL YOOTPEVTEPIKOV CMOANVA, d1APPOLa, SVGTEWIa,
YOGTPOOIGOPAYIKT] TOAVOPOUNGT], OLGKOIAOTNTAL.

Aldtpnon Tov EVIEPOV, GTEVMGT] TOV EVIEPOV,
EKKOATOUOTITION, TOYKPEATITION, YEMTION.
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Arozapoyég Tov HTaToS Kot TV
XOAN@Opwv
Yoyvéc:

Oy ovyvéc:
XTAVIEG:
Mn yvootéc:

Hrartikn Aettovpyio un gUOI0A0YIKY], TPAVOOUVAGEG
avénpévec.

Hratitda, nratokvtrapikn BAAPT, yorokvoTitida.
Avtodvoon nratitida, iktepog,.

Hrotum avendpkela.

Arozapoyég To0v dEPUATOS Kal TOD
DITOOOPIOD 16TOD

Yoyvéc:

Oy ovyvéc:

XTAVIEG:

Mn yvootéc:

Néa 1 emdevmbeica yopioon copmepthappfavopuévng
OAVKTOIV®OO0VG Yopiaong (TpOTIoTOe TaAdpeg Kot TEALOTA),
Kkvidwon, e£avOnua, Kvnoprog, vrepdpuacia, ENPo dEpL,
LUKNTIOG1IKT deppatitida, Exiepa, aAOTEKI.

IToppoivymdeg e£avOn e, ovuYOHLKNTIOGT, CUNYHOTOPPOL,
podOYPOLS aKUN, ONA®LA TOV dEPHOTOC, VIEPKEPATMOT], UN
(PVCIOAOYIKT] OEPUATIKN LEAGYYPOON.

To&wn emdeppikn vekpdivon, cuvopopo Stevens-Johnson,
TOAOOPPO epvON U, dobvmon).

Emdeivoon copuntopdtov deprotopvocitidog

A1070p0YES TOD UDOTKEAETIKOD
OUOTHUOTOS KL TOD GUVIETIKOD
10700

Yoyvéc:

ApBpaiyia, poaiyia, ospuadyia.

A1070p0YES TV VEPPMDY KO TV
0VPOPOPWY 0OV

Yuyvég:  Ovpoloipmén.
Oy ovyvég:  Tueloveppitida.
A1070p0YES TOD AVOTOPAYWYIKOD
OVOTHUOTOS KL TOD UOTTOD
Oyt ovyvég:  Kohmitida.
Tevikéc droTapoyés Kai KoTooTaoELS
TS 0000 YOpHYNoNS
IToAd ovyvég:  Avtidpaom oyetillopevn pe v Eyyvon, dAyog.
Yoyvéc:  Oopakikd dAlyog, KOTMON, TUPETOS, AVTIOPACT GTO ONUElD TG
éveong, piyn, oidnuo.
Oyt ovyvég:  KaBuotepnuévn emodroon).
Xravieg:  Koxkiopatdong BAGP.
Hopaorxivikég eCetdoeis
Oyt ovyvég:  Avtoovticopo 0eTiko.
Xravieg:  Iapdyovtag copmAnp®UOTOG U QUGIOAOYIKOC.

* coumeprhappavopévng g Poegiov pupatioong (yevikeopévn Aoipmén and BCG), BA. mapdypopo

4.4.

Avtidpaosic oyetilOUEVEC LLE TNV £YYLON

Avtidpaon oyetilopevn He T £YXVoT o€ KAVIKEG HEAETEG TPOGOIOPIOTNKE GOV OTTOLUONTOTE

avemBountn evépyela epeoviLOUEVT KATA T ddpKeLD TNG £YYLONG N EVIOS 1 dpag HETA TNV EyyvoT).
e khvikég pedéteg pdong I, 18% twv acbevav mov Elafav aywyn e infliximab cuykpivopevol pe
5% tv aclevaov mov ELafav aywyn e EIKOVIKO PAPUAKO EUOAVICOY KATO0 avTidpaon oxeTilOpeVT
HE TNV €YXuoT. Zuvolikd, peyarvtepn avoroyia acbevav mov éhafav povobepaneio pe infliximab
EUPAVIcaV Kamola ovTidpaot oyeTCOUEVN He TV £YYLOT O€ cLYKPLoN pe aoBeveig Tov Elafav
infliximab Tavtoypova pe avocotpororomtikd. [epimov 3% tov acevmv diEkoyay TNV aymyn
eEautiag avtidpdoemv oyeTilOHeEV@V HE TNV £YXvoT Kot OA0L o1 0cBevelg avékapyay Le 1| xopig
TP ay@yn. And Toug acbeveic mov éhafav aywyn pe infliximab kot o1 oroiot eupdvicay Kdmolo
avtidpaor £yyvong Katd tnv mepiodo epodov, péypt Kot T Rdopdda 6, 27% epedavicoy Kamoto
avtidpaor £yyvong Katd tnv mepiodo cuvtnpnong, amd v efdopdda 7 péxpt kot v gfdopdada 54.
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Am6 tovg acBeveic o1 omoiot dev eppdvicay Kamowa avtidpacn £yyvong Katd v nepiodo epddov, 9%
EUPAVIoAV KATOla OvTIOpOoT £YYLONG KATA TNV TEPIOS0 GLVTIPNOTC.

e pio kKMvikn pekétn acBevav pe pevpartosdn apbpitida (ASPIRE), ot eyyboeig empdketto vo
xopnynBovV og Eva ypovikd SLAGTNHA 2 ®PGOV i TIG TPpDTEG 3 eyyvoels. H didpreia tov
LETAYEVESTEPMV EYYVGE®V Ba pmopovoe vo cuvtopevdet oe oyt Aryotepo and 40 Aentd og aobeveig
OV OEV EUPAVICAY GOPaPEG AVTIOPACELS £YXLONG. L€ AVTNV TN dOKU, ERvTa £EL TOIC EKATO TMV
acBevav (686 amd tovg 1.040) éhafe tovddyiotov pia Bpayeia £yyvon Tov 90 Aentmdv 1} ArydTepo Kot
44% twv acBevav (454 amo toug 1.040) éhaPe Tovidyiotov pia Bpoyeia £yyvon twv 60 Aemtdv 1)
Alyotepo. Ao tovg acBeveig mov Ehafav Bepaneia pe infliximab ot onoiotl EAafav TovAdyioTov pia
Bpayeia &yyvon, avidpdoelg oxeTilopeVeS e TNV €yyvon cuvEPnoav 61o 15% TV acbevov kot
coPopég avTidpacelg £yyvong cvvépnoav oto 0,4% tov acbevav.

e pio kKMvikn pekétn og acbeveic pe ) voco tov Crohn (SONIC), avtidpdoeic oyeti{opeveg pe v
€yyvomn ovvéfnoay oto 16,6% (27/163) towv acBevav mov ElaPav povobepaneia infliximab, 1o 5%
(9/179) twv acBevav mov érafav Bepancia pe infliximab ce cvvdvacpod pe AZA xai oto 5,6%
(9/161) twv acBevav mov Elafav povobepaneio AZA. Mio cofapn avtidpaon oxetilopevn pe v
£yyvon (< 1%) epopaviotnke og évav acbevn oe povobeponeio infliximab.

Metd v KuKAOPOpPia TOV PAPUAKOV, TEPUTTOCELS OUOLALOVOES LUE AVOPUAOKTIKEG AVTIOPACELS,
GUUTEPTAOUPAVOUEVOV TOL AOPLYYIKOV/QapVYYIKOD 0101LLATOG Kol GOPapov BpoyyOcTacLOov, Kot
napo&uopov Exovv cuoyeticbel pe ™ xoprynon tov infliximab (BA. mapdypapo 4.4). Exyovv
avapepOel TEPIMTOOELS TOPOIIKNG ATDAELNG TNG OPAUCTG TOV eReavileTor Katd tn S1dpKeln 1] EVTOG
2 opov omd v &yyvon ue infliximab. Zvppdpata (opropéva Bavameopa) 1oyopiog/epepiyotog
Tov pvokapdiov kat appvlpiog Exovv emiong avopephel, OPICUEVA GE GTEVT YPOVIKT] GUGYETION UE
v €yyvon infliximab.

Avtidpaoeig éyyvong vbotepa and emovayoprynon tov infliximab

Mio kAvikn pedétn o acbeveic pe pétplo mpog cofapn ympioon oyedIcTNKE Y10, Vo 0EI0A0YNOEL
TNV OMOTEAEGUOTIKOTITO KO TNV AGQAAELN TNG LOKPOYPOVIaG Bepameiog cuVTPNOoNG EVOVTL TNG
enovabepaneiog pe va oynpo pddov tov infliximab (péyioto tecodpwv eyyvoemv otig 0, 2, 6 Kot
14 efdouddeg) votepa amod EEapon e vooov. Ot acbeveig dev Elafav Kapio Tovtoypovn Bepaneia
OVOGOKUTAGTOANG. £T0 okélog emavabepaneiog, 1o 4% (8/219) tov acbevov epedvice pio cofopn
avtidpaon €yyvong évavtt Tov < 1% (1/222) ot Bepancia cuvtipnong. H mieloymoeia tov coPapov
avTOPAcE®Y £yYLONG EUPOVIOTNKE KaTd TN d1dpKela TG devTeEPNG Eyyvong tnv efdopndada 2. To
SICTNHO AVALESH OTNV TEAEVLTAIO OOGT) GLVTIPNONG KOl GTNV TPAOTN dOCT EXAVEPOIOV KUUOIVETL
amd 35-231 nuépec. Ta copntopata mepreldpuPavay, aAld dev meplopionkay o€, SoTVoln, Kvidmon,
0101 L0 TPOGAOTOL KoL VIOTAGCT). & OAEG TIG TEPMTMOOELS, 1) Oepameia pe infliximab StoxdmnKe KON
kabiepmbnie véa Bepameio pe TANPN e£dAenyn TOV OGNUEI®V KOl CUUTTOUATOV.

Oy vrepgvonchnoio

Xe KMVIKEG LEAETEC, OWILEG OVTIOPACELG LITEPELALCONGING NTAV Ol CLYVEG KOl ELPAVICTKAV LETA
amd dotpate Yopic aywyn pe infliximab pikpdtepa tov 1 Erovg. Ltig peréteg yopiaomng, ot
avTOPACELS OWYUNG vITepevalotnoiag cuvéPnoay vopig katd T didpkela g Oepaneiag. Ta onpeio
KOl TOL CUUTTOUATO TEPLEAGUPavay poakyio Kavn apBpadyio pe Topetd kaun e&avinuo, pe
opopévoug acbeveic vo eueavifovy Kvnopo, oldna ToL TPOCHTOV, TNG AKPAS XEPOS 1] TV YELEWV,
dvopayia, Kvidwor, TovOLULO Kot KEQaAalyia.

Ymépyovv pn €X0pKN GTOLKELR Y10 TV EMMTOOT TOV OYIL®V OVTIOPAGEDY LITEPELOICONGING LETE
amd daoTtpate Yopic aywyn pe infliximab peyodvtepa tov 1 £étovg aALG TeplOopiopéVE oToLYEID OO
KAMVIKEG pedéteg deiyvouv Evav avuénuévo Kivouvo yia Oyiun vrepgvotctnacio pe av&ovouevo
duonua yopig aymyn pe infliximab (BA. mwapdypaeo 4.4).

e pio kKMvikn pekétn duapketag 1 €toug pe emavalapfovoueveg eyyvoelg o aoBeveig e voco Tov
Crohn (ACCENT I pelétn), n enintoon TV avTidpdceny opoldlovoeg e opovoasio ftav 2,4%.

19



Avocoyovikotnta

Ot acBeveic mov avéntuéav aviiompata oto infliximab elyav mepiocdtepeg mbavotnTES (TEPiMTOL

2-3 popég) va eppavicovy avtidpaon oyetiiopevn pe v &yyvon. H tavtdypovn yxprion
OVOGOKUTAGTUATIKOV QOPUAK®OV POIVETL VO, LELDVEL T CLYVOTNTO TOV OVTIOPAGEWDY TOL
oyetiovtal pe tnv €yyvon.

Xe KMVIKEG pHeAETeC OOV YpnoyomoOnkay epdamal kot moAlaniég dooelg infliximab pe gvpog 1 €wg
20 mg/kg, aviyvevdnkav aviicopata oto infliximab oto 14% tov acbevov pe kémowa
avoooKaTaoTAATIKY Oepameia, kol oto 24% TV acbevav yopic avocokatactaltikn Oepansio. Xe
aoBeveig pe peopatogldn aphpitida Tov ELafov To GUVICTOUEVO GYNUATO ETAVOAAUPAVOUEVTG dOONG
pe peBotpe&an, o 8% 1oV acbevov avéntuéay avticopata oto infliximab. Xe acBeveig pe
yoprooikn apbpitida ot onoiot ELafav 5 mg/kg pe ko yopig pebotpe&dn, eppaviotnkay
AVTIoMUOTE 68 GLVOAKA 15% TtV aclevav (eppovicTnkay aviicouata 6to 4% Tov acbevov Tov
EhaPav pebotpe&dn Kot 610 26% TV 0cbevav Tov dev Edafav pebotpeEdtn oty Evapén g
Bepaneing). Xtovg acbeveig pe vooo tov Crohn mov Ehafav Bepameio GuVINPNONG, OVIICOUATA GTO
infliximab avantoynkav cvvoikd oto 3,3% Tev aclevodv Tov Elafav 0vosoKATACTAATIKG Kot GTO
13,3% twv acBevav mov dev Erafav avocokatactaAtikd. H enintoon tov aviicoudtov nov

2-3 popég vynAoTepn Yo Tovg acbeveic mov Ehafav Oepaneio eneicodiokd. Adym pebodoroyikdv
TEPLOPICUDV, EVO APVNTIKO OTOTEAEGLO TNG OVAAVONG OV OMOKAEIEL TNV TOPOVGiK AVTICOUAT®V GTO
infliximab.Mepikoi acBeveic mov avéntvéav vyniovg TitAovg avTicopdtoy oto infliximab £de1&av
LELOUEVT] ATOTELECUATIKOTNTA. TNV Yopioon acOeveic mov éraPav Oepaneia pe infliximab mg
GYNILO GLVTNPTOTG GE ATOVGIN TAVTOYPOVTG XOPNYNONS BVOGOTPOTOTONTAV, TtEPinov T0 28%
avéntuée avticopata oto infliximab (BA. wapdypapo 4.4: «Aviidpaoelg kaTd TNV £yyvon Kot
vepevalcOnoion).

Aowwnéeic

Ddupatioon, axtnplokéc AOUDEELS, CUUTEPIAAUPOVOUEVIG TNG CIWNG KOl TNG TVEVUOVIOG,
dmMONTIKEG PLUKNTIOOIKES, 10YEVELG KO GAAES gvkaploKES AoUmEELS Exovv mapatnprbel o€ acbeveig
mov AdpPavay infliximab. Kdnoleg amd avtég Tig Aouméeig nTav Bavatneopeg, ol o cuyva
OVOPEPOUEVEG EVKALPLOKEG AOUDEELG e delktn Bvnodtntag > 5% meptlapfavouv
TVELUOVOKVGTMOT], KAVTIVTIOGT), AloTEpimon kot aonepyilimon (PA. mapdypagpo 4.4).

e kKAMvikég pedéteg 36% tav acevav mov Elafav aywyn pe infliximab éAafav Oeponeio yio
Aroméelg og ovyKplon pe 25% tov acbevav mov Ehafav aymyn He EIKOVIKO GAPLLOKO.

Y& KMVIKEG LEAETEG PELUATOELDO0VG apBpiTdag, 1 eXinT®on coPapdv AOUBEEDY
cuumepAapPavopévng TG Tvevpoviag NToV VYNAOTEPN 6ToVG acbeveic Tov EhaPav Bepameia pe
infliximab cuv peBotpe&dtn cvykpitikd pe peBotpesdtn povo edikd og docelg v 6 mg/kg 1
peyodvtepes (PA. mapdypagpo 4.4).

e o00B6puUNTEG AVOPOPEG LETA OO TNV KUKAOPOPIa, 1) O LYV GoPapr| avemBountn evépysia eivor
ot Aoywéele. Kdamoteg and 11 mepuntdoelg katén&ay og Bdvarto. Xyxedov 1o 50% twv avapepbéviav
Bavatov £yel ovoyetiotel pe Aoipwén. Exyovv avapepbel mepirtdoeig pupotioons, HEPIKEG POPES TOV
Ntav Bavatneopes, copumepAapPavopévng tng KEYPOELS0VG PUUATIOCNG Kot TNG PLUATIOONS e
eEomvevpovikn| gviomion (BA. mapdypoeo 4.4).

Koaxonfeieg kot Aep@oinepmAacTikéc dtaTaparyEs

e kKhMvikég pedéteg pe infliximab otig omoieg Ehapav Oepamneia 5.780 acbeveig, mov avrimpocdTELAV
5.494 ¢t acBevdv, evtomicOnkav 5 TepmTOCEIC ASPPOUATOV Kot 26 U AEUPOUATIKESG Koo 0g1eg
o€ GUYKPIoT [E amovsio AeppopdTov kot 1 un Aepeopatikn kakonbewa og 1.600 acbeveic mov
Adupovay €IKOVIKO pAPLOKO TOV avTITPos®TELOY 941 £t acbevav.

e poKpoypovia TopaKorloinon g acearelng TMV KAMVIKOV peretdv pe infliximab yo péypt
5 xpovia, mov avtimpocorevay 6.234 £t acbevaov (3.210 acbeveig), avapépbniay 5 tepittdoelg
AELOOUATOG KOl 38 TEPMTMOELS LT AEUPOUATIKOV KOKONOEIDV.
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[Tepurtodoeig kokonBeldv, CLUTEPIAAUPOVOUEVOL AEUPDUATOC, £XOVV eliong avapepbel peTd TV
KuKAogopia Tov eopuakov (BA. Tapdypapo 4.4).

e pio OlepELVNTIKN KAMVIKT LEAETN IOV apopovce acbeveic pe pétpa mpog coPapry COPD ot omoiot
NTav €iT€ VOV KOTVIOTEG €lTE TPONV KATVIoTES, 157 evilikeg acBeveic ElaPav Bepaneia pe infliximab
o€ 000E1G TaPOHOLES LLE AVTEG TTOV YPTCLUOTOLOVVTAL OTY| PELUATOEWN apBpiTida Kot 6T VOGO TOv
Crohn. Evvéa amd avtovg tovg acbeveig avéntuéav kakondeieg, copmeptiapfovouévou

1 Aeppapatog. H didpeon didpreia tng mopakorovdnong frav 0,8 £tn (enintmon 5,7% [95% CI
2,65%-10,6%]). Avapépnke pio kaxonBeia avapeoa otovug 77 acbeveic Tng opdoag eAEyyoL
(d1dipeon ddpketa Tapakorovdnong 0,8 £, enintwon 1,3% [95% CI 0,03%-7,0%]). H mhetoynoia
TOV KoKoNOe1dv avantdydnke otoug TveOIOVES 1 TNV KEQAAT Kol TOV TPAYNAO.

e o fociopévn otov TANOLGUO, AVAdPOULKT LEAETT KOOPTNG, Ppébnie avénuévn enintwon
KOPKIVOL TOV TPOYNAOL TNG UNTPOS O YUVAIKEG He pevpatoedn apBpitida mov Adpfovay Oepaneio pe
infliximab, cg cUykpion pe tovg acBeveic mov dev glyav AdPet moté Pfroloyikog Tapdyovteg 1 Le Tov
vevikd TAnBuoud, cvumeptiapfovopévey ekeivov pe nikio dvo tov 60 etov (PA. mapdypapo 4.4).

Emimiéov, nepimtdoeig nrotootAnvikod Aepempatog ond T-kbtrapa Exovv avaepepOel petd v
KuKAopopio Tov eappdakov oe acbeveig mov Edafayv Bepaneia pe infliximab, pe T cuvtpurTiKy
TAELOYN OO TOV TEPIMTOCEMY VO epPavifovtol ot voso tov Crohn kot oty EAkddN KOAiTION KO pe
TOVG TEPLOGOTEPOVG A0 TOVS 0oBEVELG anTOVG Vo glvar EpnPot i veapol eviikeg dppeves (PA.
Tapaypoo 4.4).

Kapduokn averdpkeio

e perémn @dong 11 mov eiye wg okond v a&lohdynon tov infliximab 6t GUUEOPNTIKY KAPSIOKN
avendpkelo (CHF), mopoatnpnnike vymiotepn enintoon Bvnopdtntog Aoyw emdeivoong g
KapdLOKNG avendpkelog o€ aobevelg mov Adpupavav Bepaneia pe infliximab, Wdwitepa o€ dcoVG
Adpupavay tn peyarvtepn 06on tov 10 mg/kg (dnA. Simhdoia amd TV HEYIOTN eYKEKPIUEVT OOON). X
avtv v perét 150 acBeveig pe CHF NYHA xomnyopio -1V (khdopo eEobnocemg apiotepnc
KoAlag < 35%) éhaPav Bepaneia 3 eyyvoewv pe infliximab tov 5 mg/kg, 10 mg/kg, 1 eikovikod
Qapudrov yio 6 foopnadec). Ztig 38 efdopddeg, ot 9 amd tovg 101 acbeveic mov EdaPav Oepameia pe
infliximab (2 Tov 5 mg/kg kot 7 tov 10 mg/kg) xatéAn&av, og cbykpion pe Evav Bavoto og

49 aoBeveig mov AdpPavay To EIKOVIKO GAPIOKO.

YrAp&av avapopég HETA Ao TV KUKAO(QOPIo TOL OPIAKOD Yo EMOEIVMOOT TG KOPILOKNG
OVETAPKELOG, [LE KO XOPig TPocdlopicovs Tpodiafectkods mapdyovteg og aoeveig mov AdpuPavoy
infliximab. Yrnp&av eniong avagopég Hetd amd TNV KVKAOPOPID TOV GAPUAKOL Y10 VEOEUPAVICOUEV
KOPOLOKY] OVETAPKELDL, CUUTEPIAAUPBAVOUEVNS KAPOLOKNG aVETAPKELNG G aobevelg ywplg Yvoot
TPOHTAPYOLGO KOPIOOYYELNKT VOcO0. Mepikol amd avtolg Toug acbeveic NTav KAt Tov 50 eTmv.

2VUPALOTO TOL NTOTOS KO TOV YOANOOP®V

Xe KMviKég pHelétec, Nmieg N péTpleg avénoetg tov Tinmv tov ALT kot AST moapatnpndnkav oe
acBeveig mov Aappavay infliximab ywpig e£€MEn oe coPoapn nroatkn PAAPN. [TapatnpnOnkav
avénoelg tov tipav g ALT > 5 x Avotato @ucstoroywd Opto (ULN) (BA. [Mivaka 2). Avénocelg tov
TILAOV TOV apvoTpoveeepacmv mapotnpninikay (tng ALT mo cvyvd an’ 6t g AST) oe
peyoAvtepn ovaloyia otovg acbeveic mov AdpPovay infliximab an’ 6TL 6TV opada EAEYYOL, TOCO
otav 1o infliximab 560nke wg povobepaneio 660 Kot OTAV YPNOUOTOMONKE GE GUVILAGUO e GALOVG
O0VOGOKATAGTAATIKOVG Tapdyovtes. Ot TEPIOCOTEPES AVMUAAIES OTIG AULVOTPOUVOPEPATEG NTOV
TAPOSIKES, ®OTOGO, £vag PKPOS aplindg achevodv ELPAVIOE TIO TOPATETOUEVES CVENCEL TULMV.
I'evikdrg, aoBeveig mov etyav avénoetg tov Ty twv ALT kot AST fTov 0oV URTOUOTIKOL, Kot O
avopoiies petodnkav 1 eEoparbvinkay gite pe cuvéyion 1 dwakonr tov infliximab, gite pe
TPOTOTOiNoT TG TaVTOYPOVE YopNYoLuevng Bepaneiog. Katd tnv mopakoiovdnor PeTd amd tnv
KUKAOQOPio TOL POPUAKOD, TEPIMTMOCELS TKTEPOL KL NTOTITIONG, OPICUEVES LE YOPOKTNPIOTIKA
avtodvoong nratitdag, £xovv avapepbei oe acbeveig mov AapPavay infliximab (BA. Tapdypago 4.4).
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Hivakag 2
Avadoyio acOevav pe avénuévny spaotyprotnra s ALT og khvikég peiéteg

"Evdeidn Ap10uoc acheviy’ Atdipeon >3 x ULN >5x ULN
TapaKoAoLON o
(eBdopadec)’
ewovikd | Inflixi- ewovikd | Inflixi- ewovikd | Inflixi- ewovikd | Inflixi-
QAapuroko | mab Qappoxo | mab Qappoxo | mab Qappoko | mab
Pevpoatoedng | 375 1.087 58,1 58,3 3,2% 3,9% 0,8% 0,9%
apOpitida’
No6cog Tov 324 1.034 53,7 54,0 2,2% 4,9% 0,0% 1,5%
Crohn’
Hodratpin A/E 139 A/E 53,0 A/E 4,4% A/E 1,5%
vdG0G TOV
Crohn
EAcédong 242 482 30,1 30,8 1,2% 2,5% 0,4% 0,6%
KOALTIOO
Hodwarpicn A/E 60 A/E 49,4 A/E 6,7% A/E 1,7%
EAkddng
KOAMTIOO
Ayxvlomomtt | 76 275 24,1 101,9 0,0% 9,5% 0,0% 3,6%
i
GTOVOLALTION
Yoprookn 98 191 18,1 39,1 0,0% 6,8% 0,0% 2,1%
apBpitida
Ywpioon katd | 281 1.175 16,1 50,1 0,4% 7,7% 0,0% 3,4%
TAGKOG

1 Ot oacBeveic vnd eikovikd appako EAapav pebotpeédtn evd ot acbeveic vrd infliximab élafav Kot
infliximab won peBotpe&at.

2 OvaoBeveig vmo eikovikd eappoko otig 2 peréteg Gaong Il ot voco tov Crohn, ACCENT I kot
ACCENT II, éhofoav pio apywn d6on tov 5 mg/kg infliximab otnv apyn tng HeAETNG Kot HToV VIO EIKOVIKO
Qapuako ot eéon cuvinpnong. Ot acheveic Tov TuyaoTOMONKAY GTNV OULASE GUVTNPTONG UE ELKOVIKO
QappoKo kat apyotepa tépacav o€ infliximab éyovv coumepiinedel oty opdda infliximab oty avdivon
¢ ALT. Zmn doxun ®dong I1Ib otn voco tov Crohn, SONIC, ot acBeveic vrd gikovikd eappako Eafov
2,5 mg/kgmuépa AZA og evepyd Eheyy0, EMITPOGHETOG TOV EIKOVIK®V €yyVoewv infliximab.

3 ApiBudc tov acevav mov agloloyndnkav yio ALT.

4 H dugpeon maparxorovdnon Paciletar otovg acheveig mov Ehafav Bepameia.

Avtimopnvikd avticopota (ANA)/Avticopoata Evavtt Suring évkag DNA (dsDNA)

O1 woot wepimov acbeveic mov EraPav Bepaneia infliximab o KAvikég pehéTes, Kot €lyav apvnTiKn
pétpnon ANA oty évapén tng Bepaneiog, mapovoiacay Betikn pétpnon ANA kotd T dtdpkeln TG
LEAETNG O GVYKPIOT LE TO £va TEUTTO TTEPInOL TV acbevmv mov éhafav Bepameio ucovikon
oapudrov. Ta avticodpota anti-dsDNA aviyvedtnioy vemorti og mepimov 17% twov acbevav tov
éhaPav Bepaneio infliximab o cOyKpion pe 0% tov aclevov mov Elafav Bepaneia ucovikod
oapudiov. Katd tnv tedevtaio agloddynon, 57% tov acbevov mov éhafav Oepaneio infliximab
eEaxorovBovoay va givar Oetikoi ota avticopota anti-dsDNA. [Tapdra avtd, ot oavapopég AVKOL Kot
TOPOUOI®V GUVOPOU®V TOPAUEVOLV U oY VESG (BA. Tapdypago 4.4).

TIoudratpikde TAnbvoudc

AacBsveic ue veavikn pevuazosion apblpitido,

To infliximab peietnOnke og pio Khvikn pekétn og 120 acBeveic (€bpog nhciag: 4-17 £tn) pe evepyn
veavikn pevpartogdn apbpitda mapd tn pebotpegdtn. Ot acbeveig Erafav 3 1 6 mg/kg infliximab mg
éva oynpa epodov 3 ddcemv (efdopddeg 0, 2, 6 1 efdouddeg 14, 16, 20 avtictoiymg) akoiovBodevo
and Bepameio cuvtpnong kdbe 8 efdonddeg, o€ cuvdvacuo pe pebotpedr.

Avtidpaoeis Eyyvong
Avtidpaceig &yyvong cuvéPnoav oto 35% Tov 0achevadv pe veavikn peupatogdn aphpitida Tov
éoPav 3 mg/kg cuykpirikd pe to 17,5% tov acbevav mov Elafav 6 mg/kg. v opdda tov 3 mgkg
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infliximab, 4 a6 tovg 60 acBeveig eiyav pia coPfapn avtidpaon £yyvong Kot 3 acbeveig avépepay pia
mOovn avaeLAOKTIKN avTidpaot (2 amd Tig omoieg NTay avapesa 6Tl coPapég avTdpdoels £yyvong).
2mv opddo tov 6 mg/kg, 2 and tovg 57 acbeveic elyav pia coPapn avtidpaon &yyvong, Evog amd
ToVG omoiovg eiye pia mBav avaeuiaktikn avtidpacn (BA. tapdypoaeo 4.4).

Avoooyovikotyro,

Avticopata oto infliximab avartdynkav oto 38% twv acBevadv mov édafav 3 mg/kg cuykprtikd pe
10 12% 10ov acBevav mov Edafav 6 mg/kg. Ot TitAOl AVTICOUATOV HTAY GUOVTIKE DYNAOTEPOL Y10
v oudda tv 3 mg/kg cuykprtikd pe v opdada Tov 6 mg/kg.

Aowaerc

Aodéeig ovvéPnoav oto 68% (41/60) Tov modiwv mov hafav 3 mg/kg yia 52 gfdopddec, 6t0 65%
(37/57) twv toudidv mov Erafav infliximab 6 mg/kg yio 38 gfdouddeg ko oto 47% (28/60) Twv
TAOLDOV oL ELafav 1KOVIKO Pappoko yia 14 efdopddeg (PA. mapdypapo 4.4).

Toudiozpixol aoBsveic us vooo tov Crohn

Ot TopakdTm avemBOunTeg evépyeleg avapépnkay mo cuyva 6€ TodaTpikovs acbeveis e voco Tov
Crohn ot pedétn REACH (BA. mapdypaeo 5.1) mapd og evihkeg acBevei pe voso tov Crohn:
avaipia (10,7%), aipo oto kOTpava (9,7%), Aevkomevia (8,7%), E&ayn (8,7%), 10yevig Aoipmén
(7,8%), ovdetepomevia (6,8%), Kataypo 0otov (6,8%), Paxtnpdtokn Aoipmén (5,8%) kot addepywn
avTiOPAoT] TOV OVOTVEVCTIKOD GLGTAUATOS (5,8%). AAAES €101KEG EKTIUNOELG GLENTOVVTOL TOPAKAT®.

Avtidpaoels oyeti{Oueves e v Eyyoon

2w REACH, 10 17,5% t@Vv tuyotomomuévav acfevav avtipetdnios 1 1 epiocdtepeg avtidpaoels
€yyvong. Aev vmnp&av cofapéc avidpaoelg Eyyvong kot 2 dropa oty REACH elyav pn cofapég
OVOQLANKTIKEG AVTIOPACELS.

Avoooyovikotyro,
Avticopata oto infliximab aviyvedOnkav o€ 3 (2,9%) ntadiatpikoig acbeveis.

Aowaerc

2 perétn REACH, avaeépOniay Aoipuméelg 6to 56,3% TV Tuyo1omompuévey atdpmy Tov rapay
Oepaneia pe infliximab. AowpwmdEeig avapépOniay mo cvyvd yio dropa ta omoia Elafav eyyvoelg Kabe
8 ePdopddeg oe avTId00TOAN e eyyvoels kdbe 12 efdopddeg (73,6% kot 38,0%, avtiotoiymg), Vi
avaépnkay coPapég Aouméels yuo 3 dropa oty opdada Bepaneiog cuvtinpnong kabe 8 efoopddeg
Kol yu 4 dropa oty opdda Bepaneiog cvvinpnong kébe 12 fdopdoeg. O1 o cuyvd avapepOUEVEG
AodEeic TV AoTUEN TOV OVAOTEPOL OVATVELGTIKOD GUGTHLOTOG KO QpUPLYYITION KoL 1) 1O GUYVE
avapepopevn cofapn Aoipnmén NTav 1o amdcTnue. AvaeépOnKay TPEIC TEPITTMOCELS TVEVUOVIOG

(1 coPapn) kot 2 nepintdoelg Epnn {owotpa (Kot ot 600 pn coPapéq).

THoudiozpirol acBsveic ue eAkadn xolitida

2UVOMKA, 01 OveETIBOUNTEG AVTIOPACELS TOV AVAPEPHNKAV OTIG LEAETES Y10, TOOIOTPIKT EAKAOON
KoAiTda (CO168T72) kot eAkddn KoAitida og evidikeg (ACT 1 kot ACT 2) yevikd Bpickovtav og
ovpeavia petagd tovg. Xt CO168T72, o1 o cuyvég avemBiunTeg avidpdoelg Ntav Aoipmén Tov
AVATEPOV OVOTVEVCTIKOD GUGTHUOTOS, PAPVYYITION, KOIAKO AAYOoc, TupeTds Kal kepaioiyio. H o
oLYVN avemBOUNTY evEPYELD NTAV EMOEIVOOT TNG EAKDOOVS KOAITIONGC, 1) EXIMTOOT TNG OOl TV
VynAoTEPN o€ aobeveig oTo SocoloyKd oy kaBe 12 efSopddeg EvavTt ekeivev 6To S0G0A0YIKO
oynuo kaOe 8 efoopddes.

Avtidpaoels oyeti{OuEves (e Ty Eyyoon

Yvvolikd, 8 (13,3%) amd tovg 60 acbeveig mov EAafav aywmyr ELEAVICAY Hid 1) TEPLOCOTEPES
avTOPAcELS £yyvong, e 4 amd toug 22 (18,2%) otnv oudda Bepaneiog cuvtipnong kdbe 8 efdouddeg
Kot 3 amd toug 23 (13,0%) otnv opdda Bepaneiog cvvinpnong kébe 12 efdouddeg. Agv avapépbnkav
cofopéc avtidpaoelg Eyyvons. OAeg ot avtidpacels £yyvong NTOV NIIEG 1 LETPLAG EVTAOT|S.
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Avoooyovikothro,
Avticopata oto infliximab aviyvedOnkav og 4 (7,7%) acBeveig uéypt kon tnv efdopdda 54.

Aowaerc

Aodéerg avapéptnkav og 31 (51,7%) amd tovg 60 acbeveig mov Edafav aywyn ot CO168T72 ko
o€ 22 (36,7%) mov ypeldomKay and GTOUATOG 1] TAPEVIEPIKT avTIKpoPiokh aymyn. To mtocootd
v acevov pe Aopnanéelg otn CO168T72 tav mapopolo e EKelvo 0T LEAETT Y10 TOUSLOTPIKT] VOGO
tov Crohn (REACH) aAAd vynAotepo amd T0 TOG0OTO GTIG LEAETES Y10 EAKMOT KOAITION GE EVIAIKEG
(ACT 1 kot ACT 2). H cvvorikn enintoon tov Aopdéewnv otn C0168T72 fitav 13/22 (59%) oty
opada Bepaneiog cvvinpnong kade 8 efoopddeg ko 14/23 (60,9%) otnv opdda Oepameiog
ocvvtipnong kabe 12 gfdopdadec. Aoipnmén Tov avmTePoL avamveLoTiKod cuotnpatog (7/60 [12%])
Kol eapvuyyitda (5/60 [8%]) Ntav o1 o cuyva avapepbeices AOUDEELG TOL OVATVELSTIKOD
ovoTUaToG. ZoPapéc Aoluméelg avapépbnkay oto 12% (7/60) 6Awv TV acbevodv mov Ehafav
ayoyn.

Xe otV TN UEAETN, LINPYAY TEPLEGOTEPOL acbeveic oty NAkiaky opdda 12 €wg 17 etdv and ot
otV nAkiokr opdada 6 mg 11 etdv (45/60 [75,0%] évavtt 15/60 [25,0%]). ap' dho mov o apBudc
TV acfevov og Kabe voopdda eival TOAD KPS Yo TNV &0 ywyn OPIOTIKOV CUUTEPACUATOV
GYETIKA UE TNV EMIOPACT TNG NAKING OTA CLUPANOTH ACPAAELNG, VITPYAY VYNAOTEPT TOGOGTA
acBevav pe coPapéc avemBounTeg evépyeteg kot drakomr Oepameiog A0y avemiBOUNTOV EVEPYELDV
OTN HIKPOTEPT NAIKIOKA ORAda atd OTL 6T PeYaAhTEPT NAKLod opdda. ITap' 6o mov 10 T0G0GTO
TV acfevov pe AoUOEELG TaY eTioNg VYNAOTEPO OTI KPOTEPT NAIKLOKE OUAdA, Yl GOPAPEG
AODEELG To TOGOOTA NTAV TAPOUOLL OTIG dV0 NAKLoKEG opddes. Ta cuvolikd TocooTd
AVETBOUNTOV EVEPYELDY KOl AVTIOPACE®V £YXVONG NTAV TOPOHOoLN LETAED TOV NAIKIOK®OV OpAd®V 6
¢wg 11 ko 12 g 17 etav.

Eunepia petd v kukAogopia

AvBopunteg coPapéc avembounteg evépyeleg pe infliximab otov modtoTpikd TANOLGUO HETA TNV
KuKAoQopio TOL QopraKoV TEPLEAGUPavayY KokoN0eleg CUUTEPIAAUPBAVOLEVOV TV NTATOCTANVIKOV
Aeppopdtov and T-kOTTapa, TOV ToPOSIKMY GVOUIA®OY TV NTATIK®OV EVIOU®V, TOV GUVOPOU®Y
TPOCOUOLOVI®V e AVKO Kol TV BETIKOV avToavTicopdtov (BA. Tapaypdeovs 4.4 kot 4.8).

Emnpochetec mAnpoopieg yio £161k00g TAnBuouode

Himawuévor acbeveig (= 65 etdhv)

Xe KMVIKEG LEAETEG PELUATOELOOVG apBpiTIdaG, 1 EXINTOGOT GOPapdV AOUMEEDY NTAV PLEYOADTEPT OE
aoBeveig nAkiog 65 etdv Kot v Tov Ehafav to oynua infliximab kot peBotpe&d (11,3%) and o611
o€ eketvoug nhikiog Katw Tov 65 etV (4,6%). Ze acbeveig mov ElaPav povobepaneio pe
pebotpeEdrn, n enintwon coPfapmv Aoywméemv NTav 5,2% oe acbeveig niikiog 65 €TV KAl Avo o€
ovykplon pe 2,7% oe acBeveic nhikiag K4Tm TV 65 etdv (PA. Tapdypoeo 4.4).

Avagopd mbavoloyoduevev avemBOunTmv evepyEIHV

H avagopd mbavoloyoduevov avemBountov eVEPYEL®V LETA OO TN XOP1YNOT AdE10C KuKAOPOpiog
TOV PAPUOKEVTIKOV TPOioVTOG ivarl onuavtiky. Emitpénet tn cuveyn mapakoiovdnomn tng oxéong
0PEALOVC-KIVOHVOL TOL PUPUAKELTIKOD TPOTOVTOC. ZNTEiTal Omd TOVG EMAYYEALOTIEG TOV TOUEN TNG
VYELOVOUIKNG TEPIBOAYNC VO AVOPEPOVY OTTOLECOINTOTE TLOOVOLOYOVEVEG AVETIBVUNTEG EVEPYELEG
pHéc® Tov €BViKOD GLGTHOTOG AVAPOPAS TTOV avaypapetal oto Hapdptnua V.

4.9 Ymepdooolroyia

Agv avapépnke kopio mtepintmon vrepdocoroyioc. Mepovopéveg d6oeig péxpt 20 mg/kg £yovv
yopnynOel ympic To&ikég avTidpacELs.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOAOIIKEX IAIOTHTEZ
51 ®@appokodvvopikés 1010TNTEG

DoppokobepamevTiKy KOTNYOPio: 0VOCOKATOGTOATIKA, (VOGTOAELS TOV TAPAYOVTIO VEKPOOTG TMOV
oykov ahpa (TNF,), kwdwkoc ATC: LO4ABO02.

To Inflectra givai fro-opogidég pappokevTikd Tpoidv. Aewtopepn TAnpoPoplakd ctoryeia sivol
dwbéopa otov diktvakd tomo Tov Evponaikod Opyaviopod @apudkov: http://www.ema.europa.eu.

Mnyavieudg dpdong

To infliximab etvot éva yuopikd HovVOKA®VIKO OVTICOU 0VOPOTOV-TOVTIKOD TOV GUVOEETAL [E
LEYOAN YNHKT GLYYEVELD KO LLE TOVG OLALTOVG Kot L ToVg dtopepfpavikong Tomovg Tov TNF,, aArd
oyt pe ) Aepgoto&ivn a (TNFp).

Dapuokodvvautkes EmOPACELS

To infliximab avactéliel T Aettovpykn dpdon tov TNF, o peyddn mowiria in vitro
Brompocdiopiopav. To infliximab wpordppove Tnv epuedvion g vOoov Gg dlayovidlakd TovTikia Ta
omoio avarTHoGoLV ToAVAPOPITION MG ATOTEAEGHA TNG WO10CLOTATIKNG EKPPAOTG TOV avOpdmivov
TNF, ka1 6tav yopnynonke petd v évapén tng vocov, enétpeye otig duPpouéveg apbpdcelg va
enovAwBovv. In vivo, 10 infliximab oynuatilel ypriyopa otabepd copmroka pe ovOpomivo TNF,, pia
dtepyacio mov etvar TapdAANAn pHe TV andAgla Tng Poroyikng dpactnprotntag tov TNF,.

Avénuéveg ovykevrpmaoelg tov TNF, Bpédnkav otig apBpioelg tov acbevdv pe pevpatosidn
apBpitda kol cvoyetiCovial pe avénuévn dpacTnPOTNTA NG VOGOL. TN PEVIATOEWN apbpitida, 1
ayoyn ue infliximab peimoe ™ d1MONGN PAEYUOVOIDV KVTTAP®V GE PAEYUEVOVGES TEPLOYES TNG
apBpmwong, Kabdg emiong TNV £KPPUCT) TOV HOPI®V TOV LEGOAUPOVV GTNV KLTTAPIKY] TPOCKOAAN O,
TN YNUELOTPOGEAKVCT] KOl TIV OTOIKOSOUN o™ TV 10TdV. Metd T Ogpaneia pe infliximab, ot acOeveic
EUPaVIcay peEl®UEVa ETimeda TG vtepAevkivng 6 (IL-6) otov opd kot g C-avTidpmong TpmTEIvNg
(CRP) kot avénuéva emimeda apocpaipivig oe acbeveig e pevpatosdn apbpitida pe petwpéva
enmimeda apoceaipivng, og GUYKPLON UE TIG THEG otV Evapén Bepamneiag. EmmAéov, ta Aeppokitropa
OTO TEPLPEPIKO aipta dgv £0€1EAV ONUOVTIKY LEI®OT 0TOV aplOud 1| OTIC TOALOTANGIOOTIKEG
OVTOTOKPIGELG TNV in Vitro PTOYEVETIKY O1€yEpoN OTAY SLYKPIONKaAV [E KOTTOpA 06OEVDV TOV dgv
glyav AMapel ayoyn. Ze acbeveic pe yopiaon, n Bepaneio pe infliximab elye ocav anotélecpo peidoELg
OTNV EMOEPUIKT] PAEYLLOVT] KOl OLOAOTOINGT) TNG KEPATIVOKVTTUPIKNG S10POPOTOINGTG OTIG
YOPICIKEG TAGKES. TNV yoplactkn apbpitda, Bpayvypovia Bepancia pe infliximab peimoe tov
apBpd T@v T-KuTTapOV Kol TOV ApoPop®V ayyeimv oto apbpikd vypd Kol 6TO YOPLOCIKO dEPLLAL.

Iotoloykn a&loddynon Poyidv Tay€og eviépov mov eAneincay mptv kot 4 efdopddeg LeTd amod )
yopnynon infliximab armokdAvyov onuavtiky peimon tov aviyvevoipov TNF,. H Ogpaneia acbevov
pe voco tov Crohn pe infliximab cuvdébnke eniong pe onpovtiky peioon Tov cuviBog avénuévov
oporoykov deiktn eAeypovng, CRP. Ot cuvolikoi aptBpol Aevkdv aploceaipiov 6To TEPIPEPIKO
aipa emnpedotniay eAdylota otovg acbeveic mov vroPfANOnKav oe aymyn pe infliximab, av kot ot
OAAOYEC OTO AEUPOKVTTAPO, LOVOKDTTOPO KOl TO OVOETEPOPIAL AVTAVAKAOVGOV LETAKIVIGELS TPOG TOL
@voloroykd opta. Ta povomdpnva Tov epipepikov aipatoc (PBMC) acBevadv mov vrofAnonkay o
ayoyn ue infliximab £6e1éav apeimtn vrepmAacTiKy avtidpaon oe epebicpota 6€ GOYKPLOT LUE
acBeveig mov dev vOPANONKAV e aywYN KoL OeV TapTNPNONKOY ONUOVTIKEG LETAPOAEG OTNV
Tapoywyn kuttapokvav ard PBMC mov giyav dieyepbei petd and aywyn pe infliximab. H avédivon
LOVOTTOPNV®V KLTTAP®V TNG LIOPAEVVOYOVING 6TORASAG GLVOETIKOD 16TOD ToL EANEON AV e frovia
TOV VTEPIKOL PAevvoyovov £dei&av 0Tl 1 aywyn pe infliximab mpokdiece peiwon TV KVTTAP®V TOV
exppalovv TNF, kot wvteppepovn v. [Ipdcobeteg 1otoroyikég pekéteg £dmaoay evOeiEelg 0TI 1 aymyn He
infliximab peldvet t dmMbnon eAEYHOVOIGV KLTTAP®Y GTNV TPOSPANUEVN TEPLOYT TOV EVIEPOL KUl
TNV TAPOLVGio OEIKTOV PAEYUOVIG ' auTEG TIG B€oelg. Ot EVOOGKOMIKES LEAETES TOV EVIEPIKOD
BArevvoyovou €dei&av ototyeia emovAmong tov fAevvoydvou otovg acbeveic mov hafav Oepameio pe
infliximab.
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KAMvikn amotelec LOTIKOTNTO KOl 0GOOAELDL

Pevuorocionc opOpitic og eviilikec

H amoteheopatikdtnra tov infliximab ektipnOnke o 500 TOAVKEVIPIKES, TUYALOTOMUEVES, OUTAA
ToPAES, Paoctcéc kKAvikég peréteg: ATTRACT wor ASPIRE. Kot otig 600 peréteg enttpenodtoy
TAVTOYPOVI XPNOT| 6TAOEPOV dOGEMV POMKOD 0££0G, KOPTIKOGTEPOEWDMV OO TOV GTOHOTOC

(£ 10 mg/Mmuépa) Kav/f Pn-otePOEd®V OVTIPAEYHLOVOOIDV pappakwov (NSAIDs).

Ta kOplo KATOANKTIKA onpeio, NTOV 1 HEIDOT TV CNUEI®V Kol GUUTTOUATOV, OTOG AVTH
a&loAoyohvTal GOUE®VE e To Kprtipla Tov Apepukovikov Koleyiov Pevpartoroyiog (ACR20 yuo tnv
ATTRACT ot opéonpo ACR-N yia v ASPIRE), 1 mapepnddion g SopIKNG KATAGTPOPNS TG
apBpmwong ka1 Pedtioon g PLoIKNG Aettovpyiag. Mia peimon Tov onueiny Kol CUUTTOUATOV
pocdopiotnke 0Tt glvar pia kotd 20% tovAdyiotov Pertimon (ACR20) otov apBpod t6co tov
€v0icOnTOV 660 Kol TOV SYKOUEVOV 0pbpdcemv, kKot o€ 3 amd o akdAovBa 5 kprmpia: (1) T
YeVIKT] 0E0AOYNOT TOV EKTIUNTY, (2) T Yevikn] a&loAdynomn Tov achevovg, (3) T pétpnon g
AertovpydTrag/avannpiog, (4) 1o onTiKd avaAoyo KApaKag Tovov kal (5) tnv tayvtnTo Kabilnong
epLBpav apooceaipiov 7 v C-avtdpoca tpwteiv. To ACR-N ypnoyonotet ta idio kpirnplo Ommg
ka1 to ACR20, kot vroroyileTon Taipvovtag To yoUnAOTEPO TOGOGTO PEATIOONG GTOV apBid TV
SoYKoUEVOVY 0pfpdoemV, 6TOV aplBid TOV ETMOVVEV apdpdoE®VY Kol GTN J1AUEST T TOV
vroromav 5 onpeiov g ACR avrandkpiong. Aopkn BAAPT g apBpwong (Safpooelg kot
OTEVMOOT TOL apBp1kov S106THKATOG) Kot 6Ta S0 YEPLo Kot TOd0 LeTpONKe e TV oAhayn amod TV
apykn katdotaon otny ol van der Heijde-tpororompévn Sharp Babuoioyio (0-440).
XpnoworomOnke 1o Epotuotordyio extipmong g Yyeiog (Health Assessment Questionnaire,
HAQ, xhipoka 0-3) yio tn pétpnon g LESTS TIUNG TNG 0AAAYNG LE TO XpOvo o Pabuporoyia tov
acBevav amod Tig TIEG oty Evapén g Bepaneiag, 6T ELOIKN AgrTovpyia.

H perétn ATTRACT exrtiunoce 115 avtamokpicelc otig 30, 54 kot 102 efoopddeg piag eEAeyyOUEVNG UE
EIKOVIKO PAppOKO LEAETNG og 428 acbeveig e evepyn pevpatoedn apbpitida mapd ) Beponeio pe
pebotpe&drn. [epimov 50% TV acbevav NTav oe Asttovpyikn| katnyopia I Ot acOeveig Erafav
gwoviKo pdppoko, 3 mg/kg 1 10 mg/kg infliximab Tt1g eBdopdadeg 0, 2 kat 6 Kol amd kel Kot voTEPO
Kké0e 4 1 8 efoopadec. Olot o1 acbeveic NTav oe otabepég dooelc peBotpesdng (Sidpeon

15 mg/efdopdoa) yio 6 pveg Tpv TNV €l60ymyn otnv peAétn kot Oa mapépevay o otabepég dOoelg
Ko OAn T SldpKeLn TNG LEAETNG.

Ta amoteréopata omd v efdopdada 54 (ACR20, cuvorikn van der Heijde-tporomompuévn Sharp
BaBuoroyia kot HAQ) mapovcidlovtar otov [ivaxa 3. Yyniotepot fabpol kKAvikng avtamokpiong
(ACRS50 xar ACR70) mapatnpnnioy og 6Aeg Tic opddeg infiximab otig 30 ko 54 fdopddeg o
ovykpion pe T pebotpesan povo.

Mia peimon oto pBud eEEMENg g dopukng PAAPNG g dpBpwong (S1ofpdoelg Kot 6TEVOGT) TOV
apBpkov dlaotpatog) Tapatnprnke og dheg Tig opddeg Tov infliximab otig 54 efdopddeg
(ITivaxag 3).

Ta anoteAéopota Tov mapatnpnkay otig 54 gfdouddeg mapipuevay 6€ OA0 TO S1AGTNLA LEXPL TIC
102 eBdopddec. Adym evog apiBpov daxonmv and T Bepaneia, To péyebdog tng dapopdg ota
amotedéopato avapeoa oto infliximab kot v opdda mov erdpPave povo pebotpe&dtn dev pumopel va
Tpocdoptobet.
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Mivaxag 3
Amoteréoporta oto ACR20, Aopwi) BLafn s ApOpmong ka Duciki) AsttovpyikéTnTta TV

gfoopaoda 54, ATTRACT
infliximab®
3 mg/kg 3 mg/kg 10 mg/kg
KG0e KGOe KG0e 10 mg/kg kdBe Oro 10
Eheyyog* 8 epdopadeg 4 epdopadec 8 efdopadec 4 efdouddec  infliximab®
ﬁg@g}igg;’v‘gggﬁpm 15/38 36/86 41/86 51/87 48/81 176/340
0 0, o 0, 0 0
exTuOnKay (%) (17%) (42%) (48%) (59%) (59%) (52%)
Tuvohiki) Badporoyio® (van der Heijde-tpomomomuévn Sharp padporoyia)
Aoy omd v Evapén
Osponcias (Méon 1yt £ TA) 70£103 1,3+6,0 1,6+8.5 02+3,6 0,7+3,8 0,659
Aldpeco evpog 4,0 0,5 0,1 0,5 -0,5 0,0
(peta&d tov tetaptnpopiov) (0,5, 9,7) (-1,5,3,0) (-2,5,3,0) (-1,5,2,0) (-3,0, 1,5) (-1,8,2,0)
;fg;ﬁ%ﬁ?(f;gmig . 13/64 34/71 35/71 37/77 44/66 150/285
0 0, 0 0, o o
exTuiOnKay (%)’ (20%) (48%) (49%) (48%) (67%) (53%)
Alhayn pe 1o gpoévo oto HAQ
G€ OYE0T WE TIG TIUEG BTNV 36 85 g7 ’1 339

évapén g Oepaneiac” (aceveic

OV EKTIUNONKOY)
(Méon tun = TA)? 0,2+0,3 0,4+0,3 0,5+0,4 0,5+£0,5 0,4+0,4 0,4+0,4

o

O <

éleyyog = Ohot o1 acbeveig elyav evepyn PA mapd v aywyn pe otabepéc d0oeig pebotpeEdng yio 6 uiveg mpv omd
N oTpoToAdYNoN Kot Ba Tapépevay og otabepég 06oe1g o€ OAN TN didpketla TG peAétns. Emrpendtav tavtdypovn
¥pHon otabepdv 606EmV 0T TOL GTOUATOC KOPTIKOGTEPOEWDGOVY (< 10 mg/muépa) kovn NSAIDs kot xopnyovvtay
GUUTANPAOUOTO POATKOV.

0Agg o1 ddoelg infliximab yopnynOnkov ce cuvdLAGUO pe HeBOTPEEATN KOl POAMKO KOl UEPIKEG GE KOPTIKOGTEPOELDN
kavn NSAIDs

p< 0,001 yia xé0e opdda Oepaneiog pe infliximab évavti Tov eAéyyov.

HEYOADTEPES TIUEG VTOONAMVOLY peYaALTEPT apBpikn PAGLN.

HAO=Health Assessment Questionnaire (Epotnpatodoylo exktipnong g Yyeiag), peyoAdtepeg TIHEG VTOONADVOLY
HiKpOTEPT OvOTnpioL.

H perétn ASPIRE exrtiunce Tig avtamokpicelc otig 54 gfoouddec, 1.004 acbevav e mpoiun
(1Gpreta vooou < 3 €, didpeon 0,6 £tn) evepyn pevpatoeldn apbpitida (Siépecog aptBpog
SLOYK®UEVOV Kol ETaduvev apbpdceny 19 kot 31 avtictolya) mov dev eiyov Aapet uebotpeédt oto
mapelov. Ohot o1 acbeveic ElaPav pebotpeéd (Bertiotomoinon g doomg oto 20 mg/efdouddo
uéxpt v 8" efdopdda) kat eite elkovikd eappako, gite 3 mg/kg 1 6 mg/kg infliximab Tig

gfdoudoeg 0, 2 kot 6 kat and exel kot votepa kdbe 8 efdouadec. Ta anoterécuaTo Amd TNV
gfdoudoa 54 paivovtor otov Iivaka 4.

Metd and 54 efdouddeg Depoameiog, Kot o1 600 docelg Tov infliximab + pebotpelartn £dei&av
OTUTIOTIKA GNUAVTIKT VYNAOTEPT PEXTiON OTO GNUEIN KOl GUUTTOUATO GE GYECT LE TN
povoBepoameio uebotpe€drng, onmg uetpridnke amd v avaroyio T@v 0cOev@V TOL TAPOLGINCAY
avtanokpiceic ACR20, 50 ko 70.

Ymv ASPIRE, ntepiocotepo amod 1o 90% tov acbevav giyov TouAdyioTov d00 a&L0A0YNOIUEG

axtwoypagies. [TapatnpnOnke peimon g taydrTag Tpoddov ¢ apbpikng PAGPNG Tig efooundadeg 30
ka1 54 otig opddeg Tov infliximab + uebotpedtn oe oxéon ue ) povobepameia pebotpe&dnc.
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Hivoxog 4
Amoteréoparta oto ACRn, Aopki) BAaBn g ApOpmong ko Ducikn AsttovpyikéTnTo TV

efoopaoa 54, ASPIRE
Infliximab + MTX
Ewovikd edppoko + 3 mg/kg 6 mg/kg Yvvdvoopoc
MTX POPUAK®V

Aocbeveig Toyouomompévol 282 359 363 722
[Mocoot6 Pertimong tov ACR
Méon T + TA® 24,8 +£59,7 37,3+52,8 42,0473 39,6 + 50,1
Al a6 v évapén Oepameiag otn cuvolkn van der Heijde-tpomomompévn Sharp Baduoroyia®
Méon Ty + TA® 3,70+ 9,61 0,42 + 5,82 0,51 +5,55 0,46 + 5,68
Algpeco €0pog 0,43 0,00 0,00 0,00

Méon Bertioon and T1g TiHég oty évapén Bepamneiog pe 1o xpovo oto HAQ and v efdopdda 30 Emg v
£pdopado 547

Méon Ty} = TA® 0,68 + 0,63 0,80 + 0,65 0,88 + 0,65 0,84 + 0,65

o p<0,001 yio kGO opdda Bepameiog pe infliximab Evavti Tov eAéyyov.

B peyodvtepeg TipEG vTodnAdvouy peyakvtepn apbpikn PAALN.

vy HAO=Health Assessment Questionnaire (Epotnuoatordylo ektipnong g Yyeiog), peyardtepeg Tipég
VIOSNADVOLY HIKPOTEPT avOTpio.

& p=0,030 kot < 0,001 yo T1c opddeg Bepaneiog Tov 3 mg/kg ko 6 mg/kg avticTorya £VavTL TOL EIKOVIKOD
oapudxov + MTX.

Ta dedopéva mov otnpilovy v TITAOSOTNGN OGNS GTN PEVUATOEDN apBpiTIdN TPOEPYOVTAL OO TIG
peréteg ATTRACT, ASPIRE ka1 START. H START ftov pio Toyoomompévn, ToAVKEVIPIKT, SITAL
TOQATN, HE 3 OKEAN, UEAETY] ACQALELOG TOPAAANANG OUAOAG. € £va amd To OKEAT] TNG LEAETNG
(opdda 2, n=329), enetpdnn oe 0cOeVElg e AVETAPKT OVTOTOKPLION TITAOSOTNON TNG 0O0NG e
enovénoeig tov 1,5 mg/kg and 3 ¢wg 9 mg/kg. H mietoynoia (67%) avtdv tov acbevav dev
YPEWOTNKE Kapia TITA0dOTN oY 600G, Ao Tovg acbeveic mov ypeldotnioy TITAodOTNoN dOOTS, TO
80% méTvYE KAMVIKY] ovTomOKkpion Kot 1 TAstoyneia (64%) avt®dv ypeldoTnKke HOVo Uio TPOCUPLOYT
tov 1,5 mg/kg.

Noooc 1ov Crohn g gvijhikec acBeveig

Ocpamevtid aynio. epodov oty uEtpio. Ews aofapy, evepyn vooo Crohn

H amotedeopatikdtra g OBepaneiog pe epdna d6on infliximab a&iodoynOnke o 108 acbeveic pe
gvepyn vooco tov Crohn (Agiktng Evepydtnrag Noécsov tov Crohn (CDAI) > 220 < 400) og
TUYOLOTOMUEVT], SUTAGL TUPAN, EAEYYOUEVT] LE EIKOVIKO QUPUOKO LEAETT OO C-AvTATOKPIONG. ATO
avtovg Tovg 108 acbeveic 27 élafav aywyn pe T cvvictdpevn docoroyia Tov infliximab 5 mg/kg.
O)ot o1 acBeveic elyav LEOVICEL AVETOPKT OAVTATOKPIOT GE TPONYOVUEVES SVUPaTIKEG Bepameiec.
Emitpendtav n mapdAinin xprion otobepodv 66cewv cupfatikdv Bepoameimv kot 92% twv aclevaov
eEaxorovOnoay va Taipvouy avtés Tig Bepomeies.

To kbp1o TeEAKO onpeio NTav N avaroyio acBEVOV TOL EPPAVICAV KAVIKT] 0VTATOKPLoT, opliopevn
g peiwon tov CDAI katd > 70 Babpovg amd Tig Tipég otny Evapén g Bepaneiog T Katd Tnv
a&oroynon kotd v 4" efdoudada kot yopic abdEnon ot ¥PHoN PUPUAKEVTIKMY TPOIOVI®V N
gyxeipnon yio voso tov Crohn. Ot acbeveic mov avtamokpiOnkav katd v 4" efdopddo vropAROnKav
ot emavéreyyo péypt tn 12" efdopdda. Agvtepevovta el onpeio tepleAdupavay Ty avaioyio
achevav og Khvikn Veeon kotd v 4" efdopndda (CDAI < 150), kot tnv KAVIKY ovTomoKpion Katd
NV Tépodo Tov YpSVov.

Katd v 4" efdopdda, petd amd yopriynon epdmas 86ong, 22/27 (81%) twv acbevidv mov Edapov
ayoyn ue infliximab Aapfdavovtag pia 66on 5 mg/kg métvyay KAvikn avtamokpion Evavtt 4/25 (16%)
TV acevdv Tov Edafay eikovikd eapuako (p < 0,001). Exiong katd v 4" efdoudda, 13/27 (48%)
TV acfevadv Tov vroPAnOnkav og aywyn pe infliximab métuyav KAvikn vepeorn (CDAI < 150) évavtt
1/25 (4%) twv acBevav mov Elafav eucoviko eappoko. Avtamokpiorn mapotnpnonike evidg
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2 efoopdadmv, pe péyiotn avtarokpion otig 4 efdopddes. Katd tnv tedevtaio mopatipnon
12" eBdopdda, 13/27 (48%) twv acbevdv mov Edafav aywyn pe infliximab eEakolovbovoay vo
OVTOTOKPIVOVTOL.

Ocpaneio aovtipnong oty ustpio. Ews aofopy, evepyn vooo Crohn oc eviiikesg

H amotedeopatikdtnra enavarappfoavopevov eyyvocenv pe infliximab peiethnie og pio kKAvikn
peAétn owdpketag 1 étoug (ACCENT ).

Yvvolikd 573 acBeveic pe pétpra émg cofapn, evepyn voco tov Crohn (CDAI > 220 < 400) élafav
pa £yyvoon 5 mg/kg katd v efdopdda 0. 178 and toug 580 eyyeypappévoug acbeveig (30,7%)
opioOnkav mg éyovteg coPfopn voco (Baduoroyio CDAI > 300 kot Tavtdypovn xopnynon
KOPTIKOGTEPOEW MV KA/ 0VOCOKATAGTOATIKMY) OVTIOTOYMVTAG 6TOV TANBuoud Tov opicOnke otnv
évdeien (PA. mapdypago 4.1). Tn 2" efdopdda, OAot ot acheveic a&loloyiOnKay yio KAVIKY
avTOmTOKPLoT Kol TVYotoTomOnKay og o amd 3 Oepamevtikéc opnades, TV OpLada EIKOVIKOD
QapudKov cuvtipnong, Ty opndda cuvtypnong S mg/kg kot v opdda cvuvtripnong 10 mg/kg. Kot o
3 opddeg Erapav emavarappavopeveg eyyvoelg Katd tnv foopdda 2, 6 kot kdbe 8 efdoundadeg amd
eKel ko petad.

Am6 tovg 573 acbeveic mov TuyatomomOniay, ot 335 (58%) méTuyav KAVIKY avTamdkpion UéEypt Tnv
gfdopdoa 2. Avtoi o1 acheveic katnyoplonomOnkav wg avtamokpifévreg efdopdadac-2 Kot
ocoumepteEAnencav otnv Kopla avédrvon (PA. [ivaka 5). Avdpecsa otovg acbeveig Tov
Katnyoplomombnkay g pun avromokplévieg tnv efdopdda 2, 32% (26/81) otnv opdda cuvtipnong
€KoviKod eapudrov kot 42% (68/163) otnv opdda infliximab wétvyav KAVIKN avTamoKpion HeEypt
v efdopdda 6. Aev vnpée drapopd petald TV opuddwv otov aplfud TV apyd avtamokplévimv
omd ekel Ko petd.

Ta coumAnpopOTIKG KOPLo TEAMKE onpeia NTov 1 avoioyio Tov aclevov og KAvIKN Deeon
(CDAI < 150) tnv eBdopdda 30 kot 0 xpovog HEXPL TNV OTMOAELL TG OVTATOKPIOTG LEYPL KOl TV
efdopdoa 54. Melwon TV KOpTIKOGTEPOEOMV ENETPATN LETA TV EfSopdda 6.

Mivaxag 5
Emopdosic 670 d€iKkTn avTaToKpLong Kol Vpeons, ocdopéva and Tny ACCENT 1
(avromokprOévreg foopdoac-2)

ACCENT I (avtanokpifévteg efdopddac-2)
% tov acBevav

ZUVTNPNOM ULE EIKOVIKO Xvvtipnon pe Xuvtipnon pe
PAPLOKO infliximab infliximab
(n=110) 5 mg/kg (n=113) 10 mg/kg (n=112)
(tun p) (tum p)
AlGpecog ypdvog péxpt Tnv 19 eBdopdideg 38 efdopddeg > 54 ¢Bfdopnadeg
OTLOAELOL TNG OVTATOKPIONG LEXPL (0,002) (<0,001)
Ko v fdopdda 54
Epoopada 30
KAy avromoxpion® 27,3 51,3 (<0,001) 59,1 (<0,001)
KAwucn vpeon 20,9 38,9 (0,003) 45,5 (<0,001)
Y pgon amovcia 6TEPOEdDV 10,7 (6/56) 31,0 (18/58) 36,8 (21/57)
(0,008) (0,001)
Epdopdada 54
K\vikf avtomdkpion® 15,5 38,1 (<0,001) 47,7 (<0,001)
KX wvin voegon 13,6 28,3 (0,007) 38,4 (<0,001)
Awtnpodpevn Depeon amovcia 17,9 (10/56) 28,6 (16/56)
. B 5,7 (3/53)
OTEPOEBDY (0,075) (0,002)

a Mzeioon oto CDAI > 25% kot > 70 Babpovg.
B CDAI < 150 kot v €Bdopdda 30 kot Tnv 54 Kot un My KOPTIKOGTEPOEW MV TOVG 3 HAVEG TPV TNV
efdopnada 54 avapeca otovg acbeveig mov AGpPavoy KopTiKooTePoedn oty Evapén g Bepaneiog.
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Eekwvovtag v efdoudda 14, otovg acbeveig ol omoiot elyav avtonokpiBei otn Bepaneia, aAld ot
GUVEYELD £XACOV TO KAIVIKO TOVG TAEOVEKTNIO, EMETPAMT Vo LeToPovV o€ pia 66on infliximab

5 mg/kg vynidtepn omd T 366N GTNV omoia TVYaoToONKaV apykd. To oydovia evvéa To1G EKOTO
(50/56) twv acBevav mov &yacav TNV KAVIKN avtanokpion ot Oepaneio cuvtpnong pe infliximab
5 mg/kg petd v efdopdda 14 avranokpibnkav ot Oepaneia pe infliximab 10 mg/kg.

BeAltiwoeig otig petpnoelg mootnrog {ong, Leimon oTig oYeTILOUEVES LE TN VOGO EIGAYMYEG OE
VOGOKOEID KOl GTN ¥PNOT KOPTIKOGTEPOEWMV TTapaTnpiniay otic opddeg cuvipnong infliximab
G€ GUYKPLOT| LLE TNV OHAd0 GLVTIPNOTG EIKOVIKOD PappaKoL Tig fdouddeg 30 ko 54.

H 0epaneia pe infliximab, pe 1| yopig AZA, aloloynonke ce pio TuyolomomuévT, SUTAL TVPAN
HEAETT pe evepyo pdppoko ovykplong (SONIC) o 508 evidikeg aobeveig pe pétpla £og cofopn
voco tov Crohn (CDAI > 220 < 450), ot omoiot dev giyav Adfet tponyodpevn Bepaneio pe froloyucd
KOl 0VOCOKOTACTOATIKG QApLaKa Kot giyav didueon didpketo vocov iom pe 2,3 €tn. Znv Evapén g
Oepaneiag, 27,4% tov 0cfevdv AapuPoavoy cuGTNUATIKG KOPTIKOGTEPOEL, 14,2% TV acBevdv
Adupavay budesonide kot 54,3% tov acbevov AMdupavay evioelg S-ASA. Ot acbeveig
ToyotomomOnkay va Adpovv povobepaneio AZA, povobepaneia infliximab 1) Oeponeio cuvovacpov
infliximab ocvv AZA. To infliximab yopnyn0nke o pia 66on twv 5 mg/kg 115 efoopddeg 0, 2, 6 Ko
petd kébe 8 efdopdadec. To AZA 660nke oe pio d6om TV 2,5 mg/kg nuepnoing.

To kbp1o TeEMKO onpeio TG HEAETNG NTAV 1) EMITEVLEN KAIVIKNG VPEONS Y ®PIC KOPTIKOGTEPOEDN TNV
gpodoudoa 26, oprlopevn mg acbeveic og kKhvikn veeon (CDAI < 150) ot omoiot, yio TovAdyioToV

3 efoopadec, dev EAafav and GTOUATOG CLGTNHOTIKA KOPTIKOGTEPOEWDT (prednisone 1 160dVVApO0) N
budesonide og d6on > 6 mg/muépa. I'a ta amoteréopata, PA. [Tivaka 6. Ot avaroyieg aobevav pe
EMOVAMGT) TOL PAEVVOYOVOL TNV EfSOpAdA 26 MTAY ONUOVTIKA LEYAADTEPEG TNV OUASO GLUVOVAGLOV
infliximab cvv AZA (43,9%, p < 0,001) kot ot1c opddeg povobepamneiog infliximab (30,1%, p=0,023)
o€ oUYKploT [E TNV opdda povobepaneiog AZA (16,5%).

Mivaxag 6
Mo6006T6 060EVOV TOV TETVYEV KAMVIKY] VQPEGT] JOPIS KOPTIKOGTEPOELDT] TNV Efoondda 26,
SONIC
MovobBepaneia Oepoaneio cuvdvacLOD
MovoBepaneio AZA infliximab infliximab + AZA
Epoopada 26
OAot o1 Tuyoomompévor acBevelg 30,0% (51/170) 44,4% (75/169) 56,8% (96/169)
(p=0,006)" (p<0,001)"

* Ot tipéc-P avimmpocmmredovy kdbe opdda Oepanciog pe infliximab évavtt povobepaneiog AZA.

IMopduoteg Tdoelc 6TV enitevén KAMVIKNIG HOESC Y®PIG KOPTIKOGTEPOELDN TapO TP ONKOY TNV
gfdoudoa 50. Emmiéov, mapatnpndnke Pertiopévn modmra (ong ue to infliximab, énwc petprdnke
ond to IBDQ.

Ocpormevtid oyfua epodov atny evepyn vooo Crohn ue mapovaio. ovpiyyicwv

H amoteleopatikdtnra a&loloyndnke o pio Toyaiomomuévn, SImAd TVEAT, EAEYYOLEVT LE ELKOVIKO
Qapuoako perét oe 94 acBeveig pe voco tov Crohn pe Topovoio cuptyyiowv Tov giyay cupiyylo
duapkelag Tovhaytotov 3 unvav. Tpidvta évag omd avtovg Toug acbeveic Elafoav aywmyn pe infliximab
5 mg/kg. [Mepimov 93% tov acbevav giyav AdPel TponyovEvmg ovTIBLOTIKA 1) 0VOGOKUTUCTOATIKY|

ayoyn.

H mapdAdnin xprion otobepadv 666ewv coppatikdv Beponeimv emtpendtay kal 83% twv aclevaov
g€axorovOnoay va Aappdvouy tovddyiotov pia amd avtég tig Oepomeiec. Ot acbeveic Elafav Tpelg
dooelg gite ewcovikoD eappdrov gite infliximab katd tig efdouddeg 0, 2 kot 6. Ot acbeveic
vroPANOnKav o emavéreyyo uéxpt 26 efdouddes. To kvplo TeAKO onueio NTov 1 avoroyia acdevov
OV EUPAVIGOV KAWVIKT avTOTOKPLoT, optlopuevn g peimon > 50% amod Tic TiéS oty Evapén g
Oepameiog Tov apOpod TV cLPLYYi®V TOL TOPOYETELOV UE ELOPPE GLUTIEST) GE TOVAGYIGTOV 610
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Suadoyikég emokéyels (og amdoTaon 4 efOoUadmV) Ywpig avénon 6N ¥PNoN TOV POPUAKEVTIKMOV
TPoioVTOV 1 gyxeipnomn yua voso tov Crohn.

E&nvta okto to1g ekatd (21/31) twv acBevav mov vrofAndnkav oe aywyn e infliximab
Aappdavovtag éva Bepaneutikd oynua 5 mg/kg métoyav KAvikn avtonokpion Evovit 26% (8/31) tov
acBevav mov Elafav gikovikd pappako (p = 0,002). O didpecsog xpovog uexpt v Evapén g
avTOmTOKPIoNG 6TV Opada Tov vtoPANOnKe og aywyn ue infliximab ftav 2 gfdopddsc. H didpeon
dudpkela g avtamokpiong Nrav 12 efdouddes. Emmnpodcheta, kieioipo A0V TV cuptyyiov
emtevyOnke oe 55% tv acbevov mov vrofinOnkav oe aywyn pe infliximab évavtt 13% tov
acBevav Tov voPAnOnKay cg aywyn e ewovikd edpuaxo (p = 0,001).

Ocpancio aovtipnong otny evepyn vooo Crohn pe mopovaio, aopiyyicov

H amoteieopatikdtra eravorlappavopevov eyyvcemy pe infliximab og acBeveig pe voco tov Crohn
pe mapovcia cuptyyimv peleminke og o KAvikn pedétn odpketog 1 étoug (ACCENT II). Zuvolkd
306 acbeveig EhaPav 3 d6celg infliximab 5 mg/kg kotd v gfdopdada 0, 2 kar 6. Znyv Evapén g
Oepaneiog, 87% tv acevav eiyav mepumpokTiKd cupiyyla, 14% elxe kotmakd cvpiyywa, 9% elye
opBoxormikd cupiyyio. H puéon CDAI Ty frav 180. Tn 14" eBdoudda, 282 acheveic a&oloynonkay
Yo KAWVIKTY 0vTOTOKPIoT Kot Tuyotorotdnkoy va Adfovv gite gikovikd edappako 1 5 mg/kg
infliximab k60 8 efdopddeg péypt ko v 46" fdopdda.

Ot avtarokpBévteg efdopddag-14 (195/282) avardibnkav yio To KOp1o TeAIKO onpeio, To omoio HTav
0 pOVOG Ao TNV TLYOTOINoN LEYXPL TNV anmdAELD TG avTondkpiong (PA. [livaka 7). Meimon taov
KOPTIKOGTEPOEWOMV ENETPATN LETA TNV Efdopnada 6.

Mivaxag 7
Emopdosig 670 dcikTn avromokpiong, ocoouéva amxd v ACCENT II (avramoxkprOévreg
efoonaoag-14)
ACCENT II (avtomoxpiBévres efdopddoc-14)

Zuvtipnon e Zuvtipnon pe Twn-p
EKOVIKO QAPLLOKO infliximab
(n=99) (5 mg/kg)
(n=96)
ALGpESOS YPOVOG LEXPL TNV ATTMOAEL TNG 14 eBdopddeg > 40 efdopadeg <0,001
avtomdkpiong péxpt Ko v efdopdda 54
Epoopada 54
Avtanokpion cvpryyiov (%) 23,5 46,2 0,001
[IAfp1¢ avtomdkpion cuptyyiov (%)° 19,4 36,3 0,009

o Mio peimon = 50% and v évapén Bepanciog otov apBUd TV EKpedVT®V cuPLYYimV Yo pio
mepiodo > 4 efdopddec.
B Amovcio 0TOLOVINTOTE EKPEOVTMV GUPLYYIV.

Eekwvovtag v efdoudda 22, o1 acheveig mov apykd aviamokpifniay otn Oepaneio kol ot
GUVEYELN £ACAV TNV OVTOTOKPLIOT TOVG TAY VITOYNPLOL Vo LETAPoVV € evepyn emavabepaneio kdde
8 efdopddeg o pia 660 infliximab 5 mg/kg vyniotepn amod tn 6661M GtV omoia TV oTOMONKAY
apywd. Meta&d tov acbevov oty opdda infliximab 5 mg/kg o1 onoiot petéfnoayv Aoy andAelog
NG aVTATOKPIOTG GLPLYYIMV HETA TNV €Rdopdda 22, To 57% (12/21) avranokpibnke otnv
enovobepaneio pe infliximab 10 mg/kg kébe 8 efoopddec.

Agv vfpée onNUAVTIKY] S10popd PHETOED TOV EIKOVIKOV QapudKkov Kot Tov infliximab ywo tnv avaioyio
TV 0oHevAV pe S10THPNOT TOL KAEIGILOTOG OA®MV TOV cuptyyiov g Ty 54" efdoudda, yio
CUUTTOUOTA OTTMG 1) TPOKTAAYICL, ATOGTNO KOl OVPOAOTU®EN 1| Yio TOV aptBud TV
VEOUVOTTUGGOUEVAOV GLPLYYIOV KOTA TN dtdpkela TG Oepameiog.
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H 0epaneia cuvtipnong pe infliximab ka0 8 efdopddeg peimoe oNUAVTIKA TIG OYXETILOUEVEG LE TN
VOGO E100YWOYEG GE VOGOKOUEID KOt EYYEIPTOEIS GUYKPLTIKA LLE TO EIKOVIKO Qapuako. EmmAéov,
mapoTnpnOnKoy pio Pelmon ot ¥p1oN KOPTIKOGTEPOEOMV Kol PEATIOGEIS 6TV TOLOTNTA {ONG.

Elk®ddng xoAitida o eviMkeg

H aocopdiea ko n arotedeopatikdtta tov infliximab gktipndnkoy og dvo (ACT 1 ko ACT 2)
TUYOLOTOMNUEVEG, OITAG TVQAES, EAEYYOMEVEG LE EUKOVIKO PAPHOKO KAVIKEG LEAETEG O EVIAIKEG
acBeveig pe pétpla Eog coPapn, evepyn eAkmdn koAitda (Babpoioyic Mayo 6 éwg 12,
YroPafpoAioyio evoooKkOnoNg > 2) Le aVETOPKT avTATOKPLoT oTlg cLUPaTIKES Oepameieg [omd Tov
GTOLATOG YOPTYOVLEVE KOPTIKOGTEPOELDN], LULVOGAUAKLAKA KOUT 0vOsOTPOTOTomTéG (6-MP,
AZA)]. Tavtdypoveg otafepic OCELS TV OO TOL GTOUATOG YOPNYOVUEVOV AUIVOGUAKVAIKMV,
KOPTIKOGTEPOEW MV, KO/ 0VOGOTPOTOTOMTIK®Y TapayovTIwv enetpdmnoay. Kot otic 0o peréteg, ot
acBeveig TuyatomomOniay va AdPovv gite gikovikd edppako, 5 mg/kg infliximab, 1§ 10 mg/kg
infliximab 115 gBdopddeg 0, 2, 6, 14 ko 22, kot otnv ACT 1 115 efdopddeg 30, 38 kot 46. Meiwon Tov
KOPTIKOGTEPOEWOMV ENETPATN PETA TNV gfdopndda 8.

Mivaxag 8
Emopdosic 6tV KAVIKI] 0VTOTOKPLO], 6TV KAVIKT] DQPEGT KOl OTI|V ETOVAMGT] TOV
Prevvoyovov oTig epoopdosg 8 ko 30.
Yuvovacpéva otoryeia ané Tig ACT 1 & 2.

Infliximab
Ewovikod 5 mg/kg 10 mg/kg ZVvIVoo oG
QAPLOKO QopUAK®V
AocbBeveic Tuyatomompévol 244 242 242 484

I[M0606T6 060EVOV pe KAVIKI 0VTOTOKPLOT KOl PE TUPATETANEVT] KAMVIKY] AVTOTOKPLIOoN
KAwvin avtardkpion v

gBdopada 8 33,2% 66,9% 65,3% 66,1%
KA avtardkpion v
gpdopada 30 27,9% 49,6% 55,4% 52,5%

TTopatetapévn avtamoKpion
(KAvikn avtamoKpion Kol TV

gBdopdda 8 kot v £fdoudada 30) 19,3% 45,0% 49,6% 47,3%
060676 0.60evAV 68 KMVIKI] DVPEGT KO TAPOUTETANEVT] VOEST

K\vucr vogon v efdopado 8¢ 10,2% 36,4% 29,8% 33,1%
KAvikh vogon v efdopdde 30 13,1% 29,8% 36,4% 33,1%

Tapatetapévn Heeon

(og voegom ko TV

eBdopada 8 kar T fdouddo 30)* 5,3% 19,0% 24,4% 21,7%
IMocootd 0a60evOV pe EM0VAMON TOV fAEVVOYOVOD

Emobroon tov BAevvoyovou v

gpdopada 8 32,4% 61,2% 60,3% 60,7%
Emobroon tov BAevvoydvou v
gpdopada 30 27,5% 48,3% 52,9% 50,6%

o p<0,001, ylo kéBe opdda Oepomeiag pe infliximab évavtt ikovikoD @apuakov.

H amotereopatikdtra tov infliximab katd tv efdopdda 54 extyundnke ot uerétn ACT 1.

211¢ 54 efdouddeg, to 44,9% tov acbevav oty opdado cuvovacuévng Oepaneiog pe infliximab ftav
UE KAVIKT avTomdKplon cuykpttikd pe 1o 19,8% oty opddo Oepomeiog pe EIKOVIKO QpAaPLOKO

(p <0,001). KhMvikn vpeon kot emodAmor tov fAeVVOYdvoL Tapovctdcinkoy o peyaAdtepn
avaioyio acfevav oty opddo cuvdvacuévng Bepaneiog pe infliximab cuykplTikd pe Tv opddo
Oepameiog pe swovikd eapuako v efdopdda 54 (34,6% évavtt 16,5%, p < 0,001 kot 46,1% évovtt
18,2%, p < 0,001, avtiotoiymg). Or avaroyieg TV aoOEVOV LLE TAPATETAUEVT] OVTUTOKPLOT KO
TOPOTETAUEVT) VOEST) TNV EPOOUAdN 54 Tav HEYAADTEPEG OTNV OLAd0 cLVOVAGUEVNC Depameiag e
infliximab an’ 611 otV opdda Bepameiog pe ewovikd eappako (37,9% évavtt 14,0%, p < 0,001, kot
20,2% évavtt 6,6%, p < 0,001, avtictoiymg).
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Meyaidtepn avaroyio acOBevov oty opdda cuvdvacuévng Bepaneiag pe infliximab pndpecov va
SLKOWYOLV TO KOPTIKOGTEPOELDT EVOGM TOPEUEVOV GE KAMVIKT DOECT GLYKPLTIKG LLE TNV OHAd
Oepamneiog pe ewovikd eapuako kat Ty efdopdda 30 (22,3% évavtt 7,2%, p < 0,001, dedopéva Tov
ovykevipodnkav and tic ACT 1 & ACT 2) kau v eBdopdda 54 (21,0% évavtt 8,9%, p=0,022,
dedopéva amd v ACT 1).

H avéivon tov dedopévav mov cuykevipodnkav anod tic peréteg ACT 1 kot ACT 2 kou t1g
EMEKTAGELS TOVG, TO. 0Toia avaAvOnKay and v Evapén tng Bepomeiog péxpt kot Tig 54 efdouddeg,
éoe1&av pe tn Oepameia pe infliximab pio peioon tov oxeTilOHeEVOV e TNV EAK®OON KOAITION
€100YMYOV GE VOGOKOUEID Kot ¥ELPovpYIK®dV Tpd&ewv. O aplfudg tav oxeTiloleveV te EAKOIN
KOAITION E1G0YMYMY GE VOGOKOUEID NTOV OTUAVTIKA YOUNAOTEPOG OTIG Opddeg Bepameiog pe S kot
10 mg/kg infliximab an’ 6Tt 6TV opdda 1KOVIKOD QUPUAKOV (LECOG aplOUOg EICOYWYDY GE
vocokopeio ava 100 dropa-¢tn: 21 kot 19 évavtt 40 otnv opdda eikovikov gappdakov, p=0,019 wot
p=0,007, avtictoiywc). O apifuodg tov oyetilopevav pe EAKdON KOMTION XEPOVPYIKAOV TpdiemV
Ntav eniong younAdtepog otig opades Oepaneiog pe 5 ko 10 mg/kg infliximab an’ 6t1 6TV opdda
EIKOVIKOD Qopurdkov (LEcog apBpog xepovpyikdv tpaemv ava 100 dropa-étn: 22 kot 19 évavt 34,
p=0,145 xou p=0,022, avticTolymg).

To T0G00TO TV ATOUMVY TO, 0TTOi0 LTOPANONKAV GE KOAEKTOUT OTOLOONTOTE GTLYUN EVTOG TV

54 gfdopddwv PeTd TNV TPMTN £YYLON TOL VIO UEAETN TAPAYOVTO GUYKEVIPOONKOV Kot
evomomOnkav omd tig perétec ACT 1 kor ACT 2 kou T1g meKTAGELG TOVG. AtydTEpA dTopa
vroPANOnNKav o KoAekToun oty opdda S mg/kg infliximab (28/242 1 11,6% [N.S.]) kot tnv opdda
10 mg/kg infliximab (18/242 v 7,4% [p=0,011]) an’ 6Tt oTNV OpAdA E1KOVIKOD Papurdakov (36/244,
14,8%).

H peiwon oty enintoon g korektoung e€etdobnke eniong og pio GAAN TuyatoTOMuUEVT, dStAd
TN pekétn (C0168Y06) oe acbeveig etonyuévovg e vocsokoueio (n=45) e pétpia £mg cofapn,
gvepYN EAKMON KOAiTION OV améTuyay va, avtamokplodv oe [V kopTikootepoeldn| Kat o1 0moiol Ty
GUVETMC GE LYNAOTEPO KIVOLVO Y10, KOAEKTOUN. ZNUOVTIKG AYOTEPEG KOAEKTOUEC TTapoT P ONKaY
€VTOG 3 UNVAV amod v vd peAétn £yyvon oe acobeveic mov ElaPfav epdmaé doon 5 mg/kg infliximab
GLYKPITIKA pe Tovg acBeveic mov Edafav eikovikd edpuako (29,2% évavtt 66,7% avtiotoiymd,
p=0,017).

>11c ACT 1 ka1 ACT 2, 7o infliximab Beitiooe tnv modtta (ong, dnwg emPeParmdnke pe
OTUTIOTIKA GNUAVTIKY BeATioon Kot o€ pio pétpnon dikn g vocov, IBDQ, kat pe Bedtioon ot
YEVIKT EMOKOMNGT GUVTOUOL evTUTOL 36 otoyeiwv SF-36.

AYKOAOTOMTIKT] GTOVOLMTION GE EVIAIKEG

H amoteleopatikdmra kol n ac@drela tov infliximab ektiundnkoy oe 500 TOAVKEVTPIKES, OUTAA
TUPAEG, EAEYYOLEVEG UE EIKOVIKO QAPLOKO LEAETEC O OGOEVEIC LE EVEPYN OYKVAOTTOMTIKA
onovovAitda (Pabuoroyia Asiktn Bath Apactnpiomrag Nocov AykvAomomtikng ZmovovAitidog
[Bath Ankylosing Spondylitis Disease Activity Index -BASDAI] > 4 ko1 6movdvAkog movog > 4 o€
pio kKAipaxo amo 1-10).

v tpa perétn (P01522), n omoia eiye pio 3unvn dumhd TvpAn edomn, 70 acbeveig Erafav eite

5 mg/kg infliximab 1 ewcovikd dpuoko tic efdouddes 0, 2, 6 (35 acbeveic oe kdbe oudoda). Tnv
gfdoudoa 12, o1 acbeveig mov Aaupavay eikoviko eapupoko petamnonoay otn Afyn infliximab

5 mg/kg ke 6 gfdouddeg uéypt v ePdoudda 54. Metd tov TpmTo Ypdvo TG UEAETNG, 53 acbeveig
GLVEYIOOY GE Uia avOIKTY ETEKTOOT HEYPL TNV ERdopdda 102.

>t oevtepm kKAvikn uerétn (ASSERT), 279 acBeveig toyatomotidniay va Adfovv gite gikovikd
oappaxo (Oudda 1, n=78) 11 5 mg/kg infliximab (Opdda 2, n=201) 11 fdouddeg 0, 2 kot 6 kot kaOe
6 efoopadeg uExpt v efdopnada 24. Ao kel Ko LeTd, OAo To dTopa cuveyioay e infliximab kdOe
6 gfoopadec uéxpt v gfdopada 96. H Oudda 1 édafe 5 mg/kg infliximab. Xtnv Opdada 2,
Eexvavtag pe v £yyvon g efdouddag 36, ot acbeveic mov eiyav BASDAI > 3 o€ 2 cuveydueveg
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emokéyelc, Ehafav 7,5 mg/kg infliximab ka0 6 efdopddeg amd ekel Kot LETE LEYPL Kot TNV
gpodopdoa 96.

Ymv ASSERT, BeAtimon ota onpeio Kot To COUTTORATE TopaTnpOnke 1060 vopic 660 omd TV
gfodopdoa 2. Tnv gfdopdada 24, o apBuoc tov avtamokpiféviov katd ASAS 20 Rtav 15/78 (19%)
oTNV opada ewovikod eappaxov kot 123/201 (61%) oty opdda S mg/kg infliximab (p < 0,001).
Yrp&av 95 dtopa and v opdda 2 mov cvvéyicav pe 5 mg/kg kdbe 6 fdonddec. Xtig

102 gfdopadeg vanpyov axopa 80 dropa vo Bepaneia pe infliximab kot avépeca oe avtd, 71 (89%)
Ntav avtonokpléveg katd ASAS 20.

Ymv P01522, Bektioon oto onueio Kol T GUUTTONATO TopatnprOnkKe eniong 1060 vopic 660 ard
v efdopdda 2. Tnv efdopdda 12, o apBpdc tov avtamokpiféviav katd BASDAIL 50 fitav 3/35
(9%) omv opdda ewcovikod eoppaxov kot 20/35 (57%) oty opdda 5 mg/kg (p < 0,01). Yrip&av

53 Gropa mov cuvéyioav pe S mg/kg kaOe 6 efdopddes. Ztig 102 efdopddeg vmpyov akoua 49 dtopa
vd Bepaneia pe infliximab kot avépesa og avtd, 30 (61%) Nrav avranokplBéveg katd BASDAI 50.

Kot otig 600 peréteg, n copatiki Aettovpyia Kot 1 Todtnta {ong 0nmg petpndnkav pe tov BASFI
ka1 M Pabporoyio copatikdv otoryeiomv Tov SF-36 Bektidbnkay emiong onuovTikd.

Yoproowr| apbpitida og evAMKES
H amoteieopatikdtra kot 1 ao@AAeld KTIURONKOV 08 500 TOAVKEVTPIKES, OUTAG TVQAECS,
ELEYYOUEVES LLE EIKOVIKO PApUOKO PeAETES o€ acheveic [ie evepyn Wwplaotkn apbpitida.

Yy tpadtn KAwvikn perétn (IMPACT), 1 amotelecpatikotnTo Kot 1 acpdieia Tov infliximab
peretnOnkav oe 104 acBeveic pe evepyn moivaplpikn yoprocikn apbpitida. Katd m didpkeia g
AN G-TLPANG pdong twv 16 gfdopddwv, ot acbeveic Aapupavay gite 5 mg/kg infliximab 1| gicoviko
@appako katd Tig efdopddeg 0, 2, 6 ko 14 (52 acbeveig og kKabe opada). Apyilovrog omd v

16" efdopdda, ot acbeveic mov Adufavay ikovikd apuoko petamidnoay otn Ay infliximab kot
Katom Adppavav 6Aot ot acBeveic 5 mg/kg infliximab kd0e 8 efdouddeg uéypt v efdopdda 46.
Metd tov mpdTo Ypovo NG peEAETNG, 78 acbeveic cuvéyioay Gg pio OVOIKTH ETEKTACT) LEYPL TV
epoopdoa 98.

21 oevtepn KAk perétn (IMPACT 2), n amoteleopatikdtnta Kot 1 ao@iieia tov infliximab
peretnOnkav oe 200 acBeveic pe evepyn voplactkn apbpitida (= 5 doykopéves apbpmoelc Kot

> 5 gvaicOnteg apBpaoelg). Zapdvra €51 T01¢ eK0TO TV acbevmv cuvéyioay te oTabepég 00CELS
pebotpe€drng (< 25 mg/efdopdda). Katd  didpkeia g Sumhd Toping edong twv 24 gfdopddmv, ot
acBeveic EAaPav eite 5 mg/kg infliximab 1 etkovikd pappako tig fdopades 0, 2, 6, 14 ko 22

(100 acBeveig oe kaBe opada). Tnv gfdopdda 16, 47 acbeveig vd eikovikd eappoko pe < 10%
Bektiowon amd TV apyKn KOTAGTACN Kol GTOV aplOid TV S0YK®MUEVOV Kol TOV gvaictntov
apBpmcewv petapépbniay oe £épodo e infliximab (mpodyn dwapuyn). Tnv efdoudda 24, 6Aot ot
acBeveig mov éhafav Bepaneia pe gikovikd eappako petéfnoay og £podo e infliximab. H docoroyia
ocuveyiotnke yuo. GAovg Tovg acbeveig uéypt kot tnv gfdopdada 46.

Ta Bacucotepa amoteléopata anoteiespotikotnrag yio v IMPACT kot IMPACT 2 gaivovtot
nmopokdto otov [ivoka 9:
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Mivexog 9
Emopdosic otnv ACR kor PASI otic IMPACT kot IMPACT 2

IMPACT IMPACT 2*
Ewoviko Infliximab  Infliximab Ewoviko Infliximab Infliximab
odppoko  (efdopdada  (efoopddo  @AppOKO (epoopdda (epoopdda
(epoopada 16) 98) (epoopada 24) 54)
16) 24)
Aocbeveig 52 52 A/E* 100 100 100
TUYOLOTTOUEVOL
ACR avtomokpion
(% 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 avtandkpion* 0(0%) 15 (29%) 27 (35%) 2 (2%) 27 (27%) 20 (20%)
PASI avtandkpion
(% tov acbevav)?

N 87 83 82
PASI 75 1 (1%) 50 (60%) 40 (48,8%)
avtamokplon™**

*  ITT-avdlvon 6mov Ta dropio e EAMT SESOUEVA CUUTEPLEANPON GOV OC L1 0VTOTOKPLOEVTQ.

a To dedopéva g efdopddas 98 yio v IMPACT mepilapfavovv cuvévacpd acbevodv pe petdfacn ond to
glovikd edpparo kot acBeveig vo infliximab ot omoiot wHPAV PEPOG GTNV AVOLKTH ETEKTOOT).

B Baocwopevo o acbeveig pe PASI > 2,5 oty évapén Bepoaneiog yio tnv IMPACT, kot g acBeveig pe > 3%
BSA gumlokr yoplacikov dépuatog oty évapén Bepaneiog otnv IMPACT 2.

** H PASI 75 avtandkpion yu tv IMPACT dev cuumepieingdn Adym pikpov N, p < 0,001 yia to infliximab
£VOVTL TOV EIKOVIKOV Qapuakov tnv gfdoudada 24 yio v IMPACT 2.

211 IMPACT ot IMPACT 2, ot kKAvikég avtanokpioelg mapatnpnnkay toco vopig 6co omd v
gfodopdoa 2 kot dratnpnonkay péxpt Kot v fdopdoa 98 kar v efdopdda 54 avtictoiymg. H
amoTeAeopaTIKOTNTA 0modeiyOnke pe N xwpig tavtdypovn xpnon pebotpe&dc. Meiboelg o
TOPOUETPOVG TEPUPEPELOKTG OPACTNPLOTITAG YUPAUKTIPICTIKNAG TNG YOPAGIKNG apBpitidag (0mmg
apBpdc Tpnopévav apbpdceny, aplduog end@dvvav/evaictntov apbpdceny, SakTuAiTION Kot
mapovcio evheconddeiog) mopatnpndnkav otovg acbeveig mov Adupavay infliximab.

Ot axtvoypapikég arrayég agoroynonkay otnv IMPACT 2. Ot akTivoypaeies Tov dve Kot KOTm
aKpwV cLAAEXONKOY oTNV apyiKn Katdotaor, Tig efdopnades 24 kot 54 o 6lovg tovg acbeveic. H
Oepaneia pe infliximab peiwoe tnv taydTa TPodSOL TNG PAAPNC TOV TEPLPEPIKOV 0pBpDTEDY
GLYKPITIKA pE T Oepameio e eKOVIKO APROKO 6TO KOpLo TeMKd onpeio tng efdouddag 24 d0mmg
petpninke omd v aAlayn and ™ Pacikn katdotact ot fadpoloyio OAKOL TPOTOTOIUEVOL
vdH-S (n Babuporoyia péoov 6pov = TA ftav 0,82 + 2,62 otnv opdda £1KOVIKOD GOPULAKOV
ovykputika pe -0,70 £ 2,53 omnv opdda infliximab, p< 0,001). Ztnv opdda infliximab, o pécog 6pog
oAhayng otn Pabuoioyio odkov tponomompévov vdH-S tapépeve kdtw amd 0 n xpovikn oTiyun
g efoopadog S54.

O1 aoBeveic mov éafav Bepaneio pe infliximab mapovoiacav onpovtiky BeATioon g PLGIKNG
Aertovpyiog Ommg ekt Onke pe to HAQ. Znpavtikéc fertincelg oty motdtnta {ong T oxetilopevn
LE TNV vyeia eTiong TOPOLCLAGTNKAY OTTMG PeTpOnKay and Tig mepAnmTikég Pabuoloyieg Twv
COUATIKOV Kol TVELUATIK®OV ototyeiwv Tov SF-36 otnv IMPACT 2.

Ywpiaon oe eviMkeg

H amoteheopatikdtnra tov infliximab ektipnOnke o 500 TOAVKEVIPIKES, TUYALOTOMUEVES, OUTAA
TopAég peréteg: ) SPIRIT kot v EXPRESS. Ot ac0eveig kot otig 600 peréteg elyav yopioaon katd
miakag (Ieproyn Emodvelog Zopatog [BSA > 10%] ko [eproyn Yopiaong kot Agiktng
YoBapotntag [PASI] Babuoroyio > 12). To kvpro teAikd onpeio Kot oTig VO UEAETEG TAV TO
T0GOGTO TV 000eV@V o1 ooiotl métvyav > 75% Peltioon oto PASI and v apyn kotdotoon v
gpoopdoa 10.
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H SPIRIT a&oloynoe v amotelecpaticotnta s Oepaneiog epddov pe infliximab og 249 acBeveic
pe yopioon katd TAdkag mov eiyav Aapel tpornyovpévag PUVA 1 cvotnuotikn Oepaneia. Ot
aoBeveig EraPav gite 3 gite 5 mg/kg infliximab 1 gyydoeig eucovikod pappdrov tic efSopddeg 0, 2
ka1 6. AcBeveic pe PGA Babuoioyio > 3 fitav katdAAniot vo AdBovv pio COUTANP®UATIKT £YYVoT
g 1010 Oepameiog Tnv efdoudda 26.

2wV SPIRIT, n avoroyia tov acBevadv mov tétvyav PASI 75 v gfdopdada 10 frav 71,7% oty
opada infliximab 3 mg/kg, 87,9% ov opdda infliximab 5 mg/kg, kot 5,9% otnv opdda erovikon
oapudxov (p < 0,001). Méypt v efoopdda 26, eikoot efdouddeg petd v tehevtaio 660m Eyyvong,
30% tov acBevov oty opdda 5 mg/kg kot 13,8% tov acbevav oty opdda 3 mg/kg eiyav PASI 75
avtomdkpion. Meta&d tov efdouddwv 6 Kot 26, T0, GUUTTOUOTO TNG YOPIOTG ETESTPEYAY CTASAKA
pe €va O1aEcO ¥POVO VILOTPOTNG TNG VOoov > 20 efdopddes. 'EEapon g vocov dev mapatnprOnke.

H EXPRESS a&lohdynoe v anotedecpatikdtnra g Bepomeiog EpOSOV Kol GLUVTNPNONG LUE
infliximab og 378 acBeveic pe yopioon katd tidkag. Ot acbeveig Edafov 5 mg/kg eyyvoeig
infliximab 1 eikovikov @apudkov T1g gfdopnddes 0, 2 kot 6 axolovBovueveg amod Oepameio
cuvtipnong Kabe 8 efdopddeg péypt v efdopndada 22 otV opdde EIKOVIKOD QUPHAKOL Kol HEXPL TNV
gfoopdda 46 otnv opdda infliximab. Tnv efdopdda 24, n opdda EIKOVIKOV QAPUAKOL TEPAGE GTN
Bepameio epodov e infliximab (5 mg/kg) axolovBodpevn and Bepaneio cuvtnpnong pe infliximab
(5 mg/kg). H yopiaon 6vuyxa a&toroyndnke ypnoyomoidvtog to Agiktn XoPapotntoc Ywpioong
Ovuyo (NAPSI). ITponyoduevn Bepaneio pe PUVA, peBotpe&dtn, kukhoomopivn, 1 akitpetivn glye
Anodel and 1o 71,4% tov acBevov, Tapodio mov dev NTav anopaitnta aviektikoi ot Bepancia. Ta
Baocwodtepa anoteréopata napovoidlovrol otov [Tivaka 10. Zta dtopa mov Edafov Beponeio pe
infliximab, fjtav gpeaveig onuavticég PASI 50 avtanokpiceic oty tpdtn enickeyn (efdoudda 2)
ka1 PASI 75 avtamoxpioeig péypt tn devtepn emiokeyn (efdopdda 6). H amoteieopatikdtra o
TOPOUOLL. GTNV VITOOUASH TV acOevmY oL MTav eKTEDEUEVOL GE TPONYOVUEVEG GUGTNHOTIKEG
Bepamneieg oLYKPITIKA [LE TO GUVOAKO TANBVOUO TNG HEAETNC.

Mivaxag 10
epirtnyn g avrandkpiong PASI, g avrandkpions PGA kot 106006t6 0.60gv@v pe 6Aovg 1008
ovuyes kaBapovg Tic efoonadeg 10, 24 ko 50. EXPRESS

Ewovikd edppoxo —

Infliximab Infliximab
5 mg/kg (tnv gfdoudda 24) 5 mg/kg

Epoopada 10

N 77 301
>90% Pertimon 1(1,3%) 172 (57,1%)"
> 75% Pertioon 2 (2,6%) 242 (80,4%)"
> 50% Pertimon 6 (7,8%) 274 (91,0%)
PGA xaBapng (0) 7 eldyiotg (1) 3 (3,9%) 242 (82,9%)%
PGA xaBapng (0), erdyromg (1), § nmog (2) 14 (18,2%) 275 (94,2%)%
Epdopado 24

N 77 276
>90% Pertimon 1(1,3%) 161 (58,3%)"
> 75% Pertimon 3 (3,9%) 227 (82,2%)"
> 50% Pertioon 5(6,5%) 248 (89,9%)
PGA «xaBaprg (0) 1§ ehdyyomg (1) 2 (2,6%) 203 (73,6%)"
PGA «aBapng (0), erdyromg (1), § qmog (2) 15 (19,5%) 246 (89,1%)"
Epoopada 50

N 68 281
>90% Pertimon 34 (50,0%) 127 (45,2%)
> 75% Pertimon 52 (76,5%) 170 (60,5%)
> 50% Pertimon 61 (89,7%) 193 (68,7%)
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Ewovikd edppoxo —

Infliximab Infliximab

5 mg/kg (tnv gfdopdda 24) 5 mg/kg
PGA «xaBapng (0) 1§ ehdyyomg (1) 46 (67,6%) 149 (53,0%)
PGA «aBapng (0), erdyromg (1), § qmog (2) 59 (86,8%) 189 (67,3%)
0)o1 o1 Gvoyeg kaBapoi’
EBdopdda 10 1/65(1,5%) 16/235 (6,8%)
Epdopdda 24 3/65 (4,6%) 58/223 (26,0%)"
EBdoudda 50 27/64 (42,2%) 92/226 (40,7%)
a p<0,001, yioa k4Oe opdda Oepameiog pe infliximab évavtt edéyyov.
B n=292.

vy H avéivon Baoiotnke o€ dropa pe yopioon ovoya otnv Evapén g Bepaneiag (81,8% twv atopmv). Ot
péoeg Pabporoyieg tov NAPSI ot apykn kotdotaon nrav 4,6 kot 4,3 otnv opdda infliximab wot
EIKOVIKOU QOPUAKOL.

Inuavtikég Pertimwoelg amd v Evopén g Bepaneiog amodeiybnkav otov DLQI (p < 0,001) kot oTig
BaBuporoyieg TV PLOIKOV Kot dtavonTik®V oTotyeimv Tov SF-36 (p < 0,001 ya ke otoryeio

GUYKPLONG).

Hodratpkdg minbuouog

Noooc tov Crohn og moudiozpixovc acbsveic (6 éwe 17 etwv)

> perétn REACH, 112 acbeveig (6 émg 17 etdv, didpeon nikia 13,0 £mn) pe pétpuo Eog cofapn,
gvepyn voco tov Crohn (Sidpeon madiatpik) CDAI oto 40) kot pe pio oveEnapKy avTamoKplor oTig
ovupatikég Oepaneieg amopaciotnke va Adfovv 5 mg/kg infliximab tig €Bdopddeg 0, 2 kot 6. Orot ot
aoBeveig amaiteito va Bpiockovtar o€ otabepn d6on 6-MP, AZA | MTX (35% AdpPavay eniong
KOPTIKOOTEPOEWN TNV évapén tng Bepamneiag). Ot acbeveig mov agloloynOnioy amd Tov gpguvnTi| vo
Bpiokovtat og KAvikn avtamdkpion v fdopdda 10 tuyatomombnkay kot éAapav 5 mg/kg
infliximab eite kaBe 8 efdouddeg N kKabe 12 gfdopddeg mg Eva oynua cuvtnpnong g Bepaneiog. Edv
1 AVTATOKPIoT) XOVOTOV KOTA TN dtdpkela TG Oepaneiag ocvuvtrpnong, emrpendtav petdfoon o pio
vynAotepn d06on (10 mg/kg) kav pikpodtepo ddotnua xoprynong (ke 8 efdouddeg). Tpravta dvo
(32) a&oroynopor tandiatpikoi acheveig petatédnioy (9 dropa oy Kabe 8 efdopddeg Kot

23 dropa oty KaOe 12 gfdouddeg opdda cuvinpnong). Eikoot téccepic and avtovg Toug acbeveig
(75,0%) amoxtmoav Eava v KAVIKY avTomdkpion LeTd T pHeTadeon.

H avaloyio Tov atoépov o€ KAvikn avtomokpion v efdoudda 10 ntav 88,4% (99/112). H avaroyia
TOV ATOUMV TOL TETVYAV KAVIKT Veeom TV gfdopndada 10 ftav 58,9% (66/112).

Tnv efdopada 30, n avaroyio T@V ATOU®V GE KAVIKT DOECT] NTAV VYNAOTEPT| OTIV OUAd
ocuvtipnong Kabe 8 efdopddeg (59,6%, 31/52) napd ke 12 efdopadeg (35,3%, 18/51, p=0,013). Tnv
gfodoudoa 54, ot apBuoi nrav 55,8% (29/52) war 23,5% (12/51) ot1g opddeg ocvvtipnong kabe

8 efdopddeg kot kabe 12 gfdopddec, aviiotoiywg (p < 0,001).

Agdopéva oyetikd pe o cvpiyyla e€nydnoav anod tig fabuoroyieg PCDAIL And ta 22 dropa mov
glyav ovpiyya oty évapén g Bepaneiag, to 63,6% (14/22), t0 59,1% (13/22) kou T0 68,2% (15/22)
Ntav o€ TANPY aviamdkpion cuptyyiov tnv efdopdada 10, 30 kai 54, aviioToiy®s, 0TI CLVOVAGUEVEG
opadeg cuvtpnong kabe 8 efdopddeg kKot kabe 12 gfdouddec.

Emimhéov, otatiotikd kot kKAvikd onuaviikég fedtidoelg atny modtnta (®ng Kot 6To HYog, Kobmg
Kol pio OUOVTIKN Lelmon 6N (PpNoT KOPTIKOCTEPOESDV, TapaTnPHOnKoyY EVaVTL TG KOTAGTAONS
otV évapén g Bepaneiog.

THoudiozpixny el dnc koiitido (6 éwc 17 stawv)

H aocopdiea kot n amotedeopatikdtnta tov infliximab a&loloyndnkav oe pio ToAvKevTpikn,
TUYOLOTOMUEVT], OVOIKTT KAWVIKT LEAETT TapdAANANG opddag (C0168T72) og 60 moudiaTpikods
acBeveig nAiciog 6 €wg 17 etdv (drdpeon niwia 14,5 £tn) pe pérpla £mg coPapn, Evepyn eAkmOM
KoAiTda (Babporoyia Mayo 6 émg 12, vroBadpoloyia evoooKOTNONG > 2) LE AVETOPKT OVTOTOKPLION
oT1g ovpPatikéc Oepameieg. Xtnv apyikn Katdotaot, 53% tov acbevov AMapupavay Bepaneio pe
avocoppufctikd (6-MP, AZA kovn MTX) kat 62% tov acBevav Adufavoy koptikootepoedn. H
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SL0KOTY| TV AVOCOPPLOIGTIK®V Kol 1] LEIMOT] TOV KOPTIKOGTEPOEWDV EMETPATNCAV HETA TNV
eBodopdoa 0.

O)ot o1 acBeveic ELaPav Eva oynua epoddov pe 5 mg/kg infliximab T1g fdopdades 0, 2 kot 6. Ot
acBeveig mov dev avtamokpifnkav oto infliximab tnv efdopndda 8 (n=15) dev éAafav emmiéov
QAPLOKO KOl ETECTPEYAV Y10, TOPAKOAOVON O™ TN acpdielag. Tnv efdopndda 8, 45 acbeveic
ToyotomomOnkay kot Ehapav 5 mg/kg infliximab eite ke 8 efdouddeg eite kabe 12 gfdonddeg mg
oynua Bepaneiog cuvinpnone.

To 1060010 TV achevav pe KAvikn avtondkpion tnv gfdopdda 8 nrav 73,3% (44/60). H khvikn
avtomdkpion TV gfdopdada 8 NTav mapopold Heta&d ekeivmv [ 1 xopig TavTOYpOovn XP1IoN
avocoppLOGTIKOV otV apyikn Kotdotaon. H khvikn veeon v efdopdada 8 ntav 33,3% (17/51),
omwg petpndnke amod tn Padporoyio Aciktn Evepyotnrag Hadatpikng EAxddovg KoAitidag
(Paediatric Ulcerative Colitis Activity Index - PUCAI).

Tnv efdopdda 54, o T0600TO TOV AGHEVOV GE KAVIKN VPEDT, Onwg peTpnnie arnd tn Pabduoroyio
PUCAL ftov 38% (8/21) otnv opdda cuvtipnong kade 8 efdopddeg ko 18% (4/22) otnv opdda
Oepaneiog cvvinpnong kdbe 12 efdopddes. I'a tovg acbeveig mov Aapfoavay KopTIKOGTEPOELDN GTNV
OPYIKN KATAGTOUOT), TO TOGOOTO TV A0HEVAOV GE VPEST Kol 01 070101 OV AAUPOVIY KOPTIKOGTEPOELDN
v efdopdda 54, ntav 38,5% (5/13) oty opdda Bepaneiog cuvinpnong kébe 8 efooundades kar 0%
(0/13) omnv opdda Bepomeiog cuvtnpnong kabe 12 gfdouddec.

e o0tV TN HEAETN, LIPYAY TEPLEGOTEPOL acbeveic oty nAkiokn opdda 12 €wg 17 etdv and ot
oV NAKiokn opdda 6 £mg 11 etdv (45/60 évavtt 15/60). Iap' 6Ao mov o apBuog tov acbevav o
Kkd0e vroopdada eivat TOAD KOS Yo TNV eE0y®YT OPIOTIKAOV CUUTEPAGUATOV CYETIKA LE TNV
enidpaot tng nAkiog, vanpye VYNAOTEPOG aptBpndg achevdv otovg omoiovg avéndnke n 66om 1
dwokonke 1 Oepaneio AOY® OVETOPKOVG OTOTEAEGLATIKOTITOG.

AlAec mandroTpucég evoeitels

O Evponaikdg Opyaviopog Popuakov el 0OGEL ATAALAYT OO TNV VTOYPEDGCT) VTOPOANG TOV
OTOTEAECUATOV TOV UEAETMV LE TO PUPLOKEVTIKO TPOTOV ovapopds mov mepi€yet infliximab e Oleg
TIG LTOKATNYOPiEG TOV TAUSLOTPIKOL TANBVGHOV 6T pevpatoedn apbpitida, otn veavikn W1omadn
apBpitda, otV yoplaciky apbpitida, GTNV 0yKLAOTOMTIKY GTOVOLAITION, GTNV YOPINoT) KOl 0T
v6c0 tov Crohn (BA. mapdypogo 4.2 yio TANPoPopieg GYETIKE LLE TNV TUSLOTPIKY| Yp1IoN).

52 ®@appoxoxkivyTikES 1016TNTEG

Mepovopéveg evoopréPieg eyybvoeig 1, 3, 5, 10 1 20 mg/kg infliximab édwoav ypopupkés,
docoeEaptdpeves OVENCELS TNG LEYIOTNG GVYKEVIPWOONG GTOV 0pO (Crax) KoL TNG EMPAVELNG KAT® OO
TNV KAUTOAN ovyKévipmonc-xpovov (AUC). O dykog katavoung otn otabepn Katdotaor (LEGOG
V43,0 émc 4,1 Aitpa) ko 1 K@Bapomn NTav aveEaptnta amd v xopnyndeioa 660 kot £dei&av 6Tt TO
infliximab katavépetol Kupimg pésa otov ayyelokod yopo. Agv moapatnpndnke e£aptnon tov
QOPUAKOKIVITIKOV oTolXelmV amd 10 ¥povo. Ot 0doi amofoArg Tov infliximab dev £yovv
npocdoptobei. To infliximab wov dev giye vrootel aAlayn dev aviyvedBnke ota ovpa. Agv
mapoTnpnOnKay peydleg dtopopéc kaBapong n OYKoL Katavoung o€ acbeveig pe peupatosdn
apBpitda. H poppokokivntikn tov infliximab ce nhkiopévoug aobeveig dev €xetl peletneil. Agv
&xovv de&oyOel pekéteg og acheveic [le NmATIKN 1| VEPPIKN VOGO.

e epama& dooeig 3, 51 10 mg/kg o1 dudpeceg Tipég Yo 10 Crax nTOV 77, 118 101

277 wkpoypoppdpro/ml avrictoya. H didpeon tedikn numepiodog {ong 6' avTéc Tig 00GEIS
Kopowvotay peta&d 8 kot 9,5 nuepmv. Xtovg nepiocdtepovs aobeveig, to infliximab propovoe va
aviyvevBel otov 0pd yia TovAdyioTov 8 fSoUAdEG LETA TN GUVIGTMOUEVT] LELOVOUEVT] dOOT TOV
5 mg/kg v tn véco tov Crohn kot ) 8601 cuvtipnong tov 3 mg/kg kabe 8 efSopddeg yio
pELLLOTOELDN apBpitida.
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H eravorapPavopevn yoprynon tov infliximab (5 mg/kg otig 0,2 kot 6 gfdopddeg otn vOG0 TOL
Crohn pe ovpiyya, 3 1 10 mg/kg ka0e 4 1 8 efdopddeg otn pevpotoeldn apbpitdn) giye mg
OmOTEAES O, Lia EAAPPE cuccmpevon Tov infliximab otov opd petd ™ devTEPT dOOT|. Agv
TOPOTNPNONKE TEPAUTEP® KAVIKA GYETIKT] CLUGCGMPELGTT). ZTOVG TEPLGGOTEPOLG 0.cbeVeic [le VOGO TOV
Crohn pe ovpiyyia, o infliximab aviyvebOnke otov opo yuo 12 gfdopdadeg (€0pog 4-28 efdopdoeg)
HETA TN XOPNYNON TG AYWYNG.

Toudrazpixog minBoouoc

H n\nBucokn pappaxokvntikn) avaivon pe faon to dedopéva mov eAednoay and acbeveic pe
eAkdn kolitda (N=60), voco tov Crohn (N=112), veavikn peopatogidn apbpitida (N=117) ko
voco tov Kawasaki (N=16) pe cuvolikd niikiokd gbpog and 2 punveg émg 17 &1, katédeile o0t n
éxBeon oto infliximab tav eEaptmdpevn amd To COUOTIKO Bapog pe pn-ypapukd tpomo. Exerta and
yopnynon 5 mg/kg infliximab ka0 8 efdopddeg, n tpofAemodusvn didueon ékbeon oto infliximab ot
otabepn| katdoToon (TEPLoyN KATW Ao TNV KAUTOAT CLYKEVTIP®ONG-YPOVOL o1 oTodepn
katdotoon, AUC) og maudiotpikovg acbeveic nikiag 6 etov €émg 17 etmv Ntav nepimov 20%
YOUNAOTEPT amO TNV TPOPAETOUEVT dldpesT) EkOECT) GTO PAPLOKO GT 6TAOEPT] KATAGTUGT GTOVG
evnkec. H didpeon AUCs o mondatpikods achevelg niikiog 2 eTdv £og KATO TV 6 TV
poPAEPONKe 6T Ba ivon mepimov 40% yopunAdtepn amd ekeivn 6TOLG EVAAIKES, Tap' OAO TOV O
apBpdc tov acbevav mov vrootnpilovy avtv TV TPOPAeYN ival TEPLOPIGUEVOG.

5.3 TIIpoxivika dgdopéva yio TNV a6QaLELD

To infliximab dev gppaviletl dSwaotavpovuevn avtidpaon pe tov TNF, og €idn dapopetikd and Tov
avBpomo kot To yumatly. g ek ToVToV, cLUPaTIKA TPpokAViKd dedopéva aopdieiag pe infliximab
glvar mepropropéva. Xe toEikoroykn perétn avantuéng mov 81e&nydn og TovTucos e TN XpnoT EVOG
avaAOYOL OVTICMUOTOG OV EMAEKTIKA OVACTEALEL TN AEITOLPYIKT dpaoTikoTnTa Tov TNF, Tov
TOVTIKOV, dev VINPEE EvOelEn UNTPIKNG TOEIKOTNTAS, ELPPLOTOEIKOTNTAG 1] TEPATOYEVEONG. XE Uial
UEAETT] YOVILOTNTOG KOl YEVIKG OVOTTOPAYOYIKNG Agttovupyiag, 0 aplfpdc Tov eyKH®V TOVIIKOV
peminke akoAovdmvtag YopnyNnon Tov id1ov avaAOGYOL OVTICMUATOC. X€ Uit 6-Unvn LEAETN
To&KOTNTAG HE EMOVOLAUPOVOLEVES HOCELG OE TOVTIKLO, YPTCLOTOIMVTAS TO 1010 AVAAOYO AVTICMLL
katd tov TNF, Tov movtikol, Tapatnpndnkav kpuotadiikég evamofEselg 6To TEPLPAKIO TOV PAKOD
o€ Kamola and Ta apoeviKa movtikio Tov ElaPav Bepaneia. Aev £xovv deloybel e1ducég
opBaiporoyikég eEetdoelc o acbeveic o va gpguvnbei ) onuocio VTGOV TOV EVPNUATOV GTOVG
avOpadmovg.

Agv &govv deEayBel paxpoypdvieg HEAETEG Y10 VOL EKTIUNGOLY TO KOPKIVOYOVO OLVALLIKO TOV
infliximab. MeAéteg oe movtikovg pe Eddetyn TNF, dev £de1&av abénom otovg 6ykovg Otav Eytvov
doKipacieg TPOKANGNG HE YVMOTEG OVGIES TOV TPOKAAOVY EvapET KA/ TPOAY®Y OYK®V.

6. @®APMAKEYTIKEXZ TIAHPO®OPIEXZ
6.1 Kaotahloyog ekdoymv

Zaxyopoln

[oAvcopPiko 80

Natpro 51665V POGEOPIKO LOVODIPLKO
AwaTplo pooeopikd ddpikod

6.2 AocvppotoTnTeg

EMetyel pedetdv oyetid pe T cupfototnta, T0 TopoV QoPLOKEVTIKO TPOTOV dEV TPEMEL VA
OLVOLPLELYVOETOL PE AAAD, PAPUOKEVTIKA TPOTOVTOL.
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6.3 Awgpkero {onfg

IIpw v avocvotocn:
60 unveg otovg 2°C — 8°C.

To Inflectra pmopet vo puAdocetar o€ Beppokpacieg £wg 25 °C katd HEYIOTO, Yo pio LOVO YPOVIKY|
mepiodo €mg 6 pUNveg, xopig OUmc vo vrepPaivetar ) apyikn nuepopunvia Anéne. H véa nuepounvia
MENg Tpémet va, avaypapel Tdve oto kovti. Metd v amopdikpuven and to yoyeio, To Inflectra dev
TPENEL VO, EMOTPAPEL Y100 pUAAEN 6TO Yoyeio.

Merd v avacvoToon:

H ynpum kot puoikn otafepdtnta 6N (pNon Tov avacvoTadEivtog SIHADUATOG dtatnpeital e
24 ®peg otovg 25°C. And pikpofroroyikng dmoyng, To Tpoidv Bo mTpémet va ypnooTOoLEiTAL TO
GLVTOUOTEPO dUVATOV OAAG EVTOG 3 ®POV Od TNV avacvoTaoT kKot apaioor. Edv dev
ypMNoonoOel apécwc, ot gv xpNoel ypdvol pUAAENG Kl 01 GUVOTKEG TTPLV TN XPTOT| OTOTEAOVY
€vBvvn Tov ypno Ko dev Ba pémet vo vrepPaivouv Tig 24 dpeg oTovg 2 £mg 8°C.

6.4 Iowitepes mpo@uAdEers katd T @UAAEN TOV TPOIGVTOG
dvidooetal og yoyeio (2°C-8°C)

INoa t1g ouvBnKkeg datpnong o€ Bepuokpacio Emg 25 °C Tpv TNV AVOGVGTACT] TOV PUPHOKEVTIKOD
poidvTog, PA. Tapdypapo 6.3.

IMa t1g cuvONKeg dTAPNONG LETE TNV AVOGVOTAGT] TOV PAPUAKEVLTIKOD TPOTdVTOC, PA.
Topaypaeo 6.3.

6.5 ®dvon ko GVETATIKG TOV TEPLEKTN

Tvdiwvo erokidio Tomov 1 pe ehactikd Topo (BovtuAdiov) kot kKvablo aAovUIVIOV IE ATOCTOUEVO
eninopo tomov flip-off.

Meyébn ovokevaciog Tov 1, 2, 3, 4, 5 proldiov. Mropel vo pnv KukAo@opolv OAEG 01 GUCKEVAGIES.
6.6 Iowitepes mPoPULAGEES amOPPIYNG KoL GALOG YEIPLONOG

1. H 8601 kot 0 ap1Buog proidiomv Inflectra mpénet va vmoroyiotovv. Kabe prodidio Inflectra
nepi€yet 100 mg infliximab. O amaitodpevoc GuVoAKdg GYKOG TOV avacLOTAOEVTOG STOADLOTOC
Inflectra mpénel va voloyiotel.

2. Kdato and donmreg cvvOnkeg, kaOe praridlo Inflectra mpénet va avacvotabel pe 10 ml
EVEGLOV VOATOG, YPMOLOTOIOVTAG cVPLYYa pE fedova 21 gauge (0,8 mm) 1 pikpotepn. To
O amd To ELoAId10 TPEmeL va apaipedel Kot To emdve pPéPog va okovmioTel ue Bapupaxt pe
owoénvevua 70%. H Behdva g ovpryyag tpénel va gicayfel 610 proridio pécsm tov KEVIpoV
TOV TOMOTOG OO KAOVTGOVK KOl TO EVEGIHO VO®P VO KatevBuvlel Tpog 10 YudAvo Toiympa
Tov PlaAdiov. To didAlvpa Tpémel va avoakatevdel eELappd TEPIOTPEPOVTOS TO PLOAIOI0 UEYPIG
0TOVL 1 oKkOVN va. dlaAvBel evtedmg. H mapatetapévn 1 1oyvp1 avédevon mpénet vo
amopevyetol. TO ®IAAIAIO AEN TTPEITETI NA ANAKINEITAL Evééyeton va coppet
oynuatiopds appov oto ddAvpa Katd v avacvotaon. To avacvuotadév didAvpa Tpémel va
apedel va npepnoet ent 5 Aentd. To didlvpa Tpénet va gival aypopo £0¢ ovorytd KiTpvo Kot
omoAilov. To dtdlvpa propel vo avarntogel peptkd Aentd diavyn couatiot KaboTt To
infliximab etvot Tpwteivn. To didlvpa dev Tpémetl va ypnoyomoindel ov vIdpPyoLVV Ad1OPAVT|
COUOTIONN, ATOYPO®UATIGUOC 1| dAla EEva copaTidw.

3. O amortovpevog 0YKog Tov avacvotadévrog dtaAdpotog Inflectra mpénet va apoiwbei ota
250 ml pe duddvpa yhwoprovyov vatpiov 9 mg/ml (0,9%) yuo Eyyvorn. Mnv apardoete to
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avacvotafév didivua Inflectra pe omolodnmote dALO apalTIKO PEGO. AVTO Umopel va
emtevyBel aparpdvtag Evav 6yko SoAvpaTog yAmplovyov vatpiov 9 mg/ml (0,9%) yo €yyvoon
160 mpog tov OyKo Tov avacvotafévtog Inflectra amd To yvdAivo PloAidlo 1| TO GAKO £yyvong
250 ml. O amottovpevog 6ykog Tov avacvotadévtog dtolvpatog Inflectra mpémetl va mpootebel
apyd oo Prodidio Eyyvong 250 ml M) To ko Kot va avakatevdel eAappd.

To dudhvpa yio evioAéfia Eyyvon mpémet va yopnynOel oe ddotnua oyt piKpdTEPO 0T TO
xpOvo Eyyvong mov cvviotdtal (BA. Tapdypapo 4.2). [lpénel va ypnoyomoindel povo cet
£YYLOMG LE €V GEPE ATOCTEIPOUEVO U1 TUPETOYOVO PIATPO YOUNANG OEGUEVOTG TOV
TpOTEVOV (Léyebog mopwv 1,2 um 1 pikpdtepo). Emeldn dev vmdpyel cuvinpntikd, GuvioTaTo
1N XOPNYNON TOL SAVUATOG Yo EVOOPAEPLa £yyvom va apyilel To cLVTOROTEPO dLVATO Kot
péoa og 3 dpeg amd TNV ovacLoTOoT Kot TV apaimor. Otav 1 avachotact Kot 1 apaioon
TPUYUOTOTOLOVVTOL KATM amd donmteg cuvOnkeg, To dtdAvpa yia £yyvon Inflectra pmopei va
ypnowonomOel péca og 24 dpeg edv uAaytel otovg 2°C émg 8°C. Omo10d1moTe TOGOHTNTO TOV
SLADUATOG V1o £YYVOT) TTOL dEV YPNOLULOTONONKE deV TPEMEL VoL Aoy TEL Yia
EMAVOLYPNOLLOTOINON).

To Inflectra mpémet va e&eTdleTon OTTUKA Y10 COUOTIOWN ] ATOYPOUOTICHO TPV OO TN
yopnynon. Edv vdpyovv pavepd adtopovi couatiow, amoypopatiolog 1 EEva copatio,
dev mpémel va ypnoyLomrotndet.

Kabe aypnoiponointo oppokeutikd Tpoiov 1 VTOAELUN TPETEL VO, ATOPPITTETAL COUPOVA, LIE

T1G KT TOMOVG 10(DOVGEG OYETIKES SLOTAEELG.

KATOXOX THX AAETAYX KYKAO®OPIAX

Hospira UK Limited
Horizon

Honey Lane

Hurley

Maidenhead

SL6 6RJ

Hvopévo Baciielo

APIOMOZX(OI) AAETAYX KYKAO®OPIAX

EU/1/13/854/001
EU/1/13/854/002
EU/1/13/854/003
EU/1/13/854/004
EU/1/13/854/005

HMEPOMHNIA ITPQTHYX ETKPIXHX/ANANEQYXHY THX AAEIAX

Hpepounvia npotng éykpiong: 10 Xentepfpiov 2013

HMEPOMHNIA ANAGOEQPHXHX TOY KEIMENOY

Agmtopepr| TANPOPOPLOKE GTOLYELD Y10, TO TAPOV PAPUAKELTIKO TPoioy givor dtabécipa oTov
dwktvakd tono Tov Evponaikod Opyaviopod @apudkmy http://www.ema.europa.eu.
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ITAPAPTHMA 11
MHAPATQI'OX THX BIOAOT'TKQX APAXTIKHY OYZIAYX KAI
MHAPATQI'OX YIIEYOYNOX I'TA THN AITIOAEXEMEYXH TQN
IHAPTIAQN

OPOI'H NEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAT ATTAITHXEIX THX AAEIAY KYKAO®OPIAX
OPOI'H IIEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TTAPATQI'OX THX BIOAOTI'IKQX APAXTIKHY OYXIAY KAI ITAPAT QI'OX
YIHEYOYNOX I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot 61evfvvon Tov(twv) Topoywyou(mv) Tne PLOAOYIKOC dPOCTIKNE OVGIOG

CELLTRION Inc.

23 Academy-ro,
Yeonsu-gu, Incheon, 22014
Anpoxpoztio g Kopéog

CELLTRION Inc. (Plant II, CLT2)
20 Academy —ro 51 beon-gil,
Yeonsu-gu, Incheon, 22014
Anpoxpoztio g Kopéoag

Ovoua kot 61evfvvon Tov(twv) Topoywyo(mv) mov eivor vrevvvoc(ot) yia TV oTodEGUEVOT TV
TAPTId @V

HOSPIRA Enterprises B.V.
Randstad 22-11

1316 BN Almere

OALavdia

Hospira Zagreb d.o.o.
Prudnicka cesta 60

10291 Prigorje Brdovecko
Kpoatia

210 €VTLTO PUAAO 0OMYLOV XPTONG TOL POPUAKELTIKOD TPOIOVTOG TPETEL VO AVAYPAPETOL TO OVOLLQ
Kol 1 d1evBvveT TOL TaPAY®YOL OV Eival LTEVOBVVOG YO TNV ATOJEGUEVON TNG OYETIKNG TAPTIONC.

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

DopprokenTikd TPOidV Yo To 0olo amarteiton TEPLOPIoUEVN 1aTpikh cvvTayn (PA. mapdpnua I:
[epiinyn tov Xapaxtnpiotikdv Tov [Ipoidvrog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXZEIZ THX AAEIAY KYKAO®OPIAX

o Ex0éoe1g TEp1001KN G TOPaKoAoVONGIS TS aoPaiElOg

Ot amotnoeglg yio v Katdfeon TV TEPLOdKOV ekBEcEMV TapaKolovOnoNg TG AoPAAELNG

Y10 TO €V AOY® QOPUOKEVTIKO TPOTOV 0pilovTal 6TOV KATAAOYO LE TIG NUEPOUNVIES OVAPOPAS

g Evmong (katdioyog EURD) mov mapatifetar oto ApBpo 107y mapdypapog 7 tng Odnyiog

2001/83/EC ka1 o€ 0mo1ecdNTOTE EMUKOAOLOES EVIUEPDTELG TOV £Y0VV OMUOG1ELOEL oTNYV
Evpomraikn diktvokr THAN Yo To appoKa.

A.  OPOI'H INEPIOPIZMOI XXETIKA ME THN AZ®AAH KAI AIIOTEAEEMATIKH
XPHZH TOY ®PAPMAKEYTIKOY ITPOIONTOX
o Yyéorwo Awayeiprong Kwvovvou (ZAK)

O Kdroyog g Adetog Kukhopopiog Bo dteEaydyet TiG AmattovpIeVeG dpaoTNPLOTNTEG Kot
TOPEUPAGELG POPLOKOETAYPOTYNONG OTT®G Tapovctdalovtal 6to cupewvnoév ZAK mov
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napovctaletar oty Evotnra 1.8.2 g Adetag Kvkiopopiog kot omolecdnmote emakolovdeg
gykekppuéves avabewpnoeig tov TAK.

"Eva emikcoponompévo LAK Oa mpénel va katatedet:

. Metd and aitnua tov Evponaikod Opyavicpotd oppdxov,

o OnoTedNTOTE TPOTOTOLEITAL TO GUGTNILO SLOYEIPIONG KIVOHVOL, E0KH (OC OTOTEAEGUO ANYNG
VE®V TANPOQOPLOV TOV UTOPOLV VO, ETPEPOVLY CTUAVTIKY] OAAXYT] GTN oXEoM
0PEAOVC-KIVOHVOL 1 ®G AOTELES A TG EMITELENG EVOG GNUOVTIKOD OPOGTLLOV
(popurokoemaypOmTVNON 1 EAOYLIOTOTOINGT KIVODVOD).

o EmnpocOcta pétpo ehayiotomoinong Kivovvou
O Kdroyoc g Adetog Kuihopopiog (KAK) Ba mpaypatomorost éva ekmatdentikd

TPOYPOLLLL, DOTE VO, SIACPUAIGEL OTL OXOL O YI0TPOL TOL AVAUEVETOL VL
cuvtayoypagncovv/ypnoiporomaoovy 1o Inflectra yvwpilovv ta €€ng:

. Tov kivduvo evkaplaxmv Aopméewv ko pvpatioons (TB) og acbeveic mov Aapfdavouvv
Oepaneia pe Inflectra.

. Tnv avaykn a&loidynong tov Kivdbvov yia TB otovg acbeveic mpwv tn Oepaneia pe
Inflectra.

. Tov kivduvo o&eidv avidpdoemv vrepevaicinciog (cupmeptiapfavoprévng e
avaQLACKTIKNG KatamAn&iog) Kot avtidpdoemv oyiung vrepevaictnaciog.

. Tov kivouvo AeUPOUOTOC, LEAAVAOUATOG, KAPKIVOUOTOG KuTTdpmv Merkel kot A oV
KakonOelmv.

. Tov kivduvo yevikevpévng Aoipméng and BCG, éneita and gpPoriacpo pe BCG Bpepmv
nikiog éog 6 unvav ov giyav ektedel evioc g utpog o€ infliximab.

. Tnv képta Tpoeidomoinong acbevovg, 1 ool divetar o€ acbeveic Tov YPMGILOTOLOVV
Inflectra.

Ot ovvtayoypaeot Tov Inflectra yio Tnv ToudioTpikn voco tov Cronh kot TNV modaTpiKy

eAkOn KoAitida Ba evnuepwBodv emmAéov:

. Ot 10 moudid pmopei va Ppickovral o avénpévo Kivovvo avamtuéng AotudEemy Kot OTt
01 0VOGOTIOMGELS TOVG TPEMEL VAL EIVOL ETUKOLPOTOUNLLEVEG.
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ITAPAPTHMA 111

EIIIXHMANZXH KAI ®YAAO OAHT'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inflectra 100 mg x6v1g Y10 TUKVO GKELOGUAYLO TAPACKELT SIOUAVUOTOG TPOG £YXLOT
Infliximab

2. YYNGOEXH XE APAXTIKH(EXY) OYXIA(EY)

"Eva gradido mepiéyxet 100 mg infliximab.
Mertd v avacvotaon kébe ml nepiéyet 10 mg infliximab.

3. KATAAOTI'OX EKAOXQN

"Exdoya: caxyapoln, molvcopfikd 80, vatplo 51665v0 @OGPOPIKO HLOVODIPIKO, SVATPLO POCPOPIKO
SoPIKo.

4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig v mokvo okedacpoylo TopookeLT] SIUADIOTOC TPOG EYYVOT).

1 proAidio
2 ploAidi
3 ploAidw
4 proAidw
5 @loAid

‘ 5. TPOIIOX KAIOAOX(OI) XOPHI'HXHX

IMo evdopAéPra yprion petd and avacHoTaoT Kol apainoT).

Awpaote 10 pUALO 0ONYLDV YPNONG TPV OO TN XOPTYNOT.

6. EJAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEZH THN OIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Noa pvrdoccetal g Béom, Tnv omoia dev PAETOLV Kot dev Tpoceyyilovv Ta Tandid.

7. AAAH(EY) EIAIKH(EY) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

AHEH
AHEH, v dev puidooetal o€ yoyeio

9. EJAIKEYX XYYNOHKEYX ®YAAEHX

dvidooete o€ Yoyeio.
Mmnopei va puidooetal og Beppokpacio dmpatiov (€wg 25 °C) yuo pia poévo xpoviki Tepiodo £mg
6 pnveg.

10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN IPOIONTON 'H TOQN
YIHOAEIMMATQN I1OY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Hospira UK Limited
Hurley

SL6 6RJ

Hvopévo Baciielo

12. APIOMOX(OI) AAEIAY KYKAO®POPIAX

EU/1/13/854/001 1 gpuoAidio
EU/1/13/854/002 2 @roiidio
EU/1/13/854/003 3 ¢@uoiidio
EU/1/13/854/004 4 gioAidio
EU/1/13/854/005 5 @roAidio

13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'A TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10, TO OO0 OIALTEITO WOTPIKT] GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

H artoddynon yia va unv mepiinedei | ypooen Braille givor amodeit.
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A163106TOTOG YPOUL®TOS KMOUKOG (2D) mov gépet Tov TEPIANPOEVTO LOVASIKO OVAYVOPLOTIKO
KOOKO.

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

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY IIPEITEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

EIIIXHMANZXH ®TAAIAIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHTHZHX

Inflectra 100 mg x6v1g Y10 TUKVO GKELOGUAYLO TOPACKELT] SIUAVIOTOG TPOG £YYLOT
Infliximab

IV ypnion povo

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

100 mg

6. AAAA XTOIXEIA
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Inflectra
100 mg kdv1g Y10 TUKVO CKEDAGLLOL Y10
TOPOCKELT] SIOAVUATOG TTPOG £YYLON

infliximab
Kapta IIposidomoinong AcOevoig

Agi&te avtnv TV KApTO o8 KAOE YroTpd TOL
eumiékeral ot Oepaneia cog.

Avtp n  Kdapra Ipoegdomoinong mepiéyet
ONUOVTIKEG TANPOPOPIEG UCPAAELNG TTOL TPEMEL
va yvopilete mpwv kol KOTA TN OdpKEW TNG
Oepaneiog pe Inflectra.

Ovopo acBevoig:
Ovopa yiotpov:
Tniepwvikdg apldpog yotpoo:

[MopaxaAieicOe va StafdceTe TPOGEKTIKA TO
«D@0Ao Odnywv Xpnone» tov Inflectra mpv
opyioete va yPNGYLOTOIEITE AVTO TO PAPLLOKO.

Hpepounvia évapéng g Bepanciog pe Inflectra:

Tpéyovoeg yopnynoeis:

Eivar onpovtikod eogig kot o yotpdg cag va
KOTOYPAWETE TNV EUTOPIKN OVOULOGIO KoL TOV
apBpd Toptidog Tov PapUAKoL Cag.

Zntote amd 10 YaTpd GOG VO KATAYPAWEL TOV
TOTO KoL TNV Nuepounvio Tov(tTmv)
terevtaiov(wv) eréyyov(wv) Y pupotioon (TB)

TOPOKATO:

E&étaon E&étaon
Hpepounvia Hpepounvia
Amotéreopa: Amotéheopa:

IMopaxaieioe va BePfarwbeite 6T Exete emiong
podi oag évav KatdAoyo AV T@V GAADV
QOPUAK®V TOV YPNCULOTOLEITE OE KAOE emiokeyn
o€ gnayyelpoTio vyeiog.

Alota ahAepyudv:

Alota GAAOV QOPUAKOV:

Aopaéeg

pw ™ O¢paneio pe Inflectra

e  Evnuepaote tov yiatpd cog edv £xete kdmolo
Aolu®én axopa Kot ehv gival 16Govog
onpaciog

Eivai moAd onuavtikd vo eviuepmGETE TO
ywtpd cog dv lyate moté eupotioon (TB),
N eav &xete £pbel o€ oTEV EMOEN UE KATOLOV
7oV &iye pupatioon (TB). O ywtpdc cog Oa
o0 eEETAGEL Y10 VO OEL €AV EYETE PLUATIOON
(TB). Znmote amd ToV Y10TPO GOg Vol
KOTOYPAWEL TOV TOTO KoL TIV NUEPOUNVIN
Tou(tev) TeElevtaiov(wv) eAéyyov(wv) cag
v pupatioon (TB) oty képro.
Evnuepaote tov yioatpd cog edv Exete
nratitda B 1 edv EEpete 1 vmomteveae OT1
elote popéag Tov 10V NG NraTitidag B.

Koata ™) owapkewa g Ogpanciog pe Inflectra

e  Evnuepoocte apéomg tov yaTpd cog eqv
éxete onpeto kanowog Aoipwéng. Ta onpeio
neptappdavouv Topetd, aichnua kovpaong,
(emipovo) Prya, dvcmvola, antmAela Bapovg,
VUYTEPIVOUG 1OPMTES, SIAPPOLA, TANYECS,
odovtikd TpofAnpara, aictnuo Kodeov Katd
NV 00p1NoN N «YPITMON CTUEI.

Kapowokn Avendpkero

pw ™ O¢paneio pe Inflectra

e  Evnuepaote tov yiatpd cog edv Exete
0TOL0ONTTOTE KAPIIOKA TPOPANUATO OTTC
EMIPPE KOPOLOKN OVETAPKELQ.

Kotd ™ owapkera tng Oepoanciog pe Inflectra

o  Evnuepaote apéowmg Tov yaTpd Gog eqv
Tpocélete onpeio KATOIO0L KoPOLaKon
npoPAnuartoc. To onueia Tepthappdvouy
dvomvola, SOYKMGN TOV TOJIDV 1 AAAYES
GTOV KOPOLOKO GOC YTOTO.

Kdnon kot epfoiracpoi

e nepintowon mov £xete AdPet Inflectra evad
noactay £yKvog, eivatl GNUvVTIKO va
EVNUEPMOETE GYETIKA TOV Y1ATPO TOL HLOPOV
GOG TPV TO LMPO GOC AGPEL 0TO1001TOTE
guporto. To popd cag dev Oa mpémet vo AdPet
Kdmoto «lwvtavo gupoior, omwg BCG
(xpnowomoteiton Yo TNV TPOANYN TNG
QLHOTIOONG), EVTOC 6 UNVOV omtd TN YéVvnon
TOV.
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Kpatiote avtiv v kapta poali cog yo 4 pnveg
petd tn 60om cag tov Inflectra v o mepintmon
EYKVLLOGVVNG, Y10 TODAAYIOTOV 6 PNVEG UETA TN
YEVVIOT] TOV POV GOG. AvemBounteg evEpyeEleg
UTOPEL VO ELOAVICTODV OPKETO KAPO LETA TNV
teAevToia cag 600T).

52




B. D’YAAO OAHT'TQN XPHXHX
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®Yrlo 0dNYLOV yprong: [Iinpoopisg Yo Tov ypioTy

Inflectra 100 mg KOVi§ Y10 TUKVO CKEVUOUAYLO TOPOACKEDT] SLUAVRATOS TTPOS £YYVO
Infliximab

vTo QAPUOKO OVTO TEAEL VIO GUUTANPOUOTIKY TopokoAovOnon. Avtd Ba enttpéyel Tov Ypryopo
TPOGIOPIGUO VEDV TANPOPOPLOY 0o@aielc. Mmopeite va fondnoete uéom g avapopdg mbavamv
avemBounTOV EvePYELDY TTOL EVOEXOUEVMC TTapovotdlete. BA. téhog e mapaypdeov 4 yio Tov Tpdmo
avaQOPAC AVETIOOUNTOV EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKANPO TO GUAAO 00N YOV YP1ONGS TPOTOV UPYIGETE VU YPNGLUOTOLEITE

avTo TO PAPNAKO, OLOTL TEPILAUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

o DdoraEte avtd To OALO 0dNYIOVY YpNoms. Towg ypelactel va to daPdoete Eava.

o O y1atpog cog Oo cag dmoel emiong pio Kdpta Ipogidomoinong Acbevoic mov mepiéyet
ONUAVTIKEC TANPOQOPIEC UCPAAELNG TTOV TPETEL VO, YVOPILETE TPV Kol KATE, TN O1APKELL TG
Oepaneiog cog pe Inflectra.

. Edv éxete mepatépm amopieg, poTOTE TOV Y10TPO GO,

. H ocvvtayn yt' avtd 1o edpuaxo xopnyndnke amokAloTIKA Y10 GOC. AEV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécetl PAAPT, akoua Kol OTOV TO oueio TG
acBéveldg Toug etvan idtol pe o d1kd GO,

. Edv mapotmpnoete kamolo avemBountn evépyela, EVILEPDGTE TOV YIUTPO GUC. AVTO 1GYVEL KoL
ywo K60 oy avemBounTn EVEPYELL TOV OEV OVAPEPETAL GTO TOPOV PVALO 0ONYLDV YPHONC.
BA\éne mopdypago 4.

T epLéyeL 1o Tapdv @OAAO 00N YLOV:

T etvon to Inflectra ko o givat 1 yp1ion Tov

T mpéner va yvopilete mpotov ypnoiponomoete to Inflectra
ITwg Ba yopnyeitor to Inflectra

[MBavéc avemBounteg evépyeteg

IMog va puidcceton To Inflectra

[Tepieyduevo g cuokevAGiag Kot AOUTEG TANPOPOPIES

AN o

1. Th givan to Inflectra kot oo givan 1 (prion Tov

To Inflectra mepiéyet T dpactikn ovoia wov ovoudletat infliximab. To infliximab givat £vag TOTOG
TPOTEIVNG TOL TPOEPYETAL OO AVOPMTOLE Kol TOVTIKLOL.

To Inflectra avikel e pio opdoa @apudkmv wov ovopdlovral «decuevntés Tov TNFy.
Xpnoponoleital o EVAAIKES Y10 TIC 0KOAOVOES PAEYUOVMOELS VOGOLC:

o Pevpatogion apbpitida

o Yoprookn apbpitida

o AyKvAoTomTIKN 6oVvOLAiTIdN (VOo0oG Tov Bechterew)

. Ywpiaon.

To Inflectra ypnowonoteital emiong oe EVAAIKEC Kot Tadld nAkiag 6 TV Kol TAV® Yio:
. Noéco tov Crohn
o EXxkddn kolitida.

To Inflectra dpa. decpedovtog T dpdon picg TPOTEIVINC TOV OVOUALETAL «TOPAYOVTOC VEKPOGTG TMV

oykov drea» (TNF,). Avth 1 Ttpoteivn eunléketon 6€ GAEYUOVMOELS O1001KAGTIEG TOV CAOUATOS KOL 1)
OE0UEVOT TNG UTOPEL VO LEIDGEL T1 PAEYUOVT] GTO GOUM GOC.
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Pgopatociong apOpitioa

H pevpartosidng apbpitida ivar pio pAeypovadng vocog tov apbpdcewv. Eav éxete evepyn
pevpatogldn apbpitda Ba cag So6ovv TpmTa dAla pdppoka. Edv dev avtamokpiBeite apketd KoAd
o€ auTd Ta Pappoka, Bo cag yopnynOel Inflectra to onoio Oa wépete o cuvdLACUO pE Eva GALO
@apuako wov ovopdleral pebotpegatn yuo v

. LELDGEL T GNUELN KO TO GUURTMOWUATO TNG VOGOL GG,
o emPpadovet ) PAAPN oTig apBpdoelg cag,
o Bektidoet T LGN Gog Agttovpyia.

Yopraciki) apOpitidoa

H voplocwkn apBpitida eivar pia eAeypovodng vocog tov apbpdcemv, cuvidmg cuvodevopevn amd
yopioon. Edv éyete evepyn yoplooikn apbpitida Bo cog dobovv mpata dAla @dppoka. Edv dev
avtomokpleite apketd kald og avtd Ta papuaka, o cog yopnyndet Inflectra yio va:

. LELDGEL T GNUELN KO TO GUURTMOWUATO TNG VOGOL GG,
o emPpadover ) PAAPN oTig apBpdoelg cag,
o Bektidoet ™ puoKn cag Agttovpyia.

AykviomomTikn] 6ovovAITION (VoG0S TOV Bechterew)

H ayxvlomointikn omovdvAitida gival pio eAeypovadong vocog g omovOvAikng otning. Edv €yete
aykvlomointikn omovovAitida Ba cag dobovv mpadta dAla edappaka. Edv dev avtanokpibeite apketd
KaAG o€ avTd To eapuaka, 0o cog yopnynet Inflectra yo va:

. LELDGEL T GNUELN KO TO GUURTMOWUATO TNG VOGOL GG,
o Bektidoel T ooy cag Agttovpyia.
Yopioon

H yopiaon eivar pio pAeypovmong vosog tov déppatoc. Edv €yete pétpa mpog coPapn yopioon
KaTd TAAKaG, TpdTa Bo cog d00ovv dAAa papuaxa 1) Bepaneieg, OTmg 1 poTobepaneio. Edv dev
avtomokpleite apketd kald og avtd ta papuaka 1 Tig Oepaneieg, Oa cag yopnynbel Inflectra yuo va
LELDGEL TOL GIUELR KO TOL GUUTTMOWATO, TNG VOGOL GG,

EAk®ong koritida

H elxddng kohitida ivor pio pAeypovadng vocog tov evtépov. Edv éxete eAkmon koAitida Ba cag
80000V TpdTa dAAa pdpuaka. Edv dev avtamokpifeite apketd KOAQ o ovTd TaL @AppaKa, o cog
yopnynOel Inflectra yia T Bepaneia g vocov cag,.

Nocog Tov Crohn

H vococ tov Crohn eivon pia @Aeypovmdng vocsog tov eviépov. Eqv €xete voco tov Crohn Ba cog

50000V TpdTa A pdapuaka. Edv dev aviamokpifeite apketd kold og avtd ta papuaxa, o cog

yopnynOei Inflectra yia:

. T OepamevTiKn avTILETOTION TG EVEPYNG VOoov Tov Crohn,

. T Hel®oN ToL AplBoDd TOV U1 PLGIOAOYIKGV AVOLYHAT®V (GUPIYYLL) OVANESO GTO EVIEPO KoL
70 dépUa oag oL dev Exouvv Tebel VO EAeyy0 pe AAAL PAPUAKO 1) XEPOLPYIKN EMEUPACT).

2. T péner va yvopilete Tpiv va ypnoporonjcete 1o Inflectra

Agv mpémer v, oag yopnyeitan to Inflectra og mepinTtmon

o aAlepyiog oto infliximab (to dpactikd cuotatikd oto Inflectra) v € onolodnTOTE GALO O
T GUOTOTIKG AVTOV TOL PUPUAKOL (AVAPEPOVTOL GTNV TaPAypapo 6),

. oAAepylog OTIC TPMTEIVES TOV TPOEPYOVTAL GO TO. TOVTIKLOL,

o mov €xete pupatioon (TB) 1 kdmola dAAN coPfapr| Aoipwén dnwc Tvevpovia 1 onyopio
(coPapn PBaktnprokn Aoipmwén Tov aipatog),

. IOV EYETE KOPOIOKT OVETAPKELD TOV Elvan pETpia 1 coPapr.
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Mnv néapete Inflectra edv omo100MmoTE OO TO TAPATAVED EXEL EPOPLOYT G €60C. Edv dev eicbe
BéParot, Anote pe To yioTpo cog mpwv va cag xopnynoei to Inflectra.

Ipocdomou|oeig Kol TPoPLAGEELS
AmevBuvieite atov yotpd cog mpotod oag yopnynbei to Inflectra edv éxete:

AdBer wponyovuevn Oepomeio pe 0mol0dNToTE PAPLLOKO oL TteplEyel infliximab

Evnuepdote 10 yiotpo cag edv giyote AaPet Oepaneia pe pdppoka mov mepiéyovy infliximab
010 TopehBoV kot Eexkvate Tdpo oA Oepaneio pe Inflectra.

Edwv giyorte éva diddepupa ot Bepaneia cag pe to infliximab peyodvtepo tmv

16 gBdouddwv, vapyel peyaAdTEPOG KivouVog Yo GAAEPYIKEG AVTIOPACELS OTAV EEKIVI|OETE
né ) Bepoameio.

Aowdéelg

Evnuepdote 10 y0tpod cag edv £xete KAmowo Aolmén akdpo Kot Qv givol H6ooVoG
onpaciog Tpw va cag yopnynOel to Inflectra.

Evnuepdote 10 yotpo cog edv £xete (noel N Ta&d€yel o€ KATTOW TEPLOYT OOV AOIUMEELS
oV OVOUALoVTal I0TOTAACUMGT), KOKKIS0EWopVKNTioon, 1| fAacTopvknTiooT gival KOvEg
npw va cag yopnynOel to Inflectra. Avtég o1 AoUdEEIG TPOKOAOHVTAL OTO CLUYKEKPIUEVOLG
TOTOVG LUK TOV TOV UTOPOVV VO ETNPEAGOVYV TOLG TVEDHOVEG 1 AALDL LEPT) TOV CAONATOG
o0g.

Mmnopet va tpocBdiiecte amd AomEels o evkoia otav AapPavete Oeponeio pe Inflectra.
Edv elote nlikiag 65 e1dv 1 dve, 0 Kivouvog avtdg gival peyalvtepog.

Avtéc o1 Aoyméelg pmopet va givor cofapés Kot mepthapufavouv euuatioot, AoU®EELS Tov
TpoKaAoLVTAL amd 100¢, LOKNTEG 1 PaKTpla, 1| GAAES EVKAIPLOKES AOTUMEELG KOt onyotpio
7oV pmopeiva gival ametAntikn yo tn {on.

Evnuepdote apéomg to yotpd cog edv epeavicete onueio Aoipméng katd tn d1dpKelo NG
Oepaneiog pe Inflectra. Ta onpeio meptiapfdavovy Topetod, Pya, Ypnmon onueic, oicOnuo
adwabeoiag, epuBpodtnTa 1 BeprdTnTa 6TO déPa, TANYEG 1] 0d0VTIKA TpoPfAruata. O yloTpog cog
umopei va suotioel Tpoowpiv| dtakonr) tov Inflectra.

dvuatioon (TB)

Eivai moAd onpavtikd va eviuep®oeTe 10 Yotpo cog dv giyate moté TB 1 edv €xete £pbet
G€ OTEV EMOQT] e KAmowov mov lye 1 €xel TB.

O ywatpog oag Ba cag e&etdoet yuo va det eav €xete TB. Ilepimtdoeig TB éxovv avapepOei
o€ aobeveig mov Elafav Oepaneio pe Inflectra, akdpo Kot oe acbeveig Tov £xovv AdPet
Oepaneio pe papuaxa yio v TB. O yuatpdg cog Ba kataypdeet avtéc T1g e£€TAoELG 0TV
Kdépra ITpoedomoinong AcBevoig.

Edv o yiatpdg cag aicBdaverar 0t1 Bpickeote o€ kivovvo yia TB, pnopet va AdPete Oepaneia
pe eappaxa yo. TB tpv va cog yopnynOetl Inflectra.

Evnuepdote apéomg to yotpd cog edv eppavicete onueio TB katd tn didpkeia tng Oepamneiog pe
Inflectra. Ta onpeia teptropfdavouv enipovo Prixa, andieio Bapovg, aichnua Kovpaong, TLPETO,
VOYTEPIVOVG 1OPMTEG.

16¢ tne nrazitvog B (HBV)

Evnuepdote 10 Y0tpo cog edv glote popéag 1 eqv £xete N iyote ToTé Nmatitidoa B mpv va
oag yopnynOei Inflectra.

Evnuepdote 10 y10tpd cog edv mioTtevETE 0TL UTOpEl va Bpiokeote o€ Kivouvo va
npooPAnbdeite ond HBV.

O ywatpog oag Bo Tpémel va oag vroPdriet og Eeyyo Yo HBV.

Oepamneia pe Toug deopevtég Tov TNF 6mmg 1o Inflectra pmopei va odnynoet o
EMOVEVEPYOTOINGT TOV 10V TNg Nratitidag B o acbeveig mov givar popeig avtod Tov 100, 0
0mo10G UMOpPEL, GE OPICUEVEG TTEPITTMGELS, VO, EVOL ATENTIKOG Yia TN L.
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Kopdiokd tpofAinuoto

o Evnuepdote 10 y10Tpo G0g €6V £ETE OTOLNONTOTE KOPOLAKA TpofAnpaTa, OnwMg EAApPE
KOPOLOKT] OVETAPKELQL.
o O ywatpog cag Bo Bednoet vo TopakoAovdNcel GTEVA TNV KOPILHKT GG AELITOVPYIa.

Evnuepdote apécmg 1o y1oTpo 6og 0V ELEAVICETE VEA 1] ETOEVOUEVO CTUEID KOPOOKNG
avemdpkelog katd tn ddpkela g Oepaneiog pe Inflectra. Ta onpeio tepiapfdvovy dvonvola 1
SOYK®MON TOV TOJIDV GOG.

Kopkivoc kol Aéuempa,

. Evnuepdote 10 y0tpo cog edv Exete M giyarte moté Adpompa (€vay TOTO KapKivoy Tov
aipatog) 1| omolodNToTe dAlo kapkivo Tpwv va cag yopnyndel Inflectra.

o AocBeveic pe cofapn pevpatoedn| apbpitida, ol omoiot iyav tn vOco Yo LeYIAO XPOVIKO
o, pumopel va Ppickoviatl o€ peyaAdutepo Kivouvo amd To HEGO OPO VO avATTHEOLY
AEpQOUOL.

o Ta mondid ko ot EépnPot wov Aapfavouv Inflectra pmopet va Exovv Evav avénuévo kivouvo
aVATTLENG AEUPOUOTOC 1) KATOLOL GALOL KapKivov.

o Opiopévor acBeveig mov Elafav TNF-Seopevtés, ovumeptiapfovouévoo tou Inflectra,

avérTuEay £vay omdvio TOTO Kapkivov Tov ovopdletor Hratoominvikd Aépowpo amd
T-x0tTapa. AT avTovg Tovg 0oBevels, o1 TEPIGGOTEPOL TAY £PNPOL 1} VEAPOL EVIAIKES
GPPEVES Kol 01 TEPLGGOTEPOL EMACYAV €iTE 0O vOoo Tov Crohn gite omd eEAKMON KOAITION.
Av106 0 TOHTOG Kapkivov odnynoe cuvnbwg oe Bavato. Zyedov 6Aot avtoi ot acbeveic elyav
AaBer emiong edppoka yvootd wg aladelonpivn 1 6-pepkantonovpivn pali pe TNF-
OECUEVTEC.

o Opiopévor acBeveig mov Elafav Bepaneia pe infliximab £yovv avanti&el Guykekpléva €10m
Kapkivov tov dépuatog. Edv vrdpEovv omolesdnmote aAlayég oTnV ELEAVION TOL SEPLATOG
N depHOTIKEG AVENCELS KATA TN JBPKELN ) LETA TN Bepameia, EVIUEPDOTE TOV YIATPO CUG.

o Opiopéveg yovaikeg mov Aapfdavovv Bepaneia yio pevpatoedn apbpitda pe Inflectra yovv
avanmTOEEL KAPKivo TOL TpoynAoL TG uNTpag. T yuvaikeg mov Aappdvovuv Inflectra,
couneprrapPavopévav ekeivav pe nlikio avo tov 60 1OV, 0 YI0Tpog oag UTOpEl va
OLOTNOEL VO, EE0KOAOVONGETE VO, EAEYYECTE TAKTIKA Y10 KAPKIVO TOL TPUYNAOL TNG UNTPOG.

IIvevpovondfeio 1 fopd KdmTvicuo

. Evnuepdote 10 yotpo cog edv Exete pia mvevpovorabeio mov ovopdleTor Xpovia
Amogppaktikn [Tvevpovondfeia (COPD) 1| edv gicBe Pfopic Kamvioc, TPV va Gog
xopnynOei to Inflectra.

. AocBeveic pe COPD kot acBeveig ol omoiot eivan Bapei kanviotég pmopet va govv

VYNAOTEPO Kivduvo avantuéng Kapkivov e tn Oepaneio pe Inflectra.

N0660g T0V VELPIKOD GLGTIUOTOC

. Evnuepdote 10 yotpo cog edv €xete M elyate ToTé KAmo1o TpOPANe Tov ennpedlet TO
VEVPIKO GO GVOTNLA TPV Vo, oag xopnynOel to Inflectra. Avtd meprhapPdvet Katd TAdKog
oKAnpuvor, covdpopo Guillain-Barre, edv £xete kpioeig 1] cog Exel Stayvmobel «omTikn
VELPITIOON.

Evnuepdote apéomg to yotpd 6oc €4V ELQOVIGTE CUUTTMOUOTO VELPOTADELNG KATA TN JS1dpKELN

g Oepamneiog pe Inflectra. Ta onpeia TeprrapPdvovy aliayég oty 6pacH Gog, ASVVAUIN GTO (Ve

N KAt dKpo GOG, AUmSie 1 LUPUYKIAGLO GE OTOIOONTOTE CNUEID TOL COUUTOC GOG.

Mn @uoioloyikd avoiyuata 6to dépua
. Evnuepdote 10 Y10Tpo GOg €0V £XETE OTOLOONTOTE LN PLGLOAOYIK( OVOTYLLOTA GTO dEPLLA
(ovpiyywa) mpv va cag yopnynbei to Inflectra.

Eppolacpoi
. MuinoTte pe To Y1aTpd oG AV KAVOTE TPOSPATO 1] TPOKELTOL VO, KAVETE EPPOALO.
o Agv Qo mpémet va Kavete Kamoo eUPoOALa evOSm ypnoiponoteite To Inflectra.
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o Opiopévor gpPoitacpol propet vo tpokarécovy Aopméelc. Eav Adpate Inflectra evad
NoaoTAV £YKVOGC, TO LOPO Gag UTOPEl va Ppioketal og LeEYOADTEPO KivOLVO Yo ELPAVIoN
holpwéng, émog Kot &1 pnveg petd tn yévvnon tov. Eivotl onpoviikd vo evepOoEeTe TOVG
YTPOVS, KAOMOG KOt 0010060 TOTE AAAOVG ETAYYEAUATIEG VYEING TOV LOPOV GOG CYETIKA
pe  xpnon Inflectra mov kévate, 00TOG AGTE VA LTOPOVY VAL ATOPAGIGOVY TOTE TO LWOPO
oag TPEMEL va AaPel omolodnmote eUPOAL0, GuUTEPIAAUPOVOUEVODV TV (oVTOVAY eUforinv
onmwg to BCG (ypnoyonoteital yio tnv mpodAnyn g eupotioong). ['a tepiocdtepeg
mAnpoeopiec PA. mapdypapo yo v Konon kai tov Oniacpuo.

OepamevTiKoi HOAGLOTIKOT TAPEYOVTEG

o Muinote pe tov yaTpd oag eav £xete AMAPeL TPOSEATA 1) EYEL TPOYPOUUATIOTEL VO AdPeTE
Oepaneia pe Evav Bepamevtikd polvopatikd Tapdyovia (6nwe evotdiiasn BaxiAiov
Calmette-Guérin (BCG) mov mpaypatonoteiton yio tn Oepaneio tov kapkivov).

Xepovpyikég emenAcelc 1 060vTIKEC TPAEELS

. Evnuepdote 10 y10tpd Gog £V TPOKELTAL VO KAVETE OTOIEGONTOTE YELPOVPYIKEG EMEUPAGELG
N odovtikég Tpderc.
o Evnuepdote 10 xe1povpyd cag 1 Tov odovtiotpo mov ekterel TNy enéufoon 0t Aappdvete

Oepaneia pe Inflectra deiyvovtdag Toug v Kapta Ilposidonoinong AcBevoug.

Howdwd kot Epnpor

O mapamdve TAnpogopies 0popovv eniong ota mardld ko tovg eprove. Emnpocsbétme:

o Optopéva mondid ko Epnpot acheveig mov £xovv AdPer TNF-deouevtég 6mwg to Inflectra
&yovv avamTuéel KopKivoug, GUUTEPIAAUPAVOUEVOV 0CVVIOIOTOV TOUT®V, TOV OPIGUEVEG
Qopéc odnynoav oe Bavarto.

o [eprocotepa madrd mov Adpupavay Inflectra avéntoav AOUDEELG GE GVYKPIOT| LLE TOVG
EVIAIKEG.
o Ta moudid Ba Tpémet vo Aapavouv Tovg GLVIGTOUEVOLS EUPOMACHODS TPV EEKIVIIGOLY TNV

aywyn pe Inflectra.

To Inflectra Oa mpémel va ypnoponoleitol o Toudld povo eav Aapupdvouvv Bepaneia yio voso tov
Crohn 1 éAk®dn KoAiTId0. AvTd To TAOE TPEMEL VAL givort ALKiog 6 ETOV 1 HeyaAvTEPO.

Edwv dev glote olyovpot edv 0To1001TOTE OO T TAPUTAVE® £XEL EPOUPLOYN OE GGG, amevduvheite
GTOV Y10TPO Gag TPOTOV 6ag yopnyndel to Inflectra.

Alha gappoxo ko Inflectra

Acbeveic Tov £xovv PAEYLOVMOELS VOGOVS TTaipvoLV 1OT papuake Yio T Bepaneia Tov TpoPARHaTOHS
ToVG. AVTA To EAppOKa UTopEl Vo TpokaAécovy avemBounTeg evépyetec. O yatpog oag Ba cog
oupPovievcel Towe GALS PApLOKa TPETEL VO, eE0KOAOVOEITE VO PN CILOTTOLETE EVOCH TAIPVETE TO
Inflectra.

Evnuepaoote tov yiatpd cog edv ypnolponoteite, £(E1e TPOCOATA XPNGUYLOTOMGEL 1] UTOPEL VO
YPTCULOTOCETE AAAD PAPLOKO, CUUTEPIAAUPOVOUEVOV OTOLOVINTOTE GAADY QAPHAK®OV Y10 TN
Bepaneia g vooov tov Crohn, T EAKDO0VE KOAITIONG, TNG PEVUATOEDOVG apBpiTIdag, TNG
YKOAOTONTIKNG GTOVOLAITIONG, TNG WOPLACIKNG apBpitidag 1§ TG wopiaong 1 GOpULAK®Y TOL dgv
oag &yovv yopnynoel pe cuvtayn, OTMG PLrapives Kol QUTIKA POPLLOKCL.

[T cvykekpyéva, EVIUEPDOTE TO YLOTPO GOG EAV YPTCILOTOIEITE KATO0 OO TO AkOAOVOO PAPLLOKOL:

. Ddppoka Tov TPosPAALOLY TO AVOGOTONTIKO GOG GOGTA.

o Kineret (mov mepiéyet avaxivpa). To Inflectra ko To Kineret dev Ba mpémel va
ypMnoorotovvTot pali.

o Orencia (mov mepiéyet aparacéntn). To Inflectra kot to Orencia dev o mpénet va

ypMNoorotovvTot pali.
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Koatd v dudpkela g xpnong tov Inflectra, dev Oa mpénet va AdPete Lovravd eppoia. Eqv
ypnoonotovoate to Inflectra katd v dtdpKeln TG EYKLVUOGVVG, EVIUEPDOTE TOV YIATPO TOV
LOPOV GOG Kol AAAOVG ETOYYEAUATIEG VYELNG TTOV PPOVTILOLV TO HOPO COG CYETIKA LE T YPTON
Inflectra mwov kdvate, Tpw t0 pwpd AaPel omolodnmote UPOArto.

Edwv dev glote olyovpot edv 0To1001TOTE OO TO TAPUTAVE® EXEL EPOPLOYN O €G4S, amevbuvheite
GTOV Y10TPO 1] TOV (OPLOKOTOL0 GOG TPOTOV Ypnoiponomoete to Inflectra.

Kionon ko 0niaopog

o Edv eiobe éyxvoc 1 Onhalete, vopilete 6tL pmopet va gicbe £yxvog 1 oxedialete vo amoKTioeTe
7aol, {ntote T cLUPOVAR TOL YaTPOL GO TPOTOV TAPETE ALTO TO PApuako. To Inflectra dgv
GULVIGTATOL Y10 YPNOT KOTA TN SLAPKELD TNG EYKLUOGVVIG.

. [Ipémel va amopevyete va peivete €ykvog 6tav Aapupdaverte Oepaneia pe Inflectra kot yio 6 pveg
petd tn Sraxomn tng Bepaneiog pe avtod. Befaiwbeite 611 ypnoiponoieite avticOAANYN Katd T
SUIPKELD OVTNHG TNG TEPLOOOV.

o Mn Onialete 6tav AapPavere Oepaneia pe Inflectra ) yio 6 piveg petd v tedevtoio cog
Oepaneia pe Inflectra.

o Edv AéPate Inflectra katd tn SidpKelo TG EYKVHOGVVNG GOC, TO LOPO Gog Umopel va Bpioketan
o€ UEYAAVTEPO KIVOLVO Y10 EUOAVIOT AoTHmENG.

. Eivot onpovtikd vo evpep®oeTe TOVG Y10Tpovs, Kabds Kol 0To1ovedNToTE GALOVS

eMOyyEAATIEG VYELNG, TOV HOPOVL GOG oYeTIKA pE TN xpnon Inflectra mov kavarte, Tpv TOo HOPO
cag AaPet omolodnmote epPforo. Edv AdPate Inflectra evd ioactay £€ykvog, | xYopnynon Tov
euPoriov BCG (mov ypnoipomoleital yio v TpoOANY NG PUUATIOCTG) 6TO HOpO GOG EVTOG 6
UNvVoV amd T YEvvnon Tov pmopel vo tpokaiéoetl Aoipwén pe cofapiéc emmAoKkec,
coumepthappavopévov tov Bavdatov. Zovtava eufoita, 6nwg 1o BCG, dev Oa mpénet va
divovtal 010 Hmpo Gag evioc 6 unvev ard T yévvnon tov. Lo tepiocotepec mAnpoopiss PA.
TOPAYPOPO GYETIKA LE TOVG EUPOAACHLOVG.

o "Exovv avapepBel éviova petmpévol apiBpoi Aevkokvttdpwv o€ fpéer mov Exovv yevvnbel amd
yovaikeg mov Adpupavay Oepaneia pe Inflectra katd v didpreia tng eykvpoovvng. Eav 1o
LOPO o0G EYEL GUVEXOUEVOVS TUPETOVG ) AOUMEELS, EMIKOIVMVI|OTE [LE TOV YLOTPO TOV LOPOD
GOG AUECMG.

00ofyNoN Ko YEPICROS PN EVAOY

To Inflectra dev avapévetol va EXNPEACEL TNV IKOVOTNTA Gag Vo 0dnyeite 1| va yepileote epyaleio
unyavéc. Eav vimBete {dAn petd m yopnynon tov Inflectra, pnv odnynoete 1 ypnoOTOMGETE
0omO1001TOTE EPYOLEiD 1] UNYAVEGS.

To Inflectra mepréyer vatpro
To @dpuaxo avtd mepi€yetl Ayotepo amd 1 mmol vatpiov (23 mg) avd d6om, ONA. OLGLUGTIKA
«elevbepo vatpiovy.

3. o Ba yopnyseitor To Inflectra

o yopnyeitan To Inflectra

. To Inflectra Ba yopnyeitan o€ €5G¢ 0O TO YIOUTPO GOG N TN VOGOKOLM, GE £VO. VOGOKOLELD 1|
KAWVIKT.

o O y10tpdg oo N 1 vocsokoua Oa wpoetopdoet to Inflectra evéoipo diddlvpa.

o To dudivpa tov Inflectra Ba evebel apyd (ya pia mepiodo 2 wpav) péca oe pia and Tig PAEPES

cag. Avt cuvifwg Ba eivar 610 PBpayiova cag. Avtd ovopdletal «evooAEPia Eyyvon» 1
oTAydNV &yyvor. Metd v tpitn Oepameia, 0 yoTpoOg oG UTOPEL VO OTOQAGIGEL VO GOG SMOEL
7o Inflectra ywo pia mepiodo 1 dpag.

. ®a mopakoriovbeiote evocm cag yopnyeitar Inflectra ko eniong ywo 1 éog 2 dpeg petd.
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éco Inflectra yopnysitor

o O y10tpdc Ba amopacioet T 6001 Gog (o€ mg) Kot TO6co cuyva Ba cag yopryesitat Inflectra.
Av10 Ba e€aptdtan omd T VOGO Gag, TO COUATIKO G0G BAPog Kol amd TO TOGO KAAd
avtonokpiveote oto Inflectra.

. O mopaxdTo wivakog deiyvel OG0 cvyvd Ba maipvere cuVRB®E AVTO TO PAPLAKO.
1" Ogpanceio 0 eBdopddeg
2" Ogpanceio 2 gBdopadeg petd v 1" cog Oepoameia
3" Oepomeio 6 eBfdopdadeg petd v 1" cog Oepameia
Aowréc Oepameieg Kdabe 6 émc 8 efoopadeg avdioya pe tn voco
oog

Pgopatociong apOpitioa
H ocvwvictdpevn 66om givar 3 mg yia kdbe KIAd copatikod Bépovc.

Yopuocikn apOpitida, aykviomomTiki) 6mwovovritidon (vésog Tov Bechterew), ympiaon,
EAK®MONG KoAiTIo0 Kon véoog Tov Crohn
H ocvwvictdpevn 66om givar 5 mg yia kébe Kihod copatikod Bdpovc.

Xpnon o€ Todd Kol Q1 fovg
e mandid (nAkiog 6 etdv N peyadvtepa) mov Aappdavouv Bepaneio yio voso tov Crohn 7 ehk®don
KOAITION, 1| GUVIGTOHEVT 000T gival 1 1010 OTMG KOl Y10 TOVG EVIAKEG.

Eav cag yopnyn0si peyarvrepn 66on Inflectra

Kabng avtd 1o edppoko yopnyeital amod to yotpd 6og 1 T VOGOKOUa, Eival amifovo vo 6og
yopnynOel peyadvtepn 066M. Aev VIAPYOVY YVOOTEG AVETIOOUNTES EVEPYELEG OO TN AYM
peyodvtepng 66ong Inflectra.

Eav Eeyaoete N ydoete v éyyvon oag pe Inflectra
Edv Eeydoete N yboete Eva paviePov yio T Aqyn Inflectra, kieiote éva dAho pavtefov 60 to
duvatov cuvtopdTEpa.

Edv éxete meplocOTEPES EPOTICELG GYETIKA LIE TN XPTION OVTOV TOV PUPUAKOV, POTGTE TOV YLOTPO
oG,

4. MBavég avemOOunTEg evépyereg

Onwg 6o Ta pApLOKa, £TCL KoL 0VTO TO PAPLOKO UTOPEL VO, TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
ka1 0gv Tapovotdovtol oe OAOVS Tovg avBpmTovs. Ot TEPIocOTEPES AVETIOOUNTES EVEPYELES Elval
ehappég mpog péTpies. Qotdco pepikol acbeveig umopel va gpeavicovyv cofapés avemBounteg
gvépyeles kot pumopet vo amortnoovy epamneio. Ot avemBounteg evépyeieg pnopet eniong va
epupavicfov apov 1 Bepaneio pe to Inflectra £yetl Sraxomel.

Evnuepoote apéoms To YioTpo 600G £AV TAPATPICETE OTOL0ONTOTE A0 TO TUPAKATM:

o Inpeio ailepykig avTiopaocg Onwg S10YK®MON TOV TPOCHTOV GAG, TOV XEIALDV, TOV
GTOUATOG 1 TOV AQLILOV TOV UTOPEL VO TPOKOAEGEL OVCKOAMO GTNV KATATOON 1) TV 0VOTVOT,
eEavOnua déppatoc, eEavinuata, SOYKMON TMV YEPLOV, TOV TOJMV 1) TV aoTpaydinv. Mia
aAiepyn avtidpaon pmopei va cupPel evtog 2 @padv amod TV £VEST| 6OG 1] apyoTEPO.
[Teprocodtepa onpeio aAdepyikng avtidpaong mov uropei va cvuPei éog 12 nuépeg pHetd v
€veon oag TEPIAAUPAVOVY TTOVO GTOVG HVEG, TUPETO, TOVO OTIC apbpmaelg 1} T yvabdo,
TOVOLOLLLO 1] TOVOKEPAAO.

o Inpeio kapowokov Tpofipartog 6nmg Sucspopia 1 TOVO 6To 6TNOOG, TOVO GTA YEPLKL, TOVO GTO
oTOpAYL, dVCTTVOLd, (YYOGC, TAoN Yo Aurobupia, (oA, AmoBupia, epidpwon, vovtia, EueTo,
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aiocOnua ptepovyicpatog 1 SuVOTOV KTOHTTOV 6To 6TNHHOG GaC, YPNYoPOo N apyd KapdLaKd ¥TOTO
K/ S10YKWOOT TV TOdDV GOG.

Inpeia hoipoéng (copreprrapfavopévig e TB) o0nmg mupetd, aicbnuo Kobpaong,
(emipovo) Pya, dSVGTVOLL, YPUTTDON CUUTTOUOTA, ATMOAELN BAPOVS, VOYTEPIVOUG OPATEC,
dudppota, TANYEC, odovTikd TpofAnpata 1 aicOnua kaboov Katd TV ovpnon.

Ynueia wveopovikoy tpofiqpotog 6mwg Prya, SuckoAieg KOTA TNV avamvor| 1 oei&io 6To
otboc.

Inpeio TpoPARaTog TOV VEVPIKOD GVGTIHATOG (CVUTEPIAAPPAVOREVAOV TOV 0QOUAIKDY
TPOPANRATOV) OTOC KPIGELG, LUPUNYKIOGHO 1) AU®OI0 GE OTO1001TOTE GNUEID TOL COUOTOC
caG, advvopia ota xEpa 1 To TOd10, AALAYEG TNV OpAcT OT®G IIMAMTIN 1) GAAC 0QOUAUIKA
TpoPAnHaTL.

Inpeio NraTikod TpoPApRaTos OTmMG KITPIVIGHE TOV SEPUATOG 1] TV LATIDV, 00P0 KOGTAUVOD
GKOVPOL YPMUATOG N TOVO GTNV AV deE18 TAELPA TG TTEPLOYNG TOV GTOUAYOV, TUPETO.

Inueio S10Tapayils TOV AVOGOTOUTIKOD GLUOTILATOS TOV 0VORALETAl AVKOG OTWS TOVO OTIC
apBpmoeic 1| e&avonua ota pdyovia 1 To xEpla o gival evaicOnto otov HALo.

Inpeia (opniav TIHOV oTIS EEETAGELS AipaTOG OTMG EMILOVO TVPETO, Aoppayic 1 EDKOAO
HeAGVIOG O 1] @YPT OY).

Evnuepdote apéomg to ylotpd 6og £4v TPocEEeTe 0MO0ONTOTE A0 T, TOPUTAV®.

oAb ovyvéic avemBOunTeg evépyeres (nmopel va mposfairovy weprocdtepa amd 1 ota 10 dropa)

Yropaykdg movog, aictnpa adiabeciog

loyeveig Aoyméelg Ommg Epmng M ypinmn

AOUDEELG AVAOTEPOL AVATVELSTIKOD GLGTHILOTOG OGS TOPAPPIVOKOATITION
IMovoképaog

AvemBOun evépyela Aoyw piog Eyyoong

ITovog.

Yoyvég avemBOunTeg evépyeles (umopel va mposfdrovy £émg 1 ota 10 dropa)

AM\aryég 6TO TAG SOVAEVEL TO GLKMTL GOG, OENCT ota NraTikd Evivua (eaivovtol oTig
eketdoelc aipatog)

Aoudéelg Tov Tvevpova 1 Tov otfovg 6mwg Ppoyyitida 1| TvELHOViL

Avckoln 1 etmdvvn avamvon, Bopakikdc TOVog

Ayoppayio 6To GTOUAYL ] GTO £VTEPO, O1GPpPOLa, OLGTEYIN, KOOVPA, SVCKOIALOTITA
Kvidotikov tomov e&avinua (e&avinuata), kvnopmosg eEdvOnua 1 Enpodeppio
[Ipopinpata icoppomiog 1 aicOnpo Laing

IMupetdg, avénuévn epidpwon

Kvrhopopikd mpofAnpota 6mme YopnAn 11 VYnAn apTnplokn mieon

Maohomeg, £Eaymn 1 pvoppayia, Oeppdtnra, epuBpdra déppatog ((Eaym)

AloOnpo kobpaong 1 advvopiog

Baxmpilaxég Lopaéelg 0nmg dnAntnpioon Tov ailatog, andotnua 1 Aoipnmén Tov dEpIatog
(xvuttapitida)

Ayotoroyd tpofAnpato 6mwe ovatpio 1 YopnAog aptBpoc AEuKoKLTTAP®Y
AOYKOUEVOL AEPPADOEVEG

Koatadiwym, tpofAnuata vtvov

OpBaipikd TpofApota, COUTEPILOUBAVOUEVEOY KOKKIVOV LOTIOV Kol AOIUOEEDY
I'piyopog kapdiakdg ytdmog (Tayvropdia) 1 aictnuo Toipmv

[Tovog otig apBpdoelg, Tovg poeg 1 TV TAATY

Ovporoipmén

Yopioon, deppoaticd tpofAnuoto 6mme KCENO Kol OTOAEL TPLYDV

AvT10pacelg 0To onpeio TG £veong Onwg ToHVog, TPNELLo, EpuOpdTNTA | KVNOHOG
Piyn, ovykévipmon vypod kdT® and 1o dEP TOL TPOKOAEL S1OYK®ON

AioOnpo povdidopatog | LUpUNYKIAGLOTOC.
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Oy ovyvég avemBopnteg evépyereg (uropei va tpoosParovy émg 1 ota 100 dropa)

o Avemdpkela Topoyng aipatog, S1dykmon eAERag

o Agppoticd TpoPAnpato 0T ADKTOIVEG, KPEOTOEAESG, U1 PUGIOAOYIKOC YPOUATICUOG M
VIEPYPDOT TOL SEPUATOG 1 SLOYK®UEVE XEIAN

o YoPapéc arrepyég avtidpdoels (T.y. avapuraio), pio dTapoyr TOV AVOGOTOINTIKOD
GLGTHIOTOG TTOV OVOUALETOL AVKOG, AALEPYIKEG AVTIOPACEIC GE EEVEG TPOTEIVEG

o ITAnyéc mov enovAmvovtal Bpadvtepa

o AOYK®ON TOL YTOTOG (NTOTITON) 1) TNG YOANOOKOL KOGTNG, NItk PAGSN

. AloOnpo amoAglog pvinung, evepefioTdTNTOC, GUYYVONG, VELPIKOTNTOG

o OpBaipd TpofAnuata mov Teptiapfavouvy Boumn 1 LEI@UEVT] OpAGCT), TPNOUEVA HATIO 1)
yoAadio

o Néa gppdvion 1 eTOEVOOT KOPOOKNG OVETAPKELNS, 0pYOg KapdaKOg puBuog

o AwmoBopio

o Yracpol, vevpikd tpofAnpato

. Mia onf] 6T0 £vTEPO N AMOKAEIGHOG TOV EVIEPOV, CTOUAYIKOG TOVOG 1| KPALITEG

o AlOYK®ON TOL TAYKPEATOG 0aG (TaryKpeaTiTIdon)

o MuknTaekég AOMEELS OTmG AoiumEn amd COUOUVKNTEG

o [Tvevpovikd Tpofinuate (0nmg oidnua)

o Yypd yOpw amd tovg mvedpoves (vrelwKkoTiK GLAAOYT)

. AoDEELG TV VEQPOV

o Xopuniog apBpog aponetaiinv, VYNAog aptBpog AELKOKVLTTAPOY

o AoudEelg Tov KOATOV.

Yrdvieg avemBOunTeg evépyeieg (nmopei va wpocspairovy £wg 1 ota 1.000 dropa)

o "Evag Tomog Kapkivov Tov aipatog (AERempLe)

o To aipa cog dev mapéyel apketd o&uydvo 6TO GO OG, KUKAOPOPIKAE TPoPANLaTO OTTmg
GTEVMOT EVOS OLLOPOPOL ayyeiov

o DlLeypovi TG EMTEPIKNG EMPAVELNG TOV EYKEPAAOV (UnviyyiTidn)

o Aoudéeig Loym e£0c0evnLEVOL 0VOGOTOTIKOD GUGTHOTOG

o Aolpwén and nratitido B 6tav giyate nratitida B oto maperbov

o Mn @ucloroyikn d10YK®oN 1 avarTuén 16TOV

o AOYK®ON TOV WKPOV QHLOQOp®V ayyelov (ayyeutidn)

. AlWTOPOYES TOV OVOGOTOMTIKOD TTOL EVOEXETOL VO, EXNPEAGOVY TOVG TVEVLOVEG, TO OEPLLOL KoL
TOVG AEUPOOEVES (OTTMG 1) GOPKOEIDMOT))

o Andrewn evolapEPoVTOg 1 GLVALGONLOITOC

o Yofapd deppatikd TpoPApaTe OTMG TOEIKT EMOEPUIKT VEKPOALGT], ZOVOPOLO
Stevens-Johnson 1] ToAOHOPPO epOON UL, dEpUATIKE TPOPANLATE OTT®G d0OVES

. Yofapég dloTapayES TOV VELPIKOV GUGTHUATOG OGS EYKAPGLH LLEATISN, VOGOG
TPOCOUOALovsa e KoTd TAGKAG GKANPUVGOT), OTTTIKY| VELpiTida Kot cuvdpopo Guillain-Barré

o Yypd oty e€mtepikn empdveln TG Kopdldg (TePIKOPOLNKT) GLAAOYN)

o Yofapd mvevpovikd TpofAnpota (0nmg Sdpuecn TVELUOVOTAOELD)

o Meldvopo (évag TOTOG KapKivov Tov EpUATOG).

. Kapxivog Tov Tpayniiov g uitpog.

o Xouniég TiéG oTig eEETACELG ALOTOG, GCUUTEPTAAUPAVOUEVOD TOV EVTOVO LELOUEVOL OplOOD
AEVKOKVLTTAP®V.

AlLreg avemBOpunTEg evépyELES (1] ouYVOTNTA Eivan PN YVOGTI])

o Koapxivog og mandid kon eviiikeg

. "Evag omdviog Kapkivog Tov aipatog mov TposPariel Kupimg TOVG VEOLS avOpOTOVG
(nmotoomAnvikd Aépeoua ond T-kdtTtapa)

o Hratr| avendprela

o Koapxivopa kuttdpov Merkel (évog TOmog kapkivov Tov dEpUaToq)

o Emwdeivoon pog katdotaong mov ovoudleTal deplaTopvocitidn (eueaviCOIeVT ™G dEpUATIKO

eEavOnpa Tov cuvodevel T PLikn advvopic).
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. [Ipocwpvi] amdAelo dpaong KoTd TN SLpKELR 1] EVTOS 2 0pDOV amd TNV £YYLOT).

o H ypnion evog «Covtavovy gpforiov pmopel va 0dnynoel o Aoinwén mov TpokaAeital amd Tovg
«ovtavougy 100¢ N Paktnplo mov meptEyovtar 6to eUPorio (6tav £xete eacBevnuévo
OVOGOTOMTIKO GUOTILA).

TopmAnpoORaTIKEG OVETIOOUNTES EVEPYELES O TAIOLA KL EPN)Povg

Ta wond1d wov EraPav infliximab yia T voco tov Crohn enédei&av oploUéveg S1OPOPEG OTIG
avemBOUNTEG EVEPYELEG OE GVYKPLOT| [LE TOVG EVAAIKES oL EAafav infliximab yia T voco Tov Crohn.
Ot avemBounteg VEPYELEG TTOV EULPAVIOTNKOV TEPIGGOTEPO OTO AL NTOV: YOUNAOS aptOUOC
gpuBpokvuTTdpmv (avarpia), aipo oto KOTpava, xoaunios apludg Aevkokuttdpmy (Aevkomevia),
gpuBpoTTa 1| KoKKiviopa (cpvidio epbhnua), ukég AoUMEELS, YOUNAOS aplOLOG OVOETEPOPIAMV Ta.
omoia gival AEVKOKVTTAPO TOL AVTIHETOTILOVV TIC AOUMEELG (OVOETEPOTEVINL), KATAYLLO OGTOV,
Baktnplaxn Aoipmén Kot oAAEPYIKEG AVTIOPACELS TOV OVOTVEVGTIKOD GCOANV.

Ava@opd avemBOuNTOV EVEPYELDV

Edv mopatnpioete kdmolo avemBOunTn evEpyeL, EVIUEPDGTE TOV YIOTPO, TOV (POPLOKOTOLO 1|
TOV/TNV VOGOKOUO GaG. AVTO 16Y0eL Kal Yo KAOg Thavr| avemBountn evépyeia oL eV AVAPEPETAL
670 TapdV EUARO 0dnyL®dV YpNons. Mropeite eniong va avagépete avembBounteg evépyeleg anevbeiag,
pHécm Tov €BviKoD GLGTNLATOG AVaPOPAS ToV avaypapetal oto IHapdptnua V. Méow g avapopdc
avemBountov evepyeldv pumopeite va fonbNnoete ot cLALOYN TEPIOCOHTEP®V TANPOPOPLUDY GYETIKA
LE TNV 00QAAELD, TOV TOPOVTOC POPLUAKOV.

5. og va puiaooeta To Inflectra
To Inflectra o LAGGGETOL OO TOVG EMOYYEALATIEG TOL TOUEN VYELOVOUIKNG TEPiBalymg 6TO

vocokopeio N v KA. Ot Aemtopépeleg pUAAENG G€ TEPIMTOOT OV TIG YPELNCTEITE Elval G
aKoAoVBoG:

o To papuaro avtd TPENeL vo, PLAAGGETOL GE PUEPT TOV OeV TO PAETOLY Ko dgV TO POGvovy Tal
Toudid.
. Na pn ¥p1OUOTOIEITE AVTO TO PAPLOKO LETA TNV NUEPOUNVia ANENG TOL AvaPEPETAL OTNV

emoNpavon Kot 610 Kouti petd v «AHEH/EXP». H nuepounvia Anéng eivar n tekevtaio
NUEP TOV UNVOL TTOV OVOPEPETOL EKEL.

o dvidooete og yoyeio (2°C émg 8°C).

. To @apparo avtd pmopel emiong va PLAACCETAL GTO 0PYIKO KOVTL EKTOS Yuyeiov, o8 PEYIOTN
Oeppokpacio £wc 25 °C kot yio pio povo ypovikn nepiodo £mg 6 Pveg. e vty TNV
TEPIMTOOT, UMV TO EMGTPEYETE Y10 POAAEN o€ Yuyeio. Avaypdayte T véa nuepounvia Aéng
Tévo 6TO KOVTI, CUUTEPIAOUPOVOUEVOY TV GTOLXEIMV NUEP/PNVAG/ETog. ATtoppiyTe TO
QappaKo ovtod edv dev Exet ypnoomon el péypt T véa nuepounvio ANENG 1 PEXPL TNV
nuepounvia AENG Tov gival TVTOUEVT TAVEO GTO KOVLTL, AVAAOYQ LE TO TTOL0, TTPOTYELTAL.

. Orav 1o Inflectra mpogtoudletot yio £yyvoT, GUVICTATAL VO, XPTCLULOTOLEITAL OGO TO SLVOTOV
ouvtopotepa (evtog 3 wpav). Qotdc0, 0V TO S1AALUN TPOETOUACTEL 68 cLVONKEG EAEVDEPEC
pikpofiwv, uropel va puidcscetat o yoyeio otovg 2°C €wg 8°C ya 24 dpec.

. Na pn xp1OIHLOTOIEITE AVTO TO PAPUAKO EAV EYEL ATOYPOUOTICOEL 1] EGV LTGPYOLY COUATIOW.

6. Mepreybpevo TS 6VOKEVLAGIOG KOl LOUTES TANpOPOPiES

T epréyer to Inflectra

o H dpaotikr ovoia etvon o infliximab. Kdbe graAidio mepiéyet 100 mg infliximab. Metd tnv
npoetolpacio kabe ml nepiéyer 10 mg infliximab.
o Ta @GAAa cvotatikd gtvor cakyapoln, tolvcopPikd 80, vatplo S166EVo POGPOPLKO

HOVOLOPIKO Kot SVATPLO POCPOPIKO STUOPIKO.
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Ep@davion tov Inflectra xon wepieyépevo g cvokevaciog
To Inflectra dwatiBeton cav Eva yudAivo @laAidlo Tov mePEYEL piol KOVT] Yo TUKVO GKEDLOGLA. Y10l
TOPOCKELT] SoAOUaTOg TTPog £yyvon. H kovig etvon Agvk.

To Inflectra mapdyetal o cuokevacieg tov 1, 2, 3,4 1 5 proAdiov. Mmopel va punv KokAopopovv

OLEG Ol GUOKELAGIEG.

Kéroyog docrog kukrhopopiog
Hospira UK Limited

Horizon

Honey Lane

Hurley

Maidenhead

SL6 6RJ

Hvopévo Baciielo

Hopoaywyoc

HOSPIRA Enterprises B.V.
Randstad 22-11

1316 BN Almere

OAavoio

Hospira Zagreb d.o.o.
Prudnicka cesta 60

10291 Prigorje Brdovecko
Kpoatia

I"o omoladnmote TANPOPOPIiN GYETIKA LE TO TAPOV POPUAKEVTIKO TPOIOV, TapaKaAeichs va
amgvBuvOeite 6TOV TOTIKO AVTITPOCHOTO TOL KATOYOL TNG AL KVKAOPOPiaG:

Belgié/Belgique/Belgien
Pfizer SA/NV
Tél/Tel: +32 2 554 62 11

Bbarapus
Alvogen Pharma Bulgaria Ltd
Ten.: +359 2 441 7136

Ceska republika
Pfizer, spol. s r.0.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +4544 20 11 00

Deutschland
Pfizer Pharma PFE GmbH
Tel: +49 (0)800 8535555

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

ElLGoa
Aenorasis S.A.
Tnk: +30210 6136332

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. + 370 52 51 4000

Luxembourg/Luxemburg
Pfizer SA/NV
Tél/Tel: +322 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1 488 37 00

Malta
Hospira UK Limited
Tel: + 44 (0) 1628 515500

Nederland
Pfizer bv
Tel: +31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0
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Espaiia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: + 33 (0)1 58 07 34 40

Hrvatska
Alvogen d.o.o.
Tél/Tel: + 385 1 6641 830

Ireland

Hospira Ireland Sales Limited
Tel: 1800 633 363 (toll free)
+44 (0) 1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer Italia Srl
Tel: +39 06 33 18 21

Kvnpog
Hospira UK Limited
TnA: + 44 (0) 1628 515500

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 55 00

Romania
Alvogen Romania SRL
Tel: +(40) 21 351 0286

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: + 386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organizacné zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer PFE Finland Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Hospira UK Limited
Tel: + 44 (0) 1628 515500

To mapév @vAro 0dNYIOV yprions avabepOnke Yo Televtaio popa otig {MM/EEEE}.

Agmtopepr| TANPOQOPLOKE GTOtYELD Y10 TO TPOTOV 0T Eivan S1aBELe GTOV SIKTLAKO TOTO TOV
Evporaikod Opyaviopod @appdkov: http://www.ema.europa.eu.

Yrdpyovv eniong cuvOesOL Le AALES 1GTOGEAIDEG TOV APOPOVV oTdvieg achéveleg kot Bepameies.
To mapov eOAAO 0dNY1DV xpnong eivar dtabéoipo oe Oleg Tig emionueg yAwooeg g EE/EOX otov
dktvako tomo tov Evponaikod Opyoviopuot Gapudxkmv.
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OI IIAHPO®OPIEX [1I0Y AKOAOYOOYN AIIEYOYNONTAI MONO XE
EITAITEAMATIEX TOY TOMEA THX YTEIONOMIKHX IIEPIGAAYHX:

0onyics ypions Kat yepicuov — covOixes pviaéng

dvidooete ot Oepuoxpacio 2°C—8°C.

To Inflectra pmopei vo puAdocetar o€ Oepuokpacieg £og 25 °C katd UéYLoTo, Yo Uio, LOVO YPOVIKY|
7ePi0d0 g 6 UNveg, Ympic Oumc vo veepPaivetar n apyikn nuepounvia Anénc. H véa nuepounvia
MEng mpémet va, avaypapel Tavm 6to kovti. Metd v amoudkpuven amd to yoyeio, To Inflectra dev
TPENEL VO, EXOTPAPEL Y100 pUAAEN 6TO Yoyeio.

0onyies y1o. 6waTij YpIjon Kal YEIPIGUS — OVACUGTAGH, OPaimcl] Kol Yopyynol

1.

H 8601 ka1 0 ap1Buog prodiov Inflectra mpénet va vmoroyiotovv. Kabe prodido Inflectra
nepi€yet 100 mg infliximab. O amaitodpevoc Guvolkdg GYKOG TOV avacLoTAOEVTOG STOADLOTOC
Inflectra mpénel va voloyiotel.

Kdéto and donmteg ovvOnkec, kabe eralidio Inflectra npémnet va avacvotadel pe 10 ml
EVEGLOV VOATOG, YPMOLOTOI®VTAG cVPLYYa L fedova 21 gauge (0,8 mm) 1 pikpotepn. To
OO amd To ELoAId10 TPEmeL va apatpedel Kot To emdve PéPog v okovmioTel ue Bapupaxt pe
owodnvevua 70%. H Behova g ovpryyag mpénel va eicaydel 610 proridio pécm tov kEVIPo
TOV TOMOTOG OO KOOVTGOVK KOl TO EVESLUO VOWP Vo KatevBuvOel Tpog 10 YudAvo Toiympa
Tov PlaAdiov. To didAlvpa Tpémel va avokatevdel ELappPd TEPIOTPEPOVTOS TO PLOAIOI0 UEYPIG
0TOVL 1 oKkOVN va, dlaAvBel evtedmg. H mapatetapévn 1 1oyvpn avddevon mpénet vo
amopevyetal. TO PIAAIAIO AEN ITPEITEI NA ANAKINEITAIL Evééyeton va copet
oynNUatiolds appov oto ddAvpa Katd v avacvotaon. To avacvuotadév didAvpa Tpémetl va
apedel va npepnoet eni 5 Aentd. To didlvpa Tpémet va gival aypopo £0¢ ovorytd KiTpvo Kot
omoAilov. To dudlvpa propel vo avamtvgel peptkd AemwTd dtovyn copatiol KaboTt To
infliximab etvot Tpwteivn. To didlvpa dev Tpémetl va ypnoyomoindel ov vITdpPyovV Ad1oPAVT|
COUOTIONN, ATOYPO®UATIGUOC 1| dAla EEva copaTid.

O amortovpevog 6yKog Tov avoacvotadévrog dtaidpatoc Inflectra mpénet va apaiwbei ota

250 ml pe duddhvpa yAwprovyov vatpiov 9 mg/ml (0,9%) yia Eyyvon. Mnv apardoete to
avacvotadév didivua Inflectra pe omolodnmote dALO apalTIKO PEGO. AVTO Umopel va
emtevyBel aparpdvtag Evav 6yko Stohdpatog yAmplovyov vatpiov 9 mg/ml (0,9%) yo €yyvon
160 mpog tov YKo Tov avacvotafévtog Inflectra amd To yvdAivo PloAidio 1| To GAko Eyyvong
250 ml. O amottovpevog 6ykog Tov avacvotadévtog dtolvpatog Inflectra mpémetl va mpootebel
apyd oto Padidto £yyvong 250 ml 1) To 6dko Kot va avakatevdel eAappd.

To duddvpa yio evioAéfia Eyyvon Tpémet va yopnynOel oe ddotnua oyt piKpOTEPO 0T TO
xpovo £yyvong mov cvviotdtal (BA. mapdypago 3). Ilpénet va ypnoiponombel povo oet
£YYLOMG LE EV GEPE OMOCTEPOUEVO T TUPETOYOVO GIATPO YOUNANG SEGUEVONG TOV
TpOTEVAOV (Léyebog mopwv 1,2 um 1 pikpdtepo). Emeldn dev vmdpyel cuvinpntikd, GuvioTaTo
1N XOPNYNON TOL SAVUATOG Yo EVOOPAEPLR £yyvom va apyilel To CLVTOHOTEPO dLVATO Kot
péoa og 3 dpeg amd TNV ovacLoTOCT Kot TV apaimor). Otav 1 avachotact kot 1 apaioon
TPUYUOTOTOLOVVTOL KAT® ard donmteg cuvOnkec, To dtdAvpa yia £yyvon Inflectra pmopei va
ypnoonomOel péca oe 24 dpeg edv uAaytel otovg 2°C émg 8°C. Omo10d0MmToTe TOGOHTNTO TOV
SLADUATOG Yo £YYLOT) TTOL JEV YPNOULOTOONKE deV TPEMEL VoL puAayTEL Yo
EMAVOLYPNOLLOTOINON).

To Inflectra mpénet va e&eTdleTon OTTIKA Y10 COUOTIOWN ] ATOYPOUOTICHO TPV O TN
yopnynon. Eav vapyovv pavepd adiopovi couatiow, amoypopatioplog 1 EEva copatio,
dev mpémel va ypnoyLomrotndet.

66



6.

Kabe aypnoiponointo oppokeutikd Tpoiov 1 VTOAELUN TPETEL VO, ATOPPITTETAL COUPOVE, LLE
TIG KT TOMOVG 10(DOVGEG OYETIKESG SLOTAEELG.
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