ITAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



¥ To QAPUAKO aAVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Dol eMTPEWYEL TO YPTYOPO
TPOGOOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EXAYYEAUOTIEG VYEING VO OVAPEPOLY
omotlecdNmote mBavoloyovueveg avemBounteg evépyeiec. BA. mapdypapo 4.8 yia tov 1pdno avapopdg
OVETOOLNTOV EVEPYEILDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

IMULDOSA 130 mg mokvé StdAvpa Y10, Topookevn SIADIOTOC TPOg £YYVoT)

2. IMOIOTIKH KAI ITOXOTIKH XYNOGEXH
Kabe proridro mepiéyet 130 mg ovotekvovpdunn og 26 ml (5 mg/ml).

H ovotekivoopaumn eivan éva tAnpmg avlpdnivo povokiwvikd IgGlk avticoua Evavtt g
wiepievkivng (IL)-12/23 wov mapdyetal 6€ o KUTTAPIKT YPOUUT HUEADOTOS TOVTIKIOV LE YPNOM
teyvoloyiag avacuvovacspévovr DNA.

"Exdoy0 ue yvootn dpdon:
Ilepieyduevo oe vatplo
Ka0e 660om mepiéyet Mydtepo and 1 mmol vatpiov (23 mg).

[epieyduevo og moAvcsopPixd
Ka0e povada dykov mepiéyet 11,1 mg moivcsopPikd 80, To omoio woodvvapet pe 10,4 mg avd d6on TV
130 mg.

IMoa tov TAnpn kaTdloyo TV ekddywV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
[Tokvd ddAvpa Yo ToPAGKELT SIHADILOTOS TPOG £YYLON.

To dudhopa givat AxpoUo G ELAPPDS KITPIVO KOt SLOVYEG O EAAPPAOCS 1p1d1LoV.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpomevTiKég EVOEiElg

Néocog tov Crohn

To IMULDOSA evdeikvoton yio ) Bepaneia eviMkov acevav pe petpiog Eéoc coPapd evepyn véco
tov Crohn, o1 070101 EUPAVIGOY OVETOPKT AVTUTOKPIOT], OTMAELN OVTOTOKPIoNG 1 dvcavesio ot
ovpPotikn Oepaneio 1| oe avtayoviot) tov TNFa 1 mapovsialovv avievdeitelg og avtéc Tig Oepamneies.

4.2 Aocoloyia Ko TPOTOS YOPNYNONG

To IMULDOSA mokvé dtdAvpa yio Tapackevn StoAdpotog tpog yyvon npoopiletor yio yprion vd
v kafodfynomn kot v enifreyn wpov, EUrElpov ot didyvoon kot tn Oepameio Tng vOGOL Tov
Crohn.

To IMULDOSA mokvé dtdAvpa yio Tapackevn StoAdpotog Tpog yyvon Oo mpénetl va
XPTOLLOTOEITAL LOVO YiaL TNV EVOOPAEPLa dOOM EMAYOYNS.



AocoAoyia

Nooog tov Crohn

H 6epancio pe IMULDOSA npénet va Eekivd pe pio epdmal evooeAéPia d0om PAGEL TOL GMOUATIKOD
Bapovc. To ddAlvpa mpog Eyyvon mpénel va meptiapBdvet tov opfuod eraidiov oo IMULDOSA
130 mg 6mwg kabopiletar otov [livaxa 1 (BA. Tapdypapo 6.6 yio TNV TpOETOLAGIN).

Hivaxag 1:  Apyixn evoopréfio d6on tov IMULDOSA

YopoTiko Bapog ac60evovg kKatd ™ yopiynon 2OVIGTOUET ApOpog promdionv
TG 00061¢ d6on" 130 mg IMULDOSA
<55kg 260 mg 2

> 55 kg émg < 85 kg 390 mg 3

> 85 kg 520 mg 4

*  Ilepimov 6 mg/kg

H pd vodopia d6on mpémel va, yopnyeital tnv efdopdda 8 petd tnv evoopréPia d6don. I'a
docoloyia Tov enakdA0VBoV VTOGOPLOL dOGOAOYIKOD GYNLATOC, PA. Tapdypaeo 4.2 g [IXII Tov
IMULDOSA evéoyo didivpa (@loridilo) kot eVEGIHO SIGAVLO GE TPOYEUICUEVT CUPLYYO.

Hlmawuévor (= 65 etchv)
Agv amonteitol Tpocopproyn g 600mG Yo Toug NAKImpEvous acbeveic (PA. mapdypapo 4.4).

Negpikn kai nrotiky ovoAeitovpyio,
H ovotekvoopdunn dev £xet peremBel oe avtovg Toug TANBLGHODS 0GOEVOY. ZUVETMG, OEV UTOPOVV
VoL YiVOUV GUGTAGELG OYETIKA e TN OGOAOYIdL.

THoudratpikog ninBoouog

H acpdlelo kot 1 amoTeAeGHOTIKOTITO TG OVCTEKIVOLHAUTN Y T Oepaneia Tng vocov tov Crohn 1
NG EAKMO0VG KOATIONG GE TOdId NALKIOG WKPOTEPNC T®V 18 €TV dev Eyovv akoOuo TeEKUNPLodEel. Agy
vapyovv drubéotpa dedopéva.

Tpomog yoprynong

To IMULDOSA 130 mg npoopileton yio evoopAEPLa xprion novo. Oa mpémet va yopryeitan el
TovAdyoTov pia opa. [a 0dnyieg apaimong Tov PapUAKELTIKOD TPOIOVTOG TPV amd TN YopNyNnon, PA.
Topaypaeo 6.6.

4.3 Avtevosieg

YrepevoroOnoio 6tn dpactikn ovoia 1} 6 KAmo1o amd o £KO0YM TOV CVUPEPOVTUL TNV
mapaypao 6.1. Khvikd onuavtikn, evepyn Aoipumén (m.y. evepyn ovpotioon, BA. mtapdypogo 4.4).

4.4 E0kéc mPogtdomonoELS Kol TPOPVAAEELS KATA TN Y p1oT

IyynAacipudtnta
[Mpokeévov va Bektiwbel 1 yvnrloaotudtnta TV PloA0YIKGOV QOPUOKEVTIKOV TPOIOVIMV, TO OVOLLX
Kol 0 0plOUOG TOPTIOAS TOV YOPIYOVLEVOL PAPLAKOV TPEMEL VO, KOTOYPAPETAL LLE GOPTVELL.

Aooéelg

H ovotexvoopdumn pmopet Suvntikd vo avERceL Tov KivOuvo AOTUDEEDY Kol VO EVEPYOTOINGEL €K
vEOL AovBAVOLGEG AOUMDEELS. L& KAVIKEG LEAETEC Kol G€ pio LEAETN TOPOTPTONG LETA TNV
KuKAopopia og acheveic pe yopiaon, cofapég PakTnplokes, LUKNTIONCIKES Kol 10YEVEIG AOUMEELG
&yovv mapatnpnOel oe acbeveic mov Aappdvovy ovotektvoopaunn (BA. Tapdypago 4.8).

"Exovv avapepBei evkaiplokég AoUMEELS, GOUTEPTAAUPOVOUEV®V TNG EMAVEVEPYOTOINGNG TNG
QLUATIOONG, GAA®V EVKOPLOK®OV BakTNplokdV Aotuntemv (cupmeptlopufavopévng e Aoiméng amo
dromo pokofaktmpiota, TG UNVIYYiTIdog amd AoTEPLO, TG TVEVUOVING amd AEYIOVEAAL KoL TNG
vokapdioomg), EVKALPLIK®Y PUKNTIOCIK®Y AOIUMEEWDY, EVKUIPLOK®OVY 10YEVAOV AOUMEEDY
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(cvumeptrapPovouévng g eYKEQUMTIONG OV TPOKAAEITAL OO TOV 10 TOV A0V EpTNTo TOTOL 2),
KOl TOPACITIKGOV AO®MEE®V (cuumepthapovorévng e oeOaAUKNG ToE0TANGIMOTNC) o acbeveig
mov éAafav Oepomeio e OVGTEKIVOLUAUTT.

Amonteital mpocsoyn otav eEgtdleton i yprion tov IMULDOSA c¢ acBeveic pe xpovia Aoipwén 1 ne
16T0p1KO VIOTpoTIdiovcag Aoipméng (BA. Tapdypago 4.3).

Ipwv and v évapén g Bepamneiog e IMULDOSA, ot acOeveic mpénel va e€etalovtat yio Aoipnmén
a6 eupotioorn. To IMULDOSA dev npémnet va yopnyeitan o€ acOeveig ue evepyn eopatioon (BA.
mapdypapo 4.3). H Bepamneio tng AavBdvovcag pupatioong mpénet va EeKiva Tpv amd Tn yopnynon
tov IMULDOSA. To gvdeyouevo Bepameiag Kot e pupatioong npénel exiong va eEetdletat mpv
amo v évapén yoprynong tov IMULDOSA ot acOeveic pe 16topiko AavBdvovcag 1 evepyod
pupaTioong, Yo Tovug omoiovg dev umopel va emPePfaiwbel o erapkng Ttponyovuevn Bepaneia.
Acbeveic mov Aaupavovv IMULDOSA 0a mpénet vo, mapoakorovfovvial otevd yio evoeielc kot
CUUTTOMOTO EVEPYOD PLUOTIOONG KATE T O1GPKEL Kol LETA TO TEAOG TG Depomeiog.

Oa pémet va yivel vmddeEn otovg acbeveic va avalntioovy 1Tptkn cVUPOVAR €6V ELPAVIGTOVY
onueio 1 coprTOUATE TOV VITOdNA®@VOLY Aoltuwén. Edv évac acBevig avartvéel o cofapn Aoipnmén,
0 ao0evng Oa mpénet vao, mapakorovbeitar oteva kot o IMULDOSA dgv O mpémet va yopnynOel uéypt
VoL VTOYWPNoEL 1 Aolpmén.

Koakonfeieg
Ta avocokaTasTOATIKA OTTMG 1) OVGTEKIVOV AU aEAVOLY SUVNTIKA TOV KivOuvo KoKonOelag.

Opiopévorl acBeveic mov Adppovay OVGTEKIVOVUAUTT OTA TAICIH KAVIKOV PHEAETOV KOL GE Uio
UEAETN TOPATAPTONG LETA TNV KUKAOQOPIL Ge 0o0eVEIC e YplaoT avETTLEAY OEPUOTIKES KOl JN|
deppaticég Kakoneieg (BA. mapdypago 4.8). O kivévvog kakondetog propet va givatl vynAdTepog o€
acBeveic pe yopioon mwov Egovv AaPet Bepancio pe dALovg froAoykovg TOPAYOVTEG KOTA TN dlipKEL
™G ac0éveldc Toug.

Agv &ypovv deaybei perétec mov va mepriapfavovy acbeveic pe 16Topikd kakondetog 1 LEAETES TOV
va cuveyilovv T Oepaneia o 000gveig OV AVOTTUGGOVY KakoN g0 KOTA T ANYT TNg
OVGTEKIVOVUAUTNG. ZVVETMS, Oa mpémel va eEetdleton mpooektikd 1 xprion tov IMULDOSA ctovg
acBeveic avtovc.

‘O)ot o1 acBeveic, 10imc 0G0t eivor nAtKiag peyaArdtepng Tav 60 eTdv, acOevelg pe 1WTPIKO 1GTOPIKO
LOKPOYPOVILG ANYNG 0vOCOKATAGTAATIKNG Oepaneiog 1 6cot £xovv 16Topkd potobepanciog (PUVA),
Oa Tpémel va TapakoiovBodvTot yio TV EUPAVIOT] KapKivov Tov déppatog (PA. mapdypapo 4.8).

2VOTNUOTIKES KO OVOTVEVGTIKES OVTIOPAGELS VtepevansOnciog

2voTHUaTIKES

"Exovv avapepbei cofapés avidpdoelc vepevaionciog Katd TV mePiodo PeTd TNV KuKAOQopia Tov
TPOIOVTOC, GE PEPIKES TEPUTTAGELS OPKETES NUEPES LeTd TN Bepameia. 'Eyovv epepaviotel avapuiatio
Kot oyyelooidnua. Edav epoaviotel avapouraio 1 dAAn coPapn avtidpacn vrepevarcinciog, Oo mpémet
va Egkvnoet katdAnin Bepaneio Kot va dtakomel ) xoprynom tov IMULDOSA (BA.BA.

mopdypoeo 4.8).

AvTIdpacelg oxeTIOUEVEG LE TNV EYYVOT)

AvTidpacelg oxetiloueveg pe v Eyyvon £xovv mapotnpndei oe Khvikég dokipéc (PA. mapdypoo 4.8).
YoBapéc avtidpacelg oxeTICOUEVEG UE TNV £YYXVOT|, CUUTEPTAAUBOVOUEV®Y OVOPLANKTIKMOV
avTIOpaoe®mv TNV £yYVoT, £X0uV avapepBel KaTd TNV TEPI0d0 HETA TNV KUKAOPOPia TOL TPOIOVTOG. €
nepintoon mov mapatnpndei coPapn N aredntikn yo T {on avtidpaon, Ba mwpénet va Eekiva
KaTdAANAN Ogpameio Kot 1 ovoTEKVOVUAUTT Do TPEmEL va SloKOTTTETAL.

AvamvevoTikég

"Exovv avapephel mepiototikd aliepytkng KOWEASITIONS, NOGIVOPIAKNAG TVEVLLOVIOS KOl 1N
AOLUDSOVG OPYOVOVUEVNG TVEVUOVIOG KOTA TN YP1ION TS OVGTEKIVOVUAUTNG LETA TN XOPTYNOT GOEL0G
KuKAoQopiag. Ot KAMvVikES exdnAdoels meptelapfoavay Prixa, dvorvola Kot didpeces dnoMoelg petd



omd pia g tpelg 06celc. O coPfapés exPaoelg TePEAGUPOVOY OVOTVEVCTIKT OVETAPKELD KOl
napateTopévn voonieia. Bedtioon avoaeépOnke Petd T 610K0TN TG OVGTEKIVOLUAUTNG KoL ETIONG,
0€ OPIOUEVEG TEPUMTMGELG, T1) XOPYNOT KOPTIKOGTEPOEOMV. LE MEPIMTM®GT TOL 1) TOAVOTNTO
AoipmENG €xet amoxielotel kal 1 O1dyvoon eivar emiPePatwpévn, SaKOYTE 1) OVCTEKIVOV AU Kol
Eexwvnote KoTdAANAN Bepomeia (BA. Tapdypopo 4.8).

Kapduryyeioxd coppduota

Koapduayyetoxd copfapoto couneptAapifavorévemy epepayotog ToL HuoKapdion Kot ayyelokon
EYKEPOAIKOV £MEIG0d10V £yovv mapatnpn el oe acbeveig pe yopiaon mov extédnkay otV
OVGTEKIVOLUAUTN O€ pio LEAETN TapaTPNONG LETE TNV KuKAoPopia. Ot Tapdyoviec Kivohvou yiao
Kapdelayyelokr voco Oa mpénet va akloloyohvtal TOKTIKAE KaTd T OldpKeila TG Bepaneiag pe
OVGTEKIVOLLLALTT).

Eppoiocpoi

JuvioTatol vo un cvyyopnyovviat eppoia Loviov 1wv i foaktnpiov (6nwg o Bakiliog tov Calmette
kot Guérin (BCQG)) pe to IMULDOSA. Agv éxouv dieEayBei e101kéc peréteg oe acbeveic mov giyav
npoceata AaPet epPforia pe Lmvteg 1006 1 {dvTa Paktiplo Agv vTapyoLV dedopEVE Yo TN
dgvtepoyevn Hetdooom Aoipméng amd (ovta epfoia oe aoBevelc Tov AAUPavay OVGTEKIVOULAUTY.
[Ipwv amd tov epPforacud pe (ovteg 100¢ 1 {ovta Baktipia, | Bepaneia pe to IMULDOSA mpénet va
drokomel yio TovAdyiotov 15 efdouddeg petd v televtaio d6om Kot propei va Eavapyioet
TovAdyioTov 2 gfdopuadec petd tov euPortocud. Ot cuvtayoypdeot wtpoi Tpénetl vo cupfoviedovton
v [lepiAnyn tov Xopaktpiotik®dv tov [1poidvtog tov cuykekpiuévov gufoiiov yio Tpochet
TANPOPOPNOT KoL 0ONYIEG OYETIKA LUE TNV TOPAAANAT YPTON OVOGOKOTUGTOATIKOV TOPOYOVTIOV UETA
Tov gufolacud.

H yopniynon {ovtav epporinv (0nmg to epfoiio BCG) og Bpépn mov extébnkav evoountpika (in
utero) GtV OLGTEKIVOVUAUTT OEV GLUVIGTATAL Y10 SMOEKA UNVES HETA TN YEVVIION 1} LEYPLG OTOV TaL
EMIMESN TNG OVGTEKIVOVUAURNG GTOV 0pO TOV BpEPovg va givar un aviyyvedoiua (PA. mapoypapovg 4.5
kat 4.6). Edv vapyetl cagég kKAMvikd 0QELOG Y10 TO LEUOVOUEVO BPEPOC, 1| yopnynon evog {dvTog
gupolriov pumopet va e€etaleTon vopitepa, £6v To EXIMESQ TG OVGTEKIVOLUAUTNG GTOV 0PO TOL
Bpépovug glvar un aviyyvedoiua.

O1 acBeveic mov AapPavovy IMULDOSA prmopodv va AaBouv Tautdypove adpavorotmuéva 1 L
{dvta epPorta.

H paxpoypdvia Oepameio pie oVGTEKIVOL AT OV KATAGTEALEL T1] YVLIKT] (VOCOAOYIKY| OTAVTNGT GTO
TOAVGOKYOPIOIKO EUPOALIO Y10 TOV TVELLOVIOKOKKO 1] TO eUPOAL0 Yo Tov TE€TavVO (PA. mapdypao 5.1).

Hopddinin avocokatactartik) Oepaneio

Ye HEAETEG Y10 TNV WYOPLOOT), 1] ACPAAELN KOL ] OTOTEAEGLLOTIKOTITO, TG OVOTEKIVOVLUAUTNG GE
GLVOLAGCUO LE AVOGOKOATUCTUATIKA, GUUTEPIAAUPOVOLEVOV TV BIOAOYIKOV, 1 e pmTOBEpamEia, OV
&yovv agloroynel. Xe peréteg yio v yoplaoikn apbpitida, 1 mapdiinin xpion MTX dev edvnke
vo. emMpedlel TNV AGPAAELD 1] TNV OTOTEAEGUOTIKOTITA TIG OVGTEKIVOVUAUTNG. L€ UEAETEG Y10, T1 VOGO
tov Crohn, 1 ToVTOYPOVN YPNOT CVOCOKATUCTOATIKMV 1) KOPTIKOGTEPOEWIMV OEV PAVNKE Vo ETNPeAlel
TNV ACQAAELN ] TNV OTOTEAEGLLATIKOTITO TNG OVGTEKIVOVUAUTNG. ATatteital mpocsoyn dtav egetdleTon
N ToPEAANAN xpNon GAAOV 0vocoKATACTOATIK®V Kot Tov IMULDOSA 1 katd ) petdpoon omd dAla
Broroyucd avocokatactoaltikd (BA. mapdypapo 4.5).

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

aAdepyia. Agv glval Yv@oTod GV 1] OLGTEKIVOVUAUTT UTOPEL VO EXNPEdTEL TNV avocobepameia Yl
aAAepyia.

2oPapéc depuatondbeieg

e aoBeveic pe yoploon, &gt avapepOel amo@oAdmTIKN depuatitidn PeTd amd Bepaneio e
ovotekvovupdumn (BA. mwapdaypapo 4.8). Ot acbevelc e yoplaom KoTd TAAKAG EVOEXETOL VA,
avamToEOVY epLOPOdEPIKT YOPIOOoT], LE CUUTTOUATH TOV EVOEYETAL VO UV SlokpivovTal KAVIKE omd




TNV ATOQOMOIMTIKN dePUATITION, OTO TAAICLO, TS PLGIKNG TOPEing TOL Voo UaToC Tovg. Katd tnv
TapaKoA0vON o™ TG Ywplaong Tov acbevovg, ot ylotpol Ba TPEmEL Vo, ETOyPUTVOVV Y10 GUUTTMLOTOL
€pLOPOdEPUIKNG Yopiaomg 1 ATOPOAO®TIKNG dEPUOTITIONG. EAV anTd T0 COUTTOUOTO ELPAVICTOVY,
Ba pémel va akoAovOnOel katdAAnin Bepaneio. To IMULDOSA 6o npénel va dtakdmteTon v
VILEPYEL LIOVOLL OVTIOPAGNC GTO PAPLLOKO.

Kartaotdoeig mov oyetiovran pe tov Ako

"Exovv avapepbei tepmtooelg Kotaotdoewmy Tov oyetilovtal pe Tov A0ko o€ acteveic mov Ehafoav
Oepameio e OVGTEKIVOLUAUTT, CUUTEPTAUUPOVOLEVOD TOV SEPUATIKOD EPLONUATMOOOVG ADKOV KOl TOV
ouvdpopoL Tpocopolalov pe Avko. Edv eppaviotouv PAAPeS, £101KA 08 TEPLOYES TOV FEPOTOG TTOV
extiBevtar otov Ao 1} €dv cuvodevovtat omd apbBparyia, o acBevig Ba Tpénet va avalntiost ouEcwe
wtpikn Pondeta. Eqv emPePormbei n didyvoon piag Katdotaong mov oyetileTon e Tov ADKo, 1
OVOTEKIVOLLLAUTY Ba TPETeL var dtokOTTeTaL Kol VoL EeKvE katdAAnAn Bepaneia.

Ewwoi mAinfBuopoi

Hlmawuévor (= 65 etdhrv)

Agv TtopatnpnOnKov GLVOAIKEC SLOPOPEG GTNV ATOTEAEGLLOTIKOTNTO 1] TIV 0CQUAELN O ac0gvelg
NAKiag 65 etdv kat dve Tov EAafov OVGTEKIVOLUAUTY|, GE cUYKPLoT LE vedTEPOLS nebeveig o
KMVIKEC LEAETEG OTIC EYKEKPLIEVES EVOEIEEIC, ®GTOGO 0 aPBUOC TV aoBevdv nhikiog 65 eTdV Kot Avm
dev NTav enapKNg ®ote vo kKoboplotel eGv o1 0obevelg anTol AVTOTOKPIVOVTOL SIUPOPETIKA ATTO TOVG
vedtepovg acbevei. Adym TG LVYNAOTEPNC ETIMTOONG AOUDEEWDV YEVIKA GTOV NMKI®UEVO TANBUGUO,
1 Oepameio Tpémet va yiveTon Le TPOGOYT GTOLG NAIKIOUEVOLC.

[epieydpevo oe varplo

To IMULDOSA mepiéyet Arydtepo amd 1 mmol vatpiov (23 mg) avd ddomn, gival ovtd mwov
ovoudlovpe «erevBepo vatpiov». Qotdc0, 10 IMULDOSA apardvetal pe S1GALLO YADPLOVYOL
vatpiov tpog Eyyvoon 9 mg/ml (0,9%). Avtd Oa mpénet va Aapuavetorl VTOYT TPOKELUEVOL Yid
acBevelc mov axorlovBovv dlatta pe eleyyduevn Tpocinym vatpiov (PA. mapdypapo 6.6).

[epieyouevo og ToAVGopPiKd

To IMULDOSA mepiéyer 11,1 mg moAvcopPikod 80 oe kdbe povada 6yKov, 10 0moio 16odvvaplel pe
10,4 mg ava 66on tov 130 mg.

Ta moAvcopPikd uropei va Tpokorécovy aliepyikéc avidpdoeis. Evnuepmote tov yatpd cag edv
EYETE YVOOTEG OAAEPYIES.

4.5 Allemopdaosic pe AL QUPPUOUKEVTIKA TPOIOVTA Ko GAheg pop@Eéc aiiniemiopacng
Zovta guPorio oev Tpémel va yopnyovvral mopdiinia pe to IMULDOSA.

H yopniynon {ovtav epporinv (0nmg to epfoiio BCG) og Bpépn mov exktébnkav evoountpika (in
utero) Gt OLGTEKIVOVUAUTT OV GUVIGTATAL Y10 SDOEKO UVES LETA TN YEVVIIOT 1| €®G GTOL TOL
EMIMEdU TNG OVGTEKIVOVUAUTNG GTOV 0pO TOV Ppépoug va givar un aviveboo (PA. mapaypdeovg 4.4
kot 4.6). Edv vdpyetl capég kAvikd 0QELOG Y10 TO LEPOVOUEVO BPEPOC, 1) yoprynon evog {dvTog
euporiov pmopel va e€etdletarl vopitepa, Qv T EMIMESQ TG OVGTEKIVOVUAUTNG GTOV OPO TOV
Bpépovg etvar un aviyvedoiua.

2116 avOAVGELS QAPULOKOKIVITIKTS TANOVUGHOV TV HEAETOV pAong 3, diepguviOnke N enidpaon Twv
O GLY VA YPNCIUOTOLODUEVOV TOVTOYPOVO POPLOKEVTIKAOV TPOIOVI®V 0 AoOEVEIG Le Wwpiaom
(cvumEPIAAUPOVOUEVOV TNE TOPAKETOUOANG, TNG BOVTPOPAIVNG, TOV OKETVAOGOAIKVLALKOD 0EE0C, TNG
peteopuivng, g atopPactativng, tng Aefobupo&ivic) o QUPHOKOKIVITIKY TNG OVCTEKIVOVULAUTNG.
Agv vp&av evdeiEelg OAANAETIOPOOTC LE AVTA TO. TAVTOYPOVE YOPTYOVLEVO QOPUOKEVTIKA TPOIOVTAL.
H Bdon yio v avérvon avt qtav 6t tovAdyiotov 100 acbeveis (> 5% tov peketodpevon
mAnBucpov) Edafav Bepameia e TOLTOHYPOVI YOPNYNOT CLTAOV TOV POPUUKEVTIKAOV TPOIOVI®V Y10l
ToVAd oTOV T0 90% NG TEPLOdOL pEAETNC. H pappokokivnTikng Tng OVGTEKIVOLUANTNG dEv
EMNPEACTNKE A0 TNV TAVTOYPOVT ¥p1ion MTX, un 6TEPOEIdODY AVTIPAEYUOVMDOIDY QUPUAK®OVY, 6-
pepkomTomovpivng, alabstompivng kat amd GTOUATOG KOPTIKOGTEPOEIWOMV G AGOEVEIS e WYOPLOGIKT
apBpitda, voso tov Crohn 1| amd v Tponyoduevn ékbeom o mapdyovteg avti-TNFa, oe acBeveic pe



yoplacikn apbpitida 1 voco tov Crohn.

To amoteAéopota piog PeAETNG in vitro Kol pog LEAETNG PAomg 1 oe GUUUETEYOVTEG e EVEPYO VOGO
tov Crohn d&v VTOSEIKVOOVV TNV OVAYKT Y10 TPOGAPUOYH TG 00oN¢ o€ acbeveic mov Aapupdavouv
Tavtoypova vrootpopata Tov CYP450 (BA. mapdypago 5.2).

e EAETEG Y10 TNV WYOPLOOT), 1 ACPAAELN KOL ] OTTOTEAEGLLOTIKOTITO, TG OVOTEKIVOVUAUTNG GE
oLVOLOGCHO UE OVOGOKOTAGTAATIKG, cupumeptlapuPoavouévoy Tov floloyikov, 1 e potodepansia, dgv
&xovv a&loAoynOel. Xe peréteg yio v yoplootkn apbpitida, n tavtdypovn yprion MTX dev pdvrnke
vo empedlel TNV AGPAAELD 1] TNV OTOTEAEGUOTIKOTITA TIG OVGTEKIVOVUAUTNG. L€ UEAETEG Y10, T1 VOGO
tov Crohn Kot TNV eAK®OT KOATISN, 1 TOVTOYPOVN XPTNOT] OVOGOKATAGTUATIKDV 1) KOPTIKOGTEPOEIODV
dev pavnke va emnpedlel TNV AGQAAELD 1) TV OTOTEAECUATIKOTNTA TG OVGTEKIVOVUAUTNG (BA.
mopaypapo 4.4).

4.6 T'ovipétnTa, KOG KO Yorovyio
IMuvaikeg o ovamapay®ytkn nAkio,

O1 yuvaikec o€ avamopay®ytk nAkio 6o TpEmel v ¥pNGLLOTOI0VV OTOTEAEGLOTIKY AVTIGOAANYN
KaTd T ddpkela TG Bepameiag Kot yro TovAdyiotov 15 efdopddeg petd ) Oeponeia.

Kvnon

Agdopéva mov GLALEYON KOV TPOOTTIKA O OYETIKE TEPLOPIOUEVO ap1BUd KLGE®V HeTd amd £kBeon
OTNV OVGTEKIVOLUAUTT UE YVOOTA UTOTELEGUOTO, GUUTEPIAOUPAVOUEVOV TEPIGCOTEPWOV OO

450 xunoeV oL EKTEOMKAV KATA TN S1GPKELN TOV TPAOTOL TPLUIVOL, dEV KATUOEIKVVOLY 0LENUEVO
kivouvo peilovov cuyyevav SLGTAUGLOY GTO VEOYVO.

Meléteg og (o dev KaTESEIEAY AUEST] T} EUUECT] TOEIKOTNTO GTNV KONOT|, OTNV TPAOUN
euPpoakn/dyiun euppvaxn avantoén, oTov ToKeTd M| 0T HETOYEVVNTIKN avamtuén (BA.
Tapaypaeo 5.3).

Qo1660, 1) dtbEciun KAWIKY epmepia eival Teploptopévn. Q¢ TPOANTTIKO HETPO, EIVOL TPOTIUNTED VL
amopevyeton n xprion tov IMULDOSA «katd tnv kdmon.

H ovotekvoopdunn damepva tov mhakovvto Kot £yl aviyvevbel otov opd Ppepdv to onoia
yevvinOnkav amd yovaikeg mov EAafov Oepameio pe OVGTEKIVOLUAUTN KOTA TN dtdpkela ¢ konong. H
KAWVIKT ETUTTOGCT QLTS TNG TAPATPNONG OEV EVOL YVWGTH, ®0TOG0 0 Kivouvog Aolpuméng yio Bpéen
T omoia EKTEOMKAY in utero 6T OVOTEKIVOLULAUTY EVOEYETAL VA glvan avEnpévog petd ) yévvnon. H
yopnynon Loviov guforiov (énwg 1o euPodriio BCG) ot Bpéon mov extédnkay in utero ot
OVGTEKIVOVLLAUTN OEV GUVIGTATOL Y10 SMOEKM UNVEG UETE TN YEVVNON 1 LEXPIS OTOV TO EMITESD TN
OVGTEKIVOLUAUTNG GTOV 0pd TOL Ppépovg va eivat un aviyvevoia (PA. mapaypdapovg 4.4 kot 4.5). Edv
VIAPYEL COPEG KAIVIKO OQELOG Y10 TO UEHOVOUEVO BPEPoc, I xopnynom evog (dvtoc epufoliov pumopel
va e€etdletol vopitepa, €0V T ETITESA TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL Bpépoug givar un
OVIVELCLUAL.

Oniacpodg

[Teplopiopéva dedopéva amd T SNUOcteLHEVN PBAoypapio LITOSEKVIOVY OTL 1] OVCTEKIVOVLAUTT
EKKPIVETOL GTO OVOPAOTIVO PINTPIKO YEAN GE TOAD HKPEG TOCOTNTEG. AEV ElVOL YVOGTO v M)
OVGTEKIVOV LA ATOPPOPATOL GUCTNHOTIKA LETA TV KATATOGT. AOY® TOL EVOEYOLEVOV
AVETLOOLNTOV OVTIOPAGE®Y OO TV OVCTEKIVOLUAUTN 6€ Bpéepn Tov OnAalovv, Tpémnel va
aropaotlotel av Ba dtakonel o ONhaouds katd ) didpkela g Bepomeiog Kot Eog 15 gfdopddeg petd
) Oepamneio 1| av Oo drokonei ) Oepaneia pe to IMULDOSA, Aapfdvovtag vadymn to 0peA0G TOV
TO0100 amd To ONhaoud Kot To dPeA0C NG yuvaikag amd T Oepaneio e IMULDOSA.

Tovomo
H enidpaon g ovotekvoudUTng oty ovBpdmvny yovipdtnto dev Exel a&loroyndet (PA.
mopdypoeo 5.3).



4.7 Emopacelg 6ty IKAvOTNTO 001171161 KOL YELPLGHOV U UVI|LETOV

To IMULDOSA dev &gl kapia 1 £(€L AGUAVT EXIOPOCT) GTNV IKAVOTNTO 001 YNOTG KOl XEPICUOV
Uy ovnuaToy.

4.8 AvemOOunteg evépyereg

2Hvoyn 1oL TPOPIA ACQAAELNG

O o ovyvég avemBounteg evépyeleg (> 5%) oTig EAeYYOUEVEG TEPLODOVE TOV KAIVIKOV UEAETAOV TNG
yoplaong, e yoplacikng apbpitidag, tng vocov tov Crohn og EVAAIKES L€ OVGTEKIVOVUAUTT TOV
pvoeapvyyitda kot Kepaiadyio. Ot mepiocdtepes omd avtég BewpnOnkay fmieg Kot dev enéforav
dwakomn g Bepomeiag e perétng. H mo cofapn avemBountn evépyeia mov &yl avapepbel yio tnv
OVOTEKIVOLLAUTN elvar coPapéc avTidpdoels vepevactnciog copmeplauPavopévng g
avaeura&iog (BA. Tapdypapo 4.4). To cuvoAriKd TPoPik acEAAELNG NTAV TAPOUOL0 Y10, AcOEVELS e
yopiaon, yoplactkn apbpitida, voso tov Crohn.

Katdloyog avemBountwv gvepyelmv og mivoko

Ta dedopéva asPAAELNG TOV TEPLYPAPOVTUL TOPAKATM aVTIKATOTTPILOVV TNV €kBeon evnAlK®V otV
ovoteKvovpaunn oe 14 pedéteg pdong 2 kot eaong 3 oe 6.710 acbBeveic (4.135 ue yopioon ko
yoplacikn apbpitda kot 1.749 pe voco tov Crohn). Avtd nepilapfdavovy ékbeorn oty
OVGTEKIVOVULALTT OTIG EAEYYOUEVEG KOl LT EAEYXOLEVEG TEPLOSOVE TWV KAVIKDV HEAETOV € acbeveig
ue yopiaon, yoprootkn apdpitida 1 voco tov Crohn yio tovddyiotov 6 unveg (4.577 acbeveic) N
TovAdyotov 1 €10¢ (3.648 acBeveic). 2.194 acbeveig pe wopiaon, voco tov Crohn gktébnioy yia
TovAdyotov 4 £t evo 1.148 acBeveic pe yopioon 1 voso tov Crohn extébnkav yio TovAdyiotov

5 ém.

O ITivakag 2 Tapéyet EVov KOTALOYO TOV OVETIHOUNT®V EVEPYELDY OO KAIVIKEG LEAETEG Y10 TNV
yopiaon, v yoplaotkn apbpitida kot ) voco tov Crohn g evilikeg, Kabmg emiong Kot
avemBounteg evépyeleg mov avoeEpiniay amd Ty eumelpio uetd v KukAogopia. Ot avemOdunteg
evépyeleg Ta&vopovvtan katd tnv Koatmyopio Opydvov ZuoTiHoTOg Kot TN CLUYVOTNTO ELPAVIONC,
YPNOLLOTOLDOVTAG TV 0KOAoVOT cuvenKm: TToAd cuyvég (> 1/10), Zuyvég (= 1/100 mg < 1/10), Oy
ovyvég (= 1/1.000 émg < 1/100), Zrdaviec (> 1/10.000 éwg < 1/1.000), ITodd omdviec (< 1/10.000), un
YVOGTNS ouYvOTNTOS (dV LIopovv va. ekTiunBovv pe Bdon ta Sabéoipa dedopéva). Evtog kabe
Katnyoplog cuyxvotntag eUdviong, ot avemBounteg evépyeteg mapatibeviar katd edivovca cepd
coPapdroc.

Hivaxag 2: Karaloyog twv avemBountwv evepyeianv

Katmyopia/Opyoviké ZoyvoTnTo EpPavions: AvemOounTy evépysla
2O6TNUO

AOUDOEELS KL TAPOCITOCES  ZVYVEG: AOTUOEN TNG AVATEPNG AVATVEVGTIKNG 0000,
PVOQOPVYYITION, TAPOUPPIVOKOATITION
Oy ovyvég: Kuttapitida, Aouméelg tov 0d6vimv, pmng (ootpag,
AOTHMEN TOL KATMTEPOL AVOTVEVGTIKOD GUGTILATOS, LOYEVIG
AO{H®EN TOL AVAOTEPOL OVATVELGTIKOD GUGTILOTOC, AOOIOKOATIKY

pokntioon
Awtapoyés avocomomrikov Oyt ouyvég: Avtidpdoelg vepevanstnoiog (cvpmepthapfovouéveoy
GULOTNLOTOG eEavOnuotoc, kvidmong)

Eravieg: ZoPapég avTidpaoelg vrepevaictnciog
(ocvumeptiopPovouévav avaeLAagiog, oyyE00tONILITOC)

Poyrotpikég dtatapayés Oy ovyvéc: KatdBhyn
AwoTapay£c Tov VELPLKOD Yuyvég: ZAahn, Keohoiyia
GUGTNUOTOG Oy ovyvég: TlapdAivon tpocmmon

AvomvevoTikés, OopaKikég 2OYVEC: ZTOLOTOPAPLYYIKO GAYOG

SLTapoyEC Kol OLTOPOYES Oy ovyvég: Pvikn copedpnon

pecobwpaxiov Eravieg: AAAepyikn KoyeMSITION, NOGIVOPIAIKT| TVELIOVID
[ToA omdviec: OpyavmTtiki Tvevpovio™®

Taotpeviepucéc datapoayéc  Zoyvég: Aldppota, vouTtia, EUETOG
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Alotapoyég Tov OEPUATOC Xoyvég: Kvnouog

K0l TOL VTTOSOPLOV 1GTOV Oyt ovyvég: PAoKTav®dONG Yopiaot, OToPOAId®mGT OEPUATOC, AKUN
Yravieg: ATopoMdmTikn deppatitida, ayyetitida omd
vrepevarctnocia
IToA0 omdvies: TToppoAvydOEG TEUPTIYOELDES, OEPUATIKOG
£pLONUATOINC AVKOG

Awtapayéc Tov Yuyvég: Oopvakyia, poodyia, apBpaiyio
HLOOKEAETIKOD cLoTAUATOG  [ToAD omdvieg: Zuvopopo tpocopotdlov pe Adko
KOl TOV GUVOETIKOV 1GTOV

Ievikég Sratapayés Kot Yuyvég: Komwon, ep0dnua ot 0éom éveong, dhyog ot B€om éveong
KOTOoTAoELG o 0éom Oy ovyvég: Avtidpaoelg otn 0éon éveong (cvumepiappfavopévaoy
YOPNYNONG NG GLUOPPAYIOG, QUOTAIOTOC, GKAPLVOT|G, O1OYKMONG Kot

Kvnouov), eEacbévnon

* BA mapdypo@o 4.4, ZT0GTNHOTIKEG KL AVATVEVGTIKEG OVTIOPAGELG LITEPELOLGONGlag.

[Ieprypo@n emAeyuEVOV OVETOOUNTOV EVEPYEIDV

Aooéeig

211G ELEYYOUEVES IE EIKOVIKO QAPHOKO LEAETEG o€ acbeveic pe yopiaon, yoplacikn apbpitida Kot
v660 tov Crohn, ta 10600TA AotumEemv 1| coPapdv AotudEemy NTav Tapduota LeTold TV acbevov
OV AAUPOVOY OVGTEKIVOLLLAUTY KOl EKEVOV TOL AApBavay IKOVIKO @APUOKO. TNV EAEYXOUEVT LE
EIKOVIKO PAPUAKO TEPTOO0 AVTAOV TOV KAVIK®DV HEAETMV, TO T0G0GTO Aotuméemv ntov 1,36 ava
avBpomroétog mapakolovdnong yio Tovg acbeveic mov Adppavay ovotekivovpdumnn kot 1,34 yio toug
acBevelc mov Aapupavay gikovikd eapuako. ZoPapés Aotuméels epeaviotnkayv o€ tosootd 0,03 ava
avBpomroétog mapakolovdnong yio tovg acbeveic mov Adppovay ovotekivovudunr (30 coPapég
rowméeig og 930 avBpaomoétn Tapakorovdnong) kot 0,03 yio tovg acBeveic mov AdpPovay gikovikod
eapuakxo (15 coPapéc owwméelc o 434 avOpwmoétn mapakorovdnong) (PA. mapdypapo 4.4).

211c EAeyYOUEVES KOt [T EAEYYOLEVEG TTEPLOSOVE TOV KAVIKAOV UEAETAOV Y10 TNV WYOPILOCT), TV
yoplacikn apbpitida kot t voéco tov Crohn, wov avtimpocmredovy 15.227 avOpwmoétn £kbeong oe
ovotekivovpaunn o€ 6.710 acBeveic, n didueon didpkela mapoakorovOnone ntav 1,2 £, 1,7 £ ya
TIG LEAETEG Y10 TNV YopLooikn vooo kat 0,6 £t yia Tig peAéteg yia tn voco tov Crohn. To mocootd
rowdéewv frav 0,85 avd avOpwmoéTog Tapakoiovdnong yia Tovg acbeveig mov Adpfavoy
OVGTEKIVOVLLAUTN KOt TO T0606TO cofapdv Aotudéemv ftav 0,02 avd avOpomoétog mapakorovdneng
Yo Tovg aiebeveig mov AduPovay ovotektvovudunn (289 cofapég Aoywméelc o 15.227 avOpwmoé
apakolovinong) Kot ot coPapés AotumEelg mov avapépinkay TepleEAAUPavay TVELLOVIM, OTOCT O
TOV TTPOKTOV, KLTTOPITION, EKKOATMUATITION, YUGTPEVTEPITION KOl 10YEVELG AOUMEELC.

e KMviKEG peréteg, aobeveig pe AavBdvovoa pupatioon mov TopdAinia Adpupavoy aymyn pe
oovialion dev avémTuEav euuaTi®o.

Koakonfeieg
2V eheyOUEVT LLE EIKOVIKO (PAPLOKO TEPI0O0 TV KAWVIK®V HEAETMV o€ 0oBeVelg e yopiaon,

yoplacikn apbpitida kot voco tov Crohn, n exintwon koakon0eldv, £apoduevov Tov Uy
HeEAVOKLTTAPIKOD Kapkivov Tov dépuatoc, ntav 0,11 avd 100 avBpwmoétn mapakolovOnong yia Tovg
acBeveic mov Adppavay ovotekivovpdunn (1 acbevig og 929 avBpwmnoétn topakolovbnong) o
ovykpon pe 0,23 yia tovg acbeveig mov AdpPavav eikovikd edppako (1 acBevig oe 434 avBpwmoétn
mapokorovdnong). H enintmon tov pun pehavokuttaptkod Kapkivov tov dépuatoc nrov 0,43 ava

100 avBpaomoétn Tapakoiovdnong yia Tovg acbeveig mov AdpPavay ovotektvovudunn (4 acbeveig og
929 avBpwmoétn mopakorovdnong) oe ovykpion pe 0,46 yio Tovg aobeveic mov Adpfoavay eikovikd
eapuako (2 acBeveic o 433 avOpwmoétn mapakorovdnong).

2116 ELeYYOUEVEG KOt [T EAEYYOUEVEG TTEPLODOVS TOV KAMVIKOV UEAETAOV Y0l TNV WYOPiaon, TNV
yoplacikn apbpitida kot ) voéco tov Crohn, wov avtimpocmredovy 15.205 avOpwmoétn £kbeong oe
ovotekvovpaunn o€ 6.710 acBeveic, n didueon dudpkela Tapaxorovdnong nrav 1,2 &, 1,7 &ty
TIG LEAETEG Y10 TNV YOPLOGIKN VOG0 Kot 0,6 £T1 Yo TIg LEAETES Y1 T VOGO Tov. AvapépOnkav
KakonOeteg, e£0POLUEVOD TOV UN LEAVOKVTTOPIKOD KOPKIVOL Tov dépuatog, o€ 76 acbeveig o



15.205 avBpwmoétn mapakorotnong (erintwon 0,50 avd 100 avBpwmoétn mapakorlobOnong yia Tovg
aoBeveic mov Ehafav ovatekvoupdunn). H erxintwon kakoneidv mov avagépbnie otovg acbeveig
7oV EAAPOV OVGTEKIVOV LA TOV GUYKPIGIUN E TNV EMMTOGCT) TOV AVOUEVETAL GTO YEVIKO
mAnBvoud (tpotvnopévo miiko enintwonc= 0,94 [duotnpa epmiotosvvng 95%: 0,73, 1,18],
TPOGOPUOGIEVO Y1, TNV NALKiA, TO VA0 Kal TN UAN). Ot o GLYVA TaPATNPOVUEVES KakoNOeLES,
e£aPOVUEVOL TOL U LELOVOKLTTOPLKOD KOPKIVOL TOV dEPUATOG, TAV KOPKIVOC TOL TPOSTATY,
peddvopa, opBokoAKog Kapkivog Kot Kapkivog Tov pactov. H enintmon tov pn HeAavokuTtToplkon
KapKivov tov déppatog frav 0,46 avd 100 avOpwmoitn tapakoiovdnong yio Tovg acbeveig mov
éloPav ovotekvoopaunn (69 acbeveig oe 15.165 avBpmmoétn mapakorovbnong). H avaroyio tov
ac0evav pe BactKoKLTTOPIKO EvavTl akavloKuTTaptKoy kapkivov Tov dépuatog (3:1) sivor
GUYKPIGIUN UE TNV OVOUEVOUEVT avaroyia 610 Yevikd TANOuouo (PA. mapdypao 4.4).

Avtidpdoeic vrepgvacnociog kon avidpdoeig oty €yyvon

2T1G HEAETEG EMay®YNG Le EVOOQAEPLa yopriynomn yia tn voco tov Crohn, dev avagépbniay eneicooto
avaeura&iog 1 GAAeg coBapég avTOpAcElS 0TV £yYvon HETA omtd TV eQAmos evooPAEPLa dOoN. X
OVTEG TIG LEAETES, 2,2% amd Toug 785 acbeveig mov dafav eikovikd eappako Kot 1,9% amd toug

790 acBeveig mov EAafav Tn GUVIGTOUEVT] 0OGT) OVGTEKIVOV LA OVEPEPOY AVETIOOUNTES EVEPYELEC
o1l omoieg cLVEPN GV 6T dldpKeLd TS £YYvong 1 EVIOC LG dPag amd avTiyv. ZoPapéc avtidpdoelg

oy eTIlOUEVEG UE TNV £YYVOT], CUUTEPIAAUPAVOLEV®Y OVOPLAAKTIKOV AVTOPAGEWY GTIV £YYVCT|, £XOVV
avapepbel KoTd TNV TEPI0d0 PETA TNV KLKAOQOPia TOL TPoidvTog (PA. Tapdypapo 4.4).

Houdratpikog mAnduopog

Houdrazpixoi aoOeveic nlikiog 6 €TV Koi GV UE YOPLOTH KOTO, TAGKOS

H acpdleia tng ovotektvovudunng £yt peketndei oe dvo aong 3 peréteg oe madlatpikovg acheveic
pe pétpro €o¢ soPapn yopiaon kotd tAdkas. H mpotn pekétn d1eénydn oe 110 acbeveig 12-17 etddv
mov éhafav Oepameia yio didotnpa £oc 60 efdouddeg kot 1) devTEPT peAéTn d1e&nyOn o 44 acbeveig 6
é¢wg 11 etddv mov éhafav Bepomeio yio dtdotnua £wg 56 eBSoUAdES. Xe YEVIKEG YPOUUES, OL
avemBounTeg eVEPYELEC TOV avoPEPONKAY GE AVTEC TIG 000 HEAETEC LE OEBOUEVA Y10 TIV OOPALELN EDC
1 ét0vg TV TOPOUOLES LE eKElveC OV TapoTNPHONKAY GE TPONYOVUEVEC LEAETEG GE EVIAIKEC UE
yoplaorn Kotd TAaKag.

Avopopd mhavoloyobuevav avemBOuntmv vepyeldv

H avagopd mboavoroyodpuevov avemBountov evepyeimv PETH amd T Yopnynon adelog KukAopopiag
TOV QUPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Exitpénet tn cuveyn mapokolobnon e oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTdVTOG. ZnTeitor amd Tovg emayyeAoticg vyeiag va
aVAPEPOVY OTOIEGONTOTE THOVOAOYOVUEVESG AVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOV GLGTNILOTOG
avapopds tov avaypdeetor oto Hapdpmua V.

4.9 Ynrepdocoroyia

2e KMviKég peréteg yopnynonkav evoopAefing epdmnal 66ce1c puéypt 6 mg/kg ympic va meplopioTel 1)
3001 AOY® TOEIKOTNTOC. XE TEPIMTMOT VITEPOOCOAOYING, CLVIGTATAL 1] TAPAKOAOVON G TOL 0eBEVOLG
Yo TOYOV onpeio ] COUTTOUOTO AVETIBVUNTOV EVEPYEIDV KOOMG Kot 1) AUEST EvapEN KATAAANANG
CLUUTTOUOTIKNG Bepaneiog.

5. DAPMAKOAOTI'IKEX IATOTHTEX

5.1 ®@oppokodvvopIKES 1O10TNTES

DappokobepamenTikn Katnyopio: AVOGOKATAGTAATIKG, AvVAGTOAELS vTeEpAELKivG, KdkOg ATC:
LO4ACOS.

To IMULDOSA eivat B1o-opogtdég papuokentikd tpoidv. Aentouepeig mAnpoeopieg ivar dStabéoipeg
67OV OIKTLOKO 1010 Tov Evpmmaikod Opyaviopuod @apudkmyv: https:/www.ema.europa.eu.
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Mnyaviouog dpdong

H ovotexvoopdumn eivar éva mAnpog avBpomvo povokiAwviko IgGlk aviicopo mov cuvoseTat [
E0IKOTNTA UE TNV KOWI TPOTEIVIKT vITopovada p40 Tov avOpoOTIVOV KOTTUPOKIVAV VTEPAEVKIVN
(IL)-12 xou IL-23. H ovotekvoupdunn avactéAiel ) Blodpactikdtnta twv avipdnivov IL-12 kot IL-
23 gumodilovtag v p40 va cvvdebet pe Ttov mpwteivikd vrodoyéa IL-12RPB1 mov exppdletarl otnv
EMPAVELN TOV avocokLTTapmVY. H ovotekvoupdunn dev pumopel vo cuvdedel pe v IL-12 1§ v IL-23
OV €1VOIL )OT] GUVOESEUEVES LE EMPOVELOKOVG KVTTAPIKOVG VITodoyeic IL-12RB1. Xvvenmg, n
OVGTEKIVOVUAUTT OgV Eivar TTOOVO VoL GUVEICQEPEL GTN LEGOAUBOVUEVT OTTO CVTICOUATO 1] OO TO
GUUTANPOUA KUTTOPOTOEIKOTNTO T®V KUTTAP®V [ Toug viodoyeig IL-12 ko IL-23. Ot IL-12 ko IL-
23 elval ETEPOSUEPELG KLTTAPOKIVEG TOV EKKPIVOVTOL OO TO EVEPYOTONLEVO, OVTLYOVOTOPOVGLUCTIKA
KOTTOPO, OTTMOC TO LOKPOPAYO, KOt T, devOpLTikd kOTTopa. Kat o1 600 kuttapokiveg Aaupdavouv puépog
oTIG avoooA0YIKEG Asttovpyies. H IL-12 dieyeipel o kdTTapa-@uotkovg goveic (NK) kot mpowbei
Swpoponoinon tov CD4+ T kuttdpwv mpog To pavotumo tewv Bondntikadv kuttdpov T 1 (Thl), n IL-
23 emdyel v 006 TV ondntikedv kuttdpwv T 17 (Th17). Qotdco, n un euctoroyikrn pHiouen tomv
IL-12 kou IL-23 éyel cvoyetiotel pe avoco-dlopecorafovpeveg acBéveleg, dnmg n yopioon, N
yoplaoikn apbpitida kot 1 vocos tov Crohn.

Me 1t cuvdeon otnv Kotvi vrooudda p40 g IL-12 kot g IL-23, n oveteKvoLpauUTN UTopel va
0OKNGOEL TIG KAMVIKEG TOV EMOPACGEIC GTNV YOPIOGT, OTNV Yoplacikni apdpitida kot ot vdco Tov
Crohn péow g S10Komne Tmv 00MV TV oxeTllonevay pe Tig kuttapokives twv Thl kou Thl7
KUTTAP®V, 01 0Toieg d1adpapatilovy Kevpikd poro oty mafoAoyio dVT®V TOV VoG UATOV.

Ytovg aoBeveig pe vocso tov Crohn, 1 Bepameio pe 0VOTEKIVOLHAUTN 001 YNOE G HEIWMOT TV JEIKTAOV
g eAeypovig, cvpmepiiapfovopévng g C-avidpwcog tpwteivng (CRP) kot g kaArpotextivng
KOTPOAV®V, 0T1 JEPKELD TNG PACTG ETUYWOYNS, Ol 0TTOI01 TN GUVEXELX dtotnpnHoniay kad’ dAn
dupketa g edong cuvtinpnong. H CRP a&oloynOnke katd tnv didpketa tng LEAETNG EXEKTOOTG KO
01 LEIDGELG TOL TTOPATNPNONKAV KOTE TNV O1ApKELN TNG GLVINPNONG YEVIKA dtatnpnOnKav g v
efdoudoa 252.

Avocomoinon
Koatd ) dudpxeta e pokpoypdviag enéktaong e Melétng Yopioone 2 (PHOENIX 2), ot eviiikeg

acBeveic mov EaPav Bepameio Le OVOTEKIVOLUAUTN Y10 TOVAG IOTOV 3,5 ¥pdvia Topovsiocoy
TOPOUOIEG AVTICOUOTIKEG OTAVTGELS TOGO GTO TOAVCUKYAPLOKO EUPOAIO Y10 TOV TVEVUOVIOKOKKO
0G0 K01 6TO EUPOALO Y10 TOV TETOVO OTIWG 1 OLLAd0 EAEYYOL acbevmv e yopioon mov dev Elafe
ocvotnuotikd Bepamneia. [Tapopola avoroyio evnAMK®V acBevdy ELPAVICE TPOGTOTEVTIKG EMITESN
OVTICOUATOV KATH TOV TVELLOVIOKOKKOL KOl TOV TETAVOL Kol Ol TITAOL AVTICOUAT®V 1TOV TOPOLO0101
petald tov acfevav mov EAafov oVeTEKIVOV AT Kol TV acBevadv oty opdda eEAEYYOL.

KAwikn omoteAeoLaTikOTnTO,

Néocog tov Crohn

H ac@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG AEI0A0YHONKOY GE TPELG
TUYOOTOINUEVES, SUTAN TOVPAEG, EAEYYOLEVEG LLE EIKOVIKO QAPLOKO, TOAVKEVIPIKEG LEAETEG GE EVIAIKEG
acBeveic pe petping £mg cofapd evepyn voco tov Crohn (Babuoloyia oto Agiktn Evepyodtntog tng
Noécov tov Crohn [CDAI] > 220 ko1 < 450). To mpdypappa KAWVIKAG avAaTTuéng mepiAdpupove 500
perétec 8 efdouddmv evooeréProg emaywyne (UNITI-1 ko UNITI-2), akoAovBodpeves amd puo
peAétn 44 gfdopddwv vrodoplog Tuyalomomuévng andsvpong cvvtipnong (IM-UNITI), mov
avimpocomevay 52 gfdopdadec Oepaneiog.

O peréteg emaymyng nepidapfovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveig. To
TPMTEVOV KATOANKTIKO ONUEID KOt Y1l TIG VO UEAETEG EXAYMYNG TOV TO TOGOGTO GUUUETEYOVIMV UE
KAk avtomdkpion (opioctnke og peiwon g Pabuoroyiag CDAI > 100 Babuovg) v efdoudda 6.
Agdopéva amoTeAEGHOTIKOTNTAG CLAAEXOM KOV Kol avoAvOnKav Emg TNV gfdopdda 8 kat yio Tig dVo
peAétes. H tautodypovn yoprynomn and oToUATOg KOPTIKOGTEPOEWOMV, AVOGOPPLOUGTIKMV
TOPOYOVTOV, OUIVOGOAMKVAIK®OV Kol ovTIPLOTIK®Y ENLTPETOTOV Kot 75% Tov acfevdv cuvéyicay va
Aappdvovv tovAdyiotov Eva omd avtd o eappaka. Kat otig 8o peléteg, ol aobeveig
TuyoroTomOnKay va Adfovv pia epdamas evooeAEPia yoprynon e cuvictdpevng oo fad e pévnc
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(tiered) 600m¢ TV Tepimov 6 mg/kg (BA. ITivaxa 1, tapdypago 4.2), uio otabepn 66on 130 mg
OVGTEKIVOVLLALTN 1) EIKOVIKO Pdppako TV gfdopdda 0.

Ot aoBeveic otn pekétn UNITI-1 elyav amotivyel 1 elyav gpeavicet dusavesio o Tponyodevn
Bepaneia pe avit-TNFa. Iepinov 48% tmv acbevav eiyav amotoyet pe 1 mponyoduevn Bepamneio pe
avit-TNFa kot 52% elyav amotiyet pe 2 1 3 mponyovueveg Bepaneieg pe avit-TNFa. Ze avtiv

uerétn, 29,1% tov acbevav elyav avemapkr apyikn oviamdkpion (Tp®TELOVTIOS LN

avToToKpvOpEVoL), 69,4% avtamokpifnkoy aAld Exocay TV aviardkpion (JeVTEPELOVIMG UN
avtomokpvouevor) kot 36,4% eiyav dvcavetia otig Oepameieg ue avii-TNFa.

O1 acBeveic otn perétn UNITI-2 elyav amotoyet o tovddyiotov pia cvpfotikn Oepamneia,
CUUTEPTAAUPOAVOUEVOV TOV KOPTIKOGTEPOEWOMV 1| TOV AVOGOPPLOLUCTIK®V TapayOvVImV, Kol EITE OV
elyov AdPet oto maperBov avii-TNFa (68,6%) eite giyav Adfel oto maperBov Bepameia pe avti-TNFa

aALG dev anérvyov (31,4%).

Toco ot perét UNITI-1 660 kai ot perétn UNITI-2, 10 m0c06T6 TV acbeviv mov eugdvile
KAVIKT ovTOmOKPIoT Kol DOECT) NTOV CTULOVTIKG LEYOADTEPO GTNV OUADN TNG OVGTEKIVOV UAUTNG
évavti tov gikovikov eapudiov (ITivakag 3). H khvikn avtomdkpion kot 1 HQeon HTay GNUAVTIKEG
MM amod v gfdopdda 3 oTovg 0ebeveig oL AGUPAVOY OVGTEKIVOV UG KOl GUVEXIGOV VL,
Bedtidvovtar £m¢ v efdoudoa 8. e avTég TIC LEAETEG EMAYMYNG, 1] ATOTEAEGLOTIKOTITO, TV
VYNAOTEPT KoL dlatnpnOnKe TeEPLocOTEPO oMY opdda g dafabduicuévng doomng, o€ GOYKPLoT [E TNV
ouada mov EloPe ™ d6om TV 130 mg, Kot cuvendg 1 Safabpiopévn d6oN eival 1) GUVIGTOHEVT

EVOOQAEPLO dOOT ETOYOYNG.

Hivaxag 3: Emaywyn klivikns aviamoxpions kot dpeons oty ueiétn UNITI-1 kou oty uerétn UNITI-2

UNITI-1* UNITI-2**
Ewkoviké 2OVIGTOUET Ewkoviké 2OVIGTOUET
PaproKo d6on PapproKo d6on
O0VGTEKLVOVLE, O0VGTEKLVOVLE,
N =247 pan N=209 pan
N =249 N =209
Khwvicn 'Y peon, efdopdda 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"

Khlvikn Avtamoxpion
(100 BoBuoi), fdopdda 6

53 (21,5%)

84 (33,7%)°

60 (28,7%)

116 (55,5%)"

KAwvikr Avtomdkpion
(100 BaBpot), efdopdoa 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

121 (57,9%)"

efdoudda 6

Avtanokpion 70 BaBuav, 67 (27,1%) 101 (40,6%)" 66 (31,6%) 106 (50,7%)*
gpoopada 3
Avtanokpion 70 BaBuav, 75 (30,4%) 109 (43,8%)P 81 (38,8%) 135 (64,6%)*

H v vpeon opiletar og abuporoyio CDAI < 150. H kAwvikn avtomokpion opiletat g peimon g Pabpoloyiog
CDAI katd tovddytotov 100 BobBpois 1 og mapovsio KAWVIKNG Vpeong

H avtandkpion 70 Babudv opiletar og peimon g Pabuoroyiog CDAI katd tovidyiotov 70 Pabpovg

*  Amotvyia og avii-TNFa

**  Amotuyio ot cvpfartikn Oepaneio

¢ <0,001
P p<o0,01

2 perén cvvinpnong (IM-UNITI), a&ioroynOnkav 388 acBevelc mov méETuyav KAVIKT avTamTdKpion
100 BaBudv v efdopdda 8 g emaywync e ovotektvoupdunn otic peréteg UNITI-1 ko UNITI-2.
O acBeveic ToyaromomOnkov va Aapfovv vodoplo aymyn cuovtipnong e 90 mg oVGTEKIVOVUAUTT
KkéOe 8 efoopddeg, 90 mg ovotekivovpaunr kdbe 12 gfdopddec 1 etkovikd dppoko yio 44 efoopdadeg
(Y10 T ovvietduevn docoroyia cuvtypnong, PA. Ttapdypago 4.2 g ITXIT tov IMULDOSA evécipo

oo (erodidio) kot evESILO S1AVLO OE TPOYEUICUEVT GUPLYYO).

ZNUOVTIKG VYNAOTEPO TTOGOGTA acHeEV@MY SlaThpNoay KAVIKT DOECT KOl AVTOTOKPIOT| GTIG OUAOES
7oV ELaPaV OVGTEKIVOVUAUTY GE GUYKPLOT] [LE TNV OUAOM TOV EIKOVIKOV Qapudicov Ty gfdoudada 44

(BA. ivaxa 4).
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Ilivokog 4:  Motnpnon ¢ KAIVIKINS aviomoxpions kol dpeons oty ueiéty IM-UNITI (efidouddo 44,
52 gfoouadeg amo v évopln s 00oNS ETOYWYNG)

Ewoviko 90 mg 90 mg
PAPRUKO® | OVGTEKIVOUUG | OVGTEKIVOUNE
U7 KGOE pan Kaoe
8 efoopaodeg | 12 efoopddeg
N=131f N =128f N =129f
KAvikn 'Yoeon 36% 53%" 49%P
KAvikny Avtomdkpion 44% 59%P 58%"
Khvikn Y oeon Xwpig Koptikootepoetdég 30% 47%" 43%"

Khlvikn Y peon og acBeveic:

OV NTaY 6€ DPECT KOTA TNV Evapén TG 46% (36/79) | 67% (52/78)" 56% (44/78)
Oepameioc cuvTipnong

mov ewoNydnocav amd ™ peké 44% (31/70) | 63% (45/72) 57% (41/72)
CRD3002*

7oV deV €yovv AAPeL 6To TapPeEABOV avTi- 49% (25/51) | 65% (34/52)" 57% (30/53)
TNFa

70V £ ONoay amd T HEASTN 26% (16/61) | 41% (23/56) | 39% (22/57)
CRD3001°

H v vpeon opiletar og abuporoyio CDAI < 150. H khwvikn avtomokpion opiletat g peimon g Pabpoloyiog

CDAI katd tovddytotov 100 Bobpois 1 og mapovsio KAVIKNG Vpeong

* H opdda tov eikovikod pappdkov meptAdppave acbeveig ot omoiot epeavilav avtamdKpion 6T OVGTEKIVOULLATT Kot
ToyooromOnKav vo Aafovv eikovikd edppako katd v Evapén g Bepameiog cuvinpnong.

T Acbeveig mov eppdviCay KAvikn avtandkpion 100 Babudv 6tn ovetekvovpdunn katd mv Evapén g epaneiog

cuvTiipnong

Acbeveig mov anétuyav e ) ovpPotikn Oepaneio aALG Oyt pe ™ Oepaneio pe avti-TNFa

AocbBeveic mov gpeavifovv avlektucotnra/ducoveéio otovg avti-TNFa

p<0,01

p <0,05

ovouaotikd onpavtkd (p < 0,05)

=< ™ R w ++

2 perén IM-UNITI, 29 an6 tovg 129 acBeveig dev datipnoay tnv avtondkpion o1
OVLGTEKIVOLULAUT LE TN AqwT Bepoameiog kaOe 12 efOopAdeS KOl EMTPATNKE 1) TPOGAPLOY TNG OOCTNG
mote va AdPovv ovotekvovpdunn kdbe 8 efdonddes. ATOAELN 0VTOTOKPIONG OPIOTIKE MG,
Babuoroyioa CDAI pe Babpotdg > 220 kot avénon > 100 Babumv omd v Babuoroyioc CDAI katd v
évapén. Xe avtovg toug acbeveic, KAvikn Voeon emtedybnke oe 41,4% tov acevadv 16 Bdopdoeg
UETE TNV TPOGAPUOYT THG dOOMC.

Ot acBeveic Tov dgv epEavifay KAVIKT ovTOTOKPIGT GTNY EXAYMYN UE OVGTEKIVOV AU TV
efdoudoa 8 tav peretdv emaymyng UNITI-1 kar UNITI-2 (476 acBeveic) eionybnoay oto un
TUYOOTOMUEVO TUNHOL TNG HeAETng cvvinpnong (IM-UNITI) kot élafav pia vrodopia éveorn 90 mg
OVGTEKIVOLULAUTN GE AVTO TO YPpoviko onpeio. Oxtd efdopnddeg apyotepa, 50,5% tov achevaov
TETVY OV KAVIKT aVTOTOKPLIoT| Kol GUVEYISOY Vo AauBavouv T d6on cuvthipnong kde 8 efdoudadec —
a6 aVTovG TOVG acheveic TOL GUVENIGAY TN 6OGT GLVTINPNONG, | TAELOYN L0 SLATHPNCAY TNV
avtomokpion (68,1%) kot métvye vVpeon (50,2%) v efdopdda 44, 6€ TOGOGTA TOL NTOV TOPOUOLN LE
ToVg 0.60eVEiC TOV AVTATOKPIONKAY QPYIKH GTNV EXAYMYN UE OVGTEKIVOLLLOUT.

Am6 toug 131 acBeveic mov avtamokpifnkay 6Ty EXAY®YN e OVCTEKIVOVALTY, KO TTOV
TUYOOTOMONKAY GTIV OUASH TOV EIKOVIKOD QOPUAKOV GTNV Evapén Tng MEAETNG cuvTnpnong, S1
EYaoov Gt GUVEXELD TNV avTamokpion Kot EAafov 90 mg ovoTeKVOLUAUTT VTTOdoPimG KaOe

8 efodopdoeg. H mietoynopia tov aclevov mov Exacav v aviondkpion kot Eavasexivnoay tnv
OVGTEKIVOLULAUTN TO €KV 0VTO eVTOg 24 EBSOUAd®V Ao TNV £YYLOT EMAYMYNS. ATO AVTOVG TOVG
51 acBeveic, 70,6% méTuyay KAV avTamndkpion kot 39,2% métuyav kKAvikn vVeeon 16 efdopndadeg
LETA TN AMyM TNG TPOTNG LITOSOPLOG SOOTG TG OVGTEKIVOLULAUTNG.

¥ peiém IM-UNITI, ot acBeveic mov odokipwoay tn HEAETN Emg TV efdopada 44 ftav
KaTAAANAOL Y10 Vo cuveyicovv TN Bepomeio oe pio peAét enéxtaonc. Meta&d tov 567 acbevav mov

elonNABav kot Ehafav Bepameio e OLGTEKIVOVUAUTY OT HEAETT) EMEKTAGNG, 1] KAVIKT] DPEGT KL 1)
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OVTOTOKPIoT YEVIKA StotnpnOnkay émg v efdoudda 252 1660 oTovg acbeveig mov giyov amoTOyEL pe
Oepaneiec-TNF 660 kot o€ exgivovg mov glyav amotiyel pe copPatikéc Oepameiec.

Agv gvtomtionkay véa BEHOTO AGPAAELNG OE VTN TN LEAETN eméKTaoNG Le Bepameio dlapKelog Emg
5 ¢ og aoBeveic pe Noco tov Crohn.

Evdooronnon

H evdockomikn ewcdva Tov Prevvoydvou a&lohoyndnke oe pia vroueAiétn o€ 252 acbeveic mov giyav
KOTAAANAN EVOOGKOTIKT EVEPYOTNTA TNG VOGOU otV £vapén. To Tpmtedov KaTaAnKTiKO onpeio nTav
N petafoln, og oyxéon pe v évapén, otnv Amhonompévn Babuoioyio Evéookomikng Bapovtntag
Noéoov yia ) voco tov Crohn (SES-CD), o cuvietn fabuoroyio o€ 5 €1AE0-KOAMKA TUMUOTO, TOV
TePMaUPAveEL TNV TOPOLGiN/TO UEYEDOG EAKMY, TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV KAADTTETOL
amo £AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV TPOSPAAAETOL OO AAAEG PAAPES KoL TNV
TOPOVGI0/TOV TOTO GTéEVmONC/otevoudtov. Tnv efdondda 8, petd and pio epana d0om ETAy®YNS, 1
petaforn g Pabuoroyiag SES-CD frov peyoivtepn otny oudoa tng ovatekvovudumang (n = 155,
péom petafoin = -2,8) amd 0,Tt 6TV opdda Tov gKoviKov apudkov (n =97, uéon petafoin =-0,7,
p=10,012).

Avtarokpion cvpryyicwv

Y o vroopdda achevav Le TopoyxeTeLoOpEva cuplyya oty évapén (8,8%, n = 26), 12/15 (80%) and
Tovg ac0eveic Tov AAUPBUVEY OVGTEKIVOVUAUTT TETVUYOV AVTATOKPLION TMV GUPLYYIOV GE SIUoTNUA.

44 gBdopadwv (opiotnie mg > 50% peinon Tov aplfod TV TOPOXETEVOUEVOV GUPLYYI®MV, OE GYEOT
He TNV €vapén e LeAETNG emaymyNc), Evavtt 5/11 (45,5%) and Tovg acBeveig mov Adpfavay eoviko
QAPLLOKO.

Toiotyta {wng mov oyetifetou pue v vyeia

H modtnta {ong mov oyetiletan pe v vyeia agloroynnke pe 1o Epotnuatoioyio yio
Dreypovmon Noco tov Eviépov (IBDQ) kot o epomuatoroyio SF-36. Ty efdoudda 8, ot acbeveic
OV AAUPOVOY OVGTEKIVOVUAUTT TUPOVGINCHY GTATIGTIKOG CTLOVTIKY LEYOAVTEPEG KO KAIVIKY
oNUAVTIKES BEATIOGELS TNG Guvolkng Pabuoroyiag IBDQ kot tng Xvvortikig Babpoioyiag tng
Yoyumc Zovictocog tov SF-36 1600 ot perétn UNITI-1 660 kot ot pehétn UNITI-2, kabog kot
ot Xvvortikn Babuoloyia tng Zopotikng Zuvietocog tov SF-36 ot pehétn UNITI-2, og obykpion
He To ewovikd pdpuaiko. Ot BeEATiOoELS aVTEG YeVIKE dtatnpnOnKoy KOADTEPA 6TOVG 0oBEVELS TOV
Adppavav ovotekvoopaunn ot pedétn IM-UNITI émg v efdopdda 44, oe chyKpion e TO EKOVIKO
oapuaxo. H Bektioon oty mototnto {mng mov oyetiletal pe v vyeia yevikd diatnpndnke ot
duapxela g emékTaong £mog v efdoudda 252.

Avocoyovikdtnto

Koatd ) didpxeta ¢ Oepameiog [Le OVGTEKIVOLULAUTY EVOEYETOL VO AVATTUYOOVV AVTIGMOUATO EVAVTL
NG OVOTEKIVOVUAUTNG KO TO TEPLGGOTEPQ Etval EE0VOETEPOTIKG. O OYNUOTIGUOG GVTL-
OVLGTEKIVOVUAUTN avTICOUAT®V oyetiletal e TV avuEnuévn kdBapom TG OVGTEKIVOLLAUTNG GTOVG
acOeveic pe vooo tov Crohn. Agv mopatnpnOnke ueimon oty amotelecpatikdtnTa. Agv vIdpyet
TPOPOVNG CLGYETION UETAED TNG TTOPOVGIOG AVTI-OVCTEKIVOVHAUTT AVTICOUATOV Kot TNG ELGAVIONG
avtdpdoemv ot B€om g £veong.

Houdratpikodg mAnduopog

O Evponaikoc Opyaviopuog oapudkmv £xel SOGEL avaPorn amd TNV VTOYPEWST VITOPOANG TV
OTOTEAECUATOV TOV LELETOV LE OVGTEKIVOVUAUTN GE Pia 1] TEPICCOTEPES LTOKOTINYOPIES TOV
nondlatpikov mAnbvouov yuo ) voéco tov Crohn (BA. mapdypago 4.2 yio TANPoQopieg OYETIKA e TV
TOOLALTPIKY XPAOT).

52 @oappokoKivnTIKES WOLOTNTES
Metd 1 GUVICTOUEVT EVOOPAEPLO dOCT] EXAYWYNG, 1] SIAUEST UEYLOTY GLYKEVTPMGT TNG

OVGTEKIVOVUAUTNG 6TOV 0pd 7oL apotnphonke 1 dpo puetd v £yyvon Nrav 126,1 pg/ml o€ acbeveic
ue voco tov Crohn.
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Kotavoun
O duapecog 6YKOG TNG KOTAVOUNG KaTA TN Otdpketa TG TeMKNG pdong (Vz) €neita amd o eQamas
evooQAEPLa yoprynom o€ acbeveic pe yopiaon kopdvinie and 57 éog 83 ml/kg.

Buopetaoymuotiopdg
H axpipng petoforikn 0d0g TG OVGTEKIVOLUAUTNG EIVAL AYVOOTY.

AmofoAn

H didpeon cvotpotikn kdBapon (CL) Emetta and o epana evoopréPia yoprynon o acbeveic pe
yoplaon Kopdvonke and 1,99 éwoc 2,34 ml/ nuépa/ kg. H didpeon npioceia {on (tiz) e
OVGTEKIVOVULAUTNG NTOV KATA TPpocgyyion 3 efdopddec o€ acbeveic e voéso tov Crohn, yopioon
KoM yoplaoikn apdpitida, kopovouevn omd 15 émg 32 nuépeg o OAEG TIC LEAETEG Y1 TNV Yopioon
KoL TNV Yoplacikn apdpitida.

Cpoppodm o d6ong

H ocvotpotiky €ékBeon g ovotektvouapunng (Cmax kot AUC) avéndnke Kotd Evav avaioykod Ue T
d00M TPOTO £MELTa OO o EPATOE EVOOQAEPLL yopnyNon og d0oelg mov kupavinkay and 0,09 mg/kg
éwc 4,5 mg/kg.

Ewducoi mAnBuopoi

Agv vapyovy S1aBECIIO PUPLLOKOKIVITIKAE OedopEva o aoOeVEIC [Le LELOUEVT) VEPPIKT 1] NTTOTIKTY
Aettovpyia.

Agv &yovv de€aybei e1ducég peréteg e evOOPAEPLO OVGTEKIVOLUAUTN GE NAKIOUEVOVG 1|

OO TPIKOVG 0oDeVELS,

Ye aoBeveic pe vooo tov Crohn, n petafintoémra oty KAOapon TG OLGTEKIVOLUAUTNG EXNPEACTNKE
07t TO COUOTIKO BAPOG, TO EMMEIA AEVKMUATIVIG 0pOD, TO POLAO KOl TNV TOPOVGIN AVIICOUATOV
EVOVTL TNG OVGTEKIVOLUAUTNG, EVD TO COUOTIKO BApog Tav 1 KOplo cupupetafint mov exnpéale Tov
oyxo katavounc. EmmAéov, otn voco tov Crohn, n kdBapon exnpedotnke and v C-avtidpooa
TPOTEIVT, TNV KOTAGTAOT ¢ Tpog TNV amotvyio TNF aviayoviotov kot tn euin (Aclatikn évovtt un
Aoctatikig). H enidpaon avtdv tov coppetofAntdv ntav vrog £20% g TumKnG TIUAG N TG TS
avapopdc ¢ avtictoryng mapauétpov PK kat, g ek To0TOV, 08V amOITEITOL TPOGOPLOYN TNG OOGNC
Y aLTEG TIG cvppeTafintés. H tavtoypovn xpnon avosoppubUicTIK®Y mopayovioy dev giyxe
ONUOVTIKT EMOPOOT 0T O1G0E0N TG OVGTEKIVOVUAUTNG.

PvOuon tov evivpwv tov CYP450

O emdpaoeig g IL-12 1 g IL-23 o1t pbOuon tov eviduwnv tov CYP450 a&loroyndnkav oe pio
UEAETN in Vitro oty omoia ypnotpomonkay avlpmrva nratokvTTapa, 1 onoia £de1Ee 0t IL-12
kavn M IL-23 o¢ enineda tov 10 ng/ml dev petéforrav tig evivuikéc dpactnprotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1 3A4, BA. mapdypaeo 4.5).

Muo, avotyt HeAétn aAAnAeridpaong apuakny edong 1, n Meiétn CNTO1275CRD1003, die&nydn
v Ty a&loAdynon g EmidPAoTS TG OVCTEKIVOVUALTNG GTLG SPUCTNPLOTNTES TV EVEDL®V TOV
Kutoypopatog P450 petd and yopnynon enaymyikig Kot cuvtnpntikig 66ong o aobeveig e evepyo
v660 tov Crohn (n=18). Agv apatnpROnKoy KAVIKG oNUOVTIKEG aALayEC oty £kbeon TG Kapeivig
(véotpope CYP1A2), g Bapeapivng (vrootpoua CYP2CY), tng openpalding (vTocTpoua,
CYP2C19), g de&tpopebopodvng (vroostpopo CYP2D6) 1§ e pdaoraung (vrdootpope CYP3A)
OTOV YPNOLUOTONONKAV TAVTOYPOVA UE TNV OVGTEKIVOVLAUTN GTNV EYKEKPLUEVT] CUVICTMUEVT
docoroyio og acOeveic pe voco tov Crohn (PA. mapdypoeo 4.5).

5.3 IIpoxhvika ogdopéva yio TV d6QaALELQ

Ta un KAviKd dedopéva dev amokaADTTOVY 1010iTEPO Kivouvo (T.). TOEIKOTNTA OPYAV®V) Y10 TOV
avBpmmo pe Paon Tic peréteg To&oOTNTOG EMAVAAAUPAVOUEVOV SOGEMV, AVATTLELOKTG TOSIKOTNTOG
Kot TOEIKOTNTOG TNV OVOTOPAY®YIKT IKAVOTNTO, COUTEPILOUPAVOUEVOV TOV AEOAOYNCEDY
QOPUOKOAOYIKNG AGPAAELNC. X& UEAETEG aVOTTTLELOKN G TOEIKOTNTAG KOl TOEIKOTNTOG OTNV
AVOTOPOY®YIKN IKavOTNTo 6€ mhNKovs cynomolgus dev mapatnpnonkay avemBounteg evépyeleg
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0TOVG OEIKTEC OPOEVIKNG YOVILOTNTOG, OVTE YEVETIKEC OVMUIOAIEG 1) AvamTLELOKT] TOEIKOTNTA. AgV
mapatnpnOnKay avemBounTeg endpaoelg oTovg deikTeg ONAVKNG YovipdTTaS LE Xprion avdAoyov
avtioopotog tov IL-12/23 e movtikia.

Ta enineda 06cemV 6TIC peéTeg oe (M NTaV KATA TPOSEYYLoT £m¢ 45 Popéc vynAOdTEPA 0md TNV
VYNAOTEPT 150dVVAT dOGT TOL TPOOPILETAL Yo YopTyNon o€ acheveic pe yopiaor kot giyav mg
OTOTELEC O OVADTATEG GCUYKEVIPADGELS GTOV 0pO G TONKOVG ToL NTaY TEPLEGOTEPO amd 100 popég
VYNAOTEPEG Ad EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVE.

Agv die&nybnoav HELETEC KOPKIVOYEVESTG LUE OVGTEKIVOLUAUTN AOY® EALELYNG KATOAANA®V LOVTEL®V
€VOC OVTIoMUOTOC YOPIG dtacTavpovuevn avtidpaon e tig IL-12/23 p40 tov TpOKTIKOV.

6. OAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Koatahoyog ekdoymv

Adpucod dwvatpro drog tov EDTA (E385)
L-to118ivn

Y dpoyropikn povovdpikn L-iotidivn
L-pebetovivn

[MoAvcopPikd 80 (E433)

Zaxyapoln

"Yomp yio evéoipa

6.2 AocvppotoTnTeg

EMeiyel peketdv oyeTikd pe T ouuPatdtra, To TepovV QUPUOKELTIKO TPOioV OV TPETEL Va
avaperyvoeton pe dAha eoppoakentikd Tpoiovta. To IMULDOSA Oa wpénet vo, apoidvetal HOvo Ue
dtAvpa yhmprovyov vatpiov 9 mg/ml (0,9%). To IMULDOSA dgv mpénet va xopnyeitot Tovtdypova
oV 1010 eVOOPAEPLO YpaUUN LE GALO QUPIOKEVTIKA TPOIOVTAL.

6.3 Awdpkero Long

2 ypovia.
Mnv KoToyOYETE.

Metd v apaioo, 1 NUIKN Kot puoikn otafepotnTo KoTd T (pnomn £xel amoderyfel yio 24 mpeg
otovg 23°C-27°C 1 ywa 7 nuépeg otovg 2°C-8°C.

Amo pikpofroroyikn amoym, to Tpoidv Ba mpénet va ypnoiponoleitol apécwc. Eqv dev ypnoipomom el
OUESMG, 01 XPOVOL KOl 01 GLVONKEG S10THPNOTG TPV 0T TN XPNOT AMOTEAOVY €VOVV TOV ¥PNOTN KoL
Kavovika dgv Ba mpémet va vrepPaivel Tig 24 dpeg otovg 2°C émg 8°C, ekTo¢ av 1 LEB0dOC apaimwong
€xel APet yopo og EAEYYOUEVES KOl ETIKVPMIEVES ACTTTEC GLVONKEG.

6.4 Idwitepeg TPoPLAGEELS KOTA TN VAAEN TOV TPOTOVTOG

Dvidooete o yoyeio (2°C — 8°C). Mnv katayOyeTe.
Dvldooete 10 PLOAISI0 6TO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PWG,.

IMa tic oVVONKeg SroTPNONG LETA TNV OPALOGCT) TOL PAPUOKEVTIKOD TPOTOVTOC, PA. Tapdypapo 6.3.
6.5 ®@von Kol GLGTATIKA TOV TEPLEKTT

26 ml dtohvporog og eLoiidio Tov 30 ml and yvoaii TOmoL 1 KAEIGUEVO HE TOUN ETKAAVUUEVO [E
BovtvAiko kaovtoovk. To IMULDOSA datiBeton o cuokevacio 1 glaAidiov.
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6.6 Iowitepeg TPOPULAGEELS ATOPPIYNGS KOl GALOS YEPLOIOG

To dhvpa oto eroAidio Ttov IMULDOSA bev npénet va avaxtveitol. To dihvpa wpénet va e&gtaotel
OTLTIKA Y10l OLPOVUEVT) GOUATIOOKT VAN 1] ATOYPOUATICUO TPV amd Ty Yopnynon. To didAvpa givol
AYPOUO MG ELOPPDOS KITPIVO Kot d1avyEC G EAAPP®S 1P1dilov. To QopuraKeLTIKO TPOTOV OV TPEMEL VL
ypnowonon0el edv to dtddlvpa givar omoyppaticuévo 1| BoAo0, 1 by VITAPYEL EEVI ALPOVHEVT|
COUOTIO0KT VAT.

Apaioon
To IMULDOSA mokvé StdAvpa Yio TepaokeLn SIADLOTOC TPOG EYYVOT] TPETEL VO OPOIDVETOL KOl VO
npoeToaletal amd emayyeApatio vyeiog e ypon AonITNG TEXVIKNC.

1. Ynoloyiote ) 060m Kot Tov aplfud Tov eeAiov IMULDOSA mov araitovvtor fdcet Tov
Bapovg Tov acbevoic (PA. mapdypago 4.2, [Tivaxa 1). Kabe proridio IMULDOSA tov 26 ml
mepiéyel 130 mg ovotekivovudunn. Xpnotpomoteite povo manpn eroriote IMULDOSA.

2. Am6 tov aoKo £yyvong Tov 250 ml, avappopiote Kot anoppiyte Evav OyKo SLOADUOTOS
yAoprovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko Tov IMULDOSA mov 6o tpootebei
(amoppiyte 26 ml yhmprodyov vatpiov yio kdbe erorioo IMULDOSA mov omatteitar, yio 2
@LoAidia amoppiyte 52 ml, yuo 3 eroridia amoppiyte 78 ml, yio 4 prolidio amoppiyte 104 ml).

3. Avappoonote 26 ml IMULDOSA ond ka0 @roridio mov amoiteiton Kot tpochéate 1o oTOV
aoko &yyvonc tov 250 ml. O telikdc dykog otov aoko Eyyvong Oa mpémet va eivan 250 ml.
Avopitte amaAd.

4. EAéyEte ontikd 10 apoiwpévo didAvpa Tpty and T Yopynon. Mnv to yp1oULOTO|GETE GV
TOPOTNPNCETE ELPAVAOG AO0PAVT] COMOTIOW, amoxpOUATICHO 1] EEva copatidto.

5. XopNynote To apuI®UEVO SIGAVUIA Yo (Lol TEPI0d0 TOVAGYIoTOV piag dpag. MEeTd tnv apaimon,
1N éyyvon Ba mpénet va £xel ohokAnpmBel eviog 24 mpadv and v apainor oTov ackd £YXLoNC.

6. XpNOHOTOIEITE LOVO GET EYYVONG LLE EVODOUOTOUEVO, GTEIPO, U1 TVPETOYOVO, YOUUNANG
TPOTEWVIKNG déopevong giltpo (uéyebog Topwv 0,2 WIKPOUETP).

7. Kda0e praridto mpoopiletar yio pio xpnom HOVO KoL TOXOV 1N ¥PNCULOTOMUEVO QOPLOKEVTIKO

TPOi6V Bo TPETEL VO AmOPPINTETAL GOUPOVO, LLE TIG KATE TOTOVS 10YVOVGES OYETIKEG IUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n

Edifici Est, 6a Planta

08039 Barcelona

Iomavia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1872/003

9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHX THX AAEIAX

Huepounvia mpotng £ykpiong: 12 Asképupprog 2024

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmrtopepeic TANpoPopies yia 10 TOPOV PUPUOKEVTIKO TPoioV givar dtabéaieg otov dikTvakd TOTO
tov Evponaikod Opyoaviopuod Gapudkov: https:/www.ema.europa.eu.
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¥ To QAPUAKO aAVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Dol eMTPEWYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EMAYYEAUOTIEG VYEING VO OVAPEPOLY
omotlecdNmote mBavoloyovueveg avemBounteg evépyeiec. BA. mapdypapo 4.8 yia tov 1pdno avapopdg
OVETOOLNTOV EVEPYEILDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
IMULDOSA 45 mg gvéotuo S10ADI0 G TPOYEUGUEVT] GVOPLYYO.
IMULDOSA 90 mg gvéoto d1dAVp0 GE TPOYEUGHEVT] GUPLYYOL.
2. MOIOTIKH KAI MIOXOTIKH XYNOGEXH

IMULDOSA 45 mg gvéouo S1dAvpa 6€ TPOYEGUEVT GVUPLYYO.
Ka0e mpoyepiopévn copryya mepiéyetl 45 mg ovotekivooudunn o€ 0,5 ml.

IMULDOSA 90 mg gvéouo d10AvLa 6€ TPOYELLGUEVT] CUPLYYO
Ka0e mpoyepucuévn ovpryya mepiéyel 90 mg ovotekvovudunn o€ 1 ml.

H ovotekvoopdunn eivon éva tAnpog avBpdnivo povokiwovikd IgGlk avticopa Evavtt g
wreprevkivng (IL)-12/23 mov mapdyeton o€ Lo, KOTTOPIKY YPOUU LWDEADUOTOC TOVTIKIDV UE YPpToN
texvoAoyiag avacvvdvacuévou DNA.

"Exdoyo pe yvootn dpdon

Ka0e povéada dyrov mepiéyet 0,02 mg morlvcopPikov 80, to omoio eivar wwodvvapo pe 0,02 mg avd
doon tov 45 mg

Kdabe povada oykov mepiéyet 0,05 mg noivcsopPikod 80, to omoio eivar 1codvvapo pe 0,04 mg ava
d60m Tov 90 mg

IMa tov TAnpn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

IMULDOSA 45 mg gvéoio d1dAvpa 6€ TPOYEMGUEVT GVPLYYO. (EVEGILO IOV LLOL)

IMULDOSA 90 mg gvéoiuo didAvpo o€ Tpoyeouévn cuptyyd (EVEGIUO SLOAV LML)

To dtdlopa etvar dypopo ™G ELAPP®S KITPIVO Kol S1aLYEC MG EAAPPOS 1p1diov.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég evOEiEelg

Yopioon katd TAdkag

To IMULDOSA evdeikvotar yio. T Oepameia tng pETpog ¢ cofopng ympiaong katd TAGKAG e
EVIIMKEG TTOV Oev avtamokpifniay, 1 mapovctdlovv avtevoeitelg 1 €xovv dvcavetia oe dAAeg
oLOTNUOTIKEG Oepameiec, cupmeptiapPoavopuévav g KokAootopivng, e pebotpeEdtne (MTX) 1 tng
eotobepaneiog (PUVA, yoparévio katl vepimong aktvofolrio A) (BA. mapdypapo 5.1).

Houdwatpikn yopiocn kotd TAdkog

To IMULDOSA evdeixvotar yio T Oepameia tng pETpog ¢ cofopng ympiaong katd TAGKAG e
Too1d ko Eenpovug acbeveic amd TNV nAkio TV 6 ETOV Kol AV, 0L 00101 0V EAEYYOVTUL ETUPKDG
ue, 1 éxovv dvcavesio oe AAlec cuotnuoTKé Oepameiec | pwtoBepaneieg (PA. mapdypapo 5.1).

Ywpuaown apbpitida (PsA)
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To IMULDOSA, povo tov 1| o suvdvacud pe MTX, gvdeikvotal yio tn Oepomeia g evepyon
Yyoplactkng apbpitidog e eviiikeg acBeveig 6tav 1 avtamdKplon o€ TPoNyovEVN Bepameia pe pn-
Blodoyud avTpeLUATIKO TPOTOTOMTIKO TG VOcov pdppako (DMARD) vanpée averapxng (BA.
mopdypoeo 5.1).

Nooog tov Crohn

To IMULDOSA evdeikvutar yio T Oepaneia evilikov acOevav pe petping £oc cofapd evepyn voco
tov Crohn, 01 070101 ELPAVIGOV AVETAPKT AVIUTOKPIOT], OTMAELN OVTOTOKPIoNG 1 dvcaveéio ot
ocvppartikn Oepaneia N og Oepameio pe avrayoviet) tov TNFa 1 mapovsialovv avievdeitelg o€ autég
T1g Oepaneiec.

4.2  Aocolroyio Kol TpOmTOC YopyNong

To IMULDOSA npoopiletat yia yprion vd v kaBoonynon kot Ty enipreyn atpdv, EUTEPOV 0T
dldyvmon kot T Bepameio KOTaoTAGEWV Y10 TG omoieg evdeikvutal to IMULDOSA.

Aocoloyia

Yopioon kotd mhdkag
H ocvvietdpevn docoroyia tov IMULDOSA eivar pia apykn 666n tov 45 mg yopnyoduevn vwodopia,
akolovBovpevn amd pia 06om tv 45 mg petd omd 4 efdoudoeg Kot ot cvvéyela kb 12 efdopadec.

Y& aoBeveic mov dev mapovsiacav avtarokpiorn o€ Oepaneio dSidpkeiag Emg 28 efoopddmv TpEmel va
e&etaletal To evoeyOUEVO dlakomng TG Bepameiog.

Aocbeveig ue owuoriko fopos > 100 kg

INo aoBeveig pe copatikd Papoc > 100 kg n apyikn 06on eivar 90 mg yopnyovpevn vwodopimg, 1
omoia akolovBeitan o pio d6on T@v 90 mg uetd omd 4 BOOUAdES KOl 0T GLVEYELD, KOOE

12 gfdouddec. Xe avtovg toug acbeveic, Ta 45 mg £yovv emniong amodeydei amoterecpotikd. Qotdc0,
ta 90 mg mopovciacav peyaivtepn anoteAespoTikoTTa (BA. mapdypago 5.1, IMivaxa 4).

Yopuwown apbpitida (PsA)

H ocvvietdpevn docoroyia too IMULDOSA eivar pio apyikn 06om T@v 45 mg xop1nyoduevT
VT0dOpPLa, akolovBovpevn amd pio 06om TV 45 mg petd omd 4 efoouddeg Kol oTN GUVEKELN KAOE
12 eBoopddes. Evaiiaktikd, propel va ypnoorombodv 90 mg oe acevels e copatikd

Bapog > 100 kg.

Y& aoBeveic mov dev mapovsiacav aviamokpiorn o€ Oepameio didpkelag Emg 28 efoopddmv TpEmel va,
eEetdletal To evdeyouevo dtokomng TG Bepameiag.

Hlciowuévor (> 65 etchv)
Agv amorteitol Tpocopoyn g 600MG Yo Toug NAKI®pEVOLS acbeveic (PA. mapdypoo 4.4).

Negpirn xoi nroziky Svoieitovpyio,
To IMULDOSA dev éyet pelet0ei oe awtong toug tAnfucpoidc acbevav. Aev umopovv vo, yivouv
GLGTAGEIC GYETIKA UE TI H0GOAOYIa.

THoudrazpirog ninBoouog

H acpdeio kot 1 amoTeAEGHOTIKOTITO TG OVGTEKIVOLUAUTNG G OO0 e Yopioon nAwkiog
LKPOTEPNG TV 6 ETMV 1| 08 TOdLA Le Yoplaoikn apbpitida niuiog pikpodtepng v 18 etdv dev
&yovv akoua Tekunpumoet.

Hodarpikn vopioon kotd tAdkag (MAkio 6 eT@v Kot Gvo)

H ocvvietopevn d6om tov IMULDOSA pe Bdon 1o copatikd Bapog dvo tov 60 kg paiveton
napakdto (ITivaxog 1). To IMULDOSA npénet va, yopnyeital otic EBdouddeg 0 kot 4, Kot ot
ocuvéyelo KaBe 12 gfoopddeg.

19



Hivoxog 1: Xvvierouevy 0oon oo IMULDOSA yio maidiozpixy wwpioon

YoOpoTIKo Bapog Katd TV Lop1iynon TS 0061g YovieTOpevn 66on
<60 kg* -
> 60-< 100 kg 45 mg
> 100 kg 90 mg

*

To IMULDOSA dev givar dtaBéoyio yio acBeveic mov ypetalovron S0om LkpoOTepT) amd TANPn 00om
45 mg. Edv yperaletal evarloKTIKn 0001, B0 TPETEL VOL ¥PNGILOTOLOVVTOL GALD TPOTOVTOQL
OVGTEKIVOLLLAUTN TTOL TPOGPEPOLY VTN TNV ETIAOYT.

Agv vrapyel docoroyun popon yia o IMULDOSA mov va enttpénet T docoroyia pe Pdon to
oopatikd Bdpog yio madtatpikovg acheveig kKatw tov 60 kg. Ot acBeveig mov {uyilovv Atydtepo amd
60 kg 0o mpémel va Aappavouv d6om e axpifela pe Pdorn ta mg/kg ¥pnoUoToldvIoS ave’ anToh
KAmO10 GALO TPOIOV OLGTEKIVOLUAUTTY], 45 mg EVEGIO JEAVUN O PLOALSIN TOV TPOCPEPEL BOGOLOYIN
ue Baon to Papoc.

Oa mpénet vo, eEgTooTEL TO EVOEXOUEVO dLKOTNG TNG Bepamneiag og acbeveic mov dev Exovv deitet Kapia
avTOTOKPIoT £0¢ kal Tig 28 gfdopnadeg Oepaneiog.

Noéocog tov Crohn

Y1 Oepamevtikng aymyn, n tpmtn 66om tov IMULDOSA yopnyeital evdopiefing. [a tn docoroyia
¢ evOopAEPLOG aymyns, PA. mapdypapo 4.2 ¢ [IXIT tov IMULDOSA 130 mg mokvé dtdivpo yio
TOPAGKELT] OLOADLLUTOG TTPOG EYYLOT).

H mtpdytn vodopia yopriynon tov 90 mg IMULDOSA npénel va Tpaypatonolgitol tnv foopddo 8
UeTd TV evooeAéPio doom. Metd amd avtod, cuvietdtol yoprynon kébe 12 efdouddec.

AocBeveic Tov dev £Y0VV TOPOVGLAGEL ETAPKN AVIOTOKPIOT OTIG 8 EfOOUAOEG LETA TNV TPATN
VIT0dOPLoL 0OGT, ITopel vo AdBovv o de0TEPN VITOdOPLA SOGT| CLTY TN YPOVIKT oTryun (BA.
mopdypoeo 5.1).

Acbeveic Tov ydvouv TV avtomokpion oty 6ocoAoyio ava 12 efdouadec umopei va etmeeAnfovv
amo TNV avénon ¢ cLVOTNTOC TNG 00GoA0YiNG 6 avd 8 efdouddeg (PA. mapdypago 5.1,
TopAyPaPo 5.2).

Ot acBeveic umopei otn cuvéyeto va Aapufavouv doom kabe 8 gfdopddeg 1 kabe 12 efdoudoeg
ocOHE®VO pe TV KAk extipnon (BA. mapaypago 5.1).

Oa wpénel vo, e&eTaotel To EvOEXOUEVO dLaKOTNC TNG Bepameiag otovg acheveic mov dev eppavifovv
evoei&elg opélovg amod T Oepaneia 16 efdouddeg petd v IV doom emaywyngn 16 efdopddeg petd
Vv oAhayn og avd 8 gfdopdadec docoroyia cuVTNPNONG.

Ot avocoppuOUIoTIKOL TAPEYOVTEC KO/ TO KOPTIKOGTEPOELON UTOPOVV VO, GUVEXLGTOVV GTI| OLAPKELQ
¢ Oepamneiog pe to IMULDOSA. Xtovg acBeveig mov €govv avtamokpifel ot Oepaneia pe
IMULDOSA, 10 KOPTIKOGTEPOELDN UTOPOLV VO, LEW®BOVV 1] VoL S10KOTOVV GOUP®VA LLE TO TPOTLIOL
QpovTiodag.

21 véco tov Crohn, gdv 1 Bepaneia daxomel, n emavévapén g Bepaneiog pe vTOdOPLO YOpYNON
kG0 8 efoopadEG Etval AGPAANG KOl ATOTEAEGLLOTIKT).

Hliwuévor (= 65 etadhv)
Agv amoiteitol Tpocoppoy] T 600mG Yo Tovg NAKimpévous acbeveic (PA. mapdypapo 4.4).

Negpin ka1 nrotikn dveieitovpyio,

To IMULDOSA dev éyxet pelenBei og avtovg toug tAnfucpoids acbevav. Aev pmopobvv va yivoov
GUGTACELS GYETIKA LE TN S0GOAOYiO.
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Touorotpiros tAnBoouos

H acpdeio kot 1 amoTeAEGLOTIKOTNTO TG OVCTEKIVOLUAUTNG Yio. T Ogpameia tng vooov tov Crohn
o€ ool nAkiag pukpotepns tv 18 etdv dev xovv akoua tekunplmbel. Agv vdpyovv drabéoipa
dedopéva.

Tpomog yoprynong

To IMULDOSA 45 mg ka1 90 mg 6€ mpoyeuGUEVEG GUPLYYEG YOPTYEITOL e VTTOdOPLL £vEST UOVO.
Edv elvar duvatd, meployég tov dEpIatog mov epeavilovy ympioon Tpénel va amopedyovtol og 0écelg
éveong.

Metd and KatdAANAN eKTaidgLoN GTNV TEXVIKN TNG LIOOOPLOG EVESTG, OL 0GOEVEIC 1] O1 PPOVTIGTEG
TOLG HITopovv va kévovv v éveor tov IMULDOSA gdv to kpivel cwotd 0 Bepdmmv wtpdc. Qotdc0,
0 Bepdmv 1Tpdc Ba Tpémel va dtooporicel TNV KATAAANAN TapakolovOnon tev acbevav. Ot
acOeveic 1 o1 EpovTIoTéG Tove Ba Tpémet va kabodnyodviol doTe va KAvovy TV £veon UE TN
ouvTayoypo@ovevn TocotnTo Tov IMULDOSA chuemva pe Tig 001yieg Tov Tapéyoviol 6To UAAO

odnydv xprone.
[Mpetg 0dnyieg yio T YOpYNON TOPEXOVTOL GTO GUAAO 0dNYIDV XPAOTS.

[No mepartépm 0d1yieg TOL OPOPOHV TNV TPOETOUAGI KO TIG WO10ATEPEG TPOPVAAEELS Y10 TO XEIPIGUO,
BA. mapdypago 6.6.

4.3 Avrtevicitelg

YrepevoicOnoio 6t dpacTiky ovcia 1] 6€ KATOL0 amd T EKO0Y0 TOV OVOPEPOVTOL GTNV
napdypoeo 6.1.

KMvikd onuoavtikn, evepyn Aotuwén (m.y. evepyn pupatioon, PA. mopdypoaeo 4.4).
4.4 E101kég TPOELOOTOUM|GELS KO TPOPVAAEELS KATA TN Y p1]ON

IyynAacipudnra
[Mpokeyévov va Pektiwbei 1 yvnrloaotudtnta TV PLoAoYIKGOV QOPUOKEVTIKOV TPOIOVIMV, TO OVOLLX
Kot 0 aplOUOg TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETUL LLE COPTVELQ.

Aooéelg

H ovotekvoopdumn pmopei duvntikd va avéNoet Tov Kivouvo AOUDEEDY KOl VO EVEPYOTOUOEL EK
vEOL AovBAVOLGEG AOUMDEELS. L& KAVIKEG LEAETEC Kol G€ pio LEAETN TOPOTPTONG LETA TNV
Kukhoopia oe acbeveic e ywplaor, coPapés PaKTnploKkes, LUKNTIONGIKEG Kot 10YEVEIG AOUDEELS
&yovv mapatnpnei o acbeveic mov Aapfdavovy ovotektvovpdunn (PA. Tapdypapo 4.8).

"Exovv avapepbei evkaiplokés AoUdEEIS, GUUTEPILAUPBAVOLEV®V TNE ETOVEVEPYOTTOINGNG TNG
QLUATIOONG, GAA®V EVKOPLOKDOV BakTNplokdV Aotuntemv (cupmeptlopfavopévng e Aoiméng amo
drumo pukoPaktnpiota, TG UNVIYYiTIdog amd AoTEPLO, TG TVELUOVING amd AEYIOVEAAL KoL TNG
voKapdioong), EVKALPLIK®Y LUKNTIOCIK®Y AOIUMEEWDY, EVKUIPLOKOY 10YEVAOV AOUMOEEDY
(cvumepriapfovouévng e eYKEQOAITIONG OV TpoKaAEiTaL amd TOV 10 TOL ATAOD £PTNTO. TOTOVL 2),
KO TOPOCITIKOV Aouméemv (cupmepiiapfovopuévng e opBoiikng tofomAdcumaong) o acbeveig
7ov éAafav Oepameio LLe OVGTEKIVOLUAUTT.

Amaiteiton mpocoyn otav eEetdleton ) ypnon tov IMULDOSA og acBeveig pe ypovia Aoipwén 1 pe
16T0p1KO VIoTpomalovoag Aoinméng (BA. mapdypago 4.3).

[pw amd v évapén g Beponeiag ue IMULDOSA, ot acOeveic npémet va eEgtdlovTon yior Aoipwmén
and eupotioon. To IMULDOSA dev mpénet va yopnyeitan og acBevelg pe evepyn pupoatioon (BA.
mapaypapo 4.3). H Oepamncio g AavOdvovcag eupatioong npénel va EeKva Tpy amd T yopnynon
tov IMULDOSA. To gvdeyouevo Bepameiag Kot ¢ pupatioong npénel exiong va eEetdletol mpv
and v évapén yopnynong tov IMULDOSA og acfeveig pe 16toptkd Aavldvovoos 1 evepyov
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QLUOTIOONC, Y10 TOLG 0TToi0VG dev umopel va emPBePormbel pia emapknig Tponyovuevn Bepameia.
AocBeveig mov Aappavoov IMULDOSA 0o mpémet va mapakoAovBovviotl 6tevd Yo evoei&elg Kot
CUUTTMOUOTO EVEPYOV QLUOTIOONG KATA T S1GpKELN Kol LETA TO TEAOG TG Bepoameiog.

Ba mtpémet va yivel vtddelcn otovg aobeveic vo avalnTicouy 1aTpikn GUUPOVAR GV ELGUVIGTOVY
onueia 1 copnTOUATA TOV VITOdNA®VOLY Aolpwén. Edv évag acBevig avantoetl o cofapn Aoipmén,
0 aoBevng Ba mpénet va mapakolovbeitan oteva kot to IMULDOSA dev Oa mpémet va xopnynOel péypt
V0, VTOYMPNGEL 1) AOTHMEN.

Koakonfeieg
To avoGoKATOGTAATIKA OTIWG 1] OVGTEKIVOVUAUTN ALEAVOLY SLVITIKA TOV KiVOUVO KaKonOEL0C.

Opiopévot aobeveic mov AauPavay oOVCTEKIVOUUAUTY OTA TANIGLO KAMVIK®V LEAETMV Kol € pio
UEAETT TapaTPNONG LETE TNV KuKAopopia og acheveic pe wopioaon avErTuEay SEpUOTIKEG KOt U
deppatikég kakonoeteg (BA. mapdypago 4.8). O kivovvog kakondetog pmopel va givat vymidtepog oe
aoBevelc pe yopiaon mov Exovv AaPet Beponeia e ALoLG Plodoyikole TapdyovTeS KATA TN OldpKeLn
g acBéveldg Toug.

Agv éyovv de€aybei perétec mov va mepriaufavovy acbeveic pe 16topikd kakondelog | LEAETEC TOV
va cuveyilovv 1 Oepaneia o 0o0eveig OV AVOTTUGGOLY KakoN g0 KOTG T ANYT TNg
OVGTEKIVOLUAUTING. ZVVETDS, Oa Tpémetl va e€etdleton Tpooektikd 1 xprion tov IMULDOSA 6tovg
acOeveic owtovc.

Ohot o1 acbeveig, 18img 6601 ivor nhkiog peyaivtepns tov 60 eTodv, 0obeveis pe 10Tpkd 16TOPIKO
LOKPOYPOVING ANYTG 0vOCOKATAGTOATIKNG Bepaneiog 1 6cot £xovv wotopucd PUVA, Ba mpénet va
TopOKOAOLOOVVTOL YI0L TNV EULPAVIGT KOopKivoy Tov dépuatog (BA. mapdypago 4.8).

2UOTNUOTIKES KOl AVOTVEVGTIKES OVTIOPACELS VTIEPEVAIGON TG

20OTHUOTIKES

"Exovv avapepbei cofapés avidpdoelc vepevalonciog Katd v mePiodo PeTd TNV KuKAo@opia Tov
TPOTOVTOG, G LEPIKEG TEPUTTMGELS OPKETEG NUEPES HETA TN Bepameia. 'Exovv eppaviotel avapuloéio
Ko ayyslooidnpa. Edv eppavictet avapura&io 1 dAAN coPapn avtidpaon vrepevarsOnaciag, o tpénet
va, Eekvioetl KatdAAnAn Bepameio kKot va dtakomel 1) yoprynon tov IMULDOSA (BA. mapdypago 4.8).

AvamvevoTikée

"Exovv avaeepOel mepiototikd aAAepytkng KOWEASITIONS, NMOGIVOPIAIKNAG TVEVLLOVIOS KOl N
AOLUDS0VG 0PYOVOVUEVNG TVEVUOVIOG KOTA T P1|ON TG OVGTEKIVOVUAUTNG LETA TN XOPTYNOT GOE10G
KukAopopiag. Ot KMvikég ekdnAdoelg meptelapPavay frixa, Svomvola kot didpeceg dmbnoelg petd
amo pio £0¢ Tpelg 000els. Ot coPapéc exPdoeic mepleAdupfavay avamTVELGTIKT AVETAPKELD KO
TOPOTETAUEVT] VooTAeia. Bedtimon avagépOnke petd tn 610komr| TG OVGTEKIVOVUAUTNG KOl ETIONG,
0€ OPIOUEVEG TEPUTTMOELG, TN XOPYNOT KOPTIKOGTEPOEOMV. LE MEPIMTM®GT TOL 1) TOAVOTNTO
roiuméng €xel amoxhelotel Kot 1 S1dyvoon ivorl emPePfoimpév, SlakdWTe TNV OVGTEKIVOLUAUTT KOl
Eextvnote kaTaAANAT Ogparneia (BA. mapdypago 4.8).

Kapdwryyeioxd coppduota

Koapduayyetokd copfapoto couneptAapifavorévmy epepayotog ToL HuoKapdion Kot ayyelokon
EYKEPAAIKOV €ME150010v Eyovv mapatnpnbel o€ acbevei e ympiaon Tov ekTédnkay 610
OVGTEKIVOLULAUTN O€ pio LEAETN TapaTPNONG LETE TNV KuKAoPopia. Ot Tapdyoviec Kivdhvou yiao
Kapdelayyelokt voco Ba mpémet va alloloyohvtal TOKTIKAE KaTd T OldpKetla TG Bepaneiag pe
OVGTEKIVOLLLALTT).

Epfoioopoi

JuvioTatol vo un cvyyopnyovvrat eppoia Loviov 1wv i foaktnpiov (6nwg o Bakiliog tov Calmette
kot Guérin (BCQG)) pe to IMULDOSA. Agv £xouv dieEayBei e101kéc peréteg oe acbeveic mov giyav
npocata AaPet epuPforia pe Cmvteg 1006 1 {dvTa Paktipla. Aev VIAPYOLY dESOUEVA YLOl TN
dgvtepoyev Hetdooom Aoipméng and (ovta epfoia oe aoBevelc Tov AAUPavay OVGTEKIVOULUALTY.
[Ipwv amd tov epPforacpd pe (ovteg 100¢ N {ovta Baktipia, | Bepaneia pe to IMULDOSA mpénet va
drokomel yio TovAdyiotov 15 efdouddeg petd v televtaio d6om Kot propei va Eavapyioet
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TovAdyoTov 2 efdopadeg petd tov epfortacud. Ot GuVTUYOYPAPOVTES LATPOL TPETEL VO
ovuPovigdovion v Iepiinym tov Xapakmpiotik®dv tov I1poidvtoc tov cvykekpiuévov gpforiov
Yo TPOGHETT TANPOPOPNOT| Kol 0dNYIES OYETIKA [E TNV TAPAAANAT YP1|OT] ALVOCOKATUCTOATIKMV
TOPAYOVTOV LETA TOV EUPOMAGLO.

H yopniiynon {ovtaov epporinv (0nmg to epfoiio BCG) oe Bpépn mov extébnkav evoountpika (in
utero) Gt OLGTEKIVOVUAUTT OV GUVIGTATOL Y10 ODOEKO UIVEG PETA TN YEVVIIOT 1] LEYPLG OTOL TAL
EMIMESNU TNG OVGTEKIVOVUAURNG GTOV 0pO TOV BPpEPovg va givar un aviyyvedoiua (PA. mapoypapovg 4.5
kot 4.6). Edv vdpyet capég kAMvikd 0QELOG Y10 TO LEPOVOUEVO BPEPOC, 1) yoprynon evog {dvTog
euporiov pmopel va e€etdletar vopitepa, Qv T0 EMIMESQ TG OVGTEKIVOVUAUTNG GTOV OPO TOV
Bpépovug givar un aviyvedoiua.

Ot acBeveic mov Aappdvovy IMULDOSA pmopovv va AaBouv Tontdypova adpovoTotnueve. 1 Un
(vt eppora.

H poxpoypovia Bepomneio pe ustekinumab dev KaTtaoTEAAEL TN YLUIKT 0VOGOAOYIKY] OAVTNGT OTO
TOAVGOKYOPLOKO EUPOAO Y10 TOV TVELLOVIOKOKKO 1) TO EUPOALO Y1 Tov TéTavo (BA. Tapdypapo 5.1).

Hopddinin avocokatactartik) Oepaneio

Ye HEAETEG Y10 TNV WYOPLOOT), 1] ACPAAELN KOL ] OTTOTEAEGLLOTIKOTITO, TG OVOTEKIVOVUAUTNG GE
GLUVOLAGUO LE OVOCOKATACTOATIKE, cuumeptlapavouévey Tov floloyikmv, 1 Le potobepaneia, dev
&yovv agloroyndel. Xe peréteg yio v yoplacikn apbpitida, 1 wapdiinin xpron MTX dev edvnke
vo EmNPealel TNV AGPAAELD 1] TNV OTOTEAEGUOTIKOTITO TNG OVGTEKIVOVUAUTNG. L€ UEAETEG Y10, TN VOGO
tov Crohn, 1 TaVTOYPOVN YPNOT OVOCOKATUGTOATIKMV 1) KOPTIKOGTEPOEWIMV OEV PAVNKE VO ETNPeAlEL
TNV ACQAAELN 1] TNV OTOTEAEGLLATIKOTITO TNG OVGTEKIVOVUAUTNG. ATatteital mpocsoyn dtav egetdleTon
N TopdAANAN xprion GAA®V avocoKaTACTOATIK®V Kot Tov IMULDOSA 1 katd ) petdfaon omd dalo
Broroyucd avocokatactoaltikd (BA. Tapdypapo 4.5).

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

arAepyio. Aev eival YvooTO €0V 1) OVCTEKIVOVUAUTY UTOPEL va, emnpedoel TNV avocobepameio yio
aAAepyia.

2oPapéc depuatondbeieg

e aoBeveic pe yoploon, &gl avapepOel amo@oAdmTIKN depuatitidn LeTd amd Bepaneio e
ovoteKvoopaunn (BA. mapdypaeo 4.8). O acBeveic e yopioon katd TAGKAG EVOEYETOL VO
avamToEOVY epLOPOdEPIKT YOPINOoT], LE CUUTTOUATH TOV EVOEYETAL VO UV SlokpivovTal KAVIKE omd
TNV ATOQOMOIMTIKN depUATITION, GTO TAAICLO, TS PLGIKNG ToPEiag TOL Voo UaToc Toug. Katd tnv
mopakolovdnomn e yopioong tov achevoic, ot ylatpol Ba Tpénet va emorypumvoHV Y10 GULITTOLOTO
€pLOpPodEPIIKNG YopiaoTg 1 ATOPOAO®TIKNG depaTitidong. EGv avtd To cCOUTTOHOTO ELEAVIGTOVY,
0o pémel vo axorovOnOel katdAAnAn Oepaneio. To IMULDOSA 0o wpénet vo, dtakdmTeTon €6V
VITAPYEL VTOVOLL, AVTIOPOUCTG GTO PAPUAKO.

Kartaotdoeig mov oyetiCovran pe tov Abko

"Exovv avapepbei tepmtdoelg Kotaotdoewy Tov oyetilovtal pe Tov A0ko o€ acbeveic mov hafoav
Oepameio e OVGTEKIVOV AT, CUUTEPIAAUPOVOUEVOD TOL dEPUATIKOD EPVONUATMIOVE ADKOL Kol TOVL
ouvopopoL Tpocopolalov pe Avko. Edv eppaviotouv PAAPeS, £101KA 08 TEPLOYESG TOV FEPHOTOG TTOV
extiBevtar otov A0 1} €dv cuvodedovtat amd apbBparyia, o acBevig Ba Tpénet va avalntiost ouEcwme
wtpikn Pondeta. Eqv emPePormbei n didyvoon piog Katdotaong mov oyetileTon e Tov ADKo, 1
OVOTEKIVOLLLAUTY Ba TPETeL var dtokOTTeTaL Kol VoL EeKvE kaTdAAnAn Bepaneia.

Ewwoi mAinfBuopoi

Hlmawuévor (= 65 etdhv)

Agv TapatnpnOnKov GUVOAIKES SL0POPEC GTNV ATOTEAEGHATIKOTTO 1) TV 0CQAAELN O€ acOeveig
NAKiag 65 etdv kat dve Tov EAafov OVGTEKIVOLLAUTY), GE cUYKPLOoT LE vedTEPOLS aabeveig o
KMVIKEC LEAETEC OTIC EYKEKPLUEVES EVOEIEEIC, ®GTOGO 0 aPBUOC TV aoBevdv nhikiog 65 eTdV Kot Gvm
dev NTav ETOPKNG doTe vo kaBoptotel edv o1 0oBeveig aVTOl OVTOTOKPIVOVTOL STPOPETIKA ATTO TOVG
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vedtepoug acbeveic. Adym TG VYNAOTEPNC ENMIMTOONG AOIUDEEDY YEVIKA GTOV NMKIOUEVO TANOLGUO,
1 Oepameio Tpémet va yiveTon Le TPOGOYT GTOLG NAIKIOUEVOLC,.

[epieyduevo og moAvcopPixd
To IMULDOSA mepiéyet 0,02 mg morvcopPikod 80 oe kdbe povada 6yKov, 1o 0moio 16odvvaplel e
0,02 mg ava d6om tov 45 mg.

To IMULDOSA mepiéyet 0,05 mg moAvcopPikov 80 oe kdbe povada 6yKov, To omoio 1codvvaplel pe
0,04 mg ava d6om tov 90 mg.

Ta moAvcopPikd uropei va tpokarécovy allepyikéc avidpdoeic. Evnuepmote tov yatpd cag edv
€xete YVOOoTEG aAlepYieC.

4.5 Almiemopdosig pne GAro QUPRUKEVTIKG TPOIOVTO KO GALES popPEg alinieniopaong
Zavto epfolio dev Tpémel va yoprnyovvral mapdiinia pe to IMULDOSA.

H yopiiynon Lovtav epporiov (0nmg to eufoiio BCG) oe Bpéon mov extébnkav evoountpika (in
utero) Gt OLGTEKIVOVUAUTT OV GUVIGTATAL Y10 SDMOEKO UAVES LETA TN YEVVIIOT 1| €®G GTOL TOL
EMIMEDA TG OVOTEKIVOLUAUTNG GTOV 0pd TOV BpEPovug va etvar pun aviyvevoa (PA. Tapaypdaeovs 4.4
ka1 4.6). Edv vapyetl cagég kKAMvikd 0QELOG Y10 TO LEUOVOUEVO BPEPOC, 1| yopnynon evog {dvTtoc
euPoriov pumopei va e€etdletal vopitepa, Qv T ETITESD TG OVGTEKIVOVUAUTNG GTOV 0PO TOV
Bpépovg etvar un avyvedoiua.

Agv &yovv paypatonomOel peAétec OAANAETIOPAGEDY GE avOPMOTOVS. XTIC AVAADGELG
(QOPUAKOKIVNTIKNG TANBUGHOD TV pekeTdV pdong 3, diepeuvifnke 1 enidpacn T®V o cuyvd
YPNOUYLOTOLOVUEVOV TAVTOYPOVO PUPLOKEVTIKAOV TPOIOVI®V 0 achevelg pe yopiaon
(cvumEPIAAUPOVOUEVOV TNG TOPAKETOUOANG, TNG BOVTPOPATVNG, TOV OKETVAOGOAIKLALKOD 0&E0C, TNG
ueteopuivng, g atopPactativng, tng Aefobupoivinc) ot QUPUOKOKIVITIKY TG OVCTEKIVOVUAUTNG.
Agv vp&av evdeiEelg OAANAETIOPACTC LE AVTA TO, TAVTOYPOVE YOPTYOVLEVO QOPUOKEVTIKA TPOIOVTAL.
H Bdon yio v avérvon avti qtav 6t tovAdytotov 100 acbeveis (> 5% tov peketodpevon
mAnBvouov) ElaPav Bepomeio pe TOLTOYPOVN YOPTYNOT AVTOV TOV PAPUUKEVTIKMDY TPOTOVTOV Yia
ToVAd IoTOV T0 90% NG TEPLOdOL peAETC. H pappakokivnTikg g oveteKvouUdpang dev
EMNPEACTNKE ATO TNV TAVTOYPOvT Yxprion MTX, un 61epoelddv avTIQAEYLOVOIDY QOPUAK®OV, 6-
uepkomTomovpivng, alabetompivng kat amd GTOUATOG KOPTIKOGTEPOEIWOMV GE AGOEVEIG e YOPLOGIKT
apBpitda, voso tov Crohn, 1 amd v mponyovuevn ékBeon o mapdayovteg avti-TNFa, oe acBeveig pe
yoplaokn apbpitda 1 voco tov Crohn.

To amoteAéopota piog PEAETNG in Vitro 6V LTOSGEIKVOOVY TNV AVAYKN Y10 TPOCUPUOYEC TNG 000G O
acBeveic mov Aapfavovv tavtdypova vroostpopato tov CYP450 (BA. mapdypaeo 5.2).

e HeAETEG Y10 TV YOPLOoT], 1] OCPAAELD KOL ] OTOTEAEGLOTIKOTNTO THG OVGTEKIVOVULALUTNG OE
GUVOLOGLO LE OVOCOKAUTACTUATIKA, cuumeptlaupavouévev tov rodoyikmy, N pe potobepaneia, dgv
éxovv a&lodoynBel. Xe peréteg yio v yopraotkn apBpitida, n tavtdypovn xprion MTX dev pbvnke
vo. EmNPedlel TNV AGPAAELD 1] TNV OTOTEAEGUOTIKOTITA TIG OVGTEKIVOVUAUTNG. ZE UEAETEG Y10, T1 VOGO
tov Crohn, 1 TaVTOYPOVN YPNOT OVOCOKATUCTOATIKMV 1) KOPTIKOGTEPOEWOMV OEV PAVIKE VO ETNPEALEL
TNV ACQAAELN 1] TNV OTOTEAEGLLATIKOTITO TNG OVGTEKIVOVUAUTNG (PA. Tapdypapo 4.4).

4.6 Tovipétnra, kKONON KO Yorovyia
IMuvaikeg o ovamapay®ylkn nAkio,

O1 yuvaikec o€ avamopay®ytk nAkio 6o TpEnel v ¥pNGILOTOI00V TOTEAEGLOTIKT AVTIGOAANYN
Katd tn Sdpkela tng Bepomeiog Kot yio TovAdyiotov 15 gfdouddeg petd t Oepameia.

Kvnon
Agdopéva mov GLALEYON KOV TPOOTTIKA O OYETIKE TEPLOPIOUEVO ap1BUd KuGE®V HeTd amd £kBeon
o710 ustekinumab pe yvootd arotelécpata, copneptlapfovopévov Tepiocotepmv and 450 kunoewny
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OV EKTEOMKAV KATA TN OLAPKELN TOV TPADTOV TPLURVOV, OV KUTAOEIKVDOLY avENUEVO Kivduvo
peilovav ouYYevaOY SUCTAACIHV GTO VEOYVO.

Meléteg oe (Do dev KATESEIEAV APEST 1 EUUEST) TOEIKOTNTA GTNV KONOT), GTNV TPOLUN
euPpoakn/dyiun euppvaxn avantoén, otov TokeTd M| 0TI HETOYEVVNTIKNY avamtuén (BA.
mopaypapo 5.3).

Qo61660, 1| dtabEciun KAWVIKY epmepia eival meploptopévn. Q¢ TPOANTTIKO HETPO, EIVOL TPOTIUNTED VA
amopevyetor M xpnon tov IMULDOSA «katd tnv kdmon.

H ovotekivoopdumn dtamepva tov mhakovvto, Kot el aviyvevbel otov opod Bpepdv to. omoia
yevviOnkav amd yovaikeg mov EAafov Oepameio pe OVGTEKIVOLUAUTN KOTA TN dtdpkela TN komong. H
KAVIKT EMTTOON QLTAG TG Tapatipnong dev eival YvwoT], oTOc0 0 Kivouvog Aoiuméng Yo Bpéon
Ta. ool eKTEONKOV in utero 6T OVOTEKIVOLUAUTN EVOEYETOL VA lval ovENUEVOC UETE, TN YEVVNO).

H yopiiynon Lovtav epporiov (0nmg to eufoiio BCG) oe Ppéon mov extédnkay in utero ot
OVGTEKIVOUUAUTT OEV GUVIGTATOL Y10 dDOEKD UNVES HETE TN YEVVNION 1 LEYPLS OTOL Ta EMITEDA TNG
OVGTEKIVOVUAUTNG GTOV 0pO TOV Bpé@oug va etvor un aviyvevotua (PA. mapaypdeovs 4.4 ko 4.5). Edv
VIAPYEL COPEG KAIVIKO OQEAOG Y10 TO UEHOVOUEVO BPEépoc, 1| xopnynom evog (dvtog epuforiov pumopel
va e€etdleTol vopitepa, €4V T EMTTEdA TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL Ppépovg givar un
OVIVELCLUAL.

Oniacpodg

[epropropéva dedopéva amd T dnuoctevpévn PipAloypapio VTOSEKVIOVY OTL ] OLGTEKIVOV LA
EKKPIVETOL GTO OVOPAOTIVO PINTPIKO YEAN GE TOAD LKPEG TOCOTNTEG. AEV €Vl YVOGTO v M)
OVGTEKIVOV AU ATOPPOPATOL GUCTNHOTIKA LETA TV KATATOGT. AOY® TOL EVOEYOLEVOV
AVETBOUNTOV OVTIOPAGENDY OO TIV OVGTEKIVOLUAUTN € Bpéen Tov Onhalovv, Tpémel va
aropaotlotel av Ba dtakomel o ONhaouods katd ) didpkela tng Bepomeiog Kot Eog 15 efdopddeg petd
) Oepamneio | av O dwakomei n Oepaneia pe to IMULDOSA, Aapfdvovtag vadyn to 0QeA0G TOV
70O10100 amd To ONhaoud Kot to 6PeA0C TG yuvaikag amd T Oepaneio e IMULDOSA.

Fovomra
H enidpaon g ovotekvoudUTNng oty ovBpdmvny yovipdtnto dev Exel a&loroyndet (PA.
mopdypaeo 5.3).

4.7 Emodpacelg 6ty IKAvOTNTO 001171161 KOL YELPLGHOV U UVI|LETEOV

To IMULDOSA dev €yel kapia 1 £(€L AGUAVT EXIOPOCT) GTNV IKAVOTNTO 001 YNOTG KOl XEPICUOV
Ny ovnUaToy.

4.8 AvemOOunteg evépyereg

2Hvoyn 1oL TPOPIA OCOALELNG

O o ovyvég avemBounTteg evépyeleg (> 5%) oTig EAeYYOUEVEG TEPLODOVE TOV KAIVIKOV UEAETAOV TNG
yoplaong, e yoplacikng apbpitidag, tng vocov tov Crohn o EVAAIKES [IE OVGTEKIVOVUAUTT TOV
pvoeapvyyitda kot Kepaiadyio. Ot mepiocdtepes omd avtég BewpnOnkay fmieg Kot dev eméforav
dtakomn g Bepomeiag e perétng. H mo cofapn avemBountn evépyeia mov &yl avapepbel yio tnv
OVOTEKIVOLLAUTN elvar coPapéc avTidpdoels vepevactnciog copmeptlouPavopévng g
avaeura&iog (BA. Tapdypapo 4.4). To cuVoAIKO TPOoPik AGEAAELNG NTAV TAPOLOL0 Y10, AGOEVELS e
yopiaon, yoplactkn apbpitida, voso tov Crohn.

Katdloyog avemBountwv gvepyelmv og mivoko

Ta dedopéva acPEAELNG TOV TEPLYPAPOVTUL TOPAKATM OVTIKATOTTPILOVV TNV €kBECT EVNAIK®OV 0N
ovoTeKIvoLpauT o€ 14 pedéteg pdong 2 kot edong 3 oe 6.710 acBeveig (4.135 pe yopioorn kavm
yoplacikn apbpitida kot 1.749 pe voco tov Crohn). Avtd neptlapfdavovv ékbeomn otn
OVLGTEKIVOU AU OTIG EAEYXOUEVEG KO [ EAEYYOLEVEG TEPLOSOVE TV KAVIKDV LEAETOV € acbeveig
ue yopiaon, yopraotkn apbpitida, véco tov Crohn yia tovAdyiotov 6 punveg (4.577 acbeveic) 1
tovAdyotov 1 étog (3.648 acbeveig). 2.194 acbeveic pe yopiaon kot voso tov Crohn yia tovAdyiotov
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4 &t evo 1.148 aobeveig pe yopioon 1 voso tov Crohn extédnkay yio tovddyiotov 5 .

O ITivakag 2 Topéyel EVoV KOTAAOYO TOV OVETIHOUNTOV EVEPYELDY OO KAIVIKEG LEAETEG Y10 TNV
yopiaon, v yoplaotkn apbpitida kot ) voco tov Crohn g evilikes, Kabmg emiong Kot
OVETIOOUNTEG EVEPYELES TTOL OVOQEPON KAV OO TNV gUmELpio HETA TNV KuKAopopia. Ot avemBounrteg
evépyeleg TaSvopovvtar katd v Koatmyopio Opydvov ZueTiHOTOG Kot TN CLYVOTNTO ELPAVIONC,
XPNOOTOIDVTOG TV 0kOAoLOT cuvOnKn: TIoAd cuyvég (= 1/10), Zuyvéc (= 1/100 éwg < 1/10), Oy
ouyvée (> 1/1.000 émg < 1/100), Zmdvieg (> 1/10.000 g < 1/1.000), IToAd ordvieg (< 1/10.000), un
YVOGTHG GUYVOTNTOG (0EV UTOPOLV VA eKTIUN B0V pe Baon Ta dtebéoipa dedopéva). Evtog kabe
KATNYOplog GUYVOTNTAG ELPAVIONC, OL avemBuunTeg evépyeleg mapatifeviot Katd bivovca celpd

coPoapdtnroc.

Hivaxag 2 Karaloyog twv avemBountwv evepyeianv

Koatmyopia/Opyaviké
ZOGTNUO

ToyvotnTo epeavieng: AvemOountn evépysia

AOOEELS KO TOPAUCITOCELG

2oyveég: AolpmEn e ovOTEPNE AVOTVEVGTIKNG 000V,
PVOQOPVYYITION, TAPUPPIVOKOATITION

Oy ovyvég: Kuttapitida, Aouméelg tov 0d6vimv, pmng (ootpag,
AOTHMEN TOL KATMTEPOL AVOTVEVGTIKOD GUGTILATOS, LOYEVIG
AO{H®EN TOL AVAOTEPOL OVATVELGTIKOD GUGTILOTOC, (OOIOKOATIKY
LUKOTIKT AOTH®EN

GUGTNUOTOC

Alotapoyég avoGomoImTIKO

Oy ovyvég: Avidpdaoelc vepevaiodnciog (cuumeptloppavouévey
eEavOnuotog, kvidmong)

Eravieg: ZoPapég avTdpaoelg vrepevaictnciog
(ocvumeptiopPovouévav avaeLAagiog, oyyE00tONILITOC)

Poyrotpikég dtatapayés

Oy ovyvéc: KatdBhyn

Awotapoyég Tov Veupikon
GUGTNUOTOG

Yoyvég: ZAaAn, ke@ohaAyio
Oy ovyvég: TlapdAivon tpocmmon

AvomveuoTikég, OmpoKikég
SLTapoyEC Kol OLTOPOLYES
pecobwpaxiov

ZuyvéG: ZTOHUTOQOPVYYIKO GAYOG

Oy ovyvég: Pvikn copedpnon

Eravieg: AAAepyikn KoWeMSITION, NOCIVIQIAMKY TVELHOVIN
[ToA omdviec: Opyavmtiki Tvevpovio™®

TIaotpeviepucéc dratapoyéc

Xoyvéc: Atbppota, voutio, EPETOC

Alotapoyég Tov OEPUATOC
KOl TOV DTOJOPIOV 15TV

Xoyvés: Kvnouog

Oyt ovuyvég: DAVKTOVOOING YOPINOT], ATOPOAIO®GCT) OEPUATOG, OKUN
Yravieg: AtopoldmTikn deppatitida, ayyetitida omd
vrepgvatcincio

IToA0 omdvieg: TToppoAvymdOE TEUPIYOELDES, OEPUATIKOG
£pLONUATOING AVKOG

Awotapoayéc Tov
HVOCKEAETIKOD GLUGTHLATOG
KOl TOU GUVOETIKOV 1GTOV

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

Ievikég Sratapayés Kot
KatTaoTdoelg otn 6éon

Xopnynong

Yuyvég: Kommon, ep0dnua ot 0éom éveong, dhyog ot B€om €veong
Oy ovyvéc: Avidpdoelg ot 0éom €veong (cvumepthapfovouévev
NG GLUOPPAYIOG, QUATAIOTOS, GKAPLVOTS, O10YKMGNG Kot
Kvnopov), e&acbévnon

* BA mopdypo@o 4.4, ZuGTNUATIKEG KL AVATVEVGTIKEG OVTIOPAGELG VITEPELOLGONGlag.

Ieprypaen emAeypévav avemt@uuUNTOV EVEPYEIDOV

Aowdéelg

2T1C ELEYYOUEVES IE EIKOVIKO PAPHOKO LEAETEG o€ acbeveic pe yopiaon, yoplacikn apbpitida Kot

v6c0 tov Crohn, ta 10600Td AoudEemv 1| coPapdv AOUOEEDY NTAV TAPOUOLN LETAED TV acbevav
OV AAUPOVOY OVGTEKIVOLLLAUTY KOl EKEVOV TOL Adpovay EIKOVIKO @APUOKO. TV EAEYXOUEV LE
EIKOVIKO PAPUAKO TEPTOO0 AVTAOV TOV KAVIK®DV HEAETMV, TO T0G0GTO Aouméemv nTav 1,36 ava
avBpomroétog mapakolovdnong yio Tovg acbeveic mov Adppavay ovotekivovudumn kot 1,34 yio toug
aoBevelc mov Aapupavay gikovikd eapuako. ZoPapés Aotuméels eppaviotnkav o€ tosootd 0,03 ava
avOpmmoétog mapakorovdnong yio tovg acbeveic mov Adupavay ovetekvovudunn (30 coPapéc
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roméetg og 930 avBpwmoétn mopakorlovOnong) kot 0,03 yio Tovg acbeveic Tov Adupavay siovikod
eapuoako (15 cofapég Aouanéelg o 434 avBpwmoétn mapakorovdnonc) (BA. mapdypapo 4.4).

2T1G EAEYYOUEVEG KO [N EAEYYOLEVEC TTEPIOOOVE TV KAVIKMV HEAETAV Y10 TNV Ywpioomn, TNV
yoplacikn apbpitida kot t voéco tov Crohn, wov avtimpocmredovy 15.227 avBpmmoétn £kbeong
oTNV ovoteKvoLpdunn o€ 6.710 acBeveic, 1 didpeon didpkela Tapakorovdnong frav 1,2 étn, 1,7 étn
Yo TIG LEAETEG Y1aL TNV YopPlaoikh voco kat 0,6 £t yo Tig peréteg yia t vocso tov Crohn. To
1060670 Aoméemv NrTov 0,85 ava avlpmmoétog mapakorlobOnong yia tovg acbeveic Tov Adupavay
OVGTEKIVOVLULAUTN KOt TO TO0G06TO cofapdv Aotudéemv ntav 0,02 avd avlpomoétog mapakorovdnong
Yo Tovg aeBeveig mov AduPoavoy ovotektvovpdunn (289 cofapég Aowméelc og 15.227 avBpwmoé
TopoKoAOVONGNC) Kot 01 GoPapEc AOTUMDEELS TTOV avaEEPON KOV TEPLIEAGAUPAVAY TVELLOVIM, OTOCTIUA
TOV TTPOKTOV, KLTTOPITION, EKKOATMUATITION, YUOTPEVTEPITION KOl 10YEVELG AOUMEELC.

Y& KAWiKEC peréteg, acbeveig pe Aavhdavovoa euuatioon Tov TapdAinio Aaupavoy aymyn pe
teovialion doev avértvéay euuatioom.

Koakonfeieg
2NV EAEYYOLEVN LE EIKOVIKO PAPLLOKO TEPI000 TOV KAVIKOV LEAET®V GE 0oBEVEIC Le Yoplao,

yoplacikn apbpitida kot voco tov Crohn, n exintwon koakon0eldv, £a1poduevov Tov U
UEAOVOKDTTAPIKOL KaPKivov Tov déppatog, nTav 0,11 avd 100 avBpomoétn mapakolovdnong yio Toug
acBeveic mov Aapupavay ovotekivoupdunn (1 acbevig oe 929 avBpwmoétn mapakorovbnong) o€
ovykplon pe 0,23 yia tovg asBeveic mov Adppavay ewovikd edppoko (1 acbevic oe 434 avBpomoétn
mapokolovdnong). H enintmon tov pn pekavokuttaptkod Kapkivov tov déppatoc nrav 0,43 ava 100
avBporoétn mapakorlovOnong yia tovg acheveic mov Aapupavav ovotekivoopaunn (4 acleveic oe

929 avBpwmoétn mapakorovdnong) oe cvykpion pe 0,46 yio Tovg aobeveic mov Adufovay elkovikd
eappoko (2 acBeveig og 433 avBpwmoétn Tapakorlovbnong).

2T1C ENEYYOUEVES KOl [T EAEYYOUEVEG TTEPLOSOVE TMV KAMVIKDOV UEAETAOV Yi0 TNV YOPiaon, TNV
yoplacikn apbpitida kot ) voéco tov Crohn, wov avtimpocmredovy 15.205 avOpwmoétn £kbeong oe
ovotekivoupaunn o€ 6.710 acBeveic, n didpueon ddpkela mapoakorovOnong ntav 1,2 £, 1,2 £ ya
TIG MEAETEG Y10 TNV WPLactkn vOco Kot 0,6 £t yia Tig peAéteg yio, T voco tov Crohn. AvaeépOnkay
kakondeteg, e£0pOLIEVOD TOV UN HLEAVOKLTTOPIKOD KapKivoy Tov dépuatog, o€ 76 acbeveig o
15.205 avBpomoétn mapakorovdnong (erintwon 0,50 avd 100 avBporoétn Tapakorlovdnong yio Tovg
acBeveic mov Ehafoav ovotextvoupdunn). H enintwon kaxonBeidv nov avapépnke otoug acbeveic
7oV EAAPOV OVGTEKIVOV AU TOV GLUYKPIGIUN LE TNV EXIMTOGCT) TOV AVUUEVETAL GTOV YEVIKO
TANBvond (TpotuntwpEvo Tnhiko emintmons = 0,94 [dibotnpa epmotoocivng 95%: 0,73, 1,18],
TPOGUPUOGUEVO Y1 TNV NAKLQ, TO PUAO Ko T GUAR). Ot o Guyva TapaTnPovLEVES Kakonbeles,
€EAPOVUEVOL TOV [N LEAOVOKDTTAPIKOD KOPKIVOL TOL SEPIOTOC, NTOV KOPKIVOC TOV TPOGTATY,
pueAdvoua, 0pBoKoAKOC KapKivog Kot KapKivog Tov pactov. H enintmon tov un pelovokuttopikon
KapKivov tov déppatog Nrav 0,46 avd 100 avBpwmoétn Tapakoiovdnong yia Tovg acheveig mov
éloPav ovotekivoopaunn (69 acbeveig oe 15.165 avBpmmoétn mapakorovnong). H avaroyio tov
ac0evav pe BacTKOKLTTOPIKO EVavTl akavOoKLTTOPIKOD Kapkivov Tov dépuatog (3:1) eivat
GUYKPIGIUN UE TNV AVOUEVOUEVT avaroyio 6ToV Yevikd TANBvouod (BA. mapdypaeo 4.4).

Avtidpdcelg vrepevarcinciog

Koatd ) didpreia tov eEAeyyOUEVOV TEPIOODV TMV KAIVIKOV LEAETMV Y10 TV YMOPINON Kol TV
YOPLIoIKT apBpitida TG OVCTEKIVOLHAUTNG, TapatnpROnKay eEavinua kot kvidmon, To kabéva o
1060610 < 1% 10V acbevav (BA. tapdypago 4.4).

Hodrorpikodg mAnBuopog

Houdrazpixoi aoOeveic nlikiog 6 €TV Kai GV UE YOPLOTH KOTO, TAGKOC

H aoc@dieia tng ovotektvoopaunng €xet peketn el oe 600 edong 3 pekéteg o modtotpikovs acbeveic
ue pétpla €og coPapn yvopioon kotd tadkag. H tpmtn pelét de&nybn oe 110 acbeveig 12-17 etmv
mov éAafav Oepameia yio didotnpa £oc 60 efdouddeg kot 1) devTEPT peAéTn d1e&nyOn o 44 acbeveig 6
¢wg 11 etddv mov EAaPav Bepameio yia Stdotnuo £0¢ 56 eBOoNAdes. e YeVIKES YPOUUES, Ol
avemBounTeg eVEPYELEC TOV avoQEPOTN KAV GE AVTEC TIG 000 HEAETEC LUE OEBOUEVA Y10 TIV OOPALELN £DC
1 ét0Vg NTOV TOPOUOLEG L EKEIVES TOV TapOTNPNONKAY GE TPONYOVUEVEG LEAETEG OE EVIAIKEG UE
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yopioon Katd TAGKoC.

Avogopd mBavoroyoOUEVOV OVETIBOUNTOV EVEPYELDV

H avoaeopd mBovoloyodevmv avemiBountey evepyei®mv HeTd amd T Yopnynon adstog Kukhopopiog
TOL POPUOKEVTIKOD TPOTOVTOG elval onuavtiky|. Emitpénet tn cvuveyn mopakolovdnon g oyéong
0PEAOVG-KIVODVOL TOV QUPUOUKEVTIKOD TPOTOVTOC. Znteital and Toug enayyeAlaTieg vyeiag va
aVOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG QVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOV GLGTNILOTOG
avapopds mov avaypdeetor oto [Hapdptmua V.

4.9 Ymnepdoooloyia

2e KMviKéC peréteg yopnynonkav evoopAefing epdmnal 66ce1c péypt 6 mg/kg ympic va meplopiotel 1
0001 MOy TOEIKOTNTOC. L€ MEPIMTMON VAEPIOGOAOYING, GUVIGTATOL 1] TAPUKOAOVON G Tov 0cBevolg
Y10 TOYOV OMUELR 1) COUTTOUATO AVETIOOUNTOV EVEPYEIDV KABMG Kot 1) dpeon Evapén KaTdAANANG
CUUTTONOTIKNG Bepameiag.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokodvvVopIKES 1O10TITES

DoppoKoBepamevTIK KOTNYOpio: AVOCOKATAGTOATIKE, AvAGTOAEIS vTEPpAELKIVIG, Kmdkdg ATC:
LO4ACO0s.

To IMULDOSA eivat Pro-opogtdéc papuokentikd poidv. Aentouepeic mAnpoeopieg givar dtobéotueg
otov d1kTvoKo TOno Tov Evponaikod Opyaviopov Papudxwv: https:/ www.ema.europa.eu.

Mnyaviouog dpdong

H ovotexvovpdumn eivar éva mAnpog avBpomvo povokimviko IgGlk aviicopo mov cuvosetat e
E0IKOTNTA UE TNV KOWT TPOTEIVIKT vITopovada p40 Tov avOpoOTIVOV KOTTUPOKIVAV VTEPAEVKIVN
(IL)-12 xou IL-23. H ovotekvoupdpnn avactéAiel ) Blodpactikdtnta twv avipdnivov IL-12 kot IL-
23 gumodilovtag v p40 va cvvdebet pe tov mpwteivikd vrodoyéa IL-12RPB1 mov exppdletarl otnv
EMPAVELN TOV avocokLTTAp®Y. H ovotektvoupdunn dev pumopel vo cuvdedel pe v IL-12 1§ v IL-23
OV €1VOIL )OT] GUVOESEUEVES LE EMPOVELOKOVG KVTTAPIKOLG VITodoyeic IL-12RB1. Xvvenmg, n
OVGTEKIVOVUAUTT OgV eivar TTIOOVO VO GUVEICQEPEL GTN LEGOANBOVUEVT OTTO CVTICOUATO 1] OO TO
GUUTAN PO KUTTOPOTOEIKOTNTO T®V KUTTAP®V [ Toug vodoyeig IL-12 ko IL-23. Ot IL-12 ko IL-
23 elvar ETEPOSUEPELG KLTTAPOKIVES TOV EKKPIVOVTOL OO TO EVEPYOTOLEVO, OVTLYOVOTOPOVGLUCTIKA
KOTTOPO, OTTMOC TO LOKPOPAYO, Kot To, devoprTikd kbTTopa. Kat o1 600 kuttapokiveg Aaupdavouv puépog
GTIG avoooA0YIKEG Asttovpyieg. H IL-12 dieyeipet Ta kdTTapa euotkovg goveic (NK) kot tpowbei )
Swpoponoinon tov CD4+ T kuttdpwv mpog to pavotumo twv Bondntikadv kuttdpov T 1 (Thl), n IL-
23 emdyel v 006 TV ondntikedv kuttdpwv T 17 (Th17). Qotdco, n un euctoroyikn pHiouen tomv
IL-12 kou IL-23 éyel cvoyetiotei pe avocso-dlopecorafovueveg acBéveleg, dnmg n yopioon, N
yoplaoikn apbpitida, n vocog tov Crohn.

Me 1t cVvdeon otny Kotvi vrooudda p40 g IL-12 kot g IL-23, n oveteKvoLpaunn uropei va
0OKNGOEL TIG KAMVIKEG TOV EMOPAGEIC 6TV YOPIOGT, OTNV yoplacikn apdpitida kot T voéco tov Crohn
LEC® TG O10KOTNG TV 00DV TV oyeTi{opevav pe Tig kuttapokives tov Thl kot Thl7 kuttdpwv, ot
omoieg dadpapatilovy kevipikd poro otny maforoyio AVTOV TOV VOGS UATOV.

Ytovg aoBeveig pe vooso tov Crohn, 1 Bepaneio Le OVGTEKIVOLUAUTN 00T YNOE GE UEIMON TV SEIKTOV
™g eAeypovig, cvpumepiiapfovopévng g C-avidpwcog tpwteiving (CRP) kot g kaArpotextivng
KOTPOV®V, 0T OEPKELD TG PACTG ETAYWOYNG, TOV GTN GLVEXELN dlaTnPNOnKe Kb’ OAn T didpkeln
g edong cvvinpnone. H CPR a&lohoynnke kotd v ditdpketo TG LEAETNG EMEKTAGTC KoL OL
LEUDGELS TOV Tapo TP ONKAY KATA TNV S1EPKELD TNG CLVTIPNONG YEVIKA dtaTnprinkav £0¢ TV
efdoudoa 252.
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Avoconoinon
Koatd ) didpxeta e pokpoypdviag enéktaong e Merétng Yopiaone 2 (PHOENIX 2), ot eviiikeg

acBeveic mov Ehafav Bepameio e OLOTEKIVOVUAUTT Y10 TOVAGYIGTOV 3,5 YpdVia TopovGiocay
TOPOUOLES AVTICMUATIKES ATOVTIGELS TOCO GTO TOAVGAKYOPLOIKO EUPOAMO Y10 TOV TVEVLOVIOKOKKO
000 Kal 6TO EUPOALO Y10 TOV TETOVO OTTMC 1 OLLAda EAEYYOL 0cOevmV e yopioon mov dev Elape
ocvotnpatikd Oepaneia. [oapopola avaroyio evniikov acOevodv eLEAVIGE TPOGTATELTIKA ETITESN
OVTICOUATOV KATH TOV TVELLOVIOKOKKOL KOl TOL TETAVOL Kol Ol TITAOL AVTICOUAT®V 1TOV TOPOO0101
petaéd tav acfevav mov Erafav oveTEKIVOV AT Kol TV acBevdy oty opudda eEAEYYOL.

KMvikn omoteAeopatikdTnTo,

Yopioon katd midakag (Eviiikec)

H acpdleio kot 0moTeEAeoUATIKOTNTA TG OVOTEKIVOVUAUTTG a&lodoynOnke og 1.996 acBeveic ota

A aicto 00 TLYOOTOMUEVAV, SITAL TVEADV, EAEYYOLEV®VY LE EIKOVIKO PAPLLOKO LEAETOV g acOeveic
He pétplo g cofapn yopioon Katd mAdKoc, ot omoiol TaV VITOYNELoL Yia pwtobepomeio 1
ocvotnpatiky Oepaneio. Emmpocheta, pio Toyotomonuévn, HovoTAEpa TOPAN, EVEPYMG EAEYYOLEVT
UEAETT] GUVEKPIVE TNV OVGTEKIVOVUAUTT KoL TV ETOVEPGENTY 6€ aobeveig pe pétpla Emg cofapn
yopiaon Katd TAAKag Tov dev ElY0V IKOAVOTOUNTIKT avTamoKplon, iyav dvcaveéio 1 aviévoelén oty
Kukhoomopivn, iy MTX 1) v PUVA.

> Merét Yopiaong 1 (PHOENIX 1) a&oroynOnkav 766 acBeveic. To 53% tov acbevav avtov
eite dgv avtamokpivovtay, £ite NTAV SLGAVEKTIKOL, 1] Elyov avtévoelln e GALEC CLOTIUOTIKEG
Oepaneiec. O aobeveig mov TuyaoTOONKOY GE oVoTEKIVOLAUTN Aoy 00GEl; TV 45 mg 1 90 mg
otig EBdouddeg 0 kot 4 axorovBolpeves amd tnv idia 6001 kébe 12 efdopddeg. Or acbeveic mov
TuyotomomOnkay vo Aapfdavouy siovikd eapuoako otig Efdoundadec 0 kot 4 aAla&av oe Aqym
ovotekivoupaun (eite 45 mg gite 90 mg) otig ERdouddeg 12 kon 16 axolovBodpeveg and Aqym
d0omg ke 12 efoopades. Ot aobeveig mov giyov apyikd Tuyoomoinel 6€ OLGTEKIVOV AU Kot
méToyav avtamokplon tov Agiktn ‘Extoaong kot Bapvmtog Yopioong (Psoriasis Area and Severity
Index, PASI) 75 (Beitimon tov PASI tovAdyiotov Katd 75% o€ oyéon e TV apyikn TIUN) Kot 6TIG
500 EBdopddeg 28 kat 40, emava-tuyaiomombnkay 6t ANy g OVGTEKIVOLUAUTNG KaBe 12
ePdoudoeg 1 TOL €1KOVIKOD QOPUAKOL (ONA. amdcLPoN TNG Ay™wYNG). Acbeveic Tov enava-
TuyoomomOnkay o€ gikovikd eappako otV EBdoudda 40 Eexivioay £k VEOU TO OVGTEKIVOLLAUTN UE
T0 apYKO BOGOAOYIKO GyNua OTav EpEAavicay pelwon Katd Tovidyiotov 50% o Bertioon tov PASI
nov mapovciocav oty ERdopdda 40. Orot o1 acBeveic NTov vd mapakoiovdnon yuo péyioto
Staotnuo 76 fOOUAd®Y LETH TNV TPAOTN XOPYNOT AY®YNG OTN UEAETT.

Yt Merém Yopiaonc 2 (PHOENIX 2) a&oroyhnkav 1.230 acbeveic. To 61% tov acbevav avtdv
gite dgv avtamokpivovtay, £ite NTAV SLGAVEKTIKOL, 1] Elyov avTEVOEIEn Ge GALEC CLOTIUOTIKEG
Oepaneiec. Ol acbeveig mov TVYOLOTOON KOV GTO OVGTEKIVOLUAUTT EAafav dOGEIC TV 45 mg

90 mg otig EBdopdodeg 0 kot 4 akolovBodueveg amd o GUUTANPOUOTIKY 000m o€ 16 efdopddes. Ot
acBeveic mov TuyoomomOnKay 6To glKoviKO edpuaxo otig ERSouddeg 0 kot 4 dAra&ov o Anyn
ovoteKvovpaun (eite 45 mg gite 90 mg) otig Efdopnadec 12 ko 16. OAot o1 acbeveig Tav vmo
mapakolovnon yia péyioto didotnpa 52 efSopddwmv HETE TV TPDTN YOPNYNOT OYWDYNG OTN UEAETN.

H Merét Yopioong 3 (ACCEPT) a&lohdynce 903 acBeveic pe pétpia émg cofapr| yopiacn mov dev
OVTOTOKPION KOV KOVOTONTIKA, giyov dvsavesia 1 avtévoelsn oe dALeG cuOTNUOTIKEG Oepameieg,
CULYKPIVOVTOG TNV OOTEAEGUATIKOTITO TNG OVGTEKIVOUUAUTNG LLE TNV ETAVEPGENTY KOl AELOAOYDVTOG
TNV AGQAAELD TNG OVOTEKIVOVUAUTNG Kot TNG eTavepaéntng. Katd t didpkela tov 12 efdopddmv g
(AoMG EVEPYOL EAEYYOL TNG LEAETNG, O1 0oDEVELg TuYaOTOMONKAY MGTE VO AAPOVV ETOVEPTETTN

(50 mg dvo popéc v efdoudda), ovotextvovpdunn 45 mg 11g Efdopddec 0 kot 4, 1
ovotekvoopaunn 90 mg tic EBdopddeg 0 ko 4.

Ta yapaknplotikd g aobévelas katd Ty Evapén ToV HEAETOV TaPOVGiacay YeVIKE Guvoyn o€ OAES
T1c opdideg Bepameioc otic Meléteg Ywopiaong 1 kot 2 pe o d1dpeon apykn Pabpoioyio tov deiktn
PAST an6 17 éwc 18, didpeon apywn tiun Emedvelog Zopatog (Body Surface Area, BSA) > 20 ko
Stakdpavor tov diapecov Agppatoroyikod Agiktn [owdmrag Zong (Dermatology Life Quality Index,
DLQI) an6 10 ém¢ 12. Katd tpocéyyion to €va tpito (Merétn Pwpiaong 1) kot to €va té€T0pT0
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(Merén Yopiaonc 2) tov acBevov siyov Yoplaowkn ApBpitida (PsA). Iapouola Bapdtnra g
vocooL damot®inke Ko ot Mehétn Yopiaong 3.

To K0p1o KaToANKTIKO oNUEID OTIC LEAETEG AVTEG TAY 1) Avohoyiol A0HEVMV TOV TETLYOV OVTOTOKPIOT
Tov dgiktn PASI 75 amd v évapén £wg v ERSopdada 12 (PA. ITivaxeg 3 kot 4).

Hivaxag 3 Iepiinyn s kAivikns avromokpions otn Meiéty WYwpioons 1 (PHOENIX 1) ko1 oty
Melrétn Wwpioons 2 (PHOENIX 2)

PASI 75 (%)

EBdopdda 12 EBdopada 28
2 d6c¢1g (Efdopnada 0 ko ERSopdoa 4) | 3 d6ceig (Efdounada 0,
EBdopdda 4 kot
EBdopada 16)
Ewoviko 45 mg 90 mg 45 mg 90 mg
PapLOKO

Meréty Yopioong 1

Ap1Budc Tuyoomomuévaoy 255 255 256 250 243

acHevav

Ap1Buog N avtamdkpiong 26 (10%) | 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)

(%) PASI 50

Ap1Bpog N avtamokpiong 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)

(%) PASI 75

Ap1Ouog N avtamdkpiong 5 (2%) 106 (42%)* | 94 (37%)* | 123 (49%) | 135 (56%)

(%) PASI 90

Ap1Ouog N PGAP ywpic ) ue 10 (4%) 151 (59%)* | 156 (61%)* | 146 (58%) | 160 (66%)

eldotn voco (%)

Ap1Budc achevav < 100 kg 166 168 164 164 153
Ap1Bpog N avtamoxkpiong 6 (4%) 124 (74%) 107 (65%) | 130 (79%) | 124 (81%)
PASI 75 (%)

Ap1Buog acBevov > 100 kg 89 87 92 86 90

p1Buog N avtamokpiong 0 0 0 0 0
Ap1Buog N 5 2 (2%) 47 (54%) 63 (68%) 48 (56%) | 67 (74%)
PASI 75 (%)

Meréty Yopiaong 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%)

eldyotn voco (%)

ApBuog achevav < 100 kg 290 297 289 287 280
Ap1Bpog N avtamokpiong 12 (4%) 218 (73%) 225 (78%) | 217 (76%) | 226 (81%)
PASI 75 (%)

ApOuog acbevov > 100 kg 120 112 121 110 119
Ap1Bpog N avtamokpiong 3 (3%) 55 (49%) 86 (71%) 59 (54%) | 88 (74%)

p < 0,001 yw ovotekvoupdpnn 45 mg 1 90 mg 6e GVYKPIOT LE TO EKOVIKO PAPLLOKO

P pga= Yvvohkn Extipnon Iatpod (Physician Global Assessment)

Hivaxac 4 IepiAnyn s kAivikns avrorokpions v Efdouddo. 12 oty Melétn Pwpiaons 3

30




(ACCEPT)

Meréty Yopioong 3
Etavepoémnn OvoTEKIVOLLAUTT
24 docelg 2 d6c¢e1; (EBdopada 0 ko ERdopdda 4)
(50 mg dvo popéc v 45 mg 90 mg
eBoouada)

Ap1OUOg TUYOOTTONUEVDV 347 209 347
acHevav
ApBuog N avtamoxpiong PASI 286 (82%) 181 (87%) 320 (92%)"
50 (%)
Ap1Ouog N avtanoxpiong PASI 197 (57%) 141 (67%)? 256 (74%)*
75 (%)
Ap1Budg N avtandkpiong PASI 80 (23%) 76 (36%)" 155 (45%)*
90 (%)
Ap1Bpoc N PGA yopic 1 pe 170 (49%) 136 (65%)* 245 (71%)"
eldyotn voco (%)
Ap1Oudc acbevav < 100 kg 251 151 244

ApOuoc N ovtamodKplong

PASI 75 (%) 154 (61%) 109 (72%) 189 (77%)
ApBuog acbevov > 100 kg 96 58 103

ApOuoc N ovtamodKplong

PASI 75 (%) 43 (45%) 32 (55%) 67 (65%)

p < 0,001 yw ovotekvoupdunn 45 mg 1} 90 mg e GVYKPIO™N e TNV ETAVEPGETT).
p p = 0,012 y ovotekvoupdunn 45 mg e GOYKPIOT LE TNV ETOVEPGETT).

¥ Merét Yopiaong 1 n cuveipnon tov PASI 75 fitav onuovtikd ovaTtepr e GUVEYN dymYN| O€
ovYKpLoN pe TNV amocvpon e aywyng (p < 0,001). Iapdpola amotedéopata mopoatnpndnikay pe Kabe
0601 ¢ ovotektvovpdunng. Xto 1 érog (ERSopdda 52), to 89% tmv enava-tuyotonotnpévov
acBevav oe aymyr cuvtipnong topovciacav avtamokpion tov PASI 75 og ohykpion pe 1o 63% tov
EMOVA-TUYOLOTOMUEVOV 060EVOV GE EIKOVIKO pappoKko (andovpon aymyng) (p < 0,001). Ztovg 18
univec (EBdoudda 76), to 84% tmV EXOVO-TUYOIOTOINUEVOV acOEVDVY GE aymyN GLUVTHPNONG
mopovciacay avrandkpiorn tov PASI 75 oe cOykpion pe 1o 19% tov enava-tuyoionomuévoy
acfevav og eiovikd papuako (amdcvpon aywyng). Xta 3 £t (ERSdoudda 148), 1o 82% twv emava-
TUYOOTOMUEVAOV aGOEVDY GE aymyn cLVTIHPNONG Tapovsiacay avtondokpion tov PASI 75. Zta 5
xpovia (EBdopdda 244), 1o 80% tmv acbevdv mov enavatvyoionomdnkay og Bepameio cLVTHPNONS
mopovciocav avtandkpiorn tov PASI 75.

Y& EMOVO-TUYALOTOMUEVOLG 0GOEVEIG 08 E1KOVIKO PaPUAKO, Ol 0TT0T01 EEKIVIIGOV EK VEOU TNV QPYIKY
OepAmEVTIKY Oy®YN LE OVOTEKIVOLUAUTN HeTd amo peimon > 50% tng Bertioong tov PASI, 10 85%
EMAVEKTNOE TNV avtamokpion tov PASI 75 péoa og 12 gfdopddec petd v enavévapén g Bepameioc.

¥m Meriét Yopiaong 1, v EBSopdda 2 kot v ERdondda 12, onueiddnkoy onuovtikd
peyoAvtepeg Pedtidoelg amd v Evapén otov DLQI og kébe opdda Bepaneiog e ovotektvoupdpmn
o€ GUYKPLoT LE TO EIKOVIKO dppoko. H Bedtioon dwatnpndnke éog kot v ERdoudda 28.
[Mopopoimg, onuaviikég fertiwoelc mapatnpnnkav ot Merétn Ywpioong 2 v Efdondda 4 kon 12,
o1 omoieg dtatnpndnkav g ko v ERdoudda 24. Tt Merétn Yopiaong 1, ol fektidoelg oty
yopilaon Tov voxidv (Nail Psoriasis Severity Index — Agiktng ZoPapdtnrag g Yopiaong tov
Nuyldv), 6T GLYKEVTPMTIKT PabUOA0OYid TOV COUATIKMOY Kol YOYIKOY GUVIGTOOOV TOV
gpotnuatoroyiov SF-36 kot oty Otk Avadoywr Kiipoaka (VAS) tov Kynouoo fitav eriong
ONUAVTIKEG 0€ KOO opdda Bepamelog e OVGTEKIVOLUAUIT GUYKPLTIKG LLE TO EKOVIKO QAPLOKO. TN
Merém Yopiaong 2, n Kiipaxa Nocokopetakod Ayyovg kot KatdOiwymg (KAiipaxe HADS) kot to
Epotmuatordyo Epyaciokav [epopiopmv (WLQ) ftav eniong onpavtikd Betiopéve os kaOe
opdda Bepameiog [Le OVGTEKIVOV AU GUYKPLTIKE [LE TO ELKOVIKO QAPLLOKO.

Yopuoikn apbpitida (PsA) (Evijiikec)
H ovotexvoopdumn €xet omoderybel 0TL PeATiDVEL TO OMUEIN KOL TO GUUTTMOUATO, T COUOTIKN
AELTOVPYIKOTNTO Kot TNV OXETILOUEVN UE TNV vYeia moldTnTa TG (NG Kot LEL®VEL TO T0G0GTO e£EMENC
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TV BLaPdv TV TEPLPEPIKOV apBpmdoemy og evilikeg aoBeveic e evepyd PsA.

H acpdleio kot 1 amoTeEAEGLOTIKOTITO TG OVCTEKIVOLUAUTNG 0E10A0YTONKE G SVO TUYALOTOUEVEC,
OUTAG TOPAEC, EAEYXOLEVEC e EIKOVIKO QApUaKO HeAETEG o€ 927 acbBeveic e evepyd PsA

(= 5 ownuaTmodels apBpmoelc kot > 5 gvaicOntec apbpwoelc) aveEbptra ond ) Oeponeio pe un
o1epoeld”] ovTipAeypovadn (NSAID) 1 pe TpomomomnTIKn TNG VOGOU aVTIPELHATIKY Bepameia
(DMARD). O1 ac6eveig mov cuppeTelyay o€ avtég TIG HEAETEG elyav dtayvwoTel pe PSA TovAdyiotov
6 unveg mpwv v €vtaén toug otig perétec. EvtdyOnkav acbeveic pe kabe vmotumo PsA,
coumeptiapPavouévey tng moAvapdpikng apbpitidog ywpig Evoeién pevpatoedmv oldinv (39%), g
oTOVOVAITIONG e TepLpepikn apBpitida (28%), Tng acOupetpng mepipepikng apbpitidog (21%), g
Gmo pecoparayykng cvppetoyxns (12%) xai tng axpmtnplactikng apdpitidog (0,5%). Kot otig dvo
peAéteg movo amd to 70% kot 10 40% tev aclevav giyav evheoitido Kot dakTuAiTdn avticToyw, KoTd
v évapén tov peretav. Ot acBeveic tuyatomombnkav oe Ayn vwodopimg YopryoLLEVOD
ovoTEKIVOLLAUT 45 mg, 90 mg, N ewkovikoD eopudakov tig Edouddeg 0 kot 4 axoiovBoduevn omd
yopnynon doong kabe 12 gfdopddes. [epimov to 50% tv acbevdv cuvé ice T Ay oTodepdv
d6cev MTX (£ 25 mg/efdopdda).

¥t Meiém 1 yioa v PsA (PSUMMIT 1) xou T Mekém 2 yuo v PsA (PSUMMIT 1), 1o 80% kot T0
86% twv acbevav, avtictoya, siyav AdPel Oepaneio 6to TapeAbov pe DMARD. Tt MeAét 1 dev
EMETPATN 1) TPOTyoLuEVT Oepamneia e avaoToréa Tov mapdyovta vEKpwong oykov (TNF)a. Xt
Merém 2, n mhetoynoio tov aclevav (58%, n = 180) eiyov AdPel Oepomeio oto TOpPeABOV e Eva 1
neptocotepovg avtl-TNFa mapdyovra(eg), amd tovg omoiovg dvm tov 70% diékoyay tn Bepameio Tovg
pe Tov avti-TNFa Loym EAAenymc amoTeAecUATIKOTNTOG 1] SuGAVEEING TOV EULPAVIOTIKE OTOLONTOTE

oTlyuN.

2nuUelo Kol COUTTOUOTO.

H Bepancia pe ovoteKivoupdumn od1ynce o€ ONUAVTIKEG PEATIOCELS OTIG LETPNGELS TNG
dpacTNPLOTNTOC TNG VOCOL GE GUYKPIOT] LE TO EIKOVIKO pappoko v ERdoudda 24. To kvplo
KOTOANKTIKO GNUEIO )TV TO TOGOOTO TOV AcHEV®Y OV TETLYAV AVTOTOKPIOT) KATH TO AUEPIKAVIKO
KoAréyo Pevpatoroyiag (ACR) 20 v Efdopdda 24. Ta facikd aroteléopata yo TNV
OTOTELECUATIKOTN T TTapovaidlovtal otov [livaxa 5 Tapakdtm.

Hivaxag 5  Api1Qudg oo0evarv wov métvyav klivikny aviorokpion oty Meléty 1 (PSUMMIT 1) kot oty
Melrén 2 (PSUMMIT 11) yio. thv Yowpraoikn ApOpitido v Efdouddo 24

Merét 1 o v Yoprocikn | Merétn 2 ywo v Yoprociki)
ApBpitioa ApOpitoa
PBO 45 mg 90 mg PBO 45 mg 90 mg
Appog Toxamomompévey 206 205 204 104 103 105
aoc0evav
Avtandkpion ACR 20, N 47 87 101 21 45 46
(%) (23%) | (42%)" (50%)* (20%) (44%)* | (44%)"
Avrtandéxpion ACR 50, N 18 51 57 7 (7%) 18 24
(%) (9%) (25%)"* (28%)" (17%)" | (23%)"
éﬁ/‘g“’“"(p“’“ ACRTON | 5 20) . > v | o o | 36%) | T | 9 ©%)
Ap1Ouéc aclevarv ue > 3% BSA° 146 145 149 80 80 81
Avtandkpion PASI 75, N 16 83 93 4 (5%) 41 45
(%) (11%) | (57%)" (62%)" (51%)* | (56%)"
Avtamokpion PASI 90, N 60 65 24 36
(%) 4 (3%) | (41%)" (44%)* | 3(4%) | (30%)* | (44%)"
20VOLaGEVT] AVTOmOKPLoN 40 62 24 31
PASI 75 kon ACR 20, N (%) 8 5%) (28%)" (42%)" 2(3%) (30%)* | (38%)*
Apuipog acBevav <100 kg 154 153 154 74 74 73
Avtandkpion ACR 20, N 39 67 78 (51%) 17 32 34
(%) (25%) (44%) (23%) (43%) (47%)

32



Ap1Ouéc aclevarv ue > 3% BSA° 105 105 111 54 58 57
Avtomoxpion PASI 75, N 14 64 o o 31 32
(%) (13%) | (61%) | 13 O6%) | 4T%) | (53000 | (569%)

ApOpog acevav > 100 kg 52 52 50 30 29 31
Avtomoxpion ACR 20, N 8 20 o o 13 12
(%) (15%) | (38%) |22 @6%0) | 4(3%) | yso0y | (390

Ap1Ouéc aclevarv ue > 3% BSA° 41 40 38 26 22 24
Avtonokpion PASI 75, N o 19 o 10 13
(%) 20%) | (459 |20G3%) 0 45%) | (54%)

* p<0,001

P p<0,05

Y p=NS

3

Ap1Bpog acbevav pe > 3% BSA npocfoin empdvetlog déppatog omd yopioon Kotd v Evapén g pehég

O avramoxpiceig ACR 20, 50 kot 70 e&akorovOncay va fertidvovior 1) dSotnpndnkoy péypt tnv
EBdoudoa 52 (Mehétn 1 ko 2 yia tnv PsA) kot v ERdopdda 100 (Merétn 1 yia v PsA). Xt
Merém 1 yia v PsA, avrarokpiceig ACR 20 v Edopdada 100 enetevydncav amd to 57% ko
64%, ota 45 mg kot Ta 90 mg, avtiotoyo. Xtn pekétn 2 yuo v PsA, avtamoxpiceig ACR 20 v
EBdopdda 52 enetevydncav and to 47% kot 48%, ota 45 mg kot 90 mg, avticTtouya.

To 1060016 TV A6HeVOV TOV TETLYAV AVTUTOKPLOT| KATH TO TPOTOTOUNIEVO, KPITHPLO. AVTATOKPLOTG
v v PsA (PsARC) ftav eniong onuoviikd HeyYoAHTEPO OTIS OUADES TG OVGTEKIVOLUAUTNG OE
GUYKPLON UE TO EKOVIKO papuako v ERdopdda 24. O avramokpicelg PSARC dwotnpriOnkay péypt
T1¢ EBdopdodeg 52 xar 100. Eva vynAdtepo 1060610 060vDY TTOL £lY0v GTOVOLAITION LE TEPLPEPIKT
apBpitida mg KOPLX EKONAMOT) KOl OVTILETOTICTIKAY LE OVGTEKIVOLUAUTT, enédei&ay S0 kar 70 To1g
exoto Peltioon pe Paon tig fabpoloyieg Tov Agiktn ApacTnploTnTag AYKVAMTIKNG ZTOVILAITIONG
Bath (BASDALI) cuykpttikd pe 1o gikovikd eappoko v Efdoudda 24.

O1 avtomoxpioelg mov mapatnpnnkay oTig opdadeg mov Elafav Bepaneio pe ovoteKvovUAUTN TTOV
TOPOUOLEG avapesa 6Tovg acbeveic Tov Elafav kot 6Tovg acbeveic Tov dev Ehafav tavtoypova MTX
Kot drotnpnOniav uéypt tig EBdouddeg 52 kar 100. Or acBeveic mov giyav Aapel 6to mopeAdov
Oepaneio pe mapdyovies ovit-TNFa kot ELafov 0VGTEKIVOLUAUT TETVUYOV LEYAADTEPT] OVTATOKPLION
v EBdopdda 24 ce oxéon pe toug acbeveig mov Elafav eucovikd papuako (n aviondkpion ACR 20
v EBdopdda 24 yio ta 45 mg kot ta 90 mg frav 37% kai 34%, avtictorya o€ GOYKPIoT LE TO
gwoviko dppaxo 15%, p < 0,05) kot ot avtanokpicelg dwanpnnkav péypt v ERdopdda 52.

¥ Merém 1 yuo v PsA, yuo toug acBeveig pe evhesitida kav dokTuAiTidn Kotd TNV Evapén g
peAétng, mapotnprdnke onuavtiky Bedtioon ot fabuoroyio g evlesitidag Kot TG SAKTLAITIONG
OTLG OUAOES TNG OVGTEKIVOLUAUTNG GE GUYKPLIOT LE TO EUKOVIKO @dpuaxo v Efdopdda 24. Xt
Merém 2 yio v PsA mapatnpninke onuavtikn Peitioon ot fabuoroyio tng evbesitidag kot
apOuntiky Pertioon (un otatiotikd onuavtikn) otn fabuoroyio TG dSUKTLAITIONG GTNV OLAdA TNG
ovoteKvoupaumng 90 mg og cuyKplon e 1o gikovikd eappoaxo v ERSopdda 24. Ot fektidoelg ot
Babuoroyia g evheoitidog kot ot Pabporoyia tng daktvAitidag datnpnOnKay uéypt Tig
EBdopnadeg 52 o 100.

Axtivoloyikn Aviomokpion

O1 dopkég PAaPeg TOGO GTa YEPLOL OGO KO GTO, TOS EKPPACTNKOAV M OAANYT GTT] GUVOALKN
Babuoloyia van der Heijde-Sharp (BaBporoyia vdH-S), tpomomompévn yia tv PsA pe v mpocBnkn
TOV GO LEGOPUAALYYIKAOV apBpDCEDY TOV XEPLDV, GE oYEN Le TNV EvapEn g nelétnc. Aeénydn
pio TpokaBoptoUéVr OAOKANPOUEVT AVAADGT) GUVOLOGHOD TV dedopéEvav amd 927 dropa Kot 6N
Merém 1 kon ot 2 yio v PsA. H ovatextvouudpnn onueimoe pio oToTIoTIKG GNUOVTIKN HEImo
670 T0G0GTO eEEMENG TG dopiknG PAAPNG OE GYECT LE TO EIKOVIKO QAPLOKO, OTMG LETPNONKE LE TN
petaforn amd v évapén g neréng £og v ERdopdda 24 6tn cuvolikn tpororotnuévn vdH-S
Babuoroyia (pécog 6pog Pabduoroyiog £ SD ftav 0,97 £ 3,85 v opddo TOL EIKOVIKOD QUPIAKOL GE
oyéon pe 0,40 £2,11 ka1 0,39 £ 2,40 otic opuddeg TG ovotektvovpdunng 45 mg (p < 0,05) kot 90 mg
(p <0,001), avtictoya). To amotérecua avtd Tposkvye omd T Merétn 1 yia v PsA. To
amotéleoua Bewpeitar 6T amodeikvoeTon ave&aptnto and TV TavTtodYpovn xpron MTX kot
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Swtnpnonke €mg tig ERoopddec 52 (odokAnpmuévn avaivon) kot 100 (Merétn 1 yia v PsA).

Zouatikny AEITovpyIKOTHTO KO TOLOTHTO. (NS TOL GYETICETOL UE TV VYELO,

Ot acBeveic mov rafav Bepameio pe ovaTeKvoLUAUTN £0€1EAY ONUOVTIKY] BEATIOON OTN COUOTIKY
AertovpytkdtnTa, 0Tm¢ a&toloyndnke pe to Epotnuatoloyio Agordynong g Yyeiag-Asiktn
Avannpiag (HAQ-DI) v EBdoudda 24. To 1060616 TV 060EVAOV TOL TETVYOY KAVIKG GTLOVTIKY
Beitioon > 0,3 ot Babporoyioc HAQ-DI and v évapén tng pekétng Nrav eniong onuovtiKd
UEYOADTEPO GTIC OLLAOEC TN OVGTEKIVOVUAUTNG GUYKPLTIKG LLE TO £IKOVIKO pdpuaxo. H BeAitioon ot
Babuoroyia HAQ-DI amd tnv apywn tiun dotnpnonke péypt tig Efdopdadec 52 kot 100.

opoatpndnke onuavtikn Bertioon otig Pabuoroyieg DLQI oTic opddec TG 0VGTEKIVOVUAURTG GE
GUYKPLON UE TO EKOVIKO papuako tv EBdopdda 24, n onoia dtatnpndnke uéypt tic EBSouddeg 52 wan
100. Xt Meiétn 2 yia v PsA mapatnpnnke onuavtikn Pektioon otig fabpoloyieg Aetovpyikng
A&oroynong e Oepameiog yio Xpdvia Noco - Konwon (FACIT-F) otig opddeg g
OVGTEKIVOVUAUTNG € GUYKPIOT LE TO EIKOVIKO @appoko v ERdoudda 24. To 1060616 TV 0.c0evidy
OV TETVY AV KAWVIKE onpovtikn Beltioon oty komwon (4 povadeg ot FACIT-F) fitav eniong
ONUOVTIKGE LEYOAVTEPO OTLG OUAOES TNG OVGTEKIVOVHAUTNG OE GUYKPLOT LE TO EIKOVIKO @dppako. Ot
Bertidoeig otic fabuoroyieg FACIT dwompnOniav puéypt v ERSoudda 52.

Hodrorpikodg minBuopog

O Evpomnaikdg Opyoviopog Poppdrkmv €xel dmdoet avafoir] and Ty vroypEmon LTOROANG TwV
OTOTEAECUATOV TOV LEAETOV LE OVGTEKIVOVUAUTN GE Pia 1] TEPICCOTEPES VTOKOTINYOPIES TOV

OO TPUKOD TANBLGHOD pe veavikn Wtomadn apBpitida (BA. Tapdypapo 4.2 yio TANPoQopieg oYETIKA
LE TNV TodL0TPIKT| YP1oN).

Houdrazpixn wawpioon kord TAGKoG

H ovotekvoopdumn £xet amoderybei 6T1 fedTidvel To onein KOl TO GUUTTOUATO, KoL TV OXETILOMEVN
pe v vyeia moovtTo {oNg e TodlaTpIKovg aoheveic niikiog 6 eTdV Kot Ave pe yopioon Kotd
TAAKOG.

Eopnfor acbeveic (nlixiag 12-17 etirv)

H omoteleopatikdtnTa TG OVOTEKIVOLUAUTNG peAetONKe oe 110 moudiatpucods acbeveig nitkiog

12 émg 17 etodv pe pétpro Emg cofapn yopiaorn Katd TAAKS, GE Lo TOAVKEVTIPIKY, Pdong 3,
TUYOLOTTOMUEVT], SUTAA-TVQAT, ELEYYXOLEVT] LE EIKOVIKO pdppoko perétn (CADMUS). Ot acBeveic
ToyoomomOnKay vo AdBouv gite glkovikd eappako (n = 37), | T GUVIGTOUEVT 6OCT TNG
0VGTEKIVOLUAUTNG (PA. mopdypaeo 4.2, n = 36) 1] TO NGV TNG GLVIGTMUEVNG dOONG TG
ovotekvoupaunng (n = 37) pe vmodopia Eveon otig ERdopddeg 0 kot 4 akolovBovpeveg amd Aqym
k@0e 12 efdouddeg (q12w). Tnv ERdoudda 12, o acbeveic mov Adpupavay eikoviko edpuoko aAla&oy
G€ ANYT| OVGTEKIVOLLLAUT.

Ot acBeveic ue PASI > 12, PGA > 3 ko tpocfoirn emeaveiog cdpatog BSA tovAidyietov 10%, mov
NTav VTOYNP1OL Yio GLOTNOTIKY Oepameio 1 eoTobepamneia, OcwpnOnKay KOTAAANAOL Yl T1 LEAETT.
[epimov t0 60% TtV acbevav glyav Tponyovpéveg ektedel oe cupPatikn cvotnpatiky Bgpomeio
potobepancia. [epimov to 11% tov acbevov elyov mponyoduevn £ékBeon oe Proroyuovg mapdyovtes.

To npmtevov KATAANKTIKO GNUEID HTAV TO TOG0GTO TV acbevdv mov métvyav Pabuoroyia PGA
xopic (0) 1 pe ehdyrom (1) voco otnv ERSopdda 12. Ta devtepedovta KATaANKTIKA onueio
nepredauPovay to PASI 75, to PASI 90, v aAhayn arnd v apykn Ty otov [oudiotpikd
Agppotoroyiko Agiktn ITowdtrog Zmng (CDLQI), v aAlayn and TV apyikn T 6T GUVOALKN
BaBporoyia tng khipokag PedsQL (Amoypaor [Howdwrpiknig [Howdmrag Zong) oty ERdoudda 12.
Tnv EBdondda 12, o1 acBeveig mov élafav Bepomeio pe ovoteKtvoupdpmn 010V ONHOVTUIKE
peyovtepn Peiticoon oty yopioon Kot v oxetilopevn ue v vyeio modtta {ong 6€ GVYKPIoN UE
10 gwkoviKo @dpuaxo ([Tivaxog 6).

‘O)ot o1 acBeveig mopakorovdnOnKay yio amoteAeouaTikOTNTO PEYPL Kol 52 eBSoUAdEC LETA TNV

TPAOTN YOPNYNoN ToL VIO peAétn mapdyovia. To T060o1d TV acBevdv pe Babuoroyia PGA ympig (0)
N pe eldyot (1) voco kat 10 1060oTtod Tov ETVYay PASI 75 £de1&e Srapopd petad g opddog wov

34



éLoPe 0VGTEKIVOL LA Kot TG OULAOAS LE TO EIKOVIKO QAPLOKO KAUTA TIV TPAOTY LETA TNV Evapén
emiokeyn otnv ERdopdada 4, pddavovtag oto péyioto v ERdoudda 12. Ot fertivoelg otnv PGA, v
PASI, tov CDLQI ko tnv PedsQL dwatnprinkav péypt tnv Efdopdada 52 (Ilivakag 6).

Hivaxag 6: Tlepilnyn 1wV TPOTEVOVIWY KOI OEVTEPEVOVIWY KOATOANKTIKMV onueiwy otyv Efdoudoo. 12
xor otnv Efooucda 52

Meiétn Hadwetpikig Yopiaong (CADMUS) (Hhkiog 12-17 gT@v)
Epoopdoa 12 Epoopdoa 52
Ewovikd eapuaxo %?;:;ztzn §ocn %uvwrcousvn §ocn
LapTn VOTEKIVOUUAUT

N (%) N (%) N (%)

Ap1Budc Tuyoomomuéveoy

10Evhy 37 36 35

PGA

PGA yopic (0) 1 pe 0 0\ 0

ehdyiom voso (1) 2 (5,4%) 25 (69,4%) 20 (57,1%)

PGA yopig (0) véco 1(2,7%) 17 (47,2%)" 13 (37,1%)

PASI

AocBeveic pe avtandkpion o 0/ a o

PASI 75 4 (10,8%) 29 (80,6%) 28 (80,0%)

AocBeveig pe avtamokpion o 0/ a o

PAST 90 2 (5,4%) 22 (61,1%) 23 (65,7%)

AocBeveic pe avtandkpion o 0/ a o

PAST 100 1(2,7%) 14 (38,9%) 13 (37,1%)

CDLQI

CDLQI Badpod 07 1P | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)

PedsQL

AAloyn amd TNV apyikn TN

Mécog 6pog (Tumikn 3,35 (10,04) 8,03 (10,44)° 7,26 (10,92)

andkion-SD)?

¢ p<0,001

p CDLQI: O CDLQI givan évog depprotoroyikdg deiktng yio vor ekTiun0ei ) enidpaon evog TpoPANHATOS TOV SEPLATOG
otn oyetlopevn pe v vyeia oo {ong otov modioTpikd TAnbvopd. H faduporoyic CDLQI 0 1 1 kotadewviet
T pn emidpoon oty modmra g {eng Tov Todtov.

Y p=0,002

PedsQL: H Zuvolikn BaBporoyio g Kiipakag PedsQL eivor o yevikn pétpnon g oyetilopevng e v vyeio
motdmTag {omMg mov €xet avamtuyel yio ypion oe Todid kat epNPovug. o Tnv opdda Tov £UKOVIKOD QAPLAKOD TV
efdopada 12, N =36

¢ p=0,028

Kotd v eheyyopevn pe eiovikd papuaxo mepiodo émg kot tnv ERdopdada 12, ) amotelecpuatikotnTa
TOGO GTIV OLASO LE T1 CLUVIGTOEVT dOCT) OGO KOl GTNV OUAO LE T LUGT] GUVIGTOUEVT] 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,  0m0TEAECUATIKOTITO TV YEVIKA
VYNAOTEPT KoL d1oTnPRONKE KOADTEPO GTNV OUAS0, LLE T GUVIGTMUEVT 006N G GUYKPIOT UE TNV
oUada LE T IOT) GUVIGTMUEVT 0OGT), GTIV OOl TAPATNPNONKE TO GLYVA Lo HETPLO OTTOAELN TNG
OTOTELECLLATIKOTNTOG TPOG TO TEAOG TOL KAOE LeG0daGTAUATOG Yoprynong twv 12 gfdopdadmv. Ta
TPOPIA AGPAAELOG TNG CUVIGTMOUEVTG 0OGNC KO TNG HGTC GLUVIGTOUEVNS 0OCTG NTAY GUYKPIoLUQ.

Houdwa (wlakiog 6-11 etwv)

H amotelecnatikdTnTa TG OVGTEKIVOLUAUTNG HeAeTONKe o€ 44 andiaTpikovg acheveic nhikiag 6
éwc 11 etdv pe pétpra Emg cofapn yopioon kotd TAGKAS GE Uio, avolKTY], LOVOD GKEAOLG,
moAvkevTpikn edong 3, perétn (CADMUS Jr.). O acBeveic éhafav Bepoameio pe T CLVICTOUEV
doom g ovatekvovudumng (BA. Tapdypago 4.2, n = 44) yopryoOUEVT LLE VTTOSOPLO, EVECT] TIG
efdoudoeg 0 kot 4 akolovBobuevn amd yoprynon ddcewv kabe 12 efoopddeg (q12w).
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Ot acBeveic pe PASI > 12, PGA > 3 ko mpooBefinuévn BSA tovidyiotov 10%, mov fTav vroyneot
v cvoTnpoTiky Oepaneio 1| potobepaneia, Bewpnnkav katdAiniot yia  perén. [lepinov to 43%
TV acevov giyav extebel Tponyovpévog oe suuPatikn cvotnuatikn Bepaneio 1 poTodepansio.
[epimov to 5% twv acBevdv eiyav ektebel mponyovpévac o Proloykovg TapdyovTes.

To mpmTevov KATAANKTIKO GNUEID NTOV TO TOGOGTO TV aclevmv mov métvuyav Babuoroyio PGA
xopic (0) N pe ehdyrom (1) voco oty efdoudda 12. To devtepedovta KOTAANKTIKG OMUEiN
neptedauPovay to PASI 75, to PASI 90 kot v odAayn amd tnv apyikn tiuf otov Houdiotpikd
Ageppoatoroyikod Agiktn [owdtntog Zong (CDLQI) oty efdopdda 12. Trv efdopdda 12, o
GLUUETEYOVTEG IOV EAPav Bepameio LLe OVGTEKIVOL AU EPEAVICHY KAVIKG ONUAVTIKEG BEATIDGELS
otV yopiaon kot v oxetilldpevn pe v vyeia mootta {one (Ilivakag 7).

Ohot o1 acbeveig TopakoAovdNONKOY OC TPOG TNV OTOTEAEGLATIKOTNTO LEYPL Kot 52 eBdopddeg HeTd
TV TPMTN XOPNYNOT] TOV VIO peAéTn apdyovia. To 106061 TV acbevav pe Babuoroyia PGA
yopic (0) N pe ehdyrom (1) vooo v efdoudda 12 ntav 77,3%.

Anotereopotikomra (opifetor g PGA 01 1) mapatmpnOnke 1dn and v mpdtn eniokeyn LT TV
gvapén g HeAég v Pdoudda 4 Kot 10 T0600To TV aclevav mov mETvyay Pabuoloyic PGA 01 1
avéndnke g v efdopndada 16 Kot ot cuVEYELD TOPEUEIVE GYETIKA oTafEPO £C TNV eBdoudda 52.
O1 Bedtivoeig otnv PGA, PASI xan CDLQI dwtnpnfnxav péypt tv gfdopdda 52 (Iivaxag 7).

Hivaxag 7 Zdvown mpwtedoviog Kot 0eVTEPEVOVIWY KATOANKTIKMDV onuelwy v gfdouddo 12 kar tnv

gfooudoo 52
Meiétn HDadwrpukic Yopioong (CADMUS Jr.) (Hukia 6-11 gTdv)
ZUVIeTOUEVT 000N ZuVIeTOUEVT 000N
OVOTEKIVOLLAUTY OVOTEKIVOLLAUTY

N (%) N (%)

AcBeveic Tov evtayOnkav 44 41

PGA

PGA yopig (0) 1 e ehdyom 34.(77,3%) 31 (75,6%)

v6co (1)

PGA yopig (0) voéco 17 (38,6%) 23 (56,1%)

PASI

AocBeveig pe avtamokpion o o

PASI 75 37 (84,1%) 36 (87,8%)

AocBeveic pe avtandkpion o 29 (70,7%)

PAST 90 28 (63,6%)

AocBeveig pe avtamokpion o 22 (53,7%)

PASI 100 15 (34,1%)

CDLQI*

AocBeveic pe CDLQI > 1 omv _ _

évapEn g peréng (N=39) (N=36)

CDLQION 1 24 (61,5%) 21 (58,3%)

a

CDLQI: O CDLQI givan éva deppatoroyikd epyareio yio v a&loddynon g enidpacng vog TpoPfAnpatog Tou
déppotog ot oxetilopevn pe v vyeia Todtnta (N otov madtatpikd mAnbvopd. H Babporoyic CDLQI 07 1
Koradgtkvdet T un enidpaon oty motdta g (ong Tov Toudlod.

Nooog tov Crohn

H aoc@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG AEI0A0YHONKOY GE TPELG
TUYOLOTOINUEVEC, SUTAA TVPAEG, EAEYYOLEVEG LE EIKOVIKO PUPLLOKO, TOAVKEVTPIKEG LEAETEC GE EVIAIKEG
acBeveic pe petping £mg cofapd evepyn voco tov Crohn (Babuoloyia oto Agiktn Evepyotntog tng
Noécov tov Crohn [CDAI] > 220 kot < 450). To mpdypappa KAWVIK)G avAaTTuéng mepiAdpupove 600
perétec 8 efdouddmv evoopréPrag emaywyne (UNITI-1 ko UNITI-2), akoAovBodueves amd pio
peAétn 44 gfdopddwv vrodoplog Tuyalomomuévng andcsvpong cvvtipnong (IM-UNITI), mov
avimpocorevay 52 gfdopdadeg Bepaneiog.
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O peréteg emayoyng mephappovay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acBeveic. To
TPOTEVOV KATUANKTIKO OTILELD Kot Y10l TIG OVO PEAETEG EXAYWOYNE TTOV TO TOGOGTO GUUUETEXOVTWV LE
KAvikn avtomokpion (opiotnke wg peimon g Pabuoroyiog CDAIL > 100 Babupovg) v efdoudda 6.
Aedop€Val AmOTEAEGLOTIKOTNTAG CLAAEYO KOV Kot ovoAvOnKay ¢ Tnv efdopdoa 8 Kot yia Tig dVo
puerétec. H tautdypovn xopnynomn amd GTOUATOS KOPTIKOGTEPOEOMY, 0VOTOPPLOLCTIKMV
TOPOYOVTIOV, AUIVOCSOAKVAIK®V Kol avTIPLOTIKOVY emitpendtay Kot 75% tov acbevav cuvéyicay vo
Aappdvovv TovAdyiotov Eva omd avtd o pappaka. Kot otig dbo pelétec, ol aobeveig
ToyoomomOnKay vo AdBovv pio, epdamnaé evoopAEPL YOpYNOT TG CLVIGTMOUEVNC Stafadcuévng
(tiered) 600mg TV mepimov 6 mg/kg (BA. mapdypapo 4.2 g [IXII tov IMULDOSA 130 mg mokvo
SV A Y10 TOPACKELT] OLOADUATOG TTPOG £YYvom), o otabepn 66on 130 mg oveTeEKIVOLUAUTN 1|
EIKOVIKO Qapuako v efdoudda 0.

Ot acBeveic otn perétn UNITI-1 elyav amotoyet 1) iyav epeovicet dvoaveio og Tponyoduevn
Oepameio pe avti-TNFa. [epinov 48% tov acbevav giyav amotiyet pe 1 mponyovpevn Bepameio pe
avtl-TNFa kot 52% eiyav amotoyet pe 2 1 3 mponyovueveg Bepaneieg pe avti-TNFa. Ze avtiv
peAém, 29,1% twv acbevav eiyov aveTapK opyikn avIomoKplon (Tp®TeEuovVING U
avTomokpvouevot), 69,4% avtamokpiOnkoy aAld Exocay TV avTamdkpion (6EVTEPELOVIMG 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 TOV KOPTIKOGTEPOELOMV 1| TOV OVOGOPPLOLICTIKAOV TapayOovTmV, Kot gite dev
elyov AdPet oto mapehov avti-TNF-a (68,6%) eite eiyav AdPet oto mapehBov Bepancia pe avii-TNFa
aALG dev anétuyov (31,4%).

Toco ot pedétn UNITI-1 660 kot ot perérn UNITI-2, 10 mocootd TV acbevdv mov epgdvile
KAWVIKT 0vTOTOKPIoT) KoL DOECT) NTOV CTULOVTIKG LEYOAVTEPO GTNV OUASN TNG OVGTEKIVOV UGG
€vavtl Tov eikovikoy papudkov (ITivaxag 8). H kAwvikn avtomdkpion kot n HQec HTAV GNUAVTIKEG
NnoN amod v gfdopdda 3 oTovg acheveig Tov AAUPavoy OVGTEKIVOL AU KOl GUVEXLGOY VL
BeAtidvovtot Emg TV efdopdda 8. e auTéG TIC LEAETEG EMAYWOYNG, 1 ATTOTEAEGILOTIKOTTO 1)TOV
VYNAOTEPT KoL dlaTnpiOnKe TEPIGGOTEPO GtV opdda g dafabuiocuévng (tiered) 66omg, o€
oVYKpLloN pe TNV opdda mov Elafe T doon Tov 130 mg, kKot cuvendc N dwfadicpévn doon elvarn
GUVIGTAOUEVT] EVOOPAEPLa dOON Emay®YTS.

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

(100 BaBuoti), efdopdda 6

UNITI-1* UNITI-2**
Ewkoviko YovieTOpevY Ewkoviko YuvieTOpEvY
OOPLUKO o601 OOPLUKO o601
N =247 O0VGTEKLVOVLE, N=209 O0VGTEKLVOVLE,
pzn pzn
N =249 N =209
Kiwvikn Y peon, efdopada 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
Khlvikn Avtamoxpion 53 (21,5%) 84 (33,7%)° 60 (28,7%) 116 (55,5%)"

KAwikr Avtondkpion
(100 BaBuot), efdopdda 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

121 (57,9%)"

gBooudda 6

Avtamokpion 70 Babuav, 67 (27,1%) 101 (40,6%)P 66 (31,6%) 106 (50,7%)"
efdoudoa 3
Avtomokpion 70 BoOuav, 75 (30,4%) 109 (43,8%)P 81 (38,8%) 135 (64,6%)"

H v vpeon opiletar og abuoroyio CDAI < 150. H khwvikn avtomokpion opiletat g peimon g Pabpoloyiog
CDALI koté tovAdyiotov 100 Babpovg 1 wg Tapovsio KAVIKNG HOeoNs

H avtomdokpion 70 Babudv opiletor og peimon g faduporoyiag CDAI katd tovidyiotov 70 Babpodg

*  Amotuyio o€ avit-TNFa

** Amotuyio ot ovpfartikn Oepaneio

¢ p<0,001
P p<0,01

¥ peié ovvrnpnong (IM-UNITI), a&roroyndnkav 388 acbeveig mov métuyay KAViKY| ovTandkpion
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100 BaBudv v efdopdda 8 g emaywync e ovotektvoupdunn otic peréteg UNITI-1 ko UNITI-2.
Ot aoBeveic ToyotomomOnkay va Adfovv vToddpila aymyr cuvtipnong pe 90 mg oVCTEKIVOLUAUTT
k60 8 efoopadec, 90 mg ovotekivovpaunn kébe 12 efdouddeg 1 eucovikd eapuaKo yio 44 efoondadeg

(Yo ™ cvvicTOpevn docoroyia cuvTnpnoNg, PA. mapdypago 4.2).

ZNUOVTIKG VYNAOTEPO TOGOGTA aGHeEV@OVY SlaThpnoay KAVIKT DOECT KOl AVTATOKPIOT] OTIG OUAOEG
7oV ELaPaV OVGTEKIVOVUAUTT GE GUYKPLOT] [LE TNV OUASM TOV EIKOVIKOV @apudiov v gfdoudada 44

(BA. Mivaxa 9).

Hivoxog 9:  Awaznpnon e khvikng aviomoxpions kot dpeong oty ueiéty IM-UNITI (efdoudda 44,
52 gfidouadec omo v évapln e 00on¢ emaywyng)

Ewkoviké 90 mg 90 mg
PAPRUKO® | OVGTEKIVOUUG | OVGTEKIVOUNE
| KaOg T kaOe
8 efoopaodeg | 12 gfoopaodeg
N=131' N = 1281 N = 129"
Kuvicr Y peon 36% 53%" 49%P
Klvikr] Avtomdkpion 44% 59%" 58%P
Khlvicn Y oeon Xapig Koptikootepoedég 30% 47%" 43%"
KAwikn 'Y oeon o€ acBeveic:
OV NTaY G€ VPECT KOTA TNV Evapén TG 46% (36/79) | 67% (52/78)" 56% (44/78)
Oepaneiog cuvtipnong
mov ewoNydnocav amd ™ peké 44% (31/70) | 63% (45/72) 57% (41/72)
CRD3002*
7oV deV €yovv AAPeL 6To TaPEABOV avTL- 49% (25/51) | 65% (34/52)" 57% (30/53)
TNFa
7oL gloNyONcav amd T peAét 26% (16/61) | 41% (23/56) 39% (22/57)
CRD30018

H v vpeon opiletar og abuporoyio CDAI < 150. H kAwvikn avtomokpion opiletat g peimon g Pabpoloyiog
CDAI katd tovddytotov 100 Bobpois 1 og mapovsio KAVIKNG Vpeong
*  H opdda Tov gkovikoD appdov mepthdpupave acbeveig ot omoiot epPAvVICoV aVTOTOKPLIOT GTN OVGTEKIVOLUAUTN KoL

TuyaoTomOnKkay vo AdBouv eikovikd eapiako Katd tnv Evapén tng Oepaneiog cuvtipnong.
t  Acbeveig mov eppdaviCay Khvikn avtandkpion 100 Babudv 6tn ovetekvovpaunn katd mv évapén g epaneiog

GUVTHPNONG

p<0,01
p<0,05
ovouaotikd onpavtkd (p < 0,05)

=< ™ R w -+

Acbeveig mov eppaviCouv avbektikomro/dvcovesio otovg avii-TNFa

AocbBeveic mov anétuyav pe tn copfotikn Oepameio aAAd Oyt pe T Oepameio pe avii-TNFa

¥ peiém IM-UNITI, 29 amd tovg 129 acbeveig dev dathipnoay Ty aviondkpion ot
OVLOTEKIVOLLAUTN pe T AMym Bepameiog KaOs 12 efoopddeg Kol EMTPATNKE 1) TPOCAPHOYN TNG HOONG
wote va AdPovv ovatektvoupdumn kKaoe 8 efoopdadec. ATdOAELN OVTATOKPIONC OPICTIKE MG,
Babuoroyioa CDAI pe Babpodg > 220 kot awénon > 100 Babumv omd v Babuoroyioc CDAI katd v
évapén. Xe avtovg Toug acbeveic, KAvikn veeon emtedydnke oe 41,4% twv acBevov 16 efdopdoeg

UETE TNV TPOGAPUOYT TNG dOOMC.

O1 acBeveic mov dev eppaviiay KAVIKY ovTOTOKpIoT GTNV EXAYMYN LE OVGTEKIVOVUAUTY] TV
efdoudoa 8 tav peretdv emaymyng UNITI-1 kot UNITI-2 (476 acBeveic) etonybnoayv oto un
TUYOOTOMUEVO TUN U0, TNG eAétng cvvinpnone (IM-UNITI) kot Elafov o vrodopia éveorn 90 mg
OVGTEKIVOVLLAUTN GE AVTO TO YPoviko onpeio. Oxtd efdopnddeg apyotepa, 50,5% tov achevaov
TETVY OV KAVIKT AVTOTOKPLIOT| Kol GUVEISAY Vo Aappdvouv T d0omn cuvtnpnong kdbe 8 efdopdadec —
a6 aVToHg TOVG acbeveic TOV GuVEIGAY TN 0OGT GLVINPNGCNC, | TAEOYN L0 SLATHPNCAY TNV
avtomokpion (68,1%) kot métvye vVeeon (50,2%) v efoopdda 44, 6€ TOGOGTA TOL NTOV TOPOUOLN LE
ToVG 00Beveil OV avTamoKPiONKAY OPYIKA OTIV ETAYMYN LE OVGTEKIVOLLLAUTT).

Amd tovg 131 acbeveic Tov avTomokpiONKAY GTNV ETOYWOYTN LLE OVGTEKIVOVUAUTT), KOl TOV
TUYOLOTOMONKOV GTNV OULASE TOV ELKOVIKOD QUPHAKOL oTNV Evapén Tng LEAETNG cuvTnpnong, S1
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€yacay ot cLVEYELD TNV avTomdkpior kot EAafav 90 mg oveTEKIVOLUAUTN VTTOd0PIe KEOE

8 efoopdoes. H mietoynoeio tov acBevav mov xacav v avroandkpion kol Eavasekivioay v
OVGTEKIVOVLLAUTN TO EKAVOY 0VTO EVTOG 24 EBSOUAd®V ATO TNV £YYVOT EXAYOYNG. ATO AVTOVG TOVG
51 acBeveic, 70,6% métvyav kKAvikn aviandkpion kot 39,2% nétuxav kKivikn vVeeon 16 efdopadec
HETE TN AyM TNG TTPADTNG VITOSOPLOG OOGNG TN OVGTEKIVOVLAUTNG.

¥ peié IM-UNITI, ot acBeveic mov olokhpwoay tn HEAETN Emg TNV gfdopndada 44 ftav
KaTdAANAOL Y10 Vo cuveyicovy T Oepomeio oe pio peAét enéktaonc. Meta&d tov 567 acbevdv mov
elonABav kot Ehafav Bepameio e OLOTEKIVOVUAUTY OTI HEAETT) EMEKTOGTG, 1] KAIVIKT DPEST KOl 1)
OVTOTOKPIoT YEVIKA dtoTnprnkay £wg tnv efdopdda 252 1660 otovg aobeveic mov eiyov amotdyet pe
Oepaneiec -TNF 660 kot o€ gkeivoug Tov giyav omotiyet pe cvuPotikég Oepomeies.

Agv gvtomtiotnKayv véa BEUaTO AoPAAELNG GE VTN TN HEAETN emékTaong e Oepameia S1apKelag Emg S
¢t og aceveic pe Noco tov Crohn.

Evdooxonnon

H evdookomuki ikova Tov revvoydvov a&lohoyrnke o o vropehétn o 252 acbeveic mov eiyov
KOTAAANAN EVOOGKOTIKTY EVEPYOTNTA TNG VOGO otV £vapén. To Tpmtedov KaTaAnKTIKO onueio nTav
N petafoin, o€ oyxéon pe v évopén, otnv Amhorompuévn Babuoroyio Evéookomikng Bapvrog
Nocov yia ) voco tov Crohn (SES-CD), o othvBetn Babuporoyio o€ 5 e1heo-KOAUE TUN AT, TOV
mePMaUPAveL TNV TopoLGin/TO HEYEDOG EAKDY, TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV KUADTTETOL
a0 €AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNS TTOV TPOSPAAieTon 0O AAAEG PAGPES KOl TNV
Tapovcia/Tov TOo 6Téveong/otevoudtoy. Tnv efoopdda 8, petd and pio epdnas 60N ETOYWYNS, N
petafoin g Pabuoroyiag SES-CD ftav peyodvtepn oty opdda tng ovotekvovpdunng (n = 155,
péon petaforn = -2,8) amd 6,11 GTNV OLASH TOL EIKOVIKOD QappdKkov (n =97, uéon petaforn = -0,7,
p=0,012).

Avtaroxpion ovpryyicov

e U0 vToopAde AcHevMVY e TaPOYETEVOUEVE GVPTYYLL oty Evapén (8,8%, n = 26), 12/15 (80%) amd
Tovg acBeveic mov APPovay OVGTEKIVOVUAUTY] TETVUYOV OVTATOKPLON TMV GUPLYYIOV GE SIcTNU

44 gBdopadmv (opiotnke wg > 50% peimon Tov aplfpod TV TOPOXETEVOUEVOV GUPLYYI®MV, OE GYEOT
pe v €vapén g HEAETNG emay®yNg), Evavtt 5/11 (45,5%) amd tovg acbeveic mov Adpfovay ElKoviko
PAPLOKO.

Toiotyto {wng mov ayetifeton ue v vysia

H mo6tta {ong mov oyetiletan pe v vyeia agloroynnke pe 1o Epotnuatoloyio yio m
Dlreypovdon Noco tov Eviépov (IBDQ) kot o epomnuatoroyio SF-36. Tnv efoopdda 8, ot acbeveic
OV AQUPOVOY OVGTEKIVOVUAUTT TAPOVGIOCHY GTATICTIKOG CTILOVTIKG LEYUAVTEPEG KO KAVIKA
ONUAVTIKEG PEATIOOELS TNG GuvoAknG Pabuoroyiag IBDQ kot tng Xvvortikig Babpoioyiog tng
Yoy Xovictocag tov SF-36 1600 ot pedétn UNITI-1 6co ko otn peiérn UNITI-2, kobbg kot
ot Xvvontikn Babuoloyia tng Zopatikng Zuvictocog tov SF-36 atn pekétn UNITI-2, og obykpion
1e 1o elkovikd eappako. Ot BeATidoelg ovTég yevika dtotnphOnkay kaAvtepa otovg acheveic o
AdpBavav ovotektvoopdunn ot perétn IM-UNITI ém¢ v efdoudda 44, oe GUYKPLOTN LE TO EKOVIKO
pdppoko. H BeAtimon oty motdtnta {ong mov oyetileton pe tnv vyeia yevikd stotnpnonke ot
Suapkela g emEkTOoNG £0G TNV €fdoudada 252.

Avocoyovikotnta

Koatd ) didpxeta g Oepameiog [Le OVGTEKIVOLLAUTY EVOEYETOL VO AVATTLUYOOVV AVTIGMUATO EVOVTL
TNG OVGTEKIVOVAUTNG Kol TO TEPLocOTEPQ Elval e£0vdeTepMTIKE. O GYNUOTIGUOG OVTL-
OVGTEKIVOVLLAUTN OVTICOUAT®V oYeTileTan 1060 pe anénuévn kdBapon 660 Kol LE LEIOUEVT
OTOTELECUOATIKOTITO TNG OVGTEKIVOVUAUTTG, EE01POVUEVMVY TV acBevdv pe vocso tov Crohn gtovg
omoiovg dev mapatnPNONKE LEIMOT GTNV AMOTEAEGLATIKOTNTA. ALV VIAPYEL TPOPAVIG CLGYETION
HeTa&D TG TOPOVGING OVTI-OVGTEKIVOV AU OVTICOUAT®OV KOl TNG ELPAVIONS avTidpdcemv ot Béom
¢ €veong.

Houdratpikodg mAnduopog
O Evponaikoc Opyaviopuog oapudkmv £xel SOGEL avaPorn amd TNV VTOYPEWST VITOPOANG TV
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OTOTEAECUATOV TOV PLELETOV LUE OVGTEKIVOVUAUTN GE Hia 1] TEPICCOTEPES VTOKOTINYOPIES TOV
nondlaTpikov mAnbvouov yuo ) voéco tov Crohn (BA. mapdypago 4.2 yio TANPOPOpieg OYETIKA e TV
TOOLALTPIKY XPAOT).

52 @oappokoKivnTIKES WOLOTNTES

Amoppoéonon

O d1apecog ¥pOvog Yo TNV EMITEVEN TNG LEYIOTNG CLYKEVTPWONG GTOV 0PO (tmax) NTOV 8,5 NUEPEC LETA
v gpanad vrodopla yopnynon 90 mg o vy dropo. Ot SIGUESES TIES tmax TNG OVOTEKIVOVUAUTNG
Emerto amo o epamas vTodopla xopnynon ite 45 mg eite 90 mg oe acbeveig pe yopioon oy
oLYKPIoIIEG LE ekelveg TOL TapaTPONKOY G VY ATOLLA.

H amoivtn BrodiafesytdtnTo TG OVGTEKIVOLUAUTNG ETELTO OO Lo EPATOE LTOSOPLO YOPTYNON
extyumOnke ot Nrav 57,2% oe acbeveic pe yopioon.

Kotavoun
O 314 pec0g GYKOG TNG KATOVOUNG KaTd Tn S1dpKela Tng TeEMKNG edong (Vz) éneita amd (o epamos
evooQAEPLa yoprynom o€ acbeveic pe yopiaon koudvinke and 57 éog 83 ml/kg.

Biopetaoynuatiopdg
H axpipic 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
OVGTEKIVOLLLAUTING TV Katd Tpoosyyion 3 efdonddeg o€ acbeveic pe yopiaon, yoplacikn apbpitida
1 vo6co tov Crohn, kopowvopevn amod 15 éwg 32 nuépeg og OAEG TIG LEAETEG Y10 TNV YOPLOoT) KOl TNV
Yoplacikn apbpitida. e po apuokoKvnTiky avaivon tAnducuov, n eawvouevikn kdbapon (CL/F)
Kot 0 @arvouevikog dykog katavoung (V/F) ntav 0,465 Imuépa kot 15,7 1 avtictoyo o acbeveic e
yopiacn. H CL/F tng ovotektvoupdpmng dev ennpedotnke omd 1o OA0. H pappokokivnTikn
avéAivon TAnBuouon £dei&e 0TL VINPEE TAOT TPOG Ui LEYOADTEPT KAOAPOT TNG OVGTEKIVOLUAUTNG GE
acOeveic mov Ppébnkay Oeticol LETA TOV EAEYYO Y10 AVTICMDUOTO GTI] OVGTEKIVOVLLOUT.

Cpapikdénto d6ong

H ovompotikn ékBeon g ovotektvouLAUTNG (Cmax Kot AUC) avéndnke kotd Evay avaAoyiko L
d00M TPOTO £MELTA OO ol EPATOE EVOOQAEPLL yopnyNon og d0oelg mov kupavinkay and 0,09 mg/kg
¢wc 4,5 mg/kg M| émerta and o epamas vTodOPLa YOPNYNOT| 6€ SOGELG TOL KLUAVON KOV KOTA
npocéyylon and 24 mg ¢ 240 mg oe acbeveig e ympiaon.

Egdmag d6om évavt moAlamlmv d6ce@v

To mpopidk GLYKEVTP®ONG GTOV 0PO TNC OVOTEKIVOVUAUNG GE OXECT LLE TO XPOVO NTAV YEVIKAL
mpoPAéyiuo Emeta omd yopNYNOoELS EQATAE | TOALATADY VTTOOOPIOY dOCEWMY. LTOVC 060eVEIC e
YoPIaoT, 01 GLYKEVTIPMGELS TNG OVOTEKIVOVUAUTNG GTOV 0pO G€ oTafepn] Katdotaon enttevydniay
péypt v ERdopdda 28 petd tig apyucég vmodopieg dooelg otig ERdonddeg 0 kot 4 axoiovBodpeveg
amd dooelg kabe 12 efdouddes. H didpeon katd@ToTr GLYKEVTP®OT GE 0TaOEPT KATAGTUON KOUAVOKE
a6 0,21 pg/ml éwg 0,26 pug/ml (45 mg) ko amd 0,47 pug/ml £wg 0,49 pug/ml (90 mg). Aev vinpée
EUPAVIG CUCCOPEVCT GTT GLYKEVTIP®OT TN OVGTEKIVOVUAUTNG 6TOV 0p6 G€ BAB0g ¥pOVOL KATH TNV
VI0dOpLo. Yoprynomn kébe 12 efdoudoss.

Y& aoBeveic pe vooo tov Crohn, petd amod o evooeAEPia d6om ~6 mg/kg, Eexvavtag amd v
efdopdda 8, yopnynonie vrodopia 66om cuvtipnong 90 mg ovotekvovpdutn Kabe 8 1)

12 gBfdouddec. H cuykévipwon g ovoTEKIVOLUAUTNG 6 oTafepn KaTAoTOoN EMLTEDYONKE £ TNV
&vapén tng devTEPNG 000N G cLVTIHPNONG. X acbevels pe vooo tov Crohn ot d1dpeceg KOTOTUTES
OLYKEVTPMOELS oTafepng KoTAoTaoNS Kvpaivovtay amd 1,97 pg/ml éwg 2,24 pg/ml kot amd 0,61 pg/ml
£€w¢ 0,76 pg/ml yio ta 90 mg ovotekvovudunn kabe 8 efdouddeg 1 kabe 12 efdopddec, avtioToiyme.
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Enidpoon tov Bdpovg 6T QopLoKOoKIVITIKT

€ [o QOPUOKOKIVITIKY avdAvoT TANOLG oD 6Ty omoia ypnotpomodnkay dedouéva amd acheveig
Le yopiaon, T0 CORITKO Bapog Bpédnike va eival 1) To GNUAVTIKT CUUUETAPAN T OV eXnpedlet TV
kdBapon g ovotekvovpdumne. H péon CL/F ot acOeveic pe fapog > 100 kg rav katd tpocéyyion
55% vynhotepn o€ cVYKplon pe Tov aobevav pe Bapog < 100 kg. O pésog V/F og acbeveig pe Papog
> 100 kg 7oy kotd mpocéyyion 37% vynAdtepog o€ cOYKplon HE Tov acevav pe Bapog < 100 kg. O
UEGEC KOTOTOTEG GCUYKEVIPMOELS TNG OVGTEKIVOLUAUTNG GTOV 0p0 6g aoBeveis e vynAotepo Pdpog
(> 100 kg) otnv opdda twv 90 mg ftav cuyKpiclues e ekeivec oe aobevels pe xaunAotepo Bapog
(<100 kg) otv opdda tov 45 mg. [Tapdpola aroteréopata eAnedncay ard pio emPefoioTikn
(POPUOKOKIVITIKY oviAvon TANOLG LoD oty ontoia ypnoiporodnkoy dedopéva and acheveic pe
yoplacikn apdpitida.

[Ipocappoyn e ovyvoTTaC Y0P YNONS TOV SOGEMV

Y& aoBeveic pe vooo tov Crohn, pe Baon ta mapoatnpodueva. dedouéva Kot Tig avorvoelg PK
TANOLGLOV, 01 TLYOLOTOMUEVOL GUUUETEYOVTEC TOV YOGV TNV OVTOTOKPIoN 6T Oepameia elyav
YOUNAOTEPEG GUYKEVIPDGELG OVGTEKIVOVLALTT GTOV 0pO GE GLVAPTIOT| LE TO YPOVO GE GUYKPIOT| LUE
TOVG GUUUETEYOVTEG TOV OEV £XOGOV TNV OVTATOKPIoT. 211 VOG0 Tov Crohn, 1 Tpocapoyn g d0omg
amd 90 mg kdéBe 12 gfdopddec oe 90 mg Kabe 8 efOOUAdEC GLOYETIOTNKE LUE OVENCT TOV KATOTOTM®V
GUYKEVIPMGEMY TNG OVGTEKIVOVIAUTNG 6TOV 0pd Kot ETaKOA0LON adENCT TNE ATOTEAECUATIKOTTOG,

Ewwoi mAnfBuopoi
Agv vapyovy S1aBECIIO PUPLLOKOKIVITIKAE OedopEva o aoOeVEIC [Le LELOUEVT) VEPPIKT 1] NTTOTIKY
Aertovpyio. Agv €govv die€oybel e101kég pehéteg o€ NAKIOUEVOVG acBeveic.

H @oppokokivnTikn g OVGTEKIVOUUAUTNG NTaY YEVIKA cvykpioiun pHetald Actotdv Kot un-Aciat®y
acfevav pe yopioon.

Y& aoBeveic pe vooo tov Crohn, n petafintdémmra oty KAOapo™n TG OVGTEKIVOVUAUANG EXNPEGCTNKE
a7t0 TO COUOTIKO PApog, Ta. EMMEdH ASVKMUATIVIG 0pOD, TO GDAO KOl TNV TOPOVGIN OVIICOUATMOV
EVOVTL TNG OVGTEKIVOLUAUTNG, EVO TO COUOTIKO BApog NTav 1 KOpLo GLUUETARANT TOV ennpéale Tov
oyko katavounc. EmmAéov, otn voco tov Crohn, n kdBapon exnpedotnke and v C-avtidpooa
TPOTEIVN, TNV Katdotaon og tpog v arotuyio TNF aviayoviotdv Kot ) AR (Actatikn EvavTt pn
Aoctwotkig). H emidpaon avtdv tov cuppetafAntadv nrov evtog £20% tng Tumkng TG N TG TG
avapopdg g avtiotoryng mopapéTpov PK kat, g ek TouTov, dev amoiteitan Tpocapproyn g 606nG
v aLTEC TIG cvppetafintéc. H tavtoypovn xpnon avocoppubUicTik@y mopoayovioy dev giyxe
OMUOVTIKN emidpacn o1 S10BE0N TG OVGTEKIVOLULAUTNG.

21N QOPUOKOKIVITIKY avaAvoT TAnBvucpon, dev vipéav evoeitelc enidpacng tov kamvod 1 Tov
OLVOTIVEDLOLTOG GTIG POPUOKOKIVITIKEG IOIOTNTEG TN OVGTEKIVOVLLAUTNG,.

O1 GLYKEVTPDOGELG OVGTEKIVOLUAUTT GTOV 0pO GE TOdLITPIKOVG acbeveis pe yopiaon nikiog 6 £mg
17 etdyv, mov Erafav Oepameia e T cuvioT®pEVT HE Baon To Papog dOGN NTAV YEVIKA GLUYKPIGIUES e
exelveg Tov eviilkov mAnBvopov pe yopioon mov Erafav tn 86om Tev evniikov. Ot GUYKEVIPAOGELG
OVGTEKIVOVUAUTT GTOV 0p0O 6€ mondloTpikovg acbeveic niikiog 12-17 etvov (CADMUS) pe wopioon
7ov Ehafav Oepameia e TN HOT GCUVICTOUEVT LE PBdoT To PApog 06N fTaV YEVIKA XOUNAOTEPES OO
exelveg TV eVMAMKV.

PyOuion tev evdumv tov CYP450

O emdpaoelc g IL-12 7 g IL-23 ot pObuon twv evidpmy tov CYP450 a&loloyndnkav oe pio
UEAETT in vitro TNV omoia ypnoipomombnkay avlpamva nrotokvTTapa, 1 onoio £6e1ée 6tL M 1L-12
ko M IL-23 o¢ enineda tov 10 ng/ml dev petéforrav tig evivpikéc dpactnprotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1 3A4, PA. mapdypaeo 4.5). Mia avoryti LeA&tn aAANAETIOpaoNC
papudkov eaong 1, n Melétn CNTO1275CRD1003, d1e&nybn yio tnv a&loddynon g enidpoong g
OVOTEKIVOVUAUTNG OTIC OPACTNPIOTNTEG TV EVEDU®OY TOVL KLTOXp®OUOTOC P450 petd amd yopnynon
EMOYWYIKNG KOl GLVINPNTIKNG d00MG o€ acbeveic pe evepyd voco tov Crohn (n=18). Aev
mapotnpHOnKey KAMvikd onuavtikég alayéc oty ékbeom g kaeeivng (vtootpoua CYP1A2), ¢
Bappapivng (vrdotpope CYP2CI), g openpaloing (vrootpopa CYP2C19), g de&tpopedoppdvng
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(vmootpopo CYP2D6) 1 g udaordpng (vroéotpopa CYP3A) dtav ypnoyoromdnkay tovtdypova
LLE TNV OVOTEKIVOLLAUTT OTNV EYKEKPLUEVT] GUVIGTOUEVT] 6000A0YiN o€ acbeveic pe voco tov Crohn
(BA. mapdypago 4.5).

5.3 IIpoxivikd dgdopéva Yo TNV aoQAAELN

Ta pun KAvikd dedopéva dgv amokeADTTOVV 1010itePO Kivouvo (7., ToEIKOTNTO OpYAV®V) Y10 TOV
dvBpwmo pe Bdon Tic peréTeg TOEIKOTNTAG ETAVAAUUPOVOLEVOV dOCEMV, AVATTLELNKTG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV OVOTOPOY®YIKT IKAVOTNTO, COUTEPIAAUPAVOUEVOV TOV aEOA0YNCEDY
(OPLOKOAOYIKNG OCPAAELONG. L& LEAETEG OVOTLEIOKNG TOSEIKOTNTOG KOl TOEIKOTNTAG GTNV
AVOTOPOYWYIKT TKAVOTNTO o€ TBNKOLG cynomolgus dev mapotnphOniay avembOunteg evépyeleg
OTOVG OEIKTEC APCEVIKNC YOVILOTNTOC, OVTE YEVETIKEG AvVMUOAEC 1| avorTuélakT ToEkoTTa. Agv
mopoTnPENONKAY avemBounTeg ETOPAGELS GTOVG OgikTeg ONAVKNG YOVILOTNTOG UE YPTON OVAA0YOL
avtioopotoc tov IL-12/23 ¢ movtikia.

Ta enineda 06cewV oTic peréteg og {da NTav Katd Tpoosyyion £mg 45 popég vynAdtepa omd TNV
VYNAOTEPT 150dVVOLT OOCT TOL TPOOPILETAL Yo YopTyNon o€ acheveic e ympiaor kot giyov mg
OTOTELEC L0 OVADTATEG CVYKEVIPOGOELS GTOV 0p0O G€ TONKOVG TTOL NTO TTEPLEGOTEPO amd 100 popég
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv die&nybnoov HELETEC KAPKIVOYEVESTG UE OVGTEKIVOVUAUTN AOY® EALELYNG KATAAANA®Y LOVTEL®V
€VOG VTICOUATOG Y®PIC dtaoTowpoduevn avtidpacn pe tig IL-12/23 p40 tov TpoKTIKOV.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Kotahloyog exdéymv

L-iot1divn

Y dpoyropikn povovdpikn L-1otidivn

[MoAvcopPikd 80 (E433)

Zaxyopoln

"Yowp o evéorpa

6.2 Aovpparétnreg

EMetyel peketdv oyetikd pe tn copufatdtnra, 1o mopodv QUpHOKELTIKO TPOiov OV TPEMEL Va
OVOUETYVOETOL UE GAN POPLOKEVTIKE TPOTOVTOL.

6.3 Awdpkero Long

IMULDOSA 45 mg gvéoiuo dtdAvpa o€ Tpoyeutouévn cupyyo.
3 xpovia

IMULDOSA 90 mg gvéoiuo dt0Avua o€ Tpoyeuouévn cupyyo.
3 ypovia

MelovOPEVEG TPOYELUGEVES GUPLYYES LITOPOLV Vo LAAGGOVTAL g Bepuokpacia dwpatiov mg 30°C
yio pio péyiomn pepovouévn tepiodo mg 30 nuéPES, 0TO apyKO KOLTI TPOKELUEVOL Vi
mPOocTATEVOVTOL a0 TO WS Kataypdyte tnv nuepounvia katd tnv oroio 1 TpoyEUIGUEVT) GOPLYYO
Bynke amd To Yoyeio Yo TPAOTN OPA KOl TNV NUEPOUNVIC ATOPPLYTG GTOVG YDPOLS TOV TOPEYOVTOL
010 e€mteptkod kouti. H nuepounvia amoppyng dev mpémnet va vepPaivel Tnv apyiki nuepounvia
MEng mov gival Tur@pévn 610 Kouti. ATO TN oTIYUn oV pia cvptyya £xel amodnkevbel o
Oepuokpacio dmopatiov (€mg 30°C), dev Ba Tpénetl va emavatomobeteital oto Yoyeio. Amoppiyte
ovpryya gdv dev Exetl ypnoipomomnel eviog 30 nuepov and v arodnkevon oe Oeppokpacio
dopoatiov N émg v apyikn nuepounvia AMéng, émoto gival vopitepa.
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6.4 Iowitepeg TpoPuAGEELS KOTE TN OVLAEN TOV TPOTIGVTOG

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

DVAAGGETE TNV TPOYEULTUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTOUTEVETOL GO TO PG,
Epdoov anatteital, LeploOVOUEVES TPOYEUICUEVES GUPLYYEG UITtOpEl VO pUAAGGOVTOL G BepLokpacio
dopatiov émc 30°C (BA. Tapdypapo 6.3).

6.5 @von Kol 6VOTUTIKE TOV TEPLEKTN

IMULDOSA 45 mg gvéoio didAvpa o€ TPOYEUGUEVT] GUPLYYO

0,5 ml dreAvpatog o€ cOptyyo tov 1 ml and yvoari tomov I pe otabepn Peldva, dapeTprpatog 29 aro
ovoEeldmTo ATGAAL, EKTETAUEVEC PAAVTLEC OOKTOAMY Kot KAAV L BEAOVOC [LE EAUCTOUEPES
TPOCTUTEVTIKO KAAV U0 BEAGVOG Kol TAOCTIKO GKOUTTO TPOGTOTELTIKO KaAvppa Bedovag. H cupryya
elvar eEomAopévn e o TOUOTO GUGTNLLO TPOGTAGIaG TG POV,

IMULDOSA 90 mg gvéoiuo S10Avpo GE TPOYEUIGUEVT) GLPTYYO.

1 ml soAdpotoc og ovupryya tov 1 ml amd yvoi Tomov I pe otabepn Pelova dapeTpripotog 29 amo
ovo&eldmTo ATGAAL, EKTETAUEVEC PAAVTLEC OOKTOAMY Kot KAAV L BEAOVOC [LE EAUCTOUEPES
TPOGTATEVTIKO KAV BELOVOC KOl TAUGTIKO GKOUITTO TPOGTATELTIKO KAALLpa Beddvag. H cOptyya
elvar eEomAiopévn pe o TOHOTO GVOTNUE, TPOGTAGTNG TG PEAdVOC.

To IMULDOSA d1atifetan o cuokevacia 1 mpoygpusuévng copyyog.
6.6 Idwitepeg TpoLAALELS amOPPIYNGS KUl GAAOS YEPIGHOG

To dhopa oto ELoAid0 1 TV Tpoyepopuévn cvptyya Tov IMULDOSA dev mpénet va, avakiveitat. To
SLaAv 0 TPETEL VO, EEETACTEL OTTTIKA Y10 OUOPOVUEVT] COUATIOIOKT VAT 1] ATOYPOUATIGUO TPV OO TNV
vodopLo. yoprynomn. To didlvua givar dtowyéc g ELaPPOS 1PLBIlov, AxpmOUO MG ovVoLyTO KITPIVO Kot
umopel va mepléyetl Alya pukpd nudtopavn 1 Aevkd couatiol tpoteiving. H eugpdvion avtn dev eivat
acvvnO1eT Yo TpoTEivovya dtodvpata. To paprakeuTikd TPoidv dev TPEMEL VoL YpNCLOTOLEITOL EGV
7o dtddvpa gival amoypouaticpuévo 1 0oAo, | edv vrdpyetl EEvn atwpovpevn couatidtakn OAN. pw
™ yopnynon, to IMULDOSA 0a npénet va agpnvetatl va @tdoel o Oeppokpacio meptPaiiovtog
(mepimov pon dpa). Aemtopepeic 0dNYies o T XPNON TAPEXOVTIAL GTO GVAAO OO YLDV.

To IMULDOSA dev mepiéyel GuvTnpnTikd, GUVETMOS OGO PUPUOKEVTIKO TPOioV Oev EXEL
ypnoponomBet Ko mapapével otn cvupryya dev o mpémet va ypnotonoteitar. To IMULDOSA
SwatifeTon g amootelpUéEVN, TpoyEopéVn cOptyya piag xprions. H cOpryya ko 1 Bedova dev mpémet
ToTé Vo emavaypnoiporotovval. Kabe aypnoiponointo gapuoakevtiko mpoiov i VIOASUU TPETEL VO,
QTOPPITTETAL GOUPDVO, JLE TIG KOTH TOTOVE IOYVOVGEC GYETIKES OLUTAEELC.

7. KATOXOX THX AAETAY. KYKAO®OPIAX
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n

Edifici Est, 6a Planta

08039 Barcelona

Iomavio

8. APIOMOX(OI) AAEIAY KYKAO®POPIAX

EU/1/24/1872/001
EU/1/24/1872/002
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9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Huepounvia mpatng £ykpiong: 12 Askéupprog 2024

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AenTouepEic TANPOPOPIES Y1 TO TOPOV PUPOKEVTIKO TPOIOV gival d100EG1UES GTOV SIKTLOKO TOTO
tov Evponaikod Opyaviopov @apudiov: https:/www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAXKEYAXTEX THX BIOAOTI'TKQX APAXTIKHX
OYXIAX KAI ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI H HEPIOPIEMOI ZXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

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

‘Ovopa kot d1evfuvon ToV TOPUCKELOOTAOV TNC PLOAOYIKMC dPACTIKNG OVGIOC

STgen Bio Co., Ltd

45, Jisikgiban-ro,

Yeonsu-gu,

Incheon-si, Anpoxpatio tng Kopéog

‘Ovopa kot 1e0fuvon ToL TUPUCKELAOTH OV £ivol VITEVLOVVOC YO TNV OTOOEGLEVOT] TV TUPTIOWV

Accord Healthcare Polska Sp. z.0.0.
ul. Lutomierska 50,
95-200, Pabianice, IToAwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OALavdio

270 éVTUTO GUALO 0O YLDV YPNOTG TOL PUPLOKEVTIKOD TPOTOVTOC TPEMEL VAL OVOYPAPETOL TO GVOLLOL
Ko 1) 01e06VVGT TOL TAUPAGKELAGTY TOL EIVaL VTEVOBVYVOG Y1 TNV ATOIESUEVLOT TNG GYETIKNG TOPTIONS.

B. OPOI 'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DdappokevTiKd TPOidY Yo TO 0Tol0 amatTeiTan TEPLOPICUEVT 1aTPIKT cuvToyn (PA. mapdptnua I
[Tepiinyn tov Xapoktnpiotikev tov [Ipoidvroc, mapdypapog 4.2).

I. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢éog1g meprodkng wapakorovdnong g acpdrerag (PSURS)

O1 amortioelg yio vrofoin TwvPSURS yia 10 ev A0Ym QapuakevTiko mtpoiov mov opilovial otov
KaTdAoyo pe Tig nuepounvieg avapopds s Evoong (katdloyog EURD) mov mapatifetor otnv
mapdypapo 7, Tov dpbpov 107y g odnyiag 2001/83/EK ron kdbe emacdAovdng entkarpomoinong
OTI®G OMNLOGIEVETAL GTIV EVPOTOIKT OUKTLOKT TOAT Y10 TO POPLLOKCL.

A. OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXEMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Xyéd0 doyeipiong Kivovvov (XAK)

O Karoyog Adeiag Kvkhogpopiag (KAK) Oa die€aydyet Tig amattodeveg dpaoctnplotTnTes Kot
napeuPdoels papuaxkoeraypdmynong 0nmg mapovstalovial 6to cvppovniév ZAK mov napovsialetal
otV evotnra 1.8.2. ¢ ddelag KukAoQopiog Kol 6€ 0TOlEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avabempnoelg tov TAK.

‘Eva emxoporomuévo ZAK Ba mpénet va katotedet:

. Metd and aitnua tov Evponaikov Opyovicpod Ooapudxmy,

. OnotednmoTe TpOoMOMOLEITAL TO GVGTNUA SLoYEIPIONG KIVOHVOL, EOIKA MG AMOTELEGLO ANYNG
VE®V TANPOQOPLDY TOV UTOPOVV VO EXLPEPOVY CNUAVTIKY] OAAOYT] GTN GYECT] 0OQELOVG-KIVOUVOL
N ®¢ OMOTELEG O, TNG EMITEVENC EVOC GNUAVTIKOD 0POCTLOL (POPUOKOETOYPVTVIO 1}
EAO(LOTOTOINGT KIVOUVOU).
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ITAPAPTHMA 111

ENNIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

IMULDOSA 130 mg mokvo S14AVLa Y10 TUPUSKELT SIADUOTOC TTPOC £YYLON
OVGTEKIVOULLALT

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

Kdabe proridro mepiéyet 130 mg ovotekvovpdunn o 26 ml.

3. KATAAOT'OX EKAOXQN

"Exdoya: Athopukod dvatplo drag tov EDTA, L-1oT1divn, vopoyrlmpikn povodopikn L-1otidivn, L-
uebetovivn, molvcopPikd 80, cakyapoln, VOWP Yo EVECTLAL.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[Mokvo d1dAve Y10 TOPACKELT] SIHADLOTOS TTPOG EYYVON
130 mg/26 ml
1 proAidio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv ovoxkiveite.

AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
[Ma pio gpnon povo.

EvoopAéPia ypniomn petd and apaiwon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IIPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
dovAidocete T0 PLOAISI0 6TO EEMTEPTIKO KOVTI Y10 VO TPOGTOTEVETOL OO TO POC.

10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN ‘H TOQN
YIHHOAEIMMATQON I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavio

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1872/003

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

H aitiodAdynon yuo va punv meptanedei n ypaoen Braille givon amodekr).

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

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.
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18. MONAAIKOX ANAT'NQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ETIKETA ®IAAIAIOY 130 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

IMULDOSA 130 mg mokvo S14Av LA Y10 TOPAGKELT SIADUOTOC TPOG £YYLOT
OVGTEKIVOULLALT

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

Kdabe proridro mepiéyet 130 mg ovotekvovpdunn o 26 ml.

3. KATAAOT'OX EKAOXQN

"Exdoya: Athopuko dvdtplo dhag tov EDTA, L-1oT1divn, vdpoyrlmpiki povovopikn L-totidivn, L-
uebetovivn, molvcopPikd 80, cakyapoln, VOWP Yo EVECTIUA.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[Mokvo d1dAve Y10 TOPACKELT] SIHADLOTOS TTPOG EYYVON
130 mg/26 ml
1 proAidio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv ovoxkiveite.
AwBdaote T0 PUALO 0dNYIDOV Ypriong Tpv and T xpnon. [a pio xpnon povo.
Evdopiéfia yprion petd omod apaioon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovv Ta Tondid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX YYNOHKEX ®DYAAEHX

dvAdooete og yoyeio.
Mnv KatoyvyeTe.
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DvLacoETE TO PLOAISI0 GTO EEMTEPIKO KOLTL Y10 VO TPOCTATEVETOL OO TO PG,

10. IAIAITEPEX ITPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOTONTON 'H TON
YIHHOAEIMMATQON I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavio

12. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1872/003

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

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

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI IPOI'EMIXMENHX XYPITTAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

IMULDOSA 45 mg gvéoio S14AvIa GE TPOYELUGIEVT] GUPLYYOL
OVGTEKIVOUULALT

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

Kda0e mpoyepuopévn oopryyo mepiéyet 45 mg ovotekvovpdunn o€ 0,5 ml.

3. KATAAOT'OX EKAOXQN

"Exdoya: Zaxyoapoln, L-1otidivn, vdporiympikn povoddpikr L-1otidivn, moivcopPucd 80, Hémp yio
evéoipa. AlofacTe To EUALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa o€ mpoyepuspévn copryyo
45 mg/0,5 ml
1 mpoyguopévn cvpryya

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxuveite.
Y7modopia yprion.
AwoBaote To OALO 0dN YLDV XPNONE TPV o TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IIPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

EXP
Huepopnvia andppiymg, epdcov amodnkevbei o Beppokpacio dwpatiov:

54



9. EIAIKEX XYNOHKEYX OYAAZEHX

dvlacoete o€ Yoyeio.

Mnv katoyoyete.

DduAdoceTE TNV TPOYEUIGHEVT] GUPLYYO GTO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTTO TO PMC.
Mmnopel va puAdooetol og Beppokpacio dwpatiov (¢mg 30°C) yia pio pepovopévn tepiodo mg
30 nuépec, aAAG Oyt TEPAV TNS OPYLKNG NUEpOUNVING ANENG.

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATOQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavio

12. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1872/001

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

IMULDOSA 45 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOG KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.
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18. MONAAIKOX ANAT'NQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXETEX ENAEIZEIX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPO'EMIXMENHYX XYPITTAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHIHIHE

IMULDOSA 45 mg gvéoiuo dtdlopa
OVGTEKIVOVLLAUTT
SC

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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EAAXIXETEX ENAEIZEIX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIA KYYEAHY (BLISTER) XYPIITTAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHIHIHE

IMULDOSA 45 mg gvéoiuo dtdlopa
OVGTEKIVOVLLAUTT
SC

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA YTOIXETA

45 mg/0,5 ml
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI IPOI'EMIXMENHX XYPITTAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

IMULDOSA 90 mg gvéoio S14AvIa GE TPOYELUGIEVT GVPLYYOL
OVGTEKIVOUULALT

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

Ka0e mpoyepuouévn oopryya mepiéyel 90 mg ovotekvovudunn o 1 ml.

3. KATAAOT'OX EKAOXQN

"‘Exdoya: Zaxyoapoln, L-1otidivn, vdpoyropikn povoddpikr L-1otidivn, moivcopPucd 80, Hémp yio
evéoipa. AlofacTe To PUALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIEG.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa o€ mpoyepuspévn copryyo
90 mg/1 ml
1 mpoyguopévn cvpryya

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxuveite.
Y7modopia yprion.
AwoBaote To OALO 0dN YLDV XPNONE TPV o TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IIPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

EXP
Huepopnvia andppiymg, epdcov amodnkevbei o Beppokpacio dwpatiov:
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9. EIAIKEX XYNOHKEYX OYAAZEHX

dvlacoete o€ Yoyeio.

Mnv katoyoyete.

DvAGocETE TNV TPOYEUIGHEVT] GUPLYYO GTO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PMC.
Mmnopel va puAdooetol og Beppokpacio dwpatiov (émg 30°C) yia pio pepovopévn tepiodo mg
30 nuépec, aAAG Gyt TEPAY TS OPYIKNG NUEPOUNVING ANENG.

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATOQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavio

12. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/1/24/1872/002

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

IMULDOSA 90 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOG KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.
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18. MONAAIKOX ANAT'NQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPO'EMIXMENHYX XYPITTAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHIHIHE

IMULDOSA 90 mg gvéotio didlvpa
OVGTEKIVOVLLAUTT
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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EAAXIXETEX ENAEIZEIX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIA KYYEAHY (BLISTER) XYPITTAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHIHIHE

IMULDOSA 90 mg gvéotio didlvpa
OVGTEKIVOVLLAUTT
SC

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA YTOIXETA

90 mg/1 ml

63



B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

IMULDOSA 130 mg ukv6 01dAvpa Y10 TapacKELY] S10ADRATOS TPOG £Y3VoN)
OVGTEKIVOL LA

¥ To QAPLAKO AVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Dol eMTPEWYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPLOV acpaAelac. Mmopeite va fonbnoete péow g avapopdg mbavmv
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TopoLGLaleTe. BA. T€Aog TG mapaypdeov 4 yio Tov TpOTOo
ovapopdGs avemBOUNTOV EVEPYELDV.

AwfdoTte TPOGEKTIKG 0AOKANPO TO PVALO 00N VLAV YP1)ONG TPV UPYICETE VA YPNCLUOTOLEITE AVTO
T0 PAPUOKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC.

AvTO6 T0 QUALO 00N VIOV £YEL YPOUPTEL Y10 TO TPOSMTO TOV AapPdvel To PapPRAKO.

- DvLa&Ete avTO TO PUALO 00N YOV YpNoNG. Towg xpelaoctel va to dafdacete Eovd.

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

- Edv mapatmpnoete kKamowo avemBOunTn evépyela, EVIUEPDOTE TOV YLOTPO 1) TOV POPUOKOTOLO
00G. AT 1oyDet kot Yo kKaBe mhovy avemBOUNTN eVEPYELX TOV dEV OVAPEPETOL GTO TAPOV
@OALO oMYV Ypriong. BA. mopdypago 4.

T Tepréyel 1o Tapov QOALO 00NYLOV:

Tt etvar to IMULDOSA ot mota etvat 1 ypfior tov

T péner va yvopilete npv ypnoponomoete to IMULDOSA
[Tog va ypnoonomoete 1o IMULDOSA

[MBavég avemBounteg evépyeteg

o va pvracoete to IMULDOSA

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ANl o e

1. T givon o IMULDOSA kon wora givar 1 p1jon tov

T givon o IMULDOSA

To IMULDOSA mepiéyet t dpaoTiki] 00610 «OUGTEKIVOVUAUTNY, £Va. LOVOKAMVIKO avticmpa. Ta
HOVOKAOVIKA avTIcOUaTa glvol TPOTEIVES TOL avayvopilovy Kot cuveEovtar EW01KE LLE OPIGULEVES
TPWOTEIVES GTOV OPYAVICUO.

To IMULDOSA avrket 6€ pie. Opado. Qoprakmy Tov 0VoUALoVTOL «0VOCGOKATAGTOATIKE». AVTd TO
Qapuaka, dpovv e€acOevdVTIC LEPOC TOV BVOGOTOTIKOD GOC GUGTILLITOC,

Iow givar n ypiion Too IMULDOSA
To IMULDOSA ypnouomoteiton yio Ty ovVIUETOTION TOV AKOAOVOmV PAEYLOVOIDOV VOGMV:
* ¢ péTplag Emg Popdc vocov tov Crohn - o€ evijhikeg

Noé6cog Tov Crohn

H v6c0¢ tov Crohn givor pio pAgypovmong vocog tov evtépov. Edv £yete voco tov Crohn, Oa cag
50000V TpdTa dAha eappaka. Edv dev avtamokpiBeite apketd KoAd 1 ebv £yete dvocaveéio og avtd Ta
eapuoxo, propei va cag 600et IMULDOSA yuo tn peimon tov onpelov Kot CUUTTORATOV TG VOGoL
cag.

2. Tvpémer va yvopilete mpwv ypnoporomicetre o IMULDOSA

Mnyv ypnorpomonjoete To IMULDOSA

. Y.g TepinTmo 0AlepYlag 6T OVGTEKIVODRANT 1) GE OTOLOINTOTE AALO OO TOL GLGTATIKA
QVTOV TOV PAPUAKOL (CVOPEPOVTOL GTNV TOPAypapo 6).
. Eav &yete evepyn Aoipmén mov o y1atpdg 6ag moTevel OTL Elvar GNUAVTIKY.
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Edv dev glote olyovpol av 1oy0EL 00100 TOTE AT TO TOPATAV® Yio EGAC, LWANGTE LLE TOV Y10TPO 1| TOV
QopUoKoTold cog Tpv ypnotpomooete o IMULDOSA.

IIposgidomou)celS Ko TPOPLAGEELS

AmevBuvbeite atov ylatpd 1 Tov Qoppokonold cag tpv ypnoiporomoete 1o IMULDOSA. O yiatpdg
oog Ba eléyéel mOoo KoAd iote Tpv amd T Oepancia. Befoaiwbeite 6T1 evnuepdoate tov yotpd cag
vl omoladnmote acBéveln mapovcialete Tpv amd v kabe Bepancia. Emiong evnuepdote Tov yotpo
oag eav £xete £pOel TPOGEOTU GE ETAPT| LE OTOLOONTOTE AITOUO TTOV UTOpPEL Vo, Exel pupatioon. O
ywtpog cag Ba cog e€etdoet yio upatioon kot o Tpaypatomomost pia eE€Taon yio va detL GV Exete
eopatioon npw wapete o IMULDOSA. Edv o yiotpdc cog motedel 0Tt StaTpéYeTe Kivouvo
eouatioong, uropel va oag xopnynOei Oepameia yio TV avTIHETOTION TNC.

Mpoocétte Yo coPfapéc avemBOuNTES EVEPYELES

To IMULDOSA umopei va TpokoAécel GoPopég avembBiunteg evépyeleg, GUUTEPIAAUPAVOUEVOY
OAAEPYIKAV avTIdpdoemV Kot Aotudéemv. [Ipénet vo mpocéyete Yo oploUéva GNUELD 1] GOUTTOUOTO,
acBévelong evad maipvere 1o IMULDOSA. BA. «Zofopéc avemBounteg evépyeiegy oty mapdypapo 4
Y10 TANPT KOTAAOYO QLTAOV TOV AVETIOOUNTOV EVEPYEIDV.

l'[pw va ypnopononjcete To IMULDOSA evpep®oTe TOV Y10.TPO 60G:

Eav giyate moté arrepyu avriopacn eto IMULDOSA. Potiote tov y10tpd Gog av dgv
elote BéParot.

. Eav giyate moté 0mo10voNmoTe TOTO KOPKIvVOL — ETELDN TO, AVOCOKATAGTUATIKG OTTMG TO
IMULDOSA g&ac0gvohv pépog TOV 0VOGOTOTIKOD GUGTHUATOS. AVTO Uopel Vo avéNGEL ToV
kivéuvo Yo Kapkivo.

. Eav &xete haper Oepoameia yio tnv yopiaon pe drilo froroyikd dppoka (éva @appoko Tov
napdyeron 06 pio ovoia froloykilg mpoéievong kot cuviiOms yopnyeitan pe évesn) — o
Kivouvog Yo kapkivo pmopel va glvar vynAdtepog.

. Edv éxete M elyote apooc@ata Aoipmén 1 eav £xete 0m01001T0TE TAO0AOYIKE GVOiyHOTO OTO
oéppa (ovpiyyra).

. Eav éyete véeg N petaPfardopeves Brdfeg péca otig meployég mov TAGYOLY amd Ympiaon 1 6To
(QVGIOAOYIKO OEPUAL.

. Edv maipvete kdmowa aiin Ogpaneio yia v yopioocn Ko/q TNy yopracitkny apdpition —

OGS KATO10 GALO 0vOCOKATAGTUATIKO 1 oTobepaneia (OTav T0 GO 60G VTOPAAAETAL GE
Bepameia pe éva idog vreprddovs (UV) 0mtog). Avtég ot Bepaneieg pmopovv emiong va
e€acobeviioovy HEPOC TOL BVOGOTOUNTIKOL GO cLGTHNTOC. H Toutdypovn xpron autdv tov
Oepameidv pe to IMULDOSA dgv €xet pehetnBel. Qotoco givar mbavo va avénoet v
mBavotnta acbeveldv mov oyetifovral pe acHevESTEPO 0LVOCOTOMTIKO GUGTI L.

. Eav Aappavere 1 Mafate oto mapehBov evéseig yio ) Ospameia ailepyr®dv — dev gival
yvootd edv to IMULDOSA pmopet va Tig ennpedoet.
. Eé&v n nhkia oog givanr dveo Tov 65 e1dv — pmopel va glvar mo mbavo va ndlete AoUdEELS.

Edv dev elote oiyovpot av 16yHEL 0OTOLOONTOTE OO TO TOPATAV® Y10 EGAG, WANGTE UE TOV YIUTPO 1) TOV
(oprakomold cag mpwv ypnoponotcete 1o IMULDOSA.

Opiopévorl aoBeveic mapovciocay avTdpAcelS TPOGOUO1AL0VoES e AVKO, GUUTEPIAAUPAVOUEVOL
dEPLOTIKOD ADKOV 1] GLVIPOUOL TPOGOUOLALOVTOG e AVKO KaTd TN ddpKeLe TG Oepoameiog pe
ovoteKvoupaunn. Evnuepmote apéomg tov yuotpd cog edv eppavicete éva epubpo, exnppévo,
POMOMOEG eEAVON U LEPTIKES POPEG LLE TTLO GKOVPO TEPTYPOLLLLO, GE TEPLOYEG TOV OEPUATOG TTOV
extifevtal otov A0 M pe TOVOLS oTIg apBpdCELC.

Kopowoxn mpocsfoin kan ayyelakd eyke@oikd enercoola

Koapdiokn mpocfoin Kot ayyeloKd eYKEPUAIKA EnEGOd1n Exovv Topatnpndel o pio perétn oe
acBeveic pe yopioon mov Ehafav Oepamneio pe ovotekvovpdumn. O yiatpds oag o eAEyyetl TaKTK
TOVG TTOPAYOVTEG KIVODVOL GOG Yol KOPOLOKT VOGO KOl AYYELOKO EYKEPUALKO ETELGOOI0 TPOKELLEVOL VL
dtauopariletl 0Tt avtipetomifovrol KatdAANAL. Avalnmote apécns wtptkn Pondela edv mopovciiceTte
m6Vo o610 otnbog, aduvapio 1 U LGLOAOYIKY aicnon 6T pio TAEVPA TOL CAOUATOG GAG, TAPUAVOT)
TPOCAHTOL, 1] AVOUAAMES GTOV AOYO 1| TNV OpOoT).
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Howora ko Epnpor
To IMULDOSA dev cuvictdton yia ypfon o€ moidid ket tov 18 etdv pe voco tov Crohn engidn oev
&xel peretn el o€ o TN TNV NAMKIOKT ORAda.

Al @appoka, eppoie kar IMULDOSA
Evnuepoote tov yiotpd 1 10V @OpLOKOTO0 GOGC:

. Edv maipvete, £xete mpdoeaTa TAPEL 1) LWTOPEL VO TAPETE GALD PAPLLOKCL.

. Edv kdvate mpdoparta 1 mpoxeitan vo Kavete epPorio. Opiopévorl tomot epPorimv (epporio
{OVIOV IKPOOPYOVIGU®MY) OV TPETEL VA YopTyouvTol vd ypnowonoteite To IMULDOSA.

. Edv AdPate IMULDOSA evocm fioactav £YK0oG, EVIUEPDGTE TOV YIOTPO TOV LOPOD GOg

oyetika pe tn Oegpancio oag pe 1o IMULDOSA wpv 10 powpd cag Adfet onotodnmote uforto,
ocvumeprrappavouévev tov (dvtav euporinv, onmng eivat to eppodio BCG (mtov
YPNOLOTOLEITAL Y10, TNV TPOANYT TNG Pupatioons). Ta {dvia epuforia dev cuVIGTOVTOL Y10 TO
UOPO GOG KATH TOVS TPMTOVG dMOEKM UNVES HeTd ™ Yévvnon av AdPate IMULDOSA xotd ™
SLAPKELD TNG EYKVUOGVVNG, EKTOC EAV O YIATPOG TOL UOPOV GOC GLGTHOEL KOTL SLOPOPETIKO.

Kinon ko Oniaopog

. Edwv giote éyxvog, vopilete 6T pmopel va elote £ykvog 1 oxedlalete Vo, amoKTNOETE MO,
{nthote 1 GLUPBOVAT TOL YIUTPOL GUG TPV TUPETE AVTO TO PAPUAKO.

. Agv &yl mopoatnpnel vYNMAGTEPOG KIVOLVOG YEVETIKOV AVOUUAIDV GE LOPE TOV eKTEDN KOV
evoountpla oto IMULDOSA. Qotdc0, viapyel meplopiopévn eumeipio pe to IMULDOSA og
€yKveg yovaikec. Eropévac, elvon mpotipdtepo va aropevyetal 1 ypnomn tov IMULDOSA oy
EYKVLHOGUVT).

. Edv elote yovaika og ovamapoymytkn NAKio, CUVIGTATAL VO ATOQUYETE VO UELVETE EYKVOG Kot
TPETEL VAL YPT|CLLOTOLEITE OMOTELECUATIKN OVTIGOAAN YT EVOG® ypnoiponoteite To IMULDOSA
Kot Yo TovAdyiotov 15 efdopnadeg petd v tekevtaia Oepaneio pe IMULDOSA.

. To IMULDOSA prnopei va tepdoet Lésa omd ToV TAUKOUVTO KOl VO TAGEL GTO OYEVVITO LMPO.
Edv AdBote IMULDOSA kotd ™) S1dpKeLo TS EYKVUOCHVIG GOGC, TO LMPO GOC UTOPEL va,
SloTpéYEl LEYOAVTEPO KIVOLVO Yol TNV EULPAVION Aoipuméng.

. Eivan onuovtikd va evpepdoete Toug Yotpohg Tov Lmpol oG Kot TOVG GAAOVG ETOYYEAIOTIES
vyeiog €bv AdPate IMULDOSA katd T S14pKeELR TG EYKVIOGVVIG GOG, TPV TO LOPO AdPet
omolodnmote euPorto. Ta {dvta epPoria ommg sivat to gufoito BCG (mov ypnoiponotgitol yio
TNV TPOANYT] TG PLULOTIMGNC) OEV GUVIGTMOVTOL Y10, TO HMOPO GOG KATE TOVG TPADTOVS SDIEKO
pnves petd ) yévvnon eév AMapate IMULDOSA katd tn SidpKeio Tng €yKOHOGUVNG, EKTOG EQV
0 YLTPOS TOV LMPOV GG GUGTNGEL KATL SIUPOPETIKO.

. H ovotekvoopdunn propet va nepdcel 6to untpikd Yoo o€ mold HKpég TOcOTNTES.
Evnuepaote tov yuotpd cog edv nralete | oxedualete va Onidoete. Eceic kot o yrotpdg cog Oa
TPENEL VO, amoPacicete av Oo Tpémel va Onrdcete 1 av Ba ypnoyorooete 1o IMULDOSA -
UMV KAVETE KOl TOL VO TRV TOYPOVO.

Oonynon ko xE1Popoc Py ovnRaTOY
To IMULDOSA dev €yel kapio 1 (€L AGNUAVTT EXIOPOCT] GTNV IKAVOTNTO 001 YNONG KOl YEPICUOV

pnyovnpétov.

To IMULDOSA nepriéyer molvoopfiko

To IMULDOSA mepiéyet 11,1 mg moivcsopPikod 80 (E433) oe kdbe povada d6ong, to omoio
wwodvvapet pe 0,40 mg/ml. Ta ToAvcopPikd pmopel vo TPOKAAEGOVY AALEPYIKES AVTIOPACELS.
Evnuepaote tov ylotpd cog eqv Exete YVOOTEG AALEPYIEC.

To IMULDOSA mepiéyel vatpro

To IMULDOSA mepiéyet Ayotepo omd 1 mmol vatpiov (23 mg) avd doom, ivor avtd mov
ovoudlovpe «erevBepo vatpiovy.

Qo1600, Tpv cag yopnyndel to IMULDOSA, avapryvoetal pe £va StAvpa, To 0moio mepLEyeL vaTplo.
Evnuepdote tov yotpd cog edv akolovBeite dlotta pe younin tpdcinym diotoc.
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3. I ag va ypyoiporomeste To IMULDOSA

To IMULDOSA evdeikvutat yio xpior vo tnv kabodnynon kat Ty enifreyn ylotpov pe eumelpio
oTN SIYVMOOT KOl TNV OVIETMMTION TG vOGoL Tov Crohn.

To IMULDOSA 130 mg mukvé dtdAvpa yio Topackeun SteAdvpatog pog yyvor 0o oag yopnynOei
amo Tov ylTpd oag, LEc® oTahaEne otn eAEPa Tov Bpayiovd cog (evoopAEPia £yyvomn) o€ dSdoTnua
plog dpoc. MiAfote e Tov yloTpd 60¢ oETIKG Ue To T0TE O KAVETE TIG EVEGEIC GOG KOL Y10, TO,
pavtefov mapakoiovdnong trng mopeing cag.

I6co IMULDOSA yopnyeitar
O ywatpog oag Oa anopacicel toco IMULDOSA yperaletal vo Aapete Kot yio OGO SdoTnua.

EviiMkeg nkiog 18 e1dv 1] avo
. O ywatpog o vTOAOYiGEL TN CUVIGTMOUEVT dOGT EVOOPAEPLAG Eyyvong Yo E6GC, PAcEL Tov
COUOTIKOV Gag Bapovg.

To copotikd cag fapog Adon

<55kg 260 mg
> 55 kg émg < 85 kg 390 mg
> 85 kg 520 mg

. Metd v apyikn evooeAEPia doom, Ba tapete v emopevn 66on IMULDOSA towv 90 mg pécm
€veonc KAtw amod To dépHa cag (VTodopLa £veon) 8 fdopades apydTEPQ Kol GTN GLVEXELD KAOE
12 gfdouddec.

o yopnyeitar to IMULDOSA

. H mpdytn 660m tov IMULDOSA Yo v avtipetonion g vocsov tov Crohn yopnyeitot amod
yiatpd otdyony ot eAEPa Tov vog Ppayiova (evoopAéPia Eyyvon).

MANGTE LE TOV YLOTPO GOG oV EYETE OTOECONTOTE Omopieg oxeTikd e ) Aqyn tov IMULDOSA.

Eav Egyaoete va ypnoiporonjceete o IMULDOSA
Edv Egxdoate 1 ydoote 10 pavteBov yia T ARy [og 066MG, EXKOIVMOVIGTE LE TOV Y10TPO Y10 VOl
mpoypappaticete Eova to pavtefol cag.

Edv ctopoaticere va ypnoponoreite o IMULDOSA
Agv givon emikivovvo vo otapathioete vo ypnotponoteite to IMULDOSA. Qot660, €0V GTOUATAGETE,
UTOPEL VO ETAVELPOAVIGTOVV TAL CUUTTMOUATA CGOG.

Edv éxete meplocdtepeg epmTNCELS OYETIKA LLE T YPNOT AVTOV TOL POPUAKOV, POTHGTE TOV Y1ATPO 1)
TOV POPLOKOTOLO GOG.

4. IMBavéic avemBounTeg evépyereg

Onwg 6Aa Ta PAPLOKE, £TGL KO GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELEC, OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVE avOPMOTOLG.

YoPapég avemOopnTeg evépyereg
Opiopévor aoBeveic pmopet va, Exovv coPapég avemBOUNTEC EVEPYEIEC TOV UTOPEL VO, YPELNGTOVY
emelyovca Bepamneia.

Adrepyikég avTiopdoeig — pmopel va yperootovy enciyovosa Oepancio. Evnuepdote tov yiatpod

oug 1 avalnmiote ereiyovoa 1o Tpik fon0sio apécme oIS TapaTnPGETE 0TOL0TOTE OTTO TA,

akorovOa onpeio.

. Ot coPapég arlepyikég avtidpaoelg («avaeuia&ion) eivol omdvieg 6To ATOLO TOL TOipVOLY
IMULDOSA (pmopei va emnpedoovy €émg 1 ota 1.000 dropa). Ta onueio meptrappdvouv:
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o SVOKOALD GTNV AVATVON 1 TNV KOTAITOoN
o YOUNAY apTNplaKn TTieon, Tov puropet va tpokaiéaetl (AN
o TPNEWO GTO TPOGMTO, TA (EIAT], TO GTOLA 1) TO AUUO.
. Ta cvyvd onueio aAlepyikig avtidpaong teptrappdvovy deppotikd eEdvOnua Kot Kvidwon
(umopet va emmpedoovy émg 1 ota 100 dtopa).

Avnidpacsig oyeTilopeves pe v £yyvon - Eav hapPavere Ogpancia yro véoo 1ov Crohn, | mpdTy
06omn Tov IMULDOSA yopnyeitol péoco® evetdraing oc pia @ALPa (evoo@réfra £yyvon).
Opropévor acOeveic £1ovv Tapovoldost coPapic ahrepyikéc avidpaosis KaTd T d1dpKeLo TG
éyyvonge.

Y& OTAVIEG TEPITTAOGELS, TVEVUOVIKES OAAEPYIKES AVTIOPAGELS KO PAEYLOVI] TOV TVEVHOVA £YOVV
avopep0el og acOeveig mov Aappavovv ovetekivovpaunn. Evipepoote apéomng Tov Yiatpo cog
€0V TOPOVOLAGETE CUUTTAONATO OTOS 10, SOVGTVOLH KOl TVPETO.

Edv epoavicete coPapr] oddepykn avtidopact, 0 yioTpog 6og UToPEl Vo amopacicel 0Tl dgv TPEMEL va
ypnowonomoete Eavd 1o IMULDOSA.

AodEelg — propel va, ypetactovy enciyovoa Oepancia. Evpepmote apéomg tov yuatpo ocug av
TOPOTPICETE OTOL0ONTOTE U0 T OKOLOVO onpeia.

. Eivat cuyvég ot AodEetg g poTne 1 Tov Actpod Kot to Kovd KpuoAdynua (Uropet va
emmpedoovy émg 1 ota 10 dropa)

. O1 Aopméelg tov Bdpaka dev givar cuyvég (Umopet va ennpedoovy €og 1 ota 100 dtopa)

. O1 pAeypovég Tov 16100 KAT® oo To dEpUa («KkuTTopitidon) dev etvar cuyveés (umopet va
enmpedoovy éo¢ 1 ota 100 dropa)

. O épmng Lwotp (€va €ldog emd@duvou eEavOnpatog e puoakideg) dev givar cuyvog (umopet va

emnpedoet éog 1 ota 100 dropa)

To IMULDOSA umopei va 60 KOTAGTAGEL AMYOTEPO 1KAVOVG Vo Katamorepnoete Aotuméelc. Kdamoteg
rowdéeig Ba pmopovoay va yivouv coPapég kat pmopet vo tephapiPdvouy AOUMEELG TTOV
TPOKAAOVVTOL OO 100¢, LOKNTES, Pakthiplo. (GUUTEPTAOUPAVOUEVIC TG PLLOTIOGNG), 1| TAPACLTO,
coumepthappavouéveay AoumEemy Tov Kupimg Tapovaidlovtal o€ avOpdmovg e eEacbevnuévo
OVOGOTONTIKO GO (EvKaplokES AotUdEELS). Evkaiplarés AotudEelg tov eykepaiov
(eykepaiitida, pnviyyitida), TV TVELHOVAOVY Kol ToL o@BaApol &xovv avapepbel og acbeveig Tov
Aappdvovv Bepameio Pe OVGTEKIVOVUAUTT).

[Ipénetr va mpocéyete yia onpeia Aoipwéng eve ypnowonoteite to IMULDOSA. Avtd mepihappdvouv:

. TLPETO, GLUTTMUOTO TOV LOLALOVV UE YPImT), VOKTEPIVES EQPLOPDCELS, ATDAELL fAPOVG
. aicOnon kdémwong 1 Aayaviacua, Pyoc Tov dev TepVA

. Beppo, KOKKIVO dépa OV TOVAEL, 1 EM®OVVO EAVONUN GTO dEéppa e PLCOAIDES

. aicOnpo kavoov KaTd TNV 0VPN O

. Suappota

. OTTIKY OlaTaPOYN M ATOAELD OPACNG

. KeaAadyla, ovyevikn ovokapyia, evasncio oto Pmg, vavtia 1 GOYYVO).

Evnuepaoote apéomc tov y1otpod Gag 0V TapaTnpoETE 0OTO0ONTOTE amd 0T TaL onueia Aoiuwéng.
Avtd pmopel va gtvan onpeio Aowpméewv, dtwg Aotpdéemv Tov Bdpaka, AOUOEEDY TOV dEPUATOG,
épmnta (ootpa N EVKPLokEG AOUMEELS TOV B propovcay Vo EYovv coPapég EMMTAOKES.
Evnuepaote tov ylotpd cog eGv £xete 0mo100NToTE €160 AoTUMENG TOV dEV TEPVA 1 ETOVEPYETOL
ovveydc. O yTpog cag pmopel va amopaciost 61t dev Ba mpénet va ypnopomomoete IMULDOSA
uéxpt va mepdoetl n Aoipwén. Eniong evnuepdote tov ylotpo cag e6v £YETE AVOIKTEG TANYEC M
Tpovpata, Kadmg umopel va poAvvOoiv.

ATOQOLIO®GT dEPROTOS — AVENGN TG EPVOPOTNTAS KAl TG ATOPOAMO MGG TOV OEPUATOS GE
EKTETAPEVT TEPLOYN] TOV CAONATOG EVOEYETAL VO, EIVAL COPTTAORATA EPVOPOSEpIIKIG Yoplaong 1)
0TOPOMOMTIKIG OEPUATITIONG, O1 OTTOiEG sivan cofapéc deppatonddeies. Qo Tpimer va
EVI|UEPDGETE APECMG TOV YLUTPO GOS EAV TOPUTPGETE OTOLAONTOTE OO GVTA T GNNELC.
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Adreg avemBOUNTES EVEPYELEG

Yuyvég avemBOunrteg evépyseieg (Umopel va emnpedoovy £wg 1 ata 10 dtopa):

. Aldppoia
. Novtia
. "Epetoc

. AioOnpo K6TmoNg

. AicOnua {aing

. [Movoképaiog

. dayovpa («kvnoudeo»)

. [Tovog ot péon, Toug LG 1 Tig apbpdoelg

. [Tovolapog

. EpvOpdtnra kot mévog 610 onpeio mov yivetor 1 éveon
. Aolpumén 61ovg TopapPiviovg KOATOUC

Oy ovyvég avemBOunTeg evépyereg (Lmopet va enmnpedoovy émg 1 ota 100 dropa):
. Odovtucég AoUDEELS

. KoAmkn poknriacikn Aoipmén

. Kotabiyn

. DOpayuévn 1 PovAwpévn pot

. Awoppayia, LOAOTEG, GKANpLVOT), TPNEO Kot oyovpa kel OTTOL yiveTal 1 éveon

. AioOnuo advvopiog

. [Ttdom Prepdpov Kot yoAdpmon Ludv oTr| o TAELPE TOV TPOGOTOV (KTOPAAVGT) TPOCOTIKOV
vevpouy N «tapdivon Bell»), mov givor cuvnBwg mapodiky

. Metafoin oty yopiaon pe epuOpodTNTO KoL VEEG LIKPES, KITPIVES 1) AEVKEG PAVKTUIVEG, LEPIKEG

(POPES GLVOSELOEVES OO TVPETO (PAVKTAVAOING Yoplaon)
. Amoploimon tov d€éppatog (AmoPoAidman dEpHaToq)
. Axpn

Yrdwies avemBounteg evépyseireg (umopel va ennpedoovy £o¢ 1 ota 1.000 dropa)

. EpvOpdmra kot 0mo@oridmon Tov 6EPLITOC GE EKTETAUEVT TTEPLOYT TOV GMOTOC, T) OTTOIN
umopei va mapovotdlel ayodpa 1 TOvo (amopoidwtikn depuatitida). [Tapduola copntdpota
OVOTTOGOOVTOL OPICUEVES POPES MG PLGIKT] LETAPBOAN GTOV TUTO TOV CLURTOUATOV TNG
yopioong (epuBpodeppkn| yopioon)

. DdAeypovi LIKPOV aplopopmv ayyeimv, 1 omoio, wwopel vo odnynoet o€ depuatikd eEavOnua pe
LIKPEG KOKKIVEG 1 LOP POVGKAAES, TUPETO N TOHVO GTIG apBpdoelg (ayyeuTion)

MoAd omavieg avemOounteg evépyeteg (umopet va emmpedoovy £mog 1 ota 10.000 dropa)

. DovokdAeg TOV SEPUATOG, OL OTTOIEG UTOPETL VAL Eivar EpLOPES, KVNOUDOELS Kot ETMOVVEG
(ITopporivymddeg TEPPLYOEDER).

. Agppotikcdg Akog 1 GUVOPOLO TPOGOUOIALoV e AVko (epubpod, ETNpUEVO POALdDOEG EAvOM L
G€ MEPLOYES TOL OEPUATOC TOV EKTIOEVTUL GTOV A0 TBUV®G pe TOVOLG OTIS apHpMGELS).

Ava@opd avemOOunTOV evepysLt@v

Edv mapotnprioete Kamoto avemBOUNTN EVEPYELN, EVILEPDOTE TOV YLUTPO 1) TOV QUPLOKOTOLO GOG.
A1 1oyt Kot Yo kéBe mBovr| avemBounTn evEpyELo TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
¥pNone. Mmopeite emiong va avapépete avemBounteg evépyeieg anevbeing, Léow Tov eBvikon
GUGTILLOTOG OVOPOPAS ToV avaypapeTot oto [apdptnua V. Méowm g avapopds avemBountov
EVEPYEIDV Umopelte va fondNoeTe 0T GLALOYY TEPIOCOTEPMV TANPOPOPLOV CYETIKA [LE TNV OCPAAELD
TOV TOPOVTOG PAPUAKOL.

5. o va puiacoete To IMULDOSA
. To IMULDOSA 130 mg mokvd StéAvpa yio Tapoaokevn SIADIOTOS TPOS £YXVOT YOPTYEiTaL GE

vocokopueio 1 KAvikn kot ot acBeveic dev ypetdletol va 1o QUAGEOLY 1} VAL TO XEPLGTOVV.
. To @dapuoko ovtd TPEMEL Vo PLAACGETOL GE UEPT) TOV OgV TO PAETOVV Kol OeV TO POAVOLY Tl
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Tod1dL.

. dvlaocoete og yoyeio (2°C-8°C). Mnv KatayOyeTe.

. Dvrdooete 10 PLOAISI0 6TO EEOTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PWG,.

. Mnyv avaxkwveite ta groiidie tov IMULDOSA. Tapoatetapévn dvvorr| avakivnon pumopei vo
TPOKOAEGEL (NULE GTO PAPLLOKO.

Na pn gpnoponoieite avtod 170 PApROKoO:

. Metd v nuepopunvio ANENC TOL AVAPEPETAL GTNV EMGTLOVGT KOl GTO KOVTL LETE TNV
«AHEZEH». H nuepounvia AMéng eivon n televtaio nUEPE TOV UNVO TTOL AVOPEPETAL EKEL.

. Edv to vyp6 elvan amoypopaticpévo, Bodo 1 av givarl opatd dAha EEva copoTidlo To omoia
alwpovvtal péca o€ avto (PA. mapdypapo 6 «Euedvion tov IMULDOSA kot mepieydpeva g
GLOKEVAGTINGY).

. Edv yvopilete, | vopilete 0T1 pmopet va et extebel oe akpaieg Oeppokpacieg (0nmg va et
kot AdBog katoyvybei 1 OepuavOet).

. Edv to mpoidv éxel avakivnbdei duvatd.

. Edv n oppayida acpoireiog Exel mopaPlactet.

To IMULDOSA eivan piog ypnoemg uovo. Kabe apaiopévo didAvpa tpog £yyvon 1 Tpoidv mov dev
£xel ypnoomombei Kot TopapuéVeL 6TO QLOAISI0 KOt T GUPLYYQ TPETEL VO, ATOPPITTETOL COLPMVA UE
T1G KATA TOMOVG 16YVOVOES GYETIKEG O1OTAEELS.

6. Mepreyépeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPies

Tl nepréyer o IMULDOSA
H dpaotikn ovsia givar 1 ovotextvovpaunn. Kabe grokidio nepiéyet 130 mg ovotektvoupapunn
o€ 26 ml.

. Ta, dAAa svotoTikd gival to dtdopkd dvatplo dhag tov EDTA (E385), n L-iotidivn, 1
VOPOYA®PIKY povobdpikn L-1otidivn, n L-pebetovivn, 1o moivcsopPikd 80 (E433), n caxyapdln
KOl TO DOWP Y10, EVESTUAL.

Epgavion tov IMULDOSA kot TEPLEYOUEVA TG GVOKELUGTOG

To IMULDOSA eivat dtowyég, dypopo oG avorytd KiTptvo TUKVO SIGALLO Y10 TUPACKELT SIOAVIATOG
Tpog £yyvon. Awotifetan o€ yapTivo Kouti Tov TepiEyel 1 epdmal 660m og yvdivo eloAido tov 30 ml.
Kabe proridro mepiéyet 130 mg ovotekvovpdunn og 26 ml Tukvod S1eADIOTOC Y10 TOPACKELN

LAV LOTOG TPOG EYYVOT).

Katoyog Adsrog Kvkiogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavia

Hopaockevaotg

Accord Healthcare Polska Sp. z.0.0.
ul. Lutomierska 50,

95-200, Pabianice, IToAwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OALavdio

INo omoladnmote TANPOPOPic GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvleite otov ToMKd avTmpdsmno Tov Katdyov g Adstoc Kukhopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/

71



NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL

Win Medica A.E.
TnA: +30 210 74 88 821

To mwapov evAlo 0dNYLOV Yp1ions avaBswpnOnke Yo televTaio popd otic {MM/EEEE}

Aemtouepeic TANPoPOpieS Yo TO QAPLOKO aVTO givol SlfEGIIES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyoaviopov ®apudkmv: https:/ www.ema.europa.eu/.
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O TAnpoopieg Tov akoAovBovv amevBivovtal Ldvo ce emayyelatieg vysiog:

Iyvniacwodtnro:

[Tpoxeévovu va BeATimbel 1 tyvnAaoLOTNTO TV BLOAOYIKOV QOPHOKEVLTIKOV TPOIOVT®V, TO OVOLLN
Kot 0 aplOUOg TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KOTAYPAPETUL LLE CAPTVELQ.

Odnyiec apaimong:

To IMULDOSA mokvo StdAvpa Y10 TopacKELT SIWADIOTOC TPOG EYYLOT TPETEL VO APOIDVETOL, VO
TPOETOALETAL KOL VO EYYEETOL OO EMAYYEALOTIO VYELOG JLE YPNOT AONTTNG TEXVIKNG.

L.

Ynoloyiote Tt 060m Kot Tov aplfud tov eloeaiov IMULDOSA mov araitovvtor fdcet Tov
Bapovg Tov acbevoic (PA. mapdypapo 3, IMivaxa 1). Kabe proridio IMULDOSA tov 26 ml
meptéyel 130 mg ovoTEKIVOLUAUT.

Amb tov aoKo £yyvong Tov 250 ml, avappopiote kot anoppiyte Evav OyKo SLOADUOTOS
yAoprovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko Tov IMULDOSA mov 6o tpootebei
(amoppiyte 26 ml yhmprodyov vatpiov yio kdbe @rorioo IMULDOSA mov omatteitar, yio 2
QoA amoppiyte 52 ml, yia 3 @loAide omoppiyte 78 ml, yio 4 raridia omoppiyte 104 ml).
Avappoonote 26 ml IMULDOSA ond ka6 proridio mov aroiteiton Kot Tpochéate 1o oTOV
aoko &yyvong tov 250 ml. O telikdc 6ykog oTov aokd Eyyvong Oa mpémet va eivan 250 ml.
Avopitte amaAd.

EAéyEte ontikd 10 apoiwpévo didAvpa Tpy and TV yxuon. Mnv 1o Xp1NCLLOTOWoETE EGV
TOPATNPTCETE ELPAVOS USPAVT] COUATIO, OTOYPOUATIOUO 1 EEVO GOUATIOW.

Eyybote 10 aparopévo didAvpa yio pia tepiodo TovAdyietov piog opoc. Metd v apaioon, n
&yyvon Ba mpémel va €xel oAokAnpmBel viog 24 wpdV amd TNV apaioTn 6ToV 0oKO £YYVOTC.
XpNOHOTOIEITE LOVO GET EYYVONG LLE EVOOUOTOUEVO, GTEIPO, UM TUPETOYOVO, YOUUNANG
TPOTEWVIKNG déopevong gidtpo (uéyebog Topwv 0,2 WIKPOUETPX).

Ka0e proridio mpoopiletar yio pio xpnom HOVO KoL TUXOV 1N ¥PNCUOTOMUEVO POPUOKEVTIKO
TPOoioV Ba TPEMEL VOl ATOPPINTETOL GCOUPOVE, LE TIG KATH TOTOVS 10YDOVGEG OYETIKEG SIUTAEELS.

doratn

Edv givon amapaitnto, to apoiopévo dtdlvpa tpog Eyyvon umopsi va datnpndel oe Bepuoxpacio
dopatiov. H éyyvon Ba mpénet va £xel olokAnpwbei evtog 24 opdv amd v apaimcn 6TovV ook
€yyvone. Mnv Katoyoyete.
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

IMULDOSA 45 mg gvéolno 01GAVIO GE TPOYEUIGUEVT] GUPLYYO.
OVGTEKIVOL LA

¥ To QAPLAKO AVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Dol eMTPEWYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPLOV acpaAelac. Mmopeite va fonbnoete péow g avapopdg mbavmv
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TopoLGLaleTe. BA. T€Aog TG mapaypdeov 4 yio Tov TpOTOo
ovaPOPEGs avemBOUNTOV EVEPYELDV.

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 00N YLAV YP1)ONG TPV UPYICETE VA YPNCLUOTOLEITE AVTO
T0 PAPUUKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC.

AvT6 T0 QUALO 00N YIAV £xEL YPOPTEL Y0 TO TPOS®TO OV Aapfdaver To pappoko. Edv gicte 0
yovéag 1| povTieTi|g 0 omoiog 0a ddosl IMULDOSA o¢ éva mandi, mapokaieiote vo drofdoste
TPOGEKTIKA QVTEG TIC TANPOPOpPIES.

- DdordEte avTd TO PUALO 0N YDV YprionG. Towg ypelaotel va to dfdcete Eavd.

- Edv éxete mepautépm amopieg, pOTNGTE TOV YLOTPO 1) TOV PAPLOKOTOLO GOG.

- H ocvvtayn yio autd 10 pappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO ODGETE TO
(AapHoKo o€ AAAOVG. Mmopel va Toug TPoKAAEGEL PAAPT, aKOUO KO OTOV TO GUUTTOUATO TG
ac0éveldc Tovg eivort 101 [ T, d1KG GO,

- Edv mopotmproete Kamoo avemOOun evEPYELD, EVIILEPDOTE TOV YLOTPO 1) TOV QUPUOKOTOLO
c0G. AVt 1oyvet kot Yo kKaBe mhovi) avemBOUNTN EVEPYELN TOV OEV OVAPEPETOL GTO TTAPOV
@OAAO 00T YLDV ¥prione. BA. mapdypago 4.

T wegpréyer o mapév eVALO 00N YLOV:

T etvon to IMULDOSA kou mota givat ) yprion tov

T pénetr va yvopilete mpv ypnoyonromoete 1o IMULDOSA
[og va ypnoponooete to IMULDOSA

[MBavég avemBounteg evépyeteg

i va pvrdcoete to IMULDOSA

[epreydpeva tng cuokevLAGIG Kot AOUTEC TANPOPOPIES

ANl o e

1. Tv givan To IMULDOSA kon ovo. givan 1) xprion tov

T eivan o IMULDOSA

To IMULDOSA mepiéyel tn 0pacTIK 00GI0 «OVGTEKIVOVUAUTT, £VO, LOVOKA®VIKO ovTicopa. Ta
UOVOKAMVIKA QVTICOUOTO EIVOL TPOTEIVEG TOL ovayvePilovy Kol GUVIEOVTOL EIOIKA |LE OPICUEVEC
TPOTEIVEG GTOV OPYAVIGUO.

To IMULDOSA avfkel 6€ o Opddo QopraKoy 1oL ovoudlovTol «0vosoKATOGTOATIKA». AVTd Ta
@apuaka dpovv eEachevdvTag LEPOS TOV AVOGOTOTIKOD GOG GUGTILLOTOC.

Iowa givar n yprion Tov IMULDOSA
To IMULDOSA ypnoyLomoteiton yio Ty ovVIHETOMTIOT TOV aKOAOVO®V PAEYHLOVOI®OV VOGHV:

. Yopiaon kotd mhdkag - oe evilikeg kot ool nAkiog 6 eTdv Kot dvo
. Yoprocikn apbpitida - og evAAKeg
. Métpla ém¢ copapn vésog tov Crohn - g evihikeg

Yopioon katd TAdKog
H yopiaon kotd mAdiog eivar pio depuatikny Tanon n omoia tpokorel pAEYUOVY TOL EMNPEALEL TO
dépua ko Ta viyo. To IMULDOSA Ba peidoet ) eAieypovi Kot AL onpeio g acBéveiog.

To IMULDOSA ypnoyomoteiton oe EVAAIKEG PE HETPLO £MC GOPOPT| YOPIaoN KOTd TAGKOC, TOL OgV
UTOPOVV VO, XPTCLOTOICOVY KuKAocmopiv, pebotpeédtn 1 potobepaneia, 1| oe TepinTTOOT TOV
aTéG ot Bepameieg oev elyav OMOTELECLLOL.
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To IMULDOSA ypnoyonoteiton o€ mondid kot epiouvg nAtkiog 6 eTdv Kot Aveo Pe LETPLO £mG
coPapn yopilaon KaTd TAAKAS, To ooia dev pumopovv va aveyBodv 1 pwtobepaneio 1 dALeC
ocvotnpotikég Oepaneieg 1 0Tav o1 Bepaneiec avTéG dev elyav amoTéLeca.

Yoprocwki) apbpitida

H yoplacikn apbpitida givar pio pAeypovmdng vocog tav aplpdcewmy, mov cuvifmg cuvodeveTal Amd
yopilaon. Eav éxete evepyn voplacikr| apBpitida Oa oag doBovv mpmta dAla edpuaxoa. Edv dev
OVTOOKPOEITE OPKETA KAAG o€ aVTA T PapLoKa, propel va cag yopnyndel to IMULDOSA wote va:
. Mewwoet Ta onpeio Kot T0 GUUTTOUATO THS VOGOV GOC.

. Beltihoel T ootk Gog AEITOVPYIKOTNTA.

. EmBpadiver tn AN otig opbpmdoelc cog.

Noé6cog Tov Crohn

H véc0o¢ tov Crohn givar pio pAeypuovmodng vocog tov evtépov. Edv £yete voco tov Crohn, Oa cag
80000V TpdTa A appaka. Edv dev avtamokpifeite apketd Kodd 1 ebv £yete dvoaveéio oe avTA TA
papuaka, propet va cag 600si IMULDOSA yuo ) peioon Tov onpeiov Kot GOUTTOUATOV TNG VOGO
GO,

2. T npéner vo yvopilete mpiv ypnoyponomcetre o IMULDOSA

Mnyv ypnoiponounicete To IMULDOSA

. Y& TEPITTMOT 0ALEPYIOG TN OVGTEKIVOVRANTTY 1) GE OTOLOONTOTE AALO OTO TO GLGTATIK
QVTOV TOV PAPUAKOL (CVOPEPOVTOL GTNV TOPAypapo 6).
. Edv &xete evepyn Aoipoén mov o y1atpog 6ag moTevEL OTL vl GNULOVTIKY.

Edv dev elote oiyovpot av 1oyhel 0TO0ONTOTE OO T TOPATAV® Y10 EGAG, MANGTE LE TOV Y1ATPO 1) TOV
pappokonmold cog mpv ypnoonomoete 1o IMULDOSA.

[ pocdomounjosis ko TPoPLAGEES

AmevBuvbheite 6ToV YioTpo 1} TOV PapUaKoTold cag Tp ypnoiponomoete 1o IMULDOSA. O yiatpdc
cog 0o eréyEel OGO KOAA giote TPV amd kdOe Oepamneio. Befaimbeite 61 evnuepdoote Tov yloTpod
G0G Y10 omoladnmote achévela Tapovoldlete mpv amd tnv kabe Oepamneia. Eniong evnuepoote tov
YwTpo 60g GV Exete £pOel TPOGPATA GE EMAPT] [LE OTOLOONTOTE ATOUO TOV UITOPEL VO EYEL PLULOTIOON.
O yiatpdc oag B cag e€etdoet Yo pupatioon kot Oo tpaypatonomoet pio eEEtacn yio vo det Edv
éxete pupatioon npv mhpete 1o IMULDOSA. Edv o yiotpdc oog motevet 0Tt Stotpeyete Kivouvo
eupotioong, propel va oag yopnyndel Bepaneia yio TV aVTLLETOTION TNG.

IIpocéite Yo coPapéc avemOounteg evépysieg

To IMULDOSA propei va tpokaiécetl coPapég avemBOounteg evepyeles, CLUTEPIAAUPOVOUEV®V
aAAEPYIKAV avTIdpdoemv Kot Aotunéemv. [pénet vo mpocéyete yio optopéva onueio 1] GOUTTOUOTO,
ac0évelog evo maipvete o IMULDOSA. BA. «Zofapéc avembounteg evépyelecy oty moapdypago 4
Y0 TATPT KATAAOYO QUTAOV TOV AVETIHOUNTOV EVEPYELDV.

pr ypnoponoujoete T0 IMULDOSA evpepamoTe TOV Y10.TPO GOG:

Eav giyate moté arrepykn avtiopaocn eto IMULDOSA. Potote tov y10Tpd Gog av dgv
elote BéParot.

. Eav giyate moté 0m010v01)T0TE TOTO KOPKIVOL — EMELON TO OVOCOKOTAGTOATIKG OTTMG TO
IMULDOSA g&ac0gvoldv HéEPOC TOV OVOGOTOINTIKOD GUGTHUATOS. AVTO Umopel vo avéNcel Tov
kivduvo yia Kapkivo.

. Edv &yete Mafer Oepoameia Yo TV yopioon pe aGilo Proroyikd eappoka (éve @éppaxo mwov
mapdayeTor oo pio ovoio froroyikig TPoéievong Kol cuviOm yopnyeiton pe éveon) — o
Kivduvog Yo kapkivo pmopet va givar vymAidtepog.

. Edv &yete f giyote npdcs@ata Loipwen.

. Eav éyete véeg ] perafarriopeveg Prapes péca otig meployég mov Thoyovy and ywpiaon 1 6To
QLGLOA0YIKO dépLa.

. Edv naipvere kamowa aiin Ogpancia yro TNV yopioasn kKavn TNy yoprlaciki apdpitidoa —
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OT®G KATO10 AAAO 0VOCOKATAGTOATIKO 1) pmToBepamein (OTAV TO SO G0 VTOPAAAETAL GE
Bepamncio pe Eva g1dog veprdoove (UV) pmtog). Avtég ot Bepameiec pmopodv emiong va
e€aobeviioouy HEPOC TOL BVOGOTONTIKOL GO GLOTHLOTOC. H Tautdypovn xpromn avtdv tov
Bepaneiwv pe 1o IMULDOSA dev éxet peretnei. Qotdco eivar mbavo va avénoet tyv
mOavotTo acBeveldv mov oyetiCovian e acBeVESTEPO AVOGOTONTIKO GUGTILLOL.

. Edv Aappavere | Mafate oto mapehBov evéseig yio T Ospaneia airepyr@v — dev elvar
yvootd ebv to IMULDOSA pmopel va tig ennpedoet.
. Edav n nlkio cog givar dvo Tov 65 e1dv — pumopei va givar o mbavo va nabete AoludEeis.

Edv dev elote oiyovpot av 1oyHEL 0OTOL0ONTOTE OO T TOPATAV® Y10 GG, MANGTE LE TOV Y1UTPO 1) TOV
pappokomold cog mpy ypnoonomoete 1o IMULDOSA.

Opiopévor aoBeveic mapovciocay avIdpAcES TPOoOHO1ALoVoES e AVKO, CUUTEPIAAUPAVOUEVOL
SEPUATIKOD AVKOL 1) GUVIPOUOV TPOGOUOALOVTOG Le ADKO KOTA TN dtdpkela TG Ogpameiog e
ovotekvovpaun. Evnuepmote apéomg Tov yiotpod cog edv speoavicete Eva gpudpd, exnpuévo,
POMOMOEG eEAVON AL LePIKEG POPEG LE TILO OKOVPO TTEPTYPOALLLLD, OE TEPLOYEG TOV OEPHOTOG TTOL
ektifevtot oTov A0 N pe TOVous oTic apbpaacerc.

Kapowkn tpooforn kot ayyslokd eykepalkd enercoono,

Kapdroxn mpocPfoin Kot ayyelokd eyKepaikd enelcdowa xovv mapatnpndel oe pio perétn oe
acOeveic pe yopiaon wov Ehafav Oepameia pe ovotekvovudumn. O yiatpog oag 0o eAEYYEL TAKTIKG
TOVG TOPAYOVTEC KIVOHVOL GOG Y10 KOPSaKT VOGO Kol 0y YELKO EYKEPUAIKO ETEIGODI0 TPOKEWEVOL VOl
drtaoeoriletl 0Tt avtipetonifovral KatdAAnAn. Avalntote apéons wtpikn fonbela edv mapovciicete
ndvo oto othfoc, advvapic 1 U PLGIOAOYIKY| aicBnom ot pio TAgvpd Tov COUATOG OGS, TapdAvoN
TPOCHOTOV, N AVOUAAIEG GTOV AOYO 1) TNV OpaGT).

Howod xon £pnpor

To IMULDOSA dev cuvictdTol yio ¥p1iion o€ Toidld KT TV 6 TV e ympioon 1 yio yp1on o
OO0 KGTO TV 18 gtV pe yoplootkn apbpitida kot voco tov Crohn emgion dev Exel pehetn el og
oTH TNV NAKLOKT OpddaL.

Al @appoxa, epfoita ko IMULDOSA
Evnuepdote tov yrotpd 1 TOV GOpUOKOTOL0 GOg:

. Edv maipvete, £xete mpdopaTa TAPEL 1] LTOPEL VO TAPETE GALD PAPLLOKCL.

. Edv xévate mpocearto 1 Tpoketol va kavete epuPforto. Opiouévorl Tomot epforimv (epuforta
{ovtov pkpoopyavicp®yv) dgv mpénel vo xopnyovviot evad ypnotponoteite to IMULDOSA.

. Edév AdPate IMULDOSA gvocm fioaotav £YKVoG, EVILEPDGTE TOV Y1UTPO TOV LMPOV GOG

oyetika pe tn Oepaneio cog pe o IMULDOSA mpwv to popd cag Adfet omorodnmote gpPoro,
coumepthappavouévav tav (oviav eupforinyv, onng eivat To eppoéio BCG (tov
¥pnoomoteital ylo Tnv Tpdinym g evpatioong). Ta (dvta eufoiio 0ev GuVIGTAOVTAL Y10 TO
UOPO 00G KOTA TOVG TPMTOVS dMOEKM UNVEG MeTd T Yévvnon v AdPate IMULDOSA xotd ™
SLAPKELD TNG EYKLUOGVVNG, EKTOG EAV O YIOTPOC TOL LMOPOV GOG GUGTNOEL KATL SOPOPETIKO.

Kinon ko Oniaopog

. Edv giote éyxvog, vopilete 6T pmopel va elote £ykvog 1} oxedlaleTe Vo AmOKTNGETE OO,
{nthote T GLUBOLAN TOL YIITPOV GOC TPV TAPETE QLTO TO PAPLOKO.

. Agv &yel mopatnpn el vYMAGTEPOG KIVOLVOG YEVETIKDV OVOLOAIDY GE HOPE TOL EKTEOT KOV
evoountpla oto IMULDOSA. Qot6c0, viapyel meplopiopévn eumetpio pe to IMULDOSA og
€ykveg yovaikeg. Eropévac, eivon mpotipdtepo va aropgvyetal 1 ypnomn tov IMULDOSA oty
€YKOHOGUV).

. Edv eiote yovaika og avamopaymyk nAkie, cuvieTdtot vo amopUYETe va PEIVETE £YKVOG Kot
TPETEL VO, YPTCULOTOIEITE OMOTEAEGUATIKT] OVTIGVAANYT VOGS ypnoiponoteite to IMULDOSA
Kot yuo TovAdyotov 15 efdopddeg petd v tekevtaia Oepaneio pe IMULDOSA.

. To IMULDOSA pmopet va tepdioet Héca amd Tov TAAKOOVTO Kol VO PTAGEL GTO AYEVVITO LMPO.
Edv AdPoate IMULDOSA katd ) d1dpKeLo TG EYKVUOCHVIG GOG, TO PO GO UTOPEL va
SloTpéyel LEYOADTEPO KivOUVO Y10 TNV EUPAVIOT AOTUWOENG.

. Eilvat onuoavtikd va evpepdoete Toug yotpohs Tov Lmpol Gag Kot TOLG GAAOVG ETayYEALOTIES
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vyelag edv AdPate IMULDOSA katd T S1dpKeLa TG EYKVHOGVUVIG GOC, TPV TO LOPO AdPet
omotodnote epPoro. Ta {ovta epforia 6mwg eivar to epPforto BCG (mov ypnoyomroteiton yio
TNV TPOANYT] TNG QLHOTIMONC) OEV GUVIGTMOVTOL Y10, TO HOPO GOG KOTA TOVG TPAOTOVS ODIEKO
unveg petd ) yévvnon edv AdPate IMULDOSA katd tn didpkela TG €YKVUOGOVIG, EKTOG EQV
0 Y10Tpdg TOL PHOPOV GOC GVOTNOEL KATL SLOPOPETIKO.

. H ovotekvoopdunn propei va nepdoel 6to unTptkd Yoo o€ moAd PKPEG TOCOTNTES.
Evnuepaote tov yrotpd cog edv Onralete | oxedualete va Onidoete. Eoeic kot o yrotpdg cog Oa
TPENEL VO, amoPacicete av Oo mpénel va Onrdcete 1 av Ba ypnoyomotioete to IMULDOSA -
UMV KAVETE KOt T0 OVO TAVTOYPOVOL.

0oMnynon Ko XEPIGUOS POV RATOV
To IMULDOSA dev €yel kapio 1| (€L ACUAVTH EXIOPACT) GTNV IKAVOTNTO 00T YNONG KOl EPICUOD

punyovnudtoy.

To IMULDOSA nepiéyer molvoopfiko

To IMULDOSA mepiéyet 0,02 mg roivcopPikod 80 (E433)ce ke povada 66omg, To omoio
oodvvapel pe 0,04 mg/ml.

To moAvcopPikd uropei va Tpokarécovy aAlepyikéc avTdpaoels. Evnuepoote tov yrotpd cag eav
€YETE YVOOTEG OAAEPYiEC.

3. [ ag va ypnoporomoeste To IMULDOSA

To IMULDOSA gvdeikvutot yia xpnon vzo v kafodrynon Ko tnv enipreyn yutpod Le gpnepio
GTNV OVTIHETMOTION TOV KOTAGTAGE®V Y10 T1G omoieg mpoopileton to IMULDOSA.

[Tévtote va YpNOOTOLEITE TO PAPHOKO AVTO OVOTNPA COLPMOVA LE TIC 0OTYIES TOL YlTPOL Goc. Edv
€xete auePoirisg, potnote Tov YoTpd oag. MIAMAGTE UE TOV YIUTPO GOG GYETIKG (e TO TOTE OOl KAVETE
TIG EVEGELG GO KOL Y10 TO povTEPOD TapakoAovOnong g mopeiag cag.

I6co IMULDOSA yopnyeiton
O yatpoc oag Ba amopacicel moco IMULDOSA ypeidletal va AaPete Kot Yo 1OGO SAGTNUa.

Evijlikeg nhkiog 18 etav 1 avo

‘I’mpwon 1M ‘I’mpwcuﬂ] ApBpitoa
H cvvictdpevn apykn| d6on eivan 45 mg IMULDOSA. Ot acBgveig mov {uyilovv mepiocdtepa
a6 100 yuoypappa (kg) propetl va Egxviioovy pe pia d6om tov 90 mg avti yio 45 mg.

. Metd v apyikn 66om, Oa ndpete TV enduevn 8001 o€ 4 efSOUAdES Kot LETH KAOE
12 gBdouddec. O emaxodOrlovbec doaelg eivar cuviBmg 1d1€g Le TV apyikn| doom).

Nooog Tov Crohn

. Y1 ddpketa g Bepomeiog, 1 Tpmtn 060N mepimov 6 mg/kg IMULDOSA Oa yopnynei amd
Tov y1Tpd oag oTdydnV o€ o eAEPa tov Ppayiovd cog (evooeAéPia £yyvon). Metd tn 66om
évapéng, Oa AdPete v endpevn doon IMULDOSA tov 90 mg petd ond 8 efdopddeg kot ot
cuvéyela kdbe 12 efdouddeg péow Eveong KATm amd To dEPUO. («VTOd0PIMSY).

. Y& oplopévoug acbevelg, Letd v TpdT £veon KAT® and To dépua, Ta 90 mg IMULDOSA
pmopet va yopnynBovv kébe 8 efdopndadec. O yatpog cag Bo amopacicel mote Ba Tpémel va
AGPete v enduevn do6oN oag.

Howowd kon £épnpor nikiog 6 eT@v 1 Gve

Yopioon

. O y1atpdc Bo vroAoyicet TNV KATAAANAN dOGN Yo €6GG, GUUTEPIAAUPAVOUEVTG TG TTOCOTITOG
(6yxov) oo IMULDOSA mov Ba mpénet va evebel yia va dmacet T cmotn 660o1. H cmwotn d6on
Yl €6GG £EAPTATOAL OO TO COUATIKO GOG PAPOg KATA TN XOPTYNOT TG EKAGTOTE OAGTG.

. Edv Quyilete Myotepo amod 60 kg, dev vdpyel docoroyikn popen| yio. to IMULDOSA yia
7ao1d Bapovg pikpotepov Tv 60 kg, cuvendmg Oa TpEmel va ¥pNGLOTOI0VVTOL GAAL TPOTOVTA
OVLGTEKIVOVLALTY.
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. Edv Quyilete 60 kg émg 100 kg, n cuvietduevn doon givan 45 mg IMULDOSA.

. Edv Quyilete mavo arnd 100 kg, n cuvietdpevn 6o givar 90 mg IMULDOSA.

. Metd v apyikn 06om, Oa Aapete tnv endpevn d6om 4 eBOOUAdESG apyOTEPO., KOl GTN GUVEXELD
KkéOe 12 efdopddec.

l'l(ng yopnyeitan o IMULDOSA
To IMULDOSA yopnyeiton g £€veon KATm amd o dEpUa («0TodopLay). TNy Evapén g
Bepameiog 6oG, UTopEl TO 1TPIKO 1] VOGAEVTIKO TPOCHTIKO VO XOPNYNOEL LE £VECT TO
IMULDOSA.

. Q01660, £0€1G KO O YIOTPOG UG UTOPEL VO ATOPUCICETE OTL UTOPEITE VO KAVETE Ot 1d101 TNV
éveon tov IMULDOSA otov gavtd cag. Xe authyv Ty mepintwon, o exnaidevteite yio tov
Tpomo mov Oa kavete v éveon tov IMULDOSA otov g0vtd cog.

. INa tic 00 yieg Yo to s va kdvete v éveor tov IMULDOSA, BA. «Odnyieg yopnynomng» oto
TEAOG 0TOV TOL PVALOL 00T YLDV,

MUMGTE UE TOV Y10TPO GOG OV EYETE OTOIECONTOTE UMOPIES GYETIKA LLE TN YOPNYNON TNG £VEGNG GTOV

€0VTO 600G,

Edv ypnowpomomosete peyorvtepn 006on IMULDOSA o6 TV KOVOVIKY)
Edv ypnowwonomacarte | cag yoprynoav wdpo modd IMULDOSA, wAnote apéomg pe Evay yiotpd i
papuokomold. Na &xete mavta 1o eEmTeptkd Kovti Tov gapudkov poli oag, akdpo Kt av givol adto.

Eav Eeyaoete va ypnoiponomoeete To IMULDOSA
Edv Eeydoate pia 6661, ETKOIVOVACTE [E TOV YITPO 1) TOV POPLOKOTOL0 GaG. MnVv TAPETE OITAN
3001 Yo va avamAnpadoeTe T d0om mov Eeydoarte.

Edv otapatiosre va ypnopomrorcite to IMULDOSA

Agv glvan emkivduvo va otapatnoete va ypnotponoteite to IMULDOSA. Qotdc0, edv 0TANOTNOETE,
UTOPEL VO ETAVELPAVIGTOVV TO, COUTTOUATA coc. Edv €yete mTep1ocoTEPES EPOTNCELS GYETIKA LLE TN
XPNON ALTOV TOL PAPUAKOV, POTAOTE TOV YWTPO 1} TOV GUPUAKOTOL0 GO,

4, IMBavéic avemBounTeg evépyereg

Onwg 6Aa ta papuoka, £TGL KOl 0VTO TO GAPLOKO UITopel Vo TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot 6gv TOPoVG1alovTal 6€ OAOVG TOVG AVOPMOTOLG,.

YoPapég avemOopnteg evépyereg
Opiopévol acbeveig umopel va Exovv coPapéc avemBounTteg EVEPYELEC TOV UITOPEL VOl YPELGTOVV
eneiyovoa Oepamneio.

Addepyikég avTIOPAOELS — PUTOPEL VA Y PELaoTOVV eneiyovoa Ogpareio. Evnuepdote tov yiatpo
oug 1 avalntiote exeiyovoa 1oTPLKi] Po10sia apécms GV TOPATNPNGETE 0TOLOTOTE O.TTO TO,
akorovOa onpeia.
. Ot coPapéc arrepykég avtidpacelg («avapuiadion) etvatl oravieg oo dropa Tov Taipvouy
IMULDOSA (pmopei va emnpedoovv €éo¢ 1 ota 1.000 dropa). Ta onueio meprrappdavouv:
o dVoKOAiD GTNV AVOTVOT 1 TNV KOTATOGN
o YOUNAT apTNPLoKY| Tieon, mov umopel va tpokorécet (AAn
o TPNEWO GTO TPOGMTO, TA YEIAT], TO GTOLA 1) TO AUUO.
. To ovyva onueio aALePYIKNG avTiopaong TEPIAAUPAVOVY depUaTIKO e£AvON U Kot kVIdmon
(nmopel va emnpedoovv £o¢ 1 ota 100 dtopa).

2g OMAVIEG TEPIMTMOGELS, TVEVHOVIKES CAAEPYIKEG OVTIOPAGELS KOL QAEYOVI] TOV TVEDUOVA. £)0VV
avopepBei og acBeveig mov Aappfavovv ovotekivovpaunn. Evipepaote apéomg Tov yiatpo cog

€0V TAPOVOLAGETE COUTTONOTA OTOS P10, SVGTVOLL KOl TVPETO.

Edv eppavicete coPapr oddepykn avtidopaot, 0 yloTpog Gog UTopel Vo amopacicel 0Tl Ogv TPEMEL Va
ypnowonomoete Eavd 1o IMULDOSA.
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Aopuderg — propel va ypetactodv enciyovcsa Oeparcio. Evnpepoote apécms Tov Y10Tpo cag edv
TOPUTNPNGETE 0TOL0ONTOTE 0T6O TA aKOAOVO onpeia.

. Eivar cuyvég ot AomEetg g puTng 1 Tov Adtod Kot to Kowvd KpuoAdynua (Umopet va
emmpedoovy émg 1 ota 10 dropa)

. O1 Mopméerg tov Bopaka dev gival cuyvég (Umopet va ennpedoovy éoc 1 ota 100 dtopa)

. O1 pAeYUOVEG TOL 16TOD KATM a6 TO dEPH («KVTTAPITIONN) eV givarl cuyvEg (Umopel va
emnpedoovy émg 1 ota 100 dropa)

. O épmnc Lowotp (éva €idog enddvuvoL eEavONLOTOC e PLGOAIDES) dev glval cuyvag (umopel va

emnpedoet £o¢ 1 ota 100 dropa)

To IMULDOSA pmopet va 6ag KataoToel MydTePO 1kavoUs Vo KatomoAepunoete Aoméels. Kdmoteg
rowméelg Bo pmopovoay va yivouv coPapég kat umopet vo tepAapPavouy AOUMEELG TTOV
TPOKAAOVVTOL atd 100¢, poKkNTeg, faxthiplo. (cupmeptiopufavouévne g QLLOTIOONC), 1| TAPdcLTo,
CLUTEPILOUPAVOUEVDY AOUDEEMY TTOV KVPImG Tapovctalovial o ovOpdmovg pe eEacbevnuévo
OVOGOTOINTIKO GUGTNHO (EvKaplokEG AOUDEELS). Eukaiplarég AotuméEelg Tov eykepaiov
(eykepaAitida, pnviyyitida), TV TVELHOVAOVY Kol TOL opBaApov Exovv avapepbel og acbeveig Tov
Aappdvovv Bepameio Pe OVGTEKIVOVUAUTT).

[Ipéner va mpoocéyete ya onpeio Aoipwéng evd ypnoponoteite to IMULDOSA. Avtd nepihappdvouy:

. TVPETO, GLUTTMUATO TOV HOLALOVY WE YPITT), VOKTEPIVEC EPLOPADCELS, UTOAEL PAPOVE
. aicOnon kdémwong 1 Aayaviacuo, Pyoc Tov dgv TEPVA

. Bepuo, KOKKIVO dEPUA TOV TOVAEL, 1 EMMOVVO EAVON UL 6TO dEppa e PLCOAIDES

. aicOnpo kavoov KaTd TNV oVLPN O

. duappota

. OTLTIKY OlTOPOYN M ATTOAELD OPAONG

. KePaAaAyla, ovyevikn ovokapyia, evacnocio 6to Pmg, vavtia 1 cOYYVOT).

Evnuepoote apéome tov y1otpo Gag Qv TapaTnPiGETE 0TOL0ONTOTE amd 0T Ta onueia Aoiuwméng.
Avtd pumopei va givar onueio Lopndcemv, Ommg AopmEewy Tov Bdpaka, AOUOEE®Y TOL dEPUATOC,
épmnta (OoTpa, 1| EVKOIPLOKES AOUMEELS TOL B uTOpOovGAY Vo £X0VV GOPAPES EMUTAOKEC,
Evnuepaoote tov ylotpd cog eGv £xeTe 0mo100NTOTE £100¢ AOTUMOENG TOVL dEV TEPVA 1 ETOVEPYETAL
ouvey®s. O y1atpdc oag umopel va amopacioet 0Tt dev Ba tpénet va ypnooromicete IMULDOSA
péypt va mepdoet n Aoipwén. Eniong evnuepdote tov y10tpd oog eqv EYETE AVOIKTEG TANYEG T
TpovpoTe, Kadmg umropel va poAvvooiv.

ATo@oALId®ON dEPRATOS — ADENGT TS EPLOPOTNTUG KL TI|S ATTOPOLIOMGTS TOV OEPRATOS GE
EKTETAPEVT] TEPLOYN TOV CAOUATOS EVOEYETAL VU EIVUL CUUTTAONATO EPVOPOIEPIIKIG YOpiaonc 1
UTOPOMIMTIKING 0EPRATITIONG, OL 0TToigg eivan cofapés deppotondderes. Oa mpémer va
EVI|LEPDGETE OPECAG TOV YLATPO GOG EAV TOPOTIPNCETE OTOLAONTOTE A0 AVTE TA oNpEia.

Addeg avemOBOUNTES EVEPYELES

Yuyvég avemBOunteg evépyseieg (Umopel va ennpedoovy £wg 1 ota 10 dropa):

. Aldppora
. Novtia
. "Epetog

. AioOnpo KOTmong

. AioOnpo Laing

. [Tovoképaiog

. Dayovpa («Kvnopocy)

. [16vog ot péo, Tovg Hog 1 Tig apbpdoelg

. [Hovérarpog

. EpvBpoétnrta ko mdévog oto onueio mwov yiveror n éveon
. Aolpwén tov Tapappiviov KOAT®V
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'Oy ovyvég avemBOUNTES EVEPYELES (UTopel va emnpedcovy €mg 1 ota 100 dtopa):
. OdovTiKég AOUMOEELG

. KoAmun poknriocikn Aoipmén

. Koatdfiym

. Opaypévn 1 PovAopévn potn

. Awoppayia, LOA®TEG, GKANPLVOT|, TPAELLO KOl poryovpo. EKEL OOV YiveTar 1) éveon).

. AloOnpo advvopiog

. [Ttdomn Prepdpov Kot YoAGp®moN LO®V 6T1| Hio TAEVPA TOV TPOGMTOV (KTOPAAVGT) TPOCOTIKOD
vevpouy 1N «apdivon Belly), mov gival cuviBwg mapodkn

. Metafoin oty yopioomn pe epuOpoTnTa KoL VEEG LIKPES, KITPIVEG 1 AEVKEG PAVKTUIVEG, LEPIKEG

(POPEC GLVOSEVLOUEVEC OO TVPETO (PAVKTUVOING YopiaoT)

. Amoploimon tov dépuatog (AmoPoAidmon dEPUATOC)

- Axd

Yravieg avemBounTeg evépyereg (Umopet va emnpedoovy émg 1 ota 1.000 dropa)

. EpuBpotnra kot amo@oridwon tov dEPUATOG GE EKTETALEVT] TTEPLOYT TOV CAOUATOC, 1) OTToin
pmopet va mapovctalet eayovpa 1 TOvo (amopoidmTikn deppatitida). [lapopola cuprtdpota
AVOITOOOOVTOL OPICUEVEC POPEC MG PLGIKT| LETOPOAN GTOV TOTO TOV CLUTTOUATOV TNG
yopiaong (epudpodepikn yopioocn)

. Dleypovi LIKPAV aplopopmv ayyeimv, 1 ontoio pmopel vo 0dnynoet o depuatikod eEavOnua pe
UIKPEG KOKKIVEG 1 LOP POVGKAAEC, TVPETO 1 TOVO GTIG APOPOGELS (oY YEUTION)

oAb omavieg avemBounTeg evépyereg (umopet va emmpedoovy émg 1 ota 10.000 dropa)

. DovokdAeg Tov dEPUATOG, O1 OTTOlEG UTOPEl va eivar epuBpéc, KVNOUMOELS Kot ETMOVVEG
(IToppolvymdeg TEUPTYOEIDES).

. Agppoticdg Akog 1] cuVOpopo mposopotdlov pe Aoko (epuBpd, emnpuévo PoAldddeg eEavinua
G€ MEPLOYES TOL OEPUATOG OV KTIBEVTAL GTOV A0 TBUV®G e TOVOLG OTIS apHpMGELS).

Ava@opd avemOOunTOV gvepyst@v

Edv mapatnpnoete kKamowo avemBOUnTn evEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUOKOTOLO GO,
Av16 1oyt Kot Yo kéBe mBovr| avemBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV GUAAO 0INYIDV
yphonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow Tov efvikod
GUGTNUOTOG OVOPOPAS TOV ovaypapeTon oto [apdpnua V. Méow g avaeopds avembountwoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEPOV TANPOPOPIDY GYETIKA LUE TNV OCPIAELL
TOL TAPOVTOC PAPLLAKOV.

5. og va puiaccete To IMULDOSA

. To @dapuako ovTd TPETEL Vo PLAAGGETOL GE UEPT) TOV OgV TO PAETOVV Kol OgV TO POAVOLY Ta
Tod1a.

. dvlacocete og yoyeio (2°C-8°C). Mnv KatayOyeTe.

. DVAACOETE TNV TPOYEUICUEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,

. Epdoov anarteitor, pepovopéves tpoyepicuéveg ovptyyeg IMULDOSA pmopovv emiong va
pvAaccovtal o€ Oepuokpacio dwpatiov Emg 30°C yio pio uéylotn uepovouévn tepiodo mg
30 nuépec, 61O OPYIKO KOLTI Yiava TPOSTATELOVTAL and TO PM¢. Kataypdyte Trv nuepounvio
KaTd TNV 0moia 1 TPOYEUSUEVN cVPLYYa BYNKeE 0l TO YuYeio yio TPATN POPA Kot TNV
nuepounvio amdpPIYNG GTO YOPO TOV TOPEYXETAL 6TO eE®TEPKO KouTi. H nuepounvia
amoppY”Ng Oev TPEMEL va vITepPaivel TNV apytkn nuepounvia AMMEng mov gival Tvrouévn 6To
xovuti. Ao ) otryun mov pio cvptyya £xetl amodnkevbel oe Beppokpacio dopatiov (éwg 30°C),
dev Ba mpénet va emavatonofeteiton oto Youyeio. Amoppilyte T GUPLYYd €QvV deV ExEL
ypnoomon el evtog 30 nuepdv and v amodnkevon oe Oeppokpacio dopatiov | Emg v
apyK nuepounvia AnEng, 6moto etvar vaopitepa.

. Mnv avakwveite Tig mpoyepicopéveg ouptyyes tov IMULDOSA. Toapatetapévn dvvarn
avakivnon propei vo Tpokaiécsel (Nuid 6To QAPLLOKO.
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Na pn ypnoponoleite avté To QapproKo:

. Metd v nuepopunvio AENC TOL AVAQEPETAL GTNV EMGTLOVOT KOl GTO KOVTL LETE TNV
«AHZEH». H nuepounvio Anéng eivor n tedevtaio nUEPE TOV UNVOL TTOL OVOPEPETAL EKEL.

. Ed&v 10 vypo givon amoypopaticpévo, BoAo 1 av eivar opatd dAia EEva cwopotiotn To omoio
awwpovvtal pésa o avtd (PA. mapdypapo 6 «Epedvion tovo IMULDOSA kat meplexdpeva e
CLOKEVAGIOGY).

. Edv yvopilete, 1 vopilete 0T1 pmopei va €xet extebel oe akpaieg Oeppokpacieg (0nmg va €xel
kot AdOog katoyvydei 1 OepuavOet).

. Edv to mpoidv éxel avakivndei duvartd.

To IMULDOSA eivau piog ypnoemg uévo. Ipoiov mov dev £xel ypnopomomei kot mopapével 6t
GUpLyyo TPEMEL VO amoppinteTal. Mnv TeTdTe PAPUAKO GTO VEPO TNG ATOYETEVGNE 1) OTO OTKLOK(L
amoppippate. Potiote Tov poprakonold cog yio T0 TdG Vo TETAEETE TA QAPLLOKO TTOV OEV
ypnoponoteite wa. Avtd ta pétpa 0o fondncovy oty npoctacic tov mePPaALovToC.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T epréyer to IMULDOSA

. H dpaotikn ovoia givar | ovatekvovpdumnn. Kabe mpoyepucuévn oopryya mepiéyet 45 mg
ovotekvovudunn o€ 0,5 ml.

. Ta dAAo cvototikd gival n L-1otidivn, 1 vdpoyrmpikn povoddpikn L-16Tidivn, 10 tolvcopPikd

80 (E433), n caxyapdln Kot to VOmp yio EVECILLA.

Epg@avien tov IMULDOSA kot TEPLEYOUEVA TG GVOKELUGTOG

To IMULDOSA givar dypopo o¢ eEAappdS Kitptvo Kot S1oyEG g eAappads pdilov didivpa.
AwrtiBetan o€ yapTvo kovtl mov meprexet 1 epdmal doon og yudAivn Tpoyepoévn cuptyya tov 1 ml.
Ka0e mpoyepucuévn oopryya mepiéyet 45 mg ovotekvovudunn o€ 0,5 ml evéoipov Stodduatog.

Kéroyog Adcrog Kvkhopopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavia

Hopookevactiig

Accord Healthcare Polska Sp. z.0.0.
ul. Lutomierska 50,

95-200, Pabianice,

[Molwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht,
OAhavdia

[Ma omolad”moTe TANPOEOPIia GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov ToMKd aviumpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL
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Win Medica A.E.
TnA: +30 210 74 88 821

To mwapov vAlo 00NYLOV YprioNs avaBespOnke Yo TeELEvTOi Popd oTic {MM/EEEE}.

Aentopepeic mAnpogopiec o 1o appako avtd gival dabéoipeg 01o dikTLaKd TOTO TOLV Evpomaikol
Opyaviopov @apudrmv: https:// www.ema.europa.eu/.

82



Odnyieg yopnynong

Yy évapén g Bepaneiag, o emayyeipatiog vyelag Oa cog fondnoet pe v TpMTN Gog £veon.

Q61000, £0€lg Kot 0 Y10TPOS GO UTOPEL VO ATOQAGIGETE OTL LTOPEITE VA, KAVETE 01 10101 TNV £VEGT] TOL

IMULDOSA otov gonto cog. Av oupfet avto, Ba ekmondevteite yuo Tov TpOTO TOL yivetar 1 éveon

tov IMULDOSA. MiAfoTe pe TOV Y10TpO GOG OV EYETE OTOIEGONTOTE UMOPIES OYETIKA LLE TN XOPNYNON

NG £VEOTG GTOV EAVTO GOC.

. Mnv avapryvoete to IMULDOSA pe dAla vypd yio éveon

. Mnyv avakwveite Tig Tpoyepopéveg ovupryyeg tov IMULDOSA. O Adyog gival 6t 1) duvotn
avakivnon propet vo mpokaAésel (nud 6to eappako. Mn ¥pnoILOTOMNGETE TO PAPLOKO ECV
&xel avakwnOel dSuvatd.

H Ewova 1 deiyvel mig givan | mpoyepicpévn oopryyo.

EAATHPIO
NPOETASIAS
MTEPYTIA AZPAAEIAZ
NPOETATEYTIKOY
BEAONAZ IOMA  ETIKETA KAAYMMA BEAONHZ
b= N L]
o B =
EMBOAGY
2 I Y — BEAONH
EMBOAO EENIGANEIES
ATKIZTPA ABAKTYAQN
ENEPMOMOIHZHE
NPOZTATEYTIKOY
BEAONHZ
Ewova 1

1. EA¢yEte TOv aplOpd TOV TPOYEMOREVAOV GUPLYYAV KOl TPOETOIRNAGTE TA VMKAE:

[Ipogtowacia yio T ¥p1oN TNG TPOYEUGUEVIS GUPLYYOS

. Bydite tv(tig) mpoyeepévn(eg) cvpryyo(ec) amd to Wyoyeio. AQNOTE TNV TPOYELGUET
ovpLYYD Vo PEVEL EKTOG KOVTLOV Y10 TEPITOV (oT dpa. Avtd Ba emTpéyel 6To VYPO Vo PTACEL
o€ ua evydprotn Beppoxpacio yio v éveon (Beppokpacio teptBdiiovtog). Mnv apaipeite 1o
KAV TNG PEAOVIG TS GVPLYYOG EVOD TNV OPNVETE VO, PTAGEL e Beppokpacio TepfariovToc.

. Kpatnote v apoyeicuévn cuptyya oo T0 GO TNG GUPLYYAS UE TNV KAOALUUEVN PEAOVI va
Oelyvel TPOG oL TAV®

. Mnv Vv KpaTGETE Amd TNV KEQPUAT TOV UPOAOL, TO EUPOAO, TO, TTEPVYLN TPOCTUCING TNG
Bedovng 1 to KaAvpua TG feAovg

. Mnv tpapn&ete Tpog ta micw 10 EPPOAO GE OTOONTOTE GTLYUN

. Mnv a@aipécete 10 KOAVPUO TNG PEAOVNG OO TNV TPOYELGUEVT GUPLYYO. UEYPL VO Gag O0Bel 1
odnyia va, To KAVETE

. Mnv axovumdte To dyKioTpo EVEPYOTOINGNG TPOGTATEVTIKOD BEAOVIG DOTE VO ATOPVYETE TNV
TPOPN KAALVYM TG PEAOVNG pe To KAAvppo BeEAdvNC.

ELéyEre v(TiQ) mpoyeuopévn(eg) ovpryyo(ec) dote va Pefatwbeite 6Tt

. 0 0p1OUOG TOV TPOYELIGUEVOV GLPTYYDV KOl 1] TEPLEKTIKOTNTA VAL GMOOTN
o Edv n d6om cag eivar 45 mg Oa napete pio mpoyepicuévn ovpryye IMULDOSA tov
45 mg

o Eév 1 8601 cag etvar 90 mg Ba ndpete 600 mpoyeuopéves oupryyeg IMULDOSA tov
45 mg ko Ba ypelaotel va kvete 6ToV EaVTO G0G dV0 evésels. EmiéEte 60
SpOopeTIKEG BEGEIC Y10 AVTEG TIC EVESELS (T.Y. Lol EveoT) 6To g0 UNpo Kot TV GAAT
€veon otov aplotepd UNpo) Kot KAVETE TIG EVESELS TN Lia AUECMS LETA TNV GAAT).

. TPOKELTOL Y10, TO GOCTO PAPLAKO
. dev €yel mepdoet N nuepounvia AnENG Tov
. N TPOYEUIOUEV GUPLYYO DEV EIVOL KOTECTPOUUEVT|
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7O J1GAV UL BTNV TPOYELUGLEVT CUPLYYO EIVOL AYPOLO O EAAPPDG KITPIVO Kol SLOVYEC £G
elappd 1p1difov

7O SLIAV A GTIV TPOYEUIOUEVT CVPLYYQ OEV EIVOL ATOYPOUATICUEVO 1) BOAO KoL OeV TTEPIEYEL
omoladNTote EEva copaTiow

70 O1GAV IO GTNV TPOYELGHEVT] GVPLYYA OV EIVOL TOY®UIEVO.

2uYKeVIp®OTE OAL 000 Bo ¥pelacTEITE KOl OMADMOTE T 0€ oL Kabop1| ETPAvELR. Xe avTd
TEPMAUPAVOVTOL AVTIONTTIKG LOVTIAGKLO, €Vl Koppatt Baufakt 1 yalo kot €voc TePLEKTNG QLN pOv
OVTIKELEVAV.

2. EmiéEte ko Tpogtoipdote 1 0€0om TG éveong:
EmAéEre tn 0éom éveong (PA. Ewdva 2)

To IMULDOSA yopnyeiton pe £veon Katm amd T emdeppida (vTodopia)

Koiéc meployég yio v éveon givot o dve unpog 1 yopm amd v Kokl (KOAaKn Yopa),
TOVAGYIOTOV 5 cm HoKPLd Ao TOV OUPAAd (Apard)

Edv etvan duvatd, unv ypnoonomoete meployég g emdepidag mov mapovstalovv onpddia
yopiacng

Edv mpdkertan va cag fonbnoet kdmolog, kavoviac cog Ty £veon, tote awtdg 1| avtn O
umopovce va emAEEEL mg BEom Yo Ty £veon 1o Ave PEPOG ToL Ppayiova

*On meploy€g e YKPL XPOLO CUVICTMVTOL O TEPLOYES YL TNV EVEDT).

Ewova 2

[Ipogtoudote T B¢om €veong

L]

[M\ovete ta y€pro oag TOAD KaAd e Gamovvi kot (EGTO VEPO.
KoBapiote 10 déppa otn Béom éveong pe va ovTIGNTTIKO LOVTIAGKL
Mnv ayyi&ete v meployn avtn EavA TPy KAVETE TNV £veon

3. Aparpéote To kKGloppa tns perdovng (Pr. Ewova 3):

To xdAvppo g Pehdvng dev Tpémel va apatpeitar LEYPL va eloTe £T01U0L va KaveTe TNV éveon
g d6ong

[Tapte TV TpOYEUIGUEVT] GUPLYYO, KPOUTHGTE TO GAOLO TN GVPLYYOS LE TO Eval XEPL

Tpapr&re to kGhvppa g Belovng pe pia kivnon mpog ta £€m Kot tetdéte 10. My ayyilete 10
£€uPolo evd 10 KAvVETE QVTO
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N

Ewova 3

Mmopei va, TapatnpioeTe pio LoAAIdD aEpa GTNV TPOYEUIGUEVT] GOPLYYO 1] Hia oTaydve VYPOD
otV axpn ¢ Perdvne. Kot ta 600 avtd givor puotodoyikd Kot dev ypetdletor va, apatpefovy
Mnyv ayyi&ete tn PeAdva KoL PNy TNV 0QTCETE VO AKOVUTNGEL GE KOUio ETPAvELD

M) Xp1CULOTOICETE TNV TPOYEUICUEVT] GUPLYYQ OV GOC TEGEL YOPIG TO KAALUUA TNG PEAOVTG
o Béom tov. Av cvuPel aVTd, TUPUKAAOVUE EMIKOVOVNOTE WE TOV YITPO 1| TOV QUPUAKOTOL0
oG,

Kdavte éveon pe ) 060m apov apalpéseTe T0 KAAVUUO TG BEAdVNC.

. Kévte éveon pe ) odon:
Kpatnote v apoyepiopévn cupryya e to Eva x€pt avapIESH 6TO LEGO Kol TO OgikTn Kot
TOMODETNOTE TOV AVTIYELPO GTIV KOPLOT] TNG KEPAANG TOL EUPOAOV KO YPTCLUOTOUGTE TO GAAO
YEPL Y10 VO TCUTNGETE QoA TNV KoOuplopévrn emdepuida avapeso oTov avTiyelpa Kot 10
dglktn coc. Mnv  oeiyyete dvvatd
Mnv tpapnéete Tpog o miow 10 EPPOLO OE OTOUONTOTE GTLYUN
Me pio povadikn kot ypryopn kivion, icdyete ) Berdva péca oto dépua 660 Pabid umopei va
umetl (BA. Ewova 4)

Kdavte v éveon pe 6ho 1o papuaxo miEfovrag o EpPoro uéypt va Ppedei n kepoin Tov
euporov tereimg avdpecsa ota TTEPHYIN TPOSTATELTIKOV NG PeAdvns (PA. Ewkdva 5)
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ATEPYTIA
APOITATEYTIKOY
BEAONAZ -

Ewova 5

. Otav to £uPoro €xel meotel 1060 660 PmOPEL VO TPOYWPNGEL, CLVEYIOTE VO OI0KEITE TTEDT) GTNV
KeQAATN Tov guPorov, Pydite T Perdva kot aprote to dépua (PA. Ewova 6)

Ewova 6

. Bydhte apyd tov avtiyelpd cog amd v KEQaAt Tov EUPOAOV MOTE VO APNCETE TNV GOELN
ovpryya vo KivnOel Tpog ta Tavm, péypt va kaAveel OAN 1 feAdVN amd TO TPOGTATEVTIKO TG
Berovng, onmg paivetarl oty Ewkova 7:

Ewova 7

5. Megta v éveon:

. [Tiéote éva avtionmTkd povtiAdxt mhve omd tn B€omn g éveong ywo Aya devtepOrenta LeTd
v éveon.

. Mmropei vo, vtap&et pikpn TocoTNTA Oipatog 1 vYpPoL otr 0éom g éveong. Avtd sivat
(UGLOAOYIKO.

. Mrnopeite va méoete éva koppdtt Bapfaxt 1 pia yalo mdve and m B€om tng £éveong Kot va To
kpotoete yio 10 devtepdrenta.

. Mnv tpifete to déppa otn BEomn g Eveonc. Mmopeite va kaAdyete T BEom g Eveong e éva

pKpd avtokOAANTO EMideGO, av givor amapaitnTo.

6. Amoppwyn:
. O1 ypnoonomuéveg cuptyyeg mpémnet vo tomofeTodvtal o€ Evav avOeKTIKO GTO TPLTN AT
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TEPLEKTN, OTWG Evav TePEKTN Yo aryunpd avtikeipeva (BA. Ewkdva 8). IToté unv
YPNOLOTOMoETE Eava TNV 10100 GVPLYYa, Y10 TN OIKN GOG AGPAAELD KoL VYELQ KOl Yio TV
ACQPUAELN TOV GAA®V. ATOPPIYTE TOVG TEPLEKTEG Y10 OLYUNPE AVTIKEILEVO COUP®VO LE TIG KOTA
TOTOVG 10YVOVGES GYETIKES OLATAEELG

Ta avtionmTikd emBépoata Kot GAAC VTOAEIHLOTA LITOPOHY VO OTOPPLPBOLY GTa, ATOpPILUOTA
oG,

Ewovo 8
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

IMULDOSA 90 mg evéolpo 01GAVIA GE TPOYEUIGUEVT] GUPLYYO.
OVGTEKIVOL LA

¥ To QAPLAKO AVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Dol eMTPEWYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPLOV acpaAelac. Mmopeite va fonbnoete péow g avapopdg mbavmv
AVETBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TopoLGLaleTe. BA. T€Aog TG mapaypdeov 4 yio Tov TPOTOo
ovapopdGs avemBOUNTOV EVEPYELDV.

AwfdoTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)OIG TPV UPYICETE VA YPNCLUOTOLEITE AVTO
T0 PAPUUKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC.

AvT6 T0 QUALO 00N LAV £xEL YPOPTEL Y10 TO TPOS®TO TOL Aapfdaver To pdppoko. Edv gicte 0
yovéag 1| povTieTi|g 0 omoiog 0 ddosl IMULDOSA o¢ éva mandi, mapokaieiote vo drofdoste
TPOCEKTIKA OVTEG TIS TANPOPOPIES.

- DdordEte avTd TO EUALO 0N YDV YpronG. Towg ypelaotel va to defdcete Eavd.

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

- H ocvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTiKd yio oag. Agv TPEMEL VO SDCETE TO
(AapuroKo o€ AGAAoVG. Mmopel va Tovg TPoKaAEGEL PAAPT, AKOpO KO OTOV TO GUUTTOUATO TG
ac0éveldc Tovg eivart 101 pe T, KA GO,

- Edv mopotnpnoete kamoto avemOOUn T evEPYELD, EVIILEPDOTE TOV YLOTPO 1) TOV QUPUOKOTOLO
c0G. AvTd 1oyvet Kot Yo KABe mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO oMYV Ypriong. BA. moapdypago 4.

T wegpréyer o mapév eVALO 00N YLOV:

T etvon to IMULDOSA «ou mota givat 1) yprion tov

T mpénetr va yvopilete mpv ypnoyonomoete 1o IMULDOSA
o va ypnoponooete to IMULDOSA

[MBavég avemBounteg evépyeteg

i va pvracoete to IMULDOSA

[epieydpeva tng cuoKeLAGING Kot AOUTEC TANPOPOPIES

ANk WD =

1. Tv givan To IMULDOSA kot ovo. givan 1) xprion tov

T eivan o IMULDOSA

To IMULDOSA mepiéyel tn 0pacTIKr 00GI0 «OVGTEKIVOVUAUTT, £VO, LOVOKA®MVIKO ovTicopua. Ta
LOVOKAMVIKG VTICOUATO EIVOL TPOTEIVEG TTOL avayvmpilovy Kol GUVIEOVTOL ELOIKY LE OPICUEVEC
TPMTEIVEG GTOV OPYAVIGUO.

To IMULDOSA avfkel 6€ [io Opado popUaK®Y 1oL ovoudlovTol «0VOGOKATOGTOATIKA». AVTd Ta
@apuaka dpovv eEachevdvTag LEPOSC TOV OVOGOTOTIKOD GUGTILLOTOG.

owa givar n ypiion Tov IMULDOSA
To IMULDOSA ypnoylomoteiton yio TV oVIHETOTIOT TOV aKOAOVO®V PAEYHOVOIDOV VOGHV:

. Yopioon katd TAAKag - o€ EVAMKES Kot Tadld nAkiog 6 eTdv Kot Gvo
. Yoprooikn apbpitida - o€ evAAKeg
. Métpra ém¢ cofapn vésog tov Crohn - g evihikeg

Yopioon katd TAdKOG
H yopiaon kotd mAdiog eivar pio depuatikny Tanon n omoia tpokoiel pAgYUOVY TOL €mNPEALEL TO
déppa ko Ta voyo. To IMULDOSA 6Ba peidoet ) eAieypovn Ko AL onpeio g acBéveiog.

To IMULDOSA ypnoomoteiton oe EVAAIKEG PE HETPLO £MC GOPaPT| YOPiaon KaTd TAGKOC, TOL dgV
UTOPOVV VO, YPTCLOTOICOVY KukAocmopiv, pebotpeédtn 1 potobepaneia, 1| oe TepinTTOOT TOV
auTég ot Bepameieg oev elyav OmMOTELEGLLOL.
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To IMULDOSA ypnoyonoteiton o€ mondid kot epiouvg nAtkiog 6 eTdv Kot Aveo Pe LETPLO £mG
coPapn yopiaon KaTd TAAKAS, To ooia dev pumwopovv vo aveyBodv 11 pwtobepaneio 1 dALeC
ocvotnpatikég Bepaneieg 1 0Tav ot Bepaneiec avTéG dev elyav amoTéLeca.

Yoprocwu) apbpition

H yoplacikn apbpitida givar pio pAeypovmdng vocog tawv aplpdcewmy, mov cuvifmg cuvodeveTaL UTd
yoplaon. Eav éxete evepyn yoplacikr| apBpitida Oa cag doBovv mpmta dAla edpuaxa. Edv dev
OVTOOKPOEITE OPKETA KAAG o€ aVTA T PapLoKa, propel va cag yopnyndel to IMULDOSA wote va:
. Mewwoet To onpeio Kot T0 GUUTTOUATO THS VOGOV GOC.

. Beltidhoel T copotiK) 6og AEIToVpyIKOTNTA.

. EmBpadiver tn AP otig opbpmdoelc cog.

Noé6cog Tov Crohn

H v6c0o¢ tov Crohn givar pio pAgypovmodng vocog tov evtépov. Edv £yete voco tov Crohn, Oa cag
80000V TpdTa A appaka. Edv dev avtamokpiBeite apketd Kodd 1 ebv £yete dvoaveéio og avTA TA
papuaka, propet va cag 600ei IMULDOSA yuo ) peioon tov onpeiov kot GOUTTOUATOV TNG VOGO
GOG.

2. T npéner vo yvopilete mpiv ypnowponomcete o IMULDOSA

Mnyv gpnoipononicete To IMULDOSA

. Y& TEPITTMOT 0ALEPYIOG GTI OVGTEKIVOVRANTTY 1) GE OTOLOONTOTE AALO OTO TOL GLGTATIK
OVTOV TOV PAPUAKOL (CVOPEPOVTOL GTNV TaPAypapo 6).
. Edv &xete evepyn Aoipoén mov o y1aTpog 6ag ToTEVEL OTL vl GNLLOVTIKY.

Edwv dev elote oiyovpot av 1oyHel 0OTOL0ONTOTE OO TO TOPATAV® Y10 EGAG, MANCTE LE TOV Y1ATPO 1) TOV
pappokonmold cog mpv ypnoonomoete 1o IMULDOSA.

[pocdomounjosis Ko TPoPLAGEES

AmevBuvbeite 6ToV Y10Tpo 1} TOV PapUaKoTold cag TP ypnoiponomoete 1o IMULDOSA. O yiatpdc
cog 0o eréyEel OGO KOAA glote TPy amd kde Oepameia. Befarmbeite 6T1 evnuepmcote Tov yloTpod
G0G Y10 oToldnmoTe achévela Tapovoldlete mpv amd v kabe Oepaneia. Eniong evnuepoote tov
YTpo 60g 4V €xete £pOel TPOSPATA GE EMAPT [LE OTOLOONTOTE ATOHO OV UITOPEL VOl EXEL PLULATIOOT).
O yatpdc oag B cag e€etdoet Yo upatioon Kot Oa Tpaypoatonomoet pio eEEtacn yio vo det edv
éxete pupatioon npv mhpete 1o IMULDOSA. Edv o yiotpdc oog motevet 0Tt Stotpeyete kKivouvo
eupatioong, umopel va oag yopnyndel Bepaneia yio TV aVTLLETOTION TNG.

IIpocéste Yo coPapéc avemOounteg evépysieg

To IMULDOSA propei va tpokaiécet coPapég avemBOounteg evepyeles, CLUTEPIAAUPOVOUEV®V
aAAEPYIKAV avTIdpdoemv Kot Aotudéemv. [pénet vo mpocéyete yio oplopéva onUEio 1] GOUTTOUOTO
ac0évelog evod maipvete to IMULDOSA. BA. «Zofapéc avembounteg evépyeiecy oty mopdypago 4
Yl TANPT KOTOAOYO QUTAOV TOV AVETIHOUNTOV EVEPYELDV.

pr va, ypnowporomjcete To IMULDOSA gvnuep®ote Tov Y10Tpl o0g:

Eav giyate moté airepykn avriopaocn eto IMULDOSA. Potote tov Y10Tpd Gog av dgv
glote BéParot.

. Eav giyate moté 0m010v01)T0TE TOTO KOPKIVOL — EMELDN TO VOCGOKOATAGTOATIKG OTTMG TO
IMULDOSA g&ac0gvoldv HEPOC TOV OVOGOTOITIKOD GUGTHUATOS. AVTO Uopel vo avéNcel Tov
kivduvo yia Kapkivo.

. Edv &éyete Mafer Oepomeia Yo TV yopioon pe aGilo Proroyikd gappoka (éve @éppaxo mov
mapdayetor oo pio ovoio Proroyikig TPoéievong Kol cuviOmS yopnyeitan pe éveon) — o
kivduvog v kapkivo pmopet va givar vynmAdtepog.

. Edv &yete M eiyote npdc@ata Loipwen.

. Eav éyete véeg | petafarriopeveg Prapes péca otig meployég mov mhoyovy and ywpiaon 1 6To
QLGLOAOYIKO L.

. Edv naipvere kamova aiin Ogpancia yro TNV yopioasn Koy TNV yopLlaciki apdpitidoa —
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OT®G KATO10 AAAO 0VOCOKATAGTOATIKO 1) pmToBepamein (OTAV TO SO G0 VTOPAAAETAL GE
Bepamncio pe Eva g1dog veprdoove (UV) pmtog). Avtég ot Bepameiec pmopodv emiong va
e€aobeviioovy HEPOC TOL BVOGOTONTIKOL GO GLOTHLATOC. H Tautdypovn xpromn avtdv tov
Bepaneiwv pe 1o IMULDOSA dev éxet peretnei. Qotdco eivar mbavo va avénoet tyv
mOavotTo acBeveldv mov oyetiCovial e acBeVESTEPO AVOGOTOTIKO GUGTILLOL.

. Eadv Aappavere | MaPate oto mapehBov evéseig yio T Ospancio airepyr@v — dev elvar
yvootd ebv to IMULDOSA pmopel va tig ennpedoet.
. Edav n nlkio cog givar dvo Tov 65 eTdVv — pumopsei va givar o mbavo va nabete Aotudéeis.

Edv dev elote oiyovpot av 1oyHEL OTOOONTOTE OO T TOPATAV® Y10 EGAG, ANGTE UE TOV Y1UTPO 1 TOV
pappokomold cog mpv ypnoonomoete 1o IMULDOSA.

Optopévorl aoBeveic mapovciocay avTdpAcES TPOoOHO1ALoVoES e AVKO, CUUTEPIAAUPAVOLEVOL
dEPUATIKOD AVKOL ) GUVIPOUOV TPOGOUOALOVTOG Le ADKO KOTA TN dtdpkelo TG Oepameiog (e
ovotekvoupaunn. Evnuepmote apéomg Tov yiatpod cog edv sppoavicete Eva gpudpd, exnpuévo,
POMOMOEG eEAVON AL LePIKEG POPEG LE TLO OKOVPO TTEPLYPALLLLD, OE TEPLOYEG TOV SEPHOTOG TTOV
ektifevton otov A0 N pe TOVoLs oTic apbpaacelc.

Kapowkn tpooforn kot ayyslokd eykepolkd enercoono,

Kapdroxn mpooPfoin Kot ayyelokd eyKepaikd enelcdowa xovv mapatnpndel oe pio perétn oe
acOeveic pe yopioon wov Ehafav Oepameia pe ovotekvovudumn. O yiatpog oag 0o eAEyyeL TAKTIKG
TOVG TOPAYOVTEC KIVOHVOL GOG Y1 KOPILaKT VOGO Kol 0y YELNKO EYKEPUAIKO ETEIGOSI0 TPOKEWEVOL VOl
Stuoparilel 0Tt avtpetoniCoviar KatdAAnia. Avaintiote opécmg 1atpikn fondeia edv TOPOVCLACETE
ndvo oto o1foc, advvopia 1 U PLGLOAOYIKY aicBnom ot pio TAgLpE TOV COUATOS GOC, TapdAvLoN
TPOCHTOV, 1 AVOUAAIES GTOV AOYO 1) TNV OpaGT).

Howod xon £pnpor

To IMULDOSA dev cuvictdtot yio ypfon o€ moidld KAt TV 6 ETOV e Yopioon 1 Yo, xpHon o€
o018 KGTo TV 18 gtV pe yoplootkn apbpitida, voco tov Crohn emeldn| dgv Exel peketbei oe av
TNV NAMKLKTY Opada.

Al @appoxa, epfoita ko IMULDOSA
Evnuepdote tov yrotpd 1 TOV GOpUOKOTOL0 GOg:

. Edv maipvete, £xete mpdopaTa TAPEL 1) LTOPEL VO TAPETE GALD PAPLLOKCL.

. Edv xévate mpocearto 1 Tpoketol va kavete epuforto. Opiouévorl Tomot euforimv (epuforta
{ovtov pkpoopyavicp®y) dgv mpémel vo xopnyovvtot eva ypnoiponoteite to IMULDOSA.

. Edév AdPate IMULDOSA evocm fioaotav £YKV0G, EVILEPDGTE TOV YLUTPO TOV LMPOV GOG

oyetika pe tn Oepaneio cog pe o IMULDOSA wpwv to popd cag Aafetl omolodnmote gppoio,
coumepthapupavouévav tav (oviav eupforinv, onwng eivat To eppoéio BCG (tov
¥pnoonoteital ylo tnv Tpdinym g evpatioong). Ta (dvta eufoiio 0ev GuVIGTOVTAL Y10 TO
HOPS 00G KOTA TOVG TPMTOVS dMOEKM UNVEG MeTd T Yévvnon v AdPate IMULDOSA xotd ™
SLAPKELD TNG EYKLUOGVVNG, EKTOG EAV O YIOTPOC TOL LMOPOV GOG GUGTNOEL KATL SOPOPETIKO.

Kinon ko Oniaopog

. Edv giote éyxvog, vopilete 6T pmopel va elote £ykvog 1} oxedlaleTe Vo AmOKTNGETE OO,
{ntote ™ GVUBOLAN TOL YIITPOV GOC TPV TAPETE CLTO TO PAPLOKO.

. Agv &yel mopatnpndel vYMAGTEPOS KIVOLVOG YEVETIKDV OVOLOAIDY GE LOPE TOL EKTEO KOV
evoountpla oto IMULDOSA. Qotdc0, viapyel meplopiopévn eumetpio pe to IMULDOSA og
€yxveg yovaikeg. Eropévac, eivon mpotipdtepo va aropgvyetal 1 ypnomn tov IMULDOSA oty
€YKOHOGUV).

. Edv eiote yovaika og avamopaymyky nAkie, cuvieTdtol vo amopUYETe va PEVETE £YKVOG Kot
TPETEL VO, YPTCULOTOIEITE OMOTEAEGUOTIKT] OVTIGVAANYT VOGS ypnoiponoteite to IMULDOSA
Kot yuo TovAdyotov 15 efdopddeg petd v tekevtaia Oepaneio pe IMULDOSA.

. To IMULDOSA pmopei va mepdioet Héca amd Tov TAAKOHVTO Kol VO OTAGEL GTO AYEVVITO LMPO.
Edv AdPoate IMULDOSA koatd ™) d1dpKeLlo TG EYKVUOCHVIG GOG, TO LOPO GO UTOPEL va
SloTpéyel LEYOADTEPO KivOUVO Y10 TNV EUPAVIOT AOTUWOENG.

. Eilvai onuovtikd va evpepdoete Toug yotpohs Tov Lmpol oag Kot TOVS GAAOVG ETOyYEALOTIES
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vyelag edv AdPate IMULDOSA katd 1 S1dpKeLla TG EYKVUOGVUVIG GOC, TPV TO LMPO AdPeL
omotodnote epPoro. Ta {ovta epforia 6mmg eivar to epPforto BCG (mov ypnoyomoteiton yio
TV TPOANYT] TNG QLUOTIMONC) OEV GUVIGTMOVTOL Y10, TO HOPO GOG KOTA TOVG TPAOTOVS ODIEKO
unveg petd  yévvnon edv AdPate IMULDOSA kotd tn d1dpkela TG EYKOUOGHVNG, EKTOG €6V
0 Y1oTPAC TOV LOPOV GG CLGTNOEL KATL OUPOPETIKO.

. H ovotekvoopdunn pmopei va nepdoel 6To untptkd YaAo o€ moAd PKPEG TOCOTNTEG.
Evnuepaote tov yrotpd cog edv Onralete | oxedualete va Onidoete. Eoeic kot o yrotpog cog Oa
TPENEL va. omopacicete av Oo tpénel vo Onidoete N av O ypnowomomoete to IMULDOSA —
Unv KAVETE Kot T0 VO TRV TOYPOVO.

Oonynon Ko YEPIGROS PNYOVIRATOV
To IMULDOSA dev éyel kapio 1| (€L ACNUAVTT EXIOPOCT) GTNV IKAVOTNTO 00T YNONG KL XELPICUOD

unyovnudtoy.

To IMULDOSA nepiéyer molvoopfiko

To IMULDOSA mepiéyet 0,04 mg nohvcopPucod 80 (E433) og kdbe povada d6ong, To omoio
oodvvapel pe 0,04 mg/ml.

Ta moAvcopPikd umopei va Tpokarécovy allepyikéc avidpdoeic. Evnuepmaote tov yatpd cag edv
&xete YVOOTEC OAAEPYiEC.

3. ag va ypnoporomeste To IMULDOSA

To IMULDOSA gvdeikvutor yio xpnon vzd tnv kabodynon Kot tnv enipreyn yutpod Le epnepio
GTNV OVTIHETONION TOV KATAGTAGEWYV Y10 TG onoieg mpoopiletan to IMULDOSA.

[Tédvtote va YpNOYLOTOLEITE TO PAPHOKO AVTO AVOTNPE COUPMOVA, LE TIG 0dMYiES TOL YrTpov cag. Edv
éxete auPPoAiec, pmTNGTE TOV Y1TPO G MIANGTE UE TOV YIUTPO GOG GYETIKE e TO TOTE OOl KAVETE
TIC EVEGELG 0O KOL Y10 T povTEPOD mapakolovOnong g mopeiag cag.

M6co IMULDOSA yopnyeitar
O ywatpog oag Oa anopacicel toco IMULDOSA yperaletal va Aapete Kot Yo 1OGO SAGTNUA.

Evijlikeg nhkiog 18 etav 1 avo

‘I’mpwon N Yopraocikn ApBpitidoa
H ocvvictdpevn apykn| d6on etvan 45 mg IMULDOSA. Ot acBeveig mov {uyilovv mepiocodtepa
a6 100 yuoypappa (kg) propei va Egkviioovy pe pia d6om tov 90 mg avti yio 45 mg.

. Metd v apyikn 06om, Oa ndpete TV enduevn 8001 o€ 4 efSoUAdEC Kot LETH KAOE
12 gBfdouddec. Or emaxdOlovbec docelg eivar cuviBmc 1d1€G e TV apyikn| doom).

Nooog Tov Crohn

. Y1 ddpketn g Bepomeiog, 1 TpmTn 060n mepimov 6 mg/kg IMULDOSA Oa yopnynOei amd
Tov y1Tpd oag oTdydnv o€ o eAEPa Tov Ppayiovd cog (evooeAéPia £yyvon). Metd tn 66om
évapéng, Ba AaPete v endpevn d6on IMULDOSA twv 90 mg petd amo 8 efdonddeg kot ot
cuvéyela kdbe 12 efdouddeg péow Eveong KATm amd To dEPUO. («VTOS0PIMEY).

. Ye oplopévoug acbevelg, Hetd v TpdT £veon KaTm and To dépua, Ta 90 mg IMULDOSA
pmopel va yopnynBovv kdébe 8 efdopddes. O yatpog cog Ba armopacicel wote Ba Tpémetl va
AGPete v enduevn do6oN oag.

Howd kan £épnpor nikiog 6 eT@v 1 dve

Yopioon

. O y1atpdc Bo vroAoyicet TNV KATAAANAN dOGN Yo €6GG, CUUTEPIAAUPAVOUEVTG TG TOCOTITOG
(6ykov) Tov IMULDOSA mov 6a pénet va evebei yia va ddcel T cmaotr 66om. H oot d6on
Y0 €6GG £EAPTATAL OO TO GCOUATIKO GOG PAPOg KOTA TN XOPNYNON TG EKAGTOTE OAGTG.

. Edv Quyilete Mydtepo amod 60 kg, dev vdpyel docoroyikn popen| yio. to IMULDOSA yia
Tod1d Bapovg pikpotepov TV 60 kg, cuvenmg O TPEmEL va YpNGYLOTOI0VVTOL GAAL TPOTOVTA
OLGTEKIVOULAUTY.
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. Edv Quyilete 60 kg émg 100 kg, n cuvietduevn doon givan 45 mg IMULDOSA.

. Edv Quyilete mavo arnd 100 kg, n cuvietdpevn 6o givar 90 mg IMULDOSA.

. Metd v apyikn 06om, Oa Aapete tnv endpevn d6om 4 eBOOUAdESG apyOTEPO., KOl GTN GUVEXELD
KkéOe 12 efdopddec.

l'l(ng yopnyeitan o IMULDOSA
To IMULDOSA yopnysitor g £éveon KATm amd o dEPUa («0TodopLay). TNV Evapén Tng
Bepameiog cog, UTopel TO 1TPIKO 1 VOGAEVTIKO TPOCHTIKO VO XOPNYTOEL LE £VECT TO
IMULDOSA.

. Qo1660, £0€1g KO O YIOTPOG COOG UTOPEL VO ATOPUCICETE OTL UTOPEITE VO KAVETE Ot 1d101 TNV
éveon 1ov IMULDOSA otov gavtd cag. Xe authiyv v mepintwoon, bo exnaidevteite yio tov
Tpomo mov Oa kavete v éveon tov IMULDOSA otov g0vtd cog.

. INa g 00 yieg Yo to TS va kdvete v éveor tov IMULDOSA, BA. «Odnyieg yopnynomneg» oto
TEAOG 0TOV TOL PVALOL 00T YLDV,

MUMGTE LE TOV Y10TPO GOG OV EYETE OTOIECONTOTE AMOPIES GYETIKA LLE TN YOPNYNON TNG £VEGNG GTOV

€0VTO 060G,

Edv ypnowponomosete peyorvtepn 06on IMULDOSA a6 TV KOVOVIKY)
Edv ypnowwonomacarte | cag yopnynoav wdpo moAd IMULDOSA, wAncte auéomg pe Evay yiotpd i
papuoakomold. Na €xete mavta 1o eEmTePkd Kovti Tov eappdKkov poli oag, akdpo Kt av givol adto.

Eav Eeyaoete va ypnoiponomoeete To IMULDOSA
Edv Eeydoate o 6601, ETKOVOVACTE [LE TOV YITPO 1) TOV POPLOKOTOL0 Gag. MnVv TApPETE SITAN
5001 Yo va avamAnpadceTe T d00T Tov Eeydoarte.

Edv otapatiosre va ypnopororcite o IMULDOSA
Agv glvan emkivduvo va otapatnioete va xpnotponoteite to IMULDOSA. Qotdc0, GV 0TANOTNOETE,
UTOPEL VAL ETAVELPAVIGTOVV TO, CUUTTOUOTE GOC.

Edv éyete meprocdTEPEG EPOTNGELG GYETIKA LLE TN XPTOT) AVTOV TOL PUPUAKOV, POTNGTE TOV YLOTPO 1
TOV POPLLOKOTOLO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6o ta papuoka, £TGL KOl 0VTO TO PAPULOKO UITopel Vo TPoKaAEGEL AVETOOUNTES EVEPYELES, OV
Kot dgv Tapovctaloviatl 6€ OAOVG Tovg avlpdOTOLG.

YoBapég avemBOuNTES EVEPYELEG
Opiopévor acBeveig pmopet va Exovv cofapés avemBounteg evépyeleg mov Umopel va ypelcTovy
eneiyovoa Oepamneio.

AdrepYIKEg avTIOpaOEIS — PTOPEL VO Y pELASTOVY emeiyovoa Oepameio. Evuep®dote Tov yiatpo
cog 1 avalnriote ereiyovoa wotpikin Bor)0sio apécmg v TapaTNPI)CETE OTOLOONTOTE AT TO.
ak0iovBa onpeia.
. O1 cofapéc aArepyikég avTidpacelg («avapuiasion) eival OTAVIEG GTO ATOLN TOL TAiPVOVY
IMULDOSA (pmopel va emnpedoovy €émg 1 ota 1.000 dropa). Ta onueio meprrappdvouv:
o dVoKOAiD GTNV AVOTTVOT 1 TNV KOTATOGN
o YOUNAT 0pTNPLOKY] TTiEGT, TTOV UTOopEl va TpokoAéoetl {AAN
o TPNEO 6TO TPOGOTO, TA XEIAT], TO GTOUA 1) TO AAUO.
. Ta ocvyvd onueia aAlepykng avtiopaong teptiapfavovy depuatikd e£avOnpa kot kvidwon
(umopel va emnpedoovv £o¢ 1 ota 100 dtopa).

Y& OTAVIES TEPUTTAOELS, TVEVUOVIKES HAAEPYIKEG VIO PAGELS KOL GAEYILOVI] TOV TTVEDPOVA £YOVV
avapep0el o€ acOeveig mov Aappavovv ovetekivovpaunn. Evipepdote apéomg Tov YiaTpo cog
€0V TAPOVOLAGETE COUTTONOTO OTOS Pr)y 0, SOVGTVOLH KOt TVPETO.

Edv epopavicete coPapr| odldepykn avtidopacm, o yiorpog cog pmopel vo amo@acicel 6t dgv Tpémel va

92



ypnotpomomoete Eava 1o IMULDOSA.

Aopudéerg — propel va yperactovv enciyovoa Ospancia. Evipepmote apéomg Tov YoTpod 60g £av
TOPUTPICETE 0TTOLOONTOTE 0.0 TO. aKOAOVOG onueia.

. Eivat cuyvég ot AomEetg g puTne 1 Tov Actpod Kot to Kovd KpuoAdynua (Umopet va
emnpedoovy £ng 1 ota 10 dtopa)

. O1 Mopméerg tov Bdpaka dev givar cuyvég (Umopet va ennpedoouvy €oc 1 ota 100 dtopa)

. Ot pAeyUOVEG TOL 16700 KATM a6 TO dépl («kuTTapiTidon) dev eivarl cuyvég (Umopel va
emnpedoovy £wg 1 ata 100 dropa)

. O épmng Lowotp (éva €1d0g enddVuVoL eEavONLOTOC e PLGOAIDES) dev glvar cuyvag (Lmopel va

emnpedoet £o¢ 1 ota 100 dropa)

To IMULDOSA pmopei va 60¢ KOTAGTHOEL AMYOTEPO 1KAVOVG Vo Katamolepoete Aopuméels. Kdamoteg
rouméeig Bo pmopovoay vo yivouv coPapég kat pumopel vo, tepAapudvouy AMoUGEELS TTOV
TPOKAAOVVTOL aTd 100¢, LOKNTES, Pakthplo. (GupTEPAOUBOVOUEVIC TG PLUOTIOGNC), | TAPACLTO,
ocvpmeprhapPovopévev Aotuméewnv mov kupimg mapovctalovral o€ avBpmmovg pe eEachevnuévo
OVOGOTONTIKO cUGTN U (EVKaPloKEG AOUDEELS). Evkaiplarég AotudEelg tov eykepaiov
(eyke@aAitido, unviyyitida), TV TVELIOVAOVY Kol TOL o@BaAuov Exovv avapepbel o€ acbeveic Tov
Aappdvovv Bepameio Pe OVGTEKIVOVUAUTT).

[pénet va tpocéyete Yo onueia Aoipwéng eve ypnowomnoteite to IMULDOSA. Avtd mepthappdvouv:

. TVPETO, GLUTTMUOTO TOV LOLALOVV UE YPImT), VOKTEPIVES EQLOPDCELS, ATDAELL fAPOVG
. aioOnon kdémwong 1 Aayaviacuo, Pyos Tov dev TepVA

. Bepuo, KOKKIVO dEpUA TOV TOVAEL, 1 EM®OVVO EAVON LN 5TO dEpUa e PLCOAIDES

. aicOnuo kavoov KaTd TNV oVPN O

. Suappota

. OTLTIKY OlHLTOPOYN M ATOAELD OPAONG

. KeQaAaAyia, ovyevikn ovokapyio, evaisncio 6to Pog, vavTtia 1 GOYYVO.

Evnpepdote apéows tov yotpd cog edv mopatnpoeTe 0molodNToTe amd ovtd ta onpeia Aoipméng.
Avtd umopel va givar onueio Lopuméemv, 6mmg AomEEmY Tov Bdpaxa, AOYUMOEEDY TOL dEPOTOC,
épmnta (OoTpa, 1| EVKOIPLOKES AOUMEELS TOL B uTOpovGAY Vo £X0VV GOPAPES EMUTAOKEC.
Evnuepaote tov yuotpd cog edv Exete omolodnmote £100G AoiumEng mov dev mepva 1 ETOVEPYETOL
ouvey®s. O y1atpdg oag umopel va amopacioet 0Tt dev Ba tpénel va ypnoomomcete IMULDOSA
uéxpt va mepdoet 1 Aoipwén. Eniong evnuepdote Tov ylotpd 6og GV £XETE OVOIKTEG TANYEC T
Tpavpata, Kadmg pmropei va poAvvOoiv.

ATOQOMOMSTN dEPRATOS — AOENGT TS EPLOPOTNTUS KA TG UTTOPOLIOOONG TOV OEPRATOS GE
EKTETUPEVT] TEPLOYN TOV CAOUATOG EVOEYETAL VU EIVUL CUUTTAONATO EPVOPOIEPIIKIG YOpiaonc 1
0TOPOMOMTIKI|G OeppaTiTIONG, 01 OTOigg eivan cofapéc deppatondeies. Qa mpémer va
EVIUEPDGETE UPECMG TOV YLATPO GOG EAV TOPATPNCETE OTOLAONTOTE A0 AVTA TA SNUELa.

Alreg avemBOuNTES EVEPYELEG

Yoyvég avemBounteg evépyereg (Umopei va emnpedoovy émg 1 ota 10 dtopa):

. Aldppora
. Noavtia
. "Epetog

. AioOnpo KOTmong

. AtoOnpa {ding

. [Tovoxépahog

. Dayovpa («kvnopogy)

. [T6vog ot péon, Tovg Hog 1 Tig apbpdoelg

. [Tovolapog

. EpvOpdtnra kon mévog 610 onpeio mov yiveror n Eveon
. Aolpwén tov Tapappiviov KOAT®V
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'Oy ovyvég avemBOUNTES EVEPYELES (Uopel va emnpedcovy €mg 1 ota 100 dtopa):
. OdovTiKEG AOUMOEELG

. KoAmun poknriocikn Aoipmén

. Koatdfiym

. DOpayuévn 1 Poviopévn pot

. Awoppayia, LOA®TEG, GKANPLVOT|, TPRELLO KOl poryovupo. EKEL OOV YiveTal 1) éveon).

. AioOnpo advvopiog

. [Ttoomn Prepdpov Kot YoAdpmoN LO®V 6T1| [io TAEVPA TOV TPOGMTOV (KTOPAAVGT) TPOCOTIKOD
vevpouy N «apdivon Belly), mov gival cvviBwg mapodkn

. Metafoin oty yopioon pe epuOpoTnTa KoL VEEG LIKPES, KITPIVEG 1 AEVKEG PAVKTUIVES, LEPIKEG

POPEC GLVOSELOUEVEC OO TVPETO (PAVKTUVOONG YopiaoT)
. ATo@AoimoN TOL SEPOTOC (ATOPOAIOMOT) OEPUATOC)
.« Axuf

Yravieg avemBounteg evépyereg (Umopet va emnpedoovy émg 1 ota 1.000 dropa)

. EpuBpotnrta kot amo@oridwon tov dEPUATOG GE EKTETALEVT] TEPLOYT TOV CAOLUATOC, 1) OTToin
pmopet va mapovctalel eayovpa 1 TOvo (amopoAdmTikn deppatitida). [lapodpola cuprtdpota
AVOTOCOOVTOL OPICUEVEC POPEC MG PLGIKT LETAPOAN GTOV TOTO TOV CLUTTOUATOV TNG
yopiaong (epudpodepikn yopiaocn)

. DOleypovi IKPAV aplopopmv ayyeimv, 1 ontoio pmopel vo odnynoet o depuatikd eEavOnua pe
UIKPEG KOKKIVEG 1 LOP POVGKAAEC, TVPETO 1 TOHVO GTIG aAPOPDGELS (oyyELTION)

oAb omavieg avemBounteg evépyereg (Umopet va emmpedoovy émg 1 ota 10.000 dropa)

. DovokdAeg Tov dEPUATOG, O1 OTTOlEG UTOPEl Va elvar epuBpéc, KVNOUMOELS Kot ETMOVVEG
(ITopporlvymdeg TEUPTYOEIDES).

. Agppoticodg Akog 1] cuVOpopo mTposopotdlov pe Aoko (epuBpd, emnpuévo PoAldddeg eEavinua
G€ MEPLOYES TOV OEPUATOG OV EKTIBEVTAL GTOV A0 TBUV®G e TOVOLG OTIS apHPMOGELS).

Ava@opd avemOOunTOV evepysrtav

Edv mapatmpnoete kKamowo avemBOUnTn eVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUIKOTOLO GO,
A1 1oyt Kot Yo kéBe mlovr| avemBounTn evEpyELo TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
yphonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, uéow Tov efvikod
GUGTNUOTOG OVOPOPAS TOV ovaypapeTon oto [apdpnua V. Méow g avaeopds avembountwoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY GYETIKA LE TNV OCPIUAELL
TOL TAPOVTOC PAPLLAKOV.

5. og va puiaccete To IMULDOSA

. To @dapuako ovTd TPETEL Vo PLAAGGETOL GE UEPT) TOV OgV TO PAETOVV Kol OgV TO POAVOLY Ta
Tod1a.

. dvlacocete og yoyeio (2°C-8°C). Mnv KatayOyeTe.

. DVAACOETE TNV TPOYEUICUEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,

. Epdoov anarteitor, pepovopéves tpoyepicuéveg ovptyyeg IMULDOSA pmopovv emiong va
pvAaccovtal o€ Oepuokpacio dwpatiov Emg 30°C yio pio uéylotn uepovouévn tepiodo mg
30 nuépec, 6TO OPYKO KOLTI TPOKEUEVOD VA TPOGTATELOVTAL OO TO Pw¢. Kataypdyte tnv
NUEPOUNVIC KOTA TNV 0010 1) TPOYEMGUEVT] GVUPLYYa PynKe amd TO YUYELD Yo TPMTH QOpd Kot
TV NUEPOUNVIDL ATTOPPLYNE GTOVG YDPOLE TOV TaPEYoVTUL 6T0 eEmTEPTKO KovTi. H nuepounvia
amoppLYNG Oev TPEMEL va vITepPaivel TNV apytkn nuepounvia MMéEng mov givarl tvrouévn 6To
rkovuti. Ao ) otryun mov pio cvptyya £xetl amodnkevbel oe Beppokpacio dopatiov (éwg 30°C),
dev Ba mpénet va emavatonobeteiton oto Youyeio. AToppilyte T GUPLYYd €QvV deV ExEL
ypnopomon el evtog 30 nuepdv and v amodnkevon oe Oeppokpacio dopatiov | Emg v
apyK nuepounvia Anéng, 6moto etvar vopitepa.

. Mnv avakwveite Tig mpoyepicopéveg ouptyyes tov IMULDOSA. Toapatetapévn dvvarn
avakivnon propei vo Tpokaiécsel (Nuid 6To QAPLLOKO.
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Na pn ypnoponoleite avté To QapproKo:

. Metd v nuepopunvio AENC TOL AVAQEPETAL GTNV EMGTLOVOT KOl GTO KOVTL LETE TNV
«AHZEH». H nuepounvio Anéng eivor n tedevtaio nUEPE TOV UNVOL TTOL OVOPEPETAL EKEL.

. Ed&v 10 vypo givon amoypopaticpévo, BoAo 1 av eivar opatd dAia EEva cwopotiotn To omoio
awwpovvtal pésa o avtd (PA. mapdypapo 6 «Epedvion tovo IMULDOSA kat meplexdpeva e
CLOKEVAGIOGY).

. Edv yvopilete, 1 vopilete 0T1 pmopei va €xet extebel oe akpaieg Oeppokpacieg (0nmg va €xel
kot AdOog katoyvydei 1 OepuavOet).

. Edv to mpoidv éxel avakivndei duvartd.

To IMULDOSA eivan piog ypnoemg uévo. Ipoidv mov dev £xel ypnopomombei kot Topapével 6t
GUpLyyo TPEMEL VO amoppinteTal. Mnv TeTdTe PAPUAKO GTO VEPO TNG ATOYETEVGNE 1) OTO OTKLOK(L
amoppippate. Potiote Tov poprakonold cog yio T0 Ihg Vo TETAEETE TA QAPLOKO TTOV OEV
ypnoponoteite wa. Avtd ta pétpa 0o fondncovy oty npoctacic tov mePPaALovTOC.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T epréyer to IMULDOSA

. H dpaotikn ovoia givar | ovatekvovpdumnn. Kabe mpoyepuouévn oopryya mepiéyet 90 mg
ovotekivovpaunn o 1 ml.

. Ta dAAo cvototikd gival n L-1otidivn, 1 vdpoyrlmpikn povoddpikn L-16Tidivn, 10 tolvcopPikd

80 (E433), n caxyapdln Kot to VOmp yio EVECILLA.

Epg@avien tov IMULDOSA kot TEPLEYOUEVA TG GVOKELUGTOG

To IMULDOSA givar dypopo o¢ eEApOS KITpvo Kot S100Y£EC 06 eAappds p1dilov ddivpa. To
Stdopo pmopet va mepi€yet Alya pukpd nudtagavn 1 Aevkd copatido tpoteivnc. Awotifetol og
X0pTIvo KovTi ToL TTEPLEYEL 1 epdmal 00on Ge yvaAvn Ttpoyepicuév cOptyya Tov 1 ml. Kdabe
TPOYEMGEVT VpLyYa TePIEYEL 90 mg ovotekvovudunn o€ 1 ml evésipov dtoAvdpatoc.

Karoyog Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona

Iomavio

Hopaokevaoctiig

Accord Healthcare Polska Sp. z.0.0.
ul. Lutomierska 50,

95-200, Pabianice,

[Molwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht,
OAhavdio

[Ma omoladmoTe TANPOEOPIia GYETIKA UE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite otov TomiKd avtimpdommo Tov Katdyov tng Adetog Kvuihopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64
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EL
Win Medica A.E.
TnA: +30 210 74 88 821

To mapdév eviro 0dNYLOV Ypriong avabepnOnke yro Tedevtaio popa otigc {MM/EEEE}.

Aemtopepeic TANpoPopieg Yo 10 PAPHOKO aVTO ivor S1BEGIUES GTO dIKTLOKO TOTO Tov Evpmmaikod
Opyaviopov @apudrov: https:// www.ema.europa.eu/.
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Odnyieg yopnynong

Yy évapén g Bepaneiag, o emayyeipatiog vyelag Oa cog fonbnoet pe TNy TpMTN GOg £veon.

Q61000, £0€lg Kot 0 Y10TPOS GO UTOPEL VO ATOQAGIGETE OTL LTOPEITE VA, KAVETE 01 10101 TNV £VEGCT] TOL

IMULDOSA otov gonto cog. Av ovpfet avto, Ba ekmondevteite yuo Tov TpOTO TOL yivetar 1 éveon

tov IMULDOSA. MiAfoT€ pe TOV Y10TpO GOG OV EYETE OTOIEGONTOTE UMOPIES OYETIKA LLE TN XOPNYNON

NG £VEOTG GTOV EAVTO GOC.

. Mnv avapryvoete to IMULDOSA pe dAla vypd yio éveon

. Mnyv avakwveite Tig mpoyepopéveg ovupryyeg tov IMULDOSA. O Adyog givar 6T1 ) duvotn
avakivnor pnopet vo mpokaAésel (nuid 6to eappako. Mn ¥pnoILOTOMNGETE TO PAPLOKO ECV
&xel avakwnOel dSuvatd.

H Ewova 1 deiyvel mig givan | Tpoyepicpévn oopryyo.

EAATHPIO
NPOETASIAS
MTEPYTIA AZPAAEIAZ
NPOETATEYTIKOY
BEAONAZ IOMA  ETIKETA KAAYMMA BEAONHZ
b= N L]
o B =
EMBOAGY
2 I Y — BEAONH
EMBOAO EENIGANEIES
ATKIZTPA ABAKTYAQN
ENEPMOMOIHZHE
NPOZTATEYTIKOY
BEAONHZ
Ewova 1

1. EA¢éyEte Tov aplOpd TV TPOYEMOREVAOV GUPLYYAV KOl TPOETOIRNAGTE TA VMKAE:

[Ipogtowacia yio T ¥p1oN TNG TPOYEUGUEVIS GUPLYYOS

. Bydite tnv(tig) mpoyeopévn(eg) ovpryyo(ec) amod to Wyoyeio. AQNOTE TNV TPOYELGUET
ovpLyYa vo PeveL EKTOG KOVTLOV Yo TEPITOV (ot dpa. Avtd Ba emTpéyel 6To VYPO Vo PTACEL
o€ uia evydprotn Beppoxpacio yio v éveon (Beppokpacio teptBdiiovtog). Mnv apaipeite 1o
KAV TNG PEAOVIG TS GVPLYYOG EVOD TNV OPNVETE VO, PTAGEL e Beppokpacio TepfariovToc.

. Kpatnote v apoyeicuévn cuptyya oo T0 GO TNG GUPLYYAS e TNV KAALUUEVN PEAOVN va
Oelyvel TPOG TaL TAV®

. Mnv Vv KpaThOeETE Amd TNV KEQPUAT TOV UPOAOL, TO EUPOAO, TO TTEPVYIN TPOCTUCING TNG
Bedovng 1 to KGAvppa TG feAovNg

. Mnv tpapn&ete Tpog ta micw 10 EPPOAO GE OTOONTOTE GTLYUN

. Mnv a@aipécete 10 KOAVPUO TNG PEAOVNG OO TNV TPOYELGUEVT GUPLYYO. LEXPL VO Gag O00el 1
odnyia va, To KAVETE

. Mnv axovumdte To dyKioTpo EVEPYOTOINGNG TPOSTATEVTIKOD PEAOVNG DOTE VO ATOPVYETE TNV
TPOPT KAALVYM NG PEAOVNG pe TO KAAvppo BeEAdVNC.

ELéyEte v(TiQ) mpoyeopévn(eg) ovpryyo(ec) dote va Pefatwbeite 6T

. 0 0p1OUOG TOV TPOYELIGUEVOV GLPTYYDV KOl 1] TEPLEKTIKOTNTA VAL GMOOTN

o Edv n 86om cag eivar 90 mg Oa wapete pio mpoyepicuévn ovpryye IMULDOSA tov
90 mg

. TPOKELTOL Y10, TO GOOTO PAPLAKO

. dev €yel mepdoel N Muepounvia ANENG Tov

. 1N TPOYEUIOUEV GOPLYYO DEV EIVOL KOTECTPOUUEVT|

. T0 SIGAVLO GTNV TPOYEUIGHEVT cUpLYY givar dypoo mg eAaPP®S KITPVO Kot S1oyES £mG
elappd 1p1difov

. TO SV GTIV TPOYEUOUEVT CVPLYYQ JEV EIVOL ATOYPOUATICUEVO 1) BOAO KOl deV TTEPIEYEL

omoladnmote EEva COUOTIOW
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. 70 S1BAV IO GTNV TPOYELGHEVT] GVPLYYA OV EIVOL TOY®UIEVO.

YUYKEVTPDOTE OAL 000 Do YPElCTEITE KOl OMADOTE Ta 0€ Lo KaBop1| ETPAVELR. Xg avTa
TEPIAAUPAVOVTOL AVTIOTITIKA HOVTIAAKL, £vo KOPUATL BapBdrt 1} Yélo Kot £vog mepEKTNG OLyUnpov
OVTIKELUEVOV.

2. EmAéEte kon TpogTolpdote T 0é0n TG Eveong:
EmiiéEre T Béom éveong (BA. Ewkdva 2)
. To IMULDOSA yopnyeiton pe €veon Katm amd v emdeppida (Lmodopia)

. Kokiég meployég yio v éveon givor o dve umpog M yopw amd v Kothd (KooK xopa),
ToLAdYIGTOV 5 cm poakptd amd Tov opeard (apard)

. Edwv givatl duvoto, punv ¥pnolonotoete TEPLOYES TNE EMOEPUIONG TOV TOPOVGLALOVY GTUALH.
yopiaong

. Edv mpdkettan va cag fonbnoet kdmolog, kavovtac cog Ty £veon, tote awtdg 1 avtn Oa

umopovoe va emAEEEL g BEom i TV £veon 1o ave PEPOG Tov Ppayiova.

=S |

*O1 TePLoYEG LE YKPL YPDLO CUVICTMOVTOL MG TEPLOYES YLOL TNV EVECT).

Ewova 2
[Ipogtoudote ™ 0éom €veong
. [MAovete ta gépra oag moAD KaAd pe comovvt kot LeoTo vePO.
. Koabapiote 10 déppa. otn 0éom éveong pe Eva OVTIGNTITIKO LOVTIAGKL
. Mnyv ayyi&ete v weployn avt Eava TPV KOVETE TNV £vean.

3. Aparpéote 10 KGhoppa g perovng (PA. Ewéva 3):

. To kdAvppo T PeAOVNG dev TPEMEL va apatpeitol LEYPL va eloTe £TOUOL VO KAveTe TNV €veon
mg 80omg

. [épte v Tpoyeiopévn cHPLYYa, KPATHOTE TO GO TNG GUPLYYOS LE TO £VOL XEPL

. Tpapn&re to k@Avupa g BeAovng ne pia kivnon mpog ta £€® Ko tetaéte T0. My ayyilete 10

£UPolo eV TO KAVETE OWTO
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Ewova 3

Mmnopel va mopatnprioete pio puoaiida aépa TNV TPoyEUGUEVT cOPLYYH 1 Lo oToyOVe LYPOD
otV dxpn g Perovne. Kot ta 0o avtd givol puetoloyukd kot dev ypetdleTol va apopedovv
Mnyv ayyi&ete tn PeAdva KoL PNy TNV 0QTCETE VO AKOVUTNGEL GE Koo ETPAvELD

Mn ¥p1GILOTOMGETE TNV TPOYEULICUEVT] GUPLYYQ OV GOG TEGEL YMPIC TO KAAVLUUO TG BEAOVNG
ot Béom tov. Av cvufel aVTd, TOPAKIAOVUE EMKOWVMOVNGTE E TOV YIOTPO 1| TOV QUPUAKOTOL0
oG,

Kavte éveon pe ) 066M a@od apalpEGETE TO KOAVUUO TG PEAdVNC.

. Kavte éveon pe ) d60m:
Kpatnote v apoyeicuévn copryya Le to £va xEpL OVAIEST 6TO LEGO KOl TO OgiKTN Kot
TOMODETNOTE TOV OVTIYELPO. GTIV KOPLOT| TNG KEPUANG TOL EUPOAOV KO YPNCLUOTOIGTE TO GAAO
YEPL Y10 VO TOUTNOETE amaAd TNV KoOoplopévrn emOepUida avApIesH GTOV OVTIXELPO KOL TO
dglktn coc. Mnv  opiyyete dvvatd
Mnv tpapnéete Tpog o miow 10 EPPOLO GE OTOLUONTOTE GTLYUN
Me pio povadikn kot ypriyopn kivion, eicdyete ) erdva péca oto dépua 660 Pabid umopei va
umet (PA. Ewcova 4)

Ewovo 4

Kdvte v éveon pe 6ho to pdpuaxo mEfovtag o EpPoro uéypt va Ppedet n Ke@oAn Tov
euPorov teleimg avdpeoa ota TTEPHYIN TPOSTATELTIKOD NG Perdvne (PA. Ewkdva, 5)
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MTEPYT 1A
APOZITATEYTIKOY
BEAONAZ -

Ewova 5

. Otav to £uPoro €xel meotel 1060 660 PmoOpEl Vo TPOYWPNGEL, CLVEYIOTE VO OI0KELTE TTEDT) BTNV
KEPOAN TOV gUPOAOL, BydAte T Peddva kot agpiote 1o dépua (PA. Ewkdva 6)

Ewova 6

. Bydite apyd tov avtiyelpd cog amd v KePaAt Tov EUPOAOV MOTE VO APCETE TNV GOELN
ovplyya vo Kivnel Tpog ta Tavm, péxpt va kaAveel OAn 1 feAdVn amd TO TPOGTATELTIKO TG
Berovng, onmg paivetal oty Ewkova 7:

Ewdva 7

5. Megta v éveon:

. [Miéote éva avTionmTikd PHovTIAAKL Tave amod tn 0€om g éveong yia Alya devutepOAEmTO LETE
v éveon.

. Mropei vo, vTap&et pikpn TocOTNTA Oipatog 1 vYPoL ot 0éon g éveong. Avtd sivoal
(QVGLOAOYIKO.

. Mrnopeite va méoete éva koppdtt Bapfaxt 1 pia yalo mave and t B€om g £veong Kot vo To
kpotoete yio 10 devteporenta.

. Mnv tpifete to déppo otn BEom ¢ Eveonc. Mmopeite va kaAdyete ) 0o g Eveonc ue éva

pKpd awTokOAANTO EMideECO, av glvor amapaitnTo.

6. Amoppwyn:
. O1 YpNOOTOMUEVEC GUPLYYEG TPETEL VO, TOTODETOVVTAL GE EVOV aVOEKTIKO GTO TPLTLOATOL
TEPLEKTN, OTTMG Evay TEPEKTN Yo aryunpd avtikeipeva (BA. Eucova 8). Tloté unv
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YPNOLOTOMoETE Eava TNV 10100 GVPLYYa, Y10 TN OIKT GOG AGPAAELD KoL VYELQ KOl Y1 TV
0oQAAELD TOV AAAWDV. ATTOPPIYTE TOVG TEPLEKTEC YO OLYUNPA OVTIKEILEVA COUPOVO LIE TIG KATH
TOTOVG 15YVOVOEG OYETIKEG O1aTAEEIS

Ta avtionmTikd emBépata Kot GALC VTOAEIHLOTE LITOPOHY VO OTopPLPBoLY GTa, AmoppiLUaTd
oG,

BIOHAZARD

Ewovo 8
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