@viro ooy ypiong: IIAnpoeopics yra Tov yprjotn

Remicade 100 mg k6vig Yo TUKVO GKEVOGLO Y10 TUPAGKEVT] SLHADRATOS TPOG EYYVOT
infliximab

AP aoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV PTG TPOTOV UPYICETE VO, PN GLUOTOLEITE

aVT6 TO PAppaKo, S16TL TEPLAANPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC.

o DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPdcete Eavd.

. O y1atpog oag B cag dmaoel eniong pio kapta VTEVOOLLGNC AoBEVOVG TTOL TEPLEYEL CNUAVTIKES
TANPOQOPIES ACPAAELNG TTOV TTPETEL VAL YV PILETE TPV Ko Katd T didpkela g Oepaneiog cag
pe Remicade.

. Edv &yete mepartépom amopiec, pmTNOTE TOV Y1TPO GO,

. H ocvvtayn yio avtd to pdappoko xopnynnke amokAeloTiKA Yo 6oG. Agv TPEMEL VO ODGETE TO
@apuako 6g GAAovg. Mmopel vo Toug TpoKoAEoel PAGPN, KOO Kot OTAY TO CUUTTOUATO TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

o Edv mapotnpricete Kamoo avemBOunTn evEpyeLd, EVIUEPMOTE TOV YATPO GOG. AVTO IGYVEL KOt
v K60 Thavn avemBOUNTN EVEPYELL TTOV JEV OVAPEPETOL GTO TAPOV GOAAO 00T YLDV YPNONG.
BAéne mapaypoeo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt etvor To Remicade kot o givat  yprion tov

T mpénet va yvopilete mpv ypnoponomoete to Remicade
[g Ba yopnyeitan o Remicade

[MBavég avemBounTeg evépyeteg

Idg va puidooete To Remicade

[epreydpeva g cvokevasiog Kot AOEG TANpoopieg

SOk wdE

1. Th givar To Remicade kot wowa gival 1 yprion Tov

To Remicade mepiéyel t dpaotikn ovoia infliximab. To infliximab givat éva povokAwmvico
avticouo - £vag TOTOG TPMTEIVIG TOL TPOSKOAAATAL GE £VOAV GUYKEKPIUEVO GTOYO GTOV OPYOAVIGHO, O
omoiog ovopdletar TNF (mapdyovioag vEKpmong TV 0YK®mV) GAQa.

To Remicade avrkel 6€ pio opado QopUAK®Y 10V 0VOUALovTal «ATOKAEIGTEC TOV TNF.
Xpnoponoteitol o€ EVAMKES yia TIG aKOAOLOEG PAEYLOVDIELS VOGOLG:

o Pevpatogidn apbpitida

o Yoproowm apbpitida

o AyxvhlomomTtik] omovivAitida (vosog Tov Bechterew)

. Yopiaon.

To Remicade ypnoonoigitor exiong o eViAMKEG Kot TOdLd NAKIOC 6 ETOV KOl TOVO Y10
. No6co tov Crohn
o EXxkddn kolitida.

To Remicade dpa mpockorropevo exiexticd otov TNF dApa kot amoxieiovtag ) opdon tov. O TNF
GAQOL EUTAEKETOL OE PAEYLOVADOEL SIOOTIKAGIEG TOL CAOUATOG, EMOUEVAOC O ATOKAEIGUAC TOV UTOPEL VOl
LELMGEL TN GAEYUOVI] GTO GOUO GOG.

Peopartosiong apfpition

H pevparogidng apbpitida eivon pio reypovordng vococ tov apbpocemv. Edv éxete evepyn
pevpatogldn apbpitida Oa cog dobovv mpadTa dAla pdppoka. Eqv avtd ta papuaka dev dpdcovv
apketd kaAd, 0o oag yopnynbei Remicade to omoio Oa whpete o cuvoVLAGUS pE Eva GALO PAPUOKO
7ov ovopdaletar peBotpe&atn yia va:

. Meunoet To onUEin Kot TO GUUTTOLOTO, TS VOGOL GOG



o EmBpadover tn PAGPN otig apbpmdoelc cog
o BeAltiwoet ) puoikn cog Asttovpyia.

Yoproocwkn apdpitioa

H yoplacikn apbpitida ivar pio preypovmong vocog tov apbpdcewny, cuvidng Guvodgvopevn amod
yoplaon. Eav éxete evepyn yoplacikn apbpitida Oa cag do0ovv mpmdta dAla pappoka. Edv avtd ta
oappaxa dev dpdoovv apketd kald, o cag yopnynbel Remicade yo va:

. Mewnoet ta onpeio Kot To GUUTTOLOTO, TS VOGOL GOG
. EmBpadiver mn PPN otig apBpbdoeic cog
. BeAltuwoet ™ guoikn cog Asttovpyia.

AYKVLOTOIMTIKT] 6TOVOVAITION (VoG0S TOv Bechterew)

H ayxvlomomrikn orovovAitida givar pia eAeypovddng vocog g omovovAikng otiAng. Edv éyete
ayKVAOTOMTIKY 6ovOLAiTIda Ba Gog doBolv Tpdta dAra edapuaka. Edv avtd ta pdppaka dev
dpdoovv apketd kold, Oa cog yopnynbei Remicade yo va:

o Meihoet Ta onpei Kot T0 CUUTTOUOTO TG VOGOL GOG
o Beltidhoel tn puoikn oag Asitovpyia.
Yopiaon

H yopioon sivor pio pAeypovodng vocsog tov dépuatog. Edv éxete pétpla émg coPapn ympioorn katd
T aKag, Tpmta, Oa cog dobovv dAla pdpuaka 1 Oepaneieg, OTmg N eoTobepaneia. Edv avtd ta
oapuaka 1 oL oy@yég 0ev dpdoovv apketd KoAd, Oa cog yopnyndei Remicade yia va peidoet ta
ONUELN KOL TO CUUTTOUOTA TG VOGOV GOC.

EAx®ong koriTioa

H elxkddng kolitida givan pio pAeypovmddng vocog tov eviépov. Edv €yete elkddn koAitida Ba cag
80000V TpdTa AR Qappaka. Eqv avtd ta papuaika dev dpdcovy apketd kald, Oa cog yopnynoei
Remicade yia ) Ogpaneio g vocov cGog.

Noéoog Tov Crohn

H véc0o¢ Tov Crohn givar pio, pAeypovaong vocog tov eviépov. Edv €xete voco tov Crohn 0o cag

80000V TpdTa dAAa edppaka. Eqv avtd ta pdpuaka dev dpdoovv apketd kald, o cog yopnynOei

Remicade yo:

. Tr Bepoamevtikn avtipeTdMmOT TG EvEPYNS vOsov tov Crohn

. Tn peiwon tov aptBpod TV U PUGIOAOYIKGV avoryUdT®V (cUPLYYLD) OVALESH GTO £VIEPO KOl
70 €0 o0 IOV deV £xovV Tebel VIO EAeYY0 Ue AN PAPLLOKD T} XEWPOVPYIKT| ETEUPOCT).

2. Tvwpéner va yvopilete Tpv (pnoponomocete 70 Remicade

Agv Oa mpémer va cag yopnysitor To Remicade og mepintoon:

o Alepyiog oto infliximab 7 og omolodnToTe dALO and T cvotatikd Tov Remicade
(avagépovtor otny Topaypopo 6).

o Alepyiog (vtepevoncnciog) oTIC TPOTEIVEG TOL TPOEPYOVTAL OO TO. TOVTIKLAL.

o ITov éyete puuatioon (TB) 1 kamwowa dAAN coPapn Aoipmén 6mwe Tvevovio 1] G,

. ITov éyete Kapdaxn avendpKeld Tov givol pETpio 1 cofapn.

Mn ypnotponomoete to Remicade gdv omolodnmote and ta mopamdve Exel papuoyn oe ecdg. Edv
dev glote PEPanot, AN oTe pe Tov YrTpd oag Tty va oag xopnyndel to Remicade.

Ipocdomomoeis ko TPpoPLAGEES
AmevBuveite otov Y10TpO GOg TPV 1) KOTA TN didpketa g Oepaneiog pe Remicade edv Exete:

AdBer mponyovuevn Bepaneio pe Remicade
o Evnuepaote tov yuatpd cog eav eiyoate Aapet Oepancio pe Remicade oto mapeldov kot Eekvare
Tdpa maAl Oepaneio pe Remicade.




Edv elyate éva didheypo ot Oepaneio cog e to Remicade peyaivtepo tmv 16 gfdopnddmv,
VILAPYEL LEYOADTEPOG KIVOLVOGC Y10l OAAEPYIKES avTIOPACELS OTaV EEKIVIGETE TTAAL TN Bgpameia.

Aowwméeig

Evnuepaote tov yratpd oag, mpv cog yopnynbei to Remicade, edv €xete kdmoto Aoipnmén
aKopa Kot gdv gival Nooovog onpaciog.

Evnuepaote tov yuatpd cog, mpv cog yopnyndei o Remicade, edv giyate kdmote (Roeiq
ta&déyel og KAmowo mepLoy OTOL AOUMDEELS OV OVORAloVTaL IGTOTAGGILMOOT),
KOKKIO10€100 KN TIOGT, 1 PAAGTOpVKNTIOGT €ivotl KOWVES. AVTEG O1 AOTUMEELS TPOKOAOVVTOL
Ao GLYKEKPILEVOLS TOTOVG LVKTTOV TOL PTOPOVV VO EXNPEAGOVY TOVG TVEDLLOVES 1| GALDL
LEPM TOL GAOUATOS GOC.

Mmropeti va tpocBdilecte and Aoudéetg mo gvkoia otav Aapfdvete Oepaneio pe Remicade.
Edv giote 65 etdv 1 dvo, o kivduvog ovtdg givart pueyaAdbtepog.

AvTég o1 hodEgtg pmopel va etvat cofapés Kot meptiappdvouy @upatioon, AomEels o
TPOKAAOVVTOL 0O 100¢, LOKNTES, PaKThipla 1 GALOLS OPYOVICUOVG 0TO TEPPAALOV Kol
onyapia Tov propei va glvar ametntiky yio ) o).

Evnuepoote apéomc tov yiatpod cag edv epeavicete onueia Aoipwéng kotd m didpkela g Oepameiog
ue Remicade. Ta onpeia mepthappdvovy mopetd, frixa, ypurnmon onueia, aicOnuo adiabeciog,
gpuBpdTNTa M| BeppoTNTa 6TO déPUA, TANYEG 1 0doVTIKA TTpofAnuata. O yTpds cag pmopel va
GLOTNGEL TPOG®PIVY dlakomr Tov Remicade.

Dvpatioon (TB)

Eivar moAh onpovtikd vo evnuepmoeTe Tov Yiotpo cog eav glyate moté TB 1 edv €xete £pbet og
oTEVY EMAPT LE KATooV TTov giye N éxet TB.

O y10tpdg oag Ba cag eEetdoet Yo va det edv €xete TB. Ilepintdoeig TB €povv avapepbel oe
acOeveic mov éhaPav Bepaneio pe Remicade, axoupa kot oe acbeveig mov Exovv Non AdPet
Oepaneia pe papuaxa yio v TB. O yatpdc cog Oa Kataypdeel ovtég Tig eEETAGELG OTNV KAPTO
vevBvoN g asBevonc.

Edv o yiatpog cag motevet 6t Bpickeate o€ kivouvo yia TB, umopel va AaPete Bepancia pe
oapuaka yioo TB tpiv va oag yopnynOei Remicade.

Evnuepoote apéomc tov yiatpod cag edv epeavicete onueia TB katd ) dudpkela g Oepaneiog pe
Remicade. Ta onueio meptiappdvovy enipovo Prxa, andieio fapovg, aicOnpa kovpacng, TVPETO,
VOYTEPIVOUG IOPDTEG.

16¢ e nrotitidoc B

Evnuepdote tov yopd cac, mpiv cog xopnynbsi to Remicade, dv giote popéag g
nratitdog B 1 edv elyate kdmote nratitida B.

Evnuepaote tov yuatpd cog edv motevete 0TL unopel va Ppickeote og Kivouvo va
npocPAndeite and nrotition B.

O ywrpdc oag Oa mpénet va oag voPariel o€ EAeyy0 Yo nratitida B.

Ogpaneia pe amokielotes Tov TNF 6nwg to Remicade pmopet va odnynoet o
gnovevepyomoinom tov 100 ¢ nratitidog B og acbeveic mov eivar popeic avtov tov 100, 0
0m010G UTOpPEL, G OPICUEVES TEPITTAGELS, VO EVOL ATEIANTIKOG Yo T {on.

Kopduod mpofiquata

Evnuepaote tov ylotpd cag edv £xeTe 0mOL0ONTOTE KOPILoKE TpoPARUaTa, OTMG NI
KOPOLOKT OVETAPKELQL.

O yiatpocg oag Oo, OeAnoel va TapakolovONcEL 6TEVA TV KOPOLd GOC.

Evnuepaote apéomc Tov Yiotpo cog edv peavicete véa 1 emdevopéva onpeio Kopdlokng
avemdpkelog Katd tn diapkela g Oepaneiag pe Remicade. To onueia meptropufdavovyv dvomvola ,
SOYK®ON T®V TOODV GOC.

Kopkivog kon Aépoopo

Evnuepaote tov yuatpd cag, mpwv cog yopnyndei to Remicade, edv €xete M iyote moté
AEpeopa (vov V0 KOPKIVOL TOV aipaTog) 1 07010dNTOTE GAAO KAPKIVO.

Acbeveic pe copapn pevopotoeldn apbpitida, ot omoiot eiyav T vOGO Yo LEYALO XPOVIKO




didotnpa, pmwopel va, fpiokovtal 6 HEYOIADTEPO KIVOLVO VA, avamTOEOLY AELLPMLLO.

Ta wond1d kot o1 Epnpor mov Aappdvovv Remicade pmopei va £xovv Evav avénpévo kivouvo
avamTLENG AEUPAOUATOG 1] KATO10V GAAOL KapKivov.

Opiopévol acbeveic mov Elapav amokAeiotés tov TNF, cvpnepiroppavopévov tov Remicade,
avérTuEay £vay 6TAVIo TOTO KOPKIVOL TOV OVOUALETOL NTOTOGTANVIKO AEUPOUE, 0T
T-x0tTopa. Ao avtodg Tovg acbeveic, ol mepiocdTepOl NTaY £ENPa aydpla 1 veapoi Avopes Kot
o1 meprocdTEPOL Emacyay gite amd voco Tov Crohn gite and eAkddn koAitida. Avtdg o TOTOG
Kapkivov odnynoe cvviBwg o Bavaro. Xyedov 6lot ot acBeveig elyav Adafet emiong eappoka
7ov mepEyovv alabelonpivn 1} 6-uepkantomovpivn poli pe amokieiotég tov TNF.

Opiopévor aoBeveic mov Erapav Oepameia pe infliximab &yovv avamtdéel cuykekpiéva gion
Kkapkivov tov dépuartog. Edv vtapEovv omolesdnmote aArlayég 0TO SEPLLL GOG 1) OEPLLOTIKES
avENCELS KaTA T OdpKelo 1 PeTd T Bepameio, EVNUEPDOTE TOV Y1ATPO GOG.

Opiopéveg yovaikeg mov Aappdvouv Bepaneia yia pevpartogdn apbpitida pe Remicade éyovv
avamTOEEL KOPKIVO TOV TpaynAov ¢ untpag. o yovaikeg mov Aappdavouv Remicade,
ooumepthappavouévey ekeivav pe nikio avo tov 60 eTdv, 0 Y1oTpdg 6O UTOopEl Vo GUGTHOEL
TAKTIKO €AEYYO Y10 KAPKIVO TOV TPayNAOL TG UNTPOS.

[Mvevpovorndbeia 1 Papvd KATvioua

Evnuepaote tov yuatpd cog, mpv cog yopnyndei to Remicade, edv €xete pio mvevpovonddeio
mov ovopdletal Xpovio Amoppaktikr [TvevpovondBeio (XAID) 1| edv giote fapic KamvioTig.
Acbeveic e XAII kot acBeveic o1 omoiot eivan Papeig kKomvioTég umopel vo Exovv vYNAOTEPO

kivduvo avantuéng kapkivov pe tn Oepaneio pe Remicade.

N6cog ToV VEVPIKOD GLGTNLOTOG

Evnuepaote tov ylotpd cag edv Exete M glyate moté KAmolo mpdPfAnpa mwov exnpealet to
veupkd oag cHoTNUA TPLY va oag xopnyndel to Remicade. Avtd mepihapfdvel okAnpuvon
Kotd mAdkag, cvvdpopo Guillain-Barré, v £xete kpioeig 1} cog €xel S10yvmOTEL KOTTIKNA
veupitTidoy.

Evnuepdote apéomc tov y1otpd cog 0V ELEAVIGTE COUTTAONOTO VEVPOTTADEIOG KATA TN SLIpKELR TNG
Oepaneiog pe Remicade. Ta onueia meptiapfavovy aAlayég oty 0pOcT Goc, adLVOUIN 6TA GV 1
KAT® AKpa, GOc, OUmdio | LOPUAYKIEGLO GE OTTOL0ONTTOTE GTIEID TOV GCMWUATOC GOC.

Mn ovcloloyikd avoiyuoto oto dépua
Evnuepdote tov yuatpd cog eGv ExeTe OMOLONTOTE U] PLGLOAOYIKA OVOTLYHOTO OTO OEPLLAL
(ovpiyywn) mpv va cag yopnyndel to Remicade.

Epfolocuoti

MuoTe e ToV Y1aTpo Gag eV KAVATE TPOCPOTA 1) TPOKELTOL VO, KAVETE EUPOALO.

Ba tpémet va AAPete TOLG CLVIGTOUEVOVS EUPOMOACLOVS TPV EEKIVIOETE TV OY®OYN LLE TO
Remicade. Mmopeite vo AdPete opiopéva epPfoita Katd tn SAPKELL TG Ay®YNS UE TO
Remicade, oALd dev Ba mpémetl vo AdPete Covtavd epPoiia (epPoiio mov mepiéyovy Evav
CLovtavo oA eEacBevnuévo pLolvopatikd Tapdyovta) evOcm yproiponoteite 1o Remicade,
EMEION EVOEYETAL VO TPOKAAEGOVY AOTUDEELS.

Edv AdPote Remicade evid ficactav £yKvog, 10 Lopd 6og propel emiong vo fpicketal og
UEYOADTEPO KIVOUVO Yo EUQAVIOT) AOTU®ENC ¢ amotédespa ANYNG evog CmvtavoD gufoiiov
KATd TOV TPMTO YPOVO TG (one. Elvar onpavtikd va evnuepmdoeTe TOVG Y10Tpovg, Kodmg Kot
OTO10VGONTTOTE AAAOVG ETAYYEALOTIEG VYEIOG, TOL LOPOV GOG OYETIKA LE TN (pnon Remicade
OV KAVATE, 00TOC DGTE VO UTOPOVV VO, ATTOPUCIGOVY TOTE TO HMPO GOC TPETEL VAL AGBeL
omolodnmote euPorto, copnepriapfovousvav Tmv (oviavov ufoliov 6mwg to BCG gupdio
(xpnowomnoteitat yio TV TPOANYN TNS PLUATIOCNC).

Edv OnAdlete, elvarl onpavtikod va VIEPOCETE TOLG YLOTPOVS TOL HMOPOV GOG Kol AAAOVG
EMOYYEAUOTIEG VYELOG OYETIKA UE TN YpNon Tov Remicade mov kdvate mpv 10 popd cog Aapet
omolodnmote euPorto. o meplocoTepeg TANpoYopicg PA. Tapdypapo yia tnv Kinon kot tov
Oniaopo.



BepomevTKoi LOAMGUATIKO! TOPAYOVTES

o Muote pe Tov Y10Tpo Gog 0V £xete AAPeL TPOoPUTA 1 £XEL TPOYPOUUUATIOTEL Vo AdPeTe
Bepamneia pe Evav Bepamevticd poAvcopotikd tapdyovia (0nwg evotdiraén BCG mov
TpaypaTomoleital yio tn Oepameio Tov Kapkivov).

Xepovpyikéc emepufPdoeic 1 0dovikéc Tpdéeic

. Evnuepaote tov ylatpd cog Qv TPOKELTOL VO KAVETE OTOIEGONTOTE YEPOVPYIKEG EMEUPACEIS N
000VTIKES TPAEELS.
. Evnuepaote tov yepovpyd 1| tov odovtiatpd cog 0t AapPavete Oepaneia pe Remicade,

delyvovtdg Toug TV KapTo vevivong acbevoic.

Hratikd npofiuota
. Opiopévor acBeveig mov AapPavovv Remicade £xovv avoartdéel coPapd nratikd TpofAqpota.
Evnuepoote apéomc tov Yiotpo cag 0V EQQOVIOTE CUUTTOUOTO NTOTIKOV TPOPANUATOV KATA TN
duapkela tng Oepamneiag pe Remicade. Ta onpeio meptlopufavouy KITpivicpo Tov dEPUATOG KOl TV
LOTI®V, 00PO. KOGTOVOD GKOVPOL YPOLATOS, TOVO 1] S10YK®MGN oTnV v de&td TAevpd TG TEPLOYNS
TOV GTOWAYOV, TOVO GTIC apbpdaoelg, depuatikd eEavonquata, 1| TLPETO.

XounAog aptBuog KuTtdpv aipatog
o e oplopévoug acbeveic mov Aappdvovuv Remicade, to codpa umopei va unv mopdayel apkeTd amod
T poc@aipla Tov fonfovv oty Katamoréunon Aowwméewv 1 fonbovv ot dtakom g
aoppayiog.
Evnuepdote apéomc tov yotpod cog v ELEOVICTE CUUTTAOUATO YOULUNAOD apBUOL AOGEApimY
Katd ™ ddpkewn g Bepaneiog pe Remicade. Ta onueio mepthappdvouv enipiovo Topetd, aypoppayio
N €0KOAO HEAAVIOOUO, UIKPEG KOKKIVEG N OB KNAIDEG TTOL TTPOKAAODVTOL OO ALULOPPOAYIO KATW aTd
70 3éppa i @ypr Oy

Awtapayn ToV aVoGoTOMTIKOD GLGTHLATOG
o Opiopévor aoBeveig mov AapPdvovv Remicade £xovv avoartdéel copntdpota piog dStatapoyng
TOV 0lVOGOTIOTIKOV GUGTNUATOG TOV OVOUALETAL GUOTNUATIKOC EPVONUATOOING ADKOG.
Evnuepiote apéomc Tov y1otpo cog eV ELEOVIOTE CUUTTAOUATO CLGTNHOTIKOD EPLONUATMOO0VG
AbKov katd T ddpken g Bepaneiog pe Remicade. Ta onpeia mepiiapfdvovy mévo otic apfpmoels
N e€avnuo oto, pdyovlo 1 ota ¥EpLo oL givar evaicnto 6Tov fAL0.

Hoowd xon £pnpor

O1 mapamdve mANPoQopiec apopodv emicng 6To maudld Kot tovg epnfovc. Emmrpocshétmc:
o Optopéva mandid ko €pnpot aobeveic mov Exovv AMaPet amoxierotés tov TNF, dnwg to

Remicade, £yovv avortdéel kapkivovg, cvpmepthapuBovouivoy acuvifiotov THT®Y, ToV

OPICUEVEG POPES 0dNYNGaY og BAavaro.

o [eprocotepa modid mov AdpPovay Remicade avéntuéay AOUMEELG O GUYKPLOT LLE TOVG
EVNAIKEC.
o Ta wond1d Bo mpémel va AapPavouy Toug GUVIGTMUEVOVS EUPOAIGHOVG TPV EEKIVIICOVV TV

ayonyn pe Remicade. Ta mwaidid umopovv vo Adfouvv optopéva epuforia katd tn odpKeLd TNG
ayoyng ne to Remicade, aAld dev Ba npémel va Adpovv {wvtavd epuforia evd ypnoipomolody
7o Remicade.

Edv dev elote oiyovpot edv 0mot0dnmote and To ToPAmive EYEL EPAPLOYT OE EGAC, WANOTE e TOV
YwTpd cog TPV va cog yopnyndei to Remicade.

Alha @éppoxao kot Remicade

Acbeveig mov &xovv PAeYHOVAOOELG VOGOLE Talipvouy 110N eappaka yio T Bepameio Tov TpofAnpatog
TOVG. AVTA T PAPUHOKO PTOpEL v, TpoKaAEGOVV avemiBounteg evépyetec. O yotpodg cag Ba cog
ouppoviedoet mola dAAo EAPUOKD TPETEL VO, EEAKOAOVOEITE VO YPNCILOTOLEITE EVOCH TOUPVETE TO
Remicade.

Evnuepmdote Tov yatpd cog edv ypnoiponoleite 1| £xete mpdsEaATo YPNCILOTOMGEL GAAL PapLLOKa,
GUUTEPTAAUPAVOUEV®Y OTTOLOVINTOTE GAL®V apudk@V Yio TN Oepareia g vocov tov Crohn, tng
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EAKMOOVE KOAITIONG, TNE PEVUATOELD0VE apBpITIONG, TN OYKVAOTOINTIKNG CTOVOLAMTIONG, TNG
YOPLOGIKNG opBpitidag 1 TG Wwpiaons 1 GopUAK®V oL dev 6oc £xovv yopnynoel pe cuvtayn, 6mmg
Brrapives kot puTiKd eapuaKa.

ITo cvykekpéva, EVIEPDGTE TOV YIOTPO GOG EGV YPNCLLOTOLEITE KATO10 amrd T oKOAOLO
QAapuoKoL:

. Dappaka Tov TPOGPAALOVY TO AVOGOTOMTIKO GG GUGTN L.
. Kineret (avakivpa). To Remicade kot to Kineret dev Oa mpénet va ypnoponotovvron padi.
. Orencia (afatacéntn). To Remicade kot to Orencia dev Ba mpémnet va ypnoiporotovvton pali.

Koazd m dudpreta ypriong tov Remicade, dev Ba mpénet va Adfete Covravd epfora. Edv
ypnoonolovcate to Remicade katd ) ddpkeia g eykopoohving 1| AapPdvete Remicade evad
Onialete, evnuep®OTE TOV Y1OTPO TOV UOPOD GaG KO AALOVS ETayyeAaTiEG VYElNG TOV PPOVTILOoVY TO
Hwpd cag oyeTkd pe ™ xpnorn Remicade mov kdvarte, mpv 1o popd Aapel otolodnmote epPorto.

Edv dev elote Giyovpot edv 0mo100M0TE OO T TOPATAVED EYEL EPAPUOYT OE EGAC, WANOTE JUE TOV
YTpod 1 TOV POPUAKOTOL0 GO TTPLY VO, protponomoete To Remicade.

Kinon, Onhaopoc ko yovipdtnta

o Edv eiote éyxvog 1 Onhdalete, vopilete 60TL pmopei va giote £ykvog 1 oYeOALETE VO ATOKTIGETE
7a1ol, {nTtoTE T GLUBOVAN TOL YITPOV GOC TPV TAPETE 0LTO TO Pappoko. To Remicade Oa
TPENEL VO, YPNGIUOTOLELTOL KT T S1dpKELn TG KON oNG 1 Katd ) Sidpkela Tov Oniacpod poévo
€dv 0 ylutpog cag moTevEL OTL gival amapaitnTo Yo €6GG.

o ®a mpémel vo, amoPevyeTe va, peivete £ykvog otav Aapfavete Oepaneia pe Remicade kot yuo
6 uveg petd ™ dtakomn g Oepaneiog e avtod. ZviNTHoTE GYETIKA LE TN YPTON AVTIGVAANYNG
KaTd TN OAPKELD AVTAE TNG TEPIOSOL LLE TOV YIUTPO GOG.

o Edv AdPote Remicade katd tn S14pKeLa TG EYKLHOGUVIG GOG, TO LOPO GAG UTOPEL Vo
Bpioketon oe peyaivtepo Kivovvo yia epeavion Aoipméng.
o Elvar onpavtikd va evnpepdoete Toug yotpoic, Kadmg Kot 0molousdnmote GALOLS

EMOYYEAUATIEG VYELOC, TOL LOPOV GOC GYETIKA UE TN ¥prion Remicade wov kavare, mpiv
yopnynOel 6to pwpd cag orotodnmote guPforto. Edv AdPate Remicade evd foaotay £ykvog, M
yopnynon tov guporiov BCG (mov ypnoipomoteital yio Ty TpdANYT| TS QUUOTIOGNG) GTO
Hopo cag evtdc 12 unvav and ™ yévvnotn Tov umopel va tpokaréoet Aoipwén pe coPapég
emmAoKEC, cuumeptapfavopuévov tov Bavatov. Zovtave euporta, 6mwg to BCG gupodiio, dev
Oa mpémetl va divovtol oto pwpd oag evtog 12 pnvav amd T yEvvnon Tov, EKTOG €AV 0 YLoTpog
TOV H®POY 600G GLOTNOEL SlaPopeTIKd. o TeEprocdTEPES TANPOPOPiES PA. TOPAYPUPO CYETIKA
Ue TouG ePPoMac LoD,

o Edv OnAdlete, elvar onpavtikod va evIePOGETE TOVG YLOTPOVS TOL HOPOV GOG Kol GAAOVG
EMOYYEAUOTIEG VYELOG GYETIKA UE TN YpNon Tov Remicade mov kdvote mpv To popd cog Adapet
omolodnmote eUPOAL0. ZovTova pPola deV TPETEL VO, YOPNYOVVTIOL GTO LOPO GOG EVHD
Onhalete, extdc €4V 0 YLOTPOG TOV HMPOD GAG GLGTNGEL OLUPOPETIKA.

o "Eyxovv avaeephei Evtova peiopévot apiBpoi Aevkokvttdpav oe Bpéen mov Exovv yevvnbel amod
yovaikeg wov Aaupavoy Oepameio pe Remicade kotd ) didpketo ¢ eykopocvvne. Eav to
PO Gag EYEL GUVEYOUEVOLS TVPETOVG 1) AOUMEELS, ETKOIVAOVIGTE [LE TOV Y1OTPO TOL HOPOV
G0G AHECHG.

001yNoN Kot LEPIOROS PN AV LATOV

To Remicade dev avopéveTal va ETNPeAcEL TNV IKAVOTNTA 6OG va 0dnyeite 1] va yepileote epyaieia N
unyoviuata. Edv vid0ete kovpaouévol, Colouévorl 1 adtdbetot puetd m xoprynon tov Remicade, unv
001 YNGETE 1| YEPIOTEITE OMOLOONTOTE EPYUAELDL ) LMY OV LLOLTOL.

To Remicade wepiéyer vatpro

To Remicade mepiéyetl Ayodtepo amd 1 mmol vatpiov (23 mg) avd 6o, . Elval OVCIAGTIKA «YMPIC
vatpion. Qoto600, Tply To Remicade yopnynOei oe ecdc, avaperyvdetar pe Eva StdAvpa Tov TeEPIE)EL
vatpro. Evuepdote tov yrotpd cog edv axolovbeite dloita e EAeyyOUEVT] TEPIEKTIKOTNTA GE OAATL.



3. Iog 00 yopnyeitor To Remicade

Peopartogiong apOpitioa
H ovvnng 660m eivar 3 mg yia kabe kg copatikod Bapovc.

Yopuacik apOpitidoa, aykvromomn ik 6tovovAitida (vocos Tov Bechterew), wopiaon,
EMKMONG KOAITIOO Kot V660G Tov Crohn
H ovuvnfng 660om eivar 5 mg yia kaBe kg copatikod Bépovc.

Iog yopnyeitar To Remicade

o To Remicade Ba yopnyeitot o€ £64¢ 0md TOV Y0TpO 1| TOV VOGOKOUO GOG.

. O y10tpdS 1 0 VOGOKOUOG G0G Bal TPOETOUAGEL TO PAPLAKO TPOG £YXLOT.

. To eappaxo Ba yopnynbei g Eyyvon (otdydnv) (evidc 2 wpmv) péoa oe pio and tig AEPES
oag, ouvnBwg otov Bpayiova cag. Metd v tpitn Bepameia, o ylaTpdg GO UTOpEl va
amoQAGiceL Vo Gog xopnynoeL t d6omn oag tov Remicade gvtog 1 dpog.

o ®a mopakorovbeiote evocm cag yoprnyeitar Remicade kot emiong ya 1 éo¢ 2 dpeg peténetta.

II6co Remicade yopnysitm

o O yiatpog Bo amopacicel T 0661 oag Kot 1060 cuyvd Ba cog yopnyeiton Remicade. Avto Oa
eEaptdtar amod TN Vo0 GG, TO GOUATIKO 60G BApog Kot and T0 TOGO0 KOG OVIOTOKPIVEGTE GTO
Remicade.

o O mopaxdro mivakag delyvel T06co cuyva Ba maipvete cLVNBOS CVLTO TO PAPUAKO LETE TNV

TPMTN 006N GO,

2" 560 2 gBdouddec petd v 1" cag 66on
3" 66on 6 efdouddec petd v 1" cag 66on
Emouevec doceig Kda0e 6 ém¢ 8 efdouddeg avarloyoa, Le T VOGO GOG

Xpion o€ TooLd Kot Q1 fovg
To Remicade 0o mpémet va ypnoiponoteitol o€ Toudid wovo dv Aappdvovv Bepameia yio voco tov
Crohn 1 eAxddn koAitida. Avtd To mandid Tpénel va eivol nhkiog 6 TV 1 peyorvTEPa.

Edv oag yopnyn0sei mohv peyain 66c1n Remicade

Kabbg avtod to appako yopnyeitat amd tov yitpd 1 TOV VOGOKOUO G0, Eivatl amibovo vo oag
yopnynOel ToADd peyddn d66m. Aev VIGAPYOLY YVOOTEG AVETIOOUNTES EVEPYELEC OO TN ANYN TOAD
peyaing 60omg Remicade.

Eav Eeydoete 1| mraporeiyere TV £yvon coc pe Remicade
Edv Eeydoete N mopodreiyete Eva pavtefol yia T Ayn Remicade, kAieiote éva dAho paviefov 660 10
duvatoV GUVTOUOTEPQ.

Edv éxete meplocOTtEpEG EPOTIOELS GYETIKA LLE T YPNOT AVTOV TOV PUPUAKOV, POTIOTE TOV Y1ATPO
oG,

4. MBavég avemOOpNTES EVEPYELEG

Onwg dha Ta eappoKa, £TGL KoL aVTO TO PAPUOKO WTOPEL Vo TPoKaAEGEL avemIBOUNTEC EVEPYELES, OV
ka1 Ogv Tapovcldlovtal o€ OAovg Toug avBpmmovs. Ot meplocoTEPEG AVETBOUNTES EVEPYELES ElvaL
nmieg £wg péTpies. Qotdoo pepikoi aobeveic pmopet va peavicovv coPapég avemBOUNTEG EVEPYELEG
Kot propet va, armartinoovy Oepameio. Ot avembOunteg evépyeieg Lmopel ETIONE VO ELPAVIGTOVY QPOD T
Oepaneio pe to Remicade éyet diaxomei.

Evnuepdote apécmg 1oV Y10Tpo 60g 0V TUPOATNPTCETE 0TOLOONTOTE OO TO. TUPUKATO:
o Inpeia ahrepytkig avTiopaog OTMS 610YK®MGT TOL TPOGMOTOL GG, TMV YEIAMDV, TOV
GTOUATOG 1] TOV A0 TTOV UTOPEL VO, TPOKAAEGEL OVGKOAL TNV KOTATOGT 1 TNV OVOTVOT],



eEvOn o déppatog, eSavOnuata, S1dyKwon TmV XEPIMV, TOV TOSMV 1| TV 0GTPAYIA®V.
Optlopéveg amod antég TIc avTidopdoelg umopet va etvatl coPapéc 1 aneiintikés yio ™ {on. Mia
aAAEPYIKT avTiOpaoT Umopel vo cuuPei evtog 2 wpdv and Ty Evect) Gag N apyoTepal.
[eprocoTepa oNUEin OAAEPYIKDY TAPEVEPYELDY TOV UITOPOVV Vo GuUPolv Emg 12 nuépeg petd
v éveon oag mtepAapPdvovy mévo otovg PHES, TUPETO, TOVO oTIS apbBpdaoels ) ) yvabo,
TOVOLALLLO 1] TTOVOKEPAAO.

Xnpeia kapdwakod tpofrjpatog dnwg dSvopopia 1| TGvo 6to otNhog, TOVO GTA XEPLXL, TOVO
GTO GTOWAYL, OVGTTVOLa, AYY0S, Taon Yio Aurobupia, (dAn, AimoBupuia, pidpwon, vavtia
(aicOnua adabeciag), Epeto, aicOnua etepovyicpatog 1 Suvatdv KTHTOV 610 610G GO,
YPTYOPO 1] 0pY0 KapdLakd ¥TOTO Kol S1OYKWOOT TOV TOJDV GOG.

Inueio Aoipoing (copmepriopfavopévig T QUROTIOOENS) OTMG TLPETO, aicHN
Kovpaonc, Prixag Tov umopei va ival enipovog, SVGTVOLM, YPUTTMIT CUUTTOUATO, OTOAELL
Bapovg, vuytepvoidg 10pmTES, dLAPPOLa, TATYEC, TVMONG GVALOYT GTO EVTEPO 1] YOP® OO TOV
TPpoKTH (amdoTnua), 0dovtikd tpoPfAnuata 1 aicOnpe kadcov KaTd TV ovpno).

IIBavég evdeilels kapkivov, cupmeprrapfovorévev aAld yopls va mepropilovial o aTés,
SOYK®MON TV AEUPASEVDV, aTOAELD fApOvg, TVUPETO, acuvibicoTa olidia Tov dEpUATOC,
UETAPOAEG TV OTHA®V ) YPOUOTIGUO TOV OEPUATOC 1] AGLVABIGTN KOATIKY diploppayia.
Inpeio Tveopovikov tpofiqpatog 6nwc Priyo, SLGKOAMES KATE TV ovatvon 1 opi&uo 6To
otboc.

Xnpeia TPofANeTOS TOV VEVPIKOU GVGTIHATOS (GupuTEPLAOUBavOpuEvVOV TOV 000U IIKAOY
npofinpdTov) OTmg onUEin AYYELNKOD EYKEQOAMKOD ETEIG0SI0V (opvidla opmdio 1 advvapio
TOV TPOCHTOV, TOV YEPLOV 1) TOV TOSL0V, O1iTEPA GTN Uio TAELPE TOV GMUATOC GOG, LPVIOLH,
GUYYLOT], SLGKOAIN TNV OWAL 1} GTNV KATOVONGT), SuoKOoAin 6TV dpact oTov Evav 1] Kot
610VG 600 0PBaApOVG, Suckoria oto Padioua, LAAN, ATMOAELN 1GOPPOTIOS 1) GLVIOVIGLOV N
oofapn keporodyia) kpicelg, popuniyKioouo/oumdio oe 0mwol0dmoTe GNUEI0 TOV COUATOC OaG,
N advvopio ota y€pLo 1 Ta O, AAAAYEG GTIV OPOoT) OTTMG SIMAMTIN 1) GAAC 0QOaALLKA
TpoPAILaTOL.

Xnpeia nratikov wpoPfiparos (copneptlopfavopévng g Aoipwéng omd nratitida B otov
glyate katd to TapeAdov nratitido B) 6mwe KiTtpivicio Tov dEPHOTOC ) TOV UATIGV, 0V
KOGTOVOD GKOVPOL ¥PMUATOC, TOVO 1 SLOYK®GT 6TV Ave de&18 TAEVPE, TNG TEPLOYNG TOV
oToudy oL, TOVO oTIG apBpdoels, eEavinpata 1| TUPETO.

Inpeio S10Tapayic TOV VOGOTOITIKOV GUGTIIRATOS OTTMG TOVO GTIC apbpmdaoelc 1| e&avonua
oTa pdyova 1 Ta xépila ov givat evaictnto otov Ao (Abkog) 1 Pya, dSvemvola, TUPETO M
depuotikd eEdvinua (capkoeidwon).

Inpeio youniav TIHOV oTig EEETAGELS AIPOTOS OTTMG EMILOVO TVPETO, ALLOPPAYio 1] EDKOAO
HEAGVIOO L, LKPEG KOKKIVEG 1] LOP KNALOES TOV TPOKAAOVVTOL ald CLLoppayic KAT® Ao TO
déppa N wypm Oy

Inueio cofapa@v deppaTiKOV TPOPANRATOV OTMG KOKKIVOTES KNAIOEG TOL LOLALOVV [E
G6TOYOVG N KUKMKEG KNAOES GUYVA LUE KEVTPIKES PAVKTULVEC GTOV KOPUO, UEYAAES TEPLOYES
ATOPAOIDGENDC KOl UTOAETIONG (ATOPOAIO®GT)) TOV OEPUATOC, EAKT] TOV GTOUOTOS, TOV ANLLOV,
NG HOTNG, TOV YEVVITIKOV 0pYAVOV Kol TOV 0QO0ANOY 1 LIKPE E0YKAOUATO LLE TOOV TOV
uropei va e€amimBovv 6To odpa. AVTEG 01 dEPUOTIKEG AVTIOPACELS UITOPEL Vo GuvodehovTal
oo TVPETO.

Evnuepaote apéomc tov y1otpd cog v TPOcEEETE OMOLONTOTE OO TA TUPUTAVE.

Ot ax6AovBeg avemBounteg evépyeteg avapépOnkav pe to Remicade:

ITol¥ ovyvig (evoéyeTan va emnpedoovy neprocdtepo amd 1 otovg 10 avOpdmovg)

Zropaykdg movog, aictnua adabdeciog

loyeveig Aoyméelg 6mwg £pmng 1 ypiman

AOUDEELG OVDTEPOV AVOTVEVCTIKOV GUGTHUATOG GG TOPAPPLVOKOATITION
ITovoképarog

AvemBOun evépyeia Adym piog £yyvong

TI6voc.



Yoyvég: evogyetan va emnpedoovy 1 otovg 10 avlpdmovg

Al\aryég 6TO TMG SOVAEVEL TO GUKMTL GOG, AOENCT oTa NTATIKA Eviupa (Paivoviot oTig
eEetdoelg aipartog)

AodEgig tov vedpova 1 Tov 6tNBovg OTTMS Ppoyyitida 1 TveLHOVIX

Avcroln 1 em®@dLVN avomvor, Bmpakikodg TOVog

Ayloppayia 6To GTOpd)L 1 OTO €VTEPO, ddppota, duoTeyia, Kaovpa, SLCKOIAMOTNTA
Kvidotikov thnov e&dvinpa (eEavOnparta), kvnopmoes eEavOnua 1 Enpodeppio
IIpofinpata iooppomiog 1 aicOnua CoAng

ITupetde, avénpévn epidpwon

Kvukhopopud mpofAnpata 0rTmg xounin 1 vWnAn aptnplokn mieon

Moiwnec, £Eaym 1| pwvoppayia, Beppotnta, epuBpodtnta dépuatog ((Eaym)
AioOnpo kobpaong 1 advvopiog

Baxmmpioxég Aowwméelg 0mmg dnAntnpiocn tov aiptotos, amdoTnua 1) AoipmEn Tov dEPHOTOG
(kutTapitidn)

Muxntiack Aoipoén tov dépuatog

Ayatoloyd mpoPAnpata 6rmg avorpio 1 younAds aptpudg AEVKoOKLTTAPOY
AOYKOPEVOL AEPQOOEVES

KoaztaAwym, tpofifpota vvov

OpBaipikd TpofAnpata, GUUTEPILAUPAVOUEVEOY KOKKIVOV HOTIOV KOl AOU®EEmV
I'pyopog kapdrokdc yromog (toyvkapdia) 1 aicOnpa TaApdy

[T6vocg oTig apBpmdoelg, Tovg poeg 1 TV TAATY

Ovporoipmén

Yopioon, deppoticd tpoPfAnpoate 0nmg EkCepo Kol AmdAELD TPLYDV

AvT10pacelg 6to onueio g éveong 6mwg Tovog, TpHELo, pudpdtnTa 1| KVNoUOS
Piyn, ovykévipmon vypol K4T®m omd TO SEPUA TOV TPOKAAEL SLOYKMGN

AicOnuo povdlaeHOTOC 1| LUPUNYKIACUATOG.

Oy ovyvég: evdoéyetan va exnpedoovy 1 otovg 100 avOpdmovg

Avermdpkela moapoyng aipotog, o10ykwon eAEROC

Yviloyn aipatog £ amd T apopopa ayyeio (QUATOHN) | HOAMTES

Agppoticd mpoPAnpate OTmG PAVKTAVES, KPEATOEAMES, U1 PUGIOAOYIKOS ¥POUATIGUOG 1)
VIEPYPDGT TOL dEPUATOG 1) SOYK®UEVE, XEIAN, 1| TAYXVVOT TOL SEPUATOC, 1) KOKKIVO, POALOWDTO
KoL AETOEOEG dEPUL

YoPapéc arlepykég avtiopdoelg (w.y. avapulaio), pio dotapayr TOL OVOGOTOUTIKOD
GLGTHIOTOG TOV OVOUALETAL ADKOC, OAAEPYIKEG OVTIOPAGCELG OE EEVEC TPMTEIVES

[TAnyég mov emovAidvovtar Bpadvtepa

Adyk®on Tov Nrotoc (Mratitidn) 1 TG XoANd0 oV KVGTNG, NIATIKY BAGRN

AloOnpo amdielog pvnung, vepebiotdtnTag, GVYYVONG, VELPIKOTNTOG

OgBopikd TpofAnpata wov tepthapfavovy Boumn 1 petwpévn dpacm, TPToHEVOL LATLO T
yoAalio

Néa gppdvion 1 emdeivoon Kopdlokng avendpkelog, apyog kapdiakdg puOpog

AuroBopia

Yrocpol, vevpikd mpofAnpata

Mio o] 6710 évtepo 1 AmOKAEIGUOG TOV EVIEPOL, GTOUAYIKOG TOVOG 1) KPApTeg

AOYK®ON TOL ToYKPEATOG GOG (ToyKPEATITION)

MuxnTookég AoumEelg 6mwg Aoipwén and UUOUDKNTES T LUKNTIOGIKT AOIL®EN T®V VOYLOV
ITvevpovikd mpofinpato (6Tmg oidn o)

Yypd yOpw amd toug Tvedpoveg (VTel®KOTIKY GLAAOYN)

[Teplopiopog TV 0epAYOYDY GTOVE TVEVIOVEG TTOL TPOKAAEL SVGKOALD KOTA TNV AVOTVON
DLeypovmon eTEVOVOT] TOL TVEDUOVO, OV TPoKaAel 050 Bwpakikd dAyog To omoio pumopel va
EMOEVOVETOL e TNV avarvon (TAgvpitida)

Ovupatioon

AoudEelc v veppdv

XounAog aptOuog aipometarmy, VYNAGS apldudc AEVKOKVTTAP®OY



AodEelg Tov KOATOV

Ayotoroyikég e€ETAGELG TOL SElYVOUV ‘OVTICOUOTA EVOVTL TOVL 1310V TOL OPYAVIGLOD GOG
Metaforéc ota emimeda YOANGTEPOANG KOl ATLOI®V GTO alipa

AvEnon copatikov Bapoug (Yo Tovg TEPLecoTEPOLS 0obeveic, 1 avénon Papovg fTav Hikpn)

Yrawies : evoéyetan va empedoovy 1 otovg 1,000 avlpdmovg

"Evag tomog Kapkivov tov aipatog (Appmpa)

To aipa cog dev mopéyel apketd 0ELYOVO GTO GMOUA GAG, KUKAOPOPIKE TPOPALOTA OT®S
GTEVOOT] EVOG ALOPOPOL ayyEion

DlLeypovn TG eEMTEPIKNG EMPAVELNS TOV EYKEPAAOL (UnviyyiTidn)

Aoudéeig Aoym eEacBevnévov 0VOGOTOTIKOD GUGTIILOTOG

Aolpwén and nrazitda B dtav elyate nrazitida B oto maperbov

DLeypovn TOL NTOTOG TOL TPOKAAELTOL OO Evo TPOPAN LA LLE TO OVOGOTTOMTIKO GVGTN L
(avtodvoon nmatitida)

[IpoPAN U TOV NTATOG TOV TPOKAAEL KITPIVN YPMDGT TOL SEPUATOC T} TV 0POUAU®Y (TKTEPOQ)
Mn @uGloAoyIKn S10YK®MGN ) avATTLEN 10TMV

Yofapn aArepykn avTidpacn TOL PUROPEL VO, TPOKAAEGEL ATMAELL GUVEIONONG KoL TOV UTopel
va, givan anentikn yio tn {on (avaeuiaktikny Kotominéio)

AOYK®OON TOV IKPOV aLo@opmv ayyeimv (ayyeutida)

AWTOPOYEG TOL OVOGOTONTIKOD TTOV EVOEXETAL VO, EXNPEAGOVY TOVG TVEVOVES, TO OEPLLAL KoL
TOVG AEUPUOEVES (OTIMG M CAPKOEIDMGT)

2VAAOYN AVOGOTOMTIKMV KLTTAP®V TOV OQEILETOL GE PAEYLOVMOT OTOKPIOT (KOKKIMUATDIELS
AALOIDOELS)

AmdAEL0, EVOLOQEPOVTOC 1) GUVALGONLLOITOC

Yofapd depuatikd TPoPAUATO OTMS TOEIKT EMOEPLUKT VEKPOALGT], ZOVOPOLLO
Stevens-Johnson kot o&gia yevikevpévn e€avOnpatiky eAVKTOivOo

A0, OepUOTIKA TPOPANUOTO OO TOAOUOPPO EpVONUA, AELYNVOEIDELS AVTIOPAGELG
(Kkvnopmdes deppotikd eEAvON LN KOKKIVOTOV-LOP ¥pdOUATOG 1Y/Kot VIUATOEWEIG AgVKEG-
vkpileg ypappéc 6Toug PAEVVOYOVOUG), PADKTOIVEG KOl ATOAETIGT) TOV SEPUATOG, 1 EKPVUOTO
(600mMvmon)

Yofapéc draTapayég TOL VEVPIKOD GLOTHUATOS OTOC EYKAPGLO LVEAITION, VOGOC
TPOGOpoLALovca e GKANPLVOT KOTh TAGKOG, OTTIKN vevpitida kot cuvdpopo Guillain-Barré
DLeypovn 0T0 HATL TOV UTOPEL VO TPOKAAEGEL AALOYEG GTNV OPAGCT]), COUTEPIAAUPBOVOUEVIC TG
TOPAWGONC

Yypd omnv e&mteptkn eMpAaveLd TG Kopdldg (Tepikopdiaky GUALOYT)

YoPoapd mvevpovikd TpoPinpato (Onmg didueon Tvevpovoradeio)

Merdvoua (évag THmog KapKivov Tov dEPUATOC)

Kapkivog tov tpayniov g untpog

Xouniég Tyég otic e€etdoelc aipatog, cVUTEPIAAUPAVOUEVOL TOV £VTOVE, LEIWUEVOL aplOuoD
AELKOKVTTAPWV

Mikpég KOKKIVOTEC 1| TOPPUPES KNAIOEG TTOL TPOKAAOVVTOL ATTO AUOPPOYic, KAT® 0Td TO dEPUAL
Mn @UGLOAOYIKEG TIUEG TTPMTEIVIG QULOTOC TOV OVOUALETOL ~ TOPAYOVTOG GUUTANPOUATOC O
0m010G 0moTEAEL LEPOG TOV CVOGOTTOUTIKOV GUGTHUATOG.

Mn Yvo6TéG: 1) ovvoTNTO 0EV PmopEl va ekTiun 0l pe faon to oredicipa ocdopéva:

Kopkivog og Toudid Ko eViAIKEG

"Evog omaviog kapkivog Tov aiplotog Tov TpocPaiiet kupine pnPoug 1 véoug dvopeg

(nmotoomAnvikd Aépempa ard T-kdttapa)

Hrotum avendpkela

Koapxivopo kuttdpov Merkel (évag thmog kapkivov tov 6€pratoc)

Yapxopa Kaposi, pio owdvio popen kopkivov mov oyetifeton pe Aoinwén and tov 10 Tov
avOpmmvov Epmnta tomov 8. To chpkwpa Kaposi speoaviletar cuyvotepo pe m Hopon
TOPPLP®V PAOPOV TOV dEPUATOC.

Emdeivoon pioag kotdotaong mov ovopdletal depuatopnoaitidn (ueaviCopuevn o¢ dEpUOTIKO
eEavOn o Tov GuvodevEL T PViKN advvapio)
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Koapdiakn Tpocfoin

Ayyeloxo eyKe@oAKo EMEIGOO10

[Ipocwpivi] omdAELD OPUOTG KOTA T1 SIEPKELD 1) EVTOG 2 ®POV 0o TNV £YXLoN
Aoluwén Aoy epforiov amd {dvteg 100¢ e€antiag e£oobevnéVon avocomomTIKOD
GUGTNLOTOG.

2opUTAN POROTIKES AVETOOUNTES EVEPYELES OE TOLOLE KOt £QT11Povg

Ta wond1d wov EhaPav Remicade yia tn voco tov Crohn enédei&ov opiopévec dSlopopic oTIg
avemBounTeg EVEPYELES, OE GUYKPLON LE TOLG evijlikeg mov Ehafav Remicade yia ) voco tov Crohn.
Ot avemBOUNTEC EVEPYELEG TOL EUPAVIOTIKOV TEPIGGOTEPO GTA TALOIE NTAV: YOUNAOS 0p1OUdS
gpvBporvLTTap®V (avoruio), aipo oTo KOTPAVA, YOUNAG GUVOAMKE, ETITESH AEVKOKVTTAP®V
(Aevkomevia), epuBpdtnra 1| Kokkivicpa (apvidto epuinpa), ukég Aotumelc, yopnid enimeda
AEVKOKVTTAP®OV TOV AVTILETOTILOVV TIg AOMEELS (OVdeTEPOTEVIR), KATOY LA 0GTOV, POKTNPLOKN
Aolp®EN Ko AALEPYIKES AVTIOPAGELG TOV AVOTVEVGTIKOD GOANVAL.

Ava@opd avemOOunTOV gvepyel®OV

Edv mapotnphoete KOmolo avemBOunTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOLO 1|
TOV/TIV VOGOKOUO G0C. AvTtd 1oy 0eL Kol yio KAOe mhavi avemBOunt evEPYELD TOV OV OVAPEPETOL
670 TapdY PUALO 0dNYIDV Xpong. Mropeite eniong va avaeépete avembounteg evépyeieg angvbeiog,
pécm tov EBvikov Opyavicpod @opudakov, Mecoyeiov 284, GR-15562 Xohapydc, ABnva, Tni: + 30
21 32040337, Iototomog: http://www.eof.gr, http://www.Kitrinikarta.gr. Mécm g avapopdig
avemBouNTOV evePYEIDY pmopeite va BonBnoete 6T GLALOYN TEPLGGOTEP®Y TANPOPOPLDY GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPLAKOL.

5. H®g va puiacoete To Remicade

To Remicade Ba puAdocetor yevikd and Tovg emayyeluatieg vyeiag. Ot Aemtouépeieg puAaéng oe
TEPIMTOOT TOL TIG YPELNCTEITE Elval G aKoAovbmG:

o To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV gV TO PAETOVV Kol dgv TO POAVOLY Ta
TOLO14L.
. Na pn ypnoiponoteite avtd To0 EAPUOKO PETA TNV NUEpOoUVic ANENG TOL AvaPEPETAL TNV

gmonuaven Kot 6to kouti petd ™ «AHEH». H nuepounvia Aqéng etvon n tedevtaio nuépo tov
U1VO. TTOL OVOQEPETOL EKEL.

o dvrdooete og yoyeio (2°C-8°C).

. To @apuoko ovtd Pmopel exiong va PUAACGETOL GTO UPYIKO KOLTI EKTOG WLyEiov, o€ PEYIOT
Oeppoxpoacio Emg 25°C kot v pio povo ypovikn mepiodo £m¢ 6 Pves, aAAd Oyt Tépa and TV
apyIKn nuepounvia ANENG. Xe avtVv TV TEPITTMOT, UNV TO EXCTPEYETE Yo PVANEN G€ Yuyeio.
Avaypayte ™ véa nuepounvia AENC Tvm 6To KOLTi, GUUTEPIAAUPAVOUEVOY TOV GTOLXEI®V
nuépo/pnvag/étog. Amoppiyte 10 PAPLOKO aVTO £V OeV EXEL Ypnoipomombel péypt tn véa
nuepopnvio ANENG 1 néxpL TNV nuepounvia ANENG Tov gival TVTOUEVN TAV® GTO KOLTI, ovaAoya
LLE TO TO10L TPONYELTAL.

. Otov 10 Remicade mpogtodletar yio £€yyvoT, GUVIGTATOL VO YPNCIUOTOLEITAL OGO TO SVVATOV
ouvtopoTePa (evIoc 3 mpmv). Q0T0G0, Qv TO S1AAVUA TPOETOACTEL 68 cLVOTKEG EhevBepeg
pipoficov, pmopel va puidccetar o€ yoyeio otoug 2°C émg 8°C emi uéypt 28 nuépeg ko emi
axopa 24 dpeg otovg 25°C petd v amopaKpLuVeT amd To Yuyeio.

. Na un ypnoUoTolEite oV TO TO PAPLOKO EAV EXEL ATOYPOUOTIOTEL 1] EQV VTAPYOVY COUATION.

6. Iepreydpeva TS GVOKEVAGTOG KL AOLTEG TANPOPOPIEg

T wepréyer To Remicade

o H dpaotikn ovoia givar to infliximab. Kafe praiidio nepiéyet 100 mg infliximab. Metd tnv
npoetotpacio kGOs ml tepiéyel 10 mg infliximab.
o Ta GAAa cvotaTikd givar coakyapolr, toivcopPiko 80, 51665vo Propopikd VATPLO Kot

povoEIVo pmoPopikd VATP1o.
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Epeavien tov Remicade ko wepieydpeva tng cV6KELOGIOG

To Remicade drotifeton g £va, yodAvo @loAidlo Tov TEPLEYEL Lio KOVT] Y10 TUKVO GKEDOCLA Y10l
TAPUoKELT dtoAVpaTOg TPOog Eyyvor). H kovig etvar éva Avo@iiomompuévo Aevkd cOUTNKTO.

To Remicade mapdyeton oe cuokevacies tav 1, 2, 3, 4 5 praAidiov. Mmopel va pnv kKukAo@opovv
OLEG O1 GCLOKEVACIEC.

Kéroyog Aderag Kvkhoopias ko ITapackevaotig
Janssen Biologics B.V.

Einsteinweg 101

2333 CB Leiden

OAAavoio

INo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPAKUAEIGTE VO
amgvBouvbeite otov TomKd avTupdowmo Tov Katdyov tng Adsiog Kuihopopiag:

EXLGda
Janssen-Cilag ®oppakevtik Movorpdécmnn A.E.B.E.
TnA: +30 210 80 90 000

To mapév @vrro 00N LAV YpfioNS avabemp1Onke Yo TeELEVTAiO Popa Tov OkTOPpro 2024.
Addeg TNYEG TANPOPOPLOV

Agntopepeic mAnpoeopieg yio to pappako avtd etvar drabéoipeg otov dikTvakd TOmo ToL Evporaikon
Opyavicpov Papudkmv: http://www.ema.europa.eu.
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O mAnpogopiec mov axorlovBolv amevBovovtal pdvo ce emayyehpatieg vysiog:

21006 aoBeveig mov AauPavouvy aymyn pe to Remicade Oa mpénet va divetan 1 KapTa veeviouIoNg
acBevoug.

0onyicg ypions kot yeipiopov — covOnkes pvlalng
dvidooete og Oeppokpacio 2°C-8°C.

To Remicade pumopei va puldcoetol o€ Oeppokpacieg £og 25°C katd LEYIOTO, Yo piot LOVO XPOVIKY
mepiodo E€mg 6 PNveg, yopic Opmg va vrepPaivetar  apyki nuepounvia Anéng. H véa nuepounvia
Méng mpémetl va avaypagel mvo oto kovti. Metd v amopdkpuvon ond To yoyeio, 1o Remicade dev
TpENEL Vo, EMoTPaPel Yo pOAAEN 6TO Yoyeio.

00onyicg Ypons Kal YEIPIGUOD — AvAGHOTACH, OpaimGl KAl YOPHYNGH

[pokeywévou va PeATibdel n tyvnAaoitdmTa TV fIOAOYIKOV QOPLOKEVTIKOV TPOTOVIMV, 1| EUTOPIKT
ovopacio Kot 0 aplipog mapTidng TOL XOPTYOULEVOL GAPUAKEVTIKOD TPoidvTog Ba Tpémet va
KOTOYPAQOVTOL LLE GOPTVEL.

1. YroAoyiote TV amaitoduevn 8001 kot tov apdpud eloAdiov Remicade mov ypeidlovral. Kabe
olAidlo Remicade mepiéyer 100 mg infliximab. Ymoloyiote Tov GuvoAiko dyko
avacvotadévtog dtoAvpatoc Remicade mov amatteitan.

2. Kdéto and donmreg cuvlnkeg, Tpaylotonomote Ty avocvotacn Kabe proiidiov Remicade pe
10 ml gvéopov vdatog, ypnolponoidvrag cvpryya pe ferdva 21 gauge (0,8 mm) 7 pikpotepn.
Bydte to TOU0 0O TO PLOAISIO KOl GKOVTTIGTE TO EXAV® HEPOG Ue PapPdrt pe otvomvevua
70 %. BdAte ) Beldva TG cVPLYYaS GTO PLOAISI0 LEGM TOV KEVIPOL TOV TMOUOTOG A0
KOOVTGOVK Kot KATEVBVVETE TO EVEGIIO VOWP TTPOG TO YVAALVO TOlY®OUA TOV PLaALdiov.
Avokatéyte Ea@pE TO SIGAVLLA TEPIGTPEPOVTOC TO PLAAISIO HEYPLS OTOL 1) ADOPILOTOUNIEVT
oKOVN va S1odlv0el evielmdg. ATOQUOYETE TNV TAPATETOUEVN 1) 1oyVPN avadevotn. MHN
ANAKINEITE. O oynpatiopog agpol 6to didAvpe KoTd TNV avacDotaon ogv efval
acvviBioToc. Apnote To avacvoTadéy dtdAvpa va npepnoet ent 5 Aentd. E&gtdote 6t1 T0
Stadlvpa glvar dypmpo Emg avoryto kitpvo kot orodilov. To dtdAvpa uropel va avamtdéet
HepKa Aemtd Stonyr| copotidw, kKabmg o infliximab eivor Tpwteivy. Mnv 1o ypnolponoteite
oV VTLAPYOLV OOLPOVT] COUATIONL, ATOYPOUATIGUOG 1) AAAL EEVA COUATIOW.

3. Apa1doTte ToV GUVOAKO OYKO NG avoacvotadeicag doomg daddpatog Remicade oto 250 ml pe
dtidvpa yhoprovyov vatpiov 9 mg/ml (0,9%) yio éyyvon. Mnv apardcete to avocvotadév
dudivpa Remicade pe omolodnmote dAro apointikd uéco. H apaimon umopei va emttevyel
aPaIP®VTAG Vo OYKo Sl patog yAwmplovyov vatpiov 9 mg/ml (0,9%) yia £yyvon amd to
YLOAWO @LoAid10 1| ToVg Ghkovg £yyvong 250 ml, ico Tpog Tov dyko Tov avacvoTafévTog
Remicade. [Ipocféate apyd Tov cuvoAlKo dyKo Tov avacvuotafévtog dtaAdpotoc Remicade oto
@LoAid10 €yyvong 250 ml 1} tov 6ako. Avakatéyte Ehoppd. ['a dykovg peyoldTepouvg amnd
250 ml, ypnowonomote gite évov peyaivtepo oo £yyvong (.. 500 ml, 1000 ml) site
TOAALOTTAOVG odiicoug €yyvong Tov 250 ml, yia va Stacparicete 6TL | GLYKEVIPMOOT] TOV
droAdpatog £yyvong oev vepPaivetl ta 4 mg/ml. Edv euloybei oe yoyeio petd v avoacdotoon
Kot apaimon, To didhvua £yyvong Tpénel vo agebel va 1copponnost o Bepuokpacio dmpatiov,
o1ovg 25°C emi 3 mpeg, mpwv 1o Biua 4 (€yyvon). H pdAaén miéov tav 24 wpodv otovg 2°C-8°C
1oyvEL LOVO Yo T0 Tapackebooue, Tov Remicade otov oo £yyvonc.

4. Xopnynote to dSAvUA Yo EVOOPAEPL £YYVOT G JASTNLA OYL KPOTEPO OO TOV XPOVO
£yyvong mov GLVICTATOL. XPNGLOTOMOTE LOVO GET £YYVONG LLE EV GEPE OTOGTEPOUEVO LN
TVPETOYOVO QIATPO YOUNANG déopevong TV TpOTEivedY (Uéyebog Topmv 1,2 um 1 pikpdtepo).
Eme1dn dev vmapyel cuvinpntiko, GUVIGTATOL 1] YOPNYNON TOL SUAVUATOC Y10, EVOOPAEPLOL
€yyvon va apyilel To cuvTopdTEPO duVATO KOt HEGH OE 3 MPEG OO TNV AVOCVGTAGCT] KOl TV
apainon. Edv dev ypnowomombei apéowmg, ot xpdvotl pOAAENC Katd Tn ¥pNon Kot o1 cuvOnKeg
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TPV TN XPNON ATOTEAOVY VBVVI TOL YPNoTN Kot GLVHBWG dev vIepPaivovy Tig 24 dpeg GTOVG
2°C-8°C, ekt6¢ €dv 1 avacvoTtach/apaincn Exel Tpayuatomondei oe eEleyydueves Kot
EMKLPOUEVA GoNTTEC GLVONKEG. M1 QUAAGGETE OTOLOONTIOTE TOGOTNTO TOV SUAVUOTOS Y10
£€YYLON OV OEV XPMCUYLOTOWONKE Y10 EXOVAYPNGLLOTOINGT.

Agv &yovv yiver puouég Proynukég pedétec copfaTdTnTog Yo Ty a&toAdynomn g
TAVTOYPOVNG YOp1YNong Tov Remicade pe dAlovg mapdyovteg. Mnv eyybete to Remicade

TAVTOYPOVA GTOV 1010 EVOOPAEPLO AN Va e GALOVS TapdyovTed.

E&etdote ontikd To Remicade yio copatidow 1 amoyp@UoTicpo Tpv omd T xopniynorn. Mnv to
YPTCULOTOLEITE EAV VTTAPYOLY POVEPH AOALPAVI] COUOTION, ATOYPOUATIGUOG 1 EEVO COUOTION.

Kabe aypnoiponointo eopuokevticd tpoidy 1 VIOAEUUO TPETEL VO, ATOPPITTETOL COUPDVO UE
TIG KOTA TOTOVG 15 VOVOES OYETIKEG OATAEELS.
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