DVLAo 0dNYIOV ypriong: [IAnpogopics yia Tov ypio

Bimzelx 160 mg evéono d1GAvpa 6€ TPOYEUIGUEVT GVPLYY O
pmpekiovpapmn

A doTe TPOGEKTIKA 0ALOKANPO TO GUALO 0ONYLAV YP1)OIG TPV UPYICETE VA YPNCLUOTOLEITE AVTO

T0 PAPNAKO, OL0TL TEPLAUPPAVEL CNUAVTIKES TANPOPOPIES Y10 GO,

- DdvrdEre avtd TO PUALO 0dNYIBY YpNons. Towg ypelootel va to dufdcete Eavd.

- Edv éxete mepartépm amopieg, poToTE TOV Y10TPO, TOV PAPLAKOTOO 1| TOV VOGOKOUO GOLC.

- H cvvtayn yio avtd 1o appoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
(AapuaKo o€ GALOVC. MTopel va Tovg TPOKAAEGEL PAASN, OKOUO KO OTOV TO GUUTTOUATO TG
acBéveldg Toug givon 1010 pe Tor S1Kdt Gag.

- Edv mopatnproete kKamowo avemBOUNTN EVEPYELL, EVILEPMDGTE TOV YIOTPO, TOV POPUAKOTOL0 1
TOV VOGOKOUO 60G. AVTO 1oy0el Kot yio, KOO mhovi) avemBountn evépyelo Tov 0V aVapEPETOL
07O TTOPOV PUALO 0dNYIOV Ypiong. BAéme mapdypapo 4.

T mepréyer 1o mapév evALo 00N YLOV

1.  Tretvon To Bimzelx kot oo givar 1) xprion tov

2.  Timpémer va yvopilete Tpv ypnoyonomcete 1o Bimzelx
3. Iwg va ypnoyonomoete 10 Bimzelx

4. ITIBavéc avemBounteg evépyeleg

5.  Twg va puldccete to Bimzelx

6. Ilepieydpeva tng cLOKEVOGING KoL AOUTES TANPOPOpPiEg
Odnyieg xpnong

1. T givar To Bimzelx kot mowa givan i yp1jon tov

T givon To Bimzelx
To Bimzelx mepiéyet ) dpactiky ovcia umpekiiovpdpmr.

o givar i yp1jon Tov Bimzelx

To Bimzelx ypnowonoteitan yo tn Oepaneio tov akdAoV0®V QAEYLOVOIDY VOG®V:

° Ywopioorn katd TAdkog

° Yoprocikn apbpitida

° A&ovikn omovdvioaplpitida, CUUTEPTAOUPBOVOUEVIC TNG UM OKTIVOYPOPIKA ETPEPUIOUEVTG
a&EOoVIKNG GTOVOLAOOPOPITIONG KOl TG AYKLAOTOWTIKNG GTOVOLAITIONG (AKTIVOYPOPIKA
emPeParopévn aovikn omovdvioapbpitida)

° AlomonTikn WpoTadevitida

Yopioon katd thdkag

To Bimzelx ypnowionoteitan o€ eviikeg yuo ) Oepomeia pog deppatikig nadnong mov ovopdleton
yoploon katd Tidkag. To Bimzelx peidvel To GOUTTOROTO, COUTEPIAAUPOVOUEVOD TOV TOVOV, TG
(QoyoOpOg KO TNG ATOAETIONG TOV OEPLOTOC.

Ywprooikn apbpitida

To Bimzelx ypnowyonoteitan yio tn Oepaneio evniikov pe yoprooikn apbpitda. H yoplacikn
apBpitda glvar pio vosog mov Tpokaiel AEYLOVH OTIG apBPDOELS, GUVOSELOUEVT CLYVE OO
yoplaon katd Tidakas. Edv €xete evepyd woplaoikn apbpitida, prnopet va cog yopnynbovv apmta
aAro appaka. Edv autd to edppaxo dev Opovv ETOPK®OG 1) OTNV TEPITTOOT U1 OVEKTIKOTNTAG, Oa
oag yopnyndei to Bimzelx gite wg povobepaneio eite 6€ GUVOLAGUO PE GALO PAPLAKO TOV AEYETOL
pebotpe&arn.

To Bimzelx peidvel tn eAeypovn kot pmopel, cuvenmg, va Pondncetl ot peimon Tov Tdvov, g
dvokopyiog, Tov TPNEIHaTog oTig apfpMCELS Kot YOP® Ad OVTEG, TOV YOPLUGIKOD SEPLLOTIKOD
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eCavOnpaToc, e yoplaoikng PAGPNG ota viyla kat oty emPpadvveon tng PAAPNG oTovg YOvOpouvg
KO OTO 00TH TOV 0pOPDOCEDY TOL GUUUETEXOVY OTT VOGO. AVTEG 01 EMOPAGCELS LITOPOVV VO GOG
Bonbncovv otov Eleyyo TV OMUEIDY Kol GUUTTOUATOV TG VOGOV, 0T S1EVKOAVVGT] TV Guvi BV
KaOMNUEPIVAOV dPUCTNPLOTATAOV, OTY| LEIMOT] TG KOTMONG Kot 611 Bedtioon tng mototntog (mng.

A&ovikn onovdvioaplpitida, cuumeprropfavouévng mge un okTvoypaeikd exieBoiopévng afovikng
oTovOLA00PBPITIONG KOt TNG 0YKVAOTOMTIKNG 6TOVOLATIOOG (OKTIVOYPapIKA emPefatmuévn aovikn
onovovloapBpitida)

To Bimzelx ypnoyonoteiton yio tn Oepaneio evniikov pe pAeyLovmdn vOGO Tov TPoSPAALel Kupimg
1] GOVOLAIKY] GTHAT] KO TPOKOAEL PAEYUOVT] T®V GTOVOLAK®OV apBpdoemv, 1| onoio ovopdaletal
a&ovikn omovovioapOpitida. Edv n wédnon dev eivar opatn pe tn xpnon oktivav X, ovagpEpeTol g
«Un oKTvoypapikd eniPePatopévn agovikn orovovioapOpitiday. Edv eppaviletal oe acbeveig pe
opaTa ornpueia oTig aKTiveg X, aVOPEPETOL MG KOYKVAOTOWTIKT GIOVOLMTIOO 1) «OKTIVOYPOPIKA
emPePfaropévn agovikn omovdvioapbpitidooy.

Y mepinton mov £yete a&ovikn onmovovioapbpitida Ba cag yopnynbovv npmta diia edapuaxo. Edv
dev avtamokpifeite apkeTd KOAL o€ avTd To PApuaka, B cag yopnynbei to Bimzelx yio va peiwbovv
TO, OTUEID KoL TO. GUUTTOWOTA TG VOoOoV, Vo petmbel 1 pAgypovn Kot va BeAtimbel | copatikny cog
Aerrovpyia. To Bimzelx pnopet va fondnocet otn peiwon tov movov ot payn, Tng Suokapyiog Kot tng
KOTWOOMNG, YEYOVOC TOV UTOPEL VoL S1EVKOAVVEL TI GVVNHBELS KaBnpepIvég oG OpacTNPLOTNTES Kot VoL
Beltivoet v mowotnTa {ong cog.

AlmonTikn WpmTadevitido

To Bimzelx ypnowonoteiton og evilikeg yo T Bepomeio pog mdonong mov ovopdaletal S1omunTikn
Wpwtadevitida (opiopéves popéc ovoudletol avaotpopn akun 1 vocog Verneuil). H domontikn
WpwTadevitida ivar pio xpovio PAEYHOVAOING OEPUATIKN VOGOG, 1) 0Ttoia TPoKaAEl eEmmdOLVEG PAGEg
omws evaictnta olidwo (eoykdpota) kot amootripoata (do0mveg), kabhg kot fAaPec mov pmopel va
ekkpivovv Toov. Emnpedlel cuyvotepa GUYKEKPIUEVEG TEPLOYES TOL SEPUOTOC, OIS Elvar 1) TEPLOYN
KAT® 0o TOVG HOOTOVS, Ol LOOYAAES, TO ECOTEPIKO TOV NPV, 1 Bovfavikn ydpa Kot o1 YAOLTOL.
211¢ TpooPePANEVEG TEPLOYES UTOPEL EMIONG VO ELPAVICTOVY OVAEC. Apykd Ba cog yoprnyndodv dAla
eappakoa. Edv dev éxete apketd kaAn aviandkpion e avtd ta eappoka, o cog xopnyndel to
Bimzelx.

To Bimzelx peidvel ta pAeypovadn olidwn (eSoykmdpata), Ta amootipata (dobuvec) Kot Tig PAAPeg
OV UTOPEL VoL EKKPIVOLY VOV, KOOMG KoL TOV TOVO OV TPOKAAEITAL 0t TN STV TIKN
WpOTAdEVITION.

[ ®g dpa to Bimzelx

H pmpexilovpdpnn, n dpaoctikn ovcia oto Bimzelx, avikel o€ pio opddo gapudkov mov
ovopdgovror avactoieic g wrepievkivng (IL). H pmpexilovpdaunn dpa peidvovtag tn opaon 600
npwteivov mov ovopdlovrot IL-17A kot IL-17F ko gpmiéxovior oty TpOKANOT GAEYLOVIG.
Yapyouv vynAOTEPQ EMMEDD AVTMV TOV TPAOTEIVOV O PAEYLOVAIELG VOGOLGS, OTMS 1 Wpiaomn, N
yoplacikn apbpitide, n agovikn orovdvioapdpitida kot 1) SOmTVNTIKN WOPOTAEVITIOA.

2. T npéner va yvopilete mpv ypnoponomjcere To Bimzelx

Mn ypnoipomonjoete To Bimzelx

. o€ mepinT®on aAlepyiog otV PITUeKILOVUAUTN 1] GE OTOL0ONTOTE GAAO OO TO. GUGTATIKA
OVTOV TOV PAPHUAKOL (AVOPEPOVTOL TNV TAPEYPAPO 6).
. oe mepintwon Aoipméng, cvumeptropfavouévns tng eupotioong (TB), n omoia kpivetal and

TOV Y1TPO GOG (O GMLOVTIKY.



[ poscdomonosic Ko TPOPVAGEELS
AmevBuvieite otov Y10Tpd, TOV POPUOKOTOLO 1] TOV VOGOKOWO GOG TPV XPTCLOTO|oeTe T0 Bimzelx,
eqv:

. éxete holpwén M Aolpwén mov e&akolovbel va eraveppavifetat.

. éxete voPAnOel mpdopata N okomeveTe va vIToPAndeite oe epPforlocud. Aev Ba Tpémel va cog
80000V opiopévor THmot epPforiov (epPoria amd (OVTEG KPOOPYAVIGLOVS) EVA YPTCLOTOIEITE
10 Bimzelx.

. elyote Tot€ pupatioon (TB).

. EYOTE TOTE PAEYLOVADOT VOGO TOL EVTEPOL (VOG0 Tov Crohn 1 EAK®MON KOAITION).

Dleynovaong vocog tov evrépov (véoog Tov Crohn 1 EAK®ONG KOAITION)

Ytopatiote va ypnoonoteite To Bimzelx kot evnuepdote Tov yiotpd cog 1 {Ntnote apécms 1oTpikn
BonBetla edv TapATNPOETE QIO OTO KOTPAVA, KOWMAKEG KPAUTES, TOVO, d1ppota 1 aTdAEW Bapovc.
Avtd pmopel va omotelovv onpeio VENS 1| ETIOEWVOVUEVIG PAEYLOVAOOOVG VOGOV TOV EVTEPOL (VOGOV
tov Crohn 1| EAk®S0vg KOATIONC).

pocéEte Y10 TUYOV LOIPHAEELS KoL AALEPYIKES AVTIOPAGES

To Bimzelx pmopel ondvio va mpokaiécel coPapég Aoméels. Evnuepmote tov yiotpd cog
avalnmote apéomg wTptkn Pondela edv TapaTnpcETE OTOONTOTE ONHAdIN GoPapng Aoipméng.
Tétowa onuédio avapépovtal VIO Tov TITAO «ZoPapég avemBOUNTES EVEPYEIES) OTNV TAPAYPOPO 4.

To Bimzelx pmopet duvntikd vo mpokaAécel coPapég adiepyés avidpdoeis. AnevbuvOeite otov
ywTpd cog N avalntnote apécmg wotpikn Pfordela edv mopotnpnoete omoladmote onuddia GoPoapng
oAdepycng avtidpaonc. Ta onuddia avtd pmopel vo teptrappavouv:

° dVOKOAiD GTNV OVOTTVOT 1] TNV KOTATOoT

° YOUNAT 0PTNPLOKY] TTEST), TOL UTOPEL VO oag TpokaAESEL (OAN 1 Tdon AMmwoBupiog
° TPNEYO 6TO TPOGMTO, TA YEIAT, TN YA®GSA 1] TOV AU

° cofapn eayodpo Tov dEPHOTOC, Le epupd e&dvOnua N exnpuéva eEoykopata.

Howowd xon £épnpor
Mn yopnyeite avtd TO PAPUOKO G TOOLA Kol veapd dtopo nAkiog kdto Tov 18 etmv. Avtd givar
vt dev €xel akOpa PeAETNOEL ETOPKMG GE AVTNV TNV NAKLOKT OUAda.

Allo @appoxe kot Bimzelx
Evnuepaoote Tov y10Tpd M TOV GOPULOKOTOW0 GOG EAV YPNOYLOTOLEITE, EYETE TPOCPATA YPTGULOTOUCEL
N UTOpPEL VO, YPTCYLOTOMGETE GALD PAPLLOKAL.

Kinomn, Onkoopoc ko yovipétnra

Edv giote éyxvog, vopilete 0Tt pmopel va glote £ykvog 1 oxedlalete vo amokToeTe moudi, {ntnote
GLUPOVAN TOL Y1OTPOD GOG TPV XPTCUOTOGETE 0LTO TO PApHoKo. Eivorl mpotindtepo va
amoPEVYETOL 1] ¥pNoN Tov Bimzelx katd 1 didpkela TnG €YKVUOGVUVNG. AVTO IGYVEL Yot OV Elval
YV®GTOG 0 TPOTOG e TOV 0Toio avTd T0 PappoKo Ba emnpedoet To Ppépog.

Edv giote yuvaika mov pmopet va peivel £ykvog, Bo Tpémet vo ¥pnoIHOTOLEITE AVTIGOAANYT] KOTA TN
S1lpKELD TG YPNONG AVTOV TOL POPLLAKOL Kot Yo TOVAd oTov 17 edonddeg petd amd v tehevtain
d00o1 cog Tov Bimzelx.

Edv OnAdlete 1 oyedrdlete va Onddcete, WANGTE LE TOV YIOTPO GOG TPV YPTCULOTOMGETE QVTO TO
eappaxo. Eogig kot o yiotpog cag Oa mpénel va anopacioete edv umopeite vo Onidoete 1 va
¥pnoyomooete 1o Bimzelx.

001 yN o1 KO YEPIOROS PNYAVI|LATOV
To Bimzelx eivar aniBavo va ennpedoel v wavdtntd cog va odnyeite kot va xepileote

L0V LLOLTOL.



To Bimzelx mepiéyer morlvcopPuko 80

Av16 10 Qdpuaxo mepigyet 0,4 mg moAvcopPucov 80 og kabe 1 ml dSrohvporog. To ToAvcopPikd
UTopEl va TPOKOAEGOVY aALEPYIKEG avTOpdoels. Evnuepmote Tov 1tpd oag Qv EYETE YVOOTEG
oAdepyiec.

To Bimzelx mepiéyel vatpio
To @dpuaxo awtd mepiéyetl Arydtepo amd 1 mmol varpiov (23 mg) avd doon, eivor avtd Tov
ovopdfovpe «erevBepo vatpiovy.

3. [ og va ypnoporomjcete To Bimzelx

[Tédvtote v pNOYLOTOLEITE TO PAPLOKO AVTO AVOTNPA COLPOVA LLE TIG 00T YIEG TOL YOTPOV 1| TOL
(QopUaKOTO0L 560G Eav éxete appifolieg, potnote TOV Y10TPO 1] TOV QPOPHOKOTOWO GG,

IIéco Bimzelx yopnycitor ko y1a 1060 ypovikd draotnpo

Ywpioon kotd TAGKOC

H cvviotdpevn do6om, 1 omoia yopnyeitonl og Eveor kAT amd To SEPHO ag («uTodOPLO. EVECT») Elval

N ak6AovOn:

. 320 mg (yopnyobueva mg dV0 TPOYEUGUEVES GUPLYYES TOV TEPEXOLY 160 mg £KaoTN) TIg
efdoudoeg 0, 4, 8, 12, 16.

. Amo v efdopdda 16, Ba ypnoonoteite 320 mg (800 TPOYELGUEVEG CVPLYYES TOV TEPIEXOLV
160 mg ékaotn) kabe 8 efdonddeg. Edv to Bapog cog eivar mave and 120 kg, o yiatpds cog
UTOpEl Vo 0moQaGicel Vo cuVEXIoEL TIC eVETELS o0G KAOe 4 efdopddeg amd v edopdda 16.

Ywprooikn apbpitida
H cvviotdpevn do6om, 1 omoia yopnyeitor og Eveor kAT amd To SEPHO Gag («uTOdOPLO. EVECT») Elval
N aKkéiovOn:
. 160 mg (yopmyobueva g pia Tpoyepiopévn cvpryya mov mepiéyel 160 mg) kdbe 4 efdopnddec.
. Edv éxete yopuoowm apbpitida pe cuvurdpyovca LETplo Emg cofapn yopioon Katd TAGKAS,
TO GUVIGTAOUEVO O0GOAOYIKO GYNIA lval TO 1910 e aVTO Yo TNV YOPiloon KoTd TAGKAG. MeTd
v gfdopdda 16, o yratpdg cog pumopet va TpocapluoceEL Tig EVESELG oag oto 160 mg ke
4 gfoopddec, avaAoyo LE TO COUTTONOTO OTIS ApHPMOCELS Oag.

A&ovikn omovdvroopBpitido, copumepthauovouévne e un oktvoypopikd empBeforouivne a&ovikng
omovOLAOPOPITIONS KOl TN AYKVAOTOMNTIKNG 0TTOVOLAITIONG (aKTIVOYpa@iKa emifeformuévn a&ovikn
omovovAoapOpitida)

H cvwviotdpevn doom, 1 omoia yopnyeiton g Eveor kAT amd To SEPHO ag («uTOdOPLO. EVECT») Elval
N akorovOn:

. 160 mg (yopmyobueva g pia Tpoyepiocpévn ocvpryya mov nepiéyel 160 mg) kdbe 4 efdopddec.

Awmontikn Wpotadevitido
H cvviotdpevn doom, 1 omoia yopnyeiton og Eveor kAT amd To SEPHO oG («uTOdOPLO. EVECT») Elval
N akorovOn:
e 320 mg (yopnyodueva mg dVO TPOYEUGUEVES GUPLYYES TOV TEPEYoLY 160 mg ékaotn) Kabs 2
efdoudoeg Emg v gfdopdda 16.
o Amd v gfdopndda 16, Ba ypnoonoteite 320 mg (600 TPOYEUGUEVES GVPLYYEG TTOL
nepEyovv 160 mg ékaotn) ke 4 efdopdde.

Eoeig kot 0 y10tpdc 1 0 voookopog cog Ba amopacioets edv Oo TpEMEL Vo TPAYLLOTOTOIEITE LOVOL GOG
TV €vecn avtol TOL PApIAKoV. M1y kdvete TNV £veoT e ouTO TO PAPLOKO, EKTOG EAV £XETE
ekmondevtel and enayyelpatio vyeiog. ‘Evag ppovtiotg unopet, exiong, va oag xopryel Tig EVECELG
00 0POV EKTOUOEVTEL.

AwpBaote Tig «OdNYieg pNONS» 0TO TEAOG AVTOV TOL PVAAOVL OO YLDV YPTONG TPV KAVETE TNV EVEOT)
tov Bimzelx 160 mg gvéoipo didAvpa o€ TPOYEUIGUEVT CVPLYYO GTOV E0VTO GOG.
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Eav ypnowpomonoete peyarvtepn 66on Bimzelx amé v kavoviki
Evnuepdote Tov yoTpo G0c GV £XETE YPNOYOTOMGEL pLeyaAdTepn 066n Tov Bimzelx amd tnv
KOVOVIKN 1] €QV £YETE YOPNYNOEL T SOOT GOG LE Eveon vaopitepa amd 0,Tt Ba Enpene.

Eav Eeyaoete va ypnoipomonjoste To Bimzelx
Evnuepdote Tov yiotpo cog eav Egxdocate va kavete Tnv éveon pog d6org tov Bimzelx.

Eév ctapotiocere va ypnoponoreite To Bimzelx

Evnuepdote Tov yotpd 60G TPV OTOUATACETE Vo xproyLonoteite to Bimzelx. Eqv octopotioete
Oepomeio, T0 CLUTTOUOTA GOG UWTOPEL VO ETGTPEYOLV.

Edv éxete meplocdtepeg pMTNGELS GYETIKA LLE T XPTOT] AVTOV TOV POAPUAKOV, POTNOTE TOV Y10TPO,
TOV (POPUOKOTOLO 1] TOV VOGOKOWO GOG.

4. MBavég avemOopnTEg EVEPYELES

Onwg 6A0 o PappoKa, ETCL Kot AVTO TO PApULako UTopel va Tpokarécset avemBOpnTeg evépyeles, av
Kot 6gv Tapovslalovtal 6 GAOVG TOVG avEpMOTOLG.

YoPapéc avemOOunTES EVEPYELES
Evnuepdote tov yiotpd cog 1 {ntiote otpikn fondeia apéomg edv TopatnpriceTe OTOWONTOTE OO

TIG TOPOKAT® AVETBVUNTEG EVEPYELEC:

[TBovi) coBapn Aoipmén - ta onuddia propet va meptroppavouv:

. TVPETO, YPUTMON CUUTTMOUOTO, VOYTEPIVES EPLOPDCELG
. aicOnpo kémwong N dvorvola, Prxe o omoiog dev voywpel
. {eotd, epuBpO KL ETMOIVVO FEPUA, 1) EXDOIVVO SEPUATIKO EAVOTULO e PUOAAIDEG

O ywtpog cog Bo amopacicel edv UTopeite va cuveyicete va ypnolonoleite to Bimzelx.

Adreg avemOOUNTEG EVEPYELES
Evnuepaoote tov y10Tp0, TOV QOPLOKOTOL0 1] TOV VOGOKOLO GOG GV TOPATNPNCETE KATOW, AtO TIG
aKoAovOeg avemBounteg evépyetec:

oA ovyvég (Umopobv va ennpedoovy tepiocdtepa amd 1 ota 10 dropa)
. AOWUMDEELG TOL AVATEPOL OVATVELGTIKOD UE GUUTTMOUOTO OTTMG O TOVOAULLOG Kol 1 BOvAmUEVN
potm

2uyvég (umopolvy va emnpedoovy €mg kot 1 ota 10 droua)

. Gp0Oec 6TO GTOUA 1) TOV AQUO [LE CUUTTOUOTO OTWS AEVKEG 1| KiTpiveg knAideg, ephbnua oto
oTOUO 1] TOVOAQLLOG KOt TOVOG KOTA TNV KOTATOCT

. LUK TIOG1KT A0TmEN TOL SEPHOTOC, OTMS «TOOL TOL COANTN» OVAUESO GTO SAKTVAN TMV

oSV

AOUDEELG TV QVTIDY

emyeilog £pmng (AomEelg amhov £pmnTa)

Ypimn TOL GTOUGYOL (YOoTPEVTEPITION)

QAEYLOVAOOELG BUANKEG TPLY®OV TOL UToPEl va Lo1alovV [LE GTUPAKLN

TOVOKEPOAOG

eayovpa, Enpodepuio 1 eavOnpa wov podlet pe Exlepo LepKéG POPEG e TPNOUEVO KOl

KOKKIVIGUEVO d€ppal (deppatitidn)

i

gpuBpdTNTO, TOVOG 1 TPNELLO KOl LOADTEG GTO ONUELD TNG EVESNG

aicOnpa kémwong

LUKNTIOGKT AoTHmEN TG ado10KOATIKNG Teployng (KOATIKY Lok tiooT)



Oyt ouyvég (umopel va emnpedoovy Emg kot 1 ota 100 dropa)

. UEI®UEVO, ETITEDA AEVKDOV OOcPalpimv (ovdetepomevia)

. LUKNTI0GKEG AOUMDEELS TOV OEPUATOG KOL TV PAEVVOYOV®V (CUUTEPTAAUPOVOLEVIC TNG
010 UYIKNG KAVTIVTIOGTG)

. 0pBoAIKES eKKpioelg pe payovpa, epuBpotnta Kot TPREIRO (emmepukitidn)

. aipo oTo KOTPOVO, KOTAMOKES KPAUTES KoL TOVOGS, d1dppota. 1 oamdAEw Bapovg (onudadio

TPOPANUATOV GTO £VIEPO)
Ava@opa avemOopunTov evePYELOV

Edv mopatnpnoete kKamowo avemBOunTn eVEPYELD, EVILEPMDGTE TOV YIOTPO, TOV PAPUOKOTOLO 1) TOV
VOGOKOUO 60G. AVTO 1oYVeL Kot Y10, KOO mhovr) avemBountn evépyela Tov OV OVaPEPETOL GTO TOPOV
@OALO 0ONYIDV Yprions. Mmopeite eniong va avapépete avemBounteg evépyeteg amevbeiog, LS Tov
€0vikoh GLGTAATOG AVOPOPAC:
EfBvucog Opyaviopoc @apudxwov
Meooyeimv 284
GR-15562 Xolapyoc, ABrva
TnA: +30 21 32040337
Iotdtomoc: http://www.eof.gr.

http://www kitrinikarta.gr
Mécm g avapopdg avemBOunNToV evepyelmv pUmopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOGC POPULAKOV.

5. og va pvracoete To Bimzelx

To @dpuaxo avtd TPEMEL va PLAAGGETOL GE UEPT) TTOL OgV TO PAETOVV KoL OV TO POAVOLV T TOOAL.
Noa pun ypnoyionoteite ovtd T0 PAPHOKO LETE TNV Nuepounvia ANENG oL avapépeTat otV
emonpaven Kot 0to kouti petd t AHEH/EXP. H nuepopunvia Anéng eivon 1 tehevtaio nuépa tov
U1VO, TOL OVOQEPETOL EKEL.

dvidooete og yuyeio otoug 2°C — 8°C. Mnv KatayOyETE.

PuAAGGETE TIC TPOYEMGHEVES GUPLYYES GTO OPYIKO KOVTL Y10l VAL TPOGTATEVOVTAL OO TO PWC.

To Bimzelx pmopel va Topapeivel ektoc yoyeiov yio €og 25 nuépeg. Avtd npémetl va yivetal péca 6To
e&mtepcd kovti, Oy oe Beprokpacio dve Tmv 25°C Kot pokpld amd 10 AULEGO POG.

M XpNCLOTOUCETE TIG TPOYEUIGHEVEG GUPLYYEG LETE 0O LTS TO XPOoVIKO dtdoTno. Ydpyet Evag
YDPOG GTO KOVTL Y10 VO YPAYETE TNV MUEPOUN ViR KaTd TNV ool aparpédnie and 1o yuyeio.

Mnyv metdte APLOKO GTO VEPD TNG OMOYETELONG 1 OTA OIKLOK( amoppitpota. Potrote Tov
(POPUAKOTOO UG YO TO TTMG VO TETAEETE TOL PAPLOKA TTOL OEV YPTOLUOTOLEITE Tl AVTA TOL LETPOL Ot
Bonbncovv oty tpoctacio Tov TEPPAALOVTOC.

6. epreydpeva TG GVOKEVAGING KOL AOUTEG TAN|POPOPIES

T wepréyer 1o Bimzelx

. H dpaoctikni ovoia givar | pmpexiloopdunn. Kabe mpoyspiopévn cdpryya nepiéyet 160 mg
pmpekiCovpdpnng oto 1 mL dwwdvparoc.
. Ta dAla cvotatikd givat yAvkivn, vétplo 0&ikd Tptudpikd, mayopopeo oo o0&y, ToAvcopPikd

80 ko Vowp yia evéoa (PA. Tapdypao 2 «To Bimzelx mepiéyer molvcopPicd 80» kot «To
Bimzelx mepiéyetl vatpio).

Epgdavion Tov Bimzelx ko mepieyépeva g ovokevaciog
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To Bimzelx givar éva S10vyég mpog eElappdc omaiilov vypd. To ypdpo Tov evoEyeTal VO TOIKIAAEL 0T
GYpOUO EMG aVOLYTO KaoTovOoKiTpIvo. Alatifetol g piog ypMong amopputtén TPOYEUICUEVT CVPLYYA
ue kaAvppo, BeEAdvag.

To Bimzelx 160 mg gvécipo didAvpa oe Tpoyepiopévn cvptyyo dtotifetor o€ Lovadioieg GUOKEVAGIES
7oV TEPEYOLV 1 1| 2 TPOYEUGUEVEG GUPLYYEG KO GE TOAVGVOKEVAGIES TOV OMOTEAOVVTOL OO 3 KOUTId
pe kaBéva va mepiéyetl 1 mpoyepicpévn chplyyo 1 6€ TOAVGVOKELAGIEG TOL ATOTEAOVVTOL OO 2 KOLTIA
ne kaBéva va TePIEYEL 2 TPOYEUIGUEVEG GUPLYYEC.

Mmropei va, pinv KuKAOQOpOLY OAEG Ol CLOKEVAGIEC.

Karoyog Adsrog Kvkiopopiog

UCB Pharma S.A.
Allée de la Recherche 60
B-1070 Bruxelles, Bé\yio

Hapackevaoctic
UCB Pharma S.A.
Chemin du Foriest

B-1420 Braine-1’Alleud, Béiywo

IMo omoladMmote TANPOPOPio. GYETIKA LLE TO TOPOV POPUOKEVLTIKO TPOIOV, TAPUKAAEICTE VO
angvBuvleite otov Tomikd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien
UCB Pharma S.A./NV
Tél/Tel: +32/(0)2 559 92 00

Bbuarapus
10 CU BU bovarapus EOO/]
Ten.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.
Tel: +420 221 773 411

Danmark
UCB Nordic A/S
TIf.: +45/32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: +49 /(0) 2173 48 4848

Eesti
Medis Pharma Lithuania UAB
Tel: +370 68 735 006

EA)LGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

Lietuva
Medis Pharma Lithuania UAB
Tel: +370 68 735 006

Luxembourg/Luxemburg
UCB Pharma S.A./NV
Tél/Tel: +32/(0)2 559 92 00 (Belgique/Belgien)

Magyarorszag
UCB Magyarorszag Kft.
Tel.: +36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: +356/21 37 64 36

Nederland
UCB Pharma B.V.
Tel: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: +47 /67 16 5880

Osterreich
UCB Pharma GmbH
Tel: +43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel.: +48 22 696 99 20



France
UCB Pharma
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: +353/(0)1-46 37 395

Island
UCB Nordic A/S
Simi: +45/32 4624 00

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Latvija
Medis Pharma Lithuania UAB
Tel: +370 68 735 006

To mapév evALo 0dNYIOV ypfioNs avade®pOnke Yo TelevTaio gopa Tov Anpiiio 2026.

Adreg TNYEC TANPOPOPLOV

Agmtopepeic TANpopopieg Yo 1o ApOKO aVTd givar SlBEGIEG 6TO dIKTLOKO TOTO ToV Evpomaikod

Portugal

UCB Pharma (Produtos Farmacéuticos), Lda

Tel: +351 21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: +40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Pub/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: +46 /(0) 40 294 900

Opyoviopod @apudkmv: https://www.ema.europa.eu



https://www.ema.europa.eu/

Odnyieg ypnong

Awfdote 0re TIC TOPUKATO 001Yieg TPy Ypnoipomom)ceTe To Bimzelx 160 mg evéoipo dvaivpa
o€ TPOYEMIGPEVT] GVPLYY .

[poyeopuévn ovpryyo Bimzelx 160 mg pe pia potid (Bi. Exkova A):

g /

Kéoppa Kvpro copa PapSoc
Belovag oLpLYYOG £uBOAOV
i .

INRovTIKEG TANPOPOPIES:

O emayye\potiog vyeiog Tov cog mapakorovdel Ba mpénet va cag dei&el TAG VoL TPOETOUACETE
KO VoL KAVETE TNV €veoT] Tov Bimzelx ypnoylomoidvtog Ty mpoyepicpévn ocvptyyo tov 160 mg.
Mnyv KAveTe TNV £VEGT OTOV £0VTO GOG 1] O€ KATOOV GALO PEYPL VO 0aG OEIEOVV TG VAL KAVETE
TNV éveon Tov Bimzelx pe tov cwotd Tpdmo.

Eoeig xovn o ppovtiotig cag Ba mpénet va daPalete avtég tic Odnyieg Xpnong tpv and ke
xp1on Tov Bimzelx.

Emwowmviote pe tov enayyeipatio vyeiog Tov cog mapakorovbel, edv 5€ig 1 0 PPOVIIGTIG
o0 EYETE EPOTNOEIS OYETIKA LE TO TTMG VAL KAVETE TNV éveon Tov Bimzelx pe tov cwotd tpomo.
Avaloya pe T ovvtayoypaenuévy 00o1 oag, 0o yperaotel va ypnopononjoete 1 1 2
npoyepcpévi(ec) oopryya(es) Bimzelx 160 mg. ['a puo d6om tv 160 mg yperaleton pio
TPOYELGUEVT] GUPTYYQ Kot Y1, pia d0or Tev 320 mg yperalovtan 2 Tpoyepicpéveg oOptyyes (M
pio pHetd v GAAN).

Kd&0e mpoyepuouévn oipryya mpoopiletar povo ya epdmoas xpnomn (povn do6on).

H mpoyepiopévn cvpryya tov 160 mg S100étet Evav punyoviopnd acedaietag Pelovag. Avtog o
unyoviopog Ba kadlvyet ) Peldva autopoTa PETd TV 0AOKApmon TG £veons. O Pnyavicpog
ac@aielag Pelovag cupPaAlel MGTE Vo UV TPOVHOTIOTEL LE TN PeEAdVO OTO10GONTOTE
yepileTor TV TPOYEUGUEVT] GUPLYYO LETA TNV EVECT).

Mn ypNOYOTOU|CETE AVTO TO PAPIROKO KL EMOTPEYTE TO GTO PUPLUKELO EAV:

N nuepopnvia AMéng (AHEH/EXP) éxet mapérOet.

éxel mopafloctel  cepaylon Tov Koutiov.

1 TPOYEUIGEVT] cVpLYYa EYEL TEGEL 1 €L VTOOTEL CNpud.

T0 VYPO €XEL TAYDGEL KATOW YPOVIKY| oTyun (akdpa Kot av Exet amoyvydetl).

INa peyordtepn dveon katd v éveon: Bydite tv/tic mpoyepiopévn(eg) ovpryya(es) towv 160 mg
omd TO YUYELD Kot 0pNOTE T1)/TIG O€ oL ENImeEdT empdveln o Oeppokpacio dopatiov yia 30 fmg
45 demta mpv amd TV Eveon.

Mn Oepuaivere pe omoovonmote GAAOV TPOTO, OTMG GE POVPVO LUKPOKVUATOV 1| 08 KOVTO vEPD.
Mnv avakiveite TNV/Tig TpoyeUIcuEVN(ec) cOptyyo(eg).



. Mn Bydlete To KOAVUPO TNG/TOV TPOYEUIGHEVIC(@V) cvptyyag(dv) péxpt va elote £Tolotl va
Kévete TNV Eveon.

AxolovOeite To TOPOKATO Pripnata KGO Popd mwov yprocponoicite To Bimzelx.

Bipoa 1: IIpogtowpnacio yio va KAVETE TNV/TIC £veon(£16) oag

Avaloya pe T ovvtayoypa@nuév) 6001 60g, TomodeTioTE TO 0K6AOVO avTikeipeva og kKaBapn,
EMIMED, KAAG QOTILONEVY EMPAVELD EPYUGTIOG, OTMG Eva TPATECL:

. 1 1 2 mpoyepiopévn(eg) ovupryya(eg) Bimzelx 160 mg

Oa ypelooteite emiong (dev TEPIAAUPAVOVTOL GTO KOVTL):

. 1 1 2 povinAdki(a) epmoticpévo(a) Pe OAKOOAN

. 1 M 2 kaBapn(éc) umdro(eg) amod Poppaxt

. 1 doyelo amdppyng ayyunp®v ovtikewévav. Agite nv evotnta «lletdéte T ypnopomompévn
Tpoyeopévn cvpryya Bimzelx» oto téAog avtdv tov Odnyiodv Xpnong.

Biua 2: EméETe To onueio TS £VEGNS KO TPOETOLUAGTE TNV £VEGT

2a: EmiéEte To onpeio g éveong
. Ta onpeia wov pmopeite va emAEEeTe Y10, TNV EVEST GOG EtvaL:
O 710 oTopdyl (KooK ydpa) 1 o unpog oag (Pr. Ewéva B).
o 10 oo pépog tov Ppayiovd cag (Pr. Emova I'). To Bimzelx umopei va eyyvbel oto
micw pépog tov Ppayiova cog Hovo amd exayyeipatio vyeiag 11 @POVIIOTY.

Kotakn [Ticw pépog
xdpaL 1 Tov Bpayiova
HMpog

. Mnyv Kkdvete £veon og mePoyEG 6OV To dépua glvar gvaictnto, poAomcuEvo, Epuipo,
POAMOMTO, GKANPO N 0€ TEPLOYEG LE OVAEG 1) pOryAdEg.

. Mnyv Kkdvete €veon evtog andoTaons S cm amd Tov apoAd (OREArs).

. Edv ypelootel va yivel devtepn éveon yuo T cvvtayoypapnuévn do6on cog (320 mg), Bo tpémet
VoL YPTCLOTOLEITE S10pOPETIKO GNUELD Yo TN devTEPT €veo oag. M ypnoiponoleite to 1o
onueio yo va kévete Tnv éveon 600 Popég ot GEPA.

2p: ITAdvete Ta (EPLO. 600G KAAG NE CATOVVL KUL VEPO KU1 GTEYVAOGTE IE KOOUPT) TETGETA
2vy: IIpogTopndoTe TO 0épno 6og

. KabBapiote 10 onpeio tng £veong pe LovinAdkt ELTOTICUEVO [LE OAKOOAT. APNOTE TNV TEPLOYN
VO OTEYVOGCEL EVIEANDG. MV ayyi&ete Eava TNV KoBopIopévn TePLoy TPV KAVETE TNV EVEDT).
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26: EAéyEte v poyepmopévn copryyo (BA. Exkova A)

. Befawmbeite 611 6NV €monpavon avaypdeetat 1 ovopacio Bimzelx kot n nuepounvio AnéEng.

. EAéyEte To apuaxo péow Tov Tapabdpov tpoPornc. To pdpuako Ba Tpémet va etvar dtavyég
£mg eEMappag omaAilov Kot eEAevBepo copatidiov. To ypdpo Tov eviéyetol va TotKiAlel ond
GYpOHO EMG OVOIKTO KAOTAVOKITPIVO. MTopei va dgite puoaAideg aépa 6To VYpd. AvTo gival
(PVGIOAOYIKO.

. Mn ypnotponoteite tnv Tpoyepiouévn cupryyo Bimzelx edv 1o dppoko etvor Bolo,
OTOYPOHUOTIGUEVO 1| TEPLEXEL COUOTION.

o x

@ Hpepopnvia Andng

=

. J

2

Bina 3: 'Eveon tov Bimzelx

3a: ApapéoTte To KGAvppo Perovag amwd Ty Tpoysmouiv copryya

. Kpatnote v mpoyepuopévn cupryya yopo omd ) Aafn pe 1o éva xépt. Tpapnére gvbeia To
KOADLLLOL Y100 VO, TO OQOIPEGETE Amd TNV TPOYEUIOUEVT cVpLyyo pe To dALo xépt (BA. Ewéva E).
Eivar pucioloykd va deite pio otaydovo vypod 6to dipo e BeAdvag.

o Mny ayyi&ete T Peldva obte vo aproete T Pelova va ayyiEel omoladnmote
empaveL.

o Mnyv kpatdte T papoo tov guforov o6tav apaipeite To kKoAvupoa. Edv apopéoete
Katd AdBog ™ pafdo Tov euPforov, TETAETE TNV TPOYEUGUEVT GVPTYYO GTO dOYEID
OmOPPYNG ALYUTPDV OVTIKEWEVOV KO TAPTE L0, KOVOOPYLa.

o  Mny enavotonobeteite To kdAvppo TG PeAdvag. e avtifetn mepintwon, propet vo
wpokoAécete (nuid oty Peddva 1 va tpunbeite Katd Adbog.
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3p: Towpmyote amord Kol KPOTNGTE PE TO £va YEPL HLK TTUYN TOV OEPRATOS TV OTOLN

kaOapicate yro v éveon. Me 1o Ghlo yépt, sroayayete T ferdva oTo dEpNa 60G 6E YOVia

nepinov 45 popav

. QOnote 1N Perdva TPog Ta HESH PEXPL TEPLLA. TN CLUVEXELN, OPNOTE OTAAG ELEVOEPO TO S
cag. Befoiwbeite 611 1 Perdva Bpiokertar otn 0éon g (BA. Ewkova XT).

J

3y: Iiéote 6T00epa TV KEQAA TOV ERPOLOV TPOG TA KATM PEYPL TEPNA KoL péYPL va. eveDEL 6A0
70 @appoxo (Pr. Ewéva Z)

. O)o to pappako €xet evebel dtav dev pumopeite va ®ONceTe GALO TNV KePAAN TOV guforov (B
Ewova H).

o \

o

30: AVOoNKAGTE TOV AVTiYEPd 60c amd TNV KePai] Tov gpférov (Pr. Ewkéva ©). H Perova Oa
emavérlder autépata kol 0o ac@aricer oty 00 TG

. [Méote o oteyvi pndia and PapPdxt Tave 6to onpeio éveong yio Lepkd devteporenta. My
tpiPete o onpueio £veong. Mmopel va dgite eAa@pd aipoppayio 1 o oToyova vypov. Avtd
gtvat puo10A0YIKO. Mmopeite vo KOADWETE TO OTMUEID £VEOTG LE £VOL KPS OVTOKOAANTO
emiBepna, edv amonteitol.
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Biupa 4: Hetaéte tn ypnowonompévn npoysmopévn cvpryya Bimzelx

TomoBetnoTE TN YPTCYLOTOUUEVT] TPOYELGUEVT] GUPLYYO GE EVOL SOYEID OTOPPIYNG YU POV
OVTIKEWEVOV apécmg petd ) xpnon (PA. Ewova I).

Eav yperdletor va kavete 0£0Tepn £vEGT, OTMS GLVTAYOYPAPEITOL ATTO TOV YIATPO GO,
APNOGLLOTOU|OTE L0 KavoUpyLa Tpoyspopévy) oopryya Bimzelx 160 mg ko emavarapete Ta
Pipata 2 {og 4.

BePawmbeite 011 €xete emié€er Eva véo onpeio éveong yio i devTEPT £veon.
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DVLAo 0dnYIOV ypriong: [IAnpogopics yia Tov ypio

Bimzelx 160 mg evéoipo d1GAVpa 6E TPOYERIGUEVT] GUOKEDT] TOTTOV TEVAG
umpekiovpapmn

Al doTe TPOGEKTIKA 0AOKANPO TO PUALO 00N YLAV YP1)CIG TPV UPYICETE VA YPNCLUOTOLEITE AVTO

T0 PAPNAKO, OLOTL TEPLAUPPAVEL CNUAVTIKES TANPOPOPIES Y10, GO,

- DdvrdEre avtd TO PUALO 0dNYIBY Yprons. Towg ypelootel va to dufdcete Eavd.

- Edv éxete mepartépm amopieg, potiote TOV Y10Tp0O, TOV PAPLAKOTOLO 1| TOV VOGOKOUO GOLC.

- H cvvtayn v autd 1o appoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
(AapuraKo o€ GALOVC. MTopel va Tovg TPOKAAEGEL BAAPN, AKOUO KoL OTOV TO GUUTTOUATO TG
acBéveldg Toug givon 1010 pe Tor S1Kd oag.

- Edv mopatnproete kKamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TOV YIOTPO, TOV POPUAKOTOL0 1
TOV VOGOKOUO 60G. AVTO 1oY0eL Kot Yo, KO mhovi) avemBountn evépyelo Tov OV avapEPETOL
07O TTOPOV PUALO 0dNYIOV Ypiong. BAéme mapdypapo 4.

T wgpréyer To mapov evALo 00N IOV

1. Tretvon To Bimzelx xon mota givar 1) xpron tov

2.  Timpémer va yvopilete Tpv ypnoyonomoete 1o Bimzelx
3. Iwg va ypnoyonomoete 10 Bimzelx

4. ITIBavéc avemBounreg evépyeleg

5. Twog va purhdcocete to Bimzelx

6. Ilepeydpeva g cLGKEVOGING KoL AOUTES TANPOPOpPiEg
Odnyieg xprong

1. Th givar To Bimzelx kot wowa givan i yp1on tov

T givon To Bimzelx
To Bimzelx mepiéyet ) dpactiki ovcia umpekiiovpdpmr.

o givar i yp1jon Tov Bimzelx

To Bimzelx ypnowyonoteitan yo tn Oepaneio tov akdA0V0®V PAEYLOVOIGV VOG®V:

° Ywpioorn katd TAdkog

° Yoprocikn apbpitida

° A&ovikn omovdvioaplpitida, CUUTEPTAOUPAVOUEVIC TNG UM OKTIVOYPAPIKA ETPEPUIOUEVTG
aEOVIKNG GTOVOLAOOPOPITIONG KO TG AYKLAOTOWTIKNG GTOVOLAITIONG (AKTIVOYPOPIKA
emPePfaropévn aovikn omovdvioapbpitida)

° AlomonTikn Wpotadevitida

Yopioon katd Thdkag

To Bimzelx ypnowionoteitan o€ eviikes yuo ) Oepomeia pog deppatikig nadnong mov ovopdleton
yoploon katd Tidkag. To Bimzelx peidvel To COUTTOROTO, COUTEPIAAUPOVOLEVOD TOV TOVOV, TG
(QoyoOpOg KO TNG ATOAETIONG TOV OEPLOTOC.

Ywprooikn apbpitida

To Bimzelx ypnowonoteiton yio tn Oepaneio evniikov pe yoprooikn apbpitda. H yoplacikn
apBpitda glvar pio vosog mov Tpokaiel AEYLOV OTIG apBPDOELS, GUVOSELOUEVT CLYVE ATTO
yoplaon katd Tidkas. Edv €xete evepyd wopilaoikn apbpitida, prnopet va cog yopnynbovv apmta
aAro appaka. Edv autd to edppaxo dev Opovv ETOPK®OG 1) OTNV TEPITTOOT U1 OVEKTIKOTNTAG, Oa
oag yopnyndei to Bimzelx eite wg povobepancio gite 6€ GUVOLAGUO PE AAAO PAPLAKO TOV AEYETOL
pebotpe&arn.

To Bimzelx peidvel tn eAeypovn kot pnopel, Guvenmg, va Pondicel ot peimon Tov Tdvov, TG
dvokopyiog, Tov TpNEiHaTog oTig apfpMCELS Kot YOP® Ad OVTEG, TOV YOPLIGTKOD SEPLLATIKOD
eCavOnpaToc, e yoplacikng PAAPNG ota viyla kot oty emPpadvven tng PAAPNG oTovg y6vOpoug
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KO OTO 0GTA TOV 0pOPDOCEDY TOL GUUUETEXOVY OTT VOGO. AVTEG 01 EMOPACELS LTOPOVV VO GOG
Bonbncovv otov Eleyyo TV OMUEIDY Kol GUUTTOUATOV TG VOGOV, 0T S1EVKOAVVGT| TV cuvi BV
KaOMUEPIVAOV dPUCTNPLOTATAOVY, OTT| LEIMOT] TG KOTMONG Kot 611 Bedtioon tng mototntog (mng.

A&ovikn onovdvioapBpitida, cuumeprropfavouévng g un okTvoypaeikd exieBoiopuévng afovikng
oTovOLA00PBPITIONG KOt TNG 0YKVAOTOMTIKNG 6TOVOLATIOOG (OKTIVOYPaNIKA emiPefatmuévn aovikn
onovovloapBpitida)

To Bimzelx ypnoyonoteiton yio tn Oepaneio evniikov pe pAeyLovmdn vOGo Tov TPosPAAiel Kupimg
1 GTOVOLAIKY] GTHAT] KO TPOKOAEL PAEYUOVT] T®V GTOVOLAK®OV apBpdoemv, 1) onoio ovopdaletal
a&ovikr omovovioapOpitida. Edv n wédOnon dev eivar opatn pe tn xpnon oktivav X, ovagpEpeTol g
«uUn okTvoypapikd exiPeParopévn agovikn orovovioapOpitiday. Edv eppaviletal og acbeveig pe
opaTa ornueia oTig aKTiveg X, aVOPEPETOL MG KOYKVAOTOWTIKT GIOVOLMTIOO 1] «OKTIVOYPOPIKY
emPePfaropévn agovikn omovovioapbpitidooy.

Y mepinton mov £yete a&ovikn onmovovioapbpitida Ba cag yopnynbovv npmta diia eapuaxa. Edv
dev avtamokpifeite apkeTd KOAL o€ oVTA To PApuaka, Bo cag yopnynbei to Bimzelx yio va peiwbovv
TO, OTUEID KoL TO. GOUTTMOWOTA TG VOoOoV, Vo petmbel 1 pAgypovn Kot va BeAtimbel 1 copatikny cog
Aerrovpyia. To Bimzelx pnopet va fondnicet otn peiwon tov movov ot payn, Tng SuoKapyiog Kot Tng
KOTWOOMNG, YEYOVOS TOV UTOPEL VoL S1EVKOAVVEL TI LV BELS KalBnpepIvég Gag pacTNPLOTNTES Kot VoL
Beltiwoet v mowotnTa {ong cog.

AwmunTikn Wpwtadevitida

To Bimzelx ypnowyonoteiton o€ evilikeg yio T Bepomeio pog mdonong mov ovopdaletal S1omunTikn
Wpwtadevitida (opiopéves popéc ovoudletol avaotpopn akun 1 vocog Verneuil). H domontikn
WpTadeviTIdn lvar pio xpovio GAEYUOVAOONG OEPUATIKT VOGOG 1) 0mtoio TpokaAel eEmmdovveg PAGPeg
omws evaicOnta olidw (eoykdpota) kot amootripata (do0mveg), kabhg kot fAaPec Tov pmopel va
ekkpivovv Toov. Emnpedlel cuyvotepa GUYKEKPIUEVEG TEPLOYES TOL SEPUOTOC, OTMG Elvar 1) TEPLOYN
KAT® 0o TOVG HOOTOVS, Ol LOOYAAES, TO EGOTEPIKO TOV NPV, 1 Bovfavikny ydpa Kot ot YAOLTOL.
211¢ TpooPePAnEVEG TEPLOYES UITOPEL EMIONC VO ELPAVICTOVY OVAEC. Apykd Ba cog yopryndodv dAla
eappakoa. Edv dev éxete apketd kaAn aviandkpion e avtd ta eappoka, o cog xopnyndel to
Bimzelx.

To Bimzelx peidvel ta pAeypovadn olidwn (eSoykmdpata), Ta amootipata (dobuvec) Kot Tig PAAPeg
OV UTOPEL VoL EKKPIVOLY VOV, KOOMG KoL TOV TOVO OV TPOKAAEITAL 0t TN STV TIKN
WpOTAdEVITION.

®g dpa to Bimzelx

H pmpexilovpdpnn, n dpaoctikn ovcia oto Bimzelx, avikel o€ pio opddo gapudxov mov
ovopdgovror avactoieic g wrepigvkivng (IL). H pmpexioopaunn dpa peidvovrag tn opacn d0o
npwteivov mov ovopdlovror IL-17A kot IL-17F ko gpmiéxovior oty TpOKANGT GAEYLOVIG.
Y7apyovv vynAOTEPQ EMMEDD AVTMOV TOV TPAOTEIVOV O PAEYLOVAIELG VOGOLS, OTMG 1 Wwpilao, N
yoplaocikn apbpitide, n agovikn orovdvioapdpitida Kot 1) SLOmTVNTIKN WOPOTAEVITIOA.

2. T npéner va yvopilete mpiv ypnoponomjcere To Bimzelx

Mn ypnoipomonijoete To Bimzelx

. o€ mepinTeon aAlepyiog otV PTUEKILOVUAUTN 1] GE OTOL0ONTOTE GAAO OO TOL GUGTATIKA
OVTOV TOV PAPHAKOL (AVOPEPOVTOL TNV TAPEYPAPO 6).
. og mepintwon Aoipméng, cvumeprropfavouévng tng evpotioong (TB), n omoia kpivetal and

TOV Y1TPO GOG (O GTLLOVTIKY.
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[ poscdomonosic Ko TPOPVAGEELS
AmevBuvieite otov Y10Tpd, TOV POPUOKOTOLO 1] TOV VOGOKOWO GOG TPV XPTCLOTO|oeTe T0 Bimzelx,
eqv:

. éxete holpwén M Aolpwén mov e&akolovbel va eraveppavifetat.

. éxete voPAnOel mpdopata N okomeveTe va vIToPAndeite oe epPforlocud. Aev Ba Tpémel va cog
80000V opiopévor THmot epPforiov (epPoria amd (OVTEG KPOOPYAVIGLOVS) EVA YPTCLOTOIEITE
10 Bimzelx.

. elyote Tot€ pupatioon (TB).

. EYOTE TOTE PAEYLOVADOT VOGO TOL EVTEPOL (VOG0 Tov Crohn 1 EAK®MOTN KOAITION).

Dlreypnovaong vocog tov evrépov (véoog Tov Crohn 1 EAK®ONG KOAITION)

Yropatnote va ypnoonoteite To Bimzelx kot evnuepdote Tov yiotpd cog 1 {Ntnote apécms TPk
BonBeto eGv TOPATNPCETE QIO OTO KOTPAVOA, KOWMAKEG KPAUTES, TOVO, d1ppota 1 oTdAEW Bapovc.
Avtd pmopel va oamotelobv onpeior VEOS 1| ETIOEWVOVUEVIG PAEYLOVAOOOVG VOGOV TOV EVTEPOL (VOGOV
tov Crohn 1] EAk®S0v¢ KOATIONC).

[pocéEte Yo TUYOV LOIPAOEELS KO AALEPYIKES AVTIOpAGES

To Bimzelx pmopel ondvio va mpokarécel coPapég Aoméels. Evnpepdote Tov yiotpd cog
avalnmote apéomg wrpikn Pondela edv TapaTnpiceTe 0TOONTOTE oNHAdLO GoPapng Aoipnméng.
Térowa onuédio avapépovtal VIO Tov TITAO «ZoPapég avemBOUNTES EVEPYEIES) OTNV TAPAYPOPO 4.

To Bimzelx pmopet duvntikd vo mpokaAécel coPapég adiepykés avidpdoels. AnevbuvOeite otov
ywTpd cog N avalntiote apécmg wotpikn Pfordeta edv mopatnpnoete omoladnmote onuddla GoPoapng
aAdepywng avtidpaonc. Ta onuddia avtd pmopel vo teptrappavouv:

. dLOKOAID OTNV AVOTTVOT 1] TNV KOTATOoN

. YOUNAT apTNPLOKY] TEST), TOL UTOpEl va oag Tpokarésel LOAN 1 tdon MmoBupiog
° TPNEYO 6TO TPOGMTO, TA YEIAT, TN YA®GSA 1] TOV AU

° cofapn eayovpo Tov dEPHOTOC, Le epupd e&avOnua N exnpuéva eEoykopata.

Howowd xon £épnpor
Mn yopnyeite avtd TO PAPUOKO G TOOLA Kol veapd dtopa nAkiog kdto Tov 18 etmv. Avtd givar
ywoti dev €xel akOpa PEAETNOEL ETOPKMG GE AVTNV TNV NAKLOKT OUAda.

Allo @appoxoe kot Bimzelx
Evnuepaote Tov y10Tpd M TOV GOPULOKOTOW0 GOG EAV YPOYLOTOLEITE, EYETE TPOCPATA YPTGULOTOUCEL
N UTOpPEL VO, YPTCYLOTOMGETE GALD PAPLLOKAL.

Kinon, Onhoopoc ko yovipétnra

Edv giote éyxvog, vopilete 0Tt pmopel va glote £ykvog 1 oxedlalete vo amokToeTe moudi, {ntnote
GLUPOVAN TOL Y1OTPOD GOG TPV XPTCUOTOMGETE 0LTO TO PApHoKo. Eivor mpotindtepo va
aToPEVYETOL 1] ¥p1oN Tov Bimzelx katd tn didpkela TnG €yKVILOGUVNG. AVTO IGYVEL V0T OV Elvar
YV®GTOG 0 TPOTOG e TOV 0Toio avTd T0 PappoKo Ba emnpedoet To Ppépog.

Edv elote yuvaika mov propel va peivet £ykvoc, Ba mpémet va, xpnoLonoteite avTicOAAN YT KOTA TN
SlpKELD TNG YPNONG AVTOV TOL PAPLLAKOL Kat Yo TOVAdoTov 17 edonddeg petd amd v tehevtain
d00o1 cog Tov Bimzelx.

Edv OnAdlete 1 oyeddlete va Onlacete, WANGTE LE TOV YIOTPO GOG TPV YPTCULOTOMGETE VTO TO
eappaxo. Ecogig kot o yiotpog cag Oa mpénet va anopacioete edv umopeite vo Onidoete N va
¥pnoyLomooete 10 Bimzelx.

001 yN o1 KO YEPIOROS PNYAVI|LATOV

To Bimzelx eivar aniBavo va ennpedoel v wavdtntd cog vo odnyeite kot va xepileote
L0V LLOLTOL.
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To Bimzelx mepiéyer morlvcopPuko 80

Av16 10 Qdpuaxo mepigyet 0,4 mg moAvcopPucov 80 og kabe 1 ml dSrohvporog. To ToAvcopPikd
UTopEl va TPOKOAEGOVY aALEPYIKEG avTOpdoels. Evnuepmote Tov 1tpd oag Qv EYETE YVOOTEG
oAdepyiec.

To Bimzelx mepiéyel vatpio
To @dpuaxo awtd mepiéyetl Arydtepo amd 1 mmol varpiov (23 mg) avd doon, eivor avtd Tov
ovopdfovpe «erevBepo vatpiovy.

3. [ og va ypnoporomjcete To Bimzelx

[Tédvtote v pNOYLOTOLEITE TO PAPLOKO AVTO AVOTNPA COLPOVA LLE TIG 00T YIEG TOL YOTPOV 1| TOL
(QopUaKOTO0L 560G Eav éxete appifolieg, potnote TOV Y10TPO 1] TOV QPOPHOKOTOWO GG,

IIéco Bimzelx yopnycitor ko y1a 1060 ypovikd draotnpo
Ywpioon kotd TAGKOC

H cvviotdpevn do6om, 1 omoia yopnyeitonl og Eveor kAT amd To SEPHO ag («uTodOPLO. EVECT») Elval
N ak6AovOn:

. 320 mg (xopMyobpeVa MG OVO TPOYEUGUEVES GUOKELEC TOTTOL TTEVOS TOV TTEPIEYoLY 160 mg
ékaotn) Tic efdopdoeg 0, 4, 8, 12, 16.
. Amo v efdopdda 16, Oa ypnoonoteite 320 mg (800 TPOYEHGUEVEG CUGKEVEG TOTTOV TEVAG,

nov mepEyovv 160 mg ékaotn) kabe 8 efdouddes. Edv to Bapog cog ivan mévo and 120 kg, o
YTPOG GO UTOPEL VO ATOPAGIGEL VoL GUVEYICEL TIG EVESELS Gag kKGOe 4 gfdopnddec amd Tnv
efdoudoa 16.

Ywprooikn apbpitida
H cvwviotdpevn do6om, 1 omoia yopnyeiton og Eveor kAT amd To SEPHO ag («uTodOPLo. EVECT») vl
1N akorovOn:
o 160 mg (yopnyobueva g pia TPOYEUICUEVT GLGKELT] TOTTOV TEVAG oV TePiEeL 160 mg) ke
4 gfoopadec,
o Edv &yete yoplaokn apbpitida pe cLVOTAPYOVCO LETPLL £MG GOPapT| Ympiaor Katd TAGKIC,
TO GUVIGTAOUEVO S0GOAOYIKO GYNILA lval TO 1910 e aVTO Yo TNV YOPIlooT Kot TAGKAG. MeTd
v gfdopdda 16, o yratpdg cog pmopet va TpocapuoceL Tig EVESELG oag oto 160 mg ke
4 gfoopadec, avaroyo LE TO COUTTONOTO OTIS ApHPMOCEL OaG.
A&ovikn orovdvioaplpitida, cuumeprropfavouévng g un okTvoypaeikd exieBoiopévng afovikng
omovovloapBpitidac Kot TG ayKLAOTOWTIKTG GTOVOLAMTISaG (aKTIVOYpapikd emPBeBoiwpévn aovikn
onovovloapBpitida)
H cvwviotdpevn do6om, 1 omoia yopnyeiton og Eveor kAT amd To SEPHO ag («uTodOPLo. EVECT») vl
N akéAovOn:
. 160 mg (yopmyobueva mg pia TPOYEUICUEVT] GLOKEDT] TOTTOV TEVAG TEVAG OV TtepLExeL 160 mg)
k60e 4 gfoopadec.

Awmontikn Wpotadevitido
H cvviotdpevn do6om, 1 omoia yopnyeitor og Eveor kAT amd To SEPHO ag («uTodOPLo. EVECT») Etval
1N akorovOn:

. 320 mg (xopmyobpeva ®G OVO TPOYEUGUEVEG GUOKELEC TOTTOL TTEVOS TOV TEPIEYoLY 160 mg
ékaotn) ke 2 gfdopddeg £wg v efdoudda 16.
. Amo v efdopdda 16, Ba ypnoonoteite 320 mg (800 TPOYELGUEVEG GUCKEVEG TOTTOV TEVAG

nov mepEyovv 160 mg ékaotn) Kabe 4 efSopddEs.

Eoeig kot 0 y10tpdc 1 0 vocokopog cog Ba amopoaciosts edv Oo TpEMEL Vo TPAYLLOTOTOIEITE LOVOL GOG
TV €vecn avtol TOL PapIAKov. M1y kdvete TNV £veoT e ouTO TO PAPLOKO, EKTOG EAV £XETE
ekmondevtel and enayyelpatio vyeiog. ‘Evag ppovtiotg unopet, eniong, va oag xopryel Tig EVEGELG
00G 0POV EKTOUOEVTEL.
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Awpaote T1g «OdNYieg pNONS» 0TO TEAOG AVTOD TOL PVAAOL OO YLDV YPTONG TPV KAVETE TNV EVEOT)
tov Bimzelx 160 mg evéoipo d1AV0 GE TPOYEUGUEVT] GVGKELT TOTOV TEVOG GTOV EAVTO GO,

Eav ypnowpomonjoete peyarvtepn 66on Bimzelx amé v kavovikn
Evnuepdote Tov yiotpd 60g Qv £XETE YPNOYOTOMGEL peyaAdTepn 066m Tov Bimzelx amd tnv
KOVOVIKN 1] €QV £YETE YOPNYNOEL T SOCT| GOG LE £veon vaopitepa amd 0,Tt o Enpemne.

Eav Eeyaoete va ypnoipomonjoste To Bimzelx
Evnuepdote tov yiotpo cog edv Egxdoate va kavete Tnv éveon pog doorg tov Bimzelx.

Eav ctapotiocete va ypnoponoieite To Bimzelx

Evnuepdote Tov yotpd G0G TPV OTOUATACETE VO, Yproylonoteite To Bimzelx. Eqv octopatioete
Oepomeio, T0 CLUTTOUATA GOG UWTOPEL VO ETGTPEYOLV.

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL QPOPUAKOV, POTNOTE TOV YOTPO,
TOV (OPUOKOTOLO 1] TOV VOGOKOWO GOG.

4. MBavéc avemBOunTeg evépyereg

Onwg 6ha ta pappoKa, £T1 Kol 0Vt TO QAPHOKO HTOPEl Vo TPOKOAESEL AVETIBOUNTEG EVEPYELEG, OV
Kot dgv Tapovclalovtal 6 GAOVG TOVG avEpMOTOLG.

YoPapéc avemOOunTES EVEPYELES
Evnpepdote tov yiotpd cog 1 ntiote otpikn fondeia apéomg edv TopatnprceTe OTOOONTOTE Od

TIG TOPOKAT® AVETBVUNTEG EVEPYELEC:

[TBovi) coBaprn Aoipmén - ta onuddia propet va meptroppavouv:

. TLPETO, YPUTMON CUUTTMOTO, VOYTEPIVES EPLOPDCELG
. aicOnpo kémwong 1 dvorvola, Prixe o omoiog dev voywpel
. {eotd, epuBpO Ko ETMOIVVO dEPUA, 1) EXDOOVVO SEPUATIKO eEAVOTULO LLE PUOAAIDEG

O ywtpog cog Bo amopacicel edv UTopeite Vo cuveyiceTe va ypnolonoleite to Bimzelx.

Adreg avemOOUNTEG EVEPYELES
Evnuepaoote tov y10Tp0, TOV QOPLOKOTOL0 1] TOV VOGOKOLO GOG GV TOPATNPNCETE KATOW, A0 TIG
axoAlovbeg avemBounteg evépyetec:

oA ovyvég (Umopobv va ennpedcoovy tepiocdtepa amd 1 ota 10 dropa)
. AOWUMDEELG TOL AVATEPOL OVATVELGTIKOD UE GUUTTMOUOTO OTMG O TOVOAULLOG Kol 1 BOLA®UEVT
Hotm

2uyvég (Lmopolvy va emnpedoovy €mg kot 1 ota 10 droua)

. Gp0Oec 6TO GTOUA 1) TOV AQIUO [LE CUUTTOUOTO OTWS AEVKEG 1| KiTpiveg knAideg, ephbnua oto
oTOUO 1] TOVOAQLLOG KO TOVOG KOTA TNV KOTATOGT

. LUK TIO0G1KT A0TmEN Tov SEPUOTOC, OTMS «TOOL TOL COANTN» OVAIESO GTO OAKTVAC TMV

oSV

AOWUMDEELG TOV QVTIDY

emyeilog €pmng (AomEelg amhov £pmnTa)

YPITN TOL GTOUAYOL (YOOTPEVTEPITION)

QAEYLOVAOOELG BUANKEG TPLY®OV TOL UTOPEl va Lo1alovV [LE CTUPAKLN

TOVOKEPOUAOG

eayovpa, Enpodepuio 1 eavOnpa mov potdlet pe Exlepo LepKéG POPEG e TPNOUEVO KOt

KOKKIVIGUEVO d€ppal (deppatitida)

i

. gpuBpdTNTO, TOVOG 1 TPNELLO KOl LOADTEG GTO ONUELD TNG EVESNG
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. aicOnpo kémwong
. LUKNTIOG1KT A0TmEN TG ado10KOATTIKNG TePloyng (KOATIKY Lok TiooT)

Oyt ouyvég (umopel va emnpedoovy €mg kot 1 ota 100 dropa)

. UEI®UEVO, ETTEDA AEVKDOV OOSPalpimv (ovdeTepomevia)

. LUKTNTIO0GKEG AOUMDEELS TOV SEPUATOG KOL TV PAEVVOYOV®V (CUUTEPTAAUPOVOLEVIC TNG
010 UYIKNG KAVTIVTIOGTG)

. 0pBoAIKES eKKpioelg pe payovpa, epuBpotnta Kot TPREIo (emmepukitidn)

. aipo oTo KOTPOVO, KOTAMOKES KPAUTES KOl TOVOGS, d1dppota 1 amdAEw Bapovg (onudadio

TPOPANUATOV GTO £VIEPO)
Ava@opa avemOopunTov evePYELOV

Edv mopatnpnoete kKamowo avemBOunTn eVEPYELD, EVILEPMDGTE TOV YIOTPO, TOV PAPUOKOTOL0 1) TOV
VOGOKOUO 60G. AVTO 1oYVeL Kot Y10, KOO mhovr) avemBountn evépyela Tov OV OVaPEPETOL GTO TOPOV
@OALO 0ONYIDV Yprions. Mmopeite eniong va avapépete avemBounteg evépyeteg amevbeiog, LS Tov
€0vikoh GLGTAATOG AVOPOPAC:
EfBvucog Opyaviopoc @apudxwov
Meooyeimv 284
GR-15562 Xolapyoc, ABrva
TnA: +30 21 32040337
Iototomoc: http://www.eof.gr.

http://www kitrinikarta.gr
Mécm g avapopdg avembOunToV evepyelmv pumopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKG [LE TNV AGPAAELD TOV TAPOVTOGC POPLAKOV.

5. og va pvracoete To Bimzelx
To @dpuaxo avtd TPENEL va PLAAGGETOL GE LEPT) OV OgV TO PAETOVV KoL OV TO POAVOLV T TOLOAL.

Noa pun ypnoyLonoteite ovtd T0 PAPHOKO LETE TNV Nuepounvia ANENG oL avapEpPETaL 6TV
emonpaven Kot 6to kouti petd t AHEH/EXP. H nuepopunvia Anéng etvon 1 tehevtaio nuépa tov
U1VO, TOL OVOQEPETOL EKEL.

dvidooete og yuyeio otoug 2°C — 8°C. Mnv katayOyETe.

DVALGGETE TIC TPOYEMGHEVES GUGKEVEG TUTOV TEVOG OTO OPYLKO KOVLTL Y10l VOL TPOCTATEVOVTIUL O TO
pwc.

To Bimzelx pmopel va mopapeivel ektoc yoyeiov yio éog 25 nuépeg. Avtd npémnet va yivetol péoca 6To
e&mtepcd kovti, Oyt og Beprokpacio dve Tmv 25°C Kot pokpld amd o dpeco ewc. Mn
YPTOULOTOMGETE TIG TPOYEUOUEVEG GUOKEVES THTTOV TEVOS HETA AO QTO TO YPOVIKO S1GCTT LA,
Yrbpyet £vag xdpog 6To KOLTI Yo va YpayweTe TV nuepounvia Katd tnv omoia apapédnke omd to
yoyeio.

Mnyv metdte APLOKO GTO VEPD TNG OMOYETELGNG 1 OTA OIKLOK( amoppitpata. Potrote Tov
POPUAKOTOO UG YL TO TTMG VO TETAEETE TOL PAPLLOKA TTOL OEV YPNCLUOTOLEITE Tl AVTA TOL LETPOL Ot
Bonbncovv oty Tpoctacio Tov TEPPAALOVTOC.

6. Iepreydpeva TG 6VOKEVAGING KOL AOUTEG TAN|POPOPIES

T epréyer 1o Bimzelx

. H dpaoctikn ovoia givan | pmpexiloopdunn. Kabe mpoyepiopévn cuckevy] TOTOL TEVAG TEPLEXEL
160 mg pmpexiloopdaunns oto 1 mL dwwdvparog.

19


http://www.eof.gr/
http://www.kitrinikarta.gr/

. Ta GAla cvotoTikd gival YAvKivn, vaTplo 0&ikd Tptudpikod, Tayopopeo oo o0&L, ToAvcopPikod
80 ko vowp Yo evéoya (PA. Tapdypao 2 «To Bimzelx mepiéyel moAvcopPikd 80» o «To
Bimzelx mepiéyet vatpion).

Epgavion Tov Bimzelx kot epieyépeva mg 6voKkevaciog

To Bimzelx givar éva S1avyég mpog eElappdg omaiilov vypd. To ypdpo Tov evogyeTal va TOKIALEL 0md
GpOMO EmG avoLYTO KaoTovoKiTpvo. Alatifeton og piag ypMong anopputtén TPOYEUICUEVT] GCLOKEDT
TOTOL TTEVAG.

To Bimzelx 160 mg gvécipio d1dAvL0 GE TPOYEUIOUEVT] GLOKELT THTTOL TEVAG dlatifeton og povadiaieg
OLOKELOCIEG OV TTEPEXOVV 1 1] 2 TPOYEUMOUEVEG GUOKEVEG TOTTOV TEVAG KOl GE TOAVGVOKEVLUGIEG TTOV
amotelobvTaL oo 3 KouTid pe Kobéva va tepiEyxel 1 Tpoyeioévr GLGKELT TUTTOV TTEVAG 1| OF
TOAVGVOKEVOGIEG TTOV ATOTELOVVTAL OO 2 KOLTIA LE KaBEVa Vo, TEPIEYXEL 2 TPOYEUGUEVES GUCKEVEG
TOTOL TTEVAG.

Mmropei va, pinv KuKAOQOpPOLV OAEG Ol GLOKEVAGTEC.

Kéroyog Adcrog Kukhogopiag
UCB Pharma S.A.

Allée de la Recherche 60
B-1070 Bruxelles, Bé\yo

Mopaockevaotig

UCB Pharma S.A.

Chemin du Foriest

B-1420 Braine-1’Alleud, Béhywo

IMo omoladMmote TANPOPOPia GYETIKA LLE TO TOPOV POPUOKEVLTIKO TPOIOV, TAPOKAAEICTE VO
angvBouvleite otov TomiKd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva
UCB Pharma S.A./NV Medis Pharma Lithuania UAB
Tel/Tel: +32/(0)2 559 92 00 Tel: +370 68 735 006
Bbuarapus Luxembourg/Luxemburg
10 CU BU bowarapus EOO/] UCB Pharma S.A.//NV
Ten.: +359 (0) 2 962 30 49 Tél/Tel: +32/(0)2 559 92 00 (Belgique/Belgien)
Ceska republika Magyarorszag
UCB s.r.0. UCB Magyarorszag Kft.
Tel: +420 221 773 411 Tel.: +36-(1) 391 0060
Danmark Malta
UCB Nordic A/S Pharmasud Ltd.
TIf.: +45/32 46 24 00 Tel: +356/21 37 64 36
Deutschland Nederland
UCB Pharma GmbH UCB Pharma B.V.
Tel: +49 /(0) 2173 48 4848 Tel: +31/(0)76-573 11 40
Eesti Norge

Medis Pharma Lithuania UAB UCB Nordic A/S
Tel: +370 68 735 006 TIf: +47 /67 16 5880
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EA)LGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

France
UCB Pharma
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: +353/(0)1-46 37 395

Island
UCB Nordic A/S
Simi: +45/32 4624 00

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Latvija

Medis Pharma Lithuania UAB

Tel: +370 68 735 006

Osterreich
UCB Pharma GmbH
Tel: +43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel.: +48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: +351 21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: +40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika

UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Pub/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: +46 /(0) 40 294 900

To mapév evALo 0dNYIOV ypioNg avades®pOnke Yo TelevTaio gopa Tov Anpiiio 2026.

Adreg TINYEC TANPOPOPLOV

Aemtopepeic TANpoPopieg Yo 10 APOKO VT givol S1afEGILEG GTOV SIKTLOKO TOTO ToL Evpomaikod

Opyoviopov @apudkmv: https://www.ema.europa.eu
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Odnyisg ypfiong

Awfdote 6le TIC TOPUKATO 001Yieg TPy Ypnoipomom)oete To Bimzelx 160 mg evéoipo dvaivpa
OE TPOYEPIGUEVT] GUOKEDT] TOTOV TEVOG.

[poyepopuévn ovokevn Tomov tévag Bimzelx 160 mg pe puo potid (fi. Ewova A):

\

-

KéAvppo Mopabvpo TpoPorng
= )
T 1
TTpocToTELTIKd Ao
Belovag

/

INROVTIKEG TANPOPOPIES:

O emayyelportiog vyeiog Tov cog mapakorovdel OBa mpénet va cog dei&el TG Vo TPOETOUACETE
KO VoL KAVETE TNV €veor] Tov Bimzelx 160 mg ypnoylomoidvTog TV TPOYEUICUEVT] CUCKEDT
TOTOVL TEVAG. MMV KAVETE TNV £VEGT GTOV E0VTO GOG 1) GE KATO0V GAAO UéYPL Va oag dei&ovv
DG VO KAVETE TNV €veot Tov Bimzelx pe tov cmotd Tpdmo.

Eoeig xovn o ppovtiotig cag Ba mpénet va doPalete avtég tic Odnyieg Xpnong tpv and kade
xpnon tov Bimzelx.

Emkowoviote pe Tov emayyeipatio vyglog mov cag mopakoiovdel, v £ogic 1| 0 POVTIOTIg
O0G EXETE EPOTNOELS OYETIKG LLE TO OGS VO, KAVETE TNV £veot) Tov Bimzelx e Tov 6motd tpomo.
Avaloya pe T ovvtayoypaenuévy 00o1 oag, 0o yperaotel va ypnopononjoete 1 1 2
npoyEMcPEVI|(ES) ovokev)(£c) ToTov évag Bimzelx 160 mg. "o o d6om Tov 160 mg
ypedleTan piot TPOYEUGHEVT) GLOKELT TOTOL TTEVAG Kot Yo o 06omn 320 mg yperdlovron 2
TPOYEUOUEVEG GUOKEVEG TOTOL TEVAGS (1] ol LeTd TV GAAN).

Kd&0e mpoyepuopuévn cuokevn Tomov mévag Tpoopiletol wovo yuo epdmal yprion («povn doom»).

Mn xpNOOTOU|GETE AVTO TO PAPIOKO KOl EMOTPEYTE TO GTO PUPLUKEIO EAV:

N nuepopunvia AMéng (AHEH/EXP) éxer mopérbet.

éxel mopaPloctel 1 cEPEyIoN TOL KOLTIOV.

1 TPOYEUIGLEVT] GLOKELT] TOTOV TEVAG el TEGEL N £xEl vooTel {nud.

T0 VYPO €XEL TAYDGEL KATOWL YPOVIKY| oTyun (akdpa Kot edv Exel amoyvydetl).

INa peyordtepn dveon katd v éveon: Bydite tv/tic mpoyepiopévn(eg) cuokeun(ég) Tomov mévag
tov 160 mg amd to youyeio kot apnoTe T/TIC o€ pa eninedn empavela o€ Beprokpacio dopatiov ya
30 ¢mg 45 hentd Tpwv amod Vv Eveon.

Mn Beppaivete pe onmotovonmote AAAOV TpOTO, OTOS GE POVPVO KPOKVUATOV 1) GE KAVTO VEPO.
Mnv avakiveite Tnv/Tig Tpoyeicnév(eG) ocvokevn(£6) THmOL TEVAG,.

Mn Bydlete 10 KAV TNG/TOV TPOYEMUGHEVNG(®OV) GLOKEVNC(MV) TOTTOV TTEVHG LLEYPL Va. El0TE
£€TOO0L VO KAVETE TNV §veon.
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AxolovOgite To TOPOKATO Pripata KGO Popd wov yproponoicite To Bimzelx.

Bipoa 1: IIpogtowpnacio yio va KAVETE TNV/TIC £veEon(£16) oag

Avaloya pe T ovvtayoypa@nuév) 6001 60g, TomodeTioTE TO 0K6AOVO avTikeEipeva og kKaBapi,
EMIMED, KAAQ QOTILONEVY EMPAVELN EPYUGTIOG, OTMG Eva TPATECL:

. 1 1 2 mpoyepiopévn(eg) ovokevn(€c) Tomov mévag Bimzelx 160 mg

Oa ypelooteite emiong (dev TePIAAUPAVOVTOL GTO KOVTL):

. 1 1 2 povinAdxki(a) epmoticpévo(a) Pe OAKOOAN

. 1 M 2 kaBapn(éc) umdro(eg) amod Poppaxt

. 1 Soyelo amdppyng ayunp®v ovtikewévav. Agite nv evotnta «lletdéte T ypnopomompévn
TPOYEUGUEVT] GLGKELT TVTOV TTEVAG Bimzelx» 610 1éhog avtdv twv Odnyiov Xpnong.

Biua 2: EmléETe To onueio TG £VEGNS KO TPOETOLUAGTE TNV £VEGT

20: EmiéEte To onpeio g éveong
. Ta onpeia wov pmopeite va emAEEETE Y10, TNV EVEST GOG EtvaL:
O 10 oTopdyl (KooK ydpa) N o unpog oag (Pr. Ewkéva B).
o 10 mio® pépog tov Ppayiovd cog (Pr. Emova I'). To Bimzelx umopei va eyyvbel oto
micw pépog tov Ppayiova cog Hovo amd exayyeipatio vyeiag 11 @POVIIOTY.

Kotakn [Micw pépog
xopan 0V Bpayiova
HMpOg

. Mnyv Kkdvete £veon o€ mePoyEG OOV TO dépua glvar gvaictnto, poAomcuévo, puipo,
POAMOMTO, GKANPO N O€ TEPLOYEG LE OVAEG 1) pOryAdEG.

. Mnyv Kkavete €veon evtog andoTaons S cm amd Tov apoAd (OpEars).

. Edv ypelaotel va yivel devtepn éveon yuo T cvvtayoypapnuévn do0on cog (320 mg), Ba tpémet
VoL YPTCLOTOLEITE S1opOPETIKO GNUELD Yo TN devTEPT €veon oag. M ypnoiponoleite to 1o
onueio yo va kévete v éveon 600 Popég ot GEPA.

2p: ITAdvete Ta (EPLO. 600G KAAG NE CATOVVL KL VEPO KU1 GTEYVAOGTE IE KOOUPT) TETGETA
2vy: IIpogTopndoTe To 0épno 6og

. KabBapiote 10 onpeio tng £veong pe LovinAdKt ELTOTIGUEVO [LE AAKOOAT. AQNOTE TNV TEPLOYN
VO GTEYVMOGEL EVIEADS. MnVv ayyi&ete Eavd Tnv kabapiopévn Teployn Tp KAVETE TNV EVEDT).
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26: EAéyEte TV poyemopév) cvuokevt] Tomov mévag (BA. Ewkova A)

Befawmbeite 611 6NV €monpavon avaypdeetat 1 ovopoacio Bimzelx kot n nuepopunvio AnéEng.
EAéyEte To apuaxo péow Tov Tapabdpov tpoPornc. To pdpuako Ba Tpémet va etvar dtavyég
£mg eEMappag omaAilov Kot eEAevBepo copatidiov. To ypdpo Tov eviéyetol va TotKiAlel ond
GYpOHO EMG OVOIKTO KAOTAVOKITPIVO. MTopei va dgite puoaAideg aépa 6To VYpd. AvTo gival
(PVGIOAOYIKO.

M xpNOLOTOLEITE TNV TPOYEUGUEVT] GUGKELT TOTOVL TEVAG pe Bimzelx edv 1o pdppako eivat
00\, OTOYPOUATIGUEVO 1| TEPLEYEL COUATIONL.

o ~

\_ Mé&ng Y,

@ Mopabvpo Tpoforng

—Tes @)

Hpepopnvia

Binao 3: 'Eveon tov Bimzelx

3a: AQupEcTE TO KAADPPO TG TPOYERIGUEVIIG CUGKEVIG TOTTOV TEVAG

Kpatnote v mpoyeiopévn cuckewvt] TOmov mévag otabepd e To Eva XEPL YOP® oo T Aaf).
Tpapr&re gvbeio 1o KEALULO Y10 VO TO AQUPEGETE OO TNV TPOYEUICUEVT] GUCKEDT TOTTOV
mévag ne 1o aAro yépt (BA. Exxova E). [Tapoio mov dev eivor epeavég to dipo g Pehdvag, Exel
TAE0V OTOKOALQOEL.

Mnyv ayyilete 10 TpocTaTELTIKO TNG PEAOVOG 00TE VA ETOvVOTOTTOOETEITE TO KAALUULO TNG
Belovag. Avtd opeiletol 6To YEYOVOG OTL Ol LTOPOVGE VAL EVEPYOTOGEL TV TPOYEUGUEVT
OLGKELT TVTOV TTEVAG Ko B propovoate vo Tpumndeite.

3p: Kpatijote TV TPOYEPIGREVT] GVOKEVT] TUTOV TEVAGS VTTo Yovia 90 pop v oto kabapispévo
onpeio éveong (Pi. Ewxova XT)
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3y: TomoOeti6TE TNV TPOYEMOPEVT] GVGKELY] TOTTOV TEVAG EMIMENA GTO OEPUA GUS, KAl 0T
ovvéyeln MEGTE 6TUOEPE TNV TPOYERIGUEVT] GUOKEDT] TUTOV TEVAS TPOS TU KATM ETAVM GTO
dépna cag

®a akovoete Evav Nyo kKA. H éveon cog Eexvd dtav akovoTel 1o TpdTo «kAk» (BAi. Exkova Z).
Mnyv avacNKAOVETE TNV TPOYEUIGUEVT] GVUGKEVT TUTTOV TTEVAS OO TO dEPHa.

v 3

«KAIK» ((( %
[P s
N - y,

30: XuveyioTe va KPATATE TNV TPOYEMOREVE] GUGKELT] TOTTOV TTEVAG 6T 0éom TG Kot va TNy
mélete 6Ta0epa ETAVO 67O dEPRA GOG

. Ba akoVoETE £va SEVTEPO KAL) EVTOG 15 dELTEPOAENTOV HETE TO TPMTO KAIK.

. To devtepo KAk LITOJEIKVVEL OTL £XEL eveDel OAO TO Pappako kot 1) éveon Bimzelx €yet
oAoxkAnpmBel. Oa mpénet va deite TV Kitpvn &voeldn va yepiletl to mapdbopo mpooing (BA.
Ewéva H).

\

«KAIK» (((
f—""" m_

NS e

3g: A@aipéoTe TNV TPOYEPIGUEVT] GVCKEVT] TUTOV TTEVAS TPUPAOVTAS TV TPOCEKTIKA gV0gia Tpog

T0 TGV a6 o déppa cac. To mpootatevTiKd Berovag Oa kalvyel avTéopata T ferova

. [Méote o oteyvi pndia and PopPdxt Tave 6to onueio éveong yo pepikd devteporenta. Mnv
tpiPete o onpueio £veong. Mmopel va dgite eAappd aipoppayio 1 o oTaydva vypov. Avtd
gtvat puo10A0YIKO. Mmopeite vo KOADWETE TO OMEl0 £vEONG LE £VOL KPS OVTOKOAANTO
emiBepna, edv amonteitol.

Bina 4: Ietdéte tn ypnowmomomuivn tpoyspiepuévi) 6VGKEV) Totov tévac Bimzelx

TomoBetnoTE TN YPTCYLOTOUUEVT TPOYELGLUEVT] GUGKEVT TOTOL TTEVOG OE £Va OOYELD AmOPPIYNG
ALUN POV AVTIKEWEVOVY apécwc petd tn xpnon (PA. Ewova O).

-
.
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Eav yperdletor va kavete 0g0Tepn £vET, OTMS GVVTAYOYPUPEITOL ATTO TOV YIUTPO GO,
APNOGLUOTOOTE L0 KULVOVPYLL TTPOYEMIOUEVT] GVGKELT] TOTTOL TéEvag Bimzelx 160 mg kot
emavorafere To Ppata 2 g 4.

BePawmbeite 011 €xete emié€er Eva véo onpeio éveong yio TN devTEPT €veon.
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DVLAo 0dnYIOV ypriong: [IAnpogopics yia Tov ypio

Bimzelx 320 mg evéoipo d1GAvpa 6€ TPOYEPIGUEVT] GUOKEDT] TOTTOV TEVAG
umpekiovpapmn

Al doTe TPOGEKTIKA 0AOKANPO TO PUALO 00N YLAV YP1)CIG TPV UPYICETE VA YPNCLUOTOLEITE AVTO
T0 PAPNAKO, OL0TL TEPLAUPPAVEL CNUAVTIKES TANPOPOPIES Y10 GO,

- dvrdEre avtd TOo PUALO 0dNYIBY Yprons. Towg ypelootel va to dufdoete Eavd.

- Edv éxete mepartépm amopieg, poToTE TOV Y10TpO, TOV PAPLAKOTOO 1| TOV VOGOKOUO GOLC.

- H cvvtayn v autd 1o appoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
(AapuaKo o€ GALOVC. MTopel va Tovg TPOKAAEGEL BAAPN, OKOUO KoL OTOV TO GUUTTOUATO TG
acBéveldg Toug givon 1010 pe Tor S1Kd oag.

- Edv mopatnproete kKamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TOV YIOTPO, TOV POPUAKOTOL0 1
TOV VOGOKOUO 60G. AVTO 1oy0eL Kot Yo, KAOe mhovi) avemBountn evépyelo mTov OV avapEPETOL
07O TTOPOV PUALO 0dNYIOV Xpiong. BAéme mapdypapo 4.

T wgpréyer To mapov @vAro 00N LAV

1. Tretvon To Bimzelx xon mota givar 1) xprion tov

2.  Timpémer va yvopilete Tpv ypnoyonomoete 1o Bimzelx
3. Iwg va ypnoyonomoete 10 Bimzelx

4. IIBavéc avemBounreg evépyeleg

5. Twog va puldcocete to Bimzelx

6. Ilepieydpeva g cLGKEVOGING KoL AOUTEC TANPOPOpPiEg
Odnyieg xprong

1. Th eivar To Bimzelx kot wowa givan i yp1on tov

T givon To Bimzelx
To Bimzelx mepiéyet ) dpactiki ovcia umpekiiovpdpmr.

o givar 1 yp1jon Tov Bimzelx

To Bimzelx ypnowonoteitan yo tn Oepaneio tov akdA0V0®V PAEYLOVOIGV VOG®V:

° Ywpioorn katd TAdkog

° Yoprocikn apbpitida

° A&ovikn omovdvioaplpitida, CUUTEPTAOUPAVOUEVIC TNG UM OKTIVOYPAPIKA ETPEPUIOUEVTG
aEOVIKNG GTOVOLAOOPOPITIONG KO TG AYKLAOTOWTIKNG GTOVOLAITIONG (AKTIVOYPOPIKA
emPePfaropévn aovikn omovdvioapbpitida)

° AlomonTikn Wpotadevitida

Yopioon katd Thdkag

To Bimzelx ypnowionoteitan o€ eviikes yuo ) Oepomeia pog deppatikig nadnong mov ovopdleton
yoploon katd Tidkag. To Bimzelx peidvel To COUTTOROTO, COUTEPIAAUPOVOLEVOD TOV TOVOV, TG
(QoyoOpOg KO TNG ATOAETIONG TOV OEPLOTOC.

Ywprooikn apbpitida

To Bimzelx ypnowonoteiton yio tn Oepaneio evniikov pe yoprooikn apbpitda. H yoplacikn
apBpitda glvar pio vosog mov Tpokaiel AEYLOV OTIG apBPDOELS, GUVOSELOUEVT CLYVE ATTO
yoplaon katd Tidkas. Edv €xete evepyd wopilaoikn apbpitida, prnopet va cog yopnynbovv apmta
aAro appaka. Edv autd to edppaxo dev Opovv ETOPK®OG 1) OTNV TEPITTOOT U1 OVEKTIKOTNTAG, Oa
oag yopnyndei to Bimzelx eite wg povobepancio gite 6€ GUVOLAGUO PE AAAO PAPLAKO TOV AEYETOL
pebotpe&arn.

To Bimzelx peidvel tn eAeypovn kot pnopel, Guvenmg, va Pondicel ot peimon Tov Tdvov, TG
dvokopyiog, Tov TpNEiHaTog oTig apfpMCELS Kot YOP® Ad OVTEG, TOV YOPLIGTKOD SEPLLATIKOD
eCavOnpaToc, e yoplacikng PAAPNG ota viyla kot oty emPpadvven tng PAAPNG oTovg y6vOpoug
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KO OTO 0GTA TOV 0pOPDOCEDY TOL GUUUETEXOVY OTT VOGO. AVTEG 01 EMOPACELS LTOPOVV VO GOG
Bonbncovv otov Eleyyo TV OMUEIDY Kol GUUTTOUATOV TG VOGOV, 0T S1EVKOAVVGT| TV cuvi BV
KaOMUEPIVAOV dPUCTNPLOTATAOVY, OTT| LEIMOT] TG KOTMONG Kot 611 Bedtioon tng mototntog (mng.

A&ovikn onovdvioapBpitida, cuumeprropfavouévng g un okTvoypaeikd exieBoiopuévng afovikng
oTovOLA00PBPITIONG KOt TNG 0YKVAOTOMTIKNG 6TOVOLATIOOG (OKTIVOYPaNIKA emiPefatmuévn aovikn
onovovloapBpitida)

To Bimzelx ypnoyonoteiton yio tn Oepaneio evniikov pe pAeyLovmdn vOGo Tov TPosPAAiel Kupimg
1 GTOVOLAIKY] GTHAT] KO TPOKOAEL PAEYUOVT] T®V GTOVOLAK®OV apBpdoemv, 1) onoio ovopdaletal
a&ovikr omovovioapOpitida. Edv n wédOnon dev eivar opatn pe tn xpnon oktivav X, ovagpEpeTol g
«uUn okTvoypapikd exiPeParopévn agovikn orovovioapOpitiday. Edv eppaviletal og acbeveig pe
opaTa ornueia oTig aKTiveg X, aVOPEPETOL MG KOYKVAOTOWTIKT GIOVOLMTIOO 1] «OKTIVOYPOPIKY
emPePfaropévn agovikn omovovioapbpitidooy.

Y mepinton mov £yete a&ovikn onmovovioapbpitida Ba cag yopnynbovv npmta diia eapuaxa. Edav
dev avtamokpifeite apkeTd KOAAL o€ ovTd To PApuaka, Bo cag yopnynbei to Bimzelx yio va peiwbovv
TO, OTUELD KoL TO. GUUTTMOWOTA TG VOoOoV, Vo peltmbel 1 pAgypovn Kot va BeAtimbel | copatikny cog
Aerrovpyia. To Bimzelx pnopet va fondnicet otn peiwon tov movov ot payn, Tng SuoKapyiog Kot tng
KOTMWOMG, YEYOVOS TOV UTOPEL VoL S1EVKOAVVEL TIG LV BELS KalOnpepIvES oG OpacTNPLOTNTES Kot VoL
Beltiwoet v mowdtnTa {ong cog.

AwmunTikn Wpwtadevitida

To Bimzelx ypnowyonoteiton o€ evilikeg yio T Bepomeio pog mdonong mov ovopdaletal S1omunTikn
Wpwtadevitida (opiopéves popéc ovoudletol avaotpopn akun 1 vocog Verneuil). H domontikn
WpTadeviTIdn lvar pio xpovio GAEYUOVAOONG OEPUATIKT VOGOG 1) 0mtoio TpokaAel eEmmdovveg PAGPeg
omws evaicOnta olidw (eoykdpota) kot amootripata (do0mveg), kabhg kot fAaPec Tov pmopel va
ekkpivovv Toov. Emnpedlel cuyvotepa GUYKEKPIUEVEG TEPLOYES TOL SEPUOTOC, OTMG Elvar 1) TEPLOYN
KAT® 0o TOVG HOOTOVS, Ol LOOYAAES, TO EGOTEPIKO TOV NPV, 1 Bovfavikny ydpa Kot ot YAOLTOL.
211¢ TpooPePAnEVEG TEPLOYES UITOPEL EMIONC VO ELPAVICTOVY OVAEC. Apykd Ba cog yopryndodv dAla
eappakoa. Edv dev éxete apketd kaAn aviandkpion e avtd ta eappoka, o cog xopnyndel to
Bimzelx.

To Bimzelx peidvel ta pAeypovadn olidwn (eSoykmdpata), Ta amootipata (dobuvec) Kot Tig PAAPeg
OV UTOPEL VoL EKKPIVOLY VOV, KOOMG KoL TOV TOVO OV TPOKAAEITAL 0t TN STV TIKN
WpOTAdEVITION.

®g dpa to Bimzelx

H pmpexilovpdpnn, n dpaoctikn ovcia oto Bimzelx, avikel o€ pio opddo gapudxov mov
ovopdgovror avactoieic g wrepigvkivng (IL). H pmpexioopaunn dpa peidvovrag tn opacn d0o
npwteivov mov ovopdlovror IL-17A kot IL-17F ko gpmiéxovior oty TpOKANGT GAEYLOVIG.
Y7apyovv vynAOTEPQ EMMEDD AVTMOV TOV TPAOTEIVOV O PAEYLOVAIELG VOGOLS, OTMG 1 Wwpilao, N
yoplaocikn apbpitide, n agovikn orovdvioapdpitida Kot 1) SLOmTVNTIKN WOPOTAEVITIOA.

2. T npéner va yvopilete mpiv ypnoponomjcere To Bimzelx

Mn ypnoipomonijoete To Bimzelx

. o€ mepinTeon aAlepyiog otV PTUEKILOVUAUTN 1] GE OTOL0ONTOTE GAAO OO TOL GUGTATIKA
OVTOV TOV PAPHAKOL (AVOPEPOVTOL TNV TAPEYPAPO 6).
. og mepintwon Aoipméng, cvumeprropfavouévng tng evpotioong (TB), n omoia kpivetal and

TOV Y1TPO GOG (O GTLLOVTIKY.
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[ poscdomonosic Ko TPOPVAGEELS
AmevBuvieite otov Y10Tpd, TOV POPUOKOTOLO 1] TOV VOGOKOWO GOG TPV XPTCLOTO|oeTe T0 Bimzelx,
eqv:

. éxete holpwén M Aolpwén mov e&akolovbel va eraveppavifetat.

. éxete voPAnOel mpdopata N okomeveTe va vIToPAndeite oe epPforlocud. Aev Ba Tpémel va cog
80000V opiopévor THmot epPforiov (epPoria amd (OVTEG KPOOPYAVIGLOVS) EVA YPTCLOTOIEITE
10 Bimzelx.

. elyote Tot€ pupatioon (TB).

. EYOTE TOTE PAEYLOVADOT VOGO TOL EVTEPOL (VOG0 Tov Crohn 1 EAK®MOTN KOAITION).

Dlreypnovaong vocog tov evrépov (véoog Tov Crohn 1 EAK®ONG KOAITION)

Yropatnote va ypnoonoteite To Bimzelx kot evnuepdote Tov yiotpd cog 1 {Ntnote apécms TPk
BonBeto eGv TOPATNPCETE QIO OTO KOTPAVOA, KOWMAKEG KPAUTES, TOVO, d1ppota 1 oTdAEW Bapovc.
Avtd pmopel va oamotelobv onpeior VEOS 1| ETIOEWVOVUEVIG PAEYLOVAOOOVG VOGOV TOV EVTEPOL (VOGOV
tov Crohn 1] EAk®S0v¢ KOATIONC).

[pocéEte Yo TUYOV LOIPAOEELS KO AALEPYIKES AVTIOpAGES

To Bimzelx pmopel ondvio va mpokarécel coPapég Aoméels. Evnpepdote Tov yiotpd cog
avalnmote apéomg wrpikn Pondela edv TapaTnpiceTe 0TOONTOTE oNHAdLO GoPapng Aoipnméng.
Térowa onuédio avapépovtal VIO Tov TITAO «ZoPapég avemBOUNTES EVEPYEIES) OTNV TAPAYPOPO 4.

To Bimzelx pmopet duvntikd vo mpokaAécel coPapég adiepykés avidpdoels. AnevbuvOeite otov
ywTpd cog N avalntiote apécmg wotpikn Pfordeta edv mopatnpnoete omoladnmote onuddla GoPoapng
aAdepywng avtidpaonc. Ta onuddia avtd pmopel vo teptrappavouv:

. dLOKOAID OTNV AVOTTVOT 1] TNV KOTATOoN

. YOUNAT apTNPLOKY] TEST), TOL UTOpEl va oag Tpokarésel LOAN 1 tdon MmoBupiog
° TPNEYO 6TO TPOGMTO, TA YEIAT, TN YA®GSA 1] TOV AU

° cofapn eayovpo Tov dEPHOTOC, Le epupd e&avOnua N exnpuéva eEoykopata.

Howowd xon £épnpor
Mn yopnyeite avtd TO PAPUOKO G TOOLA Kol veapd dtopa nAkiog kdto Tov 18 etmv. Avtd givar
ywoti dev €xel akOpa PEAETNOEL ETOPKMG GE AVTNV TNV NAKLOKT OUAda.

Allo @appoxoe kot Bimzelx
Evnuepaote Tov y10Tpd M TOV GOPULOKOTOW0 GOG EAV YPOYLOTOLEITE, EYETE TPOCPATA YPTGULOTOUCEL
N UTOpPEL VO, YPTCYLOTOMGETE GALD PAPLLOKAL.

Kinon, Onhoopoc ko yovipétnra

Edv giote éyxvog, vopilete 0Tt pmopel va glote £ykvog 1 oxedlalete vo amokToeTe moudi, {ntnote
GLUPOVAN TOL Y1OTPOD GOG TPV XPTCUOTOMGETE 0LTO TO PApHoKo. Eivor mpotindtepo va
aToPEVYETOL 1] ¥p1oN Tov Bimzelx katd tn didpkela TnG €yKVILOGUVNG. AVTO IGYVEL V0T OV Elvar
YV®GTOG 0 TPOTOG e TOV 0Toio avTd T0 PappoKo Ba emnpedoet To Ppépog.

Edv elote yuvaika mov propel va peivet £ykvoc, Ba mpémet va, xpnoLonoteite avTicOAAN YT KOTA TN
SlpKELD TNG YPNONG AVTOV TOL PAPLLAKOL Kat Yo TOVAdoTov 17 edonddeg petd amd v tehevtain
d00o1 cog Tov Bimzelx.

Edv OnAdlete 1 oyeddlete va Onlacete, WANGTE LE TOV YIOTPO GOG TPV YPTCULOTOMGETE VTO TO
eappaxo. Ecogig kot o yiotpog cag Oa mpénet va anopacioete edv umopeite vo Onidoete N va
¥pnoyLomooete 10 Bimzelx.

001 yN o1 KO YEPIOROS PNYAVI|LATOV

To Bimzelx eivar aniBavo va ennpedoel v wavdtntd cog vo odnyeite kot va xepileote
L0V LLOLTOL.
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To Bimzelx mepiéyer morlvcopPuko 80

Av16 10 Qdpuaxo mepigyet 0,4 mg moAvcopPucov 80 og kabe 1 ml dSroivparog. To ToAvcopPikd
UTOPEL VO TPOKOAEGOVY OAAEPYIKEG avTIOpdoels. Evnuepmote Tov 1tpd oag Qv EYETE YVOOTEG
aAdepyiec.

To Bimzelx wepiéyer vatpio
To @dpuaxo avtd mepiéyetl Arydtepo amd 1 mmol varpiov (23 mg) avd doon, eivor avtd Tov
ovoudlovpe «erevBepo vatpiovy.

3. [ og va ypnowporomjcete To Bimzelx

[Tédvtote v pNOYOTOLEITE TO PAPHOKO AVTO AVOTNPA COLPOVA LLE TIG 00T YIEG TOL YIOTPOV 1| TOL
PapuaKoTolov coc. Eqv éxete appiPolieg, pmtnote Tov Y10TPO 1] TOV QOPHOKOTOW GG,

IIéco Bimzelx yopnycitor ko y1a 1060 ypovikod draotnpo
Ywpioon kotd TAGKOC

H cvviotdpevn do6om, 1 omoia yopnyeitonl og Eveor kAT amd To SEPHO ag («uTodOPLO. EVECT») Elval
N ak6AovOn:

. 320 mg (yoprmyobueva mg pia TPOYEUICUEVT GLGKELT] TOTTOV TEVAG oV TEPLEEL 320 mg) Tig
efdoudoeg 0, 4, 8, 12, 16.
. Amo v efdopdda 16, Ba ypnoonoteite 320 mg (pio TPOYELUGUEVT GUOKELN TOTOV TEVOC,

nov mep€yet 320 mg) kabe 8 efdopddes. Edv to Bapog cag eivan mhvo amd 120 kg, o yuorpdg
00G UTopEl VoL 0moQacicel vo cuve)IoEL TIG evéaelg oag Kabe 4 efdopddeg amod v efdoudda 16.

Ywoprooikn apbpitida
H cvviotdpevn doom, 1 omoia yopnyeiton og Eveor kAT amd To SEPHO ag («uTOdOPLO. EVECT») vl
N akéAovOn:
o 160 mg kO 4 efdopadec.
o Edv &yete yoplaocikn apbpitida fe cLVOTAPYOLCO LETPLL £®G GOPapT| Ympiaor Katd TAGKC,
TO GUVIGTAOUEVO SOGOAOYIKO GYNIA lval TO 1d10 e aVTO Yo TNV YOPIlooT Kot TAGKAG. MeTd
v gfdopdda 16, o yratpdg cog pumopel va TpocapluoceL Tig EVESELG oag oto 160 mg ke
4 gfoopddec, avdroyo Le TO COUTTONOTO OTIS apBpmoelg oag. [ T yoprynomn g 66ong
tv 160 mg drotiBevion GAAES POPUOKEVTIKES LLOPPES/ TEPIEKTIKOTNTEG,

A&ovikn omovdvioaplpitida, coumeprropfavouévng g un okTvoypaeikd emPeBoiopévng afovikng
oTovOLA00PBPITIONG KOt TNG 0YKVAOTOMTIKNG 6TOVOLATIOOG (OKTIVOYPaNIKA emtPefatmuévn aovikn
onovdvAoapBpitida)
H cvwviotdpevn do6om, 1 omoia yopnyeiton og Eveor kAT amd To SEPHO ag («uTodOPLo. EVECT») vl
N akéAovOn:
e 160 mg ke 4 efdopddes. [a tn yopnynon g doong twv 160 mg dwotiBevton Kot GAAEG
(QOPUOKEVTIKEG LOPPES/TEPIEKTIKOTNTEG,

Awmontikn Wpotadevitido
H ocvviotdpevn do6om, 1 omoia yopnyeitonl og Eveor kAT amd To SEPHO ag («uTodOPLO. EVECT») Etval
N akérovOn:
e 320 mg (yopmyobueva g pia TPOYEUIOUEVT GLGKELT] TOTTOV TEVAG oV TEPiEyel 320 mg) ke
2 gfoopadeg £mg v efdoudda 16.
o Amd v gfdopdda 16, Ba ypnoyonoteite 320 mg (pia TPOYEUICUEVT] GLGKEVT] TOTTOV TEVAG
nov mepi€yet 320 mg) kabe 4 efdopddec.

Eoeig kot 0 y10tpdc 1 0 voookopog cog Ba amopaciosts edv Oo TpEMEL Vo TPAYLLATOTOIEITE LOVOL GOG
TNV €vesn avTol TOL PAPLAKOV. M1V KAvete TNV £veoT] e ovTO TO PAPLOKO, EKTOG EAV £YETE
ekmoudevtel and enayyelpatio vyeiog. ‘Evag ppovtiotg unopet, exiong, va oag xopryel Tig EVEGELG
00G 0POV EKTOOEVTEL.
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Awpaote T1g «OdNYieg pNONS» 0TO TEAOG AVTOD TOL PVAAOL OO YLDV YPTONG TPV KAVETE TNV EVEOT)
tov Bimzelx 320 mg evéoio d1AVp0 GE TPOYEUGUEVT] GVGKELT TOTTOV TEVAG GTOV EAVTO GO,

Eav ypnowpomonjoete peyarvtepn 66on Bimzelx amé v kavovikn
Evnuepdote Tov yiotpd 60g Qv £XETE YPNOYOTOMGEL peyaAdTepn 066m Tov Bimzelx amd tnv
KOVOVIKN 1] €QV £YETE YOPNYNOEL T SOCT| GOG LE £veon vaopitepa amd 0,Tt o Enpemne.

Eav Eeyaoete va ypnoipomonjoste To Bimzelx
Evnuepdote tov yiotpo cog edv Egxdoate va kavete Tnv éveon pog doorg tov Bimzelx.

Eav ctapotiocete va ypnoponoieite To Bimzelx

Evnuepdote Tov yotpd G0G TPV OTOUATACETE VO, Yproylonoteite To Bimzelx. Eqv octopatioete
Oepomeio, T0 CLUTTOUATA GOG UWTOPEL VO ETGTPEYOLV.

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL QPOPUAKOV, POTNOTE TOV YOTPO,
TOV (OPUOKOTOLO 1] TOV VOGOKOWO GOG.

4. MBavéc avemBOunTeg evépyereg

Onwg 6ha ta pappoKa, £T1 Kol 0Vt TO QAPHOKO HTOPEl Vo TPOKOAESEL AVETIBOUNTEG EVEPYELEG, OV
Kot dgv Tapovclalovtal 6 GAOVG TOVG avEpMOTOLG.

YoPapéc avemOOunTES EVEPYELES
Evnpepdote tov yiotpd cog 1 ntiote otpikn fondeia apéomg edv TopatnprceTe OTOOONTOTE Od

TIG TOPOKAT® AVETBVUNTEG EVEPYELEC:

[TBovi) coBaprn Aoipmén - ta onuddia propet va meptroppavouv:

. TLPETO, YPUTMON CUUTTMOTO, VOYTEPIVES EPLOPDCELG
. aicOnpo kémwong 1 dvorvola, Prixe o omoiog dev voywpel
. {eotd, epuBpO Ko ETMOIVVO dEPUA, 1) EXDOOVVO SEPUATIKO eEAVOTULO LLE PUOAAIDEG

O ywtpog cog Bo amopacicel edv UTopeite Vo cuveyiceTe va ypnolonoleite to Bimzelx.

Adreg avemOOUNTEG EVEPYELES
Evnuepaoote tov y10Tp0, TOV QOPLOKOTOL0 1] TOV VOGOKOLO GOG GV TOPATNPNCETE KATOW, A0 TIG
axoAlovbeg avemBounteg evépyetec:

oA ovyvég (Umopobv va ennpedcoovy tepiocdtepa amd 1 ota 10 dropa)
. AOWUMDEELG TOL AVATEPOL OVATVELGTIKOD UE GUUTTMOUOTO OTMG O TOVOAULLOG Kol 1 BOLA®UEVT
Hotm

2uyvég (Lmopolvy va emnpedoovy €mg kot 1 ota 10 droua)

. Gp0Oec 6TO GTOUA 1) TOV AQIUO [LE CUUTTOUOTO OTWS AEVKEG 1| KiTpiveg knAideg, ephbnua oto
oTOUO 1] TOVOAQLLOG KO TOVOG KOTA TNV KOTATOGT

. LUK TIO0G1KT A0TmEN Tov SEPUOTOC, OTMS «TOOL TOL COANTN» OVAIESO GTO OAKTVAC TMV

oSV

AOWUMDEELG TOV QVTIDY

emyeilog €pmng (AomEelg amhov £pmnTa)

YPITN TOL GTOUAYOL (YOOTPEVTEPITION)

QAEYLOVAOOELG BUANKEG TPLY®OV TOL UTOPEl va Lo1alovV [LE CTUPAKLN

TOVOKEPOUAOG

eayovpa, Enpodepuio 1 eavOnpa mov potdlet pe Exlepo LepKéG POPEG e TPNOUEVO KOt

KOKKIVIGUEVO d€ppal (deppatitida)

i

. gpuBpdTNTO, TOVOG 1 TPNELLO KOl LOADTEG GTO ONUELD TNG EVESNG
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. aicOnpo kémwong
. LUKNTIOG1KT A0TmEN TG ado10KOATTIKNG TePloyng (KOATIKY Lok TiooT)

Oyt ouyvég (umopel va emnpedoovy €mg kot 1 ota 100 dropa)

. UEI®UEVO, ETTEDA AEVKDOV OOSPalpimv (ovdeTepomevia)

. LUKTNTIO0GKEG AOUMDEELS TOV SEPUATOG KOL TV PAEVVOYOV®V (CUUTEPTAAUPOVOLEVIC TNG
010 UYIKNG KAVTIVTIOGTG)

. 0pBoAIKES eKKpioelg pe payovpa, epuBpotnta Kot TPREIo (emmepukitidn)

. aipo oTo KOTPOVO, KOTAMOKES KPAUTES KOl TOVOGS, d1dppota 1 amdAEw Bapovg (onudadio

TPOPANUATOV GTO £VIEPO)
Ava@opa avemOopunTov evePYELOV

Edv mopatnpnoete kKamowo avemBOunTn eVEPYELD, EVILEPMDGTE TOV YIOTPO, TOV PAPUOKOTOL0 1) TOV
VOGOKOUO 60G. AVTO 1oYVeL Kot Y10, KOO mhovr) avemBountn evépyela Tov OV OVaPEPETOL GTO TOPOV
@OALO 0ONYIDV Yprions. Mmopeite eniong va avapépete avemBounteg evépyeteg amevbeiog, LS Tov
€0vikoh GLGTAATOG AVOPOPAC:
EfBvucog Opyaviopoc @apudxwov
Meooyeimv 284
GR-15562 Xolapyoc, ABrva
TnA: +30 21 32040337
Iototomoc: http://www.eof.gr.

http://www kitrinikarta.gr
Mécm g avapopdg avembOunToV evepyelmv pumopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKG [LE TNV AGPAAELD TOV TAPOVTOGC POPLAKOV.

5. og va pvracoete To Bimzelx
To @dpuaxo avtd TPENEL va PLAAGGETOL GE LEPT) OV OgV TO PAETOVV KoL OV TO POAVOLV T TOLOAL.

Noa pun ypnoyLonoteite ovtd T0 PAPHOKO LETE TNV Nuepounvia ANENG oL avapEpPETaL 6TV
emonpaven Kot 6to kouti petd t AHEH/EXP. H nuepopunvia Anéng etvon 1 tehevtaio nuépa tov
U1VO, TOL OVOQEPETOL EKEL.

dvidooete og yuyeio otoug 2°C — 8°C. Mnv katayOyETe.

DVALGGETE TIC TPOYEMGHEVES GUGKEVEG TUTOV TEVOG OTO OPYLKO KOVLTL Y10l VOL TPOCTATEVOVTIUL O TO
pwc.

To Bimzelx pmopel va mopapeivel ektoc yoyeiov yio éog 25 nuépeg. Avtd npémnet va yivetol péoca 6To
e&mtepcd kovti, Oyt og Beprokpacio dve Tmv 25°C Kot pokpld amd o dpeco ewc. Mn
YPTOULOTOMGETE TIG TPOYEUOUEVEG GUOKEVES THTTOV TEVOS HETA AO QTO TO YPOVIKO S1GCTT LA,
Yrbpyet £vag xdpog 6To KOLTI Yo va YpayweTe TV nuepounvia Katd tnv omoia apapédnke omd to
yoyeio.

Mnyv metdte APLOKO GTO VEPD TNG OMOYETELGNG 1 OTA OIKLOK( amoppitpata. Potrote Tov
POPUAKOTOO UG YL TO TTMG VO TETAEETE TOL PAPLLOKA TTOL OEV YPNCLUOTOLEITE Tl AVTA TOL LETPOL Ot
Bonbncovv oty Tpoctacio Tov TEPPAALOVTOC.

6. Iepreydpeva TG 6VOKEVAGING KOL AOUTEG TAN|POPOPIES

T epréyer 1o Bimzelx

. H dpaoctikn ovoia givan | pmpexiloopdunn. Kabe mpoyepiopévn cuckevy] TOTOL TEVAG TEPLEXEL
320 mg pmpekifoopapnns oto 2 mL dwodvparog.
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. Ta GAla cvotoTikd gival YAvKivn, vaTplo 0&ikd Tptudpikod, Tayopopeo oo o0&L, ToAvcopPikod
80 ko vowp Yo evéoya (PA. Tapdypao 2 «To Bimzelx mepiéyel moAvcopPikd 80» o «To

Bimzelx mepiéyet vatpion).

Epgavion Tov Bimzelx kot epieyépeva mg 6voKkevaciog
To Bimzelx givar éva S1avyég mpog eElappdg omaiilov vypd. To ypdpo Tov evogyeTal va TOKIALEL 0md
GpOMO EmG avoLYTO KaoTovoKiTpvo. Alatifeton og piag ypMong anopputtén TPOYEUICUEVT] GCLOKEDT

TOTOL TTEVAG.

To Bimzelx 320 mg gvéoipio S1dAVL0 GE TPOYEUIOUEVT] GLOKELT THTTOL TEVAG dlatifeton og povadioieg
GLOKELOCIEG IOV TTEPLEXOLY | TPOYEMGUEVT] GUGKELT] TOTTOL TTEVOG KOl OE TOAVGLGKEVUGIES TTOV
amotelobvTal 0o 3 KouTid pe Kabéva va tepiéxetl 1 mpoyepIoHEVT] GUGKELT] TOTOL TEVOLC.

Mmropei va, pinv KoKAOQOpPOLV OAEG Ol CLCKEVAGTEC.

Karoyog Adsrag Kvkiopopiag
UCB Pharma S.A.

Allée de la Recherche 60
B-1070 Bruxelles, Bé\yo

Mopaockevaotig

UCB Pharma S.A.

Chemin du Foriest

B-1420 Braine-1’Alleud, Béhywo

[Mo omoladMmote TANPOPOPin GYETIKE LE TO TOPOV POUPUOKEVLTIKO TPOIOV, TAPUKAAEITTE VO
angvBouvleite otov TomiKd avtimpoécsmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien
UCB Pharma S.A./NV
Tél/Tel: +32/(0)2 559 92 00

Bbnarapus
10 CU BU bowarapus EOO/]
Ten.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf.: +45/32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: +49 /(0) 2173 48 4848

Eesti
Medis Pharma Lithuania UAB
Tel: +370 68 735 006

EA)LGoa
UCB A.E.
TnA: +30/2109974000
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Lietuva
Medis Pharma Lithuania UAB
Tel: +370 68 735 006

Luxembourg/Luxemburg
UCB Pharma S.A./NV
Tél/Tel: +32/(0)2 559 92 00 (Belgique/Belgien)

Magyarorszag
UCB Magyarorszag Kft.
Tel.: +36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: +356 /2137 64 36

Nederland
UCB Pharma B.V.
Tel: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: +47 /67 16 5880

Osterreich
UCB Pharma GmbH
Tel: +43-(0)1 291 80 00



Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

France
UCB Pharma
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: +353/(0)1-46 37 395

Island
UCB Nordic A/S
Simi: +45/32 46 24 00

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Latvija

Medis Pharma Lithuania UAB

Tel: +370 68 735 006

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel.: +48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: +351 21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: +40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Pub/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: +46 /(0) 40 294 900

To mapév evAro 0dNYIOV ypiioNg avade®pOnke Yo TelevTaio gopa Tov Anpiiio 2026.

Adreg TNYEC TANPOPOPLOV

Agmtopepeic TANpoPopieg Yo 1o pAPROKO aVTO givol S1BEGYLEG GTOV SIKTLOKO TOTO ToL Evpmmaikod

Opyoviopov @apudkmv: https://www.ema.europa.eu
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Odnyisg ypfiong

Awfdote 0re TIC TOPUKAT® 001Yieg TPLY Ypnoipomom)oeTe To Bimzelx 320 mg evéoipo dvaivpa
OE TPOYEPIGUEVT] GUOKEDT] TOTOV TEVOG.

[Ipoyeopuévn ovokevn Tomov tévag Bimzelx 320 mg pe puo potid (Bi. Ewova A):

S «,

9 >

Map&Bupo
Kfj SRl npoPoing
v ;
} . |~ Ij- — -_\-I\ll IHI
MpoCTATEUTIKG Mafr
BeAdvag

INRovTIKEG TANPOPOPIES:

O enayyelpotiog vyeiog Tov cog mapakorovdel Oa mpénet va cag dei&el TG VoL TPOETOUACETE
KOl VoL KAVETE TNV €veor] Tov Bimzelx 320 mg ypnoylomoidvTog TV TPOYEUICUEVT] GUCKELT
TOmoV MEvag. Mnv KAVETE TNV £VECT] GTOV £0UTO GAG 1) O KATO10V GALO HEYPL Vo Gag dei&ovy
TOG VoL KAVETE TNV éveon Tov Bimzelx pe tov cwotd Tpdmo.

Eoeig xovn o ppovtiotig cag Oa mpénet va daPalete avtég tic Odnyieg Xpnong tpv and kabe
xp1on Tov Bimzelx.

Emwowvmviote pe tov enayyeipatio vyeiog Tov 6og mapakorovbel, edv 5€ig 1 0 PPOVIIGTIG
00G EYETE EPWTNOELS OYETIKA LE TO TTMG VO KAVETE TNV éveon Tov Bimzelx pe tov cwotod tpomo.
Kd&Be mpoyepuopuévn cuokevn Tomov mévag Tpoopiletol wovo yuo epdmal yprion («povn d6om»).

Mn xpNOOTOU|CETE AVTO TO PAPIOKO KOl EMOTPEYTE TO GTO PUPRUKEIO EAV:

n nuepounvia AnéEng (AHEH/EXP) €xel mapéibet.

éxel mopaPloctel 1 cEPEyIon TOL KOLTIOV.

1N TPOYEUICUEVT] CLGKELT] TOTTOV TEVAG £xEL TEGEL 1] el vooTel {nud.

T0 VYPO €XEL TAYDGEL KATO0 YPOVIKT oTIyUN (akdpa Kot edv Exel amoyuydet).

INa peyordtepn dveon katd v éveon: Bydite v mpoyeicpévn cuokewvt] TOTOL TEVAG TMV
320 mg and To yuyeio Kol apNoTE TN/TIG O€ Lo enimedT empdveln og Beppokpacio dmpatiov otV
apykn tng ovokevacia yia 30 £wg 45 Aemtd mpv and TV £veon).

Mn Beppaivete pe onmolovonmote AALOV TpOTO, OTWS GE POVPVO KPOKVUATOV 1) GE KAVTO VEPO.
Mnv avakiveite TNV TPOYEUIGLEVT] GLGKELT] TOTTOL TEVOLC.

Mn Bydalete To KAADUUA TNG TPOYEUIOUEVNG GLGKELNG TOTOL TEVOS HEXPL VAL EI0TE ETOLLOL VOL
Kévete Tnv €veon.
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AxolovOgite To TOPOKATO Pripata KGO Popd wov yproponoicite To Bimzelx.

Bipoa 1: IIpogtowpnacio yio va KAVETE TNV/TIC £veEon(£16) oag

TomoBetoTE TO 0KOLOVOO CVTIKEINEVL 6E KAOUPT, ETITEDN, KOLE QOTILOMEVY ETLPAVELN
gpyaciag, 6TOg éva TpamélL:

. 1 mpoyeopévn cuokevy TomoL Tévag Bimzelx 320 mg

Oa ypelooteite emiong (dev TePAAUPAVOVTOL GTO KOVTL):

. 1 LOVINAGKL EUTOTIGUEVO E OAKOOAN
. 1 xaBapn prdro amo Popfakxt
. 1 Soyelo amdppyng ayunpmdv avtikeévav. Agite nyv evotnta «lletdéte T Ypnopomompévn

TPOYEUGUEVT] GLOKELT TVTOV TTEVAG Bimzelx» 610 1éhog avtdv twv Odnyiov Xpnong.

Biuoa 2: EmiéETe To onueio TS £VEGNS KO TPOETOLUAGTE TNV £VEGT

20: EmiéEte To onpeio g éveong
. Ta onpeia wov pmopeite va emAEEETE Y10, TNV EVEST GOG EtvaL:
O 10 oTopdyl (KooK ydpa) N o unpog oag (Pr. Ewkéva B).
o 10 mio® pépog tov Ppayiovd cog (Pr. Emova I'). To Bimzelx umopei va eyyvbel oto
micw pépog tov Ppayiova cog Lovo amd exayyeipatio vyeiag 11 @POVIIOTY.

Kothakn Miow pépog
Xwpa Tou Bpaylova

Hnpdg

o Mnyv Kkdvete £veon og mePoyEG 6OV To dépua glvar gvaictnto, poAomcouévo, puipo,
POAMOMTO, GKANPO N 0€ TEPLOYEG LE OVAEG ) pOryddEg.

o Mnyv Kkdvete £veon evtog andoTacns S cm amd Tov apoAd (OpEars).

. Oa TPENEL VO, YPTCLOTOIEITE S1OPOPETIKO ONUEID KAOE POPE TOV KAVETE TNV £VEGT GTOV £0VTO
oG,

2B: ITAdvete Ta (EPLo. 060G KAAG PE GATOVVL KL VEPO KU1 GTEYVAOGTE IE KO.OAP) TETGETA
2y: lIpogTopaote T0 OéppRa 6OG

. KoBopiote 10 onpeio tng éveong pe LovTnAGKL ELTOTICUEVO e AAKOOAT. AQNOTE TNV TTEPLOYN
VO 6TEYVAGCEL VIEA®G. Mnv ayyi&ete Eava v KaBoplopévn meployn TPy KAVETE TNV EVEODT).
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26: EAéyEte TV poyemopév) cvuokevt] Tomov tévag (BA. Ewkova A)

. Befawmbeite 611 6NV €monpavon avaypdeetat 1 ovopoacio Bimzelx kot n nuepopunvio AnéEng.

. EAéyEte To apuaxo péow Tov Tapabdpov tpoPornc. To pdpuako Ba Tpémet va etvar dtavyég
£mg eEMappag omaAilov Kot eEAevBepo copatidiov. To ypdpo Tov eviéyetol va TotKiAlel ond
GYpOHO EMG OVOIKTO KAOTAVOKITPIVO. MTopei va dgite puoaAideg aépa 6To VYpd. AvTo gival
(PVGIOAOYIKO.

. M xpNOLOTOLEITE TNV TPOYEUGUEVT] GUGKELT TOTOVL TEVAG pe Bimzelx edv 1o pdppako eivat
00\, OTOYPOUATIGUEVO 1| TEPLEYEL COUATIONL.

0 N

@ MapaBupo mpofolg

K i 1

Hpe pnﬁmv[&
\_ MEng )

Bina 3: 'Eveon tov Bimzelx

3a: AQUuipEcTE TO KAADPPO TG TPOYERIGUEVIIG CUGKELVNG TOTTOV TEVAG

. Kpatnote v mpoyeiopévn cuokewut] TOmov mEvag otafepd e To Eva XEPL YOP® 0o T Aaf).
Tpapr&re gvbeio 1o KEALULO Y10 VO TO AQUPEGETE OO TNV TPOYEUICUEVT] GUCKEDT TOTTOV
mévag ne 1o aAro yépt (BA. Exxova E). [Tapoio mov dev eivor epeavég to dipo g Peldvag, Exel
TAE0V OTOKOALQOEL.

. Mnyv ayyilete 10 TpocTaTELTIKO TNG PEAdVOG 00TE VA ETOvVOTOTTOOETEITE TO KAALUILO TNG
Belovag. Avtd opeiletor 6To YeYOVOg 0Tl O LTOPOVGE VO EVEPYOTOGEL TV TPOYEUGUEVT
GLGKELT TVTOV TTEVAG Ko B popovoate vo Tpumndeite.

3p: Kpatijote TV TPOYEPIGREVT] GVOKELT] TUOV TEVAGS VLo Yovia 90 popdv oto kabapiopévo
onpeio éveong (Pi. Ewxova XT)
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3y: TomoOeti6TE TNV TPOYEMOPEVT] GVGKELY] TOTTOV TEVAG EMIMENA GTO OEPUA GUS, KAl 0T

ovvéyeln MEGTE 6TUOEPE TNV TPOYERIGUEVT] GUOKEDT] TUTOV TEVAS TPOS TU KATM ETAVM GTO

dépna cag

. ®a akovoete Evav yo kKAK. H éveon cog Eexvd dtav axovotel 1o TpdTo «kAk» (Bi. Exkova
Z). Mn|v avOaoK®OVETE TV TPOYEUIGUEVT] GVGKEDT] TOTTOV TEVAS OTO TO dEPNA.
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30: XuveyioTe va KPATaTE TNV TPOYEMOREVY] GUGKELT] TOTTOV TTEVAS 6T 0£0m TG Kot va TNy

mélete oT00epa eMdve 670 déppa cog. Oa yperaotovy mepimov 20 devTepdrenta Yo va AaPeTe

v TAp1) 0601 cac.

. Ba aKoVOETE £va SELTEPO KAL) TTOV GO VTOJEIKVVEL OTL 1] £VEGT] £YEL GYEOOV OLOKANPMOEL
Oa deite TV Kitpvn &vdelén va yepiletl to mapdbupo mpoforng (Bi. Ewkova H).
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. MeTa To 0£0TEPO KMK, GUVEYIOTE VO KPATATE TOTNUEVO TO TPOYEMOUEVO GTULO Y1d

emmAéov 5 devteporenta (neTpriote apya péyxpr 1o 5). Me avtév tov Tpoémo O
owopariocete 6T1 B0 LaPete TV AP 060n oag (fA. Ewkéva ).
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3g: A@aipéoTe TV TPOYEPIGUEVT] GVOCKEVT] TUTOV TEVAS TPUPAOVTUG TV TPOCEKTIKA gV0gia Tpog

10 TAve amé to déppa cac. To mpootatevTiKd Belovag 0o kalvyel avTopata T PeLova

. [Méote o oteyvi pndia and BapPdxt Tave 6to onpeio Eveong Yo Lepkd devteporenta. My
TpiPete to onpeio éveong. Mnopetl va deite ehappd opoppayio 1| pio 6TaydVe VYPov. AVTo
etvat puo10A0YIKO. Mmopeite vo KOADWETE TO OTUEID £veonG LE £Va, UKPO AVTOKOAANTO
emiBepa, edv amorteitol.
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Biua 4: Hetaéte Tn ypnowmonmomuivn mpoysouévi) 6VGKELT TOVTov Evac Bimzelx

TomoBetnoTE TN YPTCYLOTOUUEVT TTPOYELGLUEVT] GUGKEVT TOTTOL TTEVOG OE £Va OOYELD ATOPPIYNG
LYUN POV AVTIKEWEVOVY apécwc petd tn xpnon (Pi. Ewova I).
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