ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKOQN TOY ITIPOIONTOX



V To @apuaxo ovtd TeELEl VIO GLUTANPOUATIKN TOPAKOAOVONGT. AvTO Bo emTPEYEL TO Yp1YOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EXAYYEAUOTIEG VYEING VO OVAPEPOLY
0TolEcONTOTE TBUVOLOYOVUEVEG avemBOUNTES evEpyetec. BA. mapdypoo 4.8 yio tov Tpdmo avapopdc
OVETBOLNTOV EVEPYEILDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Otulfi 130 mg wokvo dtdAvpa Yo TapaoKeL SIKAVIATOS TPOG EYYVOT)

2. MNOIOTIKH KAI IOXOTIKH XYNGEXH

Kd&be proridwo mepiéyet 130 mg ovotekvovpdunne o€ 26 ml (5 mg/ml).

H ovotekwvovpdipunn etvon éva mAnpwg avBponivo povokiwovikd IgGlk avticopa Evavtt g
wteprevkivng (IL)-12/23 mov mapdyetol 6e o, KLTTOPIKY YPOUUN @0ONKOV KIvellK®V KPIKNTOV UE

¥pnon texvoroyiog avacuvovacpuévor DNA.

"Exdoyo(a) pe yvooti dpdon:
IMa tov mpn KatdAoyo tov exddywv, PA. Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
[Mokvo Sidivpa yio TopackeLn) SIOADUOTOG TTPOG £YXVOT).

To duhvpa givar S10vYEG Kot AYPOUO MG ELAPPADS KAPE-KITPIVO.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpomevTiKég EVOEitELg

Nooog tov Crohn

To Otulfi gvdeixvuton yio ) Oepaneio evilikov acbevov pe petping £mg cofapd evepyn vOGo Tov
Crohn, ot omoiot epedvicay avemapkn avTomdKPLoT, OTOAELN OVTOTOKPLONG 1| dvcavesia otn
ovuPatikn Oepaneio ) e aviaywvioty Tov TNFa 1 tapovsidlovv avtevoeilelc o€ avTég TIg
Oepaneiec.

4.2  Aocoloyio Kol TpOmTOC YopyNoNS

To Otulfi mokvd dddvpa Y10 TapacKELT] SIHADUATOG TTPOG £YXVoT TpoopileTat Yo ypron vad TNV
kaBodnynomn kai v enifreyn wrpdv, Eumelpov ot didyvmon kot tn Ogpaneio ¢ vocov tov Crohn.
To Otulfi mokvo didvpa Yo TapacKeL] SIHAVUATOG TPOG £yyvor Ba Tpémel va ypnoyomoleital povo
Yo TNV EVOOQAEPLL 00T ETOy®YNG.

Aocoroyia

Néocog tov Crohn

H 6epancio pe Otulfi mpénet va Eexva pe pia epdmas evoopAEPLa 0661 PAcEL TOL COUATIKOD BAPOVG.
To dhvpa Tpog Eyyvon npénel va epthapPavel Tov apBpd eroidiov tov Otulfi 130 mg dnwg
kaBopiletan otov Ilivaka 1 (BA. mapdypapo 6.6 yio TNV TPOETOWLAGIOL).




Hivaxog 1 Apyixn evoopréfio doon tov Otulfi

YoORoTIKO Papog a60evoig 2OVIGTONEVTY 0661* AprOpog promdiov 130 mg
K0T TN Yopiynoen e 66ong Otulfi

<55kg 260 mg 2

>55kg éog < 85 kg 390 mg 3

> 85 kg 520 mg 4

¢ Tlepimov 6 mg/kg

H mtpdtn vodopia 660 wpénet va yopnyeital tnv efdopdda 8 petd tnv evoopAéPio doom. o
docoloyia Tov emakdA0VOOL VTTOOOPIOV B0GOAOYIKOD GYNUATOC, PA. Tapdypapo 4.2 g IIXII tov
Otulfi evéoyo S1dAvo. GE TPOYEUIGEVT] GUPLYYO.

Hlrouévor (= 65 etwv)
Agv amorteitol Tpocsopoyn g 606M¢ Yo ToVug NAKIopEVOLS acbeveic (PA. mapdypoo 4.4).

Negpirn ko1 nroziky Sveleitovpyio,
H ovotekivoopaumn dev xet perem0ei o€ avtodg Toug TANOLGHOVE acheviy. ZVUVETMG, devV UTOPOLV
va YiVOuV GUGTAGELG OYETIKA [LE TN SOGOAOYIdL.

Houdrazpirog ninBoouog

H acpdleio kot 1 amoTeEAEGLOTIKOTNTO, TG OVCGTEKIVOLUAUTNG Y1, T Ogpameia tng vooov tov Crohn
o€ ool nAkiag pucpotepns tv 18 etdv dev €xovv akdua tekunprmbel. Aev vdpyovv drabéoipa
dedopéva.

Tpémog yoprynong

To Otulfi 130 mg wpoopiletor yio evooAEPra yprion povo. Oa wpémel va yopnyeitorl o€ Sdotnua
TOLAGYLGTOV LIOG DPAG.

IMo 0d1yiec oYeTIKA Pe TNV apaimon TOV POPLOKEVTIKOV TPOTOVTOG TPV 0o T Xopnynon, PA.
Topaypaeo 6.6.

4.3 Avtevoeigeg

YrepevoroOnoio 6tn dpactikn ovoia 1} o€ KAmo1o amd o £K60YM TOV CVUPEPOVTUL TNV
mopdypoeo 6.1.

Kvikd onpovtikn, evepyn Aoipwén (m.y. evepyn eupatioon, PA. mapdypoaeo 4.4).
4.4 Ewkéc mpogtdomon)oElS Kol TPOQUAAEELS KATA TN Y p1oT)

Iynmiacipudnra
[Tpoxeévou va BeATimbel 1 tyvnAasLOTNTA TV BLOAOYIKOV QOPHOKEVTIKOV TPOIOVTI®V, TO OVOLLN
Kot 0 aplOUog TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETUL LLE CAPTVELQ.

Aowdéelg

H ovotekvoopdumn pmopei duvntikd va avENoet Tov Kivouvo AOUDEEDY KOl VO EVEPYOTOUOEL EK
vEOL AavOAvoLoEG AOUMEELC. Xe KAVIKEG LEAETEG KOl G€ Uio HEAETT TOPATIPTONG LETA TNV
Kukhoopia oe acbeveic e ywplaor, coPapés PaKTnploKes, LUKNTIOGIKEG Kot 10YEVEIG AOUDEELS
&yovv mapatnpnOel oe acbeveic mov Aappdvovy ovotektvoopaunn (BA. Tapdypago 4.8).

"Exovv avapepbei evkaiplakés AoumdEEIS, GUUTEPIAAUPBAVOLEV®V TG ETOVEVEPYOTTOINGNG TNG
QLUATIOONG, GAA®V EVKAUPLOKDV Baktnplokdv Aotunéemv (cupmeptlopuPavouévng e Aoiuméng amod
drumo pukoPaktnpiota, TG UNVIYYiTIdog amd AoTEPLA, TG TVEVUOVING amd AEYIOVEAAL KoL TNG
vokapdioomg), EVKALPLIK®Y PUKNTIOCIK®Y AOIUMEEWDY, EVKUIPLOKAOVY 10YEVOV AOUMOEEDY
(cvumepriapfovouévng e eYKEQoATIONG OV TpokaAeiTal amd TOV 10 TOL ATAOD £PTNTO. TOTOV 2),
KoL TOPOCITIKAOV Aouméemv (cupmeptiapfoavopévng e ophoikng toomAdcumong) o€ acbeveig
nov Ehafav Bepameio e OLOTEKIVOVUAUTT).



Amonteital mpocsoyn 6tav eEgtdleton i yprion tov Otulfi o acBeveig pe ypdvia Aoipmén M pe 16Top1Kd
vrotporidlovcag Aoiuwéng (PA. mapdypapo 4.3).

[pwv and v évapén g Bepaneiag pe Otulfi, ov acBeveic npénel va eEetdlovtan yio Aoipwén omd
eouatioon. To Otulfi dev mpémel va yopnysiton o aobeveig pe evepyn eopatioon (PA.

mopdypoeo 4.3). H Bgpancio tng AavBdvovcag pupatioong tpénet va EeKva Tpv amd T yopnynon
tov Otulfi. To gvdeydpevo Bepaneiog katd Tng upatioong tpénet eniong va e&etdleTon TPV amd TNV
évapén yopnynong tov Otulfi o acBeveic pe 1otopcd AavOdvovcog 1| evepyod UUATIOOTG, Y10 TOVG
omoiovg dev umopei va, emPePormbei pia emapknc mponyoduevn Bepaneio. Acbeveic mov Aapfdavovy
Otulfi 6o Tpémel va TapakorovBodvial oTeEVE Yo evOEiEELS KO GUUTTAOUATO EVEPYOD PUUOTIOONG
Katd Tn S1dpKelo Kot LT To TéA0G TG Bepansiog.

Oa wpénet va yivel vdoelEn otovg acbeveic va avalntioouy 1Tpikn GUUPOVAN €V ELEAVIGTOVY
onueia 1 copnTOUATA TOL VTOdNA®VOLY Aolpwén. Edv évag acBeviig avantiéetl o cofapn Aoipmén,
0 acBevng Oa mpémet va, mapoakolovbeitarl otevd kot o Otulfi dev o pémet vo yopnynOel uéypt va
VITOY®PNGEL 1| AoTU®EN.

Kokonfeteg
To avoGOKATOGTAATIKA OT®G 1) OVGTEKIVOVUAUTN ALEAVOLY SLVITIKA TOV KiVOUVO KoK OEL0C.

Opiopévor aoBeveic mov Adpfovay OVGTEKIVOVUAUTT 6TA TAICIH KAVIKOV LEAETOV KOl GE pio
UEAETT TapaTPNONG LETE TNV KuKAoPopia og acheveic pe wopioaor avErTLEAY SEPUATIKEG KOt U
deppatikég Kakonoeteg (BA. mapdypago 4.8). O kivovvog kakondetog pmopel va givat vymidtepog oe
acBeveic pe yopioon mwov Egovv AaPet Bepancio pe dALovg froAoyikovg TopayovVTEG KOTA TN dlipKELd
g acBéveldg Toug.

Agv éyovv de€aybei perétec mov va mepriaufavovy acbeveic e 16topikd kakondelog | LEAETEC TOV
va cuveyilovv 1 Bepaneia oe 0oOeveig TOV AVATTUGGOLY KakoN gl KOTA TN ANy TNng
OVGTEKIVOLULAUTING. ZVVEn®S, Oa Tpémetl va e€etdleton Tpooektikd 1 ypron tov Otulfi otovg acbeveic
o TovC,

Ohot o1 acbeveig, 18img 6601 givor nhkiog peyaivtepng tov 60 etdv, 0oBeveis e 10Tpkd 10TOPIKO
LOKPOYPOVING ANYNG vOCOKATAGTOATIKNG Oepameiog 1 dcot £xovv wotopikd PUVA, Ba mpénet va
TOPOKOAOVOOVVTOL Y10 TNV EUPAVIGT] U1 LEAVOKVTTOPIKOV KapKivov Tov dépuatog (PA.
napbypao 4.8).

2VOTNUOTIKES KO OVOTVEVGTIKES OVTIOPACELS VTepeLaLGONGiog

20oTHUOTIKES

"Exovv avaeepbei coPapic aviidpdoeic viepevatcnciog Kotd v mepiodo petd v KukAo@opia Tov
TPOIOVTOC, GE PEPIKEG TEPUTTAGELS OPKETES NUEPES LeTd TN Bepameia. 'Eyovv epepaviotel avapuiatio
Kot oyyelooidnpa. Edv epoaviotel avapoura&io 1 dAAn coPapn avtidpacn vrepevarcnciog, Oo mpémet
va Eekvnoet katdAdnin Bepaneia Kot va dakomnel 1 xoprynor tov Otulfi (BA. mapdypapo 4.8).

Avtidpdoelg oxetilOueveC e TNV £yyvon

Avtidpacelg oyxetilopeveg pe v yyvon £xovv mopotnpn el og KAvikég dSokipés (PA. mapdypaeo 4.8).
YoPapéc avtidpacelg oxeTICOUEVEG UE TNV £YYXVOT|, CUUTEPTAAUBOVOUEV®Y OVOPLANKTIKMOV
avTIOpaoe®mv 6TV EYYVoT|, £X0VV avapepOel KOTA TNV TEPI0S0 UETO TNV KUKAOPOPIO TOL TPOIOVTOC.
Y nepintoon mov mapatnpndel cofapn 1 aneintikn yio ) {on avtidopaocn, o mpémel va Eexvd
KaTdAANAN Bepaneio Kot 1 ovoTEKIVOVUAUTT B0 TPETEL VO SLoKOTTTETOL.

AvamvevoTikég

"Exovv avapepbel mepiotatikd aAAepyikig KOYEAISITIONG, NOGIVOPIAIKNG TVEVLOVIOG KoL L)
AOLUDSOVG OPYOVOVUEVNG TVEVUOVIOG KOTA T YPTION TS OVGTEKIVOVUAUTNG LETA TN XOPTYNON GOEL0G
KukAopopiag. Ot KAMvikég ekdnAdoelg tepthaupavay Prixe, dOOGTvole Kot dldueceg ondncelc LETH amod
pia €mg tpetg d0oets. Ot coPapés ekPaoeic TEPIAAUPOVIY AVOTVEVGTIKT] OVETAPKELN KO
napateTapévn voonieio. BeAtioon avapépOnke petd m SoKom TG OVGTEKIVOUUAUTNG Kol ET{ONG,
0€ OPLOUEVEG TEPIMTMGELS, TN XOPNYNOT KOPTIKOGTEPOEOMV. L€ TEPIMTM®GN TTOL 1) TOAVOTNTO
rolpméng éxet amorherotel Ko 1 didyvaoon tvor emPePormpévn, SlakdWYTE TNV OVGTEKIVOL AU KO



Eexwvnote KoTdAANAN Bepoameia (BA. Tapdypoeo 4.8).

Kapduyyeioxd coppduota

Kaopdiayyetoxd coufapoto copmeptAapufovorévay eLepayotog Tov HuoKapdiov Kot oy YELKoy
EYKEPAAIKOV €meE1c0010v Eyovv mapatnpnbel oe acbeveig e yopiaon mov ektédnKoy otV
OVGTEKIVOLULAUTT GE i LEAETN TTapoTpnong LETA TV KukAopopia. Ot mapdyovteg Kivohvou yio
Kkapdloyyelokn voco Ba mpénet va aloAoyobvtot TakTikd katd tn didpketa tng Bepoameiog pe Otulfi.

Eppoiocpol

YuvioTdtol vo un cvyyopnyovvrol eppoia Loviov iwv i foaktnpiov (6nwg o Bakidiog tov Calmette
kot Guérin (BCQ)) pe to Otulfi. Aev €yovv die&oyBel e1d1kéc peréteg o aobeveig mov giyov TpdspaT
AaBet epPfora pe Covieg 100 1 {ovta Baktipla. Agv VTTAPYOLY dEGOUEVA YOl TN OEVTEPOYEVN
petddoon Aoipméng and {ovta epuPfoia o acbeveig mov Adufavay ovatextvovpdunn. [pv and tov
euporacud pe {ovteg 100¢ N (ovta Paxthipia, 1 Oepaneia pe o Otulfi pénet va dakomel yio
TovAdyiotov 15 gfdouddeg puetd v televtaio d0oT Kot puropet vo, Eavapyicel TovAdyloTov

2 gfdopadec petd tov epPfortacud. Ot cuvtayoypaeot 1tpoi tpénet vo cuuPBovAedovtal TV
[epiinym tov Xopoaktnpiotikdv Tov [Ipoidvtog Tov cuykekpipévou epfoiiov yio Tpochetn
TANPOPOPNGT KOl 0ONYIES GYETIKG LUE TNV TOPAAANAT YPTOT OVOGOKOTUGTAATIKAOVY TOPOYOVTOV UETA
Tov gufolacud.

H yopniynon {ovtav epporinv (0nmg to epfoito BCG) oe Ppépn mov exktébnkav in utero oty
OVGTEKIVOVLLAUTN dgV cuvicTdTon Vi £EL uNveg Uetd ™ yévvnon 1 LEXPIC OTOV T ETIMESD TN
OVGTEKIVOLUAUTING GTOV 0pd TOL Ppépovg va eivat un aviyvevoiua (PA. mapaypdaeovg 4.5 kot 4.6). Edv
VILAPYEL CAPEG KAIVIKO OPELOG Y10 TO UEHOVOUEVO BPEPOC, M| xopNynon evog (dvtog epfoliov pmopel
va e€etdletol vopitepa, €4V T EMTTESA TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL PpéPovg eivar un
aviyvevoiua. Ot acbeveig mov AauPavovv Otulfi uropodv va Adfovv Tovtdypove adpavomomuéva
un {ovta epPforta.

H paxpoypdvia Oepameio pe Otulfi dev KataoTEALEL TN YVUIKT CVOCOAOYIKN OTAVINGT GTO
TOALGOKYOPLOKO EUPOALO Y10 TOV TVELHOVIOKOKKO 1 TO UPOMO Yia Tov T€Tovo (PA. Tapdypoeo 5.1).

HopdAinin avocokatactartik) Oepaneio

2e HEAETEG Y1 TV YOPIOoT, 1| ACQAAELN KOL 1] OTOTEAEGILATIKOTNTO TG OVCTEKIVOVUAUTNG GE
oLVOLOGCHO LE OVOGOKOTACTAATIKA, CUUTEPIAUUPAVOUEVOV TV BlodoyikdV, 1] pe poTobepaneia, dev
&yovv agloroynel. Xe peréteg yio v yoplacikn apbpitida, 1 mapdiinin xpion MTX dev edvnke
va, emnpedlel TNV aGPAAELD 1] TV ATOTEAEGLOTIKOTNTO TG OVGTEKIVOVUAUMNG. X€ LEAETES YO TN VOGO
tov Crohn, 1 ToVTOYPOVN YPNOT OVOCOKATUCTOATIKMV 1) KOPTIKOGTEPOEWIMV OEV PAVNKE VO ENNPeAlel
TNV AGQAAELD 1] TNV OTOTEAECUATIKOTITO TNG OVGTEKIVOLUAUTNG. ATtatteital mpocoyn otav eEetdleTan
N TOPAAANAN ¥PNON GAADV 0VOCOKATUCTOATIK®V Kot Tov Otulfi 1§ katd ) petdfoon and dila
Broroyucd avocokatactoaltikd (BA. Tapdypao 4.5).

Avocofepamneia
H ovotexvoopdumn dev éxer a&loroynel og acbeveic mov Exovv voPinbdei oe avosobepamneio yio

aAdepyia. Aev glvar yvwotd edv 1o Otulfi pmopel va ennpedost v avocobeponeia yio aAlepyia.

2oBapéc depuatomdbeteg

Ye aoBeveic pe yopioon, £xel avaeepBel amropolMdwTiky deppatitido petd omd Oepaneio pe
ovoteKvoopaunn (BA. mapdypaeo 4.8). O acBeveic e yopioon kaTd TAGKAG EVOEYETOL VO
avartuEovy epuBpodep Uk YmPIooT), e CUUTTAOLOTA TOL EVOEXETUL VA, UV Otakpivovtol KAVIKA omd
TNV amoPOAMOMTIKY SEPUATITION, OTA TAAICIN TG PLGIKTG TOPEING TOV Voo UaTOGg Tovg. Katd tnv
TOPOKOAOVONGN TG YoPiaons Tov acbevong, ot YiaTpol Oa TPENEL VAL ETOYPLTVOVV Y10, GUUTTAOUOTO
€pLOPOdEPUIKNG Ympioong N AmoPOAd®TIKNG deppatitidons. Edv avtd to copntdpato epeavictovy,
0o pémel va axorovOnOei katdAAnAn Oepamneio. To Otulfi Oo Tpémet vo dtaxomTeTon EAV VTTAPYEL
VITOVOL AVTIOPAOTG GTO PAPLLOKO.

Kotaotdoeig mov oyetioviot e tov Ako
"Exovv avapepbel Tepittdoelg kaTooTacEY TOL oyeTilovTal pe Tov AbKo o€ acbeveig mov Edafov




Bepameio e OVGTEKIVOV AU, CUUTEPIAAUPOVOUEVOD TOL dEPUATIKOD EPVONUATMIOVE ADKOL Kol TOVL
ouVOpOLoL TPocouolalov e Avko. Edv eppaviotodv BAAPES, £101KA G€ TEPLOYES TOV JEPLATOG TTOV
extifevtal otov A0 1 €Gv cuvodevovtal and apBpadyia, o acbevig Ba mpénet va avalntioel apEcmg
wTpikn Pondeta. Eqv emPefainbdel n didyvoon pog katdotaong mov oyetileTol pe Tov AbKo, 1
0LOTEKIVOLULAUTT Bo Tpémel var StakOmTETON Kol Vo Eekivd KoTtdAANAN Bepameia.

Ewducot mAnBuopot

Hlrouévor (> 65 etwv)

Agv TopatnpnONKay GUVOAMKES SLOPOPES GTNV ATOTEAEGLATIKOTNTO 1] TV AGQPILELD o8 aoOeveic
nAkiog 65 etV Kol Gve mov ELaPav OVGTEKIVOVUAUTTY|, OE GUYKPION Ue VEOTEPOVG acbeveic og
KAMVIKEG LEAETEG OTIC EYKEKPIUEVES EVOEIEEIS, ®GTOGO 0 aplBudg TV acbevav niikiag 65 eTOV Kot
v 0gv NTaV ETAPKNG DOTE Vo KaBoploTel edv o1 aoBeveic avtol avtomokpivovtal SlapopeTIKA 0md
Tovg vedTepovg acbeveic. Adym TG VYNAGTEPTG EMMTOONG AOIUDEED®V YEVIKH GTOV NAKIOUEVO
mAnBucpod, n Bepaneio TPEMEL VAl YIVETAL LE TPOGOYH GTOVS NAIKIOUEVOLG,.

Hepieyduevo oe vaTplo

To Otulfi mepiéyet Mryotepo amd 1 mmol vatpiov (23 mg) avd d6om, eivorl avtd mov ovopdalovpe
«erebBepo vatpiovy. Qotdco, to Otulfi apordveror pe didAvpa yAwplovyov vatpiov Tpog £yyvon
9 mg/ml (0,9%). Avtd Ba mpémet va Aapfavetar vToyn TPOKEWEVOL Yo acbeveig mov akolovBovv
dlouta pe eleyyopevn TpodoAnym vatpiov (PA. mwapdypopo 6.6).

4.5 AlMnmiemopdosig e GALo QUPRUKEVTIKG TPOIOVTO KOl GAAES popPPES aliniemiopaong
Zvta epfolio dev TPEMEL va yoprnyouvTal TopdAAnAa pe to Otulfi.

H yopniiynon Lovtav epporiov (0nmg to eufoito BCG) oe Ppépn mov extébnkav in utero oty
OVGTEKIVOLLLAUTN eV GLVIGTATOL Yia £E1 UNVEG LT T YEvvnon 1 £0¢ OTOV Ta EMITEDO TNG
OVGTEKIVOVUAUTING GTOV 0pd TOL PpEpovg va eivat un aviyvevoiua (PA. mapaypdeovg 4.4 kot 4.6). Edv
VIAPYEL COPEG KAIVIKO OQEAOG Y10 TO UEHOVOUEVO BPEéPoc, 1| yopnynon evog (dvtoc epuforiov pmopel
va eEetdleTonl vopitepa, €4V Ta EMIMESA TG OVGTEKIVOVUAUTNG GTOV 0pd TOL PpéPovg eivar un
aVIVELGLUQL.

Agv éyovv paypatonombel peAétec OAANAETIOPAGEDY GE AvOPOTOVE. XTIC AVUADGELG
(QOPUAKOKIVNTIKNG TANBUGHOD TV pekeTdV @dong 3, diepeuvifnike 1 enidpacn TV o cuyvd
YPNOUYLOTOLOVUEVOV TAVTOYPOVI PUPHUKEVTIKDV TPOIOVI®V 6€ acOeVElg pe yopiaon
(cvumepIAaUPOVOUEVOV TNE TOPAKETAUOANG, TG PBOVTPOPATVNG, TOV OKETVAOGOAIKVALKOD 0&E0C, TNG
petpopuivng, tng atopPactativng, tng Aefobupoivic) oTn QUPUOKOKIVITIKY TG OVCTEKIVOVLAUTNG.
Agv vp&av evdeielg aAANAETIOPAONG LLE QVTA TO TOVTOHYPOVO XOPNYOVUEVO POPLAKEVTIKE
apoiovta. H Bdor yio v avéivon avtn ntav 6t tovidyiotov 100 acBeveic (> 5% tov peketodevon
mAnBucpov) Elafov Bepameia e TOLTOHYPOVI YOPNYNOT CLTAOV TOV POPUAKEVTIKAOV TPOIOVI®V YLl
ToVAdyoTOV T0 90% NG TEPLOdOL pEAETC. H pappakokvnTikng tng oveTeKvouUdpmng dev
EMNPEACTNKE A0 TNV TAVTOYPOVT ¥p1ion MTX, un 6TEPOEIODY AVTIPAEYUOVOOIDY QOPLUAKOV,
6-uepkantonovpivng, alabelompivng Kol amd GTOUATOG KOPTIKOGTEPOEWMV G acheVElC Le YmPLaoIK)
apBpitda, voso tov Crohn, 1 amd v mponyovuevn ékbeon o mopdyovteg avti-TNFa, oe acBeveig pe
yoplacikn apbpitda 1 voco tov Crohn.

Ta aroteAéopota piog peAéng in vitro dgv LLOSGEKVOOLY TNV AVAYKN YOl TPOSUPUOYN TNG SO0 G
acBeveic mov AapPdvovv tavtdypova vrootpopato tov CYP4A50 (BA. mapdypaeo 5.2).

Yg peAETEG Yo TNV YOPLaoT), 1] ACQOAAELN KOL 1] OTOTEAEGLLOTIKOTITO TG OVGTEKIVOVULAUTNG GE
GLUVOLOCUO LLE AVOGOKOATAGTUATIKG, GCUUTEPIAALPBOVOLEVOVY TV PloloyikdV, 1 Le poTobepaneia, dev
€yovv a&loloynOel. e peréteg yio mv yoplacikn apbpitida, 1 tavtdypovn yxpnon MTX dev pdvnie
Vo EMNPelel TNV AGPAAELD ] TNV OTOTEAEGUOTIKOTITA TIG OVGTEKIVOVUAUTNG. L€ LEAETEG Y10, TN VOGO
tov Crohn, 1 ToVTOYPOVN YPNOT OVOCOKATAGTOATIKMV 1) KOPTIKOGTEPOEW®V deV PAVNKE Vo eMNpedlet
TNV aGQAAELD 1] TV OTOTEAEGLOATIKOTNTO TNG OVGTEKIVOLUAUTNG (BA. mapdypago 4.4).

4.6 Tovipétnra, kONOoN KO yorovyia



lNuvaikec oe avomopaymykr) nAkio
O1 yvvaikeg og avamopaymykn nAkio 0o TPETEL v YPNCUYLOTOIOVV OTOTEAEGUATIKT OVTIGUAANYT
Katd tn ddpkela tng Bepomeiog Kot yio TovAdyiotov 15 gfdouddeg petd t Oepamneia.

Kdvnon

Agdopéva Tov GLAAEXOM KA TPOOTTUIKH OO GYETIKA TEPLOPIGUEVO OplOUO KoE®Y HETA amd £kBeon
OTIV OVGTEKIVOVUUAUTN UE YVOOTE OTOTEAECUATO, CUUTEPIAUUPOVOUEVOV TEPICGOTEPWOV T

450 Konocewv oV eKTEOMKOY KATA TN SLAPKELD TOL TPMTOL TPILNVOL, OV KATUIEKVOOLY AVENUEVO
Kivouvo peilovav cuyyeEVaY SUGTANCIOV GTO VEOYVO.

Meléteg oe (o, dev Katédel&ay aueomn 1 EUUEST TOEIKOTNTO TNV KONOT|, OTNV TPOIUN
euPpoaxn/dyiun epppoaxn avantoén, oTov ToKeTo 1| 6T HETOYEVVNTIKT avarTuén (BA.
napdypoeo 5.3).

Qo1660, 1| dwbEciun KAWVIKY epmepia eival Teploptopévn. Q¢ TPOANTTIKO HETPO, EIVOL TPOTIUNTED VAL
amopevyeTol 1 xpron Tov Otulfi katd v Kdnon.

H ovotekivoopdumn dtamepva tov mhakovvto, Kot el aviyvevdei otov opod Ppepdv to. omoia
yevviOnkav amd yovaikeg mov EAafav Bepameio pe OVGTEKIVOLUAUTY KOTA TN dtdpkela TG kKonong. H
KAVIKT EMITTOON QLTAG TG Tapatiipnong dev eival YvwoT], GTOC0 0 Kivouvog Aoiuméng Yo Bpéon
Ta. omoia eKTEONKOV in utero GTNV OVCTEKIVOLUAUT eVOEYETOL Vo lvar avénuévog petd t yévvnon. H
xopnynon Lovtov gpPoriov (0nwe To epforio BCG) oe Ppéon mov extédnkay in utero otnv
OVGTEKIVOLULAUTN OEV GUVIGTATOL Yot 6 UNVEG LETA TN YEVVNon 1 HEXPIS OTOV TA EMITEDO TNG
OVGTEKIVOVLLAUTING 6TOV 0pd TOL PpEpoug va eivar un aviyyvedoua (PA. mapaypdaeovg 4.4 kot 4.5). Edv
VIAPYEL COPEG KAIVIKO OQEAOG Y10 TO UEHOVOUEVO BPpEépoc, 1| yopnynon evog (dvtog epuforiov pumopel
va eEetdleTon vopitepa, €6V Ta ETIMESA TG OVGTEKIVOVUAUTNG GTOV 0pd TOL Ppépovg elvar un
aVIVELCLUAL.

Oniaouog

[epropropéva dedopéva amd T dnuoctevpévn PipAtoypapio VTOSEKVOOVY OTL 1] OLGTEKIVOV LA
EKKPIVETOL 0TO avOpAOTIVO UNTPIKO YAAO G€ TOAD UIKPEC TOGOTNTEG. AV lval YvmoTO av M
OVGTEKIVOV LA ATOPPOPATOL GUGTNHOTIKA LETA TV KATATOGT. AOY® TOL EVOEYOLEVOV
AVETBOUNTOV OVTIOPAGENDY OO TIV OVGTEKIVOLUAUTN € Bpéen Tov Inhalovv, Tpénel va
amopaclotel av Ba dtakonel 0 ONAaSUOC kKatd T didpkela TG Bepaneiag Kot £wg 15 efdopddec petd
) Oepameio | av O dwakomei n Oepamneia pe to Otulfi, Aapufdavovtag vadyn 1o 6QeL0g TOL TAd10V UTo
70 ONAaopod Kol To 6PELOG TNG Yuvaikag omd tn Oepameio pe Otulfi.

Fovomra
H enidpaon g oveTEKIVOLUAUTNG OTNV ovOpdTIVN YovipoTnTo deVv £)xel a&lohoynOet (PA.
mopdypaeo 5.3).

4.7 Emopaceig 6ty IKAvOTNTA 001]Y161)G KOL YELPIGHOV PN UVIILATOV

To Otulfi dgv éxet kopia 1 el aonuavTIN EXIOPACGT GTNV IKOVOTITA 0O YNONG KoLl YEPLGLOD
UNyYovnUaToy.

4.8 AvemOOunteg evépyereg

20voy™ ToL TPOPIA AoQGAELOC

O o ovyvég avemBounTteg evépyeleg (> 5%) oTig EAeYYOUEVEG TEPLOSOVE TOV KAIVIKOV UEAETAOV TNG
yopiaong, g Yoplactknig apbpitidag, g vosov tov Crohn kot g EAKMOI0VE KOAMTIO0GC G€ EVAAIKES
LLE TNV OVOTEKIVOVUAUTN TOV PvOQopLYYiTIda Kot Ke@alodyio. O TeplocOTEPES UMO AVTEG
BepnOnray Nrieg kot dev eméPoarav T dwokonn g Bepaneiog tng peréngc. H mo cofapn
avemBoun T evEPYEL TOL EXEL AVAPEPDEL Y10 TNV OVGTEKIVOLUAUTY ivorl coPapég avTidpAcELS
vrepevasnciog copmeptiapPoavopévng g avaguiotiog (PA. mapdypaeo 4.4). To Guvoikd TPoPid
acAAeLng TaY TAPOUO10 Yo acbeveis pe yopiaon, yoplocikn apbpitida, véso tov Crohn kot




EAKDON KOALTION.

Katdloyog avemBOUntwv eVEPYEIDY GE TTIVOKO

Ta dedopéva acPAAELNG TOV TEPLYPAPOVTAL TAPAKATO avTIKOTOTTPi{ovV TNV £kbeon evniik@v otV
ovoteKvovpaunn oe 14 pedéteg pdong 2 kot eaong 3 oe 6.709 acbeveic (4.135 ue yopioon ko
yoplacikn apbpitida, 1.749 ue voco tov Crohn kot 825 acbeveig pe eAkmon KoAitidn). Avtd
nmephapPavouv £kBecn 6TV OVGTEKIVOVUAUTT OTIG EAEYYOUEVEG KOl L] ELEYYOUEVES TEPLOOOVG TV
KMVIK®V HEAETOV Y10 TOVAGIoTOV 6 pvec M 1 €tog (4.577 kan 3.253 acBeveis, avtiotoiymg, pe
yopiaon, yoplactkn apbpitida, voso tov Crohn 7| eEAkdON KoAitidw) Kot EKOgoT Yo TOVAGYIGTOV 4 1)
5 € (1.482 ko 838 aoBeveig pe yopioon, oviloToiywe).

O IMivakag 2 Topéyel Evov KOTOAOYO TOV AVETIOOUNTOV EVEPYELDY 0O KAIVIKEG UEAETEG Y10, TV
yoplaon, TV yoplootkn apbpitida, ™ véso tov Crohn kot v ehk®don KoAitida og eviAMkeg, kabdg
emiong Kot avemBounteg evEPYELES TOV avaeEpOniay and v epmelpio LETA TNV KukAopopia. Ot
avemBounteg evépyeteg tagvopovvral katd v Katnyopio Opydvov ZueTiUotog Kot T cuyvoTnTa
EUPAVIONGC, YPNCOTOLOVTAG TNV akOA0VON cuvOnkm: [ToAd cuyvéc (= 1/10), Zuyvég (= 1/100 £mg

< 1/10), Oy ovyvég (= 1/1.000 émg < 1/100), Emdvieg (= 1/10.000 éwg < 1/1.000), ITodhd ordvieg

(< 1/10.000), un yvootéc (dev umopovv va ektyunbodv e Baon ta dtabéotua dedopéva). Eviog kabe
KaTnyopiog cuyvoTnTag ELEAVIoNG, Ol avemBounteg evépyeleg mapatifevial Katd Bivovca celpd

coPapotntog.

Hivaxag 2 Kardloyog twv avemOountwyv evepyeimv

Katmyopia/Opyoviké
Yovotnuo

ZoyvoTnTo EpPavions: AvemOounTy evépysla

AOUDEELS KOl TOPOCITOCELG

Yoyvég: Aoipumén g avATEPTG VOTVEVGTIKNG 0500,
PLVOQAPLYYITION, TAPOPPIVOKOATITION

Oy ovyvég: Kuttapitida, Aoluméelg tov 0d0vimv, Epmng
{oompoag, AolH®EN TOV KOTMTEPOV AVATVEVGTIKOV, LOYEVNG
AOTHMEN TOL OVAOTEPOL OVOTTVEVGTIKOD GUGTILLOTOG,
O1O010KOATIKT) LUKNTIOGOT

Awotapayéc Tov
OVOGOTOLNTIKOU GUGTHLLOTOG

Oy ovyvég: Avtidopacelg vepevaictnoiog
(ovumeprropfovouévav eEavinuotog, kvidmong)
Xrdvieg: ZoPapéc avTdpacelg vrepevotconciog
(ovumepriopfovouévav avaeuAasiog, ayyElo0dnUaTos)

Yoyatpkég dratapoyég

Oy ovyvég: Katahiwnm

Alotapoay£C Tov VELPLKOV
GLGTNUOTOC

Yuyvég: ZaAn, keohaiyia
Oy ovyvéc: Tapdivon Tpocdmov

AvomvevoTikés, OopaKikég
SLTOPAYES KOt SLOTAPOYES
puecobwpakxiov

2OYVES: ZTOLOTOPAPLYYIKO GAYOG

Oy ovyvég: Pvikr| copedpnon

Xrdvieg: AAMAePYIKT KOYEASITION, NMCIVOPIAKT TVELLOVIOL
IToAb omdviec: Opyavovuevn Tvevpovio™®

laotpeviepikég datapoyés

Xoyvéc: Awbppota, voutio, EPETOC

AwTopay£C TOL OEPLOTOC Kot
TOL VTOJOPLOL 16TOV

Xoyvég: Kvnouog

Oyt ovyvég: PAokTavdoNg Yopiaor, omoPoAidmon dEpUATOG,
((INTH)

Eravieg: ATopoldmTikn deppatitida, ayyetitida omd
vrepevarctncia

IToA0 omdvieg: TToppoAvydOEG TEUPTYOELDES, OEPUATIKOG
£pLONUATDOING AVKOG

Awotapayéc Tov
HVOCKEAETIKOD GLUGTHLATOG
KOl TOU GUVOETIKOV 1GTOV

Yuyvég: Oopuakyia, poodyia, apBpaiyio
IToA0 omdvieg: ZOvdpopo mpocopotdlov e A0Ko

evikég Sratapayés Kot
KOTOOTAoELG o1 0Eom

xopnynong

Yuyvég: Komwon, ep0dnua ot 0éom éveong, dhyog otn 0o
éveong

Oy ovyvéc: Avidpdoelg ot 0éom Eveong (cvumepthapfovouévev
NG GLHOPPAYIOG, OUATAIUTOS, GKAPLVOTS, O1OYKMGNG Kot
Kvnopov), e£ocbévnon
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* Bk Topaypao 4.4, Z0GTNUOTIKEG KOL OVOTVEVCTIKEG AVTIOPACELS VTTEPELALGONGIOG.

Ieprypaen emAeypévav avemt@OUNTOV EVEPYEIDOV

Aowdéelg

2T1G EAEYYOUEVEG LE EIKOVIKO PApLaKo HeAETEG o aobeveig Le yoploon, yoplacikn apbpitida, véco
tov Crohn kot eAk®ON KOAMTION, TO TOGOGTH AOUMEE®V 1) GOPaPOV AoUdEE®V NTOV TOPOLOLN
petald Tov acfevov mov AdUPovoy OVGTEKIVOV AU Kol EKEIVOV TOV AdUPovay EIKOVIKO GAPLOKO.
2NV eAeYYOUEVN LE EIKOVIKO QAPLOKO TEPI000 ALTOV TOV KAVIKOV HEAETOV, TO TOGOGTO AOILUDEEWDY
frav 1,36 avd avBpomoétog mapakorlovOnong yio Tovg acbeveig Tov AAUPavoy 0VGTEKIVOL LA Kot
1,34 y1o tovg acBeveic mov AdpPovay gikoviko eapproko. Zofapéc AoUDEELS EPPAVIGTNKOY GE
1060670 0,03 avd avBpwmoétog mapakorohOnong yio tovg acheveic mov AduBovay OVGTEKIVOVUAUTT
(30 coPapég Aoméelc o 930 avOpwmoi Tapakorovdnong) kot 0,03 yio tovg acbeveic mov
Aapupavav gucoviko edpuaxo (15 cofapég Aopméelg og 434 avBpmmoétn tapakorovnong) (BA.
napdypoeo 4.4).

2T1¢ ELeYYOUEVEG KOl [UT) EAEYYOUEVEG TTEPLODOVS TOV KAMVIKOV LEAETAOV Y10 TNV WYOPIiaoT, TNV
yoplacikn apbpitida, tn voco tov Crohn kat Ty EAkdON KOAITION, TOL OVTITPOSHOTELOVLY

11.581 avBpomoétn ékbeonc og 6.709 acBeveic, N didueon ddpkela mapoakorovOnong nrav 1,0 £tog,
1,1 &tn y1o TIg HEAETEG Y10 TNV WOPLAGIKT VOG0, 0,6 £T1 i Tig HEAETEC Yo, TN vOoo Tov Crohn kot

1,0 €tog yo Tig peréteg yio Ty eEAK®ON KoAlTda. To mocootd AotpumEewv frav 0,91 avéd avBpwmoétog
TopoKOAOVONGNC Yo TOVG 0cBeveic Tov AdUBovay OVGTEKIVOVUAUTT| Kol TO TOGOGTO GORopmY
rodéewv frav 0,02 avd avOpwmoitog Tapakorovdnong yio Tovg acbeveig mov Adufovoy
ovoteKvoupaunn (199 coPapég Lopméelg og 11.581 avBpwmoétn maparxorovdnong) kot ot coPapég
AOMEELG TOL avaPépOnKay TepleAdupavay Tvevovia, OTOGTNLO TOV TPOKTOV, KLTTOPITION,
EKKOATIMLOTITION, YOOTPEVTEPITION KOl 10YEVEIS AOUMEELG.

e KMviKEG perétes, aobeveig pe AavBdvovoa pupatioon mov TopdAinia Adupavoy aymyn pe
teovialion doev avértvéav euuatioon.

Kokonfeieg
2V eheyyOUEVT LLE EIKOVIKO (PAPLOKO TEPI0O0 TV KAVIK®V PEAETMV o€ 0oBevelg e yopiaon,

yoplacikn apbpitida, voco tov Crohn kot elk®ddn KoAitida, 1 exintwon kakon ey, eEapoduevou
TOV PN HEAAVOKVLTTOPIKOV KapKivov tov dépuatog, ntov 0,11 ava 100 avBpomoétn tapakoiovdnong
Yo Tovg aoBeveig mov AduPovay ovotekvovpdumnn (1 acbevig og 929 avBpwmoétn Tapakoiovdnong)
og oOykpion pe 0,23 yuo Toug aobeveig mov AdpPavay gikovikd edppoko (1 acbevig oe

434 avBpwmoétn moapakorovOnong). H enintwon tov pun HEAAVOKLTTOPIKOD KAPKIVOL TOV OEPHOTOG
nrav 0,43 avdé 100 avOpomoétn mapakorovdnong yio Toug acbeveic Tov AGUPAvVOY OVGTEKIVOLAUTN
(4 acBeveic o€ 929 avOpwmoétn mapaxorlovdnong) oe chykpion pe 0,46 yia Tovg acbeveic Tov
Aapupavay ikoviko eapuoxo (2 acbeveic oe 433 avOpomoétn mapakolovOnonc).

2116 ELeYYOUEVES KOl [T EAEYYOLEVEG TTEPLODOVS TOV KAMVIKOV UEAETAOV Y10l TNV YOPiaoT, TNV
yoplacikn apbpitida, tn voco tov Crohn kot Ty EAKOIN KOAITION, TTOL OVTITPOCOTEDOLY

11.561 avBpomoétn ékBeong o 6.709 acBeveic, n didpeon ddpkela mapakorovnong nrav 1,0 £tog,
1,1 &€tn y1o0 Tig PHEAETEG Y10 TNV WOPLAGIKY] VOGO, 0,6 £T1 Y1 TIG LEAETES Yia T VOG0 Tov Crohn ko
1,0 €t0¢ Y100 TIC MEAETEG Y10 TNV EAKMOT KOAITIdO. AvapépOnkay kakondeiec, eEapovpévon Tov un
UEACVOKDTTAPIKOD KOPKIVOL TOL d€ppatoc, o 62 acbeveic og 11.561 avOpwmoitn mopakorovdnong
(emimtwon 0,54 avé 100 avBpomoétn Ttapakorovdnong yio tovg acbevelg mov Erafav
ovotekvoopaunn). H enintoon kakonbeidv mov avaeépdnke otovg acbeveic mov Erafav
OVGTEKIVOVLLOUTN TOV GUYKPIGIUN UE TNV EMATOGN TOL OVOUEVETOL GTO YEVIKO TANOvoUd
(mpotumwpévo mnAiko emintwong = 0,93 [Sidotnpa epmotoodvig 95%: 0,71, 1,20], tpocappocpévo
v v nAkio, To @OAO kot T QLAT). Ot o GLYVE TaPATNPOVUEVES KaKONOELES, EEAPOVUEVOL TOV
UN UEAAVOKVTTOPIKOD KOPKIVOU TOV EPUATOG, NTAV KOPKIVOG TOL TPoGTdT, 0pHoKoAlkdg KapKivog,
HEAGVOUO Kot KOPKivog Tov pactol. H enintmon tov un pelavokuttapikol KopKivoy Tov dEPHOTOG
nrav 0,49 avé 100 avBpomoétn maparkorovdnong yia Toug acbeveic mov ELafav OVGTEKIVOLLALTN
(56 acbeveig oe 11.545 avBpmmoétn mapakorovOnong). H avaloyio tov acbevav pe Pactkokuttopikd
Evavtt axaviokuTTopikoD Kopkivov Tov dépuatog (3:1) etvar cuykpiciun pe v avouevouey”n



avoroyio 6to yeviko mAnduoud (PA. mapdypapo 4.4).

Avtidpdoeic vrepgvaichnociog kon avidpdoeig oty €yyvon

211c HEAETEG EMAYYNG Le evOOQAEPLa yopryno Yo Tn voco Tov Crohn kot trnv EAk@on KoAiTIdn, dev
avaeEépOnkay emelcdola ovapuiatiog 1 GAAEG coPapES avTIOPAGELS OTIV £YYVOT LETE amd TNV EQATOE
evooPAEPLa 0O0. Ze avTég TIc peréteg, 2,2% and tovg 785 acbeveig mov Elafav ewovikd papoko
kot 1,9% amd tovg 790 acbeveig mov Edafav T GUVICTOUEVT OGT OVGTEKIVOV UAUTNG OVEPEPOY
avemBOUNTES EVEPYELEG O1 OTOlEG CLVEPNCAY TN SLapKELD TNG £YYLONG 1 EVTOG MOG PG AT ALTHY.
YoPapéc avtidpacelg oxeTICOUEVEG UE TNV £YYXVOT|, CUUTEPTAAUBOVOUEV®Y OVOPLANKTIKMOV
avTdpdoemv otV £yyvor, EXovv avapepBel Katd TNV TEPId0 HETA TNV KUKAOPOPio TOL TPOIOVTOG
(BA. mapdypapo 4.4).

IMowdratpukdc TAnfuoude

Touorozpirol aoBeveic nlikiog 6 €TV Kol GV e WPLOoH KOTO TAGKOAS

H aoc@dieia g ovotektvoopaunng €xet peketn el oe 500 edong 3 pekéteg o modtotpikovs acbeveic
ue pétpla €og coPapn yvopioon kotd tadkag. H tpmtn pelét de&nydn oe 110 acbeveig 12-17 etmv
mov Elapav Bepameia yio Staotnpa mg 60 gfdopddec kat 1 devTeEPT HeAETn O1en O o€ 44 acBeveic 6
éwc 11 etcdv mov élafav Bepomeio yio dStdotnua £0¢ 56 fdouddes. Xe Yevikég YPOUUES, O
aVETBOUNTEG EVEPYELES TOV aVOQEPOHTKAY GE AVTES TIG 0V0 HEAETEC e OEBOUEVA Y10 TNV OCPAAELN £OG
1 ét0VGg NTOV TOPOUOLEG L EKEIVES TOV TapOTNPNONKAY GE TPONYOVUEVEG LEAETEG OE EVIAIKEG UE
yopioon Kotd TAGKoC.

Avogopd mBavoroyoOUEVOV OVETIBOUNTOV EVEPYELDV

H avoaeopd mBovoloyodevmv avemiBountey evepyei®dv HeTd amd T Yopnynon adetog Kukhopopiog
TOL POPUOKEVTIKOD TPOTOVTOG elval onuavtiky|. Emitpénet Ty cvuveyn mapakolovdnon g oyéong
0PEAOVG-KIVODVOL TOV PUPUOUKEVTIKOD TPOTOVTOC. Z1Teital and Tovg EnayyeAUATIEG VYELNG VO
aVOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG OVETLOVUNTEG EVEPYELEG LECH TOL EOBVIKOV GLGTNIOTOG
avapopds Tov avaypdeetor oto [Hapdpmua V.

4.9 Ynepdooolroyia

e KAWIKEC peAéteg yopnyndnkav evooprefing epdma d0celg uéypt 6 mg/kg ympic vo meploptoTei 1
0001 AOY® TOEIKOTNTOC. L€ MEPIMTM®ON VAEPIOGOAOYING, GUVIGTATOL 1] TAPAUKOAOVON G TOv 060eVolg
Yo TOYOV OMUELR 1) COUTTOUATO AVETIOOUNTOV EVEPYEIDV KABMG Kot 1 dipeon Evapén KaTdIAANANG
CUUTTONOTIKNG Bepameiag.

5. DAPMAKOAOTI'TIKEX IATOTHTEX

51 ®oppokodvvopIKES 1O10TTES

DoppokobepamenTik Katnyopio: AVOGOKATAGTUATIKG, AVAGTOAELS vTEpAELKIVIG, K®dkdg ATC:
LO4ACOS.

To Otulfi eivar Pro-opoeldéc papuakevTiKo Tpoidy. Aemtouepeic mAnpopopicg ivar dtobéoiueg otov
dktvaxo tomo tov Evponaiicod Opyaviopod @apudkov: https://www.ema.europa.eu.

Mnyaviouog dpdong

H ovotekvoopdaumn eivan éva mAnpwg avBpodmivo povokiwvikd IgGlk avticopa mov cuvdéetan e
E0IKOTNTA UE TNV KOWT TPOTEIVIKT vITopovada p40 tov avOpoOTIVOV KOTTUPOKIVAV VTEPAEVKIVN
(IL)-12 kou IL-23. H ovotekvoupdpnn avactédiel T Blodpactikdtnta twv avipdnivov IL-12 kot
IL-23 gpmodilovtag v p40 va cuvdebel pe Tov mpwteivikd vmodoyéa IL-12RB1 mov exppdletal otnv
EMPAVELN TOV avocokLTTAp®Y. H ovotextvovpdunn dev propei vo cuvdedel pe v IL-12 1§ v IL-23
OV VoL )OT) GUVOESEUEVES LLE EMPOVELOKOVG KVTTAPIKOVG VITodoyeic IL-12RB1. Xvvenmg, n
OVGTEKIVOVULAUTN SV gival TOOVO VO, GLUVEIGPEPEL GTI| LEGOAAPOVUEVT GO OVTICMUOTA 1} GTTO TO
CUUTANPOUO KVTTAPOTOEIKOTNTO TOV KVTTAP®V pe Tovg vrtodoyeig IL-12 kav/m [L-23. Ot IL-12 ko
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IL-23 eivon eTepodipepeic KVTTOPOKIVEG TOV EKKPIVOVTOL OTO TO EVEPYOTOMUEVOL
OVTLYOVOTOPOVGLOCTIKA KOTTOPM, OTTMC T LOUKPOPAyo Kot T, 0evOpLTikd kutTapa. Kat ot dvo
KuTTOPOKiveS AapPdvouv Lépog oTic avocoroyikég Aettovpyiec. H IL-12 dieyeiper ta kbtropa-
evokotg poveig (NK) kot tpomBet tn dapopomoinon tov CD4+ T kuTttdpv Tpog To GUIVOTLTO TV
BonOntikadv kouttapov T 1 (Thl), n IL-23 endyel tv 006 t@v fondntikedv kvttdpov T 17 (Thl7).
Qo1600, N U Puciloloykn puBuon tov IL-12 kot IL-23 éxet cvoyetiotel pe avoco-
Swopecorafovueves acBéveleg, dnwc  yopioon, 1 yoploctkn apbpitida Kot 1 voécog tov Crohn.

Me 1t cVvdeon oty Kot vrooudda p40 g IL-12 ko g IL-23, n oveTEKIVOLUAUTN UTTOPEL Va.
0CKNOEL TIG KAMVIKEG TNG EMOPAGEIS OTNV YOpPiaon, otV yoplactkn apbpitida Kot ot voso Tov
Crohn péocm g S1oKOmNG TV 000V TV oXeTILOUEVDV LE TIG KuTtapokiveg Twv Thl kot Th17
KUTTAP®V, 01 0Toieg dladpapatilovy Kevipikd poro oty maforoyio aVT®V TOV VOGUATOV.

Ytovg aoBeveig pe voso tov Crohn, n Bepaneio e OVGTEKIVOLUAUTN 001 YNOE G UEIMON TV SEIKTOV
™G eAeypuovnic, cvumeptiapPavouévne e C-avidpwncog tpoteivng (CRP) kot g kaArpotextivng
KOTPOAV@V, 0T OLAPKELD TG PACTG EMUYWOYNS, Ol 0TT0I01 6T GUVEXELN dtortnpnoniay kad’ dAn
Swapketa g edong cvvtnpnonc. H CRP a&ohoynnke katd tnv dibpkeia g LEAETNG EMEKTACTG KO
01 LEIDGELG TTOL TTaPATNPNONKAV KOTE TV S1ApKELN TNG GLVINPNONE YEVIKA dlatnpnOnKay Eng v
gpdoudoa 252,

Avocomoinon
Koatd ) owdpxeta e pokpoypdviag enéktaong e Melétng Yopiaone 2 (PHOENIX 2), ot evijiikeg

acBeveic mov Ehafav Bepameia e OLOTEKIVOVUAUTT Y10 TOVAGYIGTOV 3,5 Ypdvia TapovGiocay
TOPOUOIEG AVTICOUOTIKEG OTAVTGELS TOGO GTO TOAVCUKYAPIOKO EUPOAIO Y10 TOV TVEVUOVIOKOKKO
000 Kal 6TO EUPOALO Y10 TOV TETOVO OTMC 1) OLLAdA EAEYYOL 0cOevDV e yopioon mov dev Elape
ocvotnuotikd Bepamneia. [Tapopola avoaroyio evnAMK®V acBevdv ELPAVICE TPOGTUTEVTIKG EMITESN
OVTICOUATOV KATO TOV TVELHOVIOKOKKOL KOl TOV TETAVOL Kol Ol TITAOL AVTICOUAT®V 1TOV TOPOLO0101
petald tov acfevaov mov Erafov oVeTEKIVOV AT Kol TV acBevadv oty opdda eEAEYYOL.

KMvikn omoteAeopuatikdTnTo,

Noéocog tov Crohn

H aoc@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG AEI0A0YONKOY G TPELG
TUYOLOTOMNUEVES, SUTAN TOPAEG, EAEYYOLEVEG LLE EIKOVIKO PAPLOKO, TOAVKEVIPIKEG LEAETEG OF
eviAIKeG aobeveic pe petping o coPfapd evepyn voco tov Crohn (Babuoroyia oto Agiktn
Evepyomtag g Nocov tov Crohn [CDAI] > 220 ko < 450). To mpoypoppie KAVIKAG avATTuENg
nmephappave dvo peréteg 8 efdopadmv evdopiéPrag emaywyng (UNITI-1 xor UNITI-2),
axolovBobdpeveg and o peAét 44 gfdopddmv vTOdOPLOG TVYALOTOINUEVIC OTOGLPCTG GLVTNPTONG
(IM-UNITTI), mov avtirpoochrevay 52 gfdouddeg Oepameiog.

O peréteg emaywyng nepidapfovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveig. To
TPMOTEHOV KOTOANKTIKO OTUEID Kot Y10 TIC dVO UEAETEG EMAYMYNG NTAV TO TOGOGTO GUUUETEXOVIMV UE
KAMvikn avtomdkpion (opiotnke og peiwon g Paduoroyiag CDAI > 100 Babuovg) v efdoudda 6.
Agdopéva amoTeEAEGHOTIKOTNTAG CLAAEXOM KOV Kol avolvOnKav Emg Tnv gfdopdda 8 kot yio Tig dVo
ueAétec. H tontdypovn yopnynomn and oToUATOS KOPTIKOGTEPOEIOMV, AVOGOPPLOIGTIKOV
TOPOYOVTIOV, AUIVOGOAKVAIK®Y Kol avTIBLOTIKOVY emttpendtay Kot 75% tov acbevav cuvéyicay vo
Aappdvovv TovAdyiotov va omd avtd o pdppaka. Kot otig dbo pelétec, ol aobeveig
ToyonoTomOnKay va Adfovv pa epamas evooeAEPia yoprynon e cuviotdpevng oo uepévnc
doong tov mepimov 6 mg/kg (BA. wivaka 1, Tapdypaeo 4.2), wa otabepn d6on 130 mg
OVGTEKIVOLULAUTING M EIKOVIKO @appako TNV efdopdda 0.

Ot acBeveic o perétn UNITI-1 elyav amotoyel 1) giyav eueovicetl dvoaveio o€ Tponyoduevn
Bepameio pe avti-TNFa. [Tepimov 48% twv acbevav eiyav amotdyet pe 1 mponyovuevn Bepamneio e
avti-TNFa kot 52% eiyav amotdyet pe 2 1§ 3 mponyodpeves Bepamneiec pe avti-TNFa. Ze avtiv )
perém, 29,1% twv acbevav giyav avemapkr opytkn aviondkpion (TpmTendvimg pn
avTomoKpvouevot), 69,4% avtamokpiOnkoy aAld Exocay TV avTamdkpion (5EVTEPELOVIMG UN
avtomokpvopevor) kot 36,4% eiyav dvcavetia otig Oepameieg pe avti-TNFa.
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Ot aoBeveic otn pehétn UNITI-2 elyav amotidyel o Touldyiotov pio copfotikn Bepamneia,
CUUTEPTAAUPOVOUEVOV TOV KOPTIKOGTEPOEIOMY 1| TOV AVOGOPPLOUCTIK®V TapayOvVImV, Kol ETE OV
elyav Aapet oto moperdov avti-TNFa (68,6%) eite eiyav Aapet oto moperbov Bepancio pe avti-TNFa
aArG dev anéruyov (31,4%).

Toéco ot pedét UNITI-1 660 kot otn perén UNITI-2, 1o Toc0otd TV acbevav mov eupdvile
KAVIKT avTomdKpIon Kot DOECT NTOV GNULOVTIKG LEYOADTEPO GTNV OUAdM TNG OVGTEKIVOV UAUTNG
évavtt Tov gikovikov eappakov (ITivaxoag 3). H khvikni avtamdkpion Kot 1 HVecn TOV GNUOVTIKEG
NnoN amod v efdopdda 3 oTovg 0sbeveig TOL AGUPAVOY OVGTEKIVOL AU KOl GUVEXLOAY VO,
Bedtidvovtar £mg v efSopdda 8. e avTég TIC LEAETEG EMAYMYNG, | ATOTEAEGLLOTIKOTITO, 1 TALV
VYNAOTEPT KoL dlatnpRONKe TEPIEGOTEPO GTNV opdda TG dafaduicuévne d0omg, 6€ GOYKPLOT| LE TNV
opnada mov ElaPe ™ d60om TV 130 mg, kKot cuvenmg 1 Safabdpiouévn d6oN Eival 1) GUVIGTOHEVT
eVOOQAEPLO dOOT EMAYWOYNG.

Hivaxag 3: Emnaywyn klivikng aviamoxpiong kot vpeong oty uerétn UNITI-1 kor oty ueréty UNITI 2

UNITI-1* UNITI-2%*
Ewoviko YuvicTONEV Ewoviko YuvieTONEV
PapROKO o6on PapROKO o6on
OVOTEKIVOUPUAUTNG OVOTEKIVOVUANTNG
N =247 N=249 N =209 N =209
Kiwvun Y peon, 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
gfoouada 8
Kl Avtamokpion 53 (21,5%) 84 (33,7%)° 60 (28,7%) 116 (55,5%)"
(100 BaBuoti), efdoudda 6
Kiwun Avtamdxpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)*
(100 BaBuot), efdopdda 8
Avtamoxpion 70 Bobuav, | 67 (27,1%) 101 (40,6%)° 66 (31,6%) 106 (50,7%)*
efdoudoa 3
Avtamoxpion 70 Bobuav, | 75 (30,4%) 109 (43,8%)° 81 (38,8%) 135 (64,6%)"
gfooudda 6

H ichavikn veeon opiletar g Paduoroyia CDAI < 150. H rkhvikn avtamdkpion opiletot g peimon g
Baburoroyiog CDAI katd tovAdyiotov 100 Babrovg 1 o mtapovsio KAVIKNAG VPESNS
H avtanoxpion 70 Babumv opiletar og peimon g fadporoyiog CDAI katd tovidyiotov 70 Babdovg
Amotvuyio o avti-TNFa
* Amotvyia ot cvpPoaticr| Ogpomeio
“ p<0,001
P p<0,01

2 peré cvvinpnong (IM-UNITI), a&oroynOnkav 388 acBevelc mov mETuyav KAVIKY| ovTaTOKPIoN
100 BaBudv v efdopdda 8 tng emaymyng pe ovotektvovudunn otig peréteg UNITI-1 kon UNITI-2.
Ot aoBeveic ToyotomomOnkay va AdBovv vToddpia aymyr cuvtipnong pe 90 mg ovoTEKIVOLUAUTNG
KkéOe 8 gfoopddeg, 90 mg ovotekvovpaunng Kabe 12 efdopdoes 1 EKOVIKO QAPLOKO Y10

44 gBdopdoeg (o T cuvicTdpeVn docoroyia cuvtipnong, PA. mapdypagpo 4.2 g IIXII tov Otulfi
EVEGLO OLAAV O GE TTPOYELLGUEVT] GUPLYYOL).

ZNUOVTIKG VYNAOTEPO TTOGOGTA acHeEV@MY SlaThpNoay KAVIKT DOECT KOl AVTOTOKPIOT| GTIG OUAOES

7oV ELaPaV OVGTEKIVOVUAUTY GE GUYKPLOT] [E TNV OUAON TOV EIKOVIKOV Qapudiov v gfdoudada 44
(BA. Mivaxa 4).
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Ilivokog 4:  Motnpnon ¢ KAVIKNS aviomoxpions kol dpeang oty ueiéty IM-UNITI (efooudoo 44, 52
gfdoudoes amd v évapln g 00ans exaywyng)

Ewkoviko 90 mg 90 mg
PAPRUKO* | OVGTEKIVOVUANUTNG | OVGTEKIVOVRANUTNG
KG0g 8 efoopdoscg KGOg
N =128 12 eBdopddeg

N=131' N = 129"
Klvikn Y geon 36% 53%" 49%P
Khlvikn Avtomdkpion 44% 59%" 58%"
Klvuen Y peon Xopig 30% 47%" 43%"
Koptikootepoeldég
KMvikn 'Y oeon og acBeveic:
OV NTAV GE VOEST KATA TNV £vapEn ™G 46% 67% (52/78)" 56% (44/78)
Oepameioc cuvTRPNONG (36/79)
7oV glonyONoay amd T peAén 44% 63% (45/72)" 57% (41/72)
CRD3002* (31/70)
mov dgv &xovv AdPetl 6to TopehBOV 49% 65% (34/52)" 57% (30/53)
avti-TNFa (25/51)
7oV glonyOnoay amd T peAétn 26% 41% (23/56) 39% (22/57)
CRD30018 (16/61)

H vk vpeon opiletar g Pabuoroyio CDAI < 150. H khvikn avtamdkpion opiletot g peioon g

Baeuokoywtg CDALI katd tovAdyiotov 100 Babpovg 1 og mapovsio KAVIKAG DOECTG
H opdda tov eikovikov pappdkov nephappave acbeveic ot omoiot epeavilay avtoandkpion TNy
OVGTEKIVOLUALTT Ko TUYOOTOmOnKay vo AAovy £IKOVIKO AapLako Kotd v évapén tng Bepomeiog
GLVTAPNONG.

T AcOeveic mov epedvidoy kKhviky avramdikpion 100 Badudv otny ovcTEKIVOLPAUTY KaTd TV EvapEn The

Bepamneiog cuvtnpnong

AcBeveic mov amétuyav pe ™ cvpPatikn Oepameio aAld oyt pe ) Oepaneio pe avii-TNFa

AocbBeveic mov eppavifovv avBektikodtnta/dvoavesio otovg avi-TNFa

p <0,01

p <0,05

ovopaotikd onpavtiko (p < 0,05)

= ™ 2 w

2 perén IM-UNITI, 29 an6 tovg 129 acBeveig dev datipnoayv v avtondkpion otV
OVLOTEKIVOLLAUTN pe T Ay Bepameiog KaOe 12 efoopddeg Kol EMTPATNKE 1) TPOSAPHOYN TNG HOONG
wote va AdPovv ovatektvoupdumn kabe 8 efoopdadec. ATdOAELN OVTATOKPIONC OPIGTIKE MG,
Badporoyia CDAI pe Babuode > 220 kot adénon > 100 Babuav amd v Pabporoyio CDAI xatd tnv
évapén. Xe avtovg Toug acbeveic, KAvikn veeon emtedydnke oe 41,4% twv acBevov 16 efdopdoeg
UETA TNV TPOGAPUOYY TG dOOMG.

Ot acBeveic Tov dev eppavICay KAVIKT OVTOTOKPIoT) GTNV EXAYMYN LE OVGTEKIVOVUAUTY] TV
efooudoa 8 tav peretdv enaymyng UNITI-1 kor UNITI-2 (476 acBeveic) eionybnoav oto un
Toyoomomuévo Tunpa g ueAétg cuvtnpnong (IM-UNITI) ko édafov pio vroddpia Eveon 90 mg
OVGTEKIVOVLLAUTNG GE ATO TO YPovikd onueio. Oktd efdouddeg apydtepa, 50,5% tov acbevav
TETLY OV KAMVIKT OVTOTOKPLON Kot GLUVEXIOAY Vo AapPdavouy T 0661 cuvtipnong kabe 8 efoouddeg —
a6 aVTovG TOVG AcheVEic TOL GUVENIGAY TN 0OGT GLVINPNONG, 1| TAELOYN LN SLTHPNCAY TNV
avtamokpion (68,1%) kot métuye Vpeon (50,2%) v efdopdda 44, 6€ TOGOGTA TOL HTAV TOPOLOLL LIE
T0V¢ 00Beveic OV avTamoKPiONKAY OPYIKA TNV ETAYMYN LE OVGTEKIVOLLLAUTT).

Amd tovg 131 acbeveic oL avTomokpiONKay GTNV ETOYWOYN LE OVGTEKIVOV UG, KOl TOV
TUYOLOTOMONKOAY GTNV OUASE TOV EIKOVIKOD QUPUAKOV GTNV EVapEN TNG MEAETNG GUVTNPNONG,

51 éyacav otn cuvéyeld TV avTardkpion Kot Ehapav 90 mg oVGTEKIVOLUAUTNG VTTOdoPimS KaOE

8 efooudoeg. H mietoynopia tov aclevav mov éxacay tnv aviomdkpion kot Eavasekivnoay tnv
OVGTEKIVOVLLAUTN TO EKavay ovTd VTOg 24 EBSOUAd®V Ao TNV £YYLOT EXAYOYNG. ATO AVTOVG TOVG
51 aoBeveic, 70,6% métvyav KMvikY| avtamdkpion kot 39,2% métuyav kKAvikr vVeeon 16 gfdopadeg
LETA TN AMyM TNG TPOTNG LITOSOPLOG SOOTG TG OVGTEKIVOLULAUTNG.

2 pekén IM-UNITI, ot acBeveic mov olokhpwoay tn HeAETN Emg TV gfdopdada 44 ftav
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KATAAANAOL Y10, va. cuveyicovy T Bepameio oe pia peAétn enéktaons. Meta&d tov 567 acbevdv mov
elonABav ko EAafav Bepameio e OVGTEKIVOVUAUTN OTN LEAETY EXEKTAONG, 1 KAVIKT DOEST KoL 1
OVTOTOKPIOT) YEVIKA dtoTnpnnkay £mg tnv efdopdda 252 1660 otovg acbeveic mov giyov amotdyet pe
Oepaneiec-TNF 600 ka1 o€ gkeivovg mov giyav amothyel pe cvpuPaticég Oepaneies.

Agv gvtomtionkay véa BEHOTO AGPAAELNG OE VT TN LEAETY eMéKTAONG LE Bepameio dLapKelag EmG
5 € og aoBeveig pe Noco tov Crohn.

Evdooxornon

H evdookomikn ewcdva Tov PAevvoyovov aSloloynonie o pio vtopehétn og 252 acbeveig mov giyav
KOTAAANAN EVOOGKOTIKTY EVEPYOTNTA TNG VOGOV otV £vapén. To TpmTedov KATaAnKTIKO onelo nTav
N petafoin, o€ oyxéon pe v évopén, otnv Amhomompévn Babuoroyio Evéookomikng Bapivrag
Noéoov yia T voécso tov Crohn (SES-CD), o ovvBetn Babuporoyia o€ 5 1he0-KOAKA TUNHATO, TOV
nePLAUPAaveL TNV mapovsio/To péyedog EAKMV, TO TOGOGTO BAEVVOYOVIKNG EMLPAVELNG TTOV KAADTTETOL
a0 €AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV TPOGPiAieTaon amd aAAeg PAGPES Kol TNV
TOPOVGI0/TOV TOTO 6Tévmang/otevoudtav. Tnv efdondda 8, petd and uio, epanaé d0om Enay®YNS, M
petafoin g Paduoroyiog SES-CD fitav peyoldtepn otnyv opdda tng ovstekvovpaunns (n = 155,
péon petafoin = -2,8) amd 6,11 TNV OLLAS0 TOL EIKOVIKOD Qoppdkov (n =97, uéon petafoin =-0,7,
p=0,012).

Avramoxpion copiyyiawv

Y o vroopdda achevav e TopoyeTevopeva cupiyywa oty Evapén (8,8%, n = 26), 12/15 (80%) and
Tovg acBeveic mov APPovay OVGTEKIVOVUAUTT TETVUYOY OVTATOKPLON TMV GUPLYYIOV 68 SIoTNU

44 gBdopadwv (opiotnke wg > 50% peimon Tov aplfpod TV TAPOXETEVOUEVOV GUPLYYIMV, GE GYXEOT
pe v Evapén g HEAETNG emay®yNc), Evavtt 5/11 (45,5%) amd tovg acbeveic mov Adpfoavay EKoviKo
QAPUOKO.

Toiotyto {wng mov oyetifeto pue v vyeia

H mow6tnta {ong mov oyetiletar pe v vyeia a&loroynonke pe 1o Epotnuatoroyio yio
DOlreypovaon Noco tov Eviépov (IBDQ) kot 1o epotnuatoroyio SF-36. Tnv efoopdda 8, ot acbeveic
OV AQUPavoV OVGTEKIVOVLAUTT TLPOLGIOCHY GTATIGTIKMOG CULOVTIKA LEYOAVTEPES KOl KALVIKA
ONUAVTIKEG BEATIOGELS TNG GuvoAknG Pabuoroyiag IBDQ kot tng Zvvortikig Babpoioyiog g
Yoyumc Zovictooog tov SF-36 1600 ot perétn UNITI-1 660 kot otn perétn UNITI-2, kabng kot
ot Zuvontikr] BaBpoloyia g Zopatikhg Zuviotdoag tov SF-36 ot pelétn UNITI-2, oe ohyKkpion
1e 1o eikovikd eappako. Ot BeATidoES 0LTEG YEVIKA StoTtnphOnkay KaAvTeEpa 6Tovg acheveic Tov
Aapupavay ovotekivoopaunn ot perétn IM-UNITI éog v efdoudda 44, oe cOYKPILoN UE TO EIKOVIKO
oapuaxo. H Bertioon otnv motdtnto {mng mov oyetiletal pe v vyela yevikd diatnpndnke ot
duapxetla g emékTaong £og v efdoudda 252.

Avocoyovikotnta

Kotd m didpkela e Oepaneiog [Le OLGTEKIVOVUAUTT EVOEXETAL VO AVOTTUYHOVV QVTICOUATO EVOVTL
NG OVGTEKIVOVAUTNG Kol TO TEPLlocOTEPQ Elval e£ovdetepmTikd. O oynuationds anti-
OVGTEKIVOLUAUTNG OVTICOUATOV oyetiletal pe TV avEnpévn kdBopor TG OVGTEKIVOVLLAUTNG GTOVG
acBeveic pe vooo tov Crohn. Agv mopatnpndnke peimon oty amotelecpatikdtnTa. Agv vIdpyet
TPOPAVNG CLGYETION METAED TNG TOPOVGinG anti-OVGTEKIVOLHAUTNG AVIIGMOUATOV KoL TNG ERPAVIONS
avTOpacewv ot Béomn g éveong.

Hodrorpiodg minBuopog

O Evpomnaikdg Opyoviopog Poppdkmv €xel dmdoel avafoir] amd Ty vroypEmon LTOROANG TwV
OTOTELECUATOV TOV HEAETMV LE TO PUPHAKEVTIKO TPOIOV AVOPOPAS TTOV TEPLEYEL OVGTEKIVOLLLAUTN
o€ o 1 TEPIOGOTEPEG VITOKATIYOPIEG TOL TOUSLATPIKOV TANBVGHOV Y1 T1) vOco Tov Crohn (BAéme
TapAypapo 4.2 yio IANPOPOPIEC GYETIKA LE TV TOOLATPIKY XP1oN).

52 ®appokokivnTIKES 1O10TNTES

Metd T GUVICTOUEVT EVOOPAEPLO SOCT| ETOYWYNG, 1) SLAUEST UEYLOTI GLYKEVTIPMGT TNG
OVGTEKIVOLUAUTING 6TOV 0pd TToL apatnphnke 1 dpa petd v £yyvon Nrav 126,1 pg/ml oe acOeveig
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ue voco tov Crohn.

Kotavoun
O 314 pec0og GYKOG TNG KATOVOUNG KaTd Tn S1dpKela Tng TeEMKNG edong (Vz) €neta amd (o epamos
evooQAEPLa yoprynom o€ acBeveic pe yopiaon koudvinke and 57 éog 83 ml/kg.

Biopetaoynuatiopdg
H akpipic petaforikn 060¢ TG OVGTEKIVOLLAUTNG Elval AyvmoTn.

Amofoin

H didpeon cvotpotikn kdBapon (CL) Emetta and o epanas evooréPia yoprynon o acheveic pe
yopiaon koudvOnke and 1,99 éoc 2,34 ml/ nuépo/ kg. H didpeon nuioeta {on (tiz2) e
OVGTEKIVOLLLAUTNG TTaV Kot Tpocéyyion 3 efdopnddec o€ acbeveig pe voco tov Crohn, yopioon
Ko yoplooikn apdpitida, kopovopevn and 15 émg 32 nuépeg o OAEG TIC LEAETEG Y1 TNV Yopioon
KOl TNV YoPLootkr] apdpitida.

Cpapikdénto d6ong

H ovompotikn ékBeon g ovotektvouLAUTNG (Cmax Kot AUC) avéndnke kotd Evay avaAoyiko Le
dooM TPOTO £MELTa OO o EQamas evoopAEPLa yopnynon oe d0oelg mov kuudvinkay arnd 0,09 mg/kg
¢wc 4,5 mg/kg.

Ewwoi mAinfBuopoi

Agv vapyovv S100EGIO PAUPUOKOKIVITIKG 0E00UEVO O OIGOEVELG LLE LELMUEVT] VEQPIKN 1) NTTOTIKN
Aertovpyia. Agv Exovv de&oyOel e101kEG LEAETES e EVOOPAEPLO OVOTEKIVOLUAUTT O NAKIOUEVOLG M
Tad10TPIKoVS acBeveic.

Ye aoBeveic pe vooo tov Crohn, n petafintomra oty KAOapon TG OLGTEKIVOLUAUTNG EXNPEACTNKE
07t TO COUOTIKO BAPOG, TO EMMEIH AEVKMUATIVIG 0pOD, TO POLAO KOl TNV TOPOVGIN AVIICOUATOV
EVOVTL TNG OVGTEKIVOLUAUTNG, EVD TO COUOTIKO BApog Tav 1 KOpLo cuppetafint mov exnpéale Tov
oyko katavoung. EmmAéov, otn voco tov Crohn, n kdBapon ennpedotnke and v C-avtidpooa
TPOTEIVN, TNV KOTAGTAOT ¢ Tpog TNV amotvyio TNF avtayoviotdv kot tn euin (Aclatiky évovTt un
Aoctaticig). H enidpaon avtdv tov coppetofAntdv ntav vrog £20% g TumKnG TIHAG N TG TIUAG
avagopdg ¢ avtictoryng mapauétpov PK kat, wg ek T1o0TOV, 08V amOITEITAL TPOGOPUOYT TNG OOGNC
Yo aLTEG TIG cLpUETAPANTEG. H Tontoypovn xpnon avocoppuBicTikdv Topayovimy dev giye
OMUOVTIKT EXIOPOCT 0T O160E6N TS OVOTEKIVOLUAUTNG.

PvOuon tov evivpwv tov CYP450

O emdpaoeig g IL-12 1 g IL-23 o1t pOOuon tov eviduwnv tov CYP450 a&loroyndnkav oe pio
UEeAETN in Vitro oty omoia ypnoipomoOnkay avlpmrva nratokvTTapa, 1 onoia £5e1Ee 0t I1L-12
kavn M IL-23 o¢ enineda tov 10 ng/ml dev petéforrav tig evivpikéc dpaoctnprotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1 3A4, BA. mapdypaeo 4.5).

5.3 IIpoxivikd dgdopéva Yo TNV 00QPAAELN

Ta, un KAWIKG ded0UEVa OEV ATOKUADTTOVY 1010iTEPO KivOLVO (T0.). TOEIKOTNTO OPYAVMV) Y10 TOV
avBpwmo pe Paon tic peréteg TokOTNTOC ETUVAAAUPAVOUEVOV dOGEMV, avamTLELOKNG TOEIKOTNTOGC
KO TOEIKOTNTOG OTNV OVATOPUY®OYIKT IKAVOTNTO, GUUTEPILAUPAVOUEVOV TOV 0ELOAOYHCEMV
(POPLOKOAOYIKNG ACPAAELNC. Xe HEAETEG aVOTTTLELOKTG TOSIKOTNTAG KOl TOEIKOTNTOG OTNV
AVOTOPOYWYIKT TKOVOTNTO o€ TONKOoLS cynomolgus dev mapatnphOnkay avembounteg evépyeleg
OTOVG OEIKTEG OPOEVIKNG YOVILOTNTOG, 0VTE YEVETIKEG avmpaiieg N avantuélokn to&ikdtnta. Agv
mapoTnpNOnKay avemBOunTeg EMOPACEIC 6TOVG OgikTeg ONAVKNG YOVILOTNTOG LE YPTON OVAAOYOL
avtioopotoc tov IL-12/23 o€ movtikia.

Ta enineda 60cemv oTIC HEAETEG OE LD NTAV KATA TPOCEYYIoN MG 45 popEC LYNAOTEPA OO TNV
VYNAOTEPT 150dVVALT 0OGT) TOL TPOOPILETAL Yo YopTyNon o€ acbeveic pe wopioon Kot elyov mg
OTOTELEC O OVADTATEG CVYKEVIPOGELS GTOV 0pO G€ TONKOVG ToL NTO TEPLEGOTEPO amd 100 popég
VYNAOTEPEG aO EKEIVEG TTOV TAPATNPOVVTOL GTOVG AVOPDTOVG.
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Agv dleENyOnoov LeEAETEC KAPKIVOYEVESTG LLE TNV OVGTEKIVOVAUTN AdY® EAAEIYNG KOTAAANA WY
LOVTEL®DV EVOG OVTICOUATOG X0Pig dlaoTavpodpevn aviidpaon pe tig [IL-12/23 p40 tov TpOKTIK®V.

6. ®APMAKEYTIKEXZ IAHPO®OPIEXZ

6.1 Koataioyog ekdoymv

Adpucod dwvatpro drog tov EDTA

L-tot1dtvn

MovoddpoyAwpikni povovdpikn L-1otidivn

L-peBetovivn

IHoAvoopPko 80 (E 433)

Zaxyopoln

Yomp yio evéoipa

6.2 Aovpporétnreg

EMetyerl peketdv oyetikd pe tn copuPfatdtnra, 1o Tepodv QUPHOKELTIKO TPOiov OV TPETEL Va
AVOUELYVOETOL UE GAA QoplakevTikd Tpoidvta. To Otulfi Ba mpémetl va apordvetan povo pe Stdivpa
yAoprovyov vatpiov 9 mg/ml (0,9%).

To Otulfi dev mpémel va yopnyeitar TowtdYpOVe GTNV 1010 EVOOPAEPLA PO IE GAAL PAPLOKEVLTIK]
TPOTOVTAL.

6.3 Awdpkela ong

3 xpdvio.
Mnv katoyoyeTe.

H ymun ko uoikn otabepdtnrta katd ) xpnon Exet amoderydel yia 24 dpeg otovg 15-25 °C.
Mnv emotpépete 610 Yoyeio PETA TV apaivon

Amo pikpofrloroyikn amoy, eKTOg Kot av 1 LEB0dog apaimong amokieiel Tov Kivouvo pKkpoftokng
EMUOAVVONC, TO TPOTOV Ba Tpémel va ypnoomoteiton apécws. Edv dev ypnopomombei apéowmg, ol
xpOVOL Kat 01 GVVONKES SaTnpNoNg Katd Tn yp1on arotelobv evBvvN ToL ¥PNOTN.

6.4 Iowitepeg TpoPuLAAEELS KOTA TN UAAEN TOV TPOTOVTOG

dvlacoete o yoyeio (2 °C — 8 °C). Mnv katoyvyeTe.
dvAidocete T0 PLOAIDI0 6TO EEMTEPTIKO KOVTI Y10 VO TPOGTOTEVETOL OO TO POC.

IMa T ouVONKeg dLoTPNONG LETA TNV OPALOGCT) TOL PAPUOKEVTIKOD TPOTOVTOC, PA. Tapdypapo 6.3.
6.5 ®@VHoN KU GLOTUTIKG TOV TEPLEKTN

26 ml dtohdpotog oe elaAidto Twv 30 ml amd yvaii Tomov I Kieiouévo pe mopa fpopopfovtuiiov. To
Otulfi dwatiBetan o€ ovokevacio 1 praiidiov.

6.6 Iowitepeg TPOPULAGEELS aOPPIYNGS KOl GALOG YEPLOOG
To dhvpa oto eroAidio Tov Otulfi dev mpénet va avakiveitat. To didivpa tpémetl va e€etaotel onTikd
Y10 ALOPOVUEVT] GOUOTIONKT] VAN 1] OTOYPOUATIGUO TPty amd TV yopnynon. To didivua gival

SLYES, AxpOUO MG EAAPPOS Kapé-KiTpvo. To QupuLaKeLTIKO TPoidy dev TPEMEL va ypnoipuomombei
€4V 10 dtdAvpa etvor amoypOUOTIGHEVO 1) BOAD, 1 €4V VLAPYEL EEVN ALOPOVUEVT] COUOTIOOKT VAT).
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Apaimon
To Otulfi Tokvd dddvpa Y10, TOPUCKELT] SIHADUATOS TPOC £YYVOT TPETEL VO, APOLDVETOL KOL VO,
mpoeTopaletal and emayyelpotio vyeiog pe ypion GonmTng TEYVIKNG.

1. Ymoloyiote T 660m Kot Tov 0plBuo tov eraidiov Otulfi mov armottodvton Pdoel Tov Bdpovg
oL 000gvoig (BA. Tapdypago 4.2, ITivaka 1). Kabe praiioio Otulfi tov 26 ml nepiéyet 130 mg
OVGTEKIVOLUAUTING. Xpnoylonoteite poévo mAnpr eloiidia Otulfi.

2. Amd Tov aoko £yyvong tov 250 ml, avappopnote Kal omoppiyte Evav OyKo SLOADUOTOS
yAoplovyov vazpiov 9 mg/ml (0,9%) ico pe tov dyKo tov Otulfi mov Ba Tpootedei (amoppiyte
26 ml yhoprodyov vatpiov yia ke eraAidto Otulfi mov armarteital, yio 2 proridio amoppiyte
52 ml, y1o 3 @roAidio amoppiyte 78 ml, yia 4 eroAidw anoppiyte 104 ml).

3. Avappoonote 26 ml Otulfi omd kabe proridio mov amatteiton Kot Tpochécte To 6TOV AGKO
€yyvong tev 250 ml. O tehikdg 6yKog 6Tov aoko £yyvong Ba mpénet va givor 250 ml. Avapi&re
QTOALL.

4, EXéyEte omtikd T0 aporwpévo didAvpa Tpty amd T Yopiynon. Mnv to ypnGILOTOIGETE EAV
TOPOTNPNOETE ELPAVAOG AO10PAVT] COUOTIOW, amoypouatioud 1 EEva couatioto.

5. Xopnynote o apatmpUEVO SIEALLA Y10 it TEPLOSO TOLAYLOTOV P dpac. Metd v apainon,
N &yyvon Oa Tpémel va Exel oAokANpmOEl EvTOg 24 mp®V 0Td TNV aPpainoT) GTOV AGKO £YYLONC.

6. XPNGIUOTOIEITE LOVO GET EYYVLONG IE EVODOUOTMOUEVO, GTEIPO, LN TVPETOYOVO, YOUNANG

TPOTEIVIKNG déopevong iltpo (Léyebog Topwv 0,2 PiKpOUETP).

7. Kd&Be praridro mpoopiletar yio pio xpnom HOVO Kot TUXOV Un YPNCLOTOMUEVO POPUOKEVTIKO
7TPOTOV Do TPEMEL VO OTOPPITTETAL GOUPOVO, LE TIG KATE TOTOVE 10 DOVGEG OYETIKEG SLOTAEELS.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH

Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe

Teppovia

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/24/1863/003

9. HMEPOMHNIA ITPQTHX E'KPIXHX / ANANEQXHX THX AAEIAX

Huepounvia mpatg éykpiong: {HH pmvog EEEE}

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mTAnpoPopiec Y10 TO TOPOV PAPLAKELTIKO TPOidV eival S1aBECIUEG GTOV SIKTLAKO TOTO
tov Evponaikod Opyaviopov Gapudkov:https:/www.ema.europa.eu/.
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V To @apuaxo ovtd TeELEl VIO GLUTANPOUATIKN TOPAKOAOVONGT. AvTO Bo emTPEYEL TO Yp1YOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EXAYYEAUOTIEG VYEING VO OVAPEPOLY
0TolEcONTOTE TBUVOLOYOVUEVEG avemBOUNTES evEpyetec. BA. mapdypoo 4.8 yio tov Tpdmo avapopdc
OVETBOLNTOV EVEPYEILDV.

1. ONOMAZXIA TOY PAPMAKEYTIKOY IPOIONTOX
Otulfi 45 mg evéoipo dtdAvpo o€ TPOYEHGUEVT CVPLYYA

Otulfi 90 mg evéoipo dtdAvpo og TPOYEUOUEVT cOPLYYL

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH

Otulfi 45 mg gvéoipo didAvpo og TPOyeMoUEvn cLPLYY
Kd&Be mpoyepuopuévn oopryya mepi€yet 45 mg ovotekvovudunng og 0,5 ml.

Otulfi 90 mg gvéoipo didAvpo og TPOYEMOUEVN SLPLYYO
Kd&Oe mpoyepuopuévn oopryya mepiéyel 90 mg ovotektvovudunng oe 1 ml.

H ovotexvoopdpmn etvar éva mAnpmg avBpodnivo povokiwvikd IgGlk aviicopa évavtt g
wreplevkivng (IL)-12/23 mov mapdyeTol 6e pio KOTTOPIKT YPOUU @0ONK®OV KIvellK®V KPIKNTOV Ue
y¥pNomn texvoroyiag avacvvdvacuévov DNA.

"Exdoyo(a) pe yvootn dpdon:
IMa tov TAnpn kaTdloyo TV KOOV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Otulfi 45 mg evéoo dtdAvpa o€ TPOoyEUGUEVT) CVPLYYO,
Evéowo didAvpa (evéoipo).

Otulfi 90 mg evéoo dtdAvpa o€ TPOYEUWGUEVT) CVPLYYO,
Evéowo didAvpa (evéoipo).

To dddlvpa eivor drowyég Kot dypmpo MG EAUPPDS KOPE-KITPLVO.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTikég EvOEiEelg

Yopioon kotd mhdkag

To Otulfi gvdeixvoton yio ) Oepameio g péETprog wg coPapng ympioong KoTd TAGKAG O EVIAIKEG
7OV deV avTamokpidnkav, 1 mopovcstalovy avievoeitelg 1 Exovv ducavesio € GALEG CLGTNUOTIKEG
Oepamneieg, copmepiapPavopuévav g KukAoomopivng, ¢ pebotpeEdng (MTX) 1 tng
ootobepancioc (PUVA, yopoarévio kot veptadng aktvoPoria A) (PA. mapdypago 5.1).

Houdwatpikn yopiocn kotd TAdkog

To Otulfi evdeixvuton yio ™) Oepameio TG LETprog g GoPaprng ympioong Kot TAAKAG 6€ Taldld Kot
épnPovg acbeveig amd v NAikio TV 6 ETOV Kol Ave, Kot 01 0TTo{0L OV EAEYYOVTAL ETAPKMG UE, 1|
&yovv dvoaveéia og dAleg cvotnuatikég Bepomeieg 1 potobepaneieg (BA. mapdypapo 5.1).

Ywpocwn apbpitida (PsA)
To Otulfi, pévo tov 1 o€ cvvdVacHO pe MTX, evdeikvoton yia Tn Oepaneio TNG EVEPYOV YOPLUGIKNG
apBpitidag oe eviilikeg acBeveic 6tav 1 avtamdkpion o€ Tponyovpevn Bepaneio pe pn-Proloykod
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OVTIPEVLATIKO TPOTOTTOMTIKO TNG VOsoL pdpuako (DMARD) vipée avenapkng (BA.
Tapaypapo S5.1).

Nooog tov Crohn

To Otulfi evdeixvutan yio ) Oepameio evilikov acbevav pe petping Emc cofapd evepyn vOGo Tov
Crohn, ot omoiot epedvicay avemapkn avTomdKPLoT, OTOAELN AVTOTOKPLONG 1| dvcavesio ot
ocvppartikn Oepancia N o€ avtaywoviot) tov TNFa 1 tapovcidlovv avtevoeilelg oe ovTég TIC
Oepameiec.

4.2 Aocoloyio ko1 TpOTOG YOPYNONS

To Otulfi Tpoopiletor yia yprion ved v KabodNynon KoL TV exifAeyn WTpOV, EUTEP®V GTN
dudyvaon kai tn Oepaneio KaTaoTAceE®mV Yo TIG 0moieg gvdeixvutal to Otulfi.

Aocoroyia

Yopioon katd TAdkag
H ocvvictodpevn docoloyia tov Otulfi etvar pua apyikniy d6om twv 45 mg yop1yovHEVT VTTOSOPLA,
akolovBovpevn amd pio 06om tv 45 mg petd and 4 efdouddeg Kot ot cvvéyela kb 12 efdopadec.

Ye aoBeveic mov dev mapovsiacav avtanokpiorn o€ Oepaneio dSidpkelag Emg 28 efoopddmv TpEmeL va
eEetdletal To evdeyoUEVO dtokomng TG Bepameiag.

Aaobeveis ue oouatixo fapos > 100 kg

Mo acBeveic pe copatikd apoc > 100 kg n apyikn 06on eivar 90 mg yopnyoduevn vwodopimg, 1
omoia akolovbeitan amd pio d6on T@v 90 mg puetd and 4 eBOOUAdES KOl 6T GLVEYELD, KOOE

12 gfdouddeg. Xe avtovg Toug acheveic, Ta 45 mg £yovv emiong amoderydei amoterecpuatcd. Qotd6GO,
ta 90 mg mapovciacav peyaAvtepn anoteAespotikoTTa (PA. mapdypago 5.1, IMTivaxa 3).

Ywopocwn apbpitida (PsA)

H ocvvietdpevn docoroyia tov Otulfi givan pia apyikn d6om T@v 45 mg yopnyovUEVT VTOJOPL,
aKkolovBovpevn amd pia 06om tv 45 mg petd and 4 efdouddeg Kot ot cvvéyela kb 12 efdopadec.
Evollaktikd, propel va ypnopomromBotv 90 mg o acbeveig pe copatiko fapog > 100 kg.

e aoBeveic mov dev Tapovsiacayv aviamodkplon oe Oepaneio diapkelog £wg 28 efdouddmv mpémetl va
eEetdletal To evoeyoUEVo dlokomng TG Bepameiag.

Hlxiouévor (= 65 etwv)
Agv amorteitol Tpocop oy g 600m¢ Yo Toug NAKIopEVOLS acbeveic (PA. mapdypoo 4.4).

Negpirn ko1 nroziky Sveieitovpyio,
H ovotekivoopaumn dev €xetl perlem0ei g antodg Toug TAnbucpoic acbevav. Agv umopodv va yivoov
OVLGTAGEIC GYETIKA UE TI H0GOAOYIa.

THoudrazpikog ninBoouog

H acpdeio kot 1 amoTeAEGHOTIKOTITO TG OVGTEKIVOLUAUTNG G OO0 e Ympioon NAkiag
KpOTEPNG TV 6 €TMV 1 68 TodLd pe Ymplaotkt| apdpitida nikiog pucpdtepng tov 18 etdv dev
&xovv akoua TekUnpumoet.

Houdrarpikn vopioon kotd tAdkag (MAkio 6 eT@v Kot Gvo)
H ocvvietdpevn d6om tov Otulfi Baoet Tov copatikov Bdpovg paiverar tapaxdte ([Tivaxag 1). To
Otulfi mpémer va yopnyeitat otig ERdopddec 0 xon 4, ko otn cvvéyela kdbe 12 fdopddec.

Hivaxag 1: Zvviarouevy doon tov Otulfi yio moudiozpixn ywpioon

YopoTiké fapog KaTd TNV YopRynon g 0061g YuvieT@uEvn 0601
<60 kg* -
>60-<100 kg 45 mg
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> 100 kg | 90 mg

*  To Otulfi dev eivar dtaBEaio yio acbeveic mov ypeidlovtot Aydtepo amd pa TApn d6on 45 mg. Edav
ATOLTEITAL EVOALAKTIKT OO0, TPETEL VAL YPNCLOTOLOVVTOL GAAL TPOIOVTO OVOTEKIVOVUAUTNG TTOV
TPOCPEPOVY TETOL ETLAOYT.

Agv vrdpyel docoroykn popen yia to Otulfi Tov vo emtpénel TV TPOSAPUOYR TG 060NG LE fdom To
Bapog yro TodaTpicovs aobeveig ktm tov 60 kg. O acbeveig mov Luyilovv Ayotepo and 60 kg
nwpénel vo, Aapfdavouy axpipr 66om Paocel mg/kg ypnoponoimvtag Eva GALO TPoioV
OVGTEKIVOVLLAUTING, EVEGIHO OV 45 mE G PLUAIdIL, TTOV TPOCPEPEL TPOGOPLOYT TG 0OCNG
avaAOY®G TOL BAPOVG.

Oa wpénet vo, eeTaotel To EvOEXOUEVO dlaKkomNC TG Oepaneiag o€ acbeveic Tov dev Exovv deilet
Kopio avtomoKplon £mc kot Tig 28 efoopddeg Bepaneiog.

Noéocog tov Crohn

Y1 Bepamevtikng aymyn, n tpmtn 86cm tov Otulfi yopnyeitor evéopiefing. o T docoloyia g
evooQAEPLoG aywyng, PA. Tapdypapo 4.2 tng IIXIT tov Otulfi 130 mg mokvo S1dAvpa Y10 TOPUCKELT
SLAOLOTOG TTPOG EYYLOT).

H mtpdtn vodopia yopriynon tov 90 mg Otulfi mpénel va mpaypoartomoteiton tnv fdopdado 8 petd tnv
evooPAEPLa 060N, MeTd amd 0wtd, cuvieTdtal yopnynon kabes 12 gfdouddec.

AocBeveic Tov dev £Y0VV TOPOVGLAGEL ETAPKN AVIOTOKPIOT OTIG 8 EfOOUAdEG LETA TNV TPADTN
VT0dOPLoL 006N, ITopel vo AdBovv o de0TEPN VITOdOPLA SOGT| CLTY TN YPOVIKT oTryun (BA.
mopdypoeo 5.1).

AocBeveic mov yhdvouv v avtandkpion oty docoroyia avd 12 efdouddeg pmopet vo enweeAndodv
amo TNV avénon ¢ cLVOTNTOC TNG 00GoA0YiNG 68 avd 8 efdouddeg (PA. mapdypapo 5.1,
Topaypoeo 5.2).

Ot acBeveic umopei ot cuvéyeto va Aapufdavouv doom kabe 8 gfdopddeg 1 kabe 12 efdoudoeg
oOLEOVE, e TNV KAMvVIKT ektiunon (BA. Tapdypago 5.1).

Oa pénet va eEetaotel To evogyOpevo drakomng g Bepaneiog otovg acbeveic mov dev gppavifovv
evoei&elg opélovg amod T Oepaneia 16 efdouddeg petd v IV doom emaywyngn 16 efdopddeg petd
Vv oAhayn og avd 8 gfdopdadec docoroyia cuVTINPNONG.

Ot avocoppuOUIoTIKOL TOPEYOVTEC KO/ TO KOPTIKOGTEPOELON UTOPOVV VO, GUVEXLGTOVV GTI| SLOPKELQL
¢ Oepoameiog pe to Otulfi. Ztovg acbeveic mov Eyovv avtamokpdei ot Bepameio pe Otulfi, Ta
KOPTIKOGTEPOELDN UTOPOVV Vo LELWBOVV 1] VOl S10KOTOHV COUPMOVA [LE TOL TPOTLTO PPOVTIONS.

¥t véco tov Crohn, gdv 1 Oepaneio daxomnel, n emavévapén g Oepaneiog e vTOdOPLL YOp1YNOM
K60 8 efoopddeg etvar AGPAANG KOl ATOTEAEGLLATIKY.

Hlxouévor (= 65 erwv)
Agv amaiteitol Tpocoppoyr] TG 600MG Yo Tovg NAKImpévous acbeveic (BA. mapdypaeo 4.4).

Negpirn xor nrotiky ovoAeitovpyio,
H ovotekivoopdumn dev €xetl peremdei og avtodg Toug AL acbevav. Agv umopodv va yivoov
OULGTAGELS GYETIKA e Tr) S0GOAOYia.

THoudrarpirog ninBoouog

H ac@dlelo kot 1 amoTteAeGUATIKOTNTO TG OVCTEKIVOLAUTNG Yo T Bepameia g vocov tov Crohn
o€ modld nAkiog pukpotepns tv 18 etdv dev Exovv akdpa texkunprmbel. Agv vdpyovv debéoipa
dedopéva.
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Tpoémog yoprynong
To Otulfi 45 mg kon 90 mg 6€ TPOYEUIGUEVEG GUPLYYEG YOopMYELTAUL e VTTOdOPLa. Eveon udvo. Edv sivar
duvatd, TEPLOYEG TOV SEPUATOG TTOV EULPAVICOVY YpilaoT TPETEL VO AmoPedyovTal Mg BEcElg Eveonc.

Metd and KatdAANAN EKTOidELON GTNV TEXVIKT TNG LIOOOPLOG EVECTG, OL OGHEVEIC 1] O1 PPOVTIGTEG
TOLG LIToPoLVV va kKévouv v €veon tov Otulfi edv 10 Kpivel cwotd o Bepdnwv 1Tpog. Qotdco, 0
Bepanav 10tpog Bo Tpémet va StacPaAricet TV KatdAANAn Tapakoiovdnor tov acbevav. Ot acbeveig
N 01 PPOVTIoTEG TOVG Oa Tpémel va kafodNyohvTol MGTE VO, KAVOUY TNV EVECT| LE TN
oLVTAYOYPOEOVEVT TocOTNTO TOL Otulfi cOUPOVA e TIC 001YiEC TOV TAPEXOVTOL GTO GVAAO 0SNYIDV
YPNONG. AVOALTIKEG 001YiEG YiaL T YOpNYNoN didovTal 6To PUAAO 0O YLDV YPNONC.

INo mepartépw 00Myiec TOL APOPOHY TNV TPOETOLUAGIO KO TIG WO0UTEPES TPOPVAAEELS Y10 TO XEIPIGLO,
BA. mapdypopo 6.6.

4.3 Avtevoeigeg

Ynepevoionoio ot dpactikn ovsia 1 o€ KATOW0 d T EKOOYO TOV AVAPEPOVTUL GTIV
mopaypao 6.1. Khvikd onuavtikn, evepyn Aolpumén (m.y. evepyn oupotioon, BA. mtapdypogo 4.4).

4.4 E101kég TPOELOOTOUM|GELS KO TPOPVAAEELS KATA T Y P1]ON

Iyniacipudnra
[Mpokeévov va Bektiwbel 1 yvnrlaotudtnta TV PlOAoYIKGOV QOPUOKEVTIKOV TPOIOVIMV, TO OVOLLX
Kot 0 aplOUOg TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETUL LLE COPTVELQ.

Aowdéelg

H ovotekvoopdumn pmopei duvntikd va cvENcet Tov Kivouvo AOUDEEDY KOl VO EVEPYOTOUOEL EK
vEOL AavOAvVOoLTEG AOUMEELC. Xe KAVIKEG LEAETEG KOl G€ pio HEAETT TTOPATIPTONG LETA TNV
Kukhoopia oe acbeveic e ywplaor, coPapés PaKTnplokés, LUKNTIOGIKEG Kot 10YEVEIG AOUDEELS
&yovv apatnpnei o acbeveic mov Aapfdavovy ovotekivovudunn (PA. moapdypapo 4.8).

"Exovv avapepbei evkaiplokés AoumdEelc, GuUTEPILAUPBAVOLEV®V TG ETOVEVEPYOTTOINGNG TNG
eouaTioong, GAA®V evKaPlaK®OV Baknplokdv Aotunéemv (cuprmeptlopuPavouévng e Aoiumwéng amod
drumo pukoPaktnpiota, TG UNVIYYiTIdog amd AoTEPLO, TG TVEVUOVING amd AEYIOVEAAL Kol TNG
voKapdioonG), EVKALPLIK®Y LUKNTIOCIK®Y AOIUMEEWDY, EVKUIPLOKOY 10YEVOV AOUMOEEDY
(ovumepriapfovouévng e eYKEQOAITIONG IOV TTpoKaAEiTaL amd TOV 10 TOL ATAOD £PTNTO. TOTOV 2),
KO TOPOCITIKOV Aouméemv (cupmeptiapfovopévng e ophoiukng toomAdcumong) o€ acbeveig
nov Ehafav Bepameio L OLOTEKIVOVUAUTT).

Amaiteiton tpocoyn 6tav eEetdleton ) ypron Tov Otulfi oe acbeveig pe ypovia Aolpwén 1 pe 16TopKo
vrotpomdtovsas Aoipwéng (BA. mapdypapo 4.3).

[pwv and v évapén g Bepamneiag pe Otulfi, ov acOeveic npémnel va eEetdlovtal yio Aoipmén omd
ovpotioon. To Otulfi dev mpémet va yopnyeiton og acbeveic pe evepyn gupatioon (BA.

mopaypapo 4.3). H Oepamneia tng AavBdvovcag eupatioong apénel va EeKiva Tpy amd T yopnynon
tov Otulfi. To gvdeyduevo Bepamneiog katd TG upatioong tpénet eniong vo, e&etdleTon TPV amd TV
évapén xopnynong tov Otulfi oe acBeveig e 16TOp1IKO AavBdvovcag 1| evepyod QLUHOTI®OONG, Yo TOVG
omoiovg dev pmopet va emPeParwbei pia emaping tponyoduevn Bepaneia. Acbeveic mov Aapupdvovv
Otulfi 0o Tpémel va TapakorovBodvial oTeEVE Yo eVOEIEELS KOl GUUTTOUATO EVEPYOD PUUATIOONG
Katd tn S1dpKela Ko HeTd o TéAog TG Bepansiog.

Oa wpémel va, yivel vdoelEn otovg acbeveic va avalntioouy 1Tpikn GUUPOVAR €4V ELEAVIGTOVY
onueio 1 coprTOUATE TOV VITOdNA®@VOLY Aoluwén. Edv évag acBevig avartoéel o cofapn Aoipnmén,
0 acBevng Ba mpénet va mapakolovBeitar oteva kot o Otulfi dev Ba pémet va xopnynOel néypt va
VROY®PNOEL 1] AOTH®EN.

Kaxonfeieg
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To avoGoKATOGTAATIKA OTIWG 1) OVGTEKIVOVAUTN ALEAVOLY SLVITIKA TOV KIVOUVO KaKOOELNC.
Opiopévol aoBeveic mov AauPavay oVGTEKIVOLUAUTN OTA TACIGLO KAVIK®V LEAETOV Kol G€ pio
UEAETT TapaTPNONG LETE TNV KuKAopopia og acbeveic pe wopioon avErTuEay dEpUOTIKEG KOt U
deppotikég kokoneieg (PA. mapdypapo 4.8). O kivdvuvog kKakondeiog propel va ivar vyniotepog o€
aoBevelc pe yopiaon mov Exovv AaPet Oeponeia pe GALoLG PlodoyikoDe TapAyovTeS KATA TN O1dpKeLn
¢ ac0éveldc Toug.

Agv éyovv de€aybei perétec mov va mepriaufavovy acbeveic e 16topikd kakondelog | LEAETEC TOV
va cuveyilovv 1 Oepaneia o 0o0gveig OV AVOTTUGGOLY KakoN g0 KOTA T ANYT TNg
OVGTEKIVOLUAUTING. ZVVeEn®S, Oa Tpémetl va e€etdleton Tpooektikd 1 ypron tov Otulfi otovg acheveic
ovTOVC.

Ohot o1 acbevelg, 18img 6601 givor nhciog peyarvtepng tov 60 eTodv, aoBeveig [e 10Tpkd 16TOPIKO
LOKPOYPOVILG ANYTG 0vOCOKATAGTAATIKNG Bepaneiog 1 6cot £xovv wotopucd PUVA, Ba mpénet va
TOPOKOAOLOOVVTOL Y10 TNV EUPAVIGT] U1 LEAAVOKVTTOPIKOV KapKivov Tov dépuatog (PA.
mopdypoeo 4.8).

2VOTNUOTIKES KO OVOTVEVGTIKES OVTIOPACELS VITepeLaLGOnGiog

20OTHUOTIKES

"Exovv avaeepbei coPapic aviidpdoeig viepevatcnciog Katd v Tepiodo petd v KukKAo@opia Tov
TPOTOVTOG, GE LEPIKEG TEPUTTMGELS OPKETEG NUEPES HETA TN Bepameia. 'Exovv eppaviotel avapulaéio
Ko ayyslooidnpa. Edv eppavictet avapura&io 1 dAAN coPapn avtidpacn vrepevarsOnaciag, o tpénet
va Eekvnoet katdAAnin Bepaneia Kot va drakomel 1 xoprynor tov Otulfi (BA. mapdypago 4.8).

AvamvevoTikég

"Exovv avapepOel mepiototikd alAepytkng KOWEMSITIONS, NOGIVOPIAKNAG TVEVLLOVIOS Kol 1N
AOUDS0VG OPYOVOVUEVNG TVEVUOVIOG KOTA T YPT|ON TG OVGTEKIVOVUAUTNG LETA TN XOPTYNOT GOE10G
KukAopopiag. Ot kKAvikég ekdnAdoelg mepteldpPavay frixa, Svomvola kot didpeses dmbnoelg petd
amo pio £0¢ Tpelg 00oels. Ot coPapéc exPfaoeic mepleAdupfavay avamTVELGTIKT AVETAPKELD KO
napateTapévn voonieio. BeAtioon avapépOnke petd m S1oKom TG OVGTEKIVOVUAUTNG Kol ETiONG,
0€ OPIOUEVEG TEPUTTMOELG, TN XOPNYNOT KOPTIKOGTEPOEOMV. LE MEPIMTM®ON TOL 1) THAVOTNTO
roiuméng €xel amorxhelotel Kot 1 Sidyvaoon sivor emiPefoimpévn, SlakdWTe TNV OVGTEKIVOL UG KO
Eextvnote kaTAAANAT Ogparneia (BA. mapdypago 4.8).

Kopdwayyeiaxd coufauoto

Koapdroyyetaxd copfapoto couneptAapifavorévmy epepayotog ToL HuoKapdion Kot ayyelokon
EYKEPOAIKOV €MEIG0010V £xovv mapatnpn el oe acbeveig pe yopiaon mov extédnkay otV
OVGTEKIVOLULAUTN o€ pio LEAETN TapaTPNONG LETE TNV KuKAopopia. Ot Tapdyovies Kivohvou yiao
Kapdloyyelokn voco Ba mpénet vo, aktoloyobvtat TakTiKd Katd tn didpketa tng Bepameiog pe Otulfi.

Epfoioopoi

JuvioTatol vo un cvyyopnyovvrat eppoia Loviov 1wv i faktnpiov (6nwg o Bakiliog tov Calmette
kot Guérin (BCQG)) pe to Otulfi. Aev €yovv dielayDel s1dikéc peléteg oe aobeveig mov giyov TpdspaTa
AaBel epPora pe Lovieg 1006 N {dvta Paxtipila. Aev vTapyoLV SEGOUEVE Yo TN OEVTEPOYEVT|
petddoomn Aoipwéng amd {dvta eppora o acbeveic mov Adpupovay ovotekivoopaunn. [pv and tov
euporacud pe {ovieg 100¢ N (ovra Paxthipia, 1 Oepameia pe o Otulfi pénel va, Sakomel yio
TovAdyiotov 15 efdouddeg petd v TeElevtaia doom kot pmopei va Eavapyicel TovAdyiotov 2
efdopdodeg petd Tov epPforacpd. Ot GLVTOYOYPAPOVTES 1OTPOT TPEMEL VO, GUUBOVAEDOVTOL TNV
[epiinym tov Xopoktnpiotik®@v Tov [1poidvtog tov cuykekpluévov gufoiiov yia tpodchetn
TANPOPOPNOT KoL 0NYIEG OYETIKA LLE TNV TOPAAANAT YPTON OVOGOKOTUGTOATIKOV TOPOYOVTIOV UETA
Tov gufolacud.

H yopriiynon Lovtaov epporinv (0nmg to eufoito BCG) oe Ppépn mov extébnkay in utero oty
OVGTEKIVOLLLAUTN gV GLVIGTATOL Yia £E1 UNVeG LET T YEvvnon 1 HEXPIS OTOV T EMITESA TNG
OVGTEKIVOVUAUTING GTOV 0pd TOL Ppépoug va eivar un aviyvevoiua (PA. mapaypdaeovg 4.5 kot 4.6). Edv
VIAPYEL COPEG KAIVIKO OQEAOG Y10 TO UEHOVOUEVO BpEépoc, 1 yopnynom evog (dvtog epuforiov pmopel
va e€etaletol vopitepa, Qv To ETITESN TG OVGTEKIVOLUAUTNG GTOV 0pO TOL PpEPoug givar U
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aviyveH OO,

Ot acBeveic mov Aappdvovv Otulfi propovv va Aafovv tavtdypova adpavorotnpuéva 1 pn {ovta
eupora.

H pokpoypdvia Bepameio ple 00GTEKIVOUIAUTN OEV KATAGTEAAEL TN YLK 0VOGOAOYIKT OTdVINGT GTO
TOALGOKYOPLOKO EUPOALO Y1 TOV TVELHOVIOKOKKO 1 TO EUPOMO Yia Tov T€Tovo (PA. mapdypoeo 5.1).

Hopddinin avocokatactartik) Oepaneio

e HEAETEG Y10 TNV WYOPLOOT), 1 ACPAAELN KOL ] OTTOTEAEGLLOTIKOTITO, TG OVOTEKIVOVLUAUTNG GE
GLVOLOGCHO LE OVOGOKOTAGTAATIKA, CUUTEPIAUUPAVOUEVOV TV BlodoyikdV, 1] pe poTobepaneia, dev
&yovv agloroynel. Xe peréteg yio v yoplaoikn apbpitida, 1 mapdiinin ypron MTX dev edvnke
vo emNPedlel TNV AGPAAELD 1] TNV OTOTEAEGUOTIKOTITA TG OVGTEKIVOVUAUTNG. L€ UEAETEG Y10, T1 VOGO
tov Crohn, 1 ToVTOYPOVN YPNOT OVOCOKATUGTOATIKMV 1) KOPTIKOGTEPOEWIMV OEV PAVNKE VO ETNPeAlel
TNV ACQAAELN 1] TNV OTOTEAEGLLATIKOTITO TNG OVGTEKIVOVUAUTNG. ATatteital mpocsoyn dtav egetdleTon
N TOPAAANAN ¥PNoN GAADV 0VOCOKATUCTOATIK®V Kot Tov Otulfi 1§ kKatd ) petdfoon and dila
Broroyucd avocokatactoaltikd (BA. Tapdypao 4.5).

Avocofepamneia
H ovotekvoopaunn dev €xel a&lodoyn0el og acbeveic mov £xovv vroPAndei oe avocobepaneia yio

aAdepyia. Agv glval Yv@oTO GV 1] OVGTEKIVOVUAUTT UTOPEL VO EXNPEATEL TNV avocobepameia yio
aAAepyia.

2oPapéc depuatondbeieg

e aoBeveic pe yoploon, &gl avapepOel amo@oAdmTIKN depuatitidn peTd amd Bepaneio e
ovotekvovupdumn (BA. mwapdypapo 4.8). Ot acBevelc e yoplaom KoTd TAAKAG EVOEXETOL VA,
avamToEOVY epLOpPodepKT YOPIOoT], LE CUUTTOUATH TOV EVOEYETAL VO UV SlokpivovTal KAVIKE omd
TNV amoPOAMOMTIKY] SEPUATITION, OTA TAAICIN TG PLGIKTG TOPEING TOV Voo UaTOG Tovg. Katd tnv
mopakolovdnon e yopioong tov achevoic, ot ylatpoi Ba TpEneL va ET0ypLTVOHV Y10 GULITTOLOTO
€pLOPOdEPUIKNG YmpiaoTg 1 AToPOAO®TIKNG deppatitidong. Edv avtd To cupTTOHOTO ELEAVIGTOVY,
B0 Tpémel va axorovOnOel katdAAnAn Oepaneio. To Otulfi Ba Tpémet va daoOTTETOL EAV VTTAPYEL
VITOVOL VTIOPACTG GTO PAPLLIKO.

Kataoctdoeig mov oyetiovran pe tov Ako

"Exovv avapepbei tepintdaoelg Kotastdoewmy Tov oyetilovtal e Tov AVKo o€ acbeveig mov Erafoav
Oepameio e OVGTEKIVOV AU, CUUTEPIAAUPOVOUEVOD TOL dEPUATIKOD EPVONUATMIOVE ADKOL Kol TOL
ouvopopoL Tpocopolalov pe Avko. Edv eppaviotouv PAAPeS, £101KA 08 TEPLOYES TOV FEPOTOG TTOV
extifevtal otov A0 1 €Gv cuvodevovtal and apBpadyia, o acbevig Ba mpénet va avalntiosl apEcmg
wtpikn Pondeta. Eqv emPePorwbei n didyvoon piag Katdotaong mov oyetileTon e Tov ADKo, 1
OVOTEKIVOLLLAUTY Ba TPEmeL var dtokoTTeTan Kot VoL EeKv kaTdAAnAn Bepameia.

Ewwoi mAinfBuopoi

Hlrouévor (> 65 etwv)

Agv TapatnpnOnKov GUVOAIKES SL0POPEC GTNV ATOTEAEGHOATIKOTTO 1) TV 0CQAAELN O acOeveig
nAKiag 65 etdv kat dve Tov EAafov OVGTEKIVOLULAUTY), GE cUYKPLOoT LE vedTeEPOLS aobeveig o
KMVIKEC LEAETEG OTIC EYKEKPLUEVEG eVOEIEEIC, ®GTOCO 0 aPBLOC TV acBevdv NAKiag 65 eTdv Kot
Gvo dev NTav emapkng dote va kabopilotel edv ot acBeveic avtol avtamokpivovtol SlopopeTIKd amd
Tovg vedTepovg acbeveic. Adym TG VYNAGTEPTG EMMTOONG AOIUDEE®V YEVIKH GTOV NAKIOUEVO
mAnbvoud, n Oepaneia Tpémel va yivetal e TPOCOYN GTOVE NAMKIOUEVOG.

4.5 Allemopdaosic pe GALo QUPUOUKEVTIKA TPOIOVTA Ko GAheg popPEéc aiiniemiopacng
Z®vta guPforio 0V TPETEL vaL yopnyouvTal TopaAANAa e To Otulfi.
H yopniynon {ovtav epporinv (0nmg to eufoito BCG) oe Ppépn mov exktébnkav in utero oty

OVGTEKIVOLULAUTN dgV cuvicTATOL Vi £EL UNVeEG UeTd T Yévvnon 1 £€0¢ OTOV To ETITEDD TNG
OVGTEKIVOLULAUTING GTOV 0pd TOL Ppépovg va eivar un aviyvevoiua (PA. mapaypdaeovg 4.4 kot 4.6). Edv
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VILAPYEL CAPEC KAVIKO OQENOG Y10 TO LEPOVOLEVO BpEpoc, 1| xopriynon evoc (dvtog epporiov pmopel
va, e€etdleTon vopitepa, 0V To ETIMEIN TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL Ppépoug eivar pn
oviYveLGULAL.

Agv €yovv poypatonombel peléteg aANAETIOpdoemv e avOp®OTOVS. XTI AVUAVGELS
QOPUOKOKIVITIKN G TANBLoUOD TV pedeTdv @dong 3, dlepeuvnOnke 1 enidpaocn TV TTo GuYVE
YPNOUYLOTOLOVUEVOV TAVTOYPOVO PUPUAKEVTIKOV TPOIOVI®V G acOevelg e yopiaon
(cvumepAapPoVOUEVOV TNE TOPAKETOUOANG, TNG IBOVLTPOPAIVNG, TOV OKETVAOGOAIKVALKOD 0&E0C, TNG
peTeopuivng, g atopPactartivng, tng Aefobupo&ivinc) ot QupUOKOKIVITIKY TG OVGTEKIVOVULAUTNG.
Agv vnp&av evdeielg OAANAETIOPAONG LLE QVTA TO TOVTOYPOVO XOPNYOVUEVO POPLOKEVTIKE
npoidvta. H Bdon yio v avdivon avt) ftav 6t tovhdytotov 100 acBeveic (> 5% tov peleTodpevov
mAnbvouov) Elafav Bepomeio pe TOLTOYPOVN XOPTYNOT AVTOV TOV PAPUUKEVTIKMDY TPOTOVTOV Yia
TovAdyotov T0 90% g mep1ddov perétng. H @appakcokivnTiKn Tng OVGTEKIVOVUAUTNG dEV
EMNPEACTNKE ATO TNV TAVTOYPOvT Yp1on MTX, un 6TEPOEdDY AVTIPAEYLOVOIDY QOPLUAK®OV,
6-uepkantomovpivng, alabelompivng Kot amd GTOUATOS KOPTIKOGTEPOEWDMVY G acbeveic Le ymplaoikn
apBpitda, voso tov Crohn, 1 amd v mponyovuevn ékbeon o mapayovteg avtli-TNFa, oe acbeveic e
yoplaoikn apbpitda 1 vécso tov Crohn.

Ta anoteAéopota piog HEAETNG in Vitro 6V LIOSEIKVOOVY TNV AVAYKN Y10 TPOCUPUOYEC TNG OOCNG O
acBeveig mov Aappdavovy tavtdypova vrostpdpate tov CYP450 (BA. mapdypago 5.2).

Y& UEAETEG V1oL TNV WYOPLOGT), 1] ACPAAELN KOL ] OITOTEAEGLLOTIKOTITO, TG OVOTEKIVOVUAUTNG GE
GLUVOLOCUO LE OVOGOKOTAGTAATIKG, CUUTEPIAAUPBAVOUEVOVY TV PBloloyiKdV, 1 e pwTobepaneia, dev
&xovv a&loAoynBel. Xe peréteg yio v yoprootkn apbpitida, n tavtdypovn xprion MTX dev pdvnke
vo. EMMPealel TNV AGPAAELN ) TNV OTOTEAEGUOTIKOTITA, TG OVGTEKIVOVUGUTNG. L€ LEAETEC Y10, T VOGO
tov Crohn Kot TNV EAK®OT KOATION, 1 TOVLTOYPOVN XPTOT] OVOGOKATAGTUATIKDV 1] KOPTIKOGTEPOELODV
dev pavnie va ennpedlel TNV aGPAAEL 1) TV OTOTEAECUATIKOTNTA TG OvGTEKIVOLUAUTNG (BA.
napdypoeo 4.4).

4.6 Tovipétnra, KONON KO Yorovyia
Iuvaikeg o€ avomopoyyikn NAKio

O1 yuvaikec o€ avamopay®ytk nikio Bo TpETEL Vo ¥pNGILOTOI0VV OTOTEAEGLOTIKY AVTIGOAANY
Katd tn Sdpkela tng Bepomeiog Kot yio TovAdyiotov 15 gfdonddeg petd ) Oepamneia.

Kdvnon

Agdopéva Tov GLAAEXOM KA TPOOTTUKH OO GYETIKA TEPLOPIGUEVO aplOUO KVoE®V HETA amd £kBeon
OTNV OVGTEKIVOLUAUTT UE YVOOTA UTOTEAEGUATO, GUUTEPIAOUPAVOUEVOV TEPIGCOTEPWOV OO

450 Konoewv mov eKTEOMKOY KATA TN SLAPKELD TOL TPMTOL TPILNVOL, OV KATUIEKVOOLY AVENUEVO
Kivouvo peillovav GuyyEVOY SUGTANCIOV GTO VEOYVO.

Meléteg oe (o, dev Katédel&ay aueomn 1 EUUEST] TOEIKOTNTO TNV KONGT|, OTNV TPOIUN
euPpoakn/dyiun euppvaxn avantoén, otov TokeTd M| 0TI HETOYEVVNTIKNY avamtuén (BA.
napaypoeo 5.3).

Qo1660, 1| dtbEciun KAWVIKY epmepia eival Teploptopévn. Q¢ TPOANTTIKO HETPO, EIVOL TPOTIUNTED VAL
amopevyeTol 1 xpron Tov Otulfi katd v Kdnon.

H ovotekivoopdumn dtamepva tov mhakovvto, Kot el aviyvevdel otov opod Bpepav to. omoia
yevviOnkav amd yovaikeg mov EAafav epameio pe OVGTEKIVOLUAUTT KOTA TN dtdpkela TG konong. H
KAVIKY EMITTOON QLTAG TG Topatiipnong dev eival YvwoT], GTOC0 0 Kivouvog Aoiuméng Yo Bpéen
Ta. omoia eKTEOMKOV in utero GTNV OVGTEKIVOLUAUTY eVOEYETOL Vo lvar avénuévog petd t yévvnon. H
yopnynon Loviev euforiov (énwc o euPdiio BCG) oe Bpéen mov extédnkay in utero otnv
OVGTEKIVOLULAUTN OEV GUVIGTATOL V1oL 6 UNVEG LETA TN YEVVNON 1 HEXPIS OTOV TO EMITEDO TNG
OVGTEKIVOLUAUTING GTOV 0pd TOL Ppépovg va eivat un aviyvevoiua (PA. mapaypdapovg 4.4 kot 4.5). Edv
VITAPYEL COPEG KAIVIKO OQEAOG Y10 TO UEHOVOUEVO BpEépoc, I xopnynon evog (dvtog epuforiov pmopel
va eEetdleTon vopitepa, €6V Ta ETMESA TG OVGTEKIVOVUAUTNG GTOV 0pd TOL Ppépovg elvar un
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aviyveH OO,

Oniaouog

[epropropéva dedopéva amd T dnuoctevpévn PipAtoypapio VTOSEKVIOVY OTL 1] OLGTEKIVOV LA
EKKPIVETOL 0TO avOpAOTIVO UNTPIKO YAAO G€ TOAD UIKPEC TOGOTNTEG. AV glval YvmoTO av M
OVGTEKIVOV LA ATOPPOPATOL GUGTNHOTIKA LETA TV KATATOGT. AOY® TOL EVOEYOLEVOV
AVETBOUNTOV OVTIOPAGENDY OO TIV OVGTEKIVOLUAUTN € Bpéen Tov Inhalovv, Tpémel va
amo@aclotel av Ba dtakonel 0 ONAaSHOC kKatd T didpkela TG Bepaneiag Kot £wg 15 efdopddec petd
) Oepameio N av O dwakomei n Oepamneia pe to Otulfi, Aapufdavovtag vadyn 1o 6QeLog ToL TS0V UTd
70 ONAaopod Kot To 6PELOG TNG Yuvaikog omd T Oepameio pe Otulfi.

Fovomra
H enidpaon g oveTEKIVOLUAUTNG OTNV ovOpdTTIVN YoVipoTnTo deVv £)xel a&lohoynOet (PA.
mopdypaeo 5.3).

4.7 Emopaceig 6ty IKAvOTNTO 001]Y161)G KOL {ELPLGHOV PN UVI|LATOV

To Otulfi dgv éxel kopia 1 el acouavIN EXIOPACT GTNV IKOVOTITA 0N YNONG KoLl YEPLGLOD
Uy ovnuaToy.

4.8 AvemOOunteg evépyereg

20voy™ ToL TPOPIA AoQAAELOC

O o ovyvég avemBounteg evépyeleg (> 5%) oTig EAeYYOUEVEG TEPLOSOVE TOV KAIVIKOV UEAETAOV TNG
yopiaong, g Yoplactknig apbpitidag, g vosov tov Crohn kot TG EAKMOI0VE KOAMTIO0NGC GE EVAAIKES
LLE TNV OVOTEKIVOVUAUTN TOV PvOQopLYYiTIda Kot Ke@alodyio. O TeplocOTEPES UMO OVTEC
BepnOnray Nrieg kot dev eméPoarav T drokonn g Bepaneiog tng perétnge. H mo cofapn
avemBouN T eVEPYELD TOL EXEL AVAPEPDET Y10 TNV OVGTEKIVOLUAUTY €ivol GoPapég avTidpACELS
vrepevasnoiog copmeptiapPoavopévng g avaguiotiog (PA. mapdypaeo 4.4). To cuvoikd TPoPid
acPAAELNG TaY TAPOUO10 Yo acbeveis pe yopiaon, yoplocikn apbpitida, véso tov Crohn kot
EAKMON KOALTION.

Kotdhoyog avemBiuntev evepyeudv oe mivako

Ta dedopéva acPAAELNG TTOV TEPLYPAPOVTAL TAPAKATO avTIKOTOTTPilovy TNV £kbBeon evniik@v otV
ovoteKvovpaunn oe 14 peréteg edong 2 ko eaong 3 oe 6.709 acbeveic (4.135 ue yopioon ko
yoplactkn apbpitida, 1.749 pe voco tov Crohn ko 825 acBeveig pe eElkdon koAitida). Avtd
nmephapPavouv £kBecn 6TV OVGTEKIVOVUAUTT OTIG EAEYYOUEVEG KOl L] ELEYYOUEVES TEPLOOOVG TV
KAVIKQOV PEAET®V Y10 TOVAGYIoTOV 6 unveg 1 1 €tog (4.577 kon 3.253 acbeveig, avtiotoiywg, pe
yopiaon, yoplactkn apbpitida, voso tov Crohn 7| eEAkddN KoAitidw) Kot EkOgoT Yo TOVAGYIGTOV 4 1)
5 €t (1.482 ko 838 acBeveig pe yopioon, oviloToiywe).

O IMivakxag 2 Topéyel Evov KOTOAOYO TOV AVETIOOUNTOV EVEPYELDY 0O KAIVIKEG UEAETEG Y10, TNV
yopiaon, v yoplootkn apbpitida, ™) véco tov Crohn kot Ty eAk®ON KOAITION 68 EVIMKES, KaODC
emiong Kot avemBounteg evEPyeLEs OV avaeEpOniay and v epmelpio LETA TNV KukKAopopia. Ot
avemBounteg evépyeteg tagvopovvral katd v Katnyopio Opydvov ZueTiUotog Kot T cuyvoTnTa
EUPAVIONGC, YPNCOTOLOVTAG TNV akOA0LON cuvOnkm: [ToAd cuyvéc (= 1/10), Zuyvég (= 1/100 £mc

< 1/10), Oy ovyvég (= 1/1.000 émg < 1/100), Emdvieg (= 1/10.000 éwg < 1/1.000), ITohd ordvieg

(< 1/10.000), un yvaotés (dev umopovv va ektiun oy pe Baon ta dtabéopa dedopéva). Eviog kabe
KOTNYopiog cuyvOTNnTag ELEAVIONG, Ol avemBounteg evépyeleg mapatifevial katd ebivovca celpd
coPapotntoag.
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Hivoxog 2 KatdAoyog twv avemBountwy evepyeiwnv

Katmyopia/Opyoviké
Yovotnuo

ZoyvoTnNTo EpPavions: AvemOounTy evépysla

AOUDEELS KO TOPOCITOCELG

Suyvég: Aoipumén TG avATEPTG AVOTVEVGTIKNG 0500,
PVOQAPLYYITION, TAPOPPIVOKOATITION

Oy ovyvéc: Kuttapitida, AoUdEES TV 000VI®V, £PTNG
{oompoag, AolH®EN TOV KOTMTEPOV AVATVEVGTIKOD, LOYEVNG
AOTH®EN TOL AVAOTEPOL OVATVELGTIKOD GUGTILOTOC,
O1O0IOKOATIKT LUK TIOGT

Awotapoyég Tov
OVOGOTOLNTIKOU GUGTHLLOTOG

Oy ovyvég: Avidpdoelc vepevaiodnciog
(ovumeprropfovopuévav eEavinuotog, kvidmong)
Xrdvieg: ZoPapéc avTdpacelg vrepevoconciog
(ocvumeptiopfovouévav avoeLAagiog, oyyE00tONILITOC)

Yoyatpkég datapoyég

Oy ovyvég: Katabiwm

Alotapoay£C Tov VELPLKOV
GUGTNUOTOC

Yuyvég: ZaAn, keohoiyia
Oy ovyvéc: Tapdivon Tpocdmov

AvomvevoTikés, Oopakikég
SLTOPaYES KOt SLOTAPOYES
pecobwpaxiov

2OYVES: ZTOLOTOPAPLYYIKO GAYOG

Oy ovyvég: Pvikr| copedpnon

Yravieg: AAAepyikn KOWeMSITION, OCIVIQIAKT TVELHOVIN
IToAb omdvieg: Opyavovpevn Tvevpovio™®

laotpeviepikéc dratapayéc

Xoyvéc: Adppota, voutio, ELETOC

AwTopay£C TOL OEPLOTOC Kot
TOV VTTOJOPIOV 1GTOV

Xoyvés: Kvnouog

Oyt ovyvég: DAVKTOVOING YoPIaoN, 0ToPOAI®OT OEPUATOC,
oK Xmavies: ATo@eoMO®TIKN depuaTitidn, ayyelition amod
vrepgvatcincio

[ToAv omdviec: TToppoAvymOeg TEUPLYOEIDES, OEPUATIKOG
£pLONUOTOING AVKOG

Awotapoyég Tov
LVOGKEAETIKOD GUGTHIOTOG
KOl TOU GUVOETIKOV 1GTOV

Xoyvéc: Oopuadyio, poolyia, apBpaiyio
[ToAv omdvieg: XHvdpopo mpocopoldlov pe Adko

Ieviéc dratapayéc kot
KaTooTdoelg otn Béon

xopnynong

Xoyvég: Komwon, epudnua ot 6éon éveong, ahyog otn Béon
€veong

Oy ovyvég: Avtidpaoelg otn Béon éveong (cvumepiappfavopuévaoy
NG OHOPPAYIOG, ALOTOUATOG, CKAT|PLVOTG, O10YKMOTG Kol
Kvnouov), eEacbévnon

* B mopdypago 4.4, Z0oTNUHOTIKEG KO OVOTVEVOTIKES aVTIOPAGELS VTEpELOGONGlog.

[Ieprypoen emAeyuEVoV ovETBOUNTOV EVEPYEIDV

Aowdéelg

2T1C ELEYYOUEVES IE EIKOVIKO QAPLOKO LEAETEG o€ acbeveic e woplaon, yoplactkn apbpitida, voco
tov Crohn Kot EAK®OT KOAITION, T0, TOGOGTA AOUOEE®Y 1} cOPapdV AOUDEEMY NTAV TAPOLOLA.
HETAED TV 060EVDY TOL AAUPOVOY OVGTEKIVOLLAUTY KOl EKEV@V TOV AAUPavVaY EIKOVIKO QAPLOKO.
2V eheyyOUEVT LE EIKOVIKO PAPLOKO TTEPTIOO0 AVTMV TOV KAVIKGOV UEAETMV, TO TOGOCTO AOUMEEDY
nrav 1,36 avd avBponoétog TapakoAovdnong yia Toug achevelg Tov AAUPavoy OVGTEKIVOV AU Kot
1,34 y1a tovg acBeveic mov Aapupavay eikovikd apuaKko. ZoPapés AOUDEEIC ELEAVIGTNKOY GE
1060670 0,03 avd avBpwmoétog mapakorohOnong yio tovg acheveic Tov AduBovay OVGTEKIVOUUAUTT
(30 coPapég Aoyméelg o 930 avBpwmoitn Tapakoiovdnong) kot 0,03 yia Tovg acbeveic mov
Aappavay giovikd edpuaxo (15 cofapéc howpwméelg og 434 avBpmmoétn mapakorovnong) (PA.
mopaypoeo 4.4).

2116 ELeYYOUEVES KOt [T EAEYYOLEVEG TTEPLOSOVS TOV KAMVIKOV LEAETAOV Y10l TNV WYOPiaoT, TNV
yoplacikn apbpitida, T voco tov Crohn kat Ty EAkdON KOAITION, TOV OVTITPOCSHOTEDOVLY

11.581 avBpomoétn ékBeong o 6.709 acBeveic, n didpeon ddprela mapakorovnong nrav 1,0 £tog,
1,1 &€tn y1o0 Tig PEAETEG Y10 TNV WYOPLAGIKY] VOGO, 0,6 £T1 Y1 TIG LEAETES Yia T VOG0 Tov Crohn ko

1,0 étog Yo TIc HEAETEG Vi TNV EAKMOT KOAITId0. To m060010 Aouméewv nrav 0,91 ava avOpmroétog
TopoKOAOVONGNC Yo TOVG 06eVeEic TOV AdUPOVaY OVGTEKIVOVUAUTT| KOl TO TOGOGTO GORopmV
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romEemv oy 0,02 ava avBpwmoétog Tapakoiovdnong yia Tovg acbeveig mov Adupavoy
ovotektvoopdunn (199 coPapés Aoumwéelg e 11.581 avBpomoétn mapakorohOnong) kot ot GoPapég
AomEELG TOL avaPEpONKay TepleAduavay TveELUOVi, OTOGTNLO TOV TPOKTOV, KLTTOPITION,
EKKOATI®UOTITION, YOOTPEVTEPITION KOl 10YEVEIS AOUMEELG.

e KMvikéc peréteg, aobeveic pe AavBdvovoa upatioon Tov TapdAAnAa Aaupavay aymyn te
oovialion dev avértuEav euuatioo.

Kokonfeteg
2V eheyyOUEVT LLE EIKOVIKO (PAPLOKO TEPI0O0 TV KAWVIK®V PEAETMV o€ aoBevelg e yopiaon,

yoplacikn apbpitida, voco tov Crohn kot edikddn KoAitida, 1 exinton kaxon ey, eapodevon
TOL UM HEAOVOKVTTAPIKOV KapKivov Tov dépuatog, ntov 0,11 avd 100 avBpwmoétn mapakorohonong
Yo Tovg aoBeveig mov AduPovay ovotektvovpdumnn (1 acbevig o 929 avBpwmoétn Topakoiovdnong)
og ovykpion pe 0,23 yuo Tovg acBeveig mov Adpfovay eikovikd edppako (1 acbevng oe

434 avBpwmoétn moapakorovdnong). H enintwon tov pun HEAAVOKLTTOPIKOD KAPKIVOL TOV OEPHOTOG
frav 0,43 avd 100 avBpmmoétn TapakoAovdnong yio Tovg acheveic Tov AAUPavay OVGTEKIVOU AN
(4 acBeveic og 929 avBpwmoétn Taparxorovdnong) oe chykpion pe 0,46 yio Tovg acbeveig Tov
Aapupavay gicoviko edpuoxo (2 acbeveic oe 433 avOpwmoétn mopoakolovOnong).

2T1¢ ELeYYOUEVES KOl [T EAEYYOLEVEG TTEPLOSOVS TOV KAMVIKAOV UEAETAOV Y10l TNV WYOPiaoT, TNV
yoplacikn apbpitida, tn voco tov Crohn kat Ty EAkddN KOAITION, TOL OVTITPOSHOTELOLY

11.561 avBpomoétn ékbeong og 6.709 acBeveic, n didueon ddpkela mapoakorovOnong nrav 1,0 £tog,
1,1 &€t y1o0 Tig HEAETEG Y10 TNV WYOPLAGIKY] VOGO, 0,6 £T1 Y1 TIG LEAETES Yia T VOG0 Tov Crohn ko
1,0 €tog Yo TIC HEAETEG Y10 TNV EAKMOT KOAITIdN. Avapépniay kokoneies, eEatpovpévon Tou un
UEACVOKDTTAPIKOD KAPKIVOL TOL déppatoc, o 62 acbeveic og 11.561 avOpwmoi mopakorovdnong
(emintwon 0,54 ava 100 avOpmmoétn mapakolovOnong yia tovg acbeveic mov Elafav
ovotekivoupaunn). H enintmon kakonbeidv mov avapépbnke otovg acbeveig mov Elafav
OVOTEKIVOVUAUTY TAV CUYKPIGIUT LE TNV ETITTOOT] TOV OVOUEVETOL GTO YEVIKO TANOLGUO
(mpotunouévo mkiko enintoong = 0,93 [didotnua eumiotoocvvng 95%: 0,71, 1,20], TpocapUocuévo
Yo TNV NAKiQ, TO OAO KO T QLAN).

O1 o ovyvd Tapatnpodeves Kakon0eles, EE0POVHEVOD TOV Un LEAOVOKDTTAPLKOD KOPKIVOL TOV
OEPLLOTOC, NTOV KOPKIVOG TOV TPOGTATT, 0pBOKOAMKOC KOPKIVOC, LEAGVMUO Kol KAPKIVOC TOL HOoTOD.
H enintoon tov un pelavokuttopicod kopkivov tov déppatog nrav 0,49 ava 100 avOpomoé
napakoloOnong yia tovg acbeveic mov Elafav ovotekvoopaunn (56 aceveig oe

11.545 avBpomoétn mapokorovOnonc). H avoloyio tov acbevav pe Pacikokuttopikd Evavtt
aKovOOKVTTAPIKOL KapKivow Tov déppatoc (3:1) eivar cuykpicun pe v avapevopuevn avoloyio 6to
veviko TAnBovopo (PAéne mapdypoaeo 4.4).

Avtidpdoelg vrepevarcinciog

Kotd ) dibpkela Tov ELeYYOUEVOV TEPLOODV TOV KAIVIKOV LEAETMV Y10, TV YOPIOoT) KL TV
YOPLIoIKn apbpitida TG OVCTEKIVOVUAUTNG, TapatnpROnKay eEavinua kot kvidmon, To kabéva o
10600610 < 1% 1oV acbevav (BA. Ttapdypago 4.4).

IMowdratpikdc TAnfuoude

Touorozpirol aoBeveic nlikiog 6 €TV Kol GV e WPLOoH KOTO TAGKAS

H acpdleio tng ovotekvovudunng £yt peketndei o dvo aong 3 peréteg oe madlatpikovg acheveic
ue pétpla €og coPapn yvopioon kotd tadkag. H tpmtn pelét de&nybn oe 110 acbeveig 12-17 etmv
mov Ehapav Bepameia yio dStaotnpa mg 60 gfdopdades kat 1 devTepn pehétn OelnyOn oe 44 acbeveic
6 ¢wg 11 et@v ov ElaPav Bepaneia Yo S1AoTNHO E0G 56 EBOOUAdES. L€ YEVIKES YPUUUES, O
avemBOUNTEG EVEPYELES TOV aVOQEPOHTKAY GE AVTES TIG 0V0 HEAETEG LE OEOOUEVA Y10 TNV OCPAAELN £OC
1 étovg TV TAPOUOLES pE ekElveg OV TapoTPHONKAY GE TPONYOVUEVEC LEAETEG GE EVIAIKEC UE
yopioon Katd TAGKoC.

Avogopd mBavoroyoOUEVOV OVETIBOUNTOV EVEPYELDV
H avoaeopd mBovoloyodevmv avemiBountey evepyei®mv HeTd amd T Yopnynon adstog Kukhopopiog
TOV QUPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Exitpénet tn cuveyn mapokolobnon e oxéong
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0PELOVG-KIVOHVOL TOV QUPUUKEVTIKOD TPOTdVTOG. ZNnteitor amd Tovg emoyyeAotieg vyeiag va
aVOPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES AVETLOVUNTES EVEPYELEG LECH TOVL EOVIKOD GLGTAIOTOG
avapopds tov avaypdeetor oto Hopdpmua V.

4.9 Ynagpodocoroyia

e KAMviKEG peréteg yopnynonkav evooprefing epdnal d0ceig uéypt 6 mg/kg ympic va meploptotei N
3001 AOY® TOEIKOTNTOC. XE TEPIMTMOT VITEPOOCOAOYING, CLVIGTATAL 1] TAPAKOAOVON O TOL 0GBEVOLG
Yo TOYOV OMUELR 1) COUTTOUATO AVETIOOUNTOV EVEPYEIDV KABMG Kot 1 dipeon Evapén KaTdIAANANG
CLUTTOUOTIKNG Oepaneiog.

5. DAPMAKOAOTI'IKEX IATOTHTEX

51 ®appokodvvopIKES 1010TNTES

DappokobepanenTikn Katnyopio: AVOGOKATACTAATIKE, AVAGTOAELS vTepAELKivG, Kdkdg ATC:
LO4ACOs5.

To Otulfi eivan fro-opoeldés pappokevTikod Tpoidv. Aemtopepeic TAnpoopieg sivan drabécieg oTov
dktvaxo tomo tov Evponaiicod Opyaviopod @apudxov: https://www.ema.europa.eu.

Mnyovicuog dpdong

H ovotekvoopdaumn eivan éva mAnpwg avBpodmivo povokiwvikd IgGlk avticopa mov cuvdéetan e
E0IKOTNTA LE TNV KOWN TPOTEIVIKN VITOHovVAda p40 TV avOpdTIVOV KUTTAPOKIVOY IVTEPAEVKIV
(IL)-12 kou IL-23. H ovotexvoupdpnn avactédiel T Blodpactikdtnta tev avipodnivov IL-12 kot
IL-23 gpmodifovtog v p40 vo cuvdebel pe Tov mpmteivikd vrodoyéa IL-12RB1 mov ekppaleton oty
EMPAVELN TOV avocokLTTAp®Y. H ovotextvovpdunn dev propei vo cuvdedel pe v IL-12 1§ v IL-23
7oV €lval 101 GLVOESEUEVES LLE EMPAVELOKOVG KVTTOPLKOVG bIodoyeic IL-12RB1. Xvvendg, n
OVGTEKIVOLLLAUTN OeV gival TOOVO VO GLUVEIGPEPEL OTI LEGOAAPOVUEVT GO OVTICMOUOTA 1] OO TO
CUUTANPOU KVTTAPOTOEIKOTNTO TOV KVTTAP®V [ Tovg vrtodoyeig IL-12 ko IL-23. Ot IL-12 ko
IL-23 eivau eTepodipepeic KOTTOPOKIVES TOV EKKPIVOVTOL IO TO, EVEPYOTOINUEVA,
OVTIYOVOTOPOVGLOGTIKG KOTTOPM, OTTMG TO, LUKPOPAYa Kot T dgvOpLTiKa kottapa. Kot ot dvo
KuTTOPOKives Aappdvouv pépog otic avosoroywkég Aettovpyiec. H IL-12 Sieyeipel ta kbtropa
@vokog eoveic (NK) kot tpomBet tn dapoporoinon tov CD4+ T kuTtdpv TPpog TO @UIVOTLTIO TOV
BonOntikav kottapov T 1 (Thl), n IL-23 endyel tv 006 TV fondntikedv kvttdpov T 17 (Thl7).
Qo610600, 1 U uctoroykn puduon tov IL-12 kot IL-23 éyel cvuoyetiotel pe avoco-
dwopecorafovpeveg acBéveleg, OTmMG 1 yopiaon, 1 yoplaciky apbpitda kot 1 vocsog tov Crohn.

Me 1t obvdeon oty Ko vroopdda p40 g IL-12 kot g IL-23, 1 ovotexvovpaunn punopei va
QLOKTOEL TIG KAVIKES TNG EMOPACELS GTNV Ymplact, 6TV yoplactky apbdpitda, tn voco tov Crohn
HEG® TNG O10KOTNG TV 00DV TV oYeTILopevaVY pe Tig kuttapokivee tov Thl kot Th17 kuttdpwv, ot
omoieg dadpapatilovy kevipikd poro otny maforoyio AVTOV TOV VOGUATOV.

Y1ov¢ acbeveig e voso tov Crohn, n Ogpomeio Le OVGTEKIVOVLLAUTN 00T YNOE GE UEIMGN TV SEIKTOV
™G eAeypovNic, cvpmeptiapPavopévne g C-avidpwncog npoteivne (CRP) kot g kaArpotextivng
KOTPAV®V, 0T SEPKELD TNG PACTG ETAYWOYNS, OV GTN GLVEYELD dlatnpnOnkKe Kab’ OAn T didpkela
¢ edong cvvinpnone. H CRP a&ohoynnke kotd v dbpketo TG LeEAETNG EMEKTAGTC KO OL
UEDGELC TOV TOpOTNPNONKAY KATH TNV SAPKELN TNG CLVTAPNONG YEVIKA dtatnpnOnkay £o¢ TV
efoopdoa 252.

Avoconoinon
Koatd ) owdpxeta ¢ pokpoypdviag enéktaong e Melétng Yopiaong 2 (PHOENIX 2), ot eviiikeg

acBeveic mov EhaPav Bepameia e OLOTEKIVOVUAUTT Y10 TOVAGYIGTOV 3,5 Ypdvia Tapovsiocay
TOPOUOIEG AVTICOUOTIKEG OTAVTGELS TOGO GTO TOAVCUKYAPIOKO EUPOAIO Y10 TOV TVEVUOVIOKOKKO
0G0 Kal 6TO EUPOALO Y10 TOV TETOVO OTTMC 1) OLLAdA EAEYYOL 0G0evDV e yopioon mov dev Elape
ocvotnpatikd Oepoameia. [apopola avaroyio evniikov acOevov eLEAVICE TPOGTATELTIKA ETITESN
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OVTICOUATMV KOTE TOV TVELUOVIOKOKKOV KOl TOV TETAVOL KOl Ol TITAOL OVTICOUAT®VY NTaV TOPOLOLOL
HETAEL TV 060evdV oL EAaPaV OVCTEKIVOLUAUTY KOl TV acBevdv otnv opdda eAEYYOL.

KMvikn omoteAeopuatikdTnTo,

Yopioon katd mAdakag (Eviiikec)

H acpdlelo kot 0moTeEAeouaTIKOTNTA TG OVOTEKIVOVUAUTTG a&lodoynOnke og 1.996 acBeveic ota

T aicto V0 TLYOOTOMUEVAV, SITAL TVEADV, EAEYYOLEV®VY LE EIKOVIKO PAPLLOKO LEAETOV o€ acbeveic
He pétplo g cofapn yopioon Katd mAdKoc, ol omoiol TaV VITOYNELoL Yia pwtobepomeio 1
ocvotnpatiky Oepaneio. Emmpocheta, pio Toyotomonuévn, HovOTAEpa TVPAN, EVEPYDG EAEYYOLEVT
UEAETT] GUVEKPIVE TNV OVGTEKIVOVUAUTT] KoL TV ETOVEPGENTY 6€ aobeveig pe pétpla Emg cofapn
yopiaon Kotd TAAKaG Tov dev Y0V IKOAVOTOUTIKT avTamoKplon, iyav dvcaveéio 1 aviévoelén oty
KukAoomopivn, tnv MTX 11 mv PUVA.

>m Merét Yopiaong 1 (PHOENIX 1) a&ioloynOnkav 766 acBeveic. To 53% tov acbevav avtov
gite dgv avramokpivovtay, £ite NTaV SLGAVEKTIKOL, 1] Elyov avtévOelln oe GALEC GLOTUATIKEG
Oepaneiec.

O1 acBeveic Tov TuyalonomOnKay o ovotekivovpaunn Elafav docelc tov 45 mg | 90 mg 611G
EBdopddeg 0 kar 4 akorovBovpeveg amo tnv id1a d0om kabe 12 gfdouddec. Or acbeveic mov
Tuyoonomonkav vo Aapfdavovy gikovikd eappako otig EBoopnddes 0 ko 4 dAla&ov og Aqym
ovoTeKIVoOLRAUTNG (eite 45 mg eite 90 mg) otig ERSouddeg 12 kan 16 axolovBodueveg and Aym
doomg kaBe 12 efdouddes. Ot acbeveic mov giyav apyikd Toyoomombel 6& OLGTEKIVOVUAUTT KoL
nétvyav avtandkpion tov Agiktn Extaong kot Bapvmtag Yopiaong (Psoriasis Area and Severity
Index, PASI) 75 (Bektimon tov PASI toviéyiotov xatd 75% o€ oyéon pe Tnv apyikn| TI) Kot TG
dvo EBdouddeg 28 kat 40, emavo-tuyalomomdnkay otn Ay g 0VGTEKIVOVUAUTNG KOOE

12 gBfdouddeg 1 T0L £1KOVIKOD QapPAKOL (SNA. amdovpon TG aymyng). Acbeveic mov emava-
TuYooToMmONKaV o€ €1KOVIKO Pappoko otnv Efdopdda 40 Eekivnoav ek vEOL TNV OVGTEKIVOLLALTN
e TO Pk 000A0YKO oy Otav eppdvicay peimon kotd tovidyiotov 50% ot Beitioon Tov
PASI mov mapovoiacav oty ERdoudda 40. Olot o1 acbeveig fitav vo mopakoiovdnen yio Héyioto
oo 76 EBSOUAd®V LETE TNV TPMTY YOPNYNOT| OYOYNG OTN LEAETN.

> Merét Yopiaong 2 (PHOENIX 2) a&ioloynOnkav 1.230 acbeveig. To 61% tov acbevav avtdv
gite dev avroamokpivovtay, £ite NTAV SVGAVEKTIKOL, N} Elyov avTéVOelEn Ge GALEC GLOTUOTIKEG
Bepaneiec. O acbeveig mov TuyaomomOnKay otV ovotekvovpdunn Erapav d6celg Twv 45 mg 1

90 mg otic EBdouddeg 0 kot 4 akolovBodueveg amd o, GUUTANPOUOTIKY 6001 o€ 16 gfdopdded.

Ot acBeveic Tov TuyoomomOnKav 670 glkovikd approako ot EBdopndadec 0 kar 4 dhia&av oe Aym
ovoteKvovpaunng (eite 45 mg eite 90 mg) otig ERdopddeg 12 kon 16. Olot o1 acbeveig ftav vid
mapakorlonon yia péyioto ddotnua 52 efSopddwmv HETE TV TPMTN YOPNYNOT OYWOYNG OTN UEAETN.

H Merét Yopioaong 3 (ACCEPT) a&iohdynoe 903 acBeveic pe pétpra émg coPapr| yopicon mov dev
avTOTOKPION KoV KavomonTiKd, eiyov dusavetia 1 avtévoelln oe dAleg cvotnuatikég Bepaneies,
OLYKPIVOVTOG TNV OTOTEAEGUATIKOTITA TIG OVGTEKIVOVUALTNG LLE TNV ETAVEPCENTT Kol AELOAOYDVTOG
TNV AGQAAELD TG OVOTEKIVOLUAUTNG Kot TNG eTavepaéntng. Katd m dudpkeia tov 12 efSopddmv g
(Ao evepyoL ELEYYOL TG LEAETNG, O1 0oBeVelg TuyaomomOnKay MoTe vo AdPovv eTovepcEm

(50 mg 600 @opéc v efdoudda), ovatextvovudunn 45 mg tig Efdonddeg 0 kot 4, 1
ovoteKvoopaunn 90 mg tic ERSopddeg 0 ko 4.

Ta yapoaknpiotikd ¢ acbévelog Katd TV Evapén TOV LEAETMV TOPOVGIOCUY YEVIKA GUVOYN O OAEC
Tig opadeg Bepaneiog otig Merétec Yopiaong 1 kot 2 pe puo didpeon apykn faduoroyio Tov deiktn
PASI an6 17 émc 18, didpeon apyikn tun Emedvelog Zopatog (Body Surface Area, BSA) > 20 kot
drokvpaver tov diapuecov Agppatoroykod Agiktn [owdmrag Zong (Dermatology Life Quality Index,
DLQI) amo6 10 éwg 12. Katd mpocéyyion 1o éva tpito (Melétn Yopiaong 1) kat to éva tétapto
(Merém Yopilaong 2) tov acbevav eiyav Yopracikn Apbpitda (PsA). [oapouow fapdtra g
vOGoL damiotdinke Kot ot Merétn Yopiaong 3.

To kbp10 KATAANKTIKO ONUEID OTIC LEAETEG AVTEC NNTOV M AvaAOYio AGHEVDY TOV TETLYOV AVTOTOKPIOT
tov oeiktn PASI 75 amd v évopén €og v ERdoudoda 12 (BA. IMivaxec 3 kot 4).
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Hivoxog 3 Hepidinyn e khvikng oviomoxpiong oty Meléty Powpioons 1 (PHOENIX 1) kot oty
Melérn Yowpioons 2 (PHOENIX 2)

EBdopdda 12 EBdopada 28
2 d60o¢e1g (EBdopdda 0 kar ERdoudda 4) 3 db6oelg
(EBdouada 0,
EBdopdda 4 kot
EBdoudda 16)
Ewoviko 45 mg 90 mg 45 mg 90 mg
PapLOKO
Meréty Yopioong 1
Ap1Budc Tuyoomomuéveoy 255 255 256 250 243
acHevav
Ap1Buog N avtamdkpiong 26 (10%) | 213 (84%)* | 220 (86%) “ | 228 (91%) | 234 (96%)
(%) PASI 50
Ap1Bpog N avtamodkpiong 8 (3%) 171 (67%) “ | 170 (66%) * | 178 (71%) | 191 (79%)
(%) PASI 75
Ap1Buog N avtamdkpiong 5 (2%) 106 (42%) “ | 94 (37%) * | 123 (49%) | 135 (56%)
(%) PASI 90
Ap1Ouoc N PGAP ywpic n ue 10 (4%) 151 (59%) “ | 156 (61%) * | 146 (58%) | 160 (66%)
eAdpotn voco (%)
Ap1Budc achevav < 100 kg 166 168 164 164 153
Ap1Buog N avtamdkpiong 6 (4%) 124 (74%) 107 (65%) | 130 (79%) | 124 (81%)
PASI 75 (%)
Ap1Budc acbevav > 100 kg 89 87 92 86 90
Ap1Buog N avtamdkpiong 2 (2%) 47 (54%) 63 (68%) 48 (56%) | 67 (74%)
PASI 75 (%)
Meréty Yopioong 2
Ap1OUOG TUYOOTTONUEVDV 410 409 411 397 400
acBevav
Ap1Bpog N avtamokpiong 41 (10%) | 342 (84%)“ | 367 (89%) * | 369 (93%) | 380 (95%)
(%) PASI 50
Ap1Buog N avtamdkpiong 15 (4%) | 273(67%)* | 311 (76%) “ | 276 (70%) | 314 (79%)
(%) PASI 75
Ap1Bpog N avtamokpiong 3 (1%) 173 (42%) “ | 209 (51%) * | 178 (45%) | 217 (54%)
(%) PASI 90
ApOpdg N PGAP ywpic A pe 18 (4%) | 277 (68%)* | 300 (73%) * | 241 (61%) | 279 (70%)
eAdotn voco (%)
ApBuog achevov < 100 kg 290 297 289 287 280
Ap1Bpog N avtamokpiong 12 (4%) 218 (73%) 225 (78%) | 217 (76%) | 226 (81%)
PASI 75 (%)
ApBuog achevav > 100 kg 120 112 121 110 119
Ap1Bpog N avtamodkpiong 3 (3%) 55 (49%) 86 (71%) 59 (54%) | 88 (74%)
PASI 75 (%)

o

B

p < 0,001 yia Tnv ovotekvovpdpmn 45 mg 1| 90 mg 6€ GUYKPLON LLE TO EKOVIKO PAPHLOKO
PGA = Xvvolikn Extipnon lotpo® (Physician Global Assessment)
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Hivoxog 4 Iepidnyn e khvikng oviamokpiong v Efoouacoa 12 oty Meléty Popioons 3

(ACCEPT)
Meiétn Yopioong 3
Etavepoéntm OvoTEKIVOLLAUTT
24 d6o¢lg 2 d60o¢1g (EBdoudda 0 kar ERdoudda 4)
(50 mg dvo popég v 45 mg 90 mg
gpdoudon)
Ap1OUOG TUYOOTTONUEVDV 347 209 347
acfevav
Ap1Budg N avtondkpiong 286 (82%) 181 (87%) 320 (92%)*
PASI 50 (%)
Ap1Ouog N avtamdkpiong 197 (57%) 141 (67%)? 256 (74%)*
PASI 75 (%)
Ap1Budg N avtondkpiong 80 (23%) 76 (36%)" 155 (45%)*
PASI 90 (%)
Ap1Buog N PGA yopign pe 170 (49%) 136 (65%)a 245 (71%)a
ehdyotn voco (%)
Ap1Budc acbevarv < 100 kg 251 151 244
Ap1Buog N avtamdkpiong 154 (61%) 109 (72%) 189 (77%)
PASI 75 (%)
Ap1Oudc acbevav > 100 kg 96 58 103
Ap1Budg N avrondkpiong 43 (45%) 32 (55%) 67 (65%)
PASI 75 (%)

o

p <0,001 yw v ovotekvovpdunn 45 mg 11 90 mg 6€ GUYKPION [LE TNV ETAVEPCENTH).
P p=0,012 yio tv ovotekvovpduan 45 mg 6g GOYKPION LE TNV ETOVEPGEMTY).

2 Melét Yopiaong 1 n cuvtipnon tov PASI 75 ftav onpovtikd avaotepn LLE GLUVEYT Ay®YN GE
oLYKpLoN pe TNV amocvpon TS aywyng (p < 0,001). Iapodpola amotedéopata mopatnpionKay pe
k@0e doom g ovatekvovpdumng. 1o 1 €rog (EBdopdda 52), 10 89% t@v emova-Tuyoionomuévoy
acfevav oe aymyr cuvtipnong topovciacay avtamokpion tov PASI 75 og ohykpion pe 1o 63% tov
EMOVO-TUYOLOTONUEVOV aGHEVDV GE E1KOVIKO @apLaKo (amodcvpon aymyng) (p < 0,001). Ztovg

18 unveg (ERdopdda 76), to 84% TmV EXOVO-TUYOOTOINUEVOV AGHEVDOV GE ay®mYN GLUVTIPNONG
nmopovciocav avrandkpiorn tov PASI 75 o alhykpion pe 10 19% 1oV emovo-Tuyaiomomuévey
acOevav og elkovikd papuako (amdcvpon aywyng). Xta 3 étn (ERdoudda 148), to 82% twv enava-
TUYOOTOMUEVAOV acOEVDVY G aymyn cLVTIPNoNG Tapovsiacay avtondkpion tov PASI 75. Xta

5 ypévia (ERdopdda 244), to 80% tmv acbevav mov emavatvyotomodnkay og Bepaneia cuvinpnong
nopovciocav avrarndkpiorn tov PASI 75.

Y& EMOVA-TLYOLOTOMUEVOLG 0o0EVEIG OE E1KOVIKO PAPLAKO, 01 0TTOT0L EEKIVIICAV EK VEOU TNV OPYLIKY
DepAMEVTIKT Oy®YN LE OLOTEKIVOLUAUTN peTd amod peimon > 50% tng Bertioong tov PASI, 10 85%
emOavEKTNOE TNV avtamokpion tov PASI 75 péca og 12 gfdopndadec petd v emavévopén e
Oepameiog.

¥m Meriét Yopiaong 1, v EBSopdda 2 kot tnv ERdopdda 12, onueiddnkoy onuoavtikcd
peyoAvtepeg Petidoelg amod v Evapén otov DLQI oe kébe opdda Bepaneiog pie ovotektvoupdpmn
0€ GUYKPION LE TO EWKOVIKO PAPLOAKO.

H Bektioon dwatnpnOnke émg kot v Efdopdada 28. ITapouoimg, onpoviikég BEATIOGELS
napatnpnOnkay ot Meiétn Yopioaong 2 v ERdoudda 4 kot 12, o1 omoieg datnpndnkav Emg Kot
v EBdopdda 24. Xt Merém Yopiaong 1, o1 fertidoelc oty yopiaon tov voyuov (Nail Psoriasis
Severity Index — Agiktng Zopapomrag g Yopiaong tov Nuyidv), otn cvykevipotikn Badpoloyia
TOV COUATIKOV KOl YUYIKDY GUVIGTOCMV TOL £pMTNUATOA0YIOV SF-36 kai oty Ontiki Avoroyiky
KMpoka (VAS) tov Kvnopoo fitav eniong onpoavtikés o€ k0B opdda Bepameiog pe 0VGTEKIVOVLALTN
GLYKPLTIKA LE TO EWKOVIKO Qapuako. Xtn Melétn Yopiaong 2, n KAiipake Nocokopetokod Ayyovg
kot KoatabAiwng (Khipoka HADS) kat to Epotnuatordyro Epyasiakav [epopiopmdv (WLQ) frav
emiong onpavtikd Petiopéva oe kaOe opdda Bepaneiog e OLGTEKIVOVUAUTT GUYKPLTIKA LE TO
EIKOVIKO QApLOKO.
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Yopuoikn apbpitida (PsA) (Evijiikec)

H ovotexvoopdumn £xet omoderybel 6TL PeATidVEL TO OMUEIN KOL TO GUUTTMOUATO, T COUOTIKN
AELTOVPYIKOTNTO Ko TNV OXETILOUEVN UE TNV LYEia TotdTnTa TG {0NG KOl LELDVEL TO TOGOGTO
e&EMENG TV PAaPdv TV TEPPEPIKOV 0pBpdceny og evihikeg acbeveic pe evepyd PsA.

H aoc@dieia kot 1 amoTeAECUATIKOTNTO TG OVGTEKIVOLUAUTNG aEl10A0YNONKE 0 0V0 TUYOLOTOINUEVEC,
OUAG TVPAEG, EAEYYOLEVEG LLE EIKOVIKO PApuaKo peELéTeG o 927 acbevelg Le evepyd PsA (=5
odnpatddels apfpdoeis kat > 5 gvaicOnteg apbpmoeig) aveEdptnto and ) Oepaneio pe pn
oT1EPOELdT] ovTIPAEYov®ON (NSAID) 1 Ue TPOTOTOMNTIKY TS VOGOU AVTIPELUATIKY Ogpameia
(DMARD). Ot acbeveig mov cuppeTelyay o€ avTég TIG HEAETEG elyav dtayvwoTel pe PSA TovAdyiotov
6 pnveg Tpwv v £viaén toug oTig peréteg. EvtdyOniav acbeveig pe kaOe vmotumo PsA,
ocvumeptrappavouévmy g moAvapdpikng apbpitidoc yopic Evoeién pevpatoedmv oldinv (39%), g
oTOVOVAITIONG e TepLpepikn apBpitida (28%), Tng acOupeTpng mepipepikng apbpitidog (21%), g
o pecopaiayyikng cvppetoyns (12%) kot tng axpotnpractikng apbpitidog (0,5%). Kot otig dvo
peiéteg movo and to 70% kan 1o 40% tov acbevav giyav evBecitida kot dakTuAitida avticTolya,
Kkatd v évapén tov peretdv. Ot acbeveig TuyatomomOnkay 6g ANy VITOd0PIMS YOPTYOOUEVNG
ovotektvovpapmng 45 mg, 90 mg, M stkovikov pappakov T ERSopdadeg 0 kot 4 akorovBovrevn and
xopnynon doong kabe 12 gfdopddes. [epimov to 50% tv acdevadv cuvé ice T Ay oTodepdv
docemv MTX (<25 mg/efdopada).

Yt Merém 1 yio v PsA (PSUMMIT 1) xon ™ Merém 2 yuo v PsA (PSUMMIT 11), to 80% kot T0
86% 1wV acbevav, avtictoya, siyav AdPet Oepaneio oto TapeAbov pe DMARD. Xt MeAém 1 dev
eMETPAMN M TpoNyoLuevn Bepaneia pe avactoréa Tov Tapdyovia vékpwong oykov (TNF)a. Xt
Mehé 2, n mhetoynoia tov achevov (58%, n = 180) eiyov AdPet Bepaneia oto Taperov pe Evan
neptocotepove avtl-TNFa mapdyovta(eg), amd Ttovg omoiovg dvm tov 70% diékoyav tn Oepameio Tovg
ue tov avtli-TNFo Aoym EAAetyne amoTeAecuaTiKOTNTOG 1| SVGAVEEING TOV ELLPAVIGTIKE OTOLAONTOTE

oTLyL.

2nueio ko1 COUTTOUATO

H Bepaneia pe 0voTEKIVOLUAUTN 001|YNGE GE ONUAVTIKEG PEATIOCELS OTIG LETPNGELS TNG
dpaCTNPOTNTOS TNG VOGOL GE GUYKPLOT LE TO £1KOVIKO pdppoko tnv ERdoudda 24. To kvpro
KOTOANKTIKO GNUEIO TOV TO TOGOOTO TOV AGHEVMOY OV TETVYAV AVTOTOKPIOT KOTH TO AUEPIKAVIKO
KoAréyio Pevpotoroyiag (ACR) 20 v Efdopndada 24. Ta facikd amoteAéopata yio TNV
amoteleopatikdTnTa Tapovsidlovtal otov [ivaxa 5 Tapaxdrm.

Hivaxac 5 Ap1Budg acbevarv wov wétvyav klivikn aviorokpion oty Melétn 1 (PSUMMIT 1) kox oty
Merén 2 (PSUMMIT 11) yio. thv Ywpraoikn ApOpitdo tqv Efdouddo 24

Meiétn 1 7o v Yopuoocwr) | Meiétn 2 ya tqv Yoprocu)
ApOpitoa ApOBpitoa
PBO 45 mg 90 mg PBO 45 mg 90 mg
ApOpég Toyaromompévey 206 205 204 104 103 105
aclevav
Avtamorpion ACR 20, N (%) 47 87 101 21 45 46
(23%) (42%)* | (50%)* (20%) (44%)* | (44%)"
Avtanokpion ACR 50, N (%) 18 (9%) 51 57 7 (7%) 18 24
(25%)* | (28%)* (17%)P | (23%)"
Avtamorpion ACR 70, N (%) 5(2%) 25 29 33%) | 7(7%) | 9(9%)
(12%)* | (14%)"
Ap16uog aobevav ue > 3% 146 145 149 80 80 81
BSA’
Avtomokpion PASI 75, N (%) 16 83 93 4 (5%) 41 45
(11%) (57%)* | (62%)" (51%)* | (56%)"
Avtanokpion PASI 90, N (%) 4 (3%) 60 65 3 (4%) 24 36
(41%)* | (44%)" (30%)* | (44%)"
Yvvdvacuévn Avtamdkpion 8 (5%) 40 62 2 (3%) 24 31
PASI 75 kor ACR 20, N (%) (28%)* | (42%)" (30%)* | (38%)"
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Apuipog aclevaov < 100 kg 154 153 154 74 74 73
Avtamorpion ACR 20, N (%) 39 67 78 17 32 34
(25%) (44%) (51%) (23%) (43%) (47%)
Ap16uog aobevav ue > 3% 105 105 111 54 58 57
BSA’
Avtomoxpion PASI 75, N (%) 14 64 73 4 (7%) 31 32
(13%) (61%) (66%) (53%) (56%)
ApOpoc acOevav > 100 kg 52 52 50 30 29 31
Avtamoxpion ACR 20, N (%) 8 (15%) 20 23 4 (13%) 13 12
(38%) (46%) (45%) (39%)
Ap18udc aobsvaov ue > 3% 41 40 38 26 22 24
BSA°
Avtamokpion PASI 75, N (%) 2 (5%) 19 20 0 10 13
(48%) (53%) (45%) (54%)
“ p<0,001
P p<0,05
Y p=NS
3

ApBpog acOevov pe > 3% BSA mposfoin empdvelag déppatog and yopioon Katd v évapén tng Lelétng

O1 avtamoxpioeig ACR 20, 50 ko 70 e€axorovdnoay va Bertidvovton 1 dtotnpidnkay péyxpt mv
EBdoudoa 52 (Mehétn 1 ko 2 yia tnv PsA) kot v ERdopdda 100 (Merétn 1 yia v PsA). Xt
Merém 1 yio v PsA, avtarokpiceig ACR 20 v Edopndda 100 enetevydnoav amd to 57% ko
64%, ota 45 mg kot Ta 90 mg, avtiotoyo. XN pekétn 2 yuo v PsA, avtamoxpiceig ACR 20 v
EBdopada 52 enetevydnoav and to 47% wor 48%, ota 45 mg ko 90 mg, avticToyo.

To 1060016 TV 0cHevdV TOV TETLYAV AVTUTOKPIOT| KATH TO TPOTOTONIEVO, KPITHPLOL OVTATOKPLONG
v v PsA (PsARC) ftav eniong onuovtikd peyaAdtepo oTig OUAdES TG OVGTEKIVOVUAUTNG OE
GUYKPLON UE TO ekoViKO papuako v ERdopdda 24. O avramokpicelc PSARC dwotnprOnkay péypt
Tig EBdopddeg 52 xar 100. Eva vynAdtepo m0600T6 060eVAOY TTOL ElY0V GTOVOLAITION LE TEPIPEPIKT
apBpitida ®g KOPLO EKONAMOT KOl AVTIUETOTICTNKAY [LE OVGTEKIVOLUAUT, enéde&ay 50 kot 70 To1g
ekotd Pedtioon pe Baon tig Pabuoroyieg tov Agiktn ApaotnpldmTag AYKVAWMTIKNAG ZTOVOLAITIONG
Bath (BASDALI) cvuykpttikd pe 1o gikovikd eappoko v Efdoudda 24.

O1 avtamokpicelg wov mopatnpnOnKoy oTic opadeg mov EAafayv Oepameia Pe OVGTEKIVOVUAUTT TOV
TOPOUOLEG avapEesa 6Tovg acbeveic Tov Elafav Kot oTovg acbeveig mov dev EhaPav tavtoypova MTX
won SratnpnOniay péxpt tig EBSopddec 52 wan 100. Ot acBeveig mov giyav Aafet oto maperdov
Oepaneio pe mapdyoviec avil-TNFa kot ELafov 00GTEKIVOLUAUTN TETVUYOV UEYUADTEPT] AVTATOKPION
v EBdopdda 24 og oyxéon pe toug acbeveig mov Eafav eicovikd papuako (n aviandkpion ACR 20
v EBdopdda 24 yia ta 45 mg xor ta 90 mg nrav 37% war 34%, avtictoyo o GOYKPIoN LE TO
gwovikd pappako 15%, p < 0,05) kot o1 avramokpiceis dtatnpndniay péxpt v ERdopdda 52.

Y Merém 1 ywo v PsA, yuo tovg acBeveic pe evBeoitida Kaun daktuditida katd v Evapén g
peAétng, mapotnpnonie onuaviiky fertioon ot Pabporoyia g evhesitidog Kot TG SakTLAITIONG
OTIG OUAOEG TNG OVOGTEKIVOVUAUTNG GE GUYKPIOT| LE TO EIKOVIKO Pappako v Efdoundada 24. X
Merém 2 yia v PsA mapatnpninke onuavtikn Peitioon ot fabuoroyio tng evbesitidag kot
apBuntky Pertioon (un otatiotikd onpavtikn) ot Pabpoioyio g doKTLAITIONG GTNV ORAdA TNG
ovotekivoupaunng 90 mg oe cUuyKplon Ue TO ElKOVIKO papuako tnv ERdoundada 24. O Bedtidoelg ot
Babuporoyia tng evheoitidog kot ot Pabuoroyia Tng dakTvAiTIONG dtaTnprONKay PEpL TIC
EBdopadeg 52 xan 100.

Axtivoloyiki Aviomokpion

Ot dopukég PAGPeg 1060 o1 XEPLEL OGO KOl GTO TOJA EKPPAGTNKAY MG CAAAYY] GTI] GUVOALKTY|
BaBporoyia van der Heijde-Sharp (Babupoloyia vdH-S), tpomomompévn yio tnv PsA pe v tpocsbnkn
TOV GO PHESOPUAAAYYIKDV apOpDGEDY TV YEPIDV, O GYEomn Ue TNV Evapén Tng LeAétnge. Ate&nyon
pia TpokaBopiopévn olokAnpouévn avdivon cuvovacspod TV dedopuévey arnd 927 dtoua Kot 6T
Merém 1 kon ot 2 yia v PsA. H ovotexvoupdpnn onpeioe pio GTOTIGTIKG ONUOVTIKY Helmon
610 10600t eEEMENG TG doptkng BAAPTG o€ oYEaN LE TO EIKOVIKO PAPUOKO, OGS LeETPONKE LE T
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petafoAn and v Evapén e pelémg éoc v EBdoudda 24 ot cuvolikn tpomomomuévn vdH-S
Babuoroyia (pécog dpog Pabuoroyiog = SD ftav 0,97 £ 3,85 otnv opddo Tov EIKOVIKOV PUPLEKOL GE
oyéon pe 0,40 = 2,11 xan 0,39 £ 2,40 o115 opddeg TG ovotekvovpudumng 45 mg (p < 0,05) ko 90 mg
(p <0,001), avtiotorya). To anotédespo avtd Tposkuye amd tn Merém 1 yia v PsA. To
amotédecpa Bempeitar 4Tt amodetkvoetarl aveEaptnra amd Ty TovToYpovn yxpron MTX kot
olatnpnonke ém¢ g EBSopddec 52 (ohokAnpmuévn avaivon) kot 100 (Merétn 1 yia v PsA).

ZOUATIKY ASITOVPYIKOTHTO. KO TOLOTHTO. (NS TOV CYETICETOL Ue TV VYELo,

O1 acBeveic mov EhaPav Oepaneia pe ovotekvoLUAUTN £5E1E0V oNUAVTIKY PBEATIOON GTI COUOTIKA
AertovpykotnTa, 6mws a&lohoyndnke pe 1o Epotmpotoloyio A&oddynong g Yyeiog-Asiktn
Avannpiag (HAQ-DI) v Edoudda 24. To 1060616 TV 000EVAOV TOL TETVYAY KAVIKG GTLOVTIKNY
Beitioon > 0,3 ot Pabuoroyic HAQ-DI amd tnv évapén g ueAétng ftav XN GNUAVTIKA
UEYOADTEPO GTIC OPLADES TNG OLOTEKIVOVUAUTNG CLYKPLTIKG LE TO EIKOVIKO @dppoko. H Beitioon ot
Babporoyic HAQ-DI amd tnv apywun tiun Satnpndnke péypt tig Efdopdade 52 kot 100.

opoammpndnke onuavtikn Bertioon otig fabuoroyieg DLQI otic opddeg tng oveTeEKIVOLUAUTNG OE
GUYKPLOT UE TO €1KOVIKO eappaiko v Efdopdda 24, n onoia dtotnpndnke péxpt tig EBSopddec 52 won
100. Xt Merém 2 yia v PsA mapatnpninke onuavtikn Pektioon otic Pabporoyieg Artovpyiknig
A&oloynong g Oepanciog yroo Xpovia Noco - Koénwon (FACIT-F) otig opddeg e
OVOTEKIVOVUAUTNG G€ CUYKPIOT) LE TO EKOVIKO pdppoko v ERdoudda 24. To m0ococ16 TV achevav
OV TETVY AV KAWVIKG onpovtikn Beltioon oty komwon (4 povadeg ot FACIT-F) ftav eniong
GNUOVTIKA LEYOADTEPO GTIC OUADES TNG OVGTEKIVOVUAUTNG GE GUYKPLON ME TO EKOVIKO @appako. Ot
Bertidoeig otic Babuoroyieg FACIT dwotnprnxav puéypt v ERSopdda 52.

Houdratpikodg mAnduopog

O Evpomnaikdg Opyoviopog Poppdrkmv €xet dmdoel avafoir] and Ty vroypEmon LTOBoANG TwV
OTTOTELECUATOV TOV HEAETMV LE TO PUPHOKEVTIKO TPOIOV AVOPOPAS TTOV TEPLEYEL OVGTEKIVOLLLAUTN
o€ o 1 TEPIOGOTEPEG VITOKAUTIYOPIEG TOL TOUOLATPIKOV TANBVGHOV e Veavikn 1d1omadn apbpitida
(BA. mopdrypago 4.2 yio mANpoQopieg GYETIKA LE TNV ToUdLATPIKN P IoN).

Houdiazpixn wawpioon kord TAGKoG

H ovotekivoopaumn £yt amoderydei 6t1 feATidvel To onueio KoL TO GUUTTOUATA, KoL TV oXeTILOMEVN
ue v vyeia modtnTa LN 08 TUdTPIKovg asbeveic nAikiog 6 T@V Kol Ave e Yopiaon Katd
TAGKOG,

Eopnfor acOeveic (nlixiag 12-17 etirv)

H amoteleouatikdtnta g ovotekivovpaunng peretnke o 110 moudiorpikods acbeveig nitkiog

12 émg 17 etodv pe pétpro Emg cofapn yopiaor Katd TAAKIG, GE Lo TOAVKEVTIPIKY, Pdong 3,
TUYOLOTTOMUEVT], SMAA-TVPAT, ELEYXOUEVT] LE EIKOVIKO pdppoko perétn (CADMUS). Ot acbOeveic
TuyoromomOnKay va Adfovv gite gikovikd eappaxo (n = 37), 1} T GuvieTdUEVT dOON TNG
ovotektvovpapmng (BA. mapdypapo 4.2, n = 36) 1} T0 UGV TNG CLVIGTMOHEVNS SOONC TNG
ovoTteKVOVUAuUTNS (n = 37) pe vmodopia Eveon otig EPdopddeg 0 kot 4 akolovBovpeveg amd Afqym
kG0e 12 gfdouddeg (q12w). Tnv ERdoudda 12, o acbeveic mov Adpupavay eikovikod gapuoko aAla&oy
€ AYT OLGTEKIVOLULAUTNG.

Ot acBeveic pe PASI > 12, PGA > 3 kou tpocfoin emipaveiog copatoc BSA tovAdyiotov 10%, mov
NTov VTOYNP1o1 Yio cuoTnHaTiKh Bepameio | potobepamnein, OewpnOnray KATAAANAOL Yl Tr) HEAETT.
[epimov t0 60% tv acbevav elyav Tponyovpéveg ektebel oe cupPartikny cvotnpatiky Bgpomeio 1
ootobepaneia. [epimov 1o 11% tov acbevav elyov mponyoduevn £kBeomn o€ PloAoyikovg mapdryovTes.

To mpwtevov KataAnKTiKo onueElo HTa TO TOG0GTO TV acevdv mov métvuyav Pabuoroyio PGA
xopic (0) N pe ehdyrom (1) vooo oty ERSoudda 12. Ta devtepedovta KaTaANKTIKG onueio
nepredauPovay to PASI 75, to PASI 90, v aAhayn arnd v apykn Ty otov [oudiotpikd
Agppatoroyiko Asgikn Iowotnrag Zong (CDLQI), v aAlayn and v apyiky| T 6T GLVOALKN
BaBporoyia tng kiipokag PedsQL (Amoypaor [Howdworpiknig [owdtrag Zong) oty ERdoudda 12.
Tnv Edopdda 12, ot acbeveic mov Ehafav Oepomeio pe ovotektvoupdunn 610V oNUOVTIKG
peyahvtepn Peitiooon oty yopioon kot v oxetilopevn pe v vyeia mowdtnta {ong o cOYKpLoN pe

34



10 ekoviko eapuaxo (Ilivaxag 6).

Ohot o1 acbeveig Tapakorovdndnkoy yio amoTeAecUATIKOTNTA PEXPL KO 52 EBSOUAdEG LETE TNV
TPMOTN YOPNYNOT TOL VIO PEAETN TapdyovTa. To mTocootd Twv achevav pe Babuoroyic PGA ywpig (0)
1 pe eddyiom (1) voco kat to mocoostd mov méTvyav PASI 75 €de1&e d1apopd PETAED TG OUAdAS TOV
éLoPe 0VGTEKIVOL LA Kot TG OULAOAG LE TO EIKOVIKO QAPLOKO KATA TIV TPAOTY LETA TNV Evapén
eniokeyn oty ERdopndda 4, pBavovtog oto péyioto v ERdopndda 12. Ot fedtidoelg otnv PGA, v
PASI, tov CDLQI kot v PedsQL dwatnprinkav péypt v Epdopdada 52 (Ilivakag 6).

Hivaxag 6:  IlepiAnyn twv TpOTEVOVIWVY KO OEVTEPEVOVIMWY KOATOANKTIKOV onuelwy otyv Efdouddo 12
xor oty Efdoudda 52

Melrétn Hadrworprkig Yopiaons (CADMUS) (Hukiag 12-17 eT1@v)
Epoopdoa 12 Epoopdda 52
Ewovikd eapuaxo YuVIoT®UEVT 060N ZUVIeTOUEVT 000N
OUGTEKIVOUUAUTNG OVGTEKIVOUULAUTNG
N (%) N (%) N (%)
Ap1Budc Toyoomomuéveoy 37 36 35
acHevav
PGA
PGA yopig (0) 1 pe 2 (5,4%) 25 (69,4%)" 20 (57,1%)
eldyiotn vooco (1)
PGA yopig (0) véoo 1 (2,7%) 17 (47,2%)" 13 (37,1%)
PASI
AocBeveic pe avtandkpion 4 (10,8%) 29 (80,6%)" 28 (80,0%)
PASI 75
AcbBevelg pe avromdkpion 2 (5,4%) 22 (61,1%)" 23 (65,7%)
PASI 90
AocBeveic pe avtandkpion 1(2,7%) 14 (38,9%)" 13 (37,1%)
PASI 100
CDLQI
CDLQI Bo®pov 01 1° | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
PedsQL
AXhoyn oo TV opyLkn TN 3,35 (10,04) 8,03 (10,44)° 7,26 (10,92)
M¢éoog 6pog (Tumiky
andxion-SD)?

¢ p<0,001

P CDLQI: O CDLQI &ivou évag deppatoroyikoc deiktng ya vo extun0ei n enidpaomn evog mpofAfuatog tov
déppaTog ot oxetilopevn e v vyeia towdtnta {ong otov mtodtatpikd tAnbvopd. H fabporoyio CDLQI 0
N 1 katadeikvoet T pun enidpoaon oty totdtnta ¢ {ONg TOV Tad10v.

Y p=20,002

PedsQL: H ZvvoAikn BaBporoyia g Khipaxag PedsQL givat puo yevikn pétpnon g oyetilopevns pe my

vyeia modtntag Lmng mov £xet avamtuyfel yia ypnon o modLd Kot eprifoug.

¢ p=0,028

Kotd v eheyyopevn pe eiovikd papuaxo mepiodo émg kot tnv EBdopdada 12, ) amotelecpuatikotnTa
TOGO GTIV OLAS LE T1 CLUVIGTOEVT dOCT) OGO KOl GTNV OUAO LE T LUGT] GUVICTAOUEVT] 0OoM TOV
YEVIKA GLYKPIGIIEG OTO TPMTEVOV KATUANKTIKO orpeio (69,4% kot 67,6% avticTtorya), av Kol VENPYE
évoelgn piog 6060e£0pTOUEVNS OMOKPIONC Y10l KPLTHPLO, VYNAOTEPOV EMMEIOV ATOTEAEGLLATIKOTITOG
(m.x. PGA ywpic voco (0), PASI 90). Metd v Efdoudada 12,  0m0TEAEGUATIKOTITO TV YEVIKA
VYNAOTEPT KoL d1oTnPRONKE KOADTEPO GTNV OUAS0, LLE T GUVIGTMUEVT 006N G GVYKPIOT UE TNV
OUada LE T IOT) CUVIGTMUEVT 0OGT), GTIV OOl TAPATNPNONKE TO GLYVA Lo HETPLO OTTOAELN TNG
OTOTELEC UOATIKOTNTOG TPOG TO TEAOG TOV KAOE UeG0dGTAATOC XopNynong tav 12 gfdouadmv. Ta
TPOPIA ACPAAELOG TNG CUVIGTMOUEVTG 0OGNC KO TNG HGTC GUVIGTOUEVNS 00CTG NTAY GUYKPIoLUQ.

Houdwa (wlakiog 6-11 etwv)
H amotelecnatikdTnTa TS OVGTEKIVOLUAUTNG LeAeTONKe o€ 44 mandiatpikovg acheveic nhikiag 6
éwc 11 etdv pe pétpla Eog cofapn yopioon kTl TAGKAG GE Uio, avolKTY], LOVOD GKEAOLG,
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moAvKeVTPIKN Pdong 3, perétn (CADMUS Jr.). Ot acBeveic Erapoav Bepameia e TN GUVICTOUEVT
8001 ¢ ovatekvovudumng (BAEre Tapdypago 4.2, n = 44) yopryovurevn e DTOdOPLL EVEST TIG
efdopdodeg 0 kot 4 akolovBobevr amd yoprynon d6cewv kabe 12 efdopddeg (q12w).

Ot acBeveic pe PASI > 12, PGA > 3 kot tpocfefinuévn BSA tovidyiotov 10%, mov jtav vmoymeiot
v cveTnpoTiky Oepaneio | potobepaneia, Bewpnnkav katdAiniot yia ) perén. [epinov to 43%
TV acevov giyav extebel Tponyovpévog oe cuuPatikn cvotnuatikny Beponeio 1 oTodepansio.
[epinov o 5% twv aclevav giyov extebdel TponyovpEvac o€ BLoAoYIKOVG TOPAYOVTEG.

To mpmTevOV KATAANKTIKO GNUEID NTOV TO TOGOGTO TV acbevmv mov métvyav Babuoroyio PGA
xopic (0) 1 pe ehdyrom (1) vooco oty efdoudda 12. To devtepedovTa KATAANKTUKG OMUELN
nepredapPovay to PASI 75, to PASI 90 kot tnv odAayn amd tnv apykn tiuf otov Houdiotpikd
Agppoatoroyiko Asgiktn [owotntog Zong (CDLQI) oty efdopdda 12. Trv efdopdda 12, ot
GLUUETEYOVTEG IOV EAPov Oepameio e OVGTEKIVOL AU EPEAVICOY KAVIKA ONUAVTIKES EATIOCELS
otV yopiaon kot v oxetilldpevn pe v vyeia mootta {one (Ilivakag 7).

‘Ohot o1 acBeveig mapakoAovdONKav ©G TPOG TNV ANTOTELEGLATIKOTNTO HEXPL KOl 52 efdopades PeTd
TV TPMTN XOPNYNOT| TOL VIO peAétn mapdyovia. To 1060610 TV 0cbevav pe Babuoroyio PGA
xopic (0) N pe ehdyrom (1) vooo v eBdoudda 12 Rtav 77,3%. Amotelecpatikotnto (opiletor og
PGA 01 1) mapatnpndnie 101 amd Ty TpdTn EXioKEYT HETE TV EVOPEN TNG HEAETNG TNV

gBdopada 4 kot to T0600Td TV achevav Tov TETvyav Pabuoroyio PGA 01 1 avénbnke éog v
efdopdda 16 kat 6t cuvéyeln TapEUEvE GYETIKA oTabepd Em¢ TNV gfdopndada 52. Ot Bertidoelg otV
PGA, PASI xar CDLQI datnpnfnkav péypt v gfdopada 52 (Ilivakoag 7).

Hivaxag 7 Zovown mpwtedoviog Kot 0sVTEPEVOVIWY KATOANKTIKDY ouelwY Ty gfdouddo 12 kar tnv

gfooudoo 52
Meiétn Howvwrpiking Yopioong (CADMUS Jr.) (Hukia 6-11 gTdv)
Epdopada 12 Epodopdda 52
2UVIGTOUEVT 00T ZovicTdpevn 660om
OLGTEKIVOVUAUTNG OVGTEKIVOVLLGUTTNG
N (%) N (%)
AcBeveic Tov gvtdyOnkav 44 41
PGA
PGA yopig (0) N pe gldyom 34 (77,3%) 31 (75,6%)
voco (1)
PGA yopig (0) véoo 17 (38,6%) 23 (56,1%)
PASI
AcbBevelg pe avromdkpion 37 (84,1%) 36 (87,8%)
PASI 75
AocBeveic pe avtandkpion 28 (63,6%) 29 (70,7%)
PASI 90
AcbBevelg pe avromdkpion 15 (34,1%) 22 (53,7%)
PASI 100
CDLQI*
AocBeveic pe CDLQI > 1 omv (N=139) (N =36)
évapEn g peréng
CDLQION 1 24 (61,5%) 21 (58,3%)

& CDLQI: O CDLQI etvan éva deppatoroyicd epyareio yia v agoddynon mg enidpacng evog TpoPAnLatog
Tov 0éppoTog ot oyetllopevn pe v vyeia mowdTTa NG otov madtatpikd mAnbuopd. H Babupoioyio

CDLQI 0 1 1 kotadeucvoet ) pn enidpacn oty mowdtnta g {mng Tov Totdov.

Noéocog tov Crohn

H aoc@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG AEI0A0YHONKOY GE TPELG
TUYOLOTTOMUEVES, OUTAGL TUPAEC, EAEYYOUEVEG LE EIKOVIKO QAPUAKO, TOAVKEVIPIKEG LEAETEG O
eviAIKeG acleveic pe petping o coPfapd evepyr voco tov Crohn (Babuoroyia oto Agiktn
Evepyomtag g Nocov tov Crohn [CDAI] > 220 ko < 450). To mpoypoppie KAVIKAG avATTuENg
nmephappave dvo peréteg 8 efdopadmv evdopréPiag emaywyng (UNITI-1 xor UNITI-2),
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aKkolovBovpeveg omd o peAétn 44 efOoIAd®MY LTOOOPLOS TLYOLOTOUEVIG OTOGVPGNG GCLVTIPNONG
(IM-UNITTI), mov avtumpocsmrevay 52 efdouddeg Bepaneiog.

O peréteg emayoyng mepidapfovay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acBeveic. To
TPOTEVOV KOTOANKTIKO ONUEI0 Kot Yo TIG dV0 HEAETEG EMAYWOYNE NTOV TO TOGOGTO GUUUETEXOVTIWV LIE
KAMvikn avtamokpion (opiotnke og peiowon g padporoyiog CDAI > 100 Babuovg) v efoopdoa 6.
Agdopéva amoTeAeGHOTIKOTNTAG CLAAEXOM KOV Kol avoAlvOnKav Emg TNV gfdopdda 8 kot yio Tig dVo
ueAétec. H tovtdypovn yoprynomn and oToUaTOS KOPTIKOGTEPOEWOMY, AVOGOPPLOGTIKOV
TOPOYOVTIOV, AUIVOGOAKVAIK®Y Kol avTIBLoTIKOVY emttpendtay Kot 75% tov acbevav cuvéyicay vo
Aappdvovv TovAdyiotov Eva omd avtd o pappaka. Kot otig dbo pelétec, ol aobeveig
TuyoomomOnkay va AdBouvv pio epdanaé evoopAEPLa xop1ynomn g cLVIGTOUEVNC dtafadcuévng
(tiered) 600m¢ TV Tepimov 6 mg/kg (BAéne mapdypago 4.2 ¢ IIXIT tov Otulfi 130 mg Tokvo
LAV LA Y10, TOPACKELT] SIOADLATOG TPOG £YyvoT)), pia otabepr| doom 130 mg ovotektvouudumng 1
EIKOVIKO Qdpuaio v efdopdda 0.

Ot acBeveic o perétn UNITI-1 elyav amotoyel 1) giyav eueovicel Svocavesio o€ mponyoduevn
Bepamneia pe avti-TNFa. Hepimov 48% twv acbevav siyav amotdyet pe 1 mponyovpevn Bepamneia e
avti-TNFa kot 52% eiyav amotdyel pe 2 1 3 mponyodpeves Bepameies pe avti-TNFa. Ze avtiv )
perém, 29,1% twv acbevav giyov aveTapkr opyikn avIonoKpion (Tp®TeELOvVING U
avtomokpvouevot), 69,4% avtamokpiOnkoy aAld Exocay TV avTamdkpion (5EVTEPELOVIMG UN
avtamokpvopevor) kot 36,4% slyav dvcaveia otig Oeponeieg pe avti-TNFa.

Ot acBeveic o perétn UNITI-2 elyav amotoyel o tovAdyiotov pio cvuPotikn Oepamneia,
GUUTEPTAAUPAVOUEVOV TV KOPTIKOGTEPOELOMV 1| TOV BVOGOPPLOLLCTIKOV TapayovTeV, Kot ite dev
elyov AdPet oto mapehBov avti-TNF-a (68,6%) eite eiyav AdPet oto mapehBov Bepaneia pe avit-TNFa
aALG dev amétuyov (31,4%).

Téoo otn perétn UNITI-1 6c0 xat ot perétn UNITI-2, 1o mocootd tmv acBevav mov eppdvile
KAWVIKT 0vTOmTOKPIoT) KOl DOECT) NTAV CTULOVTIKG LEYOAVTEPO GTNV OUAA TNG OVGTEKIVOV UGG
€vavtt 1oL eikovikoy pappdkov (ITivaxag 8). H kivikn avtomdkpion kot 1 VQESN HTOV GNUAVTIKEG
NoN amod v efdopdda 3 oTovg 0sheveilg oL AGUPavVOY OVGTEKIVOL AU KOl GUVEXLGAY VO
BeAtidvovtan £0¢ v eBdopdda 8. Xe auTég TIG HEAETEG EMAYMYNG, 1] OMOTEAEGLOTIKOTITO, TV
VYNAOTEPT KoL dlatnpnOnKe TEPIGGOTEPO GtV opdda ¢ dafabuiocuévng (tiered) d6omg, o€
oVYKpLloN He TNV opdda mov Elafe T doon Tov 130 mg, kot cuvendc N dwPfadicpévn doon elvarn
GUVIGTAUEVT] EVOOPAEPLa dOOT EmAY®YTS.

Hivaxag 8: Emaywyn klivikns aviamoxpions koi vpeong oty ueiétn UNITI-1 kor oty uerétn UNITI 2

UNITI-1* UNITI-2**
Ewoviko YuvieTONE Ewoviko YuvieTOpE
PapROKO o6on PapROKO o6on
N =247 ovetekivovpaurng | N =209 OVGTEKIVOVANTNG
N=249 N =209
K Y oeon, 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
gfoouada 8
Kl Avtamokpion 53 (21,5%) 84 (33,7%)° 60 (28,7%) 116 (55,5%)"
(100 BaBuoti), efdoudda 6
K Avtamdxpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)*
(100 BaBuot), efdopdda 8
Avtomoxpion 70 Bobuav, | 67 (27,1%) 101 (40,6%)° 66 (31,6%) 106 (50,7%)*
efdoudoa 3
Avtanokpion 70 Babuav, | 75 (30,4%) 109 (43,8%)" 81 (38,8%) 135 (64,6%)"
efooudda 6

H ichvikn veeon opiletar wg faduoroyia CDAI < 150. H xkhvikn avtamdkpion opiletot g pelmon g
Babproroyiog CDAI katd tovAdyiotov 100 Babrovg 1 o mapovsio KAVIKNAG VPEONS
H avtanoxpion 70 Babumv opiletar og peiwon g fadporoyiog CDAI katd tovidyiotov 70 Babovg
Amotvyio o avti-TNFa
* Amotvyia ot cvpPaticr| Ogpomsio
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“ p<0,001
P p<0,01

2 peré cvvinpnong (IM-UNITI) a&rorloynOnkav 388 acbeveic mov métvyav KAVIKN avtondkpion
100 BaBudv v efdopdda 8 tng emaymyng pe ovotektvovudunn otig peréteg UNITI-1 kon UNITI-2.
Ot aoBeveic ToyotomoOnkay va AdBovv vToddpia aymyr cuvtipnong pe 90 mg ovoTEKIVOLUAUTNG
KkéOe 8 efoopddeg, 90 mg ovotekvovpaunng Kabe 12 efdopdoeg 1 EKOVIKO QAPLOKO Y10l

44 gBdopdoeg (Yo T cuvicT®UEVT docoAoyio cuvTpPNoNG, PAETE Tapdypapo 4.2).

SNUOVTIKG VYNAOTEPO TOGOGTA acHeVdMVY Slathpnoay KAVIKT DOEGT KOl AVTOTOKPIOT| GTIG OUAOES
7oV EAaPaV OVGTEKIVOVUAUTY GE GUYKPLOT| LE TNV OUASO TOV EIKOVIKOL (apudiov tnv gfdopdada 44
(BA. ivoxa 9).

Hivaxac 9: Awotipnon e kK vikng oviamoxpiong kol dpsong oty ueiétn IM-UNITI (efooucoa 44, 52
gfidouades amd v évapln g 00ong EXoywyng)

Ewkoviko 90 mg 90 mg
PAPUOKO* | OVOTEKIVOUUANANG | OVOTEKIVOURANTNG
KaG0¢ 8 efoopadsg KG0g
N =128" 12 gpdopadseg

N=131" N =129*
Khlvikn 'Yoeon 36% 53%" 49%P
KAwvikr] Avtomdkpion 44% 59%° 58%"
Klvua Y peon Xwpig 30% 47%"* 43%"
Koptikootepoe1dég
KAwikn 'Y oeon o€ acBeveic:
OV NTAV GE VOEST KATA TNV EvapEn ™G 46% 67% (52/78)" 56% (44/78)
Oepamneiog cuvtnpnong (36/79)
7oV glonyOnoay amd T peAétn 44% 63% (45/72)" 57% (41/72)
CRD3002* (31/70)
7oV dev €yovv AdPeL oTo TaPEABOV 49% 65% (34/52)" 57% (30/53)
avti-TNFa (25/51)
mov ewoNydnoav amd ™ pekét 26% 41% (23/56) 39% (22/57)
CRD30018 (16/61)

H ichvikn veeon opiletar wg Paduoroyia CDAI < 150. H rkhvikn avtamdkpion opiletot g pelmon g

Baburoroyiog CDAI katd tovAdyiotov 100 Babrovg 1 o mapovsio KAVIKAG VPEONS

" H opéda tov 1kovikoD papuixov tephdppove acdeveic ot omoiot epeaviioy avTomdOKpIon 6TV
OVOTEKIVOLULAUTT Kot TUYooTomOnKav va Aaovv gukovikd approko katd v Evapén g Bepomeiog
GLVTAPNONG.

T AcBeveic mov eppdavilay KAviky avtomdkpion 100 Babudv oty ovcTekivovpdumn Kotd TNy Evapén Tne

Oepameiag cvvnpnong

Acbeveig mov anétvyav pe ™ ocvpPatikn Oepaneion aAld Oyt e ) Oepameia pe avi-TNFa

Acbeveig mov gppavifovv avbektikdtnta/dvcavesio otovg avi-TNFa

p <0,01

p <0,05

ovopootikd onpavtikd (p < 0,05)

= ™ 2 w -+

¥t peiém IM-UNITI, 29 amd tovg 129 acbeveig dev dathpnoay TV avIomoKpior 6Ty
OVLGTEKIVOLULAUT LE TN AqwT Bepoameiog kaOe 12 efOopAdes KAl EMTPATNKE 1) TPOGAPUOYT TNG OOCTG
wote va AdPovv ovatektvoupdumn Kaoe 8 efoopdadec. ATOAELN OVTATOKPIONC OPIGTIKE MG,
Babuoroyioa CDAI pe BaBpotg > 220 kot avénon > 100 Babumv and v Pabuoroyia CDAI katd tv
évapén. Xe avtovg toug acbeveic, KAvikn Vpeon emtedydnke oe 41,4% tov acBevadv 16 eBdopdoeg
UETE TNV TPOGAPUOYT THG dOONC.

Ot acBeveic Tov dev eppavifay KAVIKT ovVTOTOKPIoT TNV EXAYMYN LE OVGTEKIVOVUAUTY| TV
efdoudoa 8 tav peretdv emaywmyng UNITI-1 kot UNITI-2 (476 acBeveic) eionybnoay oto un
TUYOOTOMUEVO TUA A TG LEAETNG cuvtipnong (IM-UNITI) kot Edafov pio vroddpia Eveon 90 mg
OVGTEKIVOLULAUTNG GE AVTO TO YPovikd onpeio. Oktd efdouddeg apyodtepa, 50,5% tov acbevov
TETLY OV KAVIKT OVTOTOKPLON Kol GLUVEXICAY Vo AapBavouy T 6661 cuvtipnong kabe 8 efooudadeg —
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amd avtolg Tovg acbeveic mov cuvE LGV TN 006N GUVTHPNCNG, 1| TAEWOYNPia dtaTHpPHoAY TV
avtondkpion (68,1%) kot métvye vVeeon (50,2%) v efdopdda 44, 6 TOGOGTA TOL NTOV TOPOLOL LE
ToVG acbeveic TOL avTOTOKPIONKAY OPYLKE OTNV EXAYOYN UE OVGTEKIVOLLLAUT.

Amo tovg 131 aoBeveic mov avtamokpiOnkay oty emoywyn Le OVGTEKIVOV UGN, KoL TTOVL
TLYOLOTTOMONKAV GTIV OUASC TOL EKOVIKOD QAPUAKOV 6TV EvapéEn TN LEAETNG CLVTHPNONG,

51 éyaoav otn cuvéyeld TV ovTamdkpion Kot Ehafav 90 mg oVGTEKIVOLUAUTNG VTTOdoPimS KaOE

8 efdoudoes. H mietoynoia tov aclevav mov Exacay tnv aviomdkpion kot Eavosekivoay tnv
OVGTEKIVOVLLAUTN TO EKavay 0vTd evTOg 24 EBOOUAS®V Ao TNV £YYLOT EXAYMYNG. ATO AVTOVG TOVG
51 acBeveic, 70,6% méTuyay KAVIKY avTandkpion kot 39,2% métuyxav KAvikn veeon 16 efdopdadeg
UETA TN AMyM TNG TPDTNG VITOSOPLOG SOOTG TG OVCTEKIVOVAUTNG.

Yt peié IM-UNITI, ot acBeveic mov olokhipwoay tn HEAETN Emg TNV gfdopdada 44 ftav
KatdAANAoL Yio vo cuveyicovv T Bepaneio og pio peAétn enéxtaonc. Meta&d towv 567 achevadv mov
elonNABav kai Erapav Oepameio Le OVGTEKIVOVUAUTT GTI LEAETT EMEKTOONC, 1] KAIVIKT] DPEGT KL M)
AVTOTOKPIOT) YEVIKA dtotnpnnkay £m¢ tnv edoudda 252 1660 otovg acbeveic mov giyav amothysl pe
Bepamneiec -TNF 660 ko og gxeivoug mov glyav amotuyel pe cupPatikég Oepamneies.

Agv gvtomtiotnKav véa OEUaTO AGPAAELOC OE TN TN HEAETN emékTaonc Ue Oeparmeio S1apKeLag EmG
5 ém o¢g aoBeveic pe Noco tov Crohn.

Evdooronnon

H evdookomikn gwcodva Tov PAevvoyovou aSloloyndnie o pia vopehétn oe 252 acbeveig mov glyov
KOTAAANAN EVOOGKOTIKNY EVEPYOTNTA TNG VOGOU otV £vapén. To mpmtedov KataAnKTikd onpeio nrav
N petafoln, o€ oyxéon pe v évapén, otnv Amiomompévn Babuoroyio Evéookomikng Bapvntog
Nooov yia T voécso tov Crohn (SES-CD), o ovvOetn Babporoyia 6€ 5 1Ae0-KOAKA TUAUATO, TOV
neplapPavet v mapovcio/to péyedog EAKMV, TO TOGOGTO BAEVVOYOVIKNG EMLPAVELNS TOV KAADTTETOL
amo £AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNS TTOV TPOSPAAAETOL OO AAAeG PAAPES KoL TNV
TOPOVGI0/TOV TOTO GTéEVmON/otevoudtov. Tnv efdopdda 8, petd and pio epana d0om enaymyne, M
petafoin g Pabuoroyiag SES-CD ftav peyodvtepn oty opdda tng ovotekvovpdumng (n = 155,
péon petafoin = -2,8) amd 6,11 6TV ORASA TOL EWKOVIKOD Poppdkov (n =97, péon petafoin = -0,7,
p=0,012).

Avraroxpion copiyyiawv

e o vToopade acHevmV e TaPOYETEVOUEVE SVPTyYle otV Evapén (8,8%, n = 26), 12/15 (80%) and
Tovg a.cBeveic Tov AAUPBOVEY OVGTEKIVOVUAUTT] TETVYOV OVTATOKPLION TMV GUPLYYIOV & SaoTNU

44 gBdopdomv (opiotnke mg > 50% peiwon tov apBpol TV THPoYETELOLEVOY GLPLYYi®V, GE GYEoN
pe v évapén g peAétng emaymyng), Evavit 5/11 (45,5%) and tovg acbeveic mov Adpfovay elkovikd
PAPLLOKO.

THowotnta {wngs mov oyetiletor pe v vyeio

H mow6tnta (Mg mov oyetiletar pe v vyeia a&loroynonie pe 1o Epotnuatoloyio yio
Dlreypovmon Noco tov Eviépov (IBDQ) kot 1o epotnuatoroyio SF-36. Ty efdopdda 8, ot acbeveic
OV AMAUPOVOY OVGTEKIVOL ALY TOPOVCIOCAY CTUTIOTIKMG OTLLOVTIKE LEYOADTEPES KOl KAVIK(L
ONUAVTIKEG BEATIOOELS TNG Guvolkng Pabuoroyiag IBDQ kot tng Xvvortikig Babpoioyiog tng
Yoyung Zovietocag tov SF-36 1660 ot perétn UNITI-1 6c0 kon ot perétn UNITI-2, kabog kot
ot Zuvontikiy BaBpoioyia g Zopatikng Zuvietdoog tov SF-36 ot perétn UNITI-2, oe ohykpion
HE TO €KOVIKO Pappako. Ot BEATIOCELS ALTEG YEVIKA dtotnpiOnkay KaAdTEPO 6TOVG acBeveig TOL
Aapupavay ovotekivoopaunn ot perétn IM-UNITI éog v efdopdda 44, oe chyKplon Ue TO EIKOVIKO
oapuaxo. H Bektioon oty mototnto {ong mov oyetiletan pe v vyeia yevikd diotnpndnke ot
dlapketa TG emékTooNG £0G TNV €fdoudda 252.

Avocoyovikdtnta

Kotd m didpkela e Oepaneiog [Le OLGTEKIVOV LA EVOEXETAL VO AVOTTUYHOVV OVTICOUATO EVOVTL
NG OVOTEKIVOVUAUTNG KOl TO TEPLEGOTEPQ Etvan e&ovdetepTiKd. O oynUATIGUOC anti-
OVGTEKIVOVULALTNG OVTICOUATOV oyeTiletal T000 [e avEnuévn KaBapon 6Go Kot e LELOUEVT
OTTOTELECLOATIKOTITA TNG OVGTEKIVOVUAUTTG, EEAPOVUEVMVY TV acBevdv pe vocso tov Crohn gtovg

39



omoiovg dev mapatnPNONKE LEl®OT GTNV ATOTEAEGLATIKOTNTA. ALV VIAPYEL TPOPAVIG CLGYETION
HETAED TNG TOPOLGING anti-OVGTEKIVOVLAUTIG OVTICOUATMV KoL TG ELPAVIONC 0vTIOpAcE®Y ot Béom
g éveong.

Houdratpikodg mAnduopog

O Evpomnaikdg Opyoviopog Poppdkmv €xel dmdoet avafoir] and Ty vroypEmon LTOROANG TwV
OTTOTELECUATOV TOV HEAETMV LE TO PUPHAKEVTIKO TPOIOV AVOPOPAS TOV TEPLEYEL OVGTEKIVOLLLAUTN
o€ o 1 TEPIoGOTEPES VITOKAUTIYOPIEC TOL TTadLATPIKOD TANBVGLOV Yo T voco tov Crohn (BA.
ToPaypo@o 4.2 Yo TANPOPOPIES GYETIKA LE TNV TOUSIATPIKN YPNOT).

52 ®appokokivnTIKEG 1O10TNTES

Amoppoéenon

O 314 pec0g XPOVOC Y10, TNV EMTEVEN TNG LEYIOTNG GLUYKEVTIPMOGTG GTOV 0PO (tmax) NTAV 8,5 MuUEPES PETA
mv epdmag vrodopia yoprynon 90 mg oe vym dropa. Ot O1GUeGEC TIUES tmax TNG OVOTEKIVOLLAUTNG
énerta amod o epanag vodopia yopnynon gite 45 mg eite 90 mg o€ acbeveig pe yopioon Hrov
CULYKPIGUIEG HE EKEIVEG TTOV TTapATIPHONKAY GE VY1 ATOUA.

H oandéAivtn ProdabesitdTna TG 0VGTEKIVOLLAUTNG EMELTA OO Lo EQATAE LTOdOPLO YOPT YoM
extymbnke ot nrav 57,2% ot acbeveic pe yopioon.

Kotavopn
O 314 pec0g GYKOG TNG KATOVOUNG KaTd Tn S1apKela Tng TeMKNG edong (Vz) €neta amd (o epamos
evooQAEPLa yoprynom o€ acbBeveic pe yopiaon kopdvinke and 57 éog 83 ml/kg.

Buopetaoymuotiopdg
H axpipnc petaforikn 0d0g TG OVGTEKIVOLUAUTNG EiVaL AYVOOTY.

AmofoAn

H didpeon cvotpotikn kdBapon (CL) Emetta and o epanas evooréPia yoprynon o acbeveic pe
yoplaon Kopdvonke and 1,99 éwoc 2,34 ml/ nuépa/ kg. H didpeon npioceia {on (tiz) g
OVOTEKIVOLULAUTNG NTOV KATA TPOocEyyion 3 efdopddec o€ aoBevels Le YopiaoT, YoPLUoKN
apBpitida kot voéso tov Crohn, kKopovopevn omd 15 €wg 32 nuépeg o OAEC TIC LEAETES YO TV
Yyoplaon Kot TNV Yoplactk opbpitida. X o popUoKoKvnTIKY ovaAven TANBLG oD, 1 GOIVOUEVIKN
kdBapon (CL/F) kot o pavopevikdg 6ykog kozavoung (V/F) fitav 0,465 I/muépa kan 15,7 1 avtictorya
o€ aoBeveig pue yopiaon. H CL/F g ovetekivoupdunng dev emnpedotnke omd to evAo. H
(QOPLOKOKIVNTIKN ovaAvon TAnBvopo £de1Ee 0T vNPEE TAOM TPOG Lol LEYOADTEPT KABApOT TNG
OVLOTEKIVOLLAUTNG o€ acBeveic Tov Ppébnkav Betikol petd Tov EAeyyo Yo avTICOUATO GTNV
OVGTEKIVOLLLALLTT).

Cpapikdnto d6ong

H ovompotikn éxBeon g ovotektvouLAUTNG (Cmax Kot AUC) avéndnke kotd Evay avaAoyiko LE T
dooM TPOTO £MELTA OO o EQAmas evoopAEPLa yopnynon oe d0oelg mov kuudvinkay arnd 0,09 mg/kg
¢wc 4,5 mg/kg M émetta and o epamas vTodOPLa YOPNYNOT| 6€ SOGELG TOL KLUAVON KOV KOTA
npocéyylon amod 24 mg ém¢ 240 mg oe acbeveig pe yopioon.

Egdmat d6om évavt moAlamlmv d6cewmv

To mpoeik GLYKEVTPMGTG GTOV 0PO TG OVGTEKIVOLUAUTNG GE GYECT LE TO YPOVO NTOV YEVIKA
TpoPAEYILO EmELTa Ao YOopNYNOELS EPATAE 1) TOAAATADY VTOSOPLOY dOGEMY. TOVG AoOEVEIS LE
YoPlaoT, 01 GLYKEVIPMGELS TG OVGTEKIVOVUAUTNG OTOV 0p0 6g 6TabepT| KaTdoTaon enttevydnikoy
péypt v ERdopdda 28 petd tig apyucég vmodopieg dooelg otig ERdopddeg 0 kot 4 axorovBodpeveg
amd dooelg kabe 12 efdouddes. H didpeon katd@ToTr GLYKEVTP®OT GE 0Ta0EPT KATAOTUON KUUAVOTKE
am6 0,21 pg/ml éwg 0,26 pug/ml (45 mg) kou amd 0,47 pg/ml £wg 0,49 pug/ml (90 mg). Aev vinpée
EUPAVIG CUCCOPEVCT GTT GLYKEVTP®OT TNG OVGTEKIVOVUAUTNG 6TOV 0pO € BAB0og ¥pOVOL KATH TNV
VIOdOpLa Yop1ynomn kébe 12 efdopdosgs.

Y& aoBeveic pe vooo tov Crohn, petd amod o evooeAEPia d6om ~6 mg/kg, Eexvavtag amd v
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gBoopada 8, yopnynonke vwododpla d6om cuvtipnone 90 mg ovateKvovpdumng kb 8 1

12 eBoopddes. H ouykévrpmon ¢ 0ueTEKIVOLUAUTNG 6€ oTabepn KoTdotaon emtevydnke £mg Tnv
évapén g 0evTEPNG 600G SLVTIPNONG. X achevelg pe voco Tov Crohn ot d1dpECEG KOTOTUTES
CLYKEVTPMGELS 6TadepTg KOTAGTAON G KupaivovTay amd 1,97 pg/ml éwg 2,24 pg/ml kot omd

0,61 ug/ml émg 0,76 pg/ml yia ta 90 mg ovetekvovudunng kdbe 8 efdouddeg 1 kabe 12 gfdouadec,
avTiotolywe. To Katdtato enineda TG OVGTEKIVOLUAUTNG O€ oTafEPT KOTAGTOOT TO, OmToia
npoékuyoay amd ta 90 mg ovoTEKVOLHAUTNG KAOE 8 efSoddeg OYETIOTNKOV LE VYNAOTEPU TOCOGTA
KAMVIKNG DQEOTG, GE GUYKPLOT| LLE TO KOTMTOTO EMinEdD o€ otodepn Katdotaon uetd omd 90 mg kdbe
12 gfdouddec.

Enidpaon tov Bdpovg 61N QoplokoKivn Tk

€ [0 QOPUOKOKIVITIKY avdAvoT TANOLG oD 6Ty omoia ypnotpomodnkay dedouéva amd acheveig
Le yopiaon, T0 CORATKO Bapog Bpédnike va eival 1) o GNUAVTIKT CUUUETOPAN T oV ennpedletl TV
k@Bapomn g ovotekvovpdunne. H péon CL/F og acBeveic pe Papog > 100 kg ftav xatd tpocéyyion
55% vynhotepn o€ cVYKplon pe Tov aobevav pe Bapog < 100 kg. O pécog V/F og acbeveig pe Papog
> 100 kg rav katd mpocéyyion 37% vynAidtepog oe cOyKplon pe tov aclevav pe Bapog < 100 kg. Ot
UEGEC KATOTOTEG GCUYKEVIPMOELS TNG OVGTEKIVOVUAUTNG GTOV 0p0 6g 0oBeveis e vynAotepo Pépog
(> 100 kg) otnv opdda tmv 90 mg Nrov cuykpiolueg e ekeivec o€ acbevelc pe yaumiotepo Bapog

(£ 100 kg) otv opado tmwv 45 mg. [apdpoia amoteréouata eEAedncay omd pio emPefaimTikn
(OPLOKOKIVNTIKN ovaAvoT TANBuopov oty omoia yproiporotdniay dedopéva amd acbeveig pe
yoplacikn apbpitida.

[Ipocappoyn e ovyvoTTaC Y0P YNONS TV SOGEMV

Y& aoBeveic pe vooo tov Crohn, pe faomn ta mapoatnpovueva dedopéva Kot Tig avorvoelg PK

TANOLG OV, 01 TLYOLOTOMUEVOL GUUUETEYOVTES TTOV YOGV TNV OVTOTOKPIoN 6T Oepameia elyav
YOUNAOTEPEG CLUYKEVIPDOGELS OVGTEKIVOVUAUTNG GTOV 0pd GE GLVAPTNON UE TO YPOVO GE GUYKPIOT| LLE
TOVG GUUUETEXOVTEG TTOV OEV EXOGOV TNV OVTATOKPIoN. 11 VOG0 Tov Crohn, ) Tpocappoyn g d6omg
a6 90 mg kdBe 12 efdouddec oe 90 mg kdbe 8 efoopddeEG CLGYETIOTNKE HE AVENCT TOV KATOTATOV
GUYKEVIPMGEMY TNG OVGTEKIVOVUAUTNG 6TOV 0pd Kot ETaKOAOLON adENCT TG OTOTEAECUATIKOTNTOG,

Ewducot mAnBuopot
Agv vapyovy S1aBECIUO QUPLLOKOKIVITIKAE dedopEva o aoOeVEIC [Le LELOUEVT) VEPPIKT 1] NTTOTIKY
Aertovpyia. Aegv €xovv deEayBel e1dKéc pLeAETeg o8 NMKI®IEVOLG acDEVELS.

H @oppokokivnTikn g OVGTEKIVOVUAUTNG NTaY YEVIKA cvykpioiun petald Actotdv Kot un-Actatov
acBevov pe yopioon.

Y& aoBeveic pe vooo tov Crohn, n petafintomra oty KAOapon TG OLGTEKIVOVUAUTNG EXNPEACTNKE
a7t0 TO COUOTIKO PApog, Ta. EMMEdH ASVKMUATIVIG 00D, TO GDAO KOl TNV TOPOVGIN OVIICOUATOV
EVOVTL TNG OVGTEKIVOLUAUTNG, EVD TO COUOTIKO BApog Tav 1 KOpLo GLUUETAPANT TOV ennpéale Tov
oyxo katavoung. EmmAéov, otn voco tov Crohn, n kdBapon ennpedotnke and v C-avtidpooa
TPAOTEIVT, TNV KATAGTACT] ®G TPog TV amotvyia TNF avtayoviotdv Kot t uAn (Actatikn EvavTt pn
Aoctatikig). H enidpaon autdv tov cuppetafAntov ntav evtog + 20% tng Tumikng TG 1) TG TIUNAG
avapopdg g avtiotoryng mopapétpov PK kat, g ek TovTov, dev amoiteitan Tpocapproyn g 606ng
Yo aLTEC TIG cvppeTafintéc. H tantodypovn xpnon avocoppuluicTikoy topayovimy dev giye
ONUAVTIKY EMIOpac 6N SIGOECT TG OVGTEKIVOVUAUTNG.

21N poppoKoKvNTIKY avaivon mAnducov, dev vrnpéav evoeiEelg enidpacng Tov KamvoL 1) Tov
OLVOTVEDLLOTOG OTIG QPOPLOKOKIVITIKEG IOIOTNTEG TNG OVGTEKIVOVLLAUTNG.

O1 GUYKEVTPADOELS OVOTEKIVOVAUTNG GTOV 0pO o€ Ttoudlatptkovs acbevels pe yoplaon nhkiog 6 £0¢
17 etdyv, mov éAafav Oepameia pe T cvvicT®uEVN He Baom To Pdpog dOGN NTaV YEVIKA CLUYKPIGIUES e
exelveg Tov eviilikov TANOvopov pe yopioon mov Ehafav tn 6601 Tev evniikwv. Ot GUYKEVTPAOGCELG
OVLOTEKIVOLUAUTNG GTOV 0p0 o€ Toudtatpikovs acbevelg nhkiag 12-17 etdov (CADMUS) pe yopioon
nov Ehafav Bepameio pe TN HOT CVVIGTOUEVT HE PdoT To Bapog dOGMN fTAY YEVIKA YOUNAOTEPES OO
eKelveg TV EVNMK@V.
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PyOuion tov evdumv tov CYP450

O emdpdoelc g IL-12 1§ g IL-23 ot pObuon twv evidpmy tov CYP450 a&loloyndnkav oe pio
UEAETT in vitro otV omoia ypnoipomombnkay avlpamva nroatokvTTapa, 1 onoio £6e1ée 6tL M 1L-12
kavn M IL-23 o¢ enineda tov 10 ng/ml dev petéforrav tig evivpikéc dpaoctnprotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1| 3A4, BAL. mapdypapo 4.5).

5.3 Ipoxiivikd dedopéva Yo TNV A6QAALEL0.

Ta, un KAWIKG ded0UEVA OEV ATOKUADTTOVV 1010iTEPO KivOLVO (T1.%. TOEIKOTNTO OPYAVMV) Y10 TOV
avBpomo pe Paon tig peréteg To&OTNTOG EMOVAAAUPAVOUEVOV dOGEMV, AVOTTLELOKNG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV OVATOPAYMYIKY] TKOVOTNTO, CUUTEPIAOLUPAVOUEVOV TV AEOAOYNCEWY
POPUOKOAOYIKNG Ac@AAELnC. Xe peAéTeg avomTuELoKng ToEIKOTNTAG Kot TOEIKOTN TG TNV
OVOTOPOYWYIKT] TKOVOTNTO o€ TBNKoLg cynomolgus dev mapatnpOniay avemBounteg evépyeleg
OTOVG OEIKTEG OPCEVIKNG YOVILOTNTOG, 0VTE YEVETIKEG avmpaiieg N avarntuélokn to&kdtnta. Agv
maponphOnKey avemBounteg emdpaoelc 6Tovg dgikteg ONAVKNC YOVILOTNTOG UE YPpToN OvVAAOYOL
avtioopotoc tov IL-12/23 ¢ movtikia.

Ta enineda 06cewV oTIc peEAéTeg oe {da NTav KaTd Tpoosyylon €mg 45 popéc vynAdtepa omd TV
VYNAOTEPT 160V 0OGT TTOL TPoopileTal yio yopriynon o€ acheveic pe ympioor kot eiyoy mg
OTOTELEC O OVATOTEG CUYKEVIPADGEL GTOV 0pO G TBNKOVG ToL NTaY TEPLETOTEPO amd 100 popég
VYNAOTEPEG aIO EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv die&nybnoav HEAETEC KAPKIVOYEVESTG LE TNV OVCTEKIVOLUAUTT AOY® EAAENYNG KATAAANA®V
LOVTEL®V £VOG OVTICOUATOG X0Pig dtaotavpodpevn aviidpaon pe tig [IL-12/23 p40 tov TpoKTIK®V.
6. ®APMAKEYTIKEX IAHPO®OPIEXZ

6.1 Koataroyog ekdoymv

L-1omidivn

[MoAvcopPikd 80 (E 433)

Zaxyopoln

Yowp yio evéoipa

Y dpoyropikd 0&D (Yo pvBuiom tov pH)

6.2 AovpporéTnTe

EMetyel peletdv oyetikd pe tn ouufototnra, T0 Tepov QUPUUKEVLTIKO TPOioV Ogv TPEMEL Va
OVOUELYVOETOL LLE OAAD POPUOKEVTIKE TPOTOVTAL.

6.3 Awgpkero Long

Otulfi 45 mg evéoyo d1Avpa 6€ TPOYELGUEVT) GVPLYYO,
3 ypovia

Otulfi 90 mg evéoyo d1dAva GE TPOYELGUEVT) GVPLYYO.
3 ypovia

MepOVOUEVEG TPOYELUGUEVEG GUPLYYEG UTTOPOVV VA, QLAAGGOVTOL 6€ Bepokpacio dwUATiov £mG

30 °C ywo pio pé€ytotn HeOVOUEVT TePiodo £mg 30 NUEPES, OTO aPYIKO KOVTL Y10 VO TPOGTATEVOVTOL
and 10 eo¢. Kataypdwyte v nuepounvio Kotd tnv omoio 1 TPOYELUGHEVN cVPLYYO BYNKE amd TO
YUYELO Y10 TPOTN POPA KoL TV NUEPOUNVIC ATOPPIYNG GTO YDPO TTOV TOPEYETAL GTO EEMTEPIKO KOVTL.
H npepopunvia andppryng dev mpémnet va vepPaivel Ty apyikn nuepounvio ANENg mov givorl Tommpévn
070 KOLTiL. ATt TN oTryun] mov pia cvpryya £xel amobnievdei oe Beppokpacio dopatiov (¢mog 30 °C),
dev Oa mpémel va emavotonobeteitol 6to Yuyeio. Amoppiyte T cOptyyo edv dev £xel ypnoomoindei
evtog 30 nuepmdv amd TV amobnkevon og BepoKpacio SOUATION 1) EMG TNV OPYLIKN NUEPOUNVIX
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AENG, 6moto elvar vopitepa.
6.4 Idowitepeg TpoPuvAAEelS KOTA T PUAAEN TOV TPOTOVTOG

dvlaccete o yoyeio (2 °C — 8 °C). Mnv katoyvyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GUPLYYQ GTO EEMTEPIKO KOVTL Y10l VO TPOCTOUTEVETOL OO TO PG,
Epocov aratteital, peplovopéves TpoyEUIoUEVES GUPLYYES UIOpEl Vo pUAGGGOVTOL GE Beplokpacia
dopatiov £wg 30 °C (BA. mopdypago 6.3).

6.5 ®@VHo1 KO GLOTATIKG TOL TEPLEKTN

Otulfi 45 mg egvéoipo didlvpa og Tpoyemouévn cvptyya

0,5 ml dredvpatog o€ cOptyyo Tov 1 ml and yvari tomov I pe otabepn avoleidwt atodivn ferova,
KdAvppo BeELovag mov dev mepiEyel AATeE Kol ehaoTikd Topa-Epolo Bpopopfovtuiiov. H cupryya
elvan eEomAopévn e cVGTNUO TABNTIKNG TPOoTUGIOG.

Otulfi 90 mg gvéouo dtdAvua 6€ TPOYEGUEVT] CLPLY YO

1 ml dreAdpotoc oe ovpryya tov 1 ml amd yvoi Tomov I pe otabepn avoeidm atcdivn Berdva,
KéAvppa BeAdvoc mov dev mepiéyetl Aate kot eAaoTiKO ToOp-gPoAo BpomupofovtuAiiov. H cOptyya
elvar eEomAiopévn pe oot TaNTIKNG TPOoTOCiNG.

To Otulfi dwatifetar o€ cuokevacio 1 TpoysucUEVNC GOPLYYAC.
6.6 Idwitepeg TpoPLAAEELS amOpPLIYNGS KOl GAAOS YEPIGUOG

To didhvua oty Tpoyeouévn cvptyya tov Otulfi dev mpénet va avakiveitat. To dtdAvpa mpémnet va
e€etaotel OMTIKA Y10 ALOPOVUEVT] COUOTIOOKT VAN 1] UTOYPOUATIGUO TPV and TNV LIToddpLa
yopnynon. To ddAvpa etvar dtowyég ¢ ELAPPAOS 1p1dilov, dypmuo ¢ ovoryTd KiTpvo Kol UTopel vo
TEPLEYEL Myl KPA NUIOO@avT 1| AeVKA copatidn Tpoteivinc. H guedvion avutn dev gival
acvvnOeT Yo TpoTEivovya dtelvpata. To paprakeuTIKd TPOidV dev TPEMEL VAL YPNCULOTOLEITOL EGV
70 AV pa Elval OTOYP®UATIGUEVO T BOAO, ) €dv VILAPYEL EEVN POV UEVT GOUATIOOKT VAN. [Iptv
™ yopnynon, to Otulfi Oa wpémel va aprvetor va ptdcel o Oeppokpacio teptPdiiovtog (Tepimov
o dpa). Aertopepeig 0dnyieg yio T xpNoT TAPEXOVIUL GTO GDAAO 0dNYIOV.

To Otulfi dgv mepiEyel GUVTNPNTIKG, GUVETDC OGO PUPUAKEVTIKO TPOiOV Oev £XEL YpNOLUoTomOel Kot
mopopével otn ovptyya dev Oa mpémel va ypnoponoteitat. To Otulfi dratifeton wg amootelpouévn
TpoyEGoUEVT cvptyya piag xpnong. H cupryya kou n Belova dev mpémet moté va
emovaypnotporoovviat. Kabe oypnoipomointo oprokeutikd Tpoiov 1 VITOAEUUO TPETEL VA
OTOPPINTETAL GOUPDVO, LLE TIG KOTH TOTOVS LOYVOVGEC GYETIKES OLUTALELC.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe

I'eppavia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

Otulfi 45 mg evéoo dtdAvpa o€ TPOYEUWGUEVT) CVPLYYO,
EU/1/24/1863/001

Otulfi 90 mg evéoyo d1Avpa GE TPOYELGUEVT) GVUPLYYO,
EU/1/24/1863/002
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQXHY THX AAEIAX

Huepounvia mpatg éykpiong: {HH punqvog EEEE}

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPIES Y1 TO TOPOV PUPOKEVTIKO TPOiOV gival d100EG1UES GTOV SIKTLAKO TOTO
tov Evponaikod Opyaviopov Gapudkov: https:/ www.ema.europa.eu/.
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ITAPAPTHMA I1

MAPAXKEYAXTHX(EZ) THE BIOAOTIKQX
APAZTIKHE(QN) OYZIAZ(QN) KAI
MMAPAXKEYAXTHX(EZ) YIIEYOYNOX(OI) T'TA THN
AMMOAEIMEYZH TON [HAPTIAQN

OPOI H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX THX BIOAOI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYZH TQN ITAPTIAQN

Ovopa kat d1ev6uvon TV TOPASKEVOGTAOV TNE PLOAOYIKMOC SPUGTIKNC OVGIOC

Rentschler Biopharma SE
Erwin-Rentschler-Str. 21
88471 Laupheim
Ieppovia

Ovopa xat d1ev6vvon Tov TaPACKELAGTH TOL Eival LITEVOLVOC Y10 TNV ATOSEGUELGT] TV TOPTIOWY

Fresenius Kabi Austria GmbH
Hafnerstral3e 36

8055 Graz

Avotpia

B. OPOI 'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DappokevTiKd TPOoidy Yo T0 0moio amatteitan TEPLOPIGUEVT oTPIkT cuvtayr| (PA. mapdptnua I
[epiinym tov Xopaktnpiotikedv Tov [Ipoidvtog, mapdypopog 4.2).

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢og1g Teprodikiic mapaxorovdnong g acedireiag (PSURS)

O1 aroutnoets yo vrofoin TwvPSURS i 1o ev Adym gappokeutikd mpoidv mov opilovial otov
KaTGAOYO UE TIg nuepounvieg avapopds e Evoong (katdioyoc EURD) mov mopoatifetar oty
Tapaypapo 7, Tov dpbpov 107y g odnyiog 2001/83/EK kot ke emaxdAovdng emtkaipomoinong
OT®G OMNUOGIEVETOL GTNV EVPMOTATKT SUKTLOKT] TOAT Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéo10 owyeipiong Kivovvov (XAK)

O Kdroyog Adeiog Kvkiogpopiag (KAK) Ba die&aydyel Tig amaitodpeveg dpactnplotnTes Kot
ToPEUPACELS PAPHOKOETOYPVTVIOTG 0TS Tapovctdlovtal 6to cupupmvndév XAK mov mapovsidleto
omv evotnta 1.8.2. g ddelog KuKAOPOPiag Kol G 0TOIEGONTOTE EMAKOAOVOEC EYKEKPIUEVEC
avabempnoelg tov ZAK.

"Eva emucaportompévo XAK Oa wpémnel va katotedei:

. Metd and aitnua tov Evponaikod Opyavicpod @apudkamv,

. Omnotednmote Tpomomoteital T0 GVGTNHA Slayelptong KvdHvov, e101kd ™G amoTEAEG LA ANYNG
VE®V TANPOQOPLDOY TOV UTOPOVV VO EXLPEPOVY CNUAVTIKT OAAAYT GTN GYECT] 0QPELOVG-KIVOLVOL
N ¢ anoTéLEGO TG EMITEVLENG EVOG GNUAVTIKOD OPOCTLOV (QOPLOKOETOYpOTVIION 1
€A1 TOTOINGT KIVOUVOU).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI (130 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Otulfi 130 mg mukvd dtdAvpa Yio TopacKeLT] SIOADLOTOG TPOG EYYVON
OLGTEKIVOU AT

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

Ka0e piaridio mepiéyer 130 mg ovotekivovudunng o 26 ml.

3. KATAAOT'OX EKAOXQN

"Exdoya: Athopuko dvdtplo drag tov EDTA, L-1oT1divn, povoddpoyropikni povoddpikn L-iotidivn,
L-peberovivn, morlvcopfikd 80, cakyapdln, VOwmp Yo EVESIUA.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[Mokvo d1dAvpe Y10 TOPAGKELT SIHADLOTOS TTPOG EYYVON
130 mg/26 ml
1 proAidio

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.

AwoBdote To OAALO 0dNYLDV XPNONE TPV aTd TN XPHoN.
[Ma pio gpnon povo.

EvoopAéPia ypniomn petd and apaiwon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Noa puidooetar o€ BEon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX OPYAAEHX

dvlacoete o€ Yoyeio.
Mnv KatoyoyeTe.
dovidocete T0 PLOAISI0 6TO EEMTEPTIKO KOVTI Y10 VOl TPOGTOTEVETOL OO TO POC.

10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1
61352 Bad Homburg v.d.Hoehe

Feppovia

12. APIOMOZX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1863/003

13. APIOMOZX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

H a1tioAdynon yio va unv mepiainedei ) ypoen Braille ivot amodekt).

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

A166146T0TOG YPOUU®TOS KDoA (2D) mov pépel Tov TEPIANPOEVTO LOVOSIKO OVOyVOPIGTIKO KOOIKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAYX ®IAAIAIOY (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHE

Otulfi 130 mg mokvd dtdivpa Yio TopackeL] SIOADLOTOG TPOG EYYVOoN
OVLOTEKIVOUULALT

2. TPOIIOX XOPHI'HXHX

IMa IV ypriom petd and apaiwon.
Mnv avoxuveite.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX [TAPTIAAX

Lot

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

130 mg/26 ml

6. AAAA YTOIXETA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KEIMENO KOYTIOY IPOI'EMIXMENHX XYPIITTAX (45 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Otulfi 45 mg evéopo dtdivpo o TPOYEUIGUEVT GUPLYYO
OVGTEKIVOL LA

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

Kdabe mpoyepuopuévn ovpryya mepiéyet 45 mg ovotekvovudunng og 0,5 ml.

| 3. KATAAOT'OX EKAOXQN

"Exdoya: Zoakyapoln, L-iotidivn, moAvcsopPikd 80, 0dwp yia evéaia, VOPoYAmptkd 0&L (Yo pvBoN
tov pH).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo odAvpo oe Tpoyepicpévn chpyyo
45 mg/0,5 ml
1 mpoyeuopévn cvpryya

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.
Ymodopia yprion.
AwBdaote T0 PUALO 0ONYIDV XpHioNG TPV amd TN YOPNYNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Na puAdoocetar og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Hpuepopnvia andppiymg, epdcsov amodnkevbei o Beppokpacio dwpatiov:

9. EIAIKEX YYNOHKEX ODYAAZEHX

dvAdooete og Yyoyeio. Mnv katayOyete.
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DVAAGGETE TNV TPOYEULOUEVT] GUPLYYO OTO EEMTEPIKO KOVTL Y10l VO TPOCTOUTEVETOL GO TO PG,
Mmnopel va puAdooetol og Bepprokpacio dwpatiov (émg 30 °C) yuu pio pepovopévn tepiodo £mg
30 nuépeg, aALG OYL TEPAV TNG OPYIKNG NUEPOUNViag ANENG.

10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OOXON AIIAITEITAI

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

Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe
Ieppovia

12. APIOMOZX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1863/001

13. APIOMOZX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Otulfi 45 mg

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

A160106T0TOG YPOUU®TOS KMo (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX IIPOI'EMIZMENHY XYPIITAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHE

Otulfi 45 mg evéolpo
OVLOTEKIVOUULALT
SC

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KEIMENO KOYTIOY IPOI'EMIXMENHX XYPIITTAX (90 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Otulfi 90 mg evéoipo dtdivpo o TPOYEUIGUEVT GUPLYYO
OVGTEKIVOL LA

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

Kdabe mpoyepuopuévn ovpryya mepiéyet 90 mg ovotekvovudunng oe 1 ml.

| 3. KATAAOT'OX EKAOXQN

"Exdoya: Zoakyapoln, L-iotidivn, moAvcsopPikd 80, 0dwp yia evéaia, VOPoYAmptkd 0&L (Yo pvBoN
tov pH).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo odAvpo oe Tpoyepicpévn chpyyo
90 mg/1 ml
1 mpoyeopévn cvpryya

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.
Ymodopia yprion.
AwBdaote T0 PUALO 0ONYIDV XpHioNG TPV amd TN YOPNYNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Na puAdoocetar og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Hpuepopnvia andppiymg, epdcsov amodnkevbei o Beppokpacio dwpatiov:

9. EIAIKEX YYNOHKEX ODYAAZEHX

dvAdooete og Yyoyeio. Mnv katayOyete.
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DVALAGGETE TNV TPOYEULOUEVT] GUPLYYO OTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL GO TO PG,
Mmnopel va puAdooetol og Beppokpacio dwpatiov (mwg 30 °C) yuu pio pepovopévn tepiodo £mg
30 nuépeg, aALG OYL TEPAV TNG OPYIKNG NUEpOUNViag ANENG.

10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OOXON AIIAITEITAI

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

Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe
Ieppovia

12. APIOMOZX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1863/002

13. APIOMOZX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Otulfi 90 mg

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

A160106T0TOG YPOUU®TOS KMo (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX IIPOI'EMIZEMENHYX XYPIITAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHE

Otulfi 90 mg evéopo
OVLOTEKIVOUULALT
SC

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

90 mg/1 ml

6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

Otulfi 130 mg Tukvo S1GAVPA Y10 TEPAGCKELT] SOLHAVNOTOS TTPOG £YYVoN
OVGTEKIVOLLLAUTN

V To @apuaxo ovtd TeELel VIO GLUTANPOUATIKN TOPAKOAOVONGT. AvTd Ba emTpéYel TO Yp1yOopO
TPOGOL0PIoUO VEDV TANPOPOPLDY acPireloc. Mropeite va fondnoete pécm ¢ avopopdc mbavav
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TOpoLGLALETE. BA. TEA0OG TNG Taparypdpov 4 Yo Tov TPOTOo
avapopdg avemBOUNTOV EvEPYELDV.

AwfdoTe TPOGEKTIKG 0AOKANPO TO PVALO 00N YLAV YP1)ONG TPV UPYICETE VA YPCLUOTOLEITE AVTO
T0 PAPNOKO, OLOTL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES YL GUG.

AvTO TO QUALO 0ONYLAOV EYEL YPUPTEL Y10. TO TPOS®OTO TOV Aapfdver TO @appraKo.

- dvidEte avTd TO PUALO 0N YDV YprionG. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNGTE TOV Y1OTPO 1) TOV PAPLOKOTOLO GOG.

- Edv mapatmproete kdmowa avemBOuntn evepyeta, EVNUEPDOTE TOV YIATPO 1| TOV QOPHLAKOTOLO
oag. Avtd oyvet Kot ya kéOe mbovn avemBOunTn EVEPYELD TOL SEV OVAPEPETAL OTO TOPOV
@OALO oMYV Ypriong. BAéne mapdypago 4.

T tepréyer To mapév evAiro 0dNYLOV:

T eivon o Otulfi ko wota eivan ) xpRo”M TOL

T mpéner va yvopilete mpv ypnoyomomoete to Otulfi
[og yopnyeiton to Otulfi

[MBavég avemBounteg evépyeteg

[og va puldcoete to Otulfi

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ANl o e

1. T givan To Otulfi kon mova givor 1 (prion Tov

T givon To Otulfi

To Otulfi mepiéyel T dPUGTIKN OLGIN KOVGTEKIVOUUAUTT, EVO LOVOKA®MVIKO avTticoua. Ta
LLOVOKAMVIKA avTIoOUATO €ivol TPOTEIVES TOL avayvmpilovy Kot GUVOEOVTOL EOIKE LE OPIGULEVEG
TPMTEIVES GTOV OPYAVIGUO.

To Otulfi avikel g pia opddo EoPUAK®Y TOL OVOUALOVTOL KOVOGOKOTASTOATIKGY. AVTE TO PAPLOK.
dpovv e&actevdvtog LEPOG TOV AVOGOTOMTIKOD GUGTILLOTOG.

owa givar n ypfon Tov Otulfi
To Otulfi yproyomoteitat yio TNV AVIIPUETOTIGN THG AKOAOVONG PAEYHLOVADIOVS VOGOL:
pétpa émg Paptd vocog tov Crohn - og evijAike.

Nocog Tov Crohn

H vo6c0og Tov Crohn givon piia Aeypovordng voécsog tov eviépov. Edv éxete vooo tov Crohn, 6a cag
d00ovv TpdTa GAAL Qappoka. Edv dev avtamoxpifeite apketd kold 1 edv £xete dvoaveéio og avTd Ta
papuaka, propet va cag 600ei Otulfi yio T peimon Tov onueiov Kot CUUTTOUATOV TNG VOGOL GOG.

2. T npéner va yvopilete mpiv ypnoponomjcete 1o Otulfi

Mnyv ypnoiponounicete To Otulfi

. Y& TEPInTMON OAAEPYIOG GTNV OVGTEKIVOVUANTT 1] GE OTOLOONTTOTE AAAO OTTO TO, GLOTOUTIKG,
OVTOV TOV PAPUAKOL (CVOPEPOVTOL GTNV TaPAypapo 6).
. Eadv éyete evepyn Loipwén mov o y10Tpdg 00G TIOTEVEL OTL EIVOL OTLLOVTIKT.
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Edv dev glote olyovpor av 1oyHEL 001001 TOTE GO TO TOPATAV® Y10 EGAC, LMANGTE LE TOV YLOTPO M|
TOV PUPLOKOTOLO GOg TPV ypnoonomoete 1o Otulfi.

[pocdomonoeis Ko TPOoPVAAEES

AmevBuvbeite atov ylatpd 1 TOV QOpHOKOTO0 Gag TPy ypnoiponomoete to Otulfi. O yioutpog cog Ba
eléyéel moco kald elote mpv amd ) Bepameio. BePaimbeite 6T evnuepdoate TOV Y10TpO GOG Yo
omotadnmote achéveln Tapovolalete mpwv amod tn Oepaneio. Eniong evnuepmate tov yatpd cag edv
éxete £pOel TPOCOUTA GE EMAPT| LLE OTTOLOONTOTE ALTOUO TTOV Uropel va €yl pupotioon. O yotpdg cag
0o cag e&etdoet Yo pupotioon kot Oo Tpaypatonomost pio eEEToom Yo va OEL 0V EYETE PLUOTIOOT
npw mapete to Otulfi. EGv o yrotpdg cog motevel 0Tt dtatpéyete Kivouvo uuatioong, LTopel vo oag
xopnynOet Bepamneia yio TNV AVIYHETOTION TNG.

MpocéEte Yo coPfapéc avemBOuNTES EVEPYELES

To Otulfi propei vo mpokarécel coPapég avembBOUNTEG EVEPYEIEG, CLUTEPIAUUPOVOUEVAOV AALEPYIKOV
avtdpdoemv kot Aotudéewv. [pénel va mpocéyete Yo 0piopéva, onueia | CLUTTOUATO AcOEVELNG EVD
naipvete o Otulfi. BAéme «ZoPapég avembounteg evépyelegy oty Tapdypago 4 yio TANPn KaTOAoYo

ALTOV TOV aveMBOUNTOV EVEPYELDV.

I pw ypnoponouioete To Otulfi evnuepdote TOV T0TPO GOC:

. Edv giyote moté allepykn avridopaon 6ty ovsteKivoopapn). Potiote tov yatpd cog av
oev giote PEParot.

° Eav giyote w0t 0m010vONTOTE TOTO KAPKIVOL — EMELDN T AVOCOKATAGTOATIKG 0Tt To Otulfi
e€acBevolhv LEPOG TOV OVOCOTOMTIKOD GUGTHHATOG. AVTO Popel va AVENCEL TOV Kivouvo i
Kkapkivo.

. Eav é&xete haper Oepaneio yia tnv yopioon pe diia roroyikd odppoxa (éva @appoko Tov

napayeton amé pio oveia froroyikig mpoéievong Kot ovvi|0ms yopnyeita pe £veon) — o
kivduvog yia kapkivo propel va glvar vymAdtepog.

. Eav &yete M eiyote npdcoata Loipmén 1 eav £xete omoradmote madoroyikd avoiypata 6to
oéppa (ovpiyyra).

o Eav &yete véeg N petafariopeves prafeg péca otic meployés mov ndoyovy amd ympioorn 1 6To
(VOIOAOYIKO SEPUAL.

. Eav maipvete kémowa aiin Ogpaneio yro TNy yopioon Kov/n TNy yoplocikn apdpitidn —

OTMG KATO10 GALO AVOCOKATACTUATIKO 1| pmTobepamneia (6tav To chpo cag vroPdiletal oe
Oepaneio pe va gidog vrepidove (UV) pmtog). Avtég o1 Bepaneieg umopodv emiong va
e€aobeviioovy HEPOC TOL BVOGOTOTIKOV GO GVGTHATOC. H Toutdypovn xpnom autdv tov
Oepaneidv pe to Otulfi dev éxel pedetnBel. Qotoco eivon mBavd va avénoet v mbavotta
acBeveldv mov oyetilovtal pe 0cOevEGTEPO OVOGOTONTIKO GUGT LA,

. Edav Aappavere 1 MdPate oto maper0ov evéoelg Yo T Oepameio arlhepyrav — dev eivar
yYvooto gdv to Otulfi pmopel va g ennpedost.
o Eév n nhikio oog givanr ave Tov 65 eTdv — uropei va givar wo mbavo va ndlete AoUdEeLS.

Edv dev elote olyovpor av 16y0EL 0TO1001TOTE GO TO TOPATAV® Y10 EGAC, WANGTE LE TOV Y10TPO 1
TOV (POPLOKOTTOL0 GOG TPV ypnoipomomoete to Otulfi.

Optlopévorl acBeveic mapovsiacay avtidpdoelg Tpocopotdlovsss pe Ako, GUUTEPIAOUPBAVOLEVOD
OEPLOTIKOD ADKOV 1] GUVOPOUOV TPOGOUOIALOVTOG e AVKO KaTd T didpKeto TG Depamneiog pe
ovoteKvovpaunn. Evnuepmaote apéomg Tov yiotpd cog eqv eppavicete Eva gpubpod, ennpuévo,
QOMOMOEG EEAVON U LEPIKEG POPES LE TTLO GKOVPO TEPTLYPOLLLO, GE TEPLOYES TOV OEPUATOS TTOV
extifevtal otov NA0 N ue TOVOLE 6TIS apHpdGELC.

Kaopowaxkn tpocsfoin Ko ayyEloKd eyKePOIMKA ETELGOO10

Kopdiakn mposPoin Kot oyyelokd eYKEQUAIKA eMEIGOd0 Exovv TapatnpnOel og pia perétn oe
aocBeveic pe yopioon mov éhafav Oepaneia pe ovotekvovpudumn. O yatpdc cog Bo eAEYYEL TAKTIKA
TOVG aPEyovTeg KIvdhVoy GaG Yo KopdioKn VOGO Kol 0y YELKO EYKEPAMKO EMELGOOI0 TPOKELUEVOL VOl
doporilet 0Tt avtipetomiCovral KaTaAANAL. AvalnmoTte apécmg wtpikn fondeia edv mapovclicete
wévo 610 othbog, advvauio 1 U PLGIOAOYIKY aicOnomn ot i TAELPE TOV COUATOS GOC, TapPdALON
TPOCHOTOL, 1] AVOUUAIES GTOV AOYO 1 TNV OpOoT).
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Howora ko Epnpor
To Otulfi 6ev cuvieTdtar Yo ypnom o€ Tadld kdto Tov 18 etV pe voco tov Crohn enedn dev €xel
peietnOet oe vt TNV NAKIOKT OpAda.

Ao @appoka, eppoia kot Otulfi
Evnuepoote tov yiotpd 1 10V @OopLOKOTOd GOGC:

. Edv maipvete, £xete mpdopaTa TAPEL 1) WITOPEL VO TAPETE GALDL PAPLLOKAL.

. Edv xévate mpdceata 1 Tpokerton va kavete epPorto. Opiopévor Tomot epPforionv (eppodira
COVTOV IIKPOOPYAVIGHMOV) OEV IPETEL VA YOPYOVVTIL EVO yproipomoreite To Otulfi.

. Edv AdPate Otulfi evoow Noactay £YKVog, EVIHEPDGTE TOV YIUTPO TOV UOPOVD GOG CYETIKA LIE

™ Ogpaneia oog pe to Otulfi Tpv To pePd cag AaPel omotoonmote gporto,
coumepriapfoavopévey tov (oviav epporinv, onwg eivat To eppoéio BCG (tov
xpnoponoteitot yio tnv TpoAnym g evpatioong). Ta {dvta epfoia dev cuvicTdvToL Yo TO
UOPO GOG KOTA TOVS TPMTOVG EEL UNveEg Hetd ) Yévvnon eav AdPate Otulfi katd ) diapreia
NG EYKLHOGVVNG, EKTOG EAV O YIATPOS TOL HMPOV GOG GUGTNGEL KATL S10POPETIKO.

Kdnon kot Onraocpog

. Edwv eiote éyxvog, vopilete 6T pmopel va elote £ykvog 1 oxedlalete Vo 0mOKTNGETE MO,
{ntfote T GLUPBOVAT TOL YIUTPOL GOG TPV TUPETE AVTO TO PAPUAKO.

. Agv &yel mapotnpndei VYNAOTEPOS KIVOLVOG YEVETIKOV OVMOUOAM®MDY GE UOPA TOL EKTEONKAY

EVOOUNTPLL GTIV OVGTEKIVOVUAUTY]. Q2GTOCO, VTAPYEL TEPLOPICUEV EUTELPIQ LUE TNV
OVOTEKIVOLUAUT GE £YKVEG Yuvaikec. Emopévamg, etval mpotipndtepo va amopedyetol 1 xpnon
tov Otulfi otnv gykvpocUVY.

. Edv eiote yovaiko og avomopaymyikn nAkic, GUVIGTATAL VO OTOQUYETE VO LEIVETE £YKVOG KoL
TPETEL VAL YPTCLLOTOLEITE OMOTEAECUATIKY OVTIGUAAN YT EVOG® ypnoiponoteite to Otulfi Kot yio
TovAdylotov 15 gfdouddeg petd v televtaio Bepameio pe Otulfi.

o H ovotekvoopdunn propetl va mepdoet pésa amd Tov TAAKOOVTO Kol VO, PTAGEL GTO AYEVVITO
uwpd. Eav AdPate Otulfi katd tn Sidpkeld Tng EYKVUOGVUVIG GOG, TO OPO GOG LTOPEl va
SraTpéyel peyolutepo kivouvo yia v epgdvion Aolpwéng.

. Eivol onpovtikd vo evuepdoETE TOVE Y1ITPOLG TOV UMPOD GG KO TOVS GAAOVG ETOYYEMULOTIES
vyeiag ebv AdPate Otulfi KoTd T didpKela TNG EYKVUOGVUVNG GOC, TPV TO HOPO AAPeL
omolodnmote euPorto. Ta {ovta epPoria o0mmg ivarl o euforiio BCG (mov ypnoonoteiton yio
TNV TPOANYT TNG PLLOTIOONC) OEV GLVICTMOVTAL Y10, TO HOPO GOG KUTE TOVG TPAOTOVS £E1 UVECG
petd tn yévvnon edv AaPate Otulfi katd ) didpkela g eyKLHOGVVIG, EKTOG €AV O Y1TPOS TOV
LOPOL GO CLGTNOEL KATL SLOPOPETIKD.

. H ovotekvoopdunn propet va mepdoet 6to untpkd yéia o€ mold pkpég TocOTNTES.
Evnuepaote tov yiotpd cog edv nralete | oxedialete va Onddoete. Eoeic kot o yrotpog cog
Oa mpémel va amoaocioete av Oa mwpémel va OnAdoete 1 av Ba ypnoiponomcete to Otulfi - punv
Kévete Kot to. 000 TV TOYPOVOL.

Oonynon ko yEPGROS PNy avnpdTmV
To Otulfi dev éyxet kapio N €yl AGUAVTN EXIOPOCT) GTNV IKAVOTNTO 00NYNONE KL YELPIOUOD

UnyovnuaToy.

To Otulfi mtepréyer vatpro

To Otulfi mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avd d6om, eivar avtd mov ovopdlovpe
«ehevBepo vatpiovy. Qot1600, TPy cag yopnyndet to Otulfi, avapryvdeton pe Eva dtdivpa, To omoio
nepiéyel vatpro. Evnuepdote tov yiotpd cag edv akolovbeite diatta pe younin mpocsAnyn dAatod.

3. Hog yopnyeitan 1o Otulfi

To Otulfi evdeikvuton yia yprion vd v KeBodnynon kor v enifreyn yatpov pe gumelpio 6N
Stbryvemon kat Ty avtipeTdnion s vosov tov Crohn.

To Otulfi 130 mg wokvd dtdAvpa Yo Tapackevn dtoAdpatog Tpog Eyyvor Ba oag yopnynOei amd tov
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ytpd ooc, pEcw oTdAacng otn EAERa Tov Ppayiova cog (evoopAEéPia Eyyvomn) o€ dLAGTN O
TOLAGYIGTOV PG dpag. MIANGTE LLE TOV Y1OTPO GOC GYETIKA LE TO TOTE B0l KAVETE TIG EVEGELS GOG KO
Yo T0 pavTEPO TapaKoAoHONGNC TG TopEing Gag.

I6co Otulfi yopnyeitan
O ywatpog oag Oa anopacicel moco Otulfi ypeidletor va AMaPete kot yio 1060 SIOGTNUC.

EvijMkeg nukiog 18 etov 1 dvo
. O ywatpog Bo vTOAOYicEL TN CLVIGTOUEVT dOGT EVOOPAEPLOG EyYXVoTg Yo €G4S, PAoel Tov
COUOTIKOD Gag Bapoug.

To copatikd cag Bdpog Adon
<55kg 260 mg
>55kg éovg <85 kg 390 mg
> 85 kg 520 mg
. Metd v apyikn evooeréPia 60om, Ba napete v enduevn d6on Otulfi Twv 90 mg péom Eveong
KAT® amd To dépa oag (VToddpla Eveon) 8 eBOOLAdES apYOTEPQ KOl TN GLVEXELN KAUOE
12 gBdouddec.

ag yopnyeitar o Otulfi

. H mpddytn 6601 tov Otulfi yio tnv avtipetdnion g vocov tov Crohn yopryeitol amd yratpd
oTayoNVv ot PAEPa Tov evOC Ppoayiova (evooeAéPia £yyvon).

MUMGTE LE TOV YI0TPO GOG 0V EYETE OMOIECONTOTE AMOPieg OYETIKA pe T Aym Tov Otulfi.

Edv Eeyaoete va ypnoiponomoste o Otulfi
Edv Eeydoate 1| xdoote 10 pavtefod yia T Ayn piog 6061MG, EXKOIVAOVIGTE LE TOV YIOTPO GOG Yo VOl
npoypoppatioete Eovd to pavtefol cag.

Edv ctapoaticere va ypnoponoreite to Otulfi
Agv glvan emikivouvo va otapatioete va xpnoonoteite to Otulfi. Qotdco, edv otapatioete, pnopsl
VO, EMOVELPOVIGTOVV TOL COUTTAOUOTE GOGC.

Edv &yete meprocdTepEg EPOTNOELG GYETIKA LLE TN XPTIOT) AVTOV TOL POPUAKOV, POTNOTE TOV YLITPO 1)
TOV POPLOKOTOL0 GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To pAPLLOKD, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovctaloviatl 6 GAOVG ToVG avBpOTOLG,.

YoBapég avemOOUNTES EVEPYELEG
Opiopévor aoBeveic pmopet va €xovv coPapés avemBOHUNTES EVEPYELIEG TOV UTMOPEL VAL YPELNGTOVV
emelyovca Bepamneia.

Alrepyikéc avTiOpaoelc — pmopei va ypelootovy eneiyovoa Oepaneio. Evnpuepmote Tov yiotpo
oog 1| avalntiote exeiyovosa woTpiki fon 0o apéoms poég TapaTnPcETE 0TOLOOTOTE U0 TO.
ak0iov0a onpeia.
. Ot coPapég arlepykég avtdpaoelg («avapura&ion) etvol omdvieg ota ATopo ToL TaipvouV
ovoteKvoopaunn (pmopel va emnpedoovy €og 1 ota 1.000 dropa). Ta onueia Teptrapufavouv:
o SVOKOAID GTNV AVATVOTN 1] TNV KOTATOOT)
o YOUNAR apTnploky| tieon, mov pumopel va tpokorécet {aAn
o TPNEWO 6TO TPOSMTO, TA YEIAT, TO GTOUA 1] TO AQLUO.
. Ta cvyvd onueia aArepyKng avtidpacng TepIAapPavouy depuatikd e£avOnua kat kvidmon
(umopet va emmpedoovy émg 1 ota 100 dtopa).
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Avtidpaocels oyeTiiopeveg pe v £yyvon - Edv Aappavere Oeponcia yia véoo tov Crohn,  ipotn
0601 tov Otulfi yopnyeitor péocw evetdraing o€ pio AEPa (evooprifra £yyvon). Opropévol
ac0eveig £xovy TaPOVOLAGEL GOPAPEG AAAEPYIKES UVTIOPAGELS KOTA T1) OLAPKELN TNG £YYVONS TNG
OVGTEKLVOVLAUTNG.

g 6TAVIEG TEPITTAGELS, TVEVUOVIKES OAAEPYIKES AVTIOPAGELS KO PAEYILOVI] TOV TTVEVHOVA £YOVV
avopep0el og acOeveig mov Lappavovv ovetekivovpapnn. Eviiuepdote apéong tov y10tpo cog
€0V TOPOVOLAGETE CUUTTAONATO OTMG P10, SOVGTVOLL KOl TVPETO.

Edv gpoavicete coPapr odldhepyikn avtidopaot, 0 yloTpog 6o UTOPEl Vo amopacicel 0Tl dgv TPEMEL va
ypnoomromoete Eava to Otulfi.

Aopnaéeig — propel va yperactovv enciyovoa Ospancia. Evipepoote apéomg Tov Yotpd 6og £av
TOPUTNPNGETE 0TTOL0ONTOTE 0T6O Ta aKOLOVOA onpeio.

. Etlvat ovyvég o1 AotumEeig g poTng 1| Tov Aapod Kot To Kovo kpuoAdynua (Lmwopet va
emmpedoovy émg 1 ota 10 dropa)

. O1 Aowd&ets Tov Bdpaka dev etvar ovyves (umopet va exnpedoovy £o¢ 1 ota 100 dropa)

. O1 pAreypovEg Tov 16100 KAT® 0o To dEpua («KuTTapitidon) dev etvan cuyves (umopel va
emmpedoovy ém¢ 1 ota 100 dropa)

. O épmnc Loomp (éva €idog endduvoL e€avOnuaToc e PUGOAIdEC) dev gival cuyvac (umopel va

emnpedoet £og 1 ota 100 dropa)

To Otulfi pmopei va 6o KATAGTAGEL AYOTEPO 1KAVOVG VO KATAToAEUNoETE Aouméelc. Kdmoteg
Aowdéelg Bo pmopovoay va yivouv coPapég kot pmopel vo tepAapuPdvouy AOUMEELS TOV
TPoKOAOLVTAL amd 100G, poKNTES, Paktpia (cupmeptiapfoavopévng e eupaTioong), 1| Tapdoita,
GUUTEPTAAUPAVOUEV®DY AOTUDEEDY TTOV KVPimg Tapovctalovial o avOpdmovg pe e&acbevnuévo
OvVOGOTOMNTIKO cVGTN MO (EVKAPLOKES AOUDEELS). Evukaiplarés AotudEetg tov eykepaiov
(eyxepaAitda, punvryyitida), TOV TVELUOVAOV KOl TOL 0@BaAol Exovv avapepbel oe acheveic Tov
Aappdvovv Bepameio e OVGTEKIVOVUAUTT).

[Ipémer va mpocéyete yio onpeia Aoipwéng eved ypnowonoteite to Otulfi. Avtd meptiapfavovv:
TVPETO, CUUTTOUOTA TOL HOLALOVV UE YPITY), VOKTEPIVES EPLOPADCELS, ATOAEL PAPOVG
aioBnon kdémwong 1N Aayaviacuao, Bryos Tov dev Tepva

Bepud, KOKKIVO déppa oV ToVAEL, 1 eEm®OVVO EAVON LA 6TO dépua e PLGOAIDES
aioOnpa kavoov KaTd TNV OVPN O

diappota

OTLTIKY| OloTOPOYN 1| ATMAELL OPACTG

KeEQOAOAYia, aVyeVIKT duoKayia, evoctncio 6To EmE, vavTtio 1 cOyyLoT.

Evnuepdote apéowmg tov y1atpd oag GV TOPATIPICETE OTOOONTOTE Ad AVTH To, onueio Aoipwéng.
Av1d pmopel va eivar onpueio AodEemv, dmwg AoUdEE®Y Tov Bdpaka, AOUMOEE®Y TOV dEPATOG,
épmnta ooTPa 1 EVKOPLIKES AOUMOEELS TOL Bl PTopovcay va £x0vv GoPapEg EMITAOKE.
Evnuepdote oV ylotpd cog eqv £xete 0mo100NTTOTE £100¢ AOTUWOENG TTOL dEV TEPVA 1] EXAVEPYETOL
ouvey®c. O Y10Tpog 6ag UTOPEl Vo amopacicet 0Tl dev Ba Tpémet va ypnopomomoete Otulfi péypt va
nepacel n Aoipwén. Emniong evnuepmote Tov yiatpd cog edv Exete ovolkKTEG TANYEG 1 TPAd AT, KOODE
umopel va poAvveouv.

ATOQOMOMGT d£pRaTog — avENGN TS EPLOPOTNTUG KL TNG UTOPOLIOMONG TOV OEPUATOG GE
EKTETUNEVT] TEPLOYN] TOV COUATOG EVOEYETAL VU EIVUL CUUTTONATO EPLOPOIEPIIKIG YOpiaonc 1
UTOPOMOMTIKNG OEPRATITIONS, 01 0TOiEg Eival coPfapéc deppoTondOsies. Oa wpémer va
EVI|UEPDGETE GUECMS TOV YIATPO GOG EAV TAPATIPCETE 0TOLO.ONTOTE OO AVTA TO ol

AdLeg aveMOVUNTES EVEPYELEG

Yoyvéc avemBounteg evépyereg (umopel va emmpedoovy ém¢ 1 ota 10 droua):
. Awppora
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Novtia

"Epetoc

AioOnuo ko6Tmong

AtoOnpo Caing

[Movoképarog

Dayovpa («kvnopogy)

[Tovog ot péon, Tovg LG 1 Tig apbpdoelg
[Hovorapog

EpvOpoétnra kot mévog 610 onueio mov yivetar 1 £veon
Aolpwén otovg Tapappiviovg KOATOLS

Oy ovyvég avemBOUNTES evEPYELES (Umopel va emnpedoovy émg 1 ota 100 dtopa):

Odovtikég AomEeLC

KoAmikn poknriacikn Aoipmén

Kotabiwm

Dpayuévn 1 BovAopévn ot

Ayoppayio, LOA®TEG, GKANPLVOT], TPNEO Kot poyovpa kel OTTOL yiveTol 1 éveon

AioOnuo advvopiog

[Mtdom PAepdpov Kot yoAdpmon LudV 6Tr Ko TAELPE TOV TPOCHOTOV (KTOPAAVGT) TPOCHTIKOD

vevpovy N «mapdivon Bell»), mov givor cuvnBwg mapodiky

o Metafoin omnv yopiaon pe epuBpotnTa Kot vEES LIKPES, KITPveg 1 AEVKEG PAVKTOLVES, LEPIKES
(POPEC GUVOSEVOUEVEC OO TVPETO (PAVKTOVAOING Ympiaon)

o Amoploimon tov 6éppatog (AmoPoAidmaon dEpUATOq)

e Axuy

Xrdwvies avemBounrteg evépyseres (umopel va ennpedoovy £ng 1 ota 1.000 dropa)

. EpvBpdmra kot amo@oridmon Tov SEPLOTOC GE EKTETAEVT TEPLOYT TOV GMIOTOC, 1) OTTOIN
propel va tapovotdlel eayodpa 1 tovo (amooidmtikn depuatitida). ITapdpola copuntdpata
AVOTTOOOOVTOL OPICUEVES POPES MG PLGIKT] LETOPOAN GTOV TOTO TOV CLUTTOUATOV TNG
yopiaong (epuBpodepuxn yopiaon)

o DLeypovi LIKPOV a1plopopmv ayyeimv, 1 omoio, wwopel vo odnynoet o depuatikd eEavOnua pe
UIKPEC KOKKIVEG I LB PoVoKAAEC, TVUPETO N TOVO OTIS apBpdaelg (ayyetiTiOn)

MoAd omavieg avemBounteg evépyeteg (Umopet va emmpedoovy £mg 1 ota 10.000 dropa)

o DovokdAeg TOV FEPUATOG, OL OTTOIEG UTOPETL VAL Elvar EpLOPES, KVNOUMOELS KOt ETMOVVEG
(ITop@oAvyddec TePPyoeldES).

. Agppoticdg Avkog 11 cOVOpoo tpocopotdlov pe Avko (epvbpod, emnpuévo PoAldmdeg eEavonua
G€ TEPLOYES TOV OEPUATOG OV KTIBEVTUL GTOV A0 TBUV®G pLe TOVOLG OTIS apHpMGELS).

Ava@opd avemOOunTmv gvepystdv

Edv mapatmpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV POPUIKOTOLO GO,
A1 1oyt Kot Yo kéBe mlovr| avemBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
ypronc. Mmopeite emiong va avagépete avembounteg evépyeieg anevbeiag, uéow Tov efvikond
GLGTNLOTOG OVOQOPAS TOV ovaypapeTor oto [apdptnua V. Méow g avaeopds avembountwoy
EVEPYEIDV Umopelte va fondNoeTe 0T GLALOYY TEPIOCOTEPMV TANPOPOPLOV CYETIKA LLE TNV OCPAAELL
TOL TAPOVTOC PAPLLAKOV.

5. og va pvraooete To Otulfi

. To Otulfi 130 mg wokvod dddlvua Yo, ToPacKELT] SIHAVUATOG TPOC £YXVOT YOPNYELTAL G
vocokoueio 1 KAwvikn kot ot acBeveig dev ypetdletol va 1o puAGEOLY 1] VAL TO XEPIGTOVV.

. To @apuako ovtd TPETEL VoL PUAACGETOL GE UEPT) OV OgV TO PAETOVV Kol dgv TO POAvVOLY TOl
Toudid.

. dvidooete og yoyeio (2 °C — 8 °C). Mnv katoyOyete.

. DduAidooete T0 PLOAISI0 6TO EEMTEPTIKO KOVTI Y10 VO TPOGTOTEVETOL OO TO POC.
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. Mnyv avokwveite To rodidio Tov Otulfi. [apatetapévn duvarn avakivnon pwopet va
Tpokarécel (Nl 0To PAPLLOKO.

Na pn gpnopomoreite avtod 170 PApROKo:

. Metd v nuepopunvio AENC TOL AVAQEPETAL GTNV EMGTLOVGT KOl GTO KOVTI LETE TNV
«AHEH». H nuepopmvio Anéng eivor n tedevtaio nuépa TOV PNV TOL OVOPEPETAL EKEL.

. Edv to vyp6 elvar anoypopaticpévo, B0Ao 1 av ivarl opatd dAia EEva copOTIOWN TO 0mToin
alwpovvtal péca o€ anto (PA. mapdypapo 6 «Eupedvion tov Otulfi kot mepieydueva tng
GLGKELAGIOGY).

. Edv yvmpilete, 1| vouilete 6t1 umopet va. £xet extebei oe akpaieg Oepuokpacies (Onmg va £xet
Kkatd AdBog katayovydei 1 OepuavOet).

o Edv to mpoidv éxel avakivndel duvartd.

J Edév n oppayida acparelog £xet mopoProotel.

To Otulfi eivan pog ypnoemg udvo. Kabe aparmpévo didivpo tpog £yyvon N TPoidv mov dev £xel
YpMNoLoToN el Kot TAPAUEVEL GTO PLOAISIO KOt TN GVPLYYO TPETEL VO OMOPPINTETAL GOUPDVOL UE TIG
KOTO TOTOVS 1GYVOVGES OYETIKES SLOTAEELS.

6. Iepreyépeva TG GVOKEVAGINS KO AOWTEG TANPOPOPIES

T egpréyer to Otulfi

o H dpaoctikn ovoia givar | ovatekvovudumn. Kabe proridio mepiéyet 130 mg ovoTEKIVOLUAUTNG
o€ 26 ml.

o Ta dAAa cuotatikd givan to dtvopkd dvatplo drag tov EDTA, n L-iotidivn, n

HovobdpoyAmpikr povodopikr L-iotidivn, n L-pebetovivn, to molvcopPuko 80 (E 433), 1
caKyopoln Kot To HOMP Yo EVEGIL.

Epg@éavion tov Otulfi kon mepreydpeva g cvokevaciog

To Otulfi eivar dtowyécg, dypopo mG EAAPPDG KOPE-KITPIVO TUKVO SLIAVUO Y10, TOPOTKELT SLOAVUOTOG
pog &yyvon. AwtiBeton og yaptivo Kovti mov mepiEyet 1 epdnal d6om o€ yudivo plaiido tov 30 ml.
KdaBe proridwo mepiéyet 130 mg ovotekvoupdunng o€ 26 ml mokvolh SIHADHATOS Y10l TOPAGKELY|

LAV UATOG TPOG EYYVOT).

Karoyog Adcrag Kvkiopopiog
Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe
I'eppovia

Hopaockevaotig

Fresenius Kabi Austria GmbH
Hafnerstral3e 36

8055 Graz Avortpia

To mapév pviro 00N YLOV YprioNS avade®pOnKe Yo TELEVTAIN POPA OTIS

Aemtouepeic TANPOoPOpPiES Yio TO QAPHOKO aVTd givor dtaféciuec 610 dtkTvakd Too Tov Evpmmaikod
Opyavicpov @appdkwov: https:/ www.ema.europa.eu/

O TAnpoopieg Tov akorovBovv amevBivovtal Lovo ce emayyelpatieg vysiog:

Iyvniaocwodtnro:

[Tpoxeévou va BeATimbel 1 tyvnAaoLOTNTO TOV BLOAOYIKOV QOPHOKEVTIKOV TPOIOVT®V, TO OVOLLN
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Kol 0 0plOUOG TOPTIOAS TOV YOPTYOULEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GOPTVELL.

Odnyieg opoimong:

To Otulfi Tokvd dddvpa Yo TAPUCKELT] SIHAVUATOG TPOG EYYVOT| TPETEL VA, OPOLDVETAL, VO,
TPOETOALETAL KO VO EYYEETOL OO EMOYYEALLOTIO VYELOG LE YPNOT AONTTNG TEXVIKNG.

1.

YroAoyiote T d6on Kot Tov aptdud tov eroAdiov Otulfi Tov arnattovvral fdoetl Tov Pdpovg
Tov acbevoic (PA. mapdypago 3, Iivaxa 1). Kébe grarioto Otulfi tov 26 ml tepiéyet 130 mg
OVGTEKIVOULALTNG.

Amb tov aoKo £yyvong Tov 250 ml, avappopiote kot anoppiyte Evav Oyko SLOAVUOTOS
yAoplovyov vazpiov 9 mg/ml (0,9%) ico pe tov dyKo tov Otulfi mov Ba tpootedel (amoppiyte
26 ml yhoprodyov vatpiov yia kdbe erarido Otulfi mov amarteitar, Yo 2 eroAidie amoppiyte
52 ml, yia 3 @roAidio amoppiyte 78 ml, yio 4 eroAidw anoppiyte 104 ml).

Avappoonote 26 ml Otulfi omd kabe proridio mov amatteitol Kot Tpochécte To 6TOV AoKO
£yyvong tov 250 ml. O tehkdg dykog 6Tov acko £yyvong Ba mpénet va eivar 250 ml. Avapi&re
QTOAGL.

EXéyEte omtikd 10 aparopévo didAvp v omd TV Eyyvon. Mnv 1o XpNGILOTOIGETE GV
TOPOTNPNOETE ELPAVAOG AOL0PAVT] COUOTIOW, amoypouationd 1 EEva couatidto.

Eyybote 10 aparwpévo stdivpa yio o tepiodo tovidyiotov piog dpac. Metd v apaionon, n
€yyvon Ba wpémel va £xel oAokANpwBEel evidc 24 wpdv and TV opai®ot 6ToV oK EyYuong.
XPNGILOTOIEITE LOVO GET EYYVONG IE EVODOUOTMOUEVO, GTEIPO, U1 TVPETOYOVO, YOUNANG
TPOTEIVIKNG déopevong pidtpo (Léyebog Topwv 0,2 PLIKpOUETP).

Kd&Be praridro mpoopiletar yio pio xpnom HOVO Kot TUXOV Un YPNOYLOTOMUEVO POPUOKEVTIKO
TPOT6V Do TPETEL VO ATOPPITTETAL GOUPOVO, LUE TIG KATE TOTOVE 10 DOVGEG OYETIKEG SLOTAEELS.

doraén

Edv givon amapaitnto, to apoiopévo dtdlvpa mpog Eyyvon tpénetl va dtotnpnbei o Beppokpacio
dopatiov. H éyyvon Ba mpémet va éxel oAokAnpmBel evtdg 24 wpdv amd TV apaimoTn 6Tov acko
Eyyvone. Mnv Katoyoyete.
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@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

Otulfi 45 mg gvéorpo d1divpa o Tpoyspiopévi) cOpLyya
OVGTEKIVOLLLAUTN

V To @apuaxo ovtd TeELel VIO GLUTANPOUATIKN TOPAKOAOVONGT. AvTd Ba emTpéYel TO Yp1yOopO
TPOGOL0PIoUO VEDV TANPOPOPLDY acPireloc. Mropeite va fondnoete pécm ¢ avopopdc mbavav
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TOpoLGLALETE. BA. TEA0OG TNG Taparypdpov 4 Yo Tov TPOTOo
avapopdg avemBOUNTOV EvEPYELDV.

AwfdoTe TPOGEKTIKG 0AOKANPO TO PVALO 00N YLAV YP1)ONG TPV UPYICETE VA YPCLUOTOLEITE AVTO
T0 PAPNOKO, OLOTL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES YL GUG.

AvTO TO QUALO 0ONYLAOV EYEL YPUPTEL Y10. TO TPOS®TO OV Aapfdver To edppaxo. Eqv giote 0
yovéag 1| @povTioTig 0 omoiog Ba dmasl Otulfi o€ éva mandi, TapaxareicTe vo SwofdoeTe
TPOGEKTIKA OVTEG TIS TAMPOPOPIES.

- DdovrdEte avTd TO EUALO 0N YDV YprionG. Towg ypelaotel va to dwPdcete Eavda.

- Edv éxete mepantépm amopieg, pOTNOTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOG.

- H cvvtayn yio ovtd 10 gapproko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO SDGETE TO
QAapHOKO 6€ AAAOVG. Mmopel va Tovg TPoKaAEGEL PAAPT, AKOUO KoL OTOV TO, GUUTTOUATO TNG
acBéveldg Toug eivon 101 pe Ta 1Kl cag.

- Edv mopotmpnoete Kamoo avemOOUNT eVEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV PUPUOKOTOLO
c0G. AT 1oyvet Kot Yo kKaBe mhovy avemBOUNTN EVEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO oMYV Ypriong. BAEme mapdypapo 4.

T epréyel 1o Tapov GUALO 00NYLOV:

T givon o Otulfi ko wowa etvon n xpnon Tov

T mpéner va yvopilete mpv ypnoyomomoete to Otulfi
[og va ypnoomomaete to Otulfi

[MBavég avemBounteg evépyeteg

g va pvrdooete to Otulfi

[epreydpeva tng cvokevaciog Kot AOITEC TANPOPOPIEg

kWD =

1. T givon To Otulfi ko wowa givan N yp1on Tov

T givan o Otulfi

To Otulfi mepiéyet T SPAGTIKY OLGIN KOVGTEKIVOVUAUTT, VO LOVOKAMVIKO avticoua. Ta
LOVOKAMVIKG aVTICOUATO EIVOl TPOTEIVEG TOL avayvmpilovy Kol GUVIEOVTOL EWOIKA UE OPICUEVEC
TPAOTEIVES GTOV OPYAVICUO.

To Otulfi avikel og pia opdda eoapudk®v Tov OVORALOVTaL KOVOGOKATAGTUATIKE. AVTE To PAPLLOKAL
dpovv e£0oOevVOVTUC HEPOG TOL BVOGOTOTIKOD GUGTHLLOTOC,

Iowa givar n ypRon tov Otulfi
To Otulfi yproytomoteitot yio TNV AVIILETOTION TOV AKOAOVO®Y PAEYLOVOIDV VOGOV:

. Yopiaon kaTd TAAKS - 6€ EVAAIKESG KO TTondld NALKiag 6 €TdV Kol Ave
. Yoplacikn apbpitida - 6 eviAkeg
. Mérpra éo¢ soPapn vococ tov Crohn - 6g evijAikeg

Yopiaon Kotd TAdKOg
H yopiaon katd nAdiog eivor pia depuatikny tanon n omoio Tpokoiel pAgyUOVY TOL EnNPeAlEL TO
déppa ko To voya. To Otulfi B peidoet T pheypovi Ko Ao onpeio tg acBévetog.

To Otulfi ypnoyomoteitar o€ evAikeg pe HETPLO EmG GoPapn yopiaon Katd TAAKAC, TOV OgV UTOPOLY
VO {PTCLOTOGOVY KUKAoGTopivn, pebotpe&dtn 1 potobepaneio, 1| o€ TEPITTOOT TOV AVTEG OL
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Oepameieg dev lyav amotéleopa.

To Otulfi ypnoyomoteitan o mod1d ko epriPovg nAtkiog 6 IOV Kol Ave PE HETPLL £MG GoPapn|
yoplaon Katd TAaKag, To omoia dgv uropov va avexfovv tn potobepomeio 1] GAAEG GUGTNUOTIKEG
Bepameieg 1 6tav o1 Bepameieg AVTEG deV el 0V OMOTEAEGLLAL.

Yopracwi) apbpitioa

H yoplacikn apOpitida ivar pio pAeypovmodng vocog tav apbpdcewmy, mov cuvifmg GuvodevETAL 0T
yopiaon. Eav éxete evepyn yoplacikr apbpitida 0o cag do0ovv mpmta dAlo eapuaxa. Edv dev
avTomToKpOEiTe apKeTd KOAG G€ aVTA TO PApUoKa, puropel va oag dobei to Otulfi dote va:

. Mewwoet To onUEin Kot To GUUTTMOLOTO, TS VOCOL GOC.

° Beltidoel T 6OUOTIKY GOC AELTOVPYIKOTNTA.

. EmBpadivel tn PGP oTig apbpmdcelc cog.

Noéoog Tov Crohn

H vbéoog tov Crohn givon o pAeypovadng vocog tov evtépov. Edv éxete voso tov Crohn, Oa cog
60000V TpdTa dAAa appaka. Eqv dev avtamoxpifeite apketd Kodd 1 edv £xete dvocaveéio og avtd Ta
eappoaka, uropet va cog 600ei Otulfi yio ™ peimon T@v onueiov Kot GOUTTOUATOV TG VOGOL GUC.

2. Tvpémer va yvopilete nprv ypnoipomomjcere to Otulfi

Mnyv ypnoipomonoete To Otulfi

. Y& TEPITTMON OAAEPYIOG GTNV OVGTEKIVOVUANTT 1) GE OTOLOONTOTE AALO OTTO TO, GLGTUTIK
OVTOV TOV PAPUAKOL (avapEPOVTOL GTNV Tapdypapo 6).
. Eév &yete evepyn Loipwén mov o y1atpdc 60, TOTEVEL OTL EIVOL OTLLAVTIKT.

Edwv dev elote oiyovpot av 1oy0el 0TO0ONTOTE OO TO TAPATAV® Y10 GG, WANGTE LE TOV Y1TPO 1)
TOV (POPLOKOTTOL0 GOg TPV ypnoipomomcete to Otulfi.

Mpocdomouoeis Ko TPOPVAGEELS

AmevBuvbeite oTov YioTpo M TOV PapproKonold cog Tpy ypnotponomoete to Otulfi. O yuotpdg cag Oa
eAéy&el mOc0 KaAd giote mpv omd kabe Bepameio. Befaimbeite 6T1 evnuepdcate TOV YI0TPO GOG Y10
omoladnmote acbéveln Tapovolalete mpv amd kdbe Oepamneia. Eniong evnuepmaote tov yatpd cag edv
éxete épbel TpOGQUTA GE ETAPY| [LE OTOLOONTOTE ATOUO TTOV Umopel va Exel pupatioon. O yiutpdg cog
Ba cag e€etdoet Yo pupatioon kot Ba Tpaypatomomoet pio eE€Taom Yo va deL €AV EYETE PLUUATIOOT)
npw mapete to Otulfi. Eqv o yrotpdg cog motevel 0Tt dStaTpéyeTe Kivouvo uUaTioong, LTopEel Vo oag
yopnynOet Bepameia yio TV OVILETOTION TNG.

Mpocétte Yo cofapéc avemBOunTeg evépyereg

To Otulfi pnopei va Tpokadécel coPapég avemBOunTeg evEPYEIEG, GCUUTEPIAAUPAVOUEVOV OALEPYIKMDV
avTopdcemv Kot AotudEewv. Ipénel va mpocéyete Yo oplopéva onpeio 1] GLUTTONATO AGHEVELNG EVD
naipvete to Otulfi. Bhéne «Zofoapéc avemBounteg evépyeley otny Topaypa@o 4 yio, TANPT KATdAoyo

OVTAOV TOV OVETIBOUNTOV EVEPYELDV.

I pw ypnoponouoere To Otulfi evnpepoote TOV Y10TPO GOG:

. Edv giyate moté alrepykn avridopaon 6ty oveteKivoopapum. Potiote tov yotpd cag av
oev giote PEParot.

. Eav giyote moT 0m0o10vo1T0oTE TOTO KOPKIVOL — ETELDN TA AVOCOKATAGTOATIKG, 0Tt To Otulfi
e€acBevolhv PEPOG TOV OVOCOTOMTIKOD GLGTHHATOG. AVTO PTopEl va AVENGEL TOV Kivouvo i
Kkapkivo.

. Eav éxete Maper Oepaneia yio Tny yopioon pe dhla roroyikd odppoxa (éva @appako wov

mapayeton amé pio ovoia froroyikig Tpoéievong Kot ovvi|0ms yopnyeitan pe éveon) — o
kivduvog ya kapkivo pmopel va givar vymiodtepoc.
o Eav éyete q giyote npoc@ata Loipmen.
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. Eav éyete véeg N petafardopeves Prafeg péca otic TEPLOYEG TOL TAGYOLY OO YOPIKoT | GTO
QLGLOAOYIKO SEPLLL.

. Eav giyate moté ailepyucn avridopacn oty éveon tov Otulfi — BAéne «Ilpocélte yio
coPapég avemBOuNTEg EVEPYELED OTNV TAPAYPAPO 4 Yia To onueia piog aAAEPYIKNG
avtidpaong.

. Edv maipvete kémorwa aiin Ogpaneio yio v yopiocn Ko/q Ty yopLoctkn apdpition —

OIS KATO10 GALO 0LVOCOKATACTOATIKO 1 emTobepameia (6Tav TOo cOO Gog VTOPAAAETOL G
Oepaneio pe Eva gidog vrepindove (UV) pmtog). Avtég o1 Ogpoameieg umopolv emiong va
e€aobeviicovy HEPOC TOL BVOGOTTOUNTIKOL GO cvuaThuatoc. H tavtdypovn ypron avtdv tov
Oepaneimv pe to Otulfi dev éxel pedetnBei. Qotoco eivar mBavo va avénoet Ty mbavotnta
acBevelmv mov oyetilovtal pe 0o0evVESTEPO BVOGOTOUNTIKO GUGTN L.

o Eév Aappavere | Mdfate oto maperBov evéoeig yia T Ogpaneia arrhepyr@dv — dev givar
yvooto gbv to Otulfi umopel va tig ennpedost.
. Edv n nhkio oog givan dve Tov 65 etdv — uropei va givar wo mbavo va ndbete Aoludéeis.

Edwv dev glote oiyovpol av 1oy0EL OTO10ONTOTE OO TO TOPATAV® Y10 EGGG, LMANOTE LE TOV Y1ATPO M
TOV QOPUIOKOTTOL0 GOG TPV ¥pnoipomomaoete to Otulfi.

Opropévor aobevelg mapovoiacav avtdpdoels Tpocopotdlovoss e Ako, cvumeptropfovorévon
SEPLOTIKOD ADKOV 1] GLVOPOUOV TPOGOUOIALOVTOG e AVKO KaTd T didpKeln TG Depomeiog pe
ovoteKvovpaunTn. Evnuepmote apéomg Tov yotpd cog eav eppavicete Eva epuipo, emnpuévo,
POMOMOEG eEAVON LA LEPIKEG POPEG LLE TTLO GKOVPO TEPTYPALLLN, GE TEPLOYEG TOV OEPLATOG TOV
extifevtal otov A0 N Ue TOVOLS OTIS apBpdCELC.

Kopowaxn mpocsfoin kon ayyelokd eyke@oikd enercoola

Kopdioxn mpocsPoin Kot ayyelokd eyKeEPAAIKA enelcodio Exovv mapatnpndel oe pio perétn oe
acBeveic pe yopioon mov Ehapav Oepameia pe ovotektvovudumn. O yaTpdc cog Bo eAEYYEL TAKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Yol KOPOLOKT VOGO KOl OYYELOKO EYKEPUALKO ETELGOOI0 TPOKELLEVOL VL
Sto@arilet 0T avtipetomifovrol KaTdAANAL. Avalnmote apéong tpikr fonbela ebv mopovclicete
76vo oto othbog, advvapio 1§ U PLGIOAOYIKY aicOnom ot pio TAELPE TOV COUATOG GOC, TaPdALON
TPOCHOTOL, 1| AVOUAAES GTOV AOYO 1 TNV OpOoT).

Mowora xon Egnpor

To Otulfi dev cuvioTdton Yo ypron o€ Todld KAT® TV 6 ETOV e YOPIlaon 1 Yo YP1OT O TALdLd
Kéto Tov 18 e1dv pe yopuoikni apbpitida kot véso tov Crohn emeldn| dev €yl pehetn el og ovtn v
NAIKLOKT Opada.

Alro @appoxa, eppoira xar Otulfi
Evnuepdote tov y1oTpd 1 TOV QOPUOKOTOLd GOGC:

. Ed&v maipvete, éxete mpdopata tapel | umopel va mhpete GAAO QOPLLOKO.

. Edv kdvate mpoécpata 1 Tpokeitan va Kavete pPorto. Opiopévor tomot epPorinv (epfora
{OVI®OV IKPOOPYOVIGU®MY) OV TPETEL VO YOPTYOVVTOL VG Ypnoiptomoteite o Otulfi.

. Edv AdBate Otulfi evoow oaotay £YKLOC, EVIUEPDGTE TOV YLUTPO TOL HMOPOD GO GYETIKA LE

1 Ogpaneia cog pe to Otulfi Tpv To pePd cag AaPet omorodnTote gpPforo,
ovumeptlappavopévev tov {(dvtov epfolMav, dnwg sivat to epfdio BCG (tov
YPTOLOTOLEITAL Y10 TNV TPOANYT TNG Pupatioong). Ta {dvta eufoiia dev cUVIGTOVTOL Yio TO
LOPO GOG KOTA TOVG TPMTOVG EEL unveg PHetd tn yévvnon eav AdPate Otulfi katd tn didpreia
NG EYKLUOGVVIG, EKTOG EAV O YITPOC TOL HOPOV GOG GVOTNGOEL KATL S1OLPOPETIKO.

Kinon ko Onhaopog

. Edwv eiote éyxvog, vopilete 6Tt pmopel va elote £ykvog 1 oxed1alete Vo, AmOKTNGETE IO,
{ntote TN GUUPOVAN TOL YTPOL GOG TPV TAPETE AVTO TO PAPUAKO.

o Agv &yel mapotnpn el VYNAOTEPOG KIVOLVOG YEVETIKOV OVOUOM®DY GE LOPA TOL EKTEO KAV

EVOOUNTPLO. GTIV OVGTEKIVOVUAUTT|. 26TOGO, VIGPYEL TEPIOPICUEVN EUTELPIQ UE TNV
OVGTEKIVOVUAUTT| GE £YKVEG Yuvaikes. Emopévag, etvon mpotiedtepo vo amoedyetal | xpnon
tov Otulfi oty gykvpocivn.
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. Edv giote yovaika og avomopaymyki nAKic, GUVIGTATOL VO ATOPUYETE VO LEIVETE £YKVOG Kol
TPEMEL VOL YPTCLUOTOLEITE OMOTELEGUOTIKT AVTIGOAAN YT EvOo® ypnoiponoteite to Otulfi kKot yio
TovAdytotov 15 gfdoudoeg petd v tehevtaia Bepaneio pe Otulfi.

. H ovotexvoopdumn umopet va mepdoetl LEGO Amd TOV TAAKOUVTO KOl VO TAGEL GTO QyEVVNTO
pnwpd. Eav AdPate Otulfi kotd t dtdpkela TG EYKVUOGUVING GOG, TO LOPO GOG UTOPEL Vol
SloTpEYEL LEYOAVTEPO KIVOLVO Yol TNV ERPAvion Aoipnméng.

. Eivon onuovtikd va evnpepdoete Toug yotpohs Tov Lmpol oag Kot TOVG GAAOVG ETAYYEMIOTIES
vyeiog €bv AdPate Otulfi KoTd T StdpKELR TS EYKVUOGVVNG GOC, TPV TO HOPO AaPel
omotodnmote euPorto. Ta {ovra euPoria 6mmg sivar to gufoiio BCG (mov ypnoponotgiton yia
TNV TPOANYT| TNG PLHOTIMONC) OEV GLVIGTMOVTAL Y10, TO HOPO GOG KOTA TOVG TPAOTOVS £E1 PVEG
petd tn yévvnon eav AaPate Otulfi katd tn didpKela TG EYKLHOGVVNG, EKTOG EAV O YIOTPOC TOV
U®OPOD GO CLGTNHGEL KOTL SLUPOPETIKO.

. H ovotekivoopdunn umopei va mepdoel 6To untpikd YaAd 6€ moAd WKPEG TOCOTNTEG.
Evnuepdote tov yiotpd oag ebv nralete N oxediblete va Onidoete. Ecelg kot o y1atpog cog
O mpémel va amopacicete av Ba mpénel va OnAdoete M av Ba ypnoponomcete to Otulfi - pnv
KAVETE Kot TA VO TOVTOYPOVOL.

Odnynon Ko ELPLoROS POV RATOV
To Otulfi dev €xel kapia N €€l AGUAVTT EXIOPOOCT) GTIV IKAVOTNTO 001 YNONG KL XEPLOUOD

unyovnuéToy.

3. Iag va ypnoponomocete To Otulfi

To Otulfi evdeixvutan yuo xpron vo v kabodrynon kot v eniPreyn yloTpov pe umelpia 6TV
OVTILETOTION TOV KOTAGTAGEWDV Y1a TIg 0noieg Tpoopiletar to Otulfi.

[Tédvtote va ypnoYOTOLEITE TO PAPLOKO AVTO AVOTNPE COUPMOVA LE TIG 0dMYiES TOL YraTpov cag. Edv
éxete ap@iBoiiec, pmtNoTe ToV Y1Tpd cag. MIANGTE LE TOV Y10TPO GOG GYETIKA L TO TOTE Bl KAvETE
TIG EVEGELG GOG KO Y10, TO pAVTEROV TapaKoAoVONGN G TNE TopEing GOC.

Iléoo Otulfi mpémer va yopnyeitan
O ywatpog oag Ba anopacicel toco Otulfi ypeidletor va Aapete kot yio 1060 SIUGTNUA.

Evijlikeg nhkiog 18 etav 1 ave
Yopiaon 1 Yoprocwkn ApOpitida

. H ocvvietdpevn apyn| d6on eivar 45 mg Otulfi. Ot acBeveig mov Luyilovv mepiocdTepa amod
100 ymoypappa (kg) pwmopel va Eekvigovv pe po d6om tov 90 mg avti yio 45 mg.
o Metd v apyikn 66om, Oa mdpete TV enduevn d0o1 o€ 4 gfdoUAdES Kot PETH KAOE

12 eBdopddeg. Ot emaxdAovbeg d0oeELg etvarl uVIO®G 1O1EC LE TNV aPYIKT dOOT).

No6cog Tov Crohn

. 21 odpketo TG Bepoameiog, n TpdTn 060N Tepimov 6 mg/kg Otulfi O yopnynOel amd Tov
YTpo Gog 6TAYONV o€ o AERa Tov Bpayiova cag (evooeAéPia Eyyvon). Metd ) d06om
évapéng, Ba AdPete v enduevn doon Otulfi v 90 mg petd and 8 efdopddeg Kot 6t
ouvéyela kabe 12 gfdopdadec pEcw Eveong KAT® amd To SEPUA («VTOOPIMS).

. Y& opropévoug acbevelc, petd v Tpd éveon KaT® omd 1o dépua, Ta 90 mg Otulfi puwopel va
yopnynBovv kdbe 8 gfdopnadsc. O yatpog cag Oa anopacicel mote O Tpémel va AaPete tnv
emoOuEVN dOGN OaC.

Moword ko £pnpor nikiog 6 ETOV 1] Gve

Yopiaon

o O y1atpdg Bo vroroyicel TV KATAAANAN 360N Yo £64G, GUUTEPILAUPAVOUEVG TG TTOCOTNTAG
(6ykov) Tov Otulfi mov Ba wpémel va evebel yia vo ddcel T cwot 860m. H cwot d6on yia
€00c e€aptdtar amd T0 COUATIKO oG BAPOC KATA TN XOPNYNOT TG EKACTOTE dOGNG.

o Edv Quyilete Aydtepo amod 60 kg, dev vapyel 6060 0y1kn popoen yio to Otulfi yuo modid pe
ocOMOTIKO Bapog kdTm TV 60 kg, emopévmg TPENEL VO, YPTGILOTOLOVVTOL GALY TPOTOVTA
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OVGTEKIVOVLAUTNC.

. Edv Quyilete 60 kg émg 100 kg, n cuvietopevn do6on eivan 45 mg Otulfi.

. Edv Quyilete mévo and 100 kg, n cuvictodpevn 66om givar 90 mg Otulfi.

. Metd v apyikn 06om, Oa AdPete tnv enduevn d6om 4 eBOoUAdES apyOTEPA, KOl GTN GUVEXELD
KkéOe 12 gfdopadec.

Hog yopnyeitan o Otulfi

. To Otulfi yopnyeiton og éveon kdto omd T0 dEppa («VTOdOPIY). XNV Evapén e Bepaneiog
600G, WTOPEL TO 10TPIKO 1 VOGNAEVTIKO TPOCOTIKO Vo yopnynoet pue éveon to Otulfi.
. Q61660, £0EIC KO O YIOTPOG GOG UTOPEL VO Am0PaciceTe OTL UITOPEITE VO KAVETE OL id101 TNV

éveon tov Otulfi otov g0vtd oG, e aVTAV TNV TEPINTTOOT, O EKTALOEVTEITE Y10 TOV TPOTO TOL
Ba Kavete Vv éveon tov Otulfi 6Tov 0VTO GOC. L Todd NAKiog 6 ETOV Kol AV®, GLVIGTATOL M)
yopnynon tov Otulfi va yiveton amd évav emayyelpotio vyeiag 1 Evay @POVTIGTH UETA OO
KaTGAANAN exmaidevon.

o IMoa 116 00 yieg Yo T0 TG Vo kKavete TNV éveon tov Otulfi, PAére «Odnyieg yoprynong» oto
TEAOG CLTOV TOV PUALOL 00N YLDV.

MuMoTE e TOV YI0TPO GOG 0V EYXETE OMOECONTOTE AMOPIEG GYETIKA [LE TN XOPNYNOT TNG EVECTG GTOV

€0VTO 0O,

Eév ypnowpomonioete peyarvtepn 66on Otulfi ané tnv kavoviki)
Edv ypnoponomoarte 1| oag yoprynoav wépo wodd Otulfi, pidnote apéowg pe Evav yioutpod M
eappakomold. Na £xete Tavta 10 e£mTEPIKO KOLTi TOV Papudkov poli oog, akdue Kt av givol adeto.

Eav Eeyaoete va ypnoiponomoste 1o Otulfi
Edv Eeydoate pia 6661, EXIKOIVOVIAGTE LE TOV YIATPO 1) TOV QUPUOKOTOL0 Gog. My mhpete SimAn
0001 Y10 Vo avamANPAOGETE TN d00T oV EeydoaTte.

Edv ctapatiocere va ypnoponorcite to Otulfi

Agv givan emikivévvo va otapoatioegte va ypnowonoteite To Otulfi. Qotdc0, edv otaparioste, pmopel
VOl ETOVELPAVIGTOVV TO, GLUTTOUATA Gag. Edv £yete mepiocdTepeg EpOTNCELS GYETIKG LLE TN XPTOT
oVTOD TOV PAPUEKOV, POTHGTE TOV YLOTPO 1] TOV PAPLAKOTOLO GOG.

4. MBavéic avemBOpNTEG EVEPYELEG

Onwg 6ha Ta pappaKa, £TGL KoL AVTO TO GAPLAKO UTOPEL VO TPOKAAEGEL aveTBVUNTES EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6 GAOVG ToVS avBpOTOLG,.

Yopapég avemOOUNTES EVEPYELEG
Opiopévor acBeveic pmopel va €yovv coPapés avemBOunNTeg evEpyeleg TOL UMOPEL Vo YPELOGTOVV
enelyovca Oepaneia.

Adrepyikég avTiopdoeis — pmopel va ypertactovy enciyovosa Ospancio. Evnuepoote tov yiotpod
oug N avalnmiote exeiyovoa 1o Tpik Po10sia apécme qv TaPaTNPNGETE 0TOLOONTOTE O.TO TO.
akorovOa onpeio.
o Ot cofapég arlepykég avtidpaoelg («avapura&ion) eivol omavieg oTo GTOO TOL TaipVouV
ovotekvovpdumn (uropet va emnpedoovv £o¢ 1 ota 1.000 dropa). Ta onueia teprtiapfdvouv:
o) SVOKOALD, GTNV AVATVOT 1 TV KOTATOGT
o YOUNAT 0pTNPLOKY| TEST), TOV UTOPEL Vo TPOoKOAETEL {AAN
o TPNEWO 6TO TPOCMOTO, TA XEIAT], TO GTOUA 1) TO AUUO.
o Ta cuyva onpeio aAlepykng avtiopaong TepAapfivouy depuatikd e£avOnua kot kvidmon
(umopet va emmpedoovy émg 1 ota 100 dtopa).

Y& OTMAVIEG TEPITTMOGELS, TVEDUOVIKES OALEPYIKES UVTIOPAGELS KOL QAEYIOVI] TOV TVEDHOVA £YOVV

avaepBel o€ acBeveic mov Aappdvovv ovstekivoopapnn. Eviiuep®ote apécws Tov Y10Tpo 6og
£0V TOPOVOLAGETE CUUTTAONATO OTOS P10, OVGTVOLH KOl TVPETO.
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Edv eppovicete cofapn aAlepyikiy aviidpaot, o YuTpog cog LTopEel va amopacicel 0Tl 0ev TPEMEL Vi,
ypnowomoioete Eava to Otulfi.

Aopndéeig — propel va yperactovv enciyovoa Ospancia. Eviipepoote apéomng Tov YoTpod 60g £av
TOPUTPICETE 0TTOLOONTOTE 0.0 TO. aKOAOVOO onpeia.

. Eivai ovyvég o1t AoumEelg g HoTng 1 Tov ACLo Kol To KOO Kpuoldynua (Umopel va
emmpedoovy émg 1 ota 10 dropa)
. Ot Mopuméerg tov Odpaka dev eivor cuyvég (Lmopet va ennpedoovy £o¢ 1 ota 100 dtoua)

Ot PAeYUOVEC TOL 16TOD KATM a0 TO dEPOL («KVTTAPITIONN) dEV glvar cuyvES (Umopel va
emnpedoovy £ng 1 ota 100 dropa)

. O épmng Lowotp (éva €ldog endduvoL eEavOnLaTOC [LE PUOOAIDES) dev gival cuyvag (umopel va
emmpedoet £o¢ 1 ota 100 dropa)

To Otulfi propel va cog kKataotnoetl Aydtepo wavols va katanolepnoete Aotnmcec. Kdmoleg
rodéers Ba pmopodoay va yivouv cofapés kar propet va meptiappévovy AoudEels Tov
TPOKOAOVVTAL 0t 100¢, uoKkNTeS, Pakmpia (cupmeptiapfovopuévng e euuatioong), | Tapdotita,
coumePAapPavoEVEV AOUDOEEDY TIOV Kupimg Tapovctdloviatl o avOpdmovg pe eEacbevnuévo
OVOGOTONTIKO cVOTN IO (EVKAPLoKES AOUDEELS). Evkaiplaré AotudEelg Tov eykepaiov
(eyke@aAitida, unviyyitida), TOV TVELUOVAOV Kol TOL 0@BaAuoD éxovv avagepbel g acbeveic Tov
Aappdvovy Bepameio e OVGTEKIVOVUAUTT).

[péner va mpocéyete yio onueia Aoiuwéng evd ypnowonoteite to Otulfi. Avtd mepiiapufdvovv:
TVPETO, CUUTTOUOTO TOL HOLALOVV UE YPITY), VOKTEPIVES EPLOPADCELS, ATOAELN PAPOVG
aioBnon kémwong N Aayaviacuao, Pyos Tov dev Tepva

Bepud, KOKKIVO déppa oV TOVAEL, 1 Em®OVVO EAVON LA 6TO dépUa e PLGOAIDES
aioOnpo kadoov KaTd TNV oVPN O

dugppota

OTTIKT] OLATAPOYN N ATOAELL OPAOTS

Kepadadyio, ovyevikn dvokapyia, vaichncio 6To PoC, vavtia 1| cOyXLo.

Evnuepdote apécwng tov y1atpd oo Qv TOpATPNCETE OTOOONTOTE ad VT To, onueio AoipwEn..
Avtd pmopel va etvan onpeio Aotpuméemv, 6mwg Aoudéewy Tov Bdpaka, AOUMEEDY TOL dEPHATOG,
épnnrto. {OoTAPa, 1| EVKOIPLOKES AOUMEELS TOL Bo pTOpOovGaY Vo £x0VV GOPOPEG EMTAOKEG,
Evnuepdote tov yotpd cog edv £xete 0molodnmote €100¢ AoiL®ENG TOL dev TEPVA 1| EXAVEPYETOL
cuvey®c. O yatpog oag pumopel va amopacicet 0Tt dev Ba pémel va ypnoomomoete Otulfl péypt va
nepdoet N Aoipmén. Eniong evnuepdote Tov yatpod cog edv £xeTe avoIKTES TANYES 1 TpadpaT, KOBDS
umopel va oAvvOoov.

ATOoQPOLIO®ON dEPRATOS — AVENGT TS EPLOPOTNTOS KOL TNG UTOPOAId MGG TOV OEPUATOS GE
EKTETAPEVT] TEPLOYN TOV CAONATOG EVOEYETAL VO, EIVUL COPTTONATA EPVLOPOSEP KIS YOpiaong 1)
OTOPOMOMTIKNG OEPRATITIONS, 01 0TOiEg gival coPfapéc deppatondOsies. Oa mpémer va
EVILEPAGETE UPEGMS TOV YIUTPO 6OG EAV TOPATNPICETE OTOLOONTOTE 0O AVTE T CNUELC.

Aldeg avemOOUNTES EVEPYELEG:

Yoyvéc avemBounteg evépyerteg (umopel va emmpedoovy ém¢ 1 ota 10 droua):
Aldppota

Noavtio

"Epetoc

AlcOnuo koT®ONC

AtoOnuoa Ladng

ITovoképarog

Dayovpa («kvynopdc»)

[16vog ot péom, Tovg Hog 1 TG apbpdoelg
[Movéroupog

EpvOpdmra kot ©évog oto onueio mov yiverol n Eveon

72



. Aoluwén tov Tapappiviov KOAT®V

Oy ovyvég avemBOUNTES EVEPYELES (UTopet va emnpedcovy €mg 1 ota 100 dtopa):

OdovTiKég AOUMOEELG

KoAmkn pokntiocikn Aoipwmén

Kotabiyn

Ddpayuévn 1 Bovhouévn pot

Awoppayio, HOAOTES, GKAPLVOT|, TPNELLO Kot payovpa eKel OOV yiveTan 1) Eveon.

AicOnuo advvapiog

[Ttdon Pre@apov Kot yoAdpmon LO®OV 6T [io TAEVPE TOV TPOGMITOV (KTAPAAVGT) TPOCMTIKOV

vevpouy 1 «mapdivon Bell»), mov eivar cuvnBoc Tapodikn

o Metafoin oy yopioon pe epulpotnTo Kot VEEG UIKPES, KITPIVES 1 AEVKEG PAVKTOVES, UEPIKEC
(QOPEG GLVOOEVOHEVES A0 TVPETO (PAVKTUVAOONG Ymplaom)

o Amoproimor tov 6£ppatog (AmoPoAid®oT dEPUATOS)

° Ak

Yrdvieg avemBOunTeg evépysieg (umopel va ennpedoovy £wg 1 ota 1.000 dropa)

o EpvOpdtnra kot amo@orlidmon Tov SEPUUTOC GE EKTETOUEVT TTEPLOYT TOV GMOTOC, 1) OTTOi0,
umopel va mapovctdlel eayobpa 1 Tovo (amo@oAildwtikn depuatitida). [Tapdpola copntdpoT
avamTOCOOVTOL OPIGUEVES POPES MG PLGIKT LETAPOAT] GTOV TUTO TOV CUUTTOUATOV TNG
yopioaong (epuBpodepukn yopiacn)

o Ddreypovn LIKPOV aLOQOP®V ayYEi®V, 1) 0TTola. UTopEl Vo, 00N YNGEL o€ depUaTIKO EEAVOMUA pe
LIKPEG KOKKIVES M LOP POVGKAAES, TVPETO N TOVO GTIS apBpdoelg (ayyeuTion)

oAb omavieg avemOounteg gvépyereg (umopel va ennpedoovv éog 1 ota 10.000 dropa)

o Dovokdieg TOV SEPUATOC, O1 OTTOlEG UTOoPEl Vol eivat epLOPES, KVNOUMDOELG KOt ETMOVVEG
(IToppoAvymddeg TEPPTYOEDEG).

o Agppotikdg Akog 1 cHVOPOO TPOGOOIALoV e AVko (epvbpod, Emnpurévo Poldmdeg e&avonua
0€ MEPLOYES TOL OEPUATOC TOV KTIBEVTAL GTOV A0 TBAVOG e TOVOLG GTIS APOPMGELS).

Ava@opd avemBOunTov gvepyaidv

Edv mapatmpnoete kKamowo avemBOUnTn evEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV PUPUOKOTOLO GO,
A1 1oyt Kot Yo kéBe mBovr| avemBounTn evEPYELo TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow Tov efvikod
GUGTNLOTOG OVOQOPAS TOV ovaypapeTor oto [apdptnua V. Méow g avaeopds avembountwoy
EVEPYEIDV Umopelte va. fondNceTe 0T GLALOYT TEPIOCOTEPMV TANPOPOPLOV CYETIKE LLE TNV OCPAAELD
TOL TAPOVTOC PAPLLAKOV.

5. &g vo purdccete To Otulfi

. To pdppoko avtd Tpénet vo pUAAGGETOL GE LEPT TTOL OgV TO PAETOVY Ko dgv TO O&voLY Ta
Toudid.

. dvidooete og yoyeio (2 °C — 8 °C). Mnv katoyyete.

. DuAdoceTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PMG.

. E@ocov aratteital, pepovopéves mpoyspiopéves ocvptyyeg Otulfi pmopovv eniong va

evLacocovtal o€ Oepuokpocio dopatiov émg 30 °C yio pia HEYIOTN LEUOVOUEVT TTEPI0DO £MC
30 Nuépec, 6TO OPYIKO KOLTI TPOKEUEVOD VO, TPOGTOTEVOVTAL OO TO Pw¢. Kataypdyte tnv
NUEPOUNVIC KATA TNV 0010l 1] TPOYEMGUEVT GUPLYYa. BYNKE amd TO YUYELD Yio TPMTN GOpd Kot
TNV NUEPOUNVID, ATOPPIYNC GTOVE YDPOVE TOL TAPEXOVTUL 6TO eE®TEPIKO KoLTL. H nuepounvia
amoOppIYNG 0ev TPEMEL va vITepPaivel TNV apytkn nuepounvia MENG mov gival Tvmouévn 610
Kovti. Ao T ottypn| mov pia cvpryya €xet amobnkevdel og Beppokpacio dopatiov (€wg 30 °C),
dev Ba mpémel va emavatonobeteitan 6to Yuyeio. Amoppiyte T cOpLyyd eGv dev €xel
ypnooroindei evrog 30 nuepmv omd v amobrkevon og Bepprokpacio dOUOTIOL 7| EmG TNV
apykn nuepounvio Anéng, 6mo1o eival vopitepa.

. Mnyv avokwveite Tig Tpoyepouéveg ouptyyeg tov Otulfi. [Tapatetapévn duvot avakivnon
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umopet va tpokaréoet {nUd 6To QAPLLOKO.

Na pn gpnoponoreite avtod 170 PAppoKo:

. Metd v nuepopunvio AENC TOL AVAQEPETAL GTNV EMGTLOVGT] KOl GTO KOVTL LETE TNV
«AHEH». H nuepopmvio Anéng eivor n tedevtaio nUéEPA TOV UNVOL TTOL OVOPEPETAL EKEL.

. Edv to vyp6 elvan amoypopaticpévo, BoAo 1 av gival opatd diia EEva copOTIOWN TO 0Toin
alwpovvtal péca o€ anto (PA. mapdypapo 6 «Eupedvion tov Otulfi kot mepieydueva tng
GLGKELOAGIOGY).

. Edv yvmpilete, 1 vouilete 6t1 pmopet va. £xel extebei og akpaieg Oepuokpacies (Onmg va £xet
katd AdBog katoyovydei 1 OepuavOet).

. Edv to mpoidv éxel avakivndei duvartd.

To Otulfi eivan pog ypnoemg udvo. I[poidv mov dev Exel ypnoponombel kot Topouével 6tn cHptyya
npénel va anoppinterol. Mnv netdte @ApROK 6TO VEPD NG OTOYETEVONG 1] OTA OLKIOKA OTOPPILLLLATAL.
Potote TOV QOPHOKOTOL0 GOG Y10 TO TAOG VO TETAEETE TO PAPLLOKO TTOV JEV YPNCLUOTOLEITE Tt AVTA
ta pétpa Ba fondncovy oty Tpoctacio tov TePPaAiovTog.

6. Mepreydpeva TNG 6VOKELOUGLOG KO LOUTEG TANPOPOPIES

T epréyer to Otulfi

. H dpaoctikn ovoia glvar 1 ovatekvovpdunn. Kabe mpoyepicpévn oopryya mepiéyet 45 mg
ovoteKvovpaunng o€ 0,5 ml.
o Ta dAAa cvotatikd givar  L-16118ivn, 10 moAvcsopPikod 80 (E 433), n caxyapoln, to vVdwp yio

EVEGILO, KO TO VIPOYA®PLKO 0EL (Yia pOOen tov pH).

Epg@évion tov Otulfi kon mepreydpeva g cvokevaciog

To Otulfi eivan dtowyéc, dypopo mg eAaPp®S Kapé-KiTptvo evésiuo didivpa. Atotifetor o yapTivo
Kouti Tov ePLEyet 1 epdmal d6on og yvdiwvn poyepicuévn ovpryya tov 1 ml. Kébe mpoyepuopévn
ovpryya mepiéyel 45 mg ovotekivoopdunng o€ 0,5 ml evéoipov StoddpoTos.

Karoyog Adcrog Kvkhogopiaog
Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe
I'eppovia

MopookevacTi|g

Fresenius Kabi Austria GmbH
Hafnerstralle 36

8055 Graz Avotpia

To wapov pOALO 00N YOV Yp1ioNS avaOe®P1ONKE Y0 TEAEVTAIO POPE GTIS

Agntopepeic TANPoopieg Yo TO pAPROKO aVTO givar dtaféciuec 610 d1KTLOKS TOTO Tov Evpmmaikod
Opyaviouov @apupdkwov: https:/ www.ema.europa.eu/.
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Odnyieg yopnynong

Yy évapén g Bepaneiag, o emayyeipatiog vyeiag Oa cag fondnoet pe v TpMTN GOg £veon.
Q61660, £0€IG KOl 0 YIOTPOG GOG LTOPEL VO ATOPACIGETE OTL UTOPEITE VO KAVETE Ol 10101 TNV £VEGT] TOV
Otulfi otov eavtd cag. Av copPel avtd, Ba exmaidevteite yio Tov TPOTO OV YIVETOL 1] EVECT] TOVL
Otulfi. MiAnote pe ToV Y10TpO COG OV EXETE OTOIECONTOTE UMOPIEG CYETIKA LLE TN XOPYNON TNG EVEONC
OTOV €00TO 60G. L€ TALdLd NAkiag 6 ETMV Kot Ave, cuvioTdTot 1) Yopnynon tov Otulfi va yiveton amd
évay emoyyeApatio vyeiog ) Evay POvVTIeTH LETA amd KATdAANAN exmtaidevon.

Mnyv avapuryvoete to Otulfi pe dGAla vypd yio Eveon

Mnyv avokwveite Tig Tpoyepopéveg oupryyeg tov Otulfi. O Adyog givar 0TL 1 duvaTn avakivnon
umopet va tpokarécet {npid 6to eappoko. Mn ¥pNGILOTOMGETE TO PAPUAKO €6V £XEL
avakwvnOel dSvvard.

H Ewova 1 deiyvel mig givar | Tpoyepicuévn copiyyo.

1.

AykioTpa
. EvepyoTTOino
EuBoAo by . ng’ Twua MapaBupo KaAuppa
TTPOCTATEUTIKOU . .
|3€)\<'in]€ TTapakoAoudnong BeAdvng
— %
> | B )— (Al
— % !
Kegpahn euBoAou MrepOyia ETikéta BeAovn

TTPOCTATEUTIKOU
BeAdvng
Ewova 1

ELéyETe TOV 0p1ON6 TOV TPOYEPIOCREVOV GUPLYYOV KOl TPOETOLRUAGTE TO, VALKA:

[Ipogtoipacia yio T ¥pNon TG TPOYEUIGUEVIS GUPLYYOG

Bydite tv(Tig) mpoyeopévn(eg) ovupryyo(ec) amod to Wyoyeio. AQNOTE TNV TPOYELGUET
ovpLyYa vo PeveL EKTOG KOVTLOV Y1a TEPITOV (ot dpa. Avtd Ba emTpéyel 6To VYPO Vo PTACEL
o€ o evydpiom Bepuoxpacio yio v éveon (Beppokpacio teptpdiiovtog). Mnv agatpeite 10
KéAvppo TG BEAOVIG TG GUPLYYOS EVOD TNV OPNVETE VO PTAcEL g Beppokpacio Teptfoiiovoc.
Kpatnote v apoygicuévn cuptyya oo T0 GO TNG GUPLYYAG UE TNV KOALUUEVN PEAOVI va
Oelyvel TPOG oL TAV®

Mnv Vv KpatfoETE AmO TNV KEPAAT TOV gUPOAOL, TO EUPOAO, TO TTEPVYLO TPOCTOGIONG TNG
Belovng 1 to KGAvpua tng feAoVNg

Mnv tpapnéete Tpog o micw 10 EUPOAO GE OTOLONTOTE GTLYUN

Mnv apapécete 10 KOAvppa TNG PEAOVNG OO TNV TPOYELUGUEVT VLYY, LEYPL Vo Gag d0Bel 1
odnyia vo, To KAVETE

Mnv akovUTATE TO AYKIGTPO EVEPYOTOINGNG TPOSTATEVTIKOD PEAOVTG (VTOJEIKVVDOVTOL OO
aotepiokovg * omnv Ewova 1) dote vo amo@hyete v Tpowpn kdAvym g PeAdvng pe 10
KéAvppo BEAOVTG.

Mn XpNOCULOTOCETE TNV TPOYEUICLEVT] GUPLYYQ OV GOG TEGEL GE GKANPT EMLPAVELD.

EAéyEre v(Tig) mpoyemopévn(eg) ovpryyo(es) dote va Peforwbeite ot

0 0p1OUOG TOV TPOYEUIGUEVOV CLUPLYYDOV KO 1 TEPLEKTIKOTNTA VAL CMOTN

o Edv n 060m cag eivan 45 mg Oa whpete pio mpoyepucuévn copryyo Otulfi tov 45 mg

o Edv 1 8601 cog etvar 90 mg Ba ndpete 600 mpoyepopéveg oupryyeg Otulfi tov 45 mg kot
Ba ypelaotel va kbvete 6Tov €aVTO oag dVo evécels. Emiéste 600 dapopeticéc Baelg
Y10 AVTEC TIG EVESELS (Y. ol Evesn 6To 0eE10 UNpo KoL TNV GAAT €VEGT GTOV APLGTEPD
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UNnpo) Kol KAVETE TIG EVEGELS TN M0 AUESMG LETA TNV GAAN.
TPOKELTUL Y10 TO COGTO PAPLAKO
dev €yel mepAoeL N nuepounvia AnENG Tov
N TPOYEUOUEVT GOPLYYQ DEV EIVOL KOTECTPOUUEVT|
TO SIIAVO GTNV TPOYEUIGHEVT] GUPLYYO EIvaL S1OVYEG KOl AYPOUO £0C EAUPPAOC KOPE-KITPIVO
TO SIAVHO GTNV TPOYEUIGLEVT] GUPLYYO OEV ElvaL OTOYPMUATIGUEVO 1 BOAO Kat dev TEPLEyEL
omoladnmote EEva cmUOTION
o TO SIIAVULO GTNV TPOYEUIGUEVT] GUPLYYO. OEV EIVOL TAYDUEVO.
2UYKEVTPOOTE OAL 000 Bo YPELOCTEITE KOl OTAMOTE TO G€ Lo Kabap1| ETpaveld. Xe avTd
TEPIAAUPAVOVTOL AVTIONTITIKG LOVTIAGKLO, £va KOUUATL Bapfakt 1] yala kot £vog TEPIEKTNG LU POV
OVTIKEUEVAV.

2. Emi£Ete kol mpogToipdote T 0£0m TG Eveong:

EméEre tn 0éom éveong (PAéne Ewdva 2)

o To Otulfi yopnyeiton pe €veon katw amd v emdeppida (vToddpia)

. Koléc meployég yia tnv éveon givar o dvo unpog 1 yopw amd Ty Kotd (KotAlokn xopa),
TOVAQYIOTOV 5 cm HoKPLd Ao TOV OUPAAS (AparO)

o Edwv gtvor duvato, punv xpnollonooete TEPLOYEG TNG EMOEPUISAG TOV TOPOLGLALOLY G UASIOL
yopioong

o Edv mpdkertan va cag fondnoet kdmolog, Kavovtag cog tnv &veon, tote owtdg 1 avtn B

umopovoe va emhéEel mg BEom Yo TV £veon To dvm pEPOG Tov Ppayiova

YN

¥,_\
L/’ﬂ

Ewova 2: O1 meproy£s e YKpL xp®dUO GUVIGTAOVTOL O TEPLOYES Y10 TV EVEDT).

N

[Ipogtoudote tn 0om €veong

o [TAdvete ta yépla oag TOAD KaAd e camovvi kKot (E0TO VEPO.
o KoabBapiote to déppa otn BEom Eveong pe £va avVTIONATIKO LOVTIAAKL
. My ayyi&ete v meproyn avt E0VA TPV KAVETE TNV £VECT)

Agarpéote To KGAvppa s Berovng (BA. Ewcova 3):

. To kdAvppa g PeAdvng dev Tpémel va apalpeitor péypt va elote £Tolpol va kévete Tnv éveon
g 86ong

. IIapte Vv mpoyeiopévn cOpLyya, KPOTHOTE TO GO TNG CVPLYYAS LE TO £V XEPL

o Tpapnére to kdhvppa g BeAOVNG He pia Kivnon mtpog ta €@ Ko tetaéte T0. Mnyv ayyilete 0

£uPoAo evd 10 KAveETE VTO
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Ewova 3

Mmropei va, TapatnpioeTe pio UoAAIdD aEpa GTNV TPOYEUIGUEVT] GUPLYYO 1] o oTaydve vYPoD
otV axpn ¢ Perdvne. Kot ta 600 avtd eivor puotodoyikd Kot dev ypetdletor va, apatpefovy
Mnv ayyiEete ™ Beldva Kot punv TV QNGETE VO OKOVUTNGEL G Koo emupdveia

Mn XPNOUOTONGETE TNV TPOYEUICUEVT] GVPLYYQ OV GOC TEGEL YOPIC TO KAALUUA TNG BELOVC
o Béom tov. Av cvpPel awtd, TOPUKUAEISTE OTMG EMKOIVOVIGETE LE TOV Y1ATPO 1] TOV
QOPUOKOTOLO COLC.

Kdévte éveon pe ) 060m apov apalpésete 10 KGAvppo e PeAdvige.

Kévte éveon pe ) d6on:

Kpatnote v mpoyepiopévn cupryya e To £va x€pL ovapIESH 6TO PLEGO KOt TO OgikTn Kot
TOM00ETAGTE TOV AVTIXEPA TNV KOPLEN TN KEPAANG TOV EUPOAOD KoL YPTGLULOTOGTE TO GALO
YEPL Y10 VO TOUTACETE AmaAd TNV KaOapIoHEVT] EMSEPUION AVALLEGO GTOV OVTIYXELPA KOl TO
oglktn coc. Mnv  opliyyete dvvatd

Mnv tpapnéete Tpog to Tiow 10 EUPOAO GE OTOLUONTOTE GTLYUN

Me pio povadikn kot ypryopn kivinon, eicdyete ) felova péoa 6to déppa 6co Pabid pmopet
va umet (PA. Ewkova 4)

Ewoéva 4

Kdavte v éveon pe 6ho 1o dpuaxo mElovrag o EpPoro uéypt va Ppedel  ke@oAn Tov
euPporov tereimg avdpesa ota TTEPHYLX TPOSTOTELTIKOV TNG PeAdvng (PA. Ewkova 5)
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Mreplyia
TTPOCTATEUTIKOU
BeAdvng

Ewova 5

Otav to éuPoro €xel meotel 1060 660 PTOPEL VO TPOYWPNGEL, CLVEYIOTE VO OI0KELTE TTEDT) GTNV
KeQAAN Tov guPorov, Pydite T Peddva kot aprote to dépua (PA. Ewova 6)

Ewova 6

Bydite apyd tov avtiyelpd cog amd v KEQaAN Tov eUPOAOV MOTE VO APNOETE TNV GOELN
ovpryya vo KivnOel mpog ta Tavm, péxpt va kaAveel OAn 1 feAdVN amd TO TPOSTATELTIKO TG
Bedovng, 0nmg paivetal oty Ewkova, 7:

Ewova 7
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Metd v éveon:

[Méote éva avTionmTikd PHovTIAAKL TAve amd T 0Eom g Eveong Yo Alya devtepOAETTO LETE
mv éveon

Mmnopel va vdpéet pikpn TocoOTNTA aioTtog 1 vYPoL o1 BEom g Eveong. Avtd eival
(UGLOAO0YIKO.

Mrnopeite va miéoete Eva kopudtt BouBaxt 1 pio yala méve and t 0€om g éveong Kal vo To
Kkpotnoete yio 10 devteporenta

Mnv tpifete to déppa otn BEom g Eveonc. Mmopeite va kaAdyete T BEom g Eveong e Eva
KPS 0VTOKOAANTO EMIdEGO, OV VOl ATapOiTNTO.

Amoppryn:

O1 xpNOUOTOMUEVES GUPLYYES TPETEL VO, TOTOOETOVVTAL GE VOV avOEKTIKO GTO TPLT LT
TEPLEKTN, OTTMOC Evay TEPIEKTN Yo aryunpd avtikeipeva (BA. Euwova 8). IToté unv
ypnoomoncete Eava v 010, cOPLyya, Yol T O1KT GOG AGPAAELD KOl VYEIN KoL Yo, TV
ACQUAELN TOV AAA®V. ATOPPIYTE TOVG TEPLEKTEG Y10 OLYUNPE AVTIKEILEVO COUQ®VO LE TIG KOTA
TOTMOVG 16YVOVOEG GYETIKEG O10TAEELS

Ta avtionntikd emBépato Kot dALo vIoAeippato Propovv va amopplpfodv 6Ta amoppippatd
cOG.

BIOAOIKOZ
KINAYNOZ

Ewova 8
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@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

Otulfi 90 mg gvéorpo d1divpo o Tpoyspuiopévi) cOpLyya
OVGTEKIVOLLLAUTN

V To @apuako ovtd TeELEl VIO CLUTANPOUATIKN TOPAKOAOVONGT. AVt Bo emTPEYEL TO Yp1YOPO
TPOGOLOPIoUO VEDV TANPOPOPLDY acPireloc. Mropeite va fondnoete pécm ¢ avopopdc Tmbavov
AVETBOUNTOV EVEPYEIDY TOL EVOEXOUEVMG TTopoLGLaleTe. BA. T€Aog TG mapaypdeov 4 yio Tov TPOTOo
avapopdg avemBOUNTOV EvePYELDV.

A doTte TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VA Y P CLUOTOLEITE AVTO
T0 PAPNOKO, OLOTL TEPLAAUPAVEL CNUAVTIKESG TANPOPOPIES YU GUG.

AvTO TO QUALO 0ONYLAOV EYEL YPUPTEL Y10. TO TPOS®TO OV Aapfdver To pdppaxo. Edv giote 0
yovéag 1| @povTioTi| 0 omoiog Oa dmasl Otulfi o€ éva mandi, TapaxareicTe vo SwofdoeTe
TPOGEKTIKA OVTEG TIS TAMPOPOPIES.

- duvrdaEre avtd TO POALO 03N YLDV YpIomG. Tows ypeaotel va To dofdcete Eava.

- Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO 1 TOV QAPLOKOTOLO GOG.

- H cvvtayn yio ovtd 10 ¢approko xopnyndnke amokAeloTiKd yio oag. Agv TPEMEL VO SDGETE TO
QAapraKo 6€ AAAOVE. Mmopel va Tovg TPoKaAEGEL PAAPT, AKOUO KoL OTOV TO, GUUTTOUATO TNG
acBéveldc Toug etvor 101 pe Ta Skl cag.

- Edv mopoatmpnoete Kamolo avemOOunT evEPYELN, EVIILEPDOTE TOV YLOTPO 1) TOV POPUOKOTOLO
00G. AT 1oyvet Kot Yo kKaOe mhovy avemBOUNTN eVEPYELN TOV dEV OVAPEPETOL GTO TAPOV
@OALO oMYV Ypriong. BAEme mapdypago 4.

T epréyeL 1o TapoOv GUAAO 00NYLOV:

T givon To Otulfi ko mota eivar ) xpnom tov

T mpémer va yvopilete mpv ypnoyomomicete to Otulfi
[og va ypnowomomaete to Otulfi

[MBavég avemBounteg evépyeteg

g va purdooete to Otulfi

[epreydpeva tng cvokevaciog Kot AOUTEC TANPOPOPIES

kR =

1. T givon To Otulfi kon mowa givan N yp1jon Tov

T givan o Otulfi

To Otulfi mepiéyet T SPAGTIKY OVLGIN KOVGTEKIVOVUAUTT, EVO LOVOKAMVIKO avticopa. Ta
LOVOKAMVIKA aVTICOUATO EIVOL TPOTEIVEG TTOL avayV®PILovy Kot GUVIEOVTOL EIOIKE, LLE OPIGUEVEG
TPAOTEIVES GTOV OPYAVICUO.

To Otulfi aviketl og pia opddo eapudk®v Tov OVORALOVTOL KAVOGOKATAGTUATIKE. AVTE Ta PAPLLOKAL
dpovv e&achevavtog LEPOG TOV AVOGOTOMNTIKOD GUGTILOTOG.

owa givar n ypRion Tov Otulfi
To Otulfi yproytomoieitat yio TNV AVIILETOTION TOV AKOAOVO®Y PAEYLOVOIDV VOGOV:

. Yopiaon koTd TAAKOS - 6€ EVAAIKESG KOl TTondld NAtKiag 6 €TV Kol ve
. Yoplacikn apbpitida - 6 eviAkeg
. Mérpra éo¢ soPapn vococ tov Crohn - 6g evijAikeg

Yopioon Kotd TAdKOg
H yopiaon katd midikog eivor pio deppotikn mabnon n omoia Tpokaiel pAeypov mov ennpedlel To
déppa ko To voya. To Otulfi Ba peidoet T heypovi Ko dAka onueio tg acBévetog.

To Otulfi ypnoyonoteitar o€ evitikeg pe pétplo Emg cofapn yopioaon Katd TAAKAC, TOV 08V UTOPOLV
VoL {PTOLOTOGOVY KUKAOGTOopivn, pebotpesdtn 1 potobepaneio, 1| o€ TEPIMTOOT TOV AVTEG OL
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Oepameieg dev lyav amotéleopa.

To Otulfi ypnoyomoteitan o mod1d ko epriPovg nAtkiog 6 IOV Kol Ave PE HETPLL £MG GoPapn|
yoplaon Katd TAaKag, To omoia dgv uropov va avexBovv tn potobepomeio 1] AAAEC GUGTNUOATIKES
Oepameieg 1 6tav o1 Bepameieg AVTEG deV L0V OMOTEAEGLLAL.

Yopracwi) apbpitioa

H yoplacikn apbpitida ivar pio pAeypovmodng vocog tawv apbpdcewmy, mov cuvifmg GuVodevETAL OO
yopiaon. Eav éxete evepyn voplacikr apbpitida 0o cag do0ovv mpmta dAlo edpuaxo. Edv dev
avTomokpOeite apKeTd KOAG 6€ aVTA TO PApuoKa, propel va oag dobei To Otulfi dote va:

. Mewwoet To onUEin Kot To GUUTTMOLOTO, TS VOCOL GOC.

° Beltidhoel T 6OUOTIKY GOC AELTOVPYIKOTNTA.

. EmBpadivel tn PAaPN oTig apbpmdaoelc cog.

Noéoog Tov Crohn

H vbéoog tov Crohn givon o pAeypovadng vocog tov evtépov. Edv éxete voso tov Crohn, Oa cog
60000V TpdTa dAAa eappaka. Eqv dev avtamoxpifeite apketd Kodd 1 edv £xete dvocaveéio og avtd Ta
eappaka, uropet va cog 600ei Otulfi yio ™ peimon T@v onueiov Kot GUUTTOUATOV TG VOGOL GUC.

2. Tvpémer va yvopilete nprv ypnoipomomjcere to Otulfi

Mnyv ypnoipomonoete To Otulfi

. Y& TEPITTMON OAAEPYIOG GTNV OVGTEKIVOVUANTT 1) GE OTOLOONTOTE AALO OTTO TO, GLGTUTIK
OVTOV TOV PAPUAKOL (avapEPOVTOL GTNV Tapdypapo 6).
o Eév &yete evepyn Loipwén mov o y1atpdc 60, TOTEVEL OTL EIVOL OTLLOVTIKT.

Edwv dev elote oiyovpotl av 1oy0EL OTO0INTOTE OO TO TAPATAV® Y1 EGGG, LMANOTE LE TOV Y1 TPO M
TOV (UPLOKOTOL0 GOg TPV ypnoipomomcete to Otulfi.

Mpocdomouoeis Ko TPOPVAGEELG

AmevBuvbeite oTov YioTpo N TOV PaproKoTold cog Tpty yxpnotponomoete to Otulfi. O yuotpdg cag Oa
eréy&el mOco KaAd giote mpv omd kabe Bepameio. Befarmbeite 0T1 evnuepdcate TOV YI0TPO GOG Y10
omoladnmote acbéveln Tapovoialete mpv amod kdbe Oepamneia. Eniong evnuepmaote tov yatpd cag edv
éxete épbel TpOGQATA GE ETAPT| [LE OTOLOONTOTE ATOUO OV Umopel va Exel pupatioon. O yiotpog cog
0o cag e€etdoet Yo pupatioon kot B Tpaypatomomoet pio eEETaom Yo va OeL AV EXETE PLUUATIOOT)
npw mapete to Otulfi. Eqv o yrotpdg cog motedel 0Tt dStaTpéyete Kivouvo euUaTioong, LTopEel vo oag
yopnynOet Bepameia yio TV OVIHETOTION TNG.

MpocéEte Yo coPfapéc avemBOunTEg evépysreg

To Otulfi pnopei va Tpokarécel coPapég avemBOunTeg eVEPYEIEG, CUUTEPIAAUPAVOUEVOV OALEPYIKMOV
avTiopdcemv Kot Aotudéewv. Ipénel va mpocéyete Yo oplopuéva onpeio 1] CLUTTORATO AGHEVELNG EVD
naipvete to Otulfi. BAéne «Zofoapéc avemBounteg evépyeley oty Topaypaeo 4 yio, TANPT KATdAoyo

QVTAOV TOV OVETIBOUNTOV EVEPYELDV.

pw ypnoypononjoere to Otulfi evnpepmoTe TOV Y10TPO GOG:

. Edv giyate moté alrepykn avridopaon 6ty oveteKivovpapm). Potiote tov yotpd cag av
oev giote PEParot.

. Eav giyote moT 0m0o10voNmoTE TOTO KOPKIVOL — ETEIDN TA AVOCOKATAGTOATIKG, 0Tt To Otulfi
e€acBevodv PEPog ToV VOCOTOMTIKOD GLGTHHATOS. AVTO UTOPEl va awENoEeL Tov Kivovvo Yo
Kapkivo.

. Eav éxete Maper Oepaneia yio Tnv yopioon pe dhla roroyikd dppoxa (éva @appako wov

mapayeton amé pio ovoia froloyikig mpoéievong Kot ovvi|0ms yopnyeitan pe éveon) — o
kivduvog ya kapkivo pmopel va givar vymiodtepoc.

o Eav éyete q giyote apoc@ata Loipmen.

o Eav éyete véeg M petafailopeveg prapfeg péca otic Teployég TOL TAGYOLY Ao YmPiooT 1) 6TO
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QLGLOAOYIKO SEPLLOL.

. Eav giyate moté ailepyucn avridpacn oty éveon tov Otulfi — BAéne «Ilpocélte yio
coPapég avemBOuNTeg EVEPYEIED) OTNV TAPAYPAPO 4 Y1 To onpeia piog aAAEPYIKNG
avtidpaong.

. Edv maipvete kémowa aiin Ogpaneio yio v yopiocn Kov/nq Ty yopLoctkn apdpitidn —

OGS KATO10 GALO VOCOKATACTOATIKO 1 emTobepameia (6Tav TO cOO Gog VTOPAAAETAL G
Oepaneio pe va gidog vrepindove (UV) emtog). Avtég o1 Ogpomeieg umopoldv emiong va
e€aobeviicovy HEPOC TOL BVOGOTOUNTIKOL GO cvuaThatoc. H tautdypovn ypron avtdv tov
Oepaneimv pe to Otulfi dev £yl pedetnBel. Qotoco givar TBavo va avénoet Ty mbavotnta
acOevelmv mov oyetilovtal pe 0c0evVEGTEPO BVOGOTONTIKO GUGTN L.

. Eév Aappavere | Mdfate oto mapehBov evéseig yia T Ogpaneia arrhepyrodv — dev givar
yvooto gbv to Otulfi umopei va tig ennpedost.
. Edv n nlkio oog givar dve Tov 65 etdv — uropei va givar wo mbavo va ndbete Aotudéeis.

Edv dev glote olyovpot av 1oy0el 0mo100MTOTE 0o TOL TAPATAVE® Y10 EGAC, LUATGTE LLE TOV YOTPO N
TOV QOPUOKOTTOL0 GOG TPV ¥pnoipomomaoete to Otulfi.

Opropévor aoBevelg mapovoiocav avtidpdoels Tposopoldlovosg pe Ako, cupmeptiapfavorévon
SEPLOTIKOD ADKOV 1] GLVIPOUOV TPOGOUOIALOVTOG e AVKO KaTd T didpKeln TG Depomeiog pe
ovoTeKIvoLpauT. Evnuepmaote apéomg Tov yotpd cog eav eppavicete Eva epudpo, emnpuévo,
POMOMOES eEAVON LA LEPIKEG POPEG LLE TTLO GKOVPO TEPTYPALLLN, GE TEPLOYEG TOV OEPLATOG TTOV
extifevtal otov A0 N e TOVOLS OTIS apBpdGELC.

Kaopowaxn mpocsfoin kon ayyelokd eyke@oikd ene1coota

Kopdioxn mpocsPoin Kot ayyelokd eyKEPAAIKA enelcodio Exovv mapatnpndel o pio perétn oe
acBeveic pe yopioon wov Ehapav Oepaneio pe ovotektvovudumn. O yaTpoc oag o eEAEYYEL TAKTIKG
TOVG TTOPAYOVTEG KIVODVOL GOG Yol KOPOLOKT VOGO KOl OYYELOKO EYKEPUALKO ETELGOOI0 TPOKELLEVOL VL
Sto@oAilet 0Tt avtipetonifovrol KaTAAANAL. Avalnmote apéons tpikt| fonbela edv mopovclicete
oévo oto othbog, advvapio 1§ U PLGIOAOYIKY aicOnom ot pio TAgLPE TOV COUATOS GOC, TaPdALON
TPOCHOTOL, 1| AVOUUMES GTOV AOYO 1 TNV OpOoT).

Mowora xon Egnpor

To Otulfi 6ev cuvioTdton yio ypfon o€ Toudld KAT® TV 6 ETOV e YOPIlaon 1 Yo YP1OT O TALdLd
Kéto Tov 18 e1dv pe yopraoikni apbpitida 1) voco tov Crohn dev éxel peketnBel oe owtr| TNV NAKLOKNY
opdoa.

Aldro pappoxa, epfoire kon Otulfi
Evnuepdote tov yiotpd 1 Tov popuokomold cog:

. Ed&v maipvete, éxete mpdopata mapel | umopel va mwhpete GAAC QOPLLOKOL.

. Edv kdvate mpoécpata 1 Tpokeitan vo Kavete euPorto. Opiouévol tomot epPoriov (epporto
{OVI®OV IKPOOPYOVIGU®MY) OV TPETEL VO YOPTYOVVTOL EVG Ypnoipomoteite To Otulfi.

. Edv AdBate Otulfi evoow oaotay £YKLOC, EVIUEPDGTE TOV Y1UTPO TOL HMOPOD GO CYETIKA LE

1 Ogpaneia cog pe to Otulfi Tpv To pePd cag AaPetl omorodnTote gpPforo,
ovumeptlappavouévev tov (dvtov epfolMav, dnwg sivat to eufoito BCG (mov
YPTOLOTOLELTAL Y10 TNV TPOANYT TNG Pupatioong). Ta {dvia eufoiia dev cuVIGTOVTOL Yo TO
LOPO GOG KOTA TOVG TPMTOVS EEL uNveg PHetd t yévvnon eav AdPate Otulfi katd tn didpreia
NG EYKLUOGVVIG, EKTOG EAV O YITPOC TOL LUOPOV GOG GVOTNOEL KATL SIOLPOPETIKO.

Kinon ko Onhaopog

. Edwv giote éyxvoc, vopilete 6T pmopel va elote £ykvog 1 oxedlalete Vo, AmoKTNGETE TOLdI,
{ntote TN GUUPOVAN TOL YTPOL GOG TPV TAPETE AVTO TO PAPUAKO.

o Agv &yl mapotnpn el vYNAOTEPOS KIVOLVOG YEVETIKOV OVOUOAM®Y GE LOPA TOL EKTEOKAY

EVOOUNTPLO GTIV OVGTEKIVOVUAUTT]. 26TOCO, VIGPYEL TEPIOPICUEV EUTELPIO, UE TNV
OVGTEKIVOVUAUTT GE £YKVES Yuvaikes. Emopévac, etvan mpotidtepo vo amopedyetat 1 xpnon
tov Otulfi oty gyxvpocivn.

. Edv giote yovaika og avamopaymyikn nAkio, GUVIGTATAL VO OTOQUYETE VO LEIVETE £YKVOG Kot
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TPEMEL VOL YPTCLUOTOLEITE OMOTELEGUOTIKT AVTIGOAAN YT EvOo® ypnoiponoteite to Otulfi Ko yio
TovAdyotov 15 gfdopddec petd v tedevtaia Bepancio pe Otulfi.

. H ovotexvoopdumn unopet va tepdoetl LEGO Amd TOV TAAKOUVTO Kol VO TAGEL GTO QyEVVNTO
pwpod. Eav Adfate Otulfi kotd t dtdpkela TG EYKVUOGUVIG GOG, TO LOPO GOG UTOPEL Vol
SloTpEYEL LEYOAVTEPO KIVOLVO Yo TNV EUPAvion Aoipnméng.

. Eivai onuovtikd va evpuepdoete Toug Yiotpohs Tov Lmpol oag Kot TOVG GAAOVG ETOYYEAIOTIES
vyeioag €bv AdPate Otulfi KoTd ™ StdpKELR TNEC EYKVUOCHVNE GOC, TPV TO HOPO AdPel
omotodnmote euPorto. Ta {dvta euPoria 6mmg sivar to eufoito BCG (mov ypnoiponotgiton yia
TNV TPOANYT] TNG PLHOTIOONC) OEV GUVIGTMOVTOL Y10, TO HOPO GOG KOTA TOVG TPAOTOVS £E1 PNVEG
uetd tn yévvnon eav AaPate Otulfi katd tn didpKela TG EYKLUOGVVNG, EKTOG EAV O YIOTPOC TOV
U®OPOD GO CLGTNHGEL KOTL SLUPOPETIKO.

. H ovotekivoopdunn umopei va mepdcoel 6To untpikd Yo 6€ moAd WKPEG TOGOTNTEG.
Evnuepaote tov yuotpd cog edv nralete 1 oxedialete va OnAdoete. Eoeig kot o yrotpdg cog
O mpémel va amopacicete av Ba mpénel va OnAdoete M av Ba ypnoponomcete to Otulfi — pnv
KAVETE Kot To VO TOVTOYPOVOL.

Odnynon Ko (EPLoROS PNYEVNRATOV
To Otulfi dev &xel kapia N €€l aGNUAVTT EXIOPOCT) GTIV IKAVOTNTO 001 YOG KL EPLIOUOD

unyovnpaToy.

3. Iag vo ypnoponomoeete To Otulfi

To Otulfi evdeixvotan yuo xpnon vo v kabodrynon kot v eniPreyn yloTpov pe umelpia 6TV
OVTILETOTION TOV KOTAGTAGEWDV Yia TIg 0noieg Tpoopiletar to Otulfi.

[Tédvtote va ypNOYLOTOLEITE TO PAPLOKO AVTO AVCTNPE COUPMOVA LE TIG 0dMYiES TOL YraTpov cag. Edv
éxete ap@iBoliiec, pmtNoTe TOV Y1Tpd cag. MIANGTE LE TOV YI0TPO GOG GYETIKA L TO TOTE Bl KAVETE
TIG EVEGELG GOG KO Y10, TO pAVTEROV TapaKoAoVONGNC TNE TopEing GOC.

IMéoo Otulfi mpémer va yopnyeitan
O ywatpog oag Ba anopacicel toco Otulfi ypeidletor va Aapete kot yio 1060 SIUGTNUA.

Evijlikeg nhkiog 18 etaov 1 ave
Yopiocon 1 Yopracwki) ApBpitida

. H ocvvietdpevn apykn| d6on eivar 45 mg Otulfi. Ot acBeveig mov Luyilovv mepiocoTepa amod
100 ymdypappa (kg) pwmopel va Eekvioovv pe po d6om t@v 90 mg avti yio 45 mg.
o Metd v apyikn 06om, Oa mdpete TV enduevn d0o1 o€ 4 gfdonades Kot PETH KAOE

12 gfdopdodec. Or emaxodlovbec docelg eivar cuvnBmg 1d1eg Le TV apyikr| doom).

No6cog tov Crohn

. 2 ddpkewa g Bepamneiag, n Tpdn d60N TEpimov 6 mg/kg Otulfi Ba yopnynOel amd Tov
YTpo Gog 6TAYONV o€ o AERa Tov Bpayiova cag (evooeAéPia Eyyvon). Metd ) d06om
évapéng, Ba AdPete v enduevn door Otulfi v 90 mg petd and 8 efdopddeg Kot 6t
ocuvéyeln kKaOe 12 gfdopdioeg nécm veong KAT® amd 10 €PN («VTOS0PIMC»).

. e opiopévoug acBevels, petd v TpmTn éveon kdto and to dépua, ta 90 mg Otulfi pmwopel va,
yopnynBovv kdbe 8 gfdoundadec. O yatpog cag Oa anopacicel mote O npémel va AaPete tnv
emouEVN dOGN CaC.

Moword ko £pnpor nikiog 6 ETOV 1] Gve

Yopiaon

o O y1atpdg o vToroyicel TV KATAAANAN 360N Yo £64G, GUUTEPILAUPAVOUEVG TG TTOGOTNTAG
(6ykov) Tov Otulfi mov Oa wpémel va evebel yia vo ddcel T cwath 66on. H cwot d6on i
€0dg e&optdral and T0 COUATIKO Gag BAPOG KATA TN YOpNYNoN TG EKAGTOTE 0OGNC.

o Edv Quyilete Aydtepo amod 60 kg, dev vmapyel 6060 0y1kN popoen yio to Otulfi yuo modid pe
copatikd Bapoc katm tov 60 kg, emopévmg mpénetl va xpnoiomotovval GAAA TpoidvTa
OVLGTEKIVOVULAUTNG.

83



. Edv Quyilete 60 kg émg 100 kg, n cuvietopevn do6on eivan 45 mg Otulfi.

. Edv Quyilete mévo and 100 kg, n cuvictodpevn 66om givar 90 mg Otulfi.

. Metd v apyikn 06om, Oa AdPete tnv enduevn d6om 4 eBoopadEg apyOTEPO, KL GTN GUVEXELD
KkéOe 12 gfdopadec.

Hog yopnyeitan o Otulfi

. To Otulfi yopnyeitar og éveon kdt® amd 10 dEppa («VTOdOPLEY). XNV évapén ¢ Depameiog
00G, WTOPEL TO 1TPIKO 1 VOGNAELTIKO TPOCOTIKO va yopnynoet pe éveon to Otulfi.
. Qo1660, £0€1g KO O YIOTPOG GOG UTOPEL VO ATOPACICETE OTL UTOPEITE VAL KAVETE Ot 10101 TNV

éveon tov Otulfi otov g0vtd c0G. T VTV TV TEPITTOGT, Dol EKTALOEVTEITE Y1 TOV TPOTO TOL
Ba Kavete Vv €veon tov Otulfi 6Tov 0VTO GOC. T TOod1d NAKiog 6 ETOV Kol AV, GLVIGTATOL 1)
yopnynon tov Otulfi va yivetar amd évav emayyelpotio vyeiag 1 Evay GPOVTIoTN UETE 0md
KaTGAANAN exmaidevon.

J [Na g 0 yieg Yo to g va kdvete v éveon Tov Otulfi, PAéne «Odnyieg yoprynone» oto
TEAOG OLTOV TOV PVUALOL 0ONYLDV.

MuMoTE e TOV YI0TPO GOG 0V EXETE OMOIECONTOTE AMOPIEG GYETIKA [IE TN XOPNYNOT TNG EVECTG GTOV

€0VTO 600G,

Eév ypnowpomonoete peyarvtepn 66on Otulfi ané tnv kavoviki)
Edv ypnoponomcate 1| cag yoprynoav mépo mord Otulfi, pidfote apéowg pe Evav yiotpo 1
eoppakomold. Na £xete Tavta 10 e£mTEPIKO KOLTi TOV Papudkov pali oog, akdpe Kt av eivol adeto.

Eav Egyaoete va ypnoiponouicete To Otulfi
Edv Eeydoate pia 6661, EXIKOIVOVAOTE LE TOV YIATPO 1) TOV QUPUOKOTOL0 Gog. My mhpete SmAn
d0GT Y10, VO AVATANPAOCETE TN d00T oV EEYACATE.

Eév otapatioete va ypnorponoreite o Otulfi

Agv givan emikivévvo va otapotoete va ypnowonoteite to Otulfi. Qot660, €6V oTONNTAOETE, pIopel
VOl ETOVELPAVIGTOVV TO GVUTTOUATA Gag. Edv £yete mepiocdTepeg EpOTNOELS GYETIKE LLE TN XPTOT
OVTOV TOV PAPUAKOV, POTAGTE TOV YIATPO 1) TOV PUPLAKOTOLO GOG.

4. MBavéc avemBOunTeg evépysereg

Onwg 6Aa To pAPLOK, £TGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6 GAOVG ToVS avBpOTOLG,.

YoPapéc avemOOpNTES EVEPYELEG
Optlopévor aobeveic pmopel va €xovv coPapés avemBOUNTeg EVEPYELEC TOL UTOPEL VO YPELOGTOVV
eneiyovca Oepamneio.

ALLePYIKES AVTIOPAGELS — PTOPEL VO, Y PELOOTOVY EnEiyovoa Ospaneio. Evnpep®date Tov yiotpo
oug 1N avalnmiote emeiyovoa 1oTpk Po10sia apécmg qv TapaTNPNGETE 0TOL0ONTOTE O.TO TO.
akéiov0a onpeia.
. Ot coPapég aldepyikég avtidpdoelg («ovaeuiagion) givol ondvieg oto dTopa Tov Taipvovy
ovoteKvovpaunn (pumopel va emnpedoovy €wg 1 ota 1.000 dropa). Ta onueia Teptrapfdavouv:
o SVGKOALD, GTNV AVATVOT 1 TV KOTATOGT
o YOUNAY apTNploKn Ttieon, Tov pmopet vo mpokarésel {aAn
o TPNEO 6TO TPOCMOTO, TA XEIAT], TO GTOUA 1) TO AUUO.
o Ta cuyva onueio aAAePYIKNG avTidopaong TEPIAAUPAVOVY depUaTIKO e£avONUa Kal KVIdmoN
(umopel va ennpedoovy €wg 1 ota 100 dtopa).

Y€ OTAVIEG TEPUTTMGELS, TVEVHOVIKEG HALEPYIKEG AVTLOPAGELS KUL GAEYLOVI] TOV TVEOHOVE £YOVV
avapep0el og acOeveig mov Lappavovv ovetekivovpapnn. Eviuepoote apéomg tov y10tpo cog
£0V TOPOVOLAGETE CUUTTAONATO OTMS P10, OVGTVOLH KOl TVPETO.

Edv gpoavicete coPapn arlhepyikn) avtidopact, 0 yioTpog 6o UTOPEl VoL amopacicel OTL Ogv TPETEL Vo
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ypnowomotioete Eava to Otulfi.

Aopndéelg — propel va yperactovv enciyovoo Ospancia. Eviipepoote apéomng Tov YoTpod 6og £av
TOPUTNPNGETE 0TOL0TOTE 0.T6O TA aKOAOVOW onpeio.

. Eivai ovyvég o1t AoumEelg g HoTng 1 Tov ACLo Kot To KOO Kpuoldynua (Umopel va
emmpedoovy ém¢ 1 ota 10 dropa)

. O1 Lopméetig tov Bdpaka dev givar ocuyvég (Umopet va ernnpedoovy éoc 1 ota 100 dtopa)

. Ot PAeYHOVEG TOL 16TOD KAT® Ao TO dEPL («KuTTapiTIdON) dev etvarl cuyvég (Umopel va
emmpedoovy ém¢ 1 ota 100 dropa)

. O épmnc Loomp (€va €idog endduvoL eEavOnuaToc Le PUGOAISEC) dev gival cuyvac (umopel va

emnpedoet £og 1 ota 100 dropa)

To Otulfi umopei va 6o KaTaoTAGEL AMYOTEPO 1KAVOVG VO KATaTOAEUNoETE Aotuméelc. Kdmoteg
rodéers Ba pmopodoay va yivouv cofapéc kar propet va meptiapupévovy AotudEels Tov
TPOKAAOVVTOL A0 100G, LUK TES, Paktipla (CUUTEPAOUPOVOLEVIC TNG QLUHOTIOCNS), | TAPAGLTA,
oLUTEPTAAUPAVOUEVODY AOTUDEEDY TTOV KVPImG Tapovctalovial o ovOpdmovg pe e&acbevnuévo
OVOGOTONTIKO cVOTNHO (EVKAPLoKES AOUDEELS). Evkaiplaréc AotudEelg Tov eykepaiov
(eyxe@aAitida, pnviyyitida), TOV TVELUOVAOV Kol TOL 0@BaApol Exovv avapepbel oe acbeveic Tov
Aappdavovy Bepameio e OVGTEKIVOVUAUTT).

[Ipéner va Tpocéyete yio onpueio Aoipwéng eved ypnowonoieite to Otulfi. Avtd meptiapfdvovv:
TVPETO, CUUTTOUOTO TOL HOLALOVV UE YPITY), VOKTEPIVES EPLOPADCELS, ATOAELN PAPOVG
aioBnon kémwong 1 Aayaviacuo, Byos Tov dev Tepva

Bepud, KOKKIVO dépa oV TOVAEL, 1 Em®OVVO EAVON LA 6TO dépUa e PLGOAIDES
aioOnpa kadoov KaTd TNV OVPN O

duippoia

OTTIKT] OLATAPOYN 1 ATOAELD OPAOTS

KepaAadyio, ovyevikn dvokapyia, vaicncio 6To PoC, vavtia 1| cOyXLo.

Evnuepdote apéowmg tov y1aTpd oag GV TOPATIPHCETE OTO0ONTOTE Ad AT To, onueio Aoipwéng.
Avtd pmopel va etvar onpeio Aotpuméemv, 6mwg Aoudéewmy Tov Bdpaka, AOMEEDY ToL dEPHATOG,
épmmrta LooTtpa, 1| EVKOIPLOKES AOHMEELS TOL Ba LTopovGay va £xovv GoPapég EMUTAOKEC.
Evnuepoote tov ylotpd cog eqv £xete 0m0o100NTOTE £100¢ AOTUWOENG TTOL dEV TEPVA 1] EXAVEPYETOL
ocuvey®c. O yotpog oag pumopel va amopacicet 6Tt dev Ba pémel va ypnoomomoete Otulfi péypt va
nepdoel N Aoipmén. Eniong evnuepdote tov yatpod cog edv £xeTe aVOIKTEG TANYES 1] TpadpaTO, KOBDS
umopel va LoAvvOouv.

ATOQPOLO®ON OEPRATOS — AVENGT TS EPLOPOTNTOS KOL TNG UTOPOAId MGG TOV OEPUATOS GE
EKTETAPEVT TEPLOYN TOV CAONATOG EVOEYETAL VO, EIVUL COPTTORATA EPLOPOSEP HIKIG YOpiaong 1)
OTOPOMOMTIKNG OEPRATITIONG, 01 0TTOiEg sival coPfapéc deppoaTonddsies. Oa mpémer va
EVILEPADGETE UPEGMS TOV YIUTPO 6OG EAV TOPUTNPICETE OTOLOONTOTE OO AVTE T CNUELC.

Adldeg avemOOUNTES EVEPYELEG:

Yoyvéc avemBounteg evépyereg (umopel va emmpedoovy ém¢ 1 ota 10 droua):
Aldppota

Noavtio

"Epetoc

AlcOnuo koT®mOoNg

AteOnuoa {aAng

[Tovoképarog

Dayovpa («kvynopdc»)

[16vog ot péom, Tovg Hog 1 TG apbpadoelg
IMovéropog

EpvOpdmra kot mévog oto onueio mov yivetor n Eveon
Aoluwén tov Tapappiviov KOAToV

85



'Oy ovyvég avemBOUNTES EVEPYELES (UTopel va emnpedoovy €mg 1 ota 100 dtopa):

OdovTiKég AOUMOEELG

KoAmkn pokntiocikn Aoipmén

Kotdiym

Ddpayuévn 1 Bovhouévn ot

Awoppayio, pHOAOTES, cKAPLVOT|, TPNELLO Kot payovpa eKel OOV yiveTan 1) Eveon.

AicOnuo advvapiog

[Ttdon Preedapov kot yoAapmon Lo®OV 6T [io TAEVPE TOV TPOGMTOV (KTAPAAVGT) TPOCMTIKOV

vevpouy M «mapdivon Belly), mov gival cuvnBwg mapoduy

o Metafoin oy yopioon pe epufpodtnto Kot VEEG UIKPES, KITPIVES 1 AEVKEG PAVKTALVEC, UEPIKEC
(QOPEG GLVOOEVOEVES A0 TUPETO (PAVKTUVAOING Ymplaom)

o AmopAoimor Tov 6£ppratog (AmoPoAid®oT dEPUATOS)

o Axuf

Yrdvieg avemBOunTeg evépysieg (umopel va ennpedoovy £wg 1 ota 1.000 dropa)

o EpvOpdtnrta kot amo@orlidmon Tov SEPUITOC GE EKTETOUEVT TTEPLOYT TOV GMOTOC, 1) OTTOT0,
umopel va mapovotdlel eayobpa 1 Tovo (amogoAildwtikn depuatitida). [Tapdpola copntdpoT
avamTOCOOVTOL OPIGUEVES POPES MG PLGIKT LETAPOAT] GTOV TUTO TOV CUUTTOUATMOV TNG
yopiaong (eppBpodepikn yopiaocn)

o DdLeypovn LIKPOV LOQOp®V ayYei®V, 1) 0Tola UTopel vo, 00N yNoel oe depratikd eEavOnua pe
LIKPEG KOKKIVES N LOP POVGKAAES, TVPETO N TOVO GTIS apBpdoeLg (ayyeuTion)

oAb omavieg avemOounTeg gvépyereg (umopel va ennpedoovv éog 1 ota 10.000 dropa)

o Dovokdieg Tov dEPUATOC, OL OTTOlEG UITopel va eivat epLOpPES, KVNOUMOELG KOt ETMOVVEG
(IToppoAvyddeg TEPETYOEDEG).

o Agppotikdg Akog 1 cHVOPOLO TPOGOOALoV e AVko (epvbpo, Emnpurévo Poldmdeg e&avonua
G€ MEPLOYES TOL OEPUATOG TOV KTIBEVTAL GTOV A0 TBAVOG e TOVOLG GTIS APHPMGELS).

Ava@opd avemBOunTov gvepyaidv

Edv mapatmpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUIKOTOLO GO,
A1 1oyt Kot Yo kéBe mBovr| avemBounTn evEpyELo TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, uéow Tov efvikod
GUGTNLOTOG OVOQOPAS TOV ovaypapeTor oto Tapdptnua V. Méow g avaeopds avemountwoy
EVEPYEIDV Umopelte va fondNoeTe 0T GLALOYY TEPIOCOTEPMV TANPOPOPLOV CYETIKE LLE TNV OCPAAEL
TOL TAPOVTOC PAPLLAKOV.

5. &g vo purdccete To Otulfi

. To pdppoko avtd Tpénetl vo pUAAGGETOL GE LEPT TTOL OgV TO PAETOVY Ko dgv TO O&voLY Ta
Toudid.

. dvidooete og yoyeio (2 °C — 8 °C). Mnv katoyiyete.

. DduAdoceTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PMG.

. E@ocov aratteital, pepovopéves mpoyspiopéves ocvptyyeg Otulfi pmopovv eniong va

evLacocovtal o€ Oepuokpocio dopatiov émg 30 °C yia pia HEYIoTN LEUOVOUEVT TTEPI0DO £MC
30 Nuépec, 6TO OPYIKO KOLTI TPOKEWEVOD VO, TPOGTOTEVOVTAL OO TO Pw¢. Kataypdyte tnv
NUEPOUNVIC KATA TNV 0010 1] TPOYEMIGUEVT GUPLYYa. BYNKE amd TO WYUYELD Yio TPMTN POpd Kot
TNV NUEPOUNVID ATOPPIYNS GTOVG YDPOVS TOL TAPEXOVTUL 0TO eEMTEPIKO KoLTi. H nuepounvia
amoOppIYNG 0ev TPEMEL va vITepPaivel TNV apytkn nuepounvia AMENG mov gival Tvmouévn 610
Kovuti. Ao T otrypn| mov pia cvpryya €xet amobnkevdel og Beppokpacio dopatiov (€wg 30 °C),
oev Ba mpémel va emavatonobeteitan 6To Yuyeio. Amoppiyte T cOpLyyo eGv dev el
ypnoomoindei evrog 30 nuepmv omd v amobrkevon og Bepprokpacio dOUOTIOL 7| EmG TNV
apykn nuepounvio Anéng, 6mo10 eival vaopitepa.

. Mnyv avokwveite Tig Tpoyepouéveg ouptyyeg tov Otulfi. [Tapatetapévn duvot avakivnon
umopel va Tpokorécet {nud oto eappaKo.
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Na pn ypnoponoleite avté To QapproKo:

. Metd v nuepopunvio AENC TOL AvVAQEPETAL GTNV EMGTLOVGT] KOl GTO KOVTI LETE TNV
«AHEH». H nuepopnvio Anéng eivor n tedevtaio nuéEpA TOV UNRVOL TTOL OVOPEPETAL EKEL.

. Ed&v 10 vypo eivar amoypopaticpévo, BoAo 1 av eivar opatd dAia EEva cwopotiotn To omoio
alwpovvtal péca o€ avto (PA. mopdypapo 6 «Eppdvion tov Otulfi ko mepieydueva tng
GLGKELAGIOGY).

. Edv yvopilete, 1 vouilete 0Tt pmopei va €xet extebel oe akpaieg Oeppokpacieg (Onmg va £xet
Kot AdBog katonyvydei | Oepuaviet).

. Edv to mpoidv £xel avakivndei duvatd.

To Otulfi eivaun pog ypnoemg udvo. I[poidy mov dev Exel ypnoponombel kot Topouével 6tn cHplyya
pEMEL va. amoppintetol. Mnv metdte eApUOK 6TO VEPS TNG ATOYETELONG 1 OTA OTKLOK( OTTOPPILLLOLTOL.
Potote TOV QOPHOKOTOL0 GOG Y10 TO TAOG VO TETAEETE TO PAPLLOKO TOV JEV YPTCLUOTOLEITE Tt AVTd
T pétpa B fondncovy oty mpootacia Tov mepariovroc.

6. Mepreyépeva TG GVOKEVAGING KO AOWTEG TANPOPOPIES

T egpréyer to Otulfi

. H dpaoctikni ovoia givar | ovatektvovudumn. Kabe mpoyepicuévn oopryya mepiéyet 90 mg
0VOTEKIVOLUAUTNG o€ 1 ml.
o Ta dAAa cvotatikd givar 1 L-1o118ivn, 10 moAvcsopPikd 80 (E 433), n caxyapoln, to Vdwp yio

EVEGILLO, KO TO VIPOYA®PLKO 0&L (Yio pOOen tov pH).

Epg@évion tov Otulfi kon mepreydpeva g cvokevaciog

To Otulfi elvar drowyéc, dypopo mg ehappmg Kapé-kitptvo evésio didhvpa. AwotiBetor oe yaptivo
KkovTi ToL TEPLEYEL 1 epdma d6oM oe YuaAvn TpoyepIGEVT aOptyyo Tov 1 ml. Kdfe mpoyepuopévn
ovpryya wepiéyel 90 mg ovotekivoopaunng oe 1 ml evéoipov dtodvpatoc.

Karoyog Adsrog Kvkhogopiag
Fresenius Kabi Deutschland GmbH
Else-Kroener-Strasse 1

61352 Bad Homburg v.d.Hoehe
Teppovia

Hopookevaostiig

Fresenius Kabi Austria GmbH
Hafnerstralle 36

8055 Graz Avortpia

To mapdév pviro 0dNYLOV YpiioNs avade®pOnke Yo TELEVTAIO POPA OTIS

Aentopepeic mAnpogopiec Yo To apuaKo avtd gival dtabéoipeg 1o dikTvaKd T0TO ToV Evpomaikod
Opyaviopov @apudiov: https://www.ema.europa.eu/.
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Odnyieg yopnynong

Yy évapén g Bepaneiag, o emayyeipatiog vyeiag Oa cag fondnoet pe v TpMTN GOg £veon.

Q61660, £0€IG KOl 0 YIOTPOG GOG LTOPEL VO ATOPACIGETE OTL UTOPEITE VO KAVETE Ol 10101 TNV £VEGT] TOV

Otulfi otov eavtd cag. Av copPel avtd, Ba exmaidevteite yio Tov TPOTO OV YIVETOL 1] EVECT] TOVL

Otulfi. MiAnote pe ToV Y10TpO COG OV EXETE OTOIECONTOTE UMOPIEG CYETIKA LLE TN XOPYNON TNG EVEONC

OTOV €00TO 60G. L€ TALdLd NAkiag 6 ETMV Kot Ave, cuvioTdTot 1) Yopnynon tov Otulfi va yiveton amd

évay emoyyeApatio vyeiog ) Evay POvVTIeTH LETA amd KATdAANAN exmtaidevon.

. Mnyv avapuryvoete to Otulfi pe dGAla vypd yio Eveon

. Mnyv avokwveite Tig mpoyepopéveg oupryyeg tov Otulfi. O Adyog givar 6TL 1 duvaTn avakivnon
umopet va tpokarécet {npid 6to eappoko. Mn ¥pNGILOTOMGETE TO PAPUAKO €6V £XEL
avakwvnOel dSvvard.

H Ewova 1 deiyvel mig givar | Tpoyepicuévn copiyyo.

AykioTpa
) gvepyoTToinong
Euporo  mpoorareutikou Zwya Mapadupo KaAupua
TTapakoAoudnong BeAdvng
Kegpahn euBoAou MrepOyia ETikéta BeAovn
TIPOCTOTEUTIKOU
BeAdvng
Ewoéva 1
1. ELéyETe TOV 0p1ON6 TOV TPOYEPIOCREVOV CUPLYYOV KOl TPOETOLRUAGTE TO, VALKA:

[Ipogtowacia yio N ¥p1ON TNG TPOYEUGUEVIS GUPLYYOS

. Bydite tv(tig) mpoyeopévn(eg) ovpryyo(eg) amd to Wyuyelio. AQNOTE TNV TPOYELGUEVT
oLPLYYO VO PHEIVEL EKTOG KOVTIOV Y10, TEPITOV oT dpa. AvTo Oa emTpéyel 6To VYPO VO, PTACEL
o€ uia evydprotn Beppoxpacio yio v éveon (Beppokpacio eptPdiiovtog). Mnv agaipeite 1o
KAV TNG BEAOVIG TG GUPLYYOG EVOD TNV OPTNVETE VO PTAcEL g Beppokpacio TeptfoiiovToc.

. Kpatnote v mpoygiopévn cupryya omd 1o GO TNG GUPLYYAS LE TNV KaALUUEVN PEAdvn va
delyvel TPog o TAV®

. Mnv Vv KpatfoEeTE Ao TNV KEPAAT TOV gUPOAOL, TO EUPOAO, TO TTEPVYLN TPOCTOGING TNG
Bedovng 1 to KGAvpua TG feAovNg
o Mnv tpapnéete Tpog to miow 10 EUPOAO GE OTOUONTOTE GTIYUN

o Mnv a@apécete T0 KOADUUO TNG PEAOVNC OTO TNV TTPOYEMIGLEVT] GUPLYYO, LEYPL VO, Gag 000sl 1
odnyia va To Kavete

o Mnv axovundte To dyKIGTPO EVEPYOMOINGNS TPOSTATEVTIKOD PEAOVTG (VTTOJEUKVVOVTAL OO
aotepiokovg * oty Ewova 1) dote vo amo@hyete Tnv Tpow@pn KAALYT TG PEAOVNG e TO
KéAvppo BEAOVTG.

. Mn xpNCILOTOINGETE TNV TPOYEUICUEVT] GUPLYYO OV GOG TEGEL GE OKANPT EMPAVELD.

EAéyEre v(Tig) mpoyemopévn(eg) ovpryyo(es) dote va Peforwbeite ot

. 0 0p1OUOS TOV TPOYEUIGUEVOV GLPLYYDV KO 1 TEPLEKTIKOTNTA VAL GMOOTN
o Edv 1 8601 cog eivar 90 mg Oa wépete pia Tpoyspicpévn ovpryyo Otulfi tov 90 mg
° TPOKELTOL Y10, TO COGTO PAPLLOKO
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dev €yel mepdoet N Nuepounvia ANEng Tov

N TPOYEUOUEVT GUPLYYQ JEV EIVOL KOTEGTPOUUEVT|

TO SIIAVO GTNV TPOYEUIGHEVT] GUPLYYO EIVOL SLAVYEG KO AYPOUO £0C EAUPPAOS KOPE-KITPIVO
TO SIIAVUO TNV TPOYEUIGHEVT] GUPLYYO OEV ElVaL OTOYPOUATIGUEVO 1 BOAO Kat dev TTEPLEYEL
omoladnmote EEva cOUOTION

. TO SIIAVHO GTNV TPOYEUIGUEVT] GUPLYYO OEV EIVOL TAYDUEVO.

YuYKeVTpMOTE OAX 000 Bo ¥PELOCTEITE KOl OMAMOTE T 6€ Lo Kabap1| Empaveld. Xe avtd
TEPIAAUPAVOVTOL OVTIONTTIKG LOVTIAGKLO, £va KOUUATL Bapfdkt 1] yala kot £vog TEPIEKTNG LU POV
OVTIKEUEVAV.

2. Emi£Ete kol mpogToipdote T 0£0m TG Eveong:

EmiéEre tn Béom éveong (BA. Ewova 2)

o To Otulfi yopnyeiton pe €veon katw amd v emdepuida (vToddpia)

. KaAég meproyég yro tnv éveon etvar o dve pnpog 1 yopw amd Ty Kothd (KOTAMOoKY xOpa),
TOVAGIGTOV 5 cm POk Ao TOV OUPAAD (AparO)

. Edwv givo duvato, punv xpnollonotoete TePLoYEG TNG EMOEPUISNG TOV TOPOLGLALoLY GNUAdIOL
yopiaong

o Edv mpoxerton va cag fondncet kamotog, KAvovtdag cag v éveon, Tote antdg 1 ot Oo

uropovoe va emAEEEL oG BEom Yo TV €veon To Ave PEPOG Tov Ppayiova.

Ewcdva 2: Ot meployéc e yKpl xp®LUL GUVIGTOVTOL MG TEPLOYES Y10 TNV EVECT).

[Ipogtoudote tn 0om €veong

o [Thdvete ta yépra oag TOAD KaAd pe camovvi Kot (EoTo vEPO.
o KoBapiote to déppa ot BEom éveong e Eva avTIONTTIKO LOVTIAAKL
o Mnyv ayyi&ete v meproyn avt EAVE TPV KAVETE TNV £VEOT).

3. Agmpéote T0o KGAoppo TG fehdvng (BA. Ewcéva 3):

. To kGAvppe TG PEAOVNG OEV TPETEL VOL APALPEITOL LEYPL VOL EIGTE ETOLOL VO KAVETE TNV £VEDT
mg doomg

. ITapte Vv mpoyeiopévn cOpLyya, KPOTHOTE TO AN TNG SVPLYYAS LE TO £va XEPL

o Tpaprére to k@hvppa g BeAOVNS e pia Kivnon mtpog ta €€ Ko teTaéte T0. Mnyv ayyilete 0

£uPoio evd 10 KAvETE VTO
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Ewova 3

Mmropei va, TapatnpioeTe pio UoAAIdD aEpa GTNV TPOYEUIGUEVT] GUPLYYO 1] o oTaydve vYPoD
otV axpn ¢ Perdvne. Kot ta 600 avtd eivor puotodoyikd Kot dev ypetdletor va, apatpefovy
Mnv ayyiEete ™ Beldva Kot punv TV QNGETE VO OKOVUTNGEL G Koo emupdveia

Mn XPNOUOTONGETE TNV TPOYEUICUEVT] GVPLYYQ OV GOC TEGEL YOPIC TO KAALUUE TNG BEAOVIG
o Béom tov. Av cvpPel awTd, TOPUKAAEISTE OTMG EMKOIVOVIGETE E TOV Y1ATPO 1] TOV
QOPUOKOTOLO COLC.

Kdévte éveon pe ) 060m apov apalpésete T0 KOAvppa TG BeAdvie.

Kévte éveon pe ) d6on:

Kpatnote v apoye o uévn cuptyya e To £va y€PL OVAIEST 6TO LEGO KOl TO OgikTn Kot
TOTOOETNOTE TOV AVTIXEPA GTNV KOPLOT TNG KEPUANS TOL ELPOLOV KOl YPNOLLOTOGTE TO GALO
YEPL YO VO TOUTNGETE AmOAd TNV KOOOPIGHEVT) EMOEPUSO OVAIEGO GTOV OVTIYELPO KOl TO
delktn coc. Mnv ™ oeiyyete dvvatd

Mnv tpapnéete Tpog to Tiow 10 EUPOAO GE OTOLONTOTE GTLYUN

Me pio povadikn kot ypryopn kivion, eicdyete ) felova péoa 6to déppa 6co Pabid pmopet
va uret (PA. Ewkova 4)

Ewoéva 4

Kdavte v éveon pe 6ho 1o @dpuaxo mElovrag o EpPoro uéypt va Ppedel  ke@oin Tov
euPporov teleing avdpesa ota TTEPHYLX TPOSTOTELTIKOV TNG PeAdvng (PA. Ewkova 5)
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Mreplyia
TIPOCTATEUTIKOU
BeAdvng

Ewova 5

Otav to £uPoro €xel meotel 1060 660 PUTOPEL VO TPOYWPNGEL, CLVEYIOTE VO OIOKEITE TTEST) GTNV
KeQAAN Tov guPorov, Pydite T Peddva kot aprote to dépua (PA. Ewova 6)

Ewova 6

Bydite apyd tov avtiyelpd cog amd v KEQaAN Tov eUPOAOV MOTE VO APNOETE TNV GOELN
ovpryya vo KivnOel mpog ta Tavm, péxpt va kaAveel OAn 1 feAdVN amd TO TPOSTATELTIKO TG
Bedovng, 0nmg paivetal oty Ewkova, 7:

Ewova 7
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Metd v éveon:

[Tiéote €va avTIoNTTIKO LOVTIAAKL TAV® oo T B€om ¢ £veong Yo Alyo SEVTEPOLETTO LET
Vv €veon).

Mmnopel va vdpéet pikpn TocoOTNTA ailoTog 1 vYPoL ot BEomn g éveong. Avtd eivar
(UGLOAO0YIKO.

Mropeite va miéoete éva koppdtt Bapfaxt 1 pio yalo mave and t B€om trng £éveong Kat vo To
kpotoete yio 10 devtepdrenta.

Mnv tpifete o déppo otn BEom ¢ Eveonc. Mmopeite va kaAdyete T 06omn g Eveonc ue éva
piKpd awTokOAANTO EMideCO, v Elval amapaitnTo.

Améppryn:

O1 ¥PNOUOTONUEVEC GVPLYYES TPETEL VO, TOTODETOVVTAL GE VOV aVOEKTIKO GTO TPLTALOTOL
TEPLEKTY, OTTWG Evay TEPEKTN Yo aryunpd avtikeipeva (BA. Eucova 8). Tloté punv
ypnoomoioete Eava v 1010, OPLyya, Yo T O1KT GOG AGPAAELD KOl VYEIN KoL Yo, TV
ACQUAELN TOV AAA®V. ATOPPIYTE TOVG TEPLEKTEG Y10 OLYUNPE AVTIKEILEVO COUQ®VA LE TIG KOTA
TOTMOVG 16YVOVOEG GYETIKEG O1aTAEELS

Ta avtionnrikd emBépato Kot dALo vIoAeippato propovv va amopplpfodv 6T amoppippatd
GOC.

BIOAOIKOZ
KINAYNOZ

Ewova 8
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