ITAPAPTHMA 1

MMEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAPLOKO QVTO TEAEL LTTO GUUTANPOUATIKY TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPTIYOPO
TPOGIIOPIoUO VEDV TANPOPOPLOV OCPAAEING. ZNTEITOL OO TOVG EMAYYEAUATIEG VYELNG VO AVOPEPOVY
omolecdnmote mhavoloyovueveg avemBounteg evépyeieg. BA. mapdypapo 4.8 yia Tov TpdTo avapopdg
OVETLOOLNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

WEZENLA 130 mg mokvo 61dAvpa Yo TopackeLt] S10ADUATOG TPOG £YYLOT

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH

KaBe praridio mepiéyel 130 mg ovotekivovudunn oe 26 ml (5 mg/ml).

H ovotekivoopaumn givor évo minpog avipomnvo povokiwvikd IgGlk avticopa Evavtt tng
wreprevkivng (IL)-12/23 mov mapdyetol Ge pior KVTTOPIKY YPOUUN @OONKOV Kivelikov KPIKnTov pe

ypnomn texvoroyiag avacvvdvacuévov DNA.

[No tov mpn katdroyo tov ekdoymv, PA. mapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
TTukvd dtddvpa Yo TopacKELT SIOADLATOG TPOG £YYLON.

To dudvpa givar dtowyég £mg 1pdilov, dypmuo Emg avoryto KiTpivo.

4, KAINIKEYX TAHPO®OPIEX
4.1 OgpomevTiKég evoeitelg

Noococ tov Crohn

To WEZENLA evéeikvotor yio ) Oepameio evilikov aclevav pe petpiong mg cofapd evepyn voco
tov Crohn, o1 070i01 EUPAVICAV OVETOPKT OVTOTOKPLOT], OTMOAELN AVTATOKPIONG 1} dvcovesio ot
ocuppartikn Bepaneia 1 og avtayovior) tov TNFa 1 tapovcidlovv avtevoeilelg o avtég Tig Oepaneieg.

4.2  Aocoloyio kol TpémOS yopNynong

To WEZENLA 1okvo 61dAvpa yio TopooKeDT| SIADIOTOg Tpog Eyyvon Tpoopiletal yio ypnon ved
v kaBodnynon kot Ty eniPreyn wwTpdv, EUTEPOV ot d1dyvmaon Kot T Bepaneia tng voGov Tov
Crohn. To WEZENLA mukvo dtdAvpo yio mopoaokent| dStahdpotog mpog Eyyvon Ba mpénet va
YPNOYLOTOLEITAL HOVO Yo TNV EVOOPAEPLa dOGT EmAYWOYNS.

Aocoloyia
Noooc tov Crohn
H 6epancio pe WEZENLA npénet va Eexva pe pio epdmal evoopAEPia d0om BACEL TOL COUUTIKOD

Bapovg. To didAvpa Tpog £yyvomn mpénel va mepthapupavel Tov aplfud eroidiov tov WEZENLA
130 mg 6mwg kabopiletal otov mivaxa 1 (BA. Tapdypa@o 6.6 yio. TV TPOETOWAGIN).



Mivaxag 1. Apyucn evoo@réfro d06m Tov WEZENLA

YopoTiko papog ac0evoic YovieTONEVY 660m” AprOpoc groidiov 130 mg
KOTd TN YopnRynon s 66ong WEZENLA

<55 kg 260 mg 2

> 55 kg éw¢ < 85 kg 390 mg 3

> 85 kg 520 mg 4

* [epimov 6 mg/kg

H mtpdtn vmodopia 660m mpénet va yopnyeital tnv efdopdda 8 petd tnv evoopAéPia doom. I )
docoAoYia Tov ETaKOAOVOOL VTTOGOPLOV BOGOAOYIKOD TYNUATOC, PAETE Tapdypago 4.2 tng IIXII Tov
WEZENLA evéopo dtdivpa (praridio) Kot evésipo dtiivpa g Tpoyepucpévn ocvopryyo i g IHXIT yuo
TNV TPOYEUGUEVT] GLGKELT] TOTTOV TEVOC.

Hliopévor (> 65 etawv)

Agv omonteitol TPOcap oY TG 60GNG Y10 TOVG NAMKLOUEVOLS aobeveis (BA. Tapdypago 4.4).

Negpixiy koi nrotikn ovoAeirtovpyio.

H ovotekvovpdpunn dev Exet peretndel g avtovg tovg TAnduopods achevav. Xvvendg, dgv pnopodv
Vo YiVOuV GLGTAGELS GYETIKA LLE TN dOCOAOYiaL.

Toaidrazrpirog winBoouog
H ac@dleio Kot 1 0moTEAEGUOTIKOTNTO TG OVGTEKIVOLUAUANS Y1 T Bepameio Tng vocsov tov Crohn
o€ o018 NAkiag pikpotepng v 18 etdv dev £xovv akduo tekunplmbei. Aev vdpyovv dtabéoipa

dedopéva.

Tpomog yopnynong

To WEZENLA 130 mg mtpoopiletat yio evioeAéPia ypron povo. Oo mpémet vo xopnyeitol og
dtotnua TovAdyiotov piog dpoc. o 0dnyieg GYETIKG e TNV 0PAIOGT] TOL POPUAKEVTIKOD TPOTOVTOG
TP Ao TN Yopnynom, PA. mapdypagpo 6.6.

4.3  Avrevodcieag

Yrepevaicnoia otn OpacTiKn 0vcio 1 6 KATOL0 and T0 EK0Y0 TOV AVOPEPOVTOL GTNV
mapdypogo 6.1.

KAwvid onpovtikn, evepyn Aoipwén (m.y. evepyn pvuatioon, Pr. tapdypago 4.4).
4.4  E101kéG TPOEOOTOMGELS KL TPOPVAGEELS KATA TN (P1)on)

Iyvnioocipdtnta

[pokeévov va Pertindel  yyvnAocudTnTo TOV BIOAOYIKOV QUPUOKEVTIKMY TPOIOVIMV, TO OVOLLOL
Kot 0 aplOuog TPTIdAg TOL YOPTYOVUEVOD PAPUAKOV TPETEL VO KATAYPAPETAL [LE COPTVELD.

Aowdéeig

H ovotekvoopdumn pmopei duvntikd va avENcet Tov Kivouvo AOUOEEMY Kol VO EVEPYOTOLGEL €K
vEoL AavBAavovsec AOUMEELS. Xe KAVIKEG LEAETEC KOl O pLio LEAETN TTAPOTPNONG LETA TNV
Kuklopopia o€ acbeveic pe yopiaon, coPapéc Paktnplakéc, LUKNTILOIKEG KOl 10YEVEIC AOUDEELS
&yovv mapatnpnoei o acBeveig mov Aappdavovy ovostekvovpaunn (PA. mapdypapo 4.8).




"Exovv avapepbei evkaiplokég AoudEelc, COUTEPILOUPAVOUEVOV TNG ETOVEVEPYOTOINGNG TNG
OLUATIOONG, AAA®V EVKOIPLOKOV BaKTnploKk®y Aotudéemy (cupneptiapfavopévng g Aoipméng and
drumo pokoPaktnpidia, T UNVIyyitidag amd AoTépLa, TG TVELHOVING amd AEYIOVELAD KoL TNG
VOKOPSIaoNg), EVKOUPLOKDY LUKNTINGIKOV AOTUOEEDY, EVKALPIOK®Y 10YEVOV AOIUOEEDY
(ovumepriapPfavopévng g YKEQUAITIONG TTOV TPOKOAEITAL A0 TOV 10 TOV OTAOD £PANTO TOTOV 2),
KoL TOLpOoITIKOV Aouméewv (cvpumeptiapfovopuévng g opBolkng tofomAdoumaonc) oe acbeveig
oL éAaPav Bepomeia Le OVGTEKIVOLLALTY).

Amnauteiton mpoooyn otav e€etdaletan | xpnomn oo WEZENLA og acBeveic pe ypdvia Aoipmén 1 pe
1oTop1ko votponidlovcac Aoipméng (BA. Tapdypago 4.3).

[pw and v évapén tc Bepaneiog pe WEZENLA, ot acBeveic mpénet va eEetdlovTon yio Aolpwén
and eupotioorn. To WEZENLA dev mpénet va yopnyeital oe acBeveig pe evepyn pupatioon (BA.
mapdypoeo 4.3). H Oepaneia g AavOdvovcog ouatioong Tpémel vo EEKVE Tpv amd Tn xopNnynon
tov WEZENLA. To gvdeyouevo Bepaneiog katd g pupatioong npémnet eniong va eEetaleton mpv
and v évapén yoprynong tov WEZENLA og acBeveic pe 1otopikd AavBdvovcag 1 evepyow
QLHOTIOONG, Y10 TOVG 0TToioVg dev umopel vo emPePatmbel pa exapkng Tponyovuevn Bepaneia.
Acbeveig mov Aapufavovv WEZENLA 0o mpénet va mapakorovbovvtal otevd yio evoei&elc kot
GUUTTMOUOTO EVEPYOD QLUATIOONG KAt TN S1dpKeLd Kol LETA TO TEAOG TG Depameiog.

Ba mpémel va, yivel vddeln otovg acbeveic va avalntioouv 1Tpik GUUPBOVAT €4V ELEUVIGTODY
OTUELR 1] CUUTTAOLATO TTOV VILOINADVOLV Aolpmén. Edv évag acBevic avantvéer pia coPapn Aoipwén,
0 acBevng Ba pémel va Tapakorovbeitar otevd kot to WEZENLA dev 0o mpémet va yopnynOet uéypt
VO VTOY®PNGEL 1] AoTHmEN.

Kokondeieg

Ta 0VOGOKATAGTAATIKG OTIMG 1) OLGTEKIVOVUAUTT 00EAVOLV duVNTIKEG TOV Kivouvo Kakonbelog.
Opiopévorl acBeveic mov Adpfovay OVGTEKIVOVUAUTT 6TO TAICLO KAVIKOV LEAET®V Kol G pia
UEAETN TTOpATHPNONG LETA TNV KUKAOQOPia o€ acBevels pe yopiaon avETTLEQY OEPUATIKEG Kot [n
deppotikég kokonoeieg (PA. mapdypaeo 4.8). O kivdvvog kaxondeag umopel va ivat vymAdtepog o€
aocBeveic pe yopioorn mov Egovv AdPet Bepameia pe GAlovg PloAoyikodg mapdyovTeg KOTA T JEPKELN
g acBéveldg Touc.

Agv &yovv de&oyOel peréteg mov va mepilapfavovy acbeveig pe 16toptkd kakondelag | LeEAETES TOV
va cvveyiCouv  Bepaneio e acbeveic Tov avanticoovy Kokondela Katd T Anymn g
OVOTEKIVOVLLAUTNG. ZVVETMG, Bo Tpémet va eEeTdleTon TPOGEKTIKA 1 ¥PN|OT TNG OVGTEKIVOVLLAUTNG
6T0VG acbeveig avtovc.

O)ot o1 acbevels, 10lmg 601 givar nAikiog peyarivtepns tv 60 eTdv, achevelg pe 1TPKd 1GTOPIKO
LOKPOYPOVIOG AYTG 0VOGOKATAGTAATIKNG Oepaneiog 1 doot xovv 16T0p1kd pmtobeponeiog (PUVA),

Oa mpémel vo mapakoiovfovvtal yio TNV EUEEVIoT KapKivoy Tov déppatog (PA. mapdypapo 4.8).

2VOTNUOTIKES KO OVOTTVEVOTIKES OVTIOPAGELC VITEPELULoONGiag

2votnuatiKés

"Exovv avaeepbei coPapic aviidpdoeic vrepevaiodnciog KoTd TV TEPId0 PETA TNV KUKAOQOPIo TOV
TPOTOVTOC, G LEPIKEG TEPMTMOGELG APKETEG NUEPEG peTd T Oepaneia. ‘Eyovv eppaviotel avagpuiaéio
Kot ayyeooidnua. Edv eppavicrtel avapuiatio 1 dAAn cofapn avtidpacn vrepsvarctnaiog, 0o mpénet
va Eekvnoet KoTtdAAnAn Bepaneio. kat va Stokomei n xoprynon tov WEZENLA (BA. tapdypago 4.8).

Avtidpaoeis oyetiCOUEVES LE TV EYYVON
Avtidpaoelg oyetilopeveg pe v £yxvon éxovy mapatnpndei oe kKhvikég dokipuég (PA. mapdypago 4.8).

YoBapég avtidpacelg oXeTILOUEVES LE TNV £YYVOT), GUUTEPTAUUPAVOUEV®Y OVUPUAAKTIKMV
OVTIOPAGE®V GTNV £YYVOT, £X0VV ovoeepBel KaTd TNV TEPI0d0 LETA TNV KLKAOQOPIN TOV TPOTOVTOG.



Y mepinton wov mopotnpndel cofoapn N anedntikng yio ™ {on avtidpaor, O Tpénel va Eekvd
KatdAAnAn Bepaneio Kot 1 ovotekvovuaunr Oo Tpémel vo SOKOTTETOL.

Avarmvevotikég

"Exovv avapepbei mepiotatind aAlepytkng KoyweMdITId0g, NOGIVOPIAKNG TVELIOVIOG KOl Un
AOLLLOBOOVE OPYAVOVLEVTG TVEVHOVIOG KOTE T XPTO1 TNG OVGTEKIVOVUAUTNG LETE TN XOp1YyNoN AOE0G
KukAopopiag. Ot kKAvikég ekdnAmoelg mepleddpfovay fya, duomvola Kot dStapeses dnbnoelg Hetd
and pia émg Tpetg d6oels. Ot coPapéc ekPfdoeis mepleAdpfovay avamTveLOTIKN AVETAPKELD KO
nmapatetapévn voonieia. BeAtioon avaeépOnke petd t S1okomn TG OVGTEKIVOLLAUTNG Kot ETioNG,
G€ OPIOUEVEG TEPIMTMGELG, TN XOPNYNOT| KOPTIKOGTEPOEIODV. e TEPITTOOT OV 1| ThAVOTNTA
roipméne €xet anokAeiotel kon 1 S1dyvoon etvor emPeformpévn, S10KOYTE TNV OVCTEKIVOVULALTY KoL
Eexvnote katdAANAn Ogpomeia (BA. Topdypogo 4.8).

Kopdwoyysiokd couBduoto

Koapduayyeioxd copfapoto couneptlapfavorévemy sLepayIoTos TOL HLOKApOion Kol ayyelokon
EYKEPOAIKOV €MEIC0010V Exovv TTapatnpn el o€ acbeveig e yopioon mov ektédniay oty
OVGTEKIVOVUAUTY GE Lo LEAETN TOpATPNONG HETA TNV KuKAoPopia. Ot Topdyovteg Kvduvou Yo
Kapdelyyelokn voco Ba mpénetl va aE1oA0yovvToL TOKTIKA Katd T dtdpkela tne Oepameiog pe
WEZENLA.

EufohMacuoi

Yuviotdron va pn cuyyopnyodvrot epforta Lovtov wwv i faktnpiov (0w o Bakiilog tov Calmette
kot Guérin (BCQG)) pe 1o WEZENLA. Agv éxovv dieEayBel e1d1cég peréteg og acbeveic mov giyav
npdcpato Aapet euPorta pe {dvteg 100¢ | Lovta Paxtiplo Agv vdpyovv dedopéva yia T
devtepoyevn petddoon Aoipméng omd Covta euPotia oe acbeveic Tov AauPoavoy OVGTEKIVOVUAUTT).
[Ipwv amd tov gpPoriacud pe (dvteg 100¢ 1 Covra Paxthipia, 1 Oepaneia pe to WEZENLA mpénet va
Sdwakomel yio tovhdyiotov 15 gfdopddeg petd v tedevtaia d6on Kot pumopel va Eavopyiost
TovAdyioToV 2 gfdopddeg petd tov epPfortacud. Ot cuvtayoypaeot 1tpol TPEMEL VoL GUUPBOVAEDOVTOL
v [epiinyn tov Xapoktnpiotikdv Tov [Ipoidvtog Tov cuykekpipuévou epforiov yio tpdebetn
TANPOQOPN O Kol 00NYIES OYETIKA [LE TNV TAPAAANAT] YP1|OT] AVOCOKATUCTOATIKMY TOPAYOVI®OV LETA
Tov gufortacuo.

H yopriynon {ovimv guforiov (6nwg to epuporio BCG) ot Bpéon mov extédnkav in utero oty
OVGTEKIVOVLLAUTT OEV GLVIGTATOL Y10, ODOEKA LVES LETE TN YEVVNON 1 LEYXPIC OTOL TA EMIMEDA TG
OVGTEKIVOVUAUTING 6TOV 0pd TOV Bpépoug va eivar un aviyvevotua (PA.tapaypdeovg 4.5 kat 4.6). Edv
VILAPYEL CAPEG KAVIKO OPELOG Y10 TO LEPOVOUEVO BPEPOC, | xopriynon evog {dvTog epuforiov pmopel
va g&etaleton vopitepa, Qv TO ETIMEIA TG OVGTEKIVOVUAUTNG GTOV 0pO TOL BPEPovug eivar un
oViVELGLULA.

Ot acbeveig mov Aapfavooy WEZENLA pmopovv va Adfovv tavtodypova adpovomompéva 1 un {ovta
gupora.

H paxpoypovia Bepaneio pe WEZENLA dev kataoTéEAAEL TN YUUIKT 0VOGOAOYIKT GTAVTINGT GTO
TOAVGOKYOPLOIKO EUPOALO Vil TOV TVEVHOVIOKOKKO 1] TO gUfBOAL0 Yia Tov TéTovo (BA. Topdypago 5.1).

TTopdAinAn avocokoTaoctalTikn Oepameio,

Y€ HEAETEG YO TNV YOPIOoT), N ACOAAELD KO 1) OTOTEAEGLOTIKOTNTA TG OVGTEKIVOVILAUTNG GE
GLVOLOCKUO UE OVOGOKOTAGTOATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOVY, T} L pmTobepameia, dev
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n wapdrinin yprion MTX dev pdvnke
va ennpedlel TNV AGPAAELD 1] TNV OTOTEAECUATIKOTITO TIG OVGTEKIVOVLLAUTNG. Z€ LEAETEG Y100 TN VOGO
tov Crohn kot v eAk®OM KOALTION, 1) TOVTOYPOV XPNOT UVOGOKOTUGTUATIKAOV 1 KOPTIKOGTEPOELODV
dev PavnKe vo ennpedlel TNV ao@AAELD 1] TNV ATOTELEGLOATIKOTITO TNG OVGTEKIVOVUAUTNG. AToLTeiTan



npocoyn otav eEetdletal n TapdAANAn xpnor GAAOV avocokataoToATiK®V Kot Tov WEZENLA 1
Katd T petafoomn omd GALN BoAoyikd avocoKaTaoTAATIKA (BA. Tapdypago 4.5).

Avocobfepaneio

H ovotexivoopdunn dev éxet a&lohoynbei oe acbeveig mov £yovv vtoPAndei oe avocobepameia yio
aArepyia. Aev givarl yvootd edv 1o WEZENLA pmopei va ennpedoet v avocobepaneia yio aliepyia.

2ofapéc depuatonadeiec

e aoBeveic pe yopiaon, &xel avapepel amo@oMdmTIKN deppoTitidn HeTd amd Oepaneio pe
ovotekvoupdumn (BA. Tapaypaeo 4.8). Ot acbeveic pe yopioon Kotd TAGKS eVOEYETAL VL
avarTuEOVY pLOPOSEPUIKT YOPIOOT), LE CUUTTOLOTO TOL EVOEXETAL VA UMV StakpivovTal KAVIKA omd
TNV OTOQOAMOMTIKN SEPUOTITION, GTO TAAIGLO TNE PVGIKNG TOPELOG TOV VOO Lotdc Tovg. Kotd v
apaxkolovOnom e yopioong tov acbevoig, ot ylatpol O Tpénet va ETAypLTVOUV Y10 GLUTTOUOTO
gpuBpodepikng ympiaong 1 aro@od®TiKNG deppotitidas. Edv avtd to cupntdpato EpLeavictovy,
Ba pémet va axolovdnBel katdAinin Bepancio. To WEZENLA Ba mpémet va S1akOmTETOL EAV VITAPYEL
VITOVOL AVTIOPAGNG GTO PAPLLOKO.

Kotoaotdosic mov oyetilovral ug Tov AVKo

"Exouv avapepbel mepintmoeig kKataotdoswmy mov oyetiCovtan e Tov A0Ko o€ acbeveic mov Ehafov
Oepameio ple OLGTEKIVOVUAUTT, CUUTEPIACLPOVOLEVOD TOV SEPUATIKOD EPLONUATMOOVE ADKOV Kol TOV
ouvdpdoL TPpocopolalov pe A0ko. Edv eppavictodv BAAPES, £101KA G€ TEPLOYES TOV FEPLLATOG TOV
ektifevtan oTov Ao 1 €dv cvvodedovtar and apBpadyia, o acbevrg Ou mpénel va avalntioet apécmg
wTpikn fonBeta. Eqv emPePformbel n didyvoon pog Katdotaong mov oyetiletal pe tov AVKo, 1
OVOTEKIVOLLLAUTT Ba TPEMEL VoL S1aKOTTTETOL Ko VoL EEKIvE KaTAAANAN Bepoameio.

Ewdwkoi mAnbvopuoi

Hlxiopévor (> 65 etawv)

Agv mapoatnpnOnKay GUVOAIKEG SLOPOPEG OTNV ATOTEAEGLOTIKOTNTO 1] TNV AoPAAELD 6€ acbevelg
nAikiog 65 etdv Kot Ave mov EAaPav OVGTEKIVOLUAUTY|, GE CUYKPLOT| LE VEOTEPOLS acbevelg og
KAMVIKEG LEAETEG OTIC EYKEKPIUEVES EVOEIEEIC, 06TOGO 0 aplBudC TV acbevadv nhikiag 65 etV Kot
v dev NTav EMOPKNg dote va kabopiotel edv ot acbeveig avtol avtamokpivovTal dSloPOPETIKAE amd
TOVG vedTEPOLG aobevels. Adym TG LYMAGTEPNC EMMTOONC AOUMEE®V YEVIKE GTOV NMKI®UEVO
TAnOvuepod, n Bepomeio TPEMEL VO YIVETAL PE TPOGOYN GTOVG NAIKIMUEVOLC.

Ilepreyouevo og vatplo

To WEZENLA zmepiéyet Miydtepo amod 1 mmol vatpiov (23 mg) avé doon, givar avtd mov ovopdalovpe
«ehevbepo vatpiovy. Qotoco, o WEZENLA apardvetan pe didhopa yAoptovyov vatpiov mpog
gyyoon 9 mg/ml (0,9%). Avto Oa tpénel va Aaufdvetor vITOYN TPOKEWEVOD Y10 acOEVEIC TOL
axoAovBovv diatta pe ereyydpevn tpdoinyn vatpiov (PA. mapdypogo 6.6).

45  Alremopdosig pe GALD QUPUOKEVTIKG TPOIOVTA KoL dAAES HOPPES OAANAETIOPAOTG
Zmvto euPoria dev mpémel va xopnyobvtot topaiinia pue to WEZENLA.

H yopnynon {dvimv epPoriov (6nmg to eppdio BCG) ot Bpéen mov ektébnkav in utero oty
OVGTEKIVOVLAUTT OEV GUVICTATOL Y10 dMOEKA UNVEG UETA TN YEVVNON 1 £0C OTOV TO EXIMED TNG
OVGTEKIVOLUAUTNG GTOV 0pd TOV Bpépoug va eivar pun aviyvevoiua (PA. mapaypdeovg 4.4 kot 4.6). Edv
VILAPYEL CAPEC KAVIKO OQEAOG Y10 TO LEPOVOUEVO BPEPOg, 1 yopnynon evag (dvtog epforiov pmopel
va e€etaletar vopitepa, €0v Ta EMITESN TNG OVGTEKIVOVUAUTNG GTOV 0pO TOV BPEPOVG givat un
oviYveLGLAL.



Agv €govv mpaypotomoin el peréteg aAANAemdpdoemv o€ avOpOTOVG. ZTIG AVOAVGELG
(QOPLOKOKIVNTIKNG TANBUGHOD TV pekeTdV @dong 3, Siepeuvifnke N enidpacn TV o cuyva
YPNOUYLOTOLOVUEVDV TAVTOYPOVA QPOPLUKEVTIKDV TPOIOVIMV G 06OEVELG e Wmpioom
(cvumepAaUPOVOUEVOV TNG TAPAKETOUOANS, TNG LPOVTPOPATIVIG, TOV OKETVAOGAAIKVAIKOD 0EEOC, TNG
petpopuivng, g atopPactativng, tng Aefobupo&ivig) oTn GapUAKOKIVITIKH TG OVGTEKIVOVUALUTNG.
Agv vmpEav evdeigelg aANAETIOPAGTG LE OVTE T TAVTOYPOVA YOPTYOVUEVO PUPLOKEVTIKA
npoiovta. H Bdon yio v avaivon avti ntoav 6t tovddyiotov 100 acbeveic (> 5% tov ueketoduevon
TAnBucpov) Edafav Oeparmeia e TOLTOYPOVI YOPNYNOTN CVTAOV TOV POPUAKEVTIKAOV TPOIOVIMV Y10
tovAdyiotov to 90% g mepiddov perétng. H @aprokokivnTiky Tng oOVGTEKIVOLUAUTNG OEV
emmpedotnke and v tavtdypovn ypnon MTX, un oTepoed®V aVTIPAEYLOVOOIDV QOPUAK®OY, 6-
UEPKOTTOTOVPIVIG, aloBE10TPIvIG Kol 0Td GTOUATOG KOPTIKOGTEPOEOMV O UCOEVEIS [LE YOPLOGIKN
apBpitda, voco Tov Crohn 1 ehkddn KOAMTIdO, 1| A0 TNV TTPOTYOULEVT €KBEGT) GE TOPAyOVTES OVTL-
TNFa, og acOeveic pe yopractkny apbpitida | voco tov Crohn 1 amd v wponyovuevn ékbeon oe
Broroyucovg mapdyovteg (dnA., mapdyovteg avii-TNFa 1/kan Bedollovpdunn) o acbeveig pe eAkmon
KOAITIOO.

Ta amoteléoporo piog pehétng in Vitro dev vodetkvhovy TV AVAYKN Y10 TPOCAPUOYH TNE dOONG 6
acBeveig mov Aappavovy tavtdypova vrootpduata ov CYP4A50 (BA. mapdypagpo 5.2).

Y& HEAETEG YO TNV YOPLaoT), N ACOAAEL KOL 1) OTOTEAEGLOTIKOTNTA TG OVGTEKIVOVIAUTNG GE
GLVOLOCKUO UE OVOGOKOTAGTOATIKA, CUUTEPIAAUPOVOUEVOY TV BlOAOYIKOVY, 1} L pmTobepameia, dev
&xovv a&roroynfel. Ze pedéteg Yo TV yopraokn apbpitida, n tavtdypovn xprion MTX dev pdvnke
va ennpedlel TNV aGPAAELD 1] TNV OTOTEAECUATIKOTNTA TG OVOTEKIVOVUAUTNG. e LEAETEG Yo TN VOGO
tov Crohn Kot TV €EAK®OT KOALITION, 1 TAVTOYPOVN (PT|OT OVOCOKOTAGTAATIKAOV 1] KOPTIKOGTEPOEODV
dev pavnke va emnpedlel TNV 0GOAAELN 1] TNV ATOTELEGUATIKOTNTO TNG OVOTEKIVOLHAUTNG (BA.
naphypogo 4.4).

4.6 Tovipétnta, KONon Kot yorovyio

Tvvaikec o avomapaymyikn nAkio

Ot yvvaikeg og avamapoy@ykn nAkio 0o Tpémet va ¥pnoHomolohy ATOTELEGUATIKT OVTIGOAAYN
Katd tn ddpkela tng Bepomeiog Kot yio tovAdyiotov 15 efdouddeg petd m Beponeia.

Kbnon

Agdopéva mov GLALEYON KOV TPOOTTTIKA A0 CYETIKA TEPLOPIGIEVO aplBd Kunoewv PETA omd £kBeom
GTNV OVGTEKIVOLUAUTT UE YVOOTO ATOTEAEGUATO, CUUTEPIAAUPOVOUEVOV TTEPIGGOTEPOVY 0t 450
KUNGEWMV OV EKTEONKOV KOTA T1 SIAPKELD TOV TPMTOV TPIUNVOD, OV KATASEIKVOOLV QLENUEVO
Kkivouvo peilovav cuyyevdv SUGTAACIOV GTO VEOYVO.

Meléteg og {da dev KaTEdEEAV Gpeom 1 EUHUEST] TOEIKOTNTO GTNV KONGT), GTIV TPOUUN
euPpoaxn/oyun epppoaxi avantoén, otov TokeTd 1| 6T HETAYEVVNTIKY avarTtuén (BA.
napdypago 5.3).

Qo616060, 1 dS100Eayn KAVIKT gUTEpia Elval TEPLOPIGUEVT). g TPOANTTIKO UETPO, EIVAL TPOTIUNTED VO
amopevyetor 1 xpion tov WEZENLA katd v kdmon.

H ovotekivoopdunn dtomepva Tov mAakouvTa Kot €L oviyvevbel atov opo Bpeedv ta omoia
yevviOnkov amd yovaikeg mov EAafav Bepaneio pe ovoTEKIVOLUAUTT KOTA T d1dpKeLd Tng komong. H
KAMVIKT EMMTOOT QVTNG TG TAPOTHPNONG OEV EIVaL YVOOTH, ®GTOGO 0 Kivouvog Aoinméng yia Bpéoen
T omoio, ekTéBNKay in Utero oty ovoetekvovudunn evééyetat va eivar avEnuévog HeTd ) yévvnon.
H yopnynon {dvtev epporiov (6nmg to eppoio BCG) o Bpéen mov ektébnkav in utero oty
OVGTEKIVOVLLALTT OEV GLVIGTATOL Y10, ODOEKA UVES LETA TN YEVVNON 1 LEYXPIC OTOL TA EMIMEDA TG
OVGTEKIVOLUAUTNG GTOV 0pO TOV Bpépovg va givar un aviyvevoiuo. (PA. tapaypaeovg 4.4 kot 4.5).
Edv vdpyet capég KAvikd 0Qelog Yio TO LEPOVOUEVO BPEPOC, 1| xopnynon evog (dvtoc epfoiriov



umopel va eetaletal vopitepa, dv To ETIMESN TNG OVGTEKIVOVUAUTTNG GTOV 0pO TOL BpEPoug eivar un
ovveELGLAL.

OnAacpog

IIeplopiopéva dedopéva amd T dnpoctevuévn PiPAtoypapio LTOSEKVOOVY OTL 1] OVCTEKIVOVUAUTN
eKKpIvETOL 0TO avBpOTIVO PINTPIKO YAAO G€ TOAD PIKPEC TOGOTNTEG. AEV Elval YV®OGTO av 1
OVGTEKIVOVLLAUTT OTOPPOPATAL GUGTNIOTIKG LETA TNV KATATOGN. AGY® TOL EVIEXOUEVOL
AVETBOUNTOV OVTIOPAGEWDY ATO TIV OVGTEKIVOVUAUTY 6€ Ppépr Tov OnAdlovy, mpénet va
omopaciotel av Ba dtakonel 0 ONAacpOg katd T didpkela TG Bepameiog katl Emg 15 efdopddec petd
1 Oepaneio 1 ov Oa dokomel N Oepamneio pe to WEZENLA, Lopfdavovrog vadyn 10 6QeA0g Tov
od100 and 1o OnAacuo kot to 6eelog g yuvaikas amod ) Bepaneio pe WEZENLA.

Tovyomra

H enidpaon tng ovotekivovupdumng otnv avlpaomvn yoviudtnta dev éxetl a&loloynOel (PA.
napypago 5.3).

47 Emopacels otny IKEvOTNTA 0017161 KAl YEIPLGHOD UNYOVILATOV

To WEZENLA dev £xel xopio 1| €€l 0oV ENTIOPACT GTNV IKOVOTNTO, 00YNONE KOt XEPIGHOV
HNYOVI ATV,

4.8  AvemOoOunteg evépysieg

2Hvoyn TOV TPOPIA 0CQAAELNG

O1 1o ovyvég avemBounteg evépyeteg (> 5%) oTig EAEYYOUEVEG TTEPLOSOVE TOV KAWVIKAOV LEAETOV TG
yoplaong, g yoplacikig apbpitidag, g vocov tov Crohn Kot TG EAKDOO0VE KOMTIONG G EVIAIKES
LLE TNV OVOTEKIVOVUAUTN TOV PVOPOPLYYITION Kot KePaAadyia. Ot TeplocdTEPEC OO OVTEG
OepnOnkay Nrieg kot dev eméParav T drokonn ¢ Oepaneiog g perémc. H mo coPapn
avemBountn evépyela Tov £xel avapephel yio TNV ovaTEKIVOLUANT ival GoPapég avTidpacELg
vrepevoicnoiog cvumepiapfavouévng g ovapoia&iog (BA. mapdypapo 4.4). To cuvolikd TPoPiA
ao@AAELag TaY TOPOLOL0 Yo 0oBEVEIC e Yoplaon, yoplaotkn apdpitida, voco tov Crohn kot
EAKMOON KOAITION.

Kotdroyog avemQountov evepysldv 6e mivaka,

Ta dedopéva ac@AAELNG TOV TEPLYPAPOVTOL TOPUKAT® ovTikKaTomTpilovy v £kbeon evniikwov otnyv
ovoteKvovpdunn oe 14 peréteg paong 2 kot edong 3 oe 6.709 acBeveig (4.135 pe yopioon kavn
yoplacikn apbpitida, 1.749 pe voco tov Crohn kot 825 acbeveig pe eAkdmon koAitida). Avtd
TEPLOUPAVOVY EKOECT] GTNV OVGTEKIVOVUAUT OTIS EAEYXOUEVES KOt U ELEYXOUEVES TEPLOGOVG TV
KAMVIKOV HEAETAOV Y10 TOLAGYIoTOV 6 pveg M 1 €tog (4.577 ko 3.253 acbevels, aviiotoiymg, pe
yopioon, yopracikn apbpitida, voco tov Crohn i eAkmon koAitida) kot £kbeom yio TovAdyiotov 4 1
5 ém (1.482 ko 838 acbeveic pe yopioot, aviietoiywg).

O ITivokag 2 mapéyet Evav KATAAOYO TV AVETIBOUNTOV EVEPYELDV OO KAVIKEG LEAETES YL TNV
yopioon, v yoplooiky apbpitida, T voco tov Crohn kot v eAkddn KoliTido 6g EVAAKES, KaOmg
emiong Kot avemBounteg evEpyeleg Tov avaeiptnkay and v eumelpia HeTd TNV Kukhoeopia. Ot
avemBOuUNTES EVEPYELES TAEIVOLOVVTOL KOTA TNV KaTyopia/opyovikd cOGTNHO KOl T GLYVOTHTA
ELLPAVIOTG, YPNOLULOTOLOVTAS TV akOAoLON cvvBnKkn: ToAD cvyvég (> 1/10), cuyvég (> 1/100 £mg

< 1/10), 6y ovyvég (= 1/1.000 émg < 1/100), omdvieg (> 1/10.000 £mg < 1/1.000), moAd omdvieg

(< 1/10.000), un yvwotig cuyvotntag (dev pmopovv va ektiunovv pe faon to Stbécipa dedopéva).
Evtdc kdBe katnyopiag cuxvotntog ELQAVIoNS, Ot avemBOUNTEC EVEPYELEG TTapUTIBEVTOL KATA
eBivovca celpd coPfapotntag.



Hivakag 2. Katahoyog TV avemBountoy evepysi@v

Katnyopio/opyoviké coctnpa

YoyvetnTo Epeaviens: avem@vuntn evépysia

AodEeL Kl TOPUCITOGELG

Youyvég: AoTumén TG avmTEPTG AVOTVEVGTIKTG 0000,
PVOPOPVYYITION, TAPUPPIVOKOATITION

Oyt ovyvég: Kuttapitido, Aotadéels tmv 0doviwv, £pmng
{wotpog, AoTHmEN TOV KATMOTEPOL OVOUTVEVGTIKOV, 10YEVIG
AOTU®EN TOL AVATEPOL AVOTVEVGTIKOD, (IO0LOKOATIKY LUKNTIOGN

Awtopayés avosomonTiko
GLGTILLOTOG

Oyt ovyvég: Avtidpdoelg vrepevaicinoiog (cupneptiapfovopuévoy
eEavOnpatog, Kvidmong)

Yraviec: ZoPapég avtiopaoelg vepevaicinciog
(ovumepriaufavouévay ovapuAasiog, oyyEl00dNUaTOC)

Yoyrorpucég dratapoyég

Oyt ovyvéc: Katabiwyn

AwTopay€g Tov VEuPLKO
GUGTILOTOG

Suyvec: ZAAn, kepalodyio
Oy ovyvég: Tapdivon Tpos®dmon

AvOmvELOTIKEG, BOPOUKIKES
daTapay£G Kot SoToporyEg
puecobwpaxiov

YuyvEG: ZTOLOTOQOPLYYIKO GAYOC

Oy ovyvéc: Prvikn copeopnon

Emivieg: AAMAEPYIKT KOYEMBITION, NOGIVOPIAKY] TVELLLOVIDL
[ToAb omdvieg: Opyavodugvn Tvevpovio™®

laotpeviepikéc dratapoyEs

2uyvéc: Aldppota, voutio, EPETOC

Awtapay£g Tov dEPIATOS Kot
TOV VILOSOPLOV 1GTOV

Xvyvég: Kvnopog

Oy ovyvég: PAokTovmong Yopiaor, aro@oiomaon dEpHaTOC,
FINTY)|

Ymévieg: Amopoldmtikn deppatitido, ayysiitida ond
vepevocOnGio

[ToA0 omdivieg: TToppoAvyMOEG TEUPLYOEIDES, OEPUATIKOG
gpLONUATOINC ADKOC

AlTopay£G TOL HVOGKEAETIKOD
GULGTHLOTOG KOl TOV GUVOETIKOV
1670V

Yuyvég: Oceuaiyia, poadyia, apBpoiyio
[ToAb ondvieg: ZHvopopo Tpocopoldlov e Ako

levikég dratapoyés Kot
KataoTdoelg ot 0éon
xopiymong

Yuyvég: Konmon, ephnua otn 6éom éveonc, dAyog ot 0éom
éveong

Oy ovyvég: Avtidpacelg ot 0éon éveong (cvpmepthapfovouéveov
NG QLLOPPAYIOG, AUATOUATOS, CKAPVVOTG, O10YKMGNG Kol
Kvnopov), e£acbévnon

* BA. mapdypapo 4.4, Z0GTNLHOTIKEG KoL OVOTVEVOTIKES AVTIOPAGELS VITEPELAIGONGIOGC.

TIeprypaen emheyuévay avemlOOUNTOV EVEPYELDY

Aowwéers

2T1C ELEYYOUEVES UE EIKOVIKO QApPLOKO LEAETES o€ acbeveig pe yopiaon, yoplootkn apbpitida, voco
tov Crohn kot eAk®ON KOAITIOA, TO TOGOGTH AOUMEEWDV 1] GOBUPOV AOUMEEDY NTAV TOPOLOLN
UETAED TV aoBEVOV TOL AAUPAVEY OVGTEKIVOV UGN Kol EKEIVOV TOV AdpBavoy e1KoviKd @APLOKO.
2NV EAEYYOLEVT LLE EIKOVIKO PAPUOKO TEPTIOO0 AVTAOV TOV KAMVIKAV UEAETOV, TO TOGOGTO AOUDEEDV
ntav 1,36 avd avlpomoétog Topakoiovdnong yio Tovg acbeveic mov Adpfovay oveTEKIVOL AT Kot
1,34 yia Tovg acBeveig mov AapPavay elkovikd eAaprako. ZoPopic AOUDEELS EPPAVICTNKAY GE
1060076 0,03 avd avBpmToéTog TapaKoAoVONGoNG Yio TOVG 0oBeVEIC TOV AQUPAVAY OVGTEKIVOLLLAUTT
(30 coPapéc Lroypuméeig og 930 avbpomoé mtapakorovdnong) kat 0,03 yio Tovg acbeveic mov
Adupavav gucoviko edpuaxo (15 cofapés Lopuméelg og 434 avBpomoétn tapakorovnong) (BA.
napdypoago 4.4).

2T1C ELEYYOUEVES KO U1 ELEYYXOUEVES TTEPLOGOVE TOV KAVIKADV LEAETOV Y10, TV YoPiaon, TNV
yoplackn apbpitida, tn voco tov Crohn kot Ty EAKdON KOAITION, TOV AVIUTPOCHOTEDOVY

11.581 avOpwmoét ékBeong o€ 6.709 acheveic, n didpeon didpketo mapakorovdnong ntav 1,0 £tog,
1,1 € ywo TIg HEAETEG Y1 TNV YOPLAGIKN VOG0, 0,6 €11 Yo Tig peAéTes Yo T voco tov Crohn kot

1,0 étog yio 15 peréteg yio Tnv eAkmOn KoAitida. To mtocootd Aopdéemv nrov 0,91 avd avBpmmoétog
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TapokolovONoNg Yo Tovg acbeveic TOL AAUPAVOY OVGTEKIVOLUAUTY KOl TO TOGOGTO GoPapmv
Aodéewv ftav 0,02 avd avBpomoitoc Tapakorovdneng yio Toug acbeveig mov Adppavoy
ovotekvovpudunn (199 coPapéc rowwméeig og 11.581 avBpwmoétn napakorovOnong) kot ot cofopig
AOUDEELG TTOL avaPEPON KV TEPIEAGUPAVAY TVELHOVIQ, OTOGTI L TOV TPOKTOV, KLTTAPITION,
EKKOATIOUOTITION, YOOTPEVTEPITION KOl 10YEVEIS AOIUMEELS.

Xe khMvikég perétec, aoBevels e AavBdvovsa guuatioon mov TapdAinio AdpPovay aywyn pe
toovialion dev avértuéav euuatioo.

Kaxonbeie

2TV AeYYOLEVN LLE EIKOVIKO PApUOKO TEPT0d0 TOV KAVIKGV LEAET®V o€ aobevels pe yoplaomn,
yoplooikn apbpitida, voco tov Crohn Kot EAk®dON KOAiTIdN, N EXINTOON KakonOeldv, eEapoduevon
TOV UM UEAOVOKVTTAPIKOL KapKivov Tov 6éppatoc, nrav 0,11 avd 100 avOpwmoétn tapakorovdneng
Y Tovg acbeveic mov AdpPavav ovetektvoopdpnn (1 acbevic oe 929 avBpwmoétn mapakorovnong)
og oOykpion pe 0,23 yia tovg acbeveic mov Adppavay gikovikd eappako (1 acbevig oe

434 avOpwmnoét mopakorovdnong). H exintmon tov pun pehavokvttaptkod KapkKivov Tov SEPIOTOC
ntav 0,43 avé 100 avBpomoétn Topakoiovdnong yio Toug acbeveig mov Adpfovoy ovGTEKIVOL AT
(4 acbeveic og 929 avOpwmoitn TopakorovOnong) oe cvykpion pe 0,46 yio Tovg acbeveic mov
Adpavov ewcovikd edppoko (2 acbeveic oe 433 avOpmmoétn TapaKoAovdnonc).

211G eAeYYOLEVEG Kot LN EAEYYOUEVEG TEPLOOOVS TMV KMVIKADV LEAETAOV Y10 TNV Yopiloot, TNV
yoplooikn apbpitida, tn véso tov Crohn Kot TNV EAK®OIN KOAMTIOO, TOV AVTITPOCOTEVOVY

11.561 avbpwmnoit ékbeong o 6.709 acheveic, n didueon didpketo mapakorovOnong ntav 1,0 £tog,
1,1 étn 110 116 peréteg Yo v yoplactkn voco, 0,6 £tn yo g peréteg yia T vocso tov Crohn ko

1,0 étog yia T1g perétec yo TV eAkdON KoAiTda. Avapépbnkav kaxonbeies, e£apovpévon Tov un
UEAQVOKVTTAPIKOD KAPKIVOL TOL dépotoc, oe 62 acbeveic o 11.561 avOpmmoétn napakorovdnong
(emintwon 0,54 avd 100 avOpomoétn mapoakolovOnong yia tovg acbeveic mov Edafav
ovotekvovpaunn). H exintoon kokondeidv mov avapépdnie otovg acbeveig mov Elafov

OVGTEKIVOV LA TV CUYKPIGIUN LLE TNV EMMTOGCT TOV OVAUEVETOL GTO YEVIKO TANOVGO
(mpotvrouévo mhiko enintoong = 0,93 [didotnua eumietocvvng 95%: 0,71, 1,20], Tpocapuocuévo
Yo TNV MAKio, To PUAO Kot T @UAN). Ot o cLYVE TOPATNPOVUEVEG KOKONOELES, EEPOVUEVOL TOV U
LEAOVOKVTTAPIKOD KAPKIVOL TOV SEPUATOC, NTOV KOPKIVOG TOV TPOGTATY], 0pBOKOAKOC KapKivog,
peAdvVopa Kot kopkivog Tov paotob. H enintmon tov pun HeAavoKuTToptkoy KopKivov Tov dEPLILOTOG
ntav 0,49 avé 100 avBpomoé Topakorovdnong yio Toug acbeveig mov EAaoy OVGTEKIVOLUGUT

(56 aoBeveic og 11.545 avBpwnoétn tapakorovdnong). H avaloyia tov acbevdv pe Booikokuttoptko
évavtt okavBokvTtapikol Kapkivov Tov dépuatoc (3:1) etvarl cuykpioyn e TNV avapevoueyn
avaloyio oto yevikd mAnbuoud (BA. mapdypago 4.4).

Avtidpaoceic vmepevoioOnoiog Kot avtidpacelS oTHY EYyvon

2T1¢ pEAETEG EMAYOYNG e EVOOQAEPLL yopTyNnon Y Tr voco Tov Crohn kot TV EAK®MON KOAITION, OV
avaépOnkav enelcodlo avaeuiosiog 1 GAAeC coPfapiés avTidpAcEL; OTNV £YYLCT LETA OO TNV EPATOE
evOoQAEPLa dOOT. Xe avTEC TIg peAétec, 2,2% and toug 785 acBeveic mov Aafav ikovikd papLoKo
Kat 1,9% amo tovg 790 acbeveig mov EAafav T GUVIGTOUEVT HOGT OVGTEKIVOVUAUTNG AVEPEPOY
avemBounTeg evEPYELEG 01 0TTOlEG CLVEPN GOV GTr S1apKEL TG EYYLONG 1| EVTOG Hiog dPag amd ovThV.
YoBapég avtidpdoelg oxeTICOUEVES LLE TNV £YYLOT, CUUTEPIAAUPOVOUEVOV AVAPVAOKTIKMOV
avTdpdoemv oV Eyyvon, EXouv avagepbel KaTd TV TEPI000 UETE TNV KLKAOPOPIO, TOV TPOiOVTOG
(BX. mapdypago 4.4).

TMowdwarpikde TAnOvopde

Toudrazpiroi aobeveis nlixiag 6 €TV kol Avw ue Wwpiaoy Koo TAGKOS

H acpdAeia tng ovatekvovudunng &yl peketnei o dvo @aong 3 peréteg oe TadOTPIKovg acbeveig
pe pétpla £og coPapn yopioon katd madikoc. H npotn pedétn dieénydn oe 110 acbeveic 12-17 etmv
mov éhaPav Bepameia yio dtdotnuo Eo¢ 60 efdopdadeg kal n devutepn perétn deEnydn oe 44 acbeveic 6
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¢wg 11 etdv mov élafav Bepameio yio dStdotnua £0¢ 56 efSoUGdES. Xe YEVIKEG YPOUUES, OL
avemBuuNTEG EVEPYELES TOV aVOQEPONKAY GE AVTEG TIG OVO HEAETEC e OESOUEVA Y10 TV OCPAAELD £MG
1 étovg Mo TOPOUOLEG UE EKEIVEG TTOV TTOPATPNONKOV & TPONYOOUEVES LEAETEG OE EVIIAIKEC LE
YoPLlooT KoTd TAAKOG.

Ava@opd mhovoloyoduevev avertountmv EVEPYELUDV

H avapopd mifavoroyodpevemv averiBountoy EVEPYEIDV LETH AO TN YOPTYNOT AOEWNG KUKAO(POPIOG
TOV PUPUOKELTIKOD TPOidVTOG elvan onpavtiky. Emitpénet tn cvveyn mapakorovnon g oxéong
0PEALOVG-KIVOHVOL TOV QUPLAKEVTIKOD TPOIdVTOG. ZNTEiTal amd TOvg emayyeALATiEC VYElag va
avaPEPOVY OTTOLEGONTOTE TOOVOLOYODUEVES OVETIBVUNTEG EVEPYELEG LEGM TOV EOBVIKOV GUGTIUOTOG
ovapopdg tov avaypdeetor oto Hopdptmua V.

49 Ymepdoooloyia

Xe KMvikég peréteg yopnyndnkav evéopiefing epanal doceig uéypt 6 mg/kg yopig va mepropiotei n
d60m AOY® ToEIKOTNTOG. XE TEPIMTWON VIEPOOGOAOYING, CLVIGTATL 1) TOPAKOAOVON O™ TOV aGBEVOVC
Yo TVYXOV GNUEIR 1) CLUTTOUATO AVETIHOUNTOV EVEPYEIDY KOOMG Kol 1 dpeon Evapén KATAAANANG
CUUTTOUOTIKNG Bepomeiag.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appokodovopikéc 1010TNTEG

DoppokobepanenTiky] Katnyopio: AVOCOKATUGTOATIKY, OVAGTOAELS VTEPAELKIVIG, KOOLKOG
ATC: LO4ACO5.

To WEZENLA givot fro-opogtdéc pappokentikd mpoidv. Aentouepei mAnpoeopieg eivar dtobéotpleg
o1ov diktvako tono tov Evponaikod Opyaviopod @apudkonv: https://www.ema.europa.eu/.

Mnyoviopog 6pacng

H ovotexvoopdumn eivar €éva mAnpmg avBpodmivo povokiwvikd IgGlk avticopa mov cuvdéetal e
E101KOTNTO UE TNV KON TPOTEIVIKY VITOUOVAd p40 TV avOpOTIVOV KOTTOUPOKIVAV VTEPAEVKIVY
(IL)-12 xau IL-23. H ovotekivovopuaumn ovaotéAlet T Prodpactikdtnta tov avlpodrivev IL-12 kot
IL-23 gumodilovrag v p40 vo cuvdebel pe tov mpmteivikd vmodoyéa IL-12RB1 mov exepdletor otnv
EMPAVELN TOV avocokVTTApwV. H ovotekivovpdunn dev prnopei va cuvdebei pe tnv IL-12 | v IL-
23 mov eivat 1101 cLVOESEUEVES e EMPAVELNKOVS KVTTAPIKOVG VItodoyeic IL-12RB1. Zvvendg, 1
OVLGTEKIVOLUAUTN deV givar TBOVO VO GUVEICPEPEL OTI LECOANPOVLEVT OO AVTIGMOUATA 1] OO TO
CUUTAN PO KVTTAPOTOEIKOTNTO TV KVTTAP®V pe Tovg vrrodoyeig IL-12 ka/m [L-23. Ot 1L-12 ko
IL-23 eival eTepodiplepeic KLTTOPOKIVES TOV EKKPIVOVTOL OO T EVEPYOTOUEVDL
OVTLYOVOTOPOVGLOCTIKG KOTTAPH, OTMG TO, LOKPOPAYo Kot Tao dgVIPLTIKA KuTTapa. Kot ot dvo
KutTapoKiveg Aapupdavouv uépog otic avocoroyikég Asttovpyiec. H IL-12 dieyeipet ta kbtropo-
evokog eoveig (NK) kot tpombei t drapoponoinon twv CDA+ T kuttdpmv Tpog 10 QavoTuIo TMV
Bondntikdv xvttdpov T 1 (Thl), n IL-23 endyst tnv 086 tov fonbntikov kvttdpov T 17 (Th17).
Qo1660, N U uotoroyikn pvduton tov IL-12 kot IL-23 £yel cuoyetiotel ue avoco-
dwapecorafoidpueveg achéveleg, Onmg N yopiaon, N woplacikr apdpitida ko voécog tov Crohn.

Me 1t ovvdeon oty kown vroopdada P40 g IL-12 kot tng IL-23, n ovostekvovpaunn propei va
OOKNGEL TIG KAVIKEG TOV EMOPAGELS GTNV YOPLOOT, STV YOPLUGIKN apbpitida Kot 6T VOG0 Tov
Crohn péom g S10KOTNG TV 00®V TV oYeTILONEVOV UE TIG KuTTapokiveg Twv Thl kot

Th17 xuttdpwv, ot onoieg dadpopatiovy kevipikd poro otV TaBOAOYIO AVTMOV T®V VOGT|LAT®V.

Y1ou¢ aobeveig e voso tov Crohn, 1 Ogpomeio e OVGTEKIVOLUAUTN 00T YNOE GE PEIMON T®V SEIKTOV

g PAEYUOVNG, cvumeptiapfavouévng g C-avidpacag tpwteivig (CRP) kot g kaAmpotektivig
KOTPAv@V, TN S1ApKELD TNG PACTC ETAYMYNG, Ol 00101 6T GLVEYELN dtatnPN KoY Kab’ OAN T
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/

duapkela e eaong cvvtipnons. H CRP a&oloyndnke kotd v didpketa tng LEAETNG ETEKTAOTG KO
0l HELDOELG TOL TTOPATPNONKOY KATA TNV SIIPKELN TNG GUVTHPNONG YEVIKA dtatnpndniay Emg tnv
gfdoudoa 252.

Avoocomnoinon

Katd m didpkeia g pokpoypoviag encktaong g Meréme Popioong 2 (PHOENIX 2), ot evijiikeg
acBeveic mov Ehafav Oepameio Pe OLOTEKIVOVUAUTT Y10 TOVAGYIGTOV 3,5 ¥POVIK TAPOLGIACAV
TOPOUOLIEG OVTICOUATIKES OTOVTIGELS TOCO GTO TOAVGAKYAPLIKO EUPOALO Y10l TOV TVELUOVIOKOKKO
000 Kol 6TO EUPOALO Y10 TOV TETAVO OTMG 1) OLLAON EAEYYOV AoBEVDV e WwpiaoT oL dev EAafe
ocvotnpatikd Oepameio. [apouoto avoloyio evAikov acbevdv eLEdvice TPOGTATEVTIKG EMITESA
OVTICOUATOV KOTA TOV TVEVUOVIOKOKKOV KOl TOV TETAVOL KO O TITAOL OVTICOUATOV TV TapOHO10L
UETAED TV 000eV®Y OV EAOPOV OVOTEKIVOVUAUTY KOl TV ac0evadv oty opdda eAEyyov.

KAk anoteheoLoTIKOTNTO KOl 0GQOAEL

Noaoog tov Crohn

H acpdlelo kot 1 amoTeAeGUOTIKOTNTO TG OVCTEKIVOVUAUTNG 0EOA0YNONKAV GE TPELS
TUYOLOTOMNUEVES, OITANL TOQAES, EAEYYOUEVES LE EIKOVIKO QAPLLOKO, TOAVKEVIPIKEG LEAETEG OE
eviAkeg acbeveic e petpiong éog coPapd evepyn voso tov Crohn (Babuoroyio oto Agiktn
Evepyomrtag g Nocov tov Crohn [CDAI] > 220 ko < 450). To mpoypapipo KAVIKAG avamTuéng
nephappave dvo peréteg 8 efdopadwv evdoprépiag emaywyng (UNITI-1 kor UNITI-2),
oakolovBovpeveg amd o perétn 44 efOoAd Y LITOSOPLAG TVYALOTONUEVIS TOGVPGTG GLVTIPNONG
(IM-UNITI), mov avtimpocmdnevay 52 efdopddes Oepanciog.

O1 pedéteg emayoyng nepihaupavay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPMTEVOV KATAANKTIKO GNUELD KOl Y10 TIC dVO HUEAETEG EMOYWYNG TAV TO TOGOGTO GUUUETEXOVIMV LE
KAvikn avtomokpion (opiotnke og peiowon g Babuporoyiog CDAI > 100 Babpovg) tnv efdopdda 6.
Agdopéva amoTELECHAUTIKOTN TG CLAAEYON KAV Kol avaAvOnKay £mg v efdopdda 8 Kot yia Tig dvo
perétec. H tavtoypovn xopfynomn and 6TOUATOS KOPTIKOGTEPOEIOMV, AVOGOPPLOUIGTIKOY
TAPOUYOVIOV, OUIVOGOAMKVAIK®V Kot oVTIPOTIK®V EMTPETOTAV Kot 75% TV 0cbevav cuvéyicay va
Aappdvovv tovddyiotov €va amd avtd o eappoka. Kot otig dvo pedétec, ol aobeveig
TuyooTomOnKay va Adfovv o epamal evooAEPLa yopyNoN TG SCLVIGTAOUEVNG StoPadoHEVNG
doong tev Tepimov 6 mg/kg (BAéne mivaxa 1, mapdypaeo 4.2), o otabepn d6on 130 mg
OVGTEKIVOLUAUTN T EIKOVIKO Qappako v gfdopdada 0.

Ot acBeveic o perétn UNITI-1 eiyav amotoyet 1 iyav eupavicetl ducavelio € mponyovuevn
Oepaneio pe avti-TNFa. [Tepimov 48% twv acbevav elyav amotoyet pe 1 mponyoduevn Bepomeio pe
avti-TNFa kot 52% elyoav amotdyet pe 2 1 3 mponyovueveg Oepaneieg pe avit-TNFa. Ze avtiyv
perén, 29,1% tov acbevav elyov avemapkn apyikni aviomokpion (TpmTeEVOVTOS Un
avTomoKpvopevot), 69,4% avtamoxpifnkoy aAld Exacay Ty ovIondkpion (SEVTEPELOVTIMS U
avtamokpvopevol) kot 36,4% elyav dvcaveéio otic Oepaneiec pe avri-TNFa.

Ot acbeveic o perétn UNITI-2 eiyav amotoyel o tovAdyiotov pio coppatikr Oepareia,
GUUTEPTLOUPOAVOLEV®V TOV KOPTIKOGTEPOEWMV 1] TOV AVOGOPPLOGTIKOV TOpayOVI®V, Kol €iTe OgV
giyov AaPet oto Topeldov avti-TNFa (68,6%) site siyav Adfel oto maperbov Oepancio pe avti-TNFa
oArG dev anétuyav (31,4%).

Tooo ot perétn UNITI-1 660 xon otn perétn UNITI-2, 10 060010 TV acbevav mov epuedvile
KAMVIKT avTomoKploT Kot DOEST NTAV CUAVTIKA LEYOADTEPO GTNV OLASN TNG OVGTEKIVOVLLALITNG
£VOVTL TOV EKOVIKOV Qapudiov (BA. Tivaka 3). H khivikn avtomdkpion Kot 1 VQEST TV OTLOVTIKEG
Nnon amd v eRdopdda 3 atovg acheveic mov AAUPavVEY OVGTEKIVOVUAUTY] KOl GUVENICAY VO
PeAtiovovtal émg TV efoopada 8. Xe TG TIG LEAETEG EMOYWYNG, ] ATOTEAEGLOTIKOTNTA NTAY
VYNAOTEPT Kal drortnpnOnke mePtocdTEPO TNV Oade TG drePadcuévng 66ong, oe chYKPIoT LE TNV
opado mov Erafe tn 06om twv 130 mg, kot cuvenmg 1 SoPadpicuévn 6o gival  GuVIGTOUEVN
evOOQAEPLa dOOT ETOY®YNC.
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Mivaxog 3. Emayoyn khvikig avrandkpiong kot veeong ot perétn UNITI-1 ko oty perétn
UNITI-2

UNITI-1* UNITI-2**
Ewoviko XuvieTAONEY Ewoviko ZUVIGTAONEVT
POaPULUKO o6on QOapRUKO o6om
0VGTEKIVOVPGNTY oveTEKIVOLPG T
N =247 N =249 N =209 N =209

Khlvien vpeon, efdopdda 8 | 18 (7,3%) 52 (20,9%)“ 41 (19,6%) 84 (40,2%)*
KAwikn avtardkpion 0 0B o 0p\G
(100 Badpiof), eBdouada 6 53 (21,5%) 84 (33,7%) 60 (28,7%) 116 (55,5%)
K avtandkpion N om\a 0 AT
(100 Babyof), epSoudda 8 50 (20,2%) 94 (37,8%) 67 (32,1%) 121 (57,9%)
Avtandkpion 70 Babumv, 0 o\B o 0p\G
eBdopiida 3 67 (27,1%) 101 (40,6%) 66 (31,6%) 106 (50,7%)
Avtandkpion 70 Babudv, 0 o0/\B 0 AT
eBdouada 6 75 (30,4%) 109 (43,8%) 81 (38,8%) 135 (64,6%)

H xhwvikn vpeon opiletan og fabuoroyio CDAI < 150. H kAvikn avtamdkpion opileton og peiwon g
Badporoyiog CDAI katd TovAdyiotov 100 Babpode 1 g mapovsio KAVIKNG VPEONG

H avtamoxpion 70 Babudv opileton o¢ peimon g fabproroyicg CDAI katd TovAdyiotov 70 Babovg
* Amotuyia og avti-TNFa

** Amotuyla 6tn cvpPotikn Oepaneio

*p<0,001

Pp<0,01

¥t perét ovvrnpnong (IM-UNITI), a&oloynbnkav 388 acbeveig mov métuyav KAMviKN avtamdkpion
100 Babumv v efdoudda 8 ¢ enoywyng ue ovotekvovpaunn otig perétec UNITI-1 ko UNITI-2.
Ot acbeveic ToyatomomOnkoay va Aapfovv vrodopla aymyn cvvtipnong pe 90 mg ovetekivouuaunn
K0 8 efdopadeg, 90 mg ovotekivoupdunn kabe 12 efdopnddeg 1 eikovikd eapuaxo yuo 44 efdopddeg
(Yo T ovvieTOpEV doGol0Yia cuVTPNONG, PA. Tapdypapo 4.2 g IIXII tov WEZENLA evéoyo
Staivpa (prodidlo) kot evéoipo didAvpa og Tpoysuspévn cvopryya 1 the IIXII yio v mpoyepiopuévn
GLGKELT] TOTOV TTEVAG).

ZNUavTIKE VYNAGTEPO TOCOGTA AGHEVAV ST POV KAVIKH DOESN Kol AVTATOKPION OTIG OLLAOES
7oV £A0POV OVGTEKIVOVLULAUTY O€ GUYKPLGT LE TNV OUASM TOV EKOVIKOD QUPULAKOD TNV
gpoopdda 44 (PA. mivaka 4).

Mivakag 4. Awati)pnon g KMVIKNS avTomoKpLeng Kot V@eong otn perétn IM-UNITI
(epoopada 44, 52 efdopadeg amoé Tnv Evapén ™g 601G EmayOYC)

Ewoviko 90 mg 90 mg
PapLOKO* OVOTEKIVOVILANTTY OVGTEKLVOVPLAUTN
Ka0¢ Ka0g
8 efoopdosg 12 gfdopdoeg
N =131f N = 1287 N = 1297

K\vikh vgeon 36% 53%" 49%"
KMvik| avtamdipion 44% 59%" 58%"
Kaavuch bpaon xopis 30% A7% 3%
KOPTIKOGTEPOELDEG
KMvikn vpgon og acbeveic:
OV TaV 68 Dpson KoTh TV &VpEN | 460 (36/79) 67% (52/78)" 56% (44/78)
g Oepomeiog cuvtipnong
oL sloNyONGAV amd T PHEAETN 0 o v 0
CRD3002 44% (31/70) 63% (45/72) 57% (41/72)
7oV dgv £yovv AdPel 6To TapeAOOV 0 0 v 0
- TNFa 49% (25/51) 65% (34/52) 57% (30/53)
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Ewoviko 90 mg 90 mg
oappoxo* ovoTeKvoLpdpTY OVOTEKIVOVPLANTTY)
KGO0 KGO
8 efoopadeg 12 gfoopadeg
N =131f N = 128f N = 1297
v Ex oY a0 T KeAeT 26% (16/61) 41% (23/56) 3996 (22/57)

H icuvikn veeon opiletar wg Pabuoroyio CDAI < 150. H khvikn avtandkpion opileton ¢ peimon g
Badporoyiag CDAI katd TovAdyiotov 100 Babpodc 1 ¢ Topovcio KAVIKNG VPESTG

* H opdda tov gikovikov @apudrov tepiapfove acbeveic ol omoiotl updvifay ovTomoKkpion oty
OVOTEKIVOLUAUTT] KoL TOYOOTOmONKav va AdBovv guovikd eappako katd tnv Evapén g Bepomeiog
GUVTNPNONG.

T AcBeveig mov epnpdviCov kv ovtandxpion 100 Babudv 6Ty 0VGTEKIVOLHAURT KaTd TNV &vapén g
Oepaneiog cvuvinpnong

¥ AcBeveic mov amétuyov pe T cvuPortikn Oepameio aArd oy pe ) Oepaneio pe avti-TNFa

§ AcOeveic mov epgavifovv avlextikdtnTa/dSvcoavetio otovg avti-TNFa

*p<0,01

Pp<0,05

¥ ovopootikd onuavtikd (p < 0,05)

2t perétn IM-UNITI, 29 and tovg 129 acBeveig dev drotnpnoay v oviamokpion 6Ty
0VOTEKIVOLUAUTN pe T AMym Bepameiog Kabe 12 gfdopdades Kot EMTPATNKE 1) TPOGAPHOYN TNG OGNS
wote va AdPovv ovotektvoupdpunn kébe 8 efOopnadec. ATMOAELN OVTATOKPIONC OPIGTIKE MG,
Babuoroyioa CDAI pe Babpodg > 220 kot avénon > 100 Babudv and v Pabuoroyia CDAI xotd v
évapén. Xe avtovg Toug acbeveic, KAvikn Veeon emttevydnke oe 41,4% tov acbevov 16 efdouddeg
HET TNV TPOGOAPUOYT] TNG SOGNC.

Ot acBeveic Tov dev eppaviiay KAVIKN avTOTOKPIOT OTNV EXOYMYT UE OVGTEKIVOLUAUT TV
gpoouada 8 tov peketdv eraymyng UNITI-1 kot UNITI-2 (476 acbeveic) sionydnoav oto un
Toyotomomuévo Tunpa g neAég cuvrnpnong (IM-UNITI) ko Elafov pio vroddpia veon 90 mg
OVGTEKIVOVUAUTN GE 0LTO TO YPoviKO onueio. Okt®d gfdopddeg apyodtepa, 50,5% twov acbevov
TETLYOV KMVIKT oVTOTOKPLoN KOl GLVEXIGAV va Aapfdvouv n d6on cuvinpnong kabe 8 efdouddeg —
omd avTov¢ TOVg 0oBeVEIC TOV CLVEYIGOY TN OOGT CLVTHPNONG, 1| TAELOYNPia dlaTHPNCAV TV
avtomokplon (68,1%) kot métvye vVeeon (50,2%) v efdopdda 44, G TOGOGTA TOL NTOV TOPOUOLN LIE
ToVg a6beveic TOL OVTOTOKPIONKAY OPYIKE OTNV EXAY®YT LE OVGTEKIVOLUAUT.

A76 Toug 131 asbeveig mov avtamokpifnikay 6Ty ETOY®YN LE OVGTEKIVOVUAUTT], KOL TTOV
TUYOLOTTOMONKOV GTNV OUADO TOV EIKOVIKOD PAPUAKOL TNV Evapén TG LEAETNG GLVTHPNOTG,

51 éyacav otn cuvéyela v avtomdkpion kot Ehafav 90 mg ovetekvovpdpnn vrodoping Kabe

8 efdopadec. H mieioynopio tov aclevav mov éxacay tnv aviomndkpion kot Eavaekivicay 1o
OVGTEKIVOVUAUTN TO EKava 0vTd evTOg 24 eBSOUAd®V Ao TV £YXVOT EXAYOYNS. ATO AVTOVG TOVG
51 aoBeveic, 70,6% nétvyav KMvikn avtamdkpior kot 39,2% nétuyav kKivikn Deeon 16 efdopadeg
HETA TN ANY1) TS TPMTNG VTOSOPLOG 000G TNG OVGTEKIVOVUAUTNG,.

> peiét IM-UNITI, ot acBeveic mov olokAnpwoay tn pHeAETn Emg tnv efdopdda 44 frav
KatdAAnAot yio vo cuveyicovv tn Bepaneio og pia pelémn enéxtaonc. Metald tov 567 acbevdv mov
glonABav kat EAaPav Oepameio Le OVGTEKIVOVUAUTT GTN UEAETT) EXEKTAOTG, 1 KAVIKY DOECT] KOl M
aVTOTOKPIoT) YEVIKA dlatnprOnkav £mg v efdopdda 252 1660 aTovg acheveic oL Elyov AmTOTVUYEL L
Oepaneiec-TNF 600 kot o€ ekgivovg mov giyav amotdyet pe ovufotucég Bepomeies.

Agv gvtomiotnkay véa 0Epoto ac@ArElog o€ ovTh TN LEAETT EmEKTOONG e Oepameio S1aPKELNG EMC
5 ¢t o€ aoBeveig pe voso tov Crohn.

Evdooronnon

H evdookomikn ewdva Tov Prevvoydvou a&lohoynonie o pio vopeAdétn o€ 252 acBeveic mov giyav
KATOAANAN EVOOGKOTIKY EVEPYOTNTO TG VOGOV otV £vapén. To Tp@Tedov KOTAANKTIKO onpeio NTov
N petaforn, o oyéon pe v évapén, oty Arlomompévn Babporoyia Evdookomiknig Bapdtntog
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Noécov yia ™ vocso tov Crohn (SES-CD), o cvvOetn Pabuoioyia o€ 5 €1A€0-KOAKA TURUOTO, TOV
nepthopPavet tny mopovcio/to péyehog EAKmV, T0 TOGOGTO PAEVVOYOVIKNG EMPAVELNS TOV KOADTTETOL
amo EAKT), TO TOGOGTO PAEVVOYOVIKNG ETPAVELNG TOV TTPocPdAletor amd drheg PAaPeg kat TV
TaPoLGia/Tov TOTO 6TEVMONG/oTeEVOIATOVY. Ty efdopdda 8, petd amd pa epanas 66N EnaywYNS, N
petaforn g Babporoyiog SES-CD fitav peyaddtepn otnyv opdda. tng ovotekvovpaunng (n = 155,
péon petafoin = —2,8) amd 6,TL 6TV OpLdda TOL EIKOVIKOD Gapudkov (n = 97, péon

uetapoin =—0,7, p = 0,012).

Avtamokxpion copryyiwyv

e po vroopdda acbevdv pe mapoyetevdueve cupiyyio oty évapén (8,8%, n = 26), 12/15 (80%) amod
ToVg 0ofeveic Tov AApPovay OVGTEKIVOVULAUTN TETLYOV AVTOTOKPLOT TV GUPLYYimV o€ dtdoTnpa

44 gBdopdomv (opiotnke mg > 50% peiwon tov apBpol TV TaPOYETELOLEV®Y GLUPLYYIOVY, GE GYEOM
pe v évapén g peAétng emaymyng), Evavt 5/11 (45,5%) amd tovg acbeveic mov Adufovay e1koviko
QAPLLOKO.

Hoiotnto Cwnc mov oystiletou ue v vysio,

H mowdtta {ong mov oyetiletan pe v vyeia aoroynnke pe to Epotnuatoidyo yuo
Ddreyuovmdn Noco tov Eviépov (IBDQ) kot to epmtnuatordyto SF-36. Tnyv efdopdda 8, o1 acbeveic
OV AGUPOVaY OVGTEKIVOVUAUTT TUPOVGINGAY GTUTIOTIKMG G LOVTIKG LEYUADTEPESG KOL KAVIKE
ONUOVTIKES BedTIDOELS TNG GVVOMKTS Babuoroyiag IBDQ kot thg Xvvortikig Babupotoyiog g
Yoykng Zvvietdoog tov SF-36 1660 ot ueAétn UNITI-1 660 ko ot perétn UNITI-2, kabBodg kot
ot Zuvontikn Babpoloyio tg Zopatikig Zuvictdcog tov SF-36 ot pedétn UNITI-2, o cOykpion
LLE TO goVIKO pdppako. Ot BeEATIOCELG AVTEG Yevikd dtatnpndnkay kaAdtepa otovg acheveic Tov
AdpBavov ovotekvoopdunn otn perétn IM-UNITI ¢ v efdopdda 44, oe GOYKPLON LE TO EKOVIKO
oapuoko. H Behtimon oty mototnta {ong mov oyetiletal pe v vyeia yevikd dtatnphonke ot
dlapKeln TNG EMEKTAOTG EmG TNV gfdopdda 252.

Avocoyovikdtnto

Koatd ™ d1dpketa tng Oepameiog e ovoTeEKIVOLUANTT EVOEXETAL VO, AVOTTUYOOVV OVTIGOMUOTO EVOVTL
NG OVGTEKIVOLUAUTNG Kot Ta TePLocOTEPa Elvar eEovdetepwtikd. O oynUATIGUOG anti-
OVGTEKIVOLLLAUTT OVTICOUATOV GYETICETOL LE TNV ALENUEVT] KABOPOT TNG OVGTEKIVOVUAUTNG GTOVG
aocBeveic pe vooo tov Crohn. Agv mopatnpndnke peimon oty amoteAecHoTIKOTNTA. AV VITAPYEL
TPOPOVNG CLGYETIOT HETOED TNG TOPOVGING anti-OVGTEKIVOVUAUTY] OVIICOUATOV KOL TNG ELPAVIONG
avTopacemv otn B€om g Eveong.

ToudraTpucdc Tinfvoudc

O Evponaikoc Opyovioudg apudkmv Exel 0OGEL 0VaBOAN amd TV VITOYPEWDCT] VTTOPBOANG TV
OTOTELECUATOV TOV PHELETMV UE TNV OVGTEKIVOVUAUTY] GE Hid 1) TEPICCOTEPEG VITOKATIYOPIES TOV
Toudatpikov TANBvepov Yo ™ voco tov Crohn (BAére mapdypapo 4.2 yio TANPOPOPIES CYETIKA LUE
TV TOSTPIKY Xpron).

52 ®appoxoxivnTiKEG 1010TNTEG
Metd T GUVICTOUEVT EVOOPAEPLO SOGT ETOYWYNG, 1 SIAUEST] UEYIGTN GLYKEVTP®GN TNG

OVGTEKIVOLUAUTNG GTOV 0pO oV mapatnprinke 1 dpa petd v éyyvon frov 126,1 pg/ml o acbeveig
pe vooo tov Crohn.

Koatavoun

O 51auec0g OYKOG TNG KATAVOUNG KoTd T didpketa Tng TeMKNG edong (Vz) éncita omd pio pdmo
evooAEPLO Yopynon o€ aobeveic ue yopiaon kopdvinke and 57 £mg 83 mi/kg.
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Blouetaoymuoatiopog

H axpipng petaforixn 0d0¢ T 00GTEKIVOVUAUTNG EivVaLl AyvOoTT.

AmofBoln

H 61dpeon cvotnuatikn kaBapomn (CL) €neita amd o epanal evooeAEPia yoprynon o€ acbeveig pe
yopioon kopavinke and 1,99 éog 2,34 ml/ nuépa/ kg. H didpeon nuiceia Lon (tyn) g
OLGTEKIVOVUAUTNG NTa Katd Tpocéyyion 3 efdouddeg o acheveic pe vooo tov Crohn, yopioon
KoM yoplacikn apbpitida, kopovopevn omd 15 émg 32 nuépeg o OAeg TIC LEAETES Yo TNV Ypilaom
KOl TNV YOPLacikn apbpitida.

T'poaupikdnTa d6onc

H ovotnpotikn ékBeon g ovotekivouuduang (Cmax kot AUC) avéndnke kot Evav avoloykd pe
8001 1pomo Enerta and pa Pamas evaoPAEPia xoprynon o d0cels mov kopdvonkav omd 0,09 mg/kg
éwg 4,5 mg/kg.

Edwoi minfuopuol

Agv vapyovv S1oBECILN POPLOKOKIVITIKG 0E00UEVO GE OIGOEVELG LLE LEIOUEVT] VEPPIKT 1| NTTOTIKY|
Agtrtovpyia.

Agv éxovv de€aybel €101kEG peAéteg Le EVOOPAEPLO OVOTEKIVOVLAUTY GE NAIKIOUEVOVE )
10 TPIKOVG aGbeveis.

Xe aoBeveig pe vooo tov Crohn, n petafAntdtra oy KdBapon TG OVGTEKIVOLLAUTNG EXNPEACTNKE
om0 TO GOUOTIKO PApOg, Ta EMITESH ASVK®UOTIVIG 0p0D, TO GVAO KOL TNV TOPOVGI0 AVTICOUATOV
£VOVTL TNG OVGTEKIVOLUAUTNG, EVO TO COUATIKO BApog NTav 1 Kupto cuppetafAnti Tov exnpéale Tov
oyko katavoung. EmmAéov, otn voco tov Crohn, 1 kéBapomn ennpedotnke ond v C-avtidpdoa
TPOTEIVY, TNV Katdotaon og tpog v orotuyio TNF aviayoviotdv kot ™ euAf (Actotikn Evavtt un
Aocwtikng). H emidpaon avtdv tov coppetafintav frav eviog £20% g Tumikig TNG 1 TG TWNAG
avapopdg g avtiotoyng mapapétpov PK Kkat, og ek To0ToL, dev amatteitol Tposaproyn g 006NG
Yo L TéG TIG GVUUETOPANTES. H TanTdypovn yprion avocoppuBioTik®dy topaydvtwy dev elye
OMNUOVTIKN EXOpacT Gt O140€06T TS OVGTEKIVOVUAUTNG.

PYOon tov eviopwv tov CYP450

Ot emdpaoeig g IL-12 7 g IL-23 ot pvbon tev eviouwnv tov CYP450 a&oroyndnkav ce pio
pelétn in vitro oty omoio ypnoponomOnkoy avOpdrva nratokvTTapa, 1) 0oia £6E1EE OTLN
IL-12 xoun 1 IL-23 o¢ enineda tov 10 ng/ml dev petéfariav tic eviupukég opaotpldtTnTeg Tou
CYP450 (CYP1A2, 2B6, 2C9, 2C19, 2D6, 1| 3A4, Bréne napdypago 4.5).

5.3 IIpoxivikd d€dopéva yio TV 06QIAELN

Ta pn Khvikd dedopéva dev amokaADTTOLV 110iTEPO Kivduvo (T.). ToEKOTNTA 0pYAVAOV) Y10 TOV
avBpomo pe Paon tig ueAéTeg TOEIKOTNTOG EMAVAAUUPAVOLEVOV SOGEWDY, AVAUTTLEINKNG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV AVOTOPAY®YIKT IKAVOTNTO, CUUTEPIAAUBOVOUEVOV TOV 0EIOA0YNCEMY
(QOPLOKOAOYIKNG ACPAAELNG. L& UEAETEG AVATTLEINKTG TOEIKOTNTOG Kol TOEIKOTNTAG GTHV
AVOTOPOY®YIKN IKavOTNTO o€ ThNKoVg cynomolgus dev mapatnpnnkay avembounteg evépyeieg
GTOVG OEIKTEC OPOEVIKNG YOVILOTNTOG, OVTE YEVETIKEG OVOUOALEG 1] avarTuElaKkn ToEkOTNTA. AgY
TopoTNPNONKAY avETIBOUNTEG EXOPAGELG GTOVE OgikTEG ONAVKNG YOVILOTNTOG UE YPNOT AVAAOYOV
avtioopotog Tov IL-12/23 o movrikia.

Ta enineda 60cemV oTIG pEAETEG 68 (DO NTOV KOTO TPocEyyion Emg 45 popéc vymAdTepa amd TNV
VYNAOTEPT 150UV dOGT TTOL TPoopPileTal Yo xoprynomn o€ acheveic pe wopioon Kot ey o¢

16



OTOTELEC O OVATOTEG GUYKEVIPMGELS GTOV 0pd Gg TN KoVG TTov NTtav Teptocdtepo amd 100 popég
VYNAOTEPEG aMO EKEIVEG TTOL TAPATPOVVIL GTOVG AVOPAOTOVG,.

Agv dre&nyncav peAéTeg KAPKIVOYEVESTG LE TNV OVGTEKIVOLUAUTT AOY® EAAEWYTG KOTOAAN AWV
LOVTEA®V £VOG OVTICOUATOG XOPIG dtaoTavpodpevn avtidpaon pe tig IL-12/23 p40 tov TpoKTiK®V.
6. DOAPMAKEYTIKEZ IIAHPO®OPIEX

6.1 Katdloyog ekdoymv

AHdpucod dvatplo dhag tov EDTA

L-om1divn

Y dpoyropikn povoidpikn L-1otidivn

L-pebeiovivn

IToAvcopPiké 80

Zaxyopoln

Ydpo&eidio tov vatpiov (yio pOBuion tov pH)

"Yowp yio evéciua

6.2 AovppatoTnTeg

EMetyel peetdv oyetikd e T cupfatdtnto, T0 TopdV PUPUOKEVTIKO TPOIOV dEV TPETEL VO,
avopetyvoeton pe dArla eappokeutikd tpoidvra. To WEZENLA Oa mpénet va apoidveTon Lovo pe
ddivpo yrmprovyov vatpiov 9 mg/ml (0,9%). To WEZENLA dev mpémet va yopnyeitat tontdypova
otV 1010 eVOOQAEPL Y] e GANO PAPLOKEVTIKG TPOTOVTO.

6.3 Awdpkera {ong

3 ypovia.

Metd v apaimon, et amoderydel n ynuiky kot puoikn otabepotnra petady 0,86 mg/ml ko 2,60
mg/ml katd ™ xpnon yio 24 dpeg otovg 15°C-25°C. Mnv ernavoronobeteite 6o yoyeio.

A6 pikpofroroyikn dmown, ekTog Kot av 1 néB0dog apaimong amokieiel Tov kivouvo pikpoPlokng
EMUOAVVONC, TO TPOidV Ba Tpémet va ypnopomoteitat apécwc. Eav dev ypnotponombel apéoms, ol
¥POVOL KOl 01 GLVONKES O10THPNONG KATA T XPT o1 amoTelovv vBHVN TOL ¥PNOTN.

6.4 Idwitepeg mpouraters katd T ¢oAatn ToV TPOidvTOg

duvrdooete ot yoyeio (2°C — 8°C).

Mnv Katayiyete.

DuAidooete To PLOALDI0 6TO EEMTEPIKO KOVTL Y10 VAL TPOSTATEVETOL OO TO PMG,.

IMoa 11 oLV KEg draTpMENG UETE TNV APAIDOT) TOL POPLOKEVTIKOV TPOioVTog, BA. mapdypopo 6.3.
6.5 ®Oon KOl GVGTATIKA TOV TEPLEKTN

26 ml drddpoatog o€ @laridio tov 30 ml amd yvari Tomov I KAEIGUEVO te EAMUGTOUEPEG TTDOMAL.

To WEZENLA b1atifetan e cvokevacia 1 groidiov.

6.6 Idwitepeg mpoUAAEEIS AmOPPIYNGS KOL AAAOG YEPLOROG

To dulvpa oto Proridto tov WEZENLA dev mpémet va avakiveital. To didivua npénet va eEetaotel
OTLTIKG, Y10, QL®POVUEVT COUATIOIKT VAN ] OTOYPOUATIGUO TPy 0td TNV yopnynon. To didAvpa gival

dtawyég mg 1p1dilov, dypmuo £mg avorytd kitpvo. To @aprakevTIKO TPoidy dev TPEMEL VO
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ypnoomroindei eav o dtdAvpa eival amoypo®UOTIGHEVO 1| B0AD, 1 €4V VITapyEL EEV aumpoduevn
COUOTIOOKT VAT).

Apaionon

To WEZENLA mokvo didivpa yio mopackeon SIADUOTOS TPOG £YYLCT TPETEL VO, OPOLMDVETOL KOL VOL
nmpoeTodletal amd emayysipatio vyeiog e xpnon AonmTNg TEXVIKNC.

1. Ymoloyiote T 8601 Kot ToV apBud tv elaadiov WEZENLA mov anaitodvtal Bacel Tov
Bapovg Tov acBevoig (PA. mapdypago 4.2, nivaka 1). Kébe graridio WEZENLA tov 26 ml
nepiéyetl 130 mg ovotekivoupaunn. Xpnotponotgite povo taAnpn groridie WEZENLA.

2. Ao tov acko Eyyvong tov 250 ml, apapéote kKot anoppiyte Evov OYKO SLOADHATOC
yAoprodyov vatpiov 9 mg/ml (0,9%) ico pe tov dyko oo WEZENLA mov Ba npoctebel
(amoppiyte 26 ml yAoprovyov vatpiov yio kébe eraridio WEZENLA mov anatteitot, yio
2 proAida amoppiyte 52 ml, yua 3 proiidw amoppiyte 78 ml, yio 4 prodidwn amoppiyte 104 ml).

3. AdBete 26 ml WEZENLA oand kdfe @rolidio mov amatteiton Kot 1pocHEste 10, 6TOV oK
£yyoong tov 250 ml. O tehkdg dykog otov aokd Eyyvong Oa npénet va givor 250 ml. Avapi&re
ATOAG.

4, EAéyEte omTikd TO apot®péEVo StaAva TPLY amd T YOPNYNoN. M1V TO ¥pNGILOTOMGETE 4V

TOPOATNPNOETE ELOOVDG APV COLATIOW, OTOYPOUATIGHO 1 EEva cwpoTiOwW.

Xopnynote to apatuévo SEAL Yol pio TEPI0S0 TOVANYIGTOV UioG PG,

XpNOLLOTOLEiTE LOVO GET EYYVOTG LLE EVOMUOTMOUEVO, GTEPO, LN TUPETOYOVO, XOUNANS

TPOTEIVIKNG déopevang eidtpo (Léyebog mopwv 0,2 pikpdpetpa).

7. Ka6e praridro mpoopiletan yo pio ypron LOvo Kot TuyOv Ui YP1CLLOTOIUEVO QOPHAKEVTIKO
TPoidv Ba TPEMEL VoL AMOPPINTETOL GULPMVA UE TIG KATE TOTOVS 10YVOVGES CYETIKES SOTAEELS.

Sl

7. KATOXOX THX AAETAY KYKAO®OPIAX
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdia

8. APIOMOX(OI) AAETAX KYKAO®OPIAX

EU/1/24/1823/004

9. HMEPOMHNIA INPQTHX ETKPIZHX / ANANEQXHX THX AAEIAX

Huepopunvia mpdtng €ykpiong: 20 Iovviov 2024

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANpopopieg yio To TapodV GUPUAKEVTIKO TPOoiodV gival d1abEcieg GTOV SIKTLOKO TOTO
tov Evponaikod Opyoavicpod ®apudkmv: https://www.ema.europa.eu/.
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vTo QAPLOKO QVTO TEAEL LTTO GUUTANPOUATIKY TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPTIYOPO
TPOGIIOPIoUO VEOV TANPOPOPLDV OCPAAELNG. ZNTEITOL OTO TOVG EMOYYEALATIEG VYELOG VO AVOPEPOVV
omolecdnmote mhavoloyovueveg avembBounteg evépyetes. BA. mapdypapo 4.8 yia Tov TpOTO avapopag
OVETLOOLNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX
WEZENLA 45 mg evéoyo dilopa

WEZENLA 45 mg gvéoiio StdAvpa. € TPOYEUIGLLEVT] GUPLYYO.
WEZENLA 90 mg evéoio d1GAVLL0 GE TPOYELUGEVT] CUPLYYAL.

2. MOIOTIKH KAI IOXOTIKH XYNGEXH

WEZENLA 45 mg gvécuo didhoua,

KaBe praridio mepiéyel 45 mg ovotekvovpdaunn o 0,5 ml.

WEZENLA 45 mg evéoiuo didAvuo o€ Tpoysopévn cvpyya

KaBe mpoyepiopévn obpryya mepiéyet 45 mg ovotekivooudunn og 0,5 ml.

WEZENLA 90 mg evéoiuo didlvuo o€ TPOYEUOUEVT] GLPLYYO

KaBe mpoyepouévn ocvopryye mepiéyet 90 mg ovotekivovudunn e 1 mi.
H ovotexwvovpdpmn givon éva tApog avBpodmivo povokiwviko IgGlk aviicopa évavtt g
wrephevkivng (TL)-12/23 mov mapdyeton o€ pio. KVTTOPIKN YPOouU @odnkdv Kivelikod Kpiknto ue

ypNoN TEYVOAOYiaG avacuvdvacouévor DNA.

IMa tov TN PN KeTdAoyo Tev ekdOYmV, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

WEZENLA 45 mg evéowo didAvpua,

Evéoyo didivpa.

WEZENLA 45 mg gvéoiuo didAvuo GE TpoyEULGULEVN CUPLYYO

Evéoyo d1GAvpa.

WEZENLA 90 mg evéoiuo di1dAvuo GE TPOYEULGULEVN GUPLYYOL

Evéoyio d16Avpa.
To dudhvpa sivar dtowyég £mg 1pdilov, dypwpo £mc avolyTo KiTpivo.

To pH tov dtoddpartog ivar 6,0.
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4, KAINIKEYX TAHPO®OPIEX
4.1 OgpomevTiKég evositelg

Ywpioon kotd TAdkoc

To WEZENLA evdcikvotat yia ) Ogpameia tng péTplag g cofapnc vopiaong Kotd TAGKAG o€
EVIAAIKEG TTOL Ogv avtamokpifnkay,  Tapovoidlovv avtevdei&elg 1 €xovv dvoavebio oe GALES
ovotnuatikés Oepansieg, cvpmephapfavousvmv tng kKukhooropivng, e pebotpe&ame (MTX) 1 g
ewtobepanciog (PUVA, yoparévio Kot vrepimdng axtvoforia A) (BA. mapdypago 5.1).

TMowwrpikn yopioon Katé TAGKOS

To WEZENLA gvéeikvoton yio ) Oepomeio g pétprog og cofopns yopiaons katd TAaKug 6€ moidtd
Kot £pnPovug acbeveic amd TV nAkio TV 6 TV Kol Ave, 01 0Toilotl dev EAEYXOVTOL EXOPKAG LLE, 1
éyovv dvoaveio og dAleg cvotnpoTikég Oepameieg | potobepameieg (PA. mapdypapo 5.1).

Yoproowkn apbpitida (PSA)

To WEZENLA, povo tov 1 e cuvdvacud pe MTX, evdeikvotor yo T Bepameio tng evepyov
YopLacIkng apdpitidag o evidikeg acbeveic dtav 1 aviamdkpion ce Tponyovuevn Oepameio pe
un-proroyikod avtipevpatikd Tporonomtikd g vocsov pdppoko (DMARD) vipée averapkng (PA.
napdypago 5.1).

Noococ tov Crohn

To WEZENLA evdeikvoutat yuo n Bepaneio evilikov acbevov e petping o coPapd evepyr voco
tov Crohn, 01 070i01 EUPAVICAV OVETOPKT OVTATOKPLGT, ATMAELN AVTATOKPIONC 1} dvcovesio o
ocuppartikn Oepaneia 1 o€ avrayoviot) tov TNFa 1 tapovcidlovv avtevdeilelg o avtég Tig Oepameieg.

4.2  Aocoloyio kal TpémTOS Yopynong

To WEZENLA mtpoopiletar yia yprion vrd v kabodnynon kot tnv enipreyn wtpdv, EUTEP®V 6N
Sidyvmon kot ) Bepameio KOTAGTAGEWV Y10 TIG omoieg evdeikvutal to WEZENLA.

Aocoloyia
Ywpioon KoTd TAAKOG

H ocvvietdpevn docoroyia tov WEZENLA givar pia apykn 66on tov 45 mg yopnyoduevn vmododpia,
akolovBovpevn omd pia d6om TV 45 mg petd and 4 efdoudoeg kol ot cuvéyela kabe 12 efdopddeg.

Xe acbeveic mov dev mapovciocav aviandkpion o€ Oepaneio didpkelag £mg 28 efdopddwv Tpénet va
eEetaletal To evdeyorevo dlokomng TG Bepamneiag.

Aobeveic ue owuatixo fapog > 100 kg

To acBeveic pe copatikd Bapog > 100 kg 1 apyikn d6on eivar 90 mg yopnyovuevn vrodoping, n
omoia akolovbeitan amod pio d6om Twv 90 mg petd and 4 efSoUAdEG KOl 6T GLVEXELN KAOE

12 eBdopddeg. Xe avtovg toug acbeveic, Ta 45 mg éyovv emiong amoderyBel anoteiespatikd. Q61000,
ta 90 mg mapovsiacov peyavtepn anoteleopatikotnta, (PA. wapdypago 5.1, nivaka 4).

Popiooixi apbpitido (PSA)

H ocvvietduevn docoroyia too WEZENLA eivar pio apyikn 666 t@v 45 mg yopnyoduevn vodopia,

akolovBovpevn amd pia doon Tv 45 mg petd and 4 efdouddeg kat ot cuveyeln Kabe 12 efoopddes.
Evoliaktikd, propei va ypnoiporomBovv 90 mg oe aobeveic pe copotikd Bapog > 100 Kg.
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Xe acbeveic mov dev mapovciocay aviandkpion o€ Oepaneia didpkelag £mg 28 efdopddov Tpénet va
e€etaleton To evoeyOUEVO dlakomng TG Oepameiag.

Hlrkiwuévor (> 65 erav)
Aev amarteiton Tpocappoyn g d6omg yio Tovg nAKIouEVoLS acbeveic (BA. Tapdaypogo 4.4).
Neppixn kot §woTikiy OveAertovpyio.

H ovortekivoopdaunn dev €xet peretndei oe owvtong Toug TANOLGHOVE 0o0evav. Zuvenmg, dgv Lmopovy
VO YIVOUV GUOTAGELG GYETIKA LLE TN S0cOAOYiaL.

Taidrazrpirog wAinBoouog

H ac@diela Kot 1 0TOTEAECUATIKOTNTA TG OVCTEKIVOVUAUTNG G Todld e ympioon nikiog
UIKPOTEPNG TOV 6 TMV N 0€ TS e Yplacikn apBpitido nAkiag pikpotepng Tov 18 etdv dev
£yovv aKoua Tekunploet.

Hodrotpixy wwpioon kota tAdkog (nAikio 6 €TV Kol Gvw)

H ovvictopevn 66om tov WEZENLA Bacet tov copatikod Bépovg paivetar mapakdato (BA. mivokeg
1 kon 2). To WEZENLA npénet va, yopnyeitot vmodopia otig efdopddeg 0 ko 4, kat ot cuvéyeia kabe
12 eBdopadec.

Mivakag 1. Xvvietopevn 66on Too WEZENLA 1o tadiotpu] yopioon

Zopotiké apog lgg;:l] gﬂl\’ xopnynon mge Tovietdpevy d6o1
<60 kg 0,75 mg/kg
> 60-<100 kg 45 mg
> 100 kg 90 mg

T'o va vrohoyiotei 0 dykog g éveong (ml) yua acBeveic < 60 kg, ypnoponomote tov axdAov00
TOmo: copatiko Bapog (kg) x 0,0083 (ml/kg) 1 deite Tov mivaka 2. O vroroyicpévog 6ykog Ba Tpénet
Vo, 6TpoyyvAoToteitat 6to TAnciéatepo 0,01 ml kot va yopnyeiton pe yprion fadpovounuévg
ovptyyag tov 1 ml. Awrtifetar groridio tov 45 mg yua taudtaTpikovg acbeveic mov ypelaletol va
AdPovv Aryotepo amd v TAnpn door tov 45 mg.

Hivaxag 2. Oykog éveong Tov WEZENLA o rawdrotpikovg o.60sveic pe yopioon kot fapog
<60 kg

Xopotikd papog katd TV . " .

opiynen e d6onc (ke) Aéon (MQ) Ovyxog éveong (ml)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 135 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
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YopoTiko Bapog katd v . " .
Jopiymon T d6emc (kg) Aoon (MQ) Oyxog éveong (ml)
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 23,3 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
42 315 0,35
43 32,3 0,36
44 33,0 0,37
45 338 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 375 0,42
51 38,3 0,42
52 39,0 0,43
53 39,8 0,44
54 40,5 0,45
55 413 0,46
56 42,0 0,46
57 42,8 0,47
58 43,5 0,48
59 443 0,49

®oa npénel va e€etaoTel To evOgXOEVO daKOTNG TNG Bepaneiog oe acBeveig mov dev Exovv deilet Kapia
avTomoKplon £mg kol Tig 28 gfdopndadec Oepaneiog.

Noooc tov Crohn
2 Bepamevtiky oywyn, 1 tpadn d6o1m tov WEZENLA yoprnyeital evéopieimg. I'ia T docoroyia
g evoopAEPLag aymync, PAére mapdypaeo 4.2 tng ITXIT oo WEZENLA 130 mg nokvd dtdAlvpa yio

TOPOCKELT SHAVUATOG TPOG EYYVOT).

H ntpddy voddpia yopriynon tov 90 mg WEZENLA npénel vo mpaypotonoleitot Ty efdoudoa
8 pnetd v evdoiéPia door. Metd amd avtd, cuvictdtol xoprynon kade 12 efdoudoegs.

AcBeveig Tov dev £(0VV TAPOVGLAGEL EMOPKN AVTATOKPLOT OTIC 8 ELOOUASES LETA TNV TPDTN
VIodopLa 6o, umopei va Adfovy i dedtepn VIToddpLa ddon avT T Ypovikn otryur (BA.

nwapypago 5.1).

Acbeveig mov yavouv TV avtamdkpion oTny 60coroyio ava 12 efdopddeg pmopel vo enweeindodv
amo TV avénomn g cLyvOTNTaS TN 60oc0loYyiog og ava 8 fdopnadeg (PA. mapaypapovg 5.1 kot 5.2).
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Ot acbeveig pmopel 6t cuvéyelo va Aappdavouv doon kabe 8 efdopdadec N kdbe 12 efdoudadeg
SOUE®VE 1 TNV KAWVIKT extipnon (BA. Tapdypapo 5.1).

Oo mpénel va eEeTaoTel TO EvOEYOUEVO dlakomng TG Bepameiog oTovg aiebeveig mov dev eupavifovv
evoei&elg opélovg amd t Bepoameio 16 efdopddeg petd v 1V d6on enaymyng | 16 efdopddeg petd
™V aAlayn o€ ava 8 gfdouddeg docoroyia GuVTPNONG.

Ot avocoppuOuIoTIKoi TapayoVTES KOUM TO KOPTIKOGTEPOELON UTOPOVV VO, GUVEYLIGTOVV GTI| SLAPKELN
g Oepameiag pe TNV OVGTEKWVOLUAUTT. XTOVS acbeveic Tov £xovv avtanokpBei otn Oepaneia pe
OVGTEKIVOVUAUTT, TO KOPTIKOGTEPOELDT UTOPOVV Vo LE®OOVV 1 va S10KOTOVV GOLPOVO, LLE TO,
TPOTLTO. PPOVTIONG.

> voco tov Crohn, eav 1 Ogpameio dwakonei, ) emavévapén g Oepomeiog pe vITodopia yoprynon
K@0e 8 efoopadeg eival AGPAANG KOl ATOTEAEGLLOTIKT.

Hliouévor (> 65 etawv)
Aev amorteiton Tpocopproyn g 666MG o Tovg NAKIOUEVOLS acbeveic (BA. mapdypago 4.4).
Neppixin ko Nwotiki OvoAerTovpyio;

H ovotexvovpdumnn dev €xet peretndel oe avtovg toug TAnBucovg achevav. Zuvendc, dev umopovv
VoL YIVOUV GUGTAGELS GYETIKA LLE TN dOCOAO0YIaL.

Taidrazpirog winBoouog
H ac@dleio kot 1) 0noTELEGUOTIKOTNTO TG OVOTEKIVOLUAUTNG Yo T Ogpoameia Tng voéoov tov Crohn
o€ o018 NAkiag pikpotepng v 18 etdv dev £xovv akduo tekunplmbei. Aev vdpyovv dtabéoipa

dedopéva.

Tpomog yopnynong

To WEZENLA 45 mg o pudidwo 1] 45 mg ko 90 mg o mpoyepucuéveg cOpiyyeg xopnyeitot pe
roddpia Eveon povo. Edv etvar dSuvatd, meployés Tov d€pUaTog Tov epeaviovy ympioon Tpémel va
amopevyovral mg Bécelg Eveonc.

Metd and KatdAANAn exmaidgvon otV TEXVIKN TNG LITOdOPLAG £vESNS, Ol ACHEVEIG 1] OL PPOVTIOTEG
TOVG UITopovV va Kavouv v éveon tov WEZENLA gdv 1o kpivel cmatd o Oepdnav 1atpog. 261060, 0
Oepanav 10tpog Ba Tpémet va StacPaiicet TV KaTdAANAN Tapakoiovdnor tov acbevov. Ot acbeveig
N o1 epovTIoTéG ToVG Ba Tpémel va KabBodnyodvial doTe va KAvouv TV EVeoT UE TN
oLVTayoypoeovevn TocotnTe Tov WEZENLA cdppova pe Tig 0dnyieg mov mapéyoviol 6to AL
oM yL®V ¥prone. Avaivtikég odnyieg yia tn yp1ion didovtal 6To eOAAO 0dNYIDV YPNoNG.

TMa wepattépm 00Myieg TOL OPOPOVY TNV TPOETOLLAGIN Kot TIG O1HTEPEG TPOPVAUEELS Y10 TO YEPIGLO,
BA. mapdypago 6.6.

4.3  Avrtevodcieag

Yrepevaichnoia otn 0pacTIKn 0VGio 1 6 KATOL0 0 TO EKS0Y0 TOL AVOPEPOVTOL GTNV
Tapdypoeo 6.1.

KAwvikd onpovtikn, evepyn Aoipwén (m.y. evepyn povpatioon, PA. tapdypago 4.4).
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4.4  E101kég mPOEOOTOUGELG KU TPOPUAGEELS KOTA TN prion)

IyynAacotto

[pokeévov va Pertiobdel 1 yvnAasoTnTa TOV PIOAOYIKOV QUPUOKEVTIKMY TPOIOVIMV, TO OVOLLL
Kot 0 aplBpog mapTidag TOL YOPTYOULEVOD PUPUAKOV TPETEL VO KATAYPAPETAL [LE COPTVELD.

Aowwméelg

H ovotexvoopdpmn pmopet Suvntikd va avENceL Tov Kivouvo AOTUDEEDV KAl VO EVEPYOTOINGEL €K
VEOL AovOavovoeg AOWMEELG. e KAVIKEG LEAETEG KOl G IO LEAETN TTOPOTHPTOTG LETA TNV
KukAoQopia o acBevels pe yoplaon, cofapés Paktnplokés, HUKNTIOIKES KOt 10YEVELG AOUDEELS
gyovv mapatnpndei oe acbeveic mov Aappdavovy ovotekvovpaunn (BA. wapdypagpo 4.8).

"Exouv avapepbel sukaiplokés AoUmEELS, GCUUTEPIAAUPOVOUEVOV TG EXOVEVEPYOTOINONG TNG
QLUOTIOONG, GAL®OV EVKUPLAK®OV BOKTNPLOK®V AOILOEEDY (Guumeptlapuavouévng g Aolpwéng and
dtoma pokofaxtnpidia, g UNviyyltdag amd AMoTépla, TN TVELHOVING amd AEYIOVEALN KoL TNG
VOKaPSIaoNg), EVKOUPLOKDY LUKNTINGIKOV AOTUOEEDY, EVKAIPIOK®Y 10YEVOV AOIUDEEDY
(ovumepriapPavouévng g eyKEQUAITIONG TOV TPOKUAEITAL 0TO TOV 10 TOV OTAOD £pINTOL TOTOV 2),
KO TOPAGITIKOV AOU®OEE®V (cuumepthapBavopévng g oPBaAIKNG TOEOTAAGH®MONG) 6E 0oOEVEIG
7ov Ehafav Bepameio e OLOTEKIVOVUAUTT).

Amnarteiton Tpoooyn otav egetaletar n yprion tov WEZENLA o¢ aceveig pe ypovia Aolpwén 1 pe
1oToptkd votponidlovcac Aoipméng (BA. Tapdypago 4.3).

Ipwv and v évapén g Bepanciog pe WEZENLA, ot acBeveic mpémet va e&etalovton yia Aoipmén
oand evpotioon. To WEZENLA dev mpémel va yopnyeital oe ac0eveic pe evepyn eopatioon (PA.
mapdypoeo 4.3). H Oepaneia e AavOdvovcog uuatioong mpémel vo EeKvE Tpv amd Tn xopnynon
tov WEZENLA. To evdgyduevo Bepaneiog Katd g pupatioong Tpénel eniong vo e&etdleton Tpv
oamd v Evapén yoprynone tov WEZENLA og acBeveic e 1otopikd AavOdvovoag 1 evepyov
QLUATIOONG, Yio TOVG 0TToiovg dev pmopel vo emPeParmbel po emapkng Tponyovuevn Oepamneioa.
Acbeveig mov Aapfavouv WEZENLA Ba mpénet va mapakorovbovvtal otevd yio evOei&els kot
GUUTTMOUOTO EVEPYOV QLUATIOONG KT TN S1dpKeLd Kol LETA TO TEAOG TG Depoameiog.

Ba mpémel va, yivel vddeln otovg acbeveic va avalntoouV 1Tpiky GUUPBOVAT €4V EUEUVICTODY
onueio | CUUTTOUOTA TOL VIOSNADVOLY AoipmEn. Edv évag acBevig avamtHéer pua coPapr| Aoipwén,
0 acBevng Ba tpémel va Taparxorovbeitor oteva kKot to WEZENLA bev Oa mpémet va yopnynOet péypt
VoL VoY MPNOEL 1] AoTH®EN.

KokonBsieg

Ta vOGOKATOGTOATIKA OTTMOG 1] OVGTEKIVOLUAUTT 0VEAVOLV SUVNTIKE TOV KivELVo Kako0gtog.
Opopévol aoBeveig mov Adpfovay oVeTEKIVOLUAUTT OTA TAICLH KAVIKOV LEAETOV Kol G pia
UEAETN TTOpATHPNOTG LETA TNV KUKAOQOPia o€ aoBevels pe yopiaon avETTLEaY OEPUATIKEG Kot [
depuarikég kaxondeieg (PA. mapdypapo 4.8). O kivévvoc kakonOetag pmopei va gival vymAdTepog o
aoBeveic pe yopiaon mov £ovv AdPel Oepaneia pe dAAovg Ploloyikoig TapdyovTes Katd T didpkeLa
™G aoBEVELHG TOVG.

Agv &yovv de&oyOel peréteg mov va meprlapfavovy acbeveig pe 16Toptkd kakondelog | LeAETES TOV
va cuveyiCouv T Bepaneio g acbeveic Tov avanticoovy Kokondela Katd T Ayn g
OVOTEKIVOVLLAUTNG. ZVVETMG, Bo Tpémet va eEeTAleTol TPOGEKTIKA 1 ¥PNOT TNG OVGTEKIVOVLLAUTNG
6T0VG acbeveig avtovc.

‘O)ot o1 acbeveic, 16img 6cot givarl nAkiag peyardtepns twv 60 e1dv, acbeveig pe WTpkd 16ToPItKd

LOKPOYPOVIOG ANYNG 0VOGOKOTAGTAATIKNG Oepaneiag 1} doot Exovv 1otopikd PUVA, Oa tpémet va
mapakolovBohvTol yio TNV ELEaviorn Kapkivov tov dépuatoc (PA. Tapdypago 4.8).
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2UOGTNUOTIKES KO OVOTTVEVGTIKEC VIO PACELS LItEpELOLTONGiog

200oTHUATIKES

"Exovv avaeepBei coPapis aviidpdoeic vrepevoiotnoing KoTd TNV TEPI0d0 PETA TNV KUKAO(QOPIO TOV
TPOIOVTOC, G LEPIKES TEPMTMGELG APKETES NUEPES LeTd T Oepamneia. ‘Eyovv eppaviotel avaguiadio
Kat ayyelooidnpo. Eqv epgoviotel avaeuiaéio 1 GAAN cofoapr| avtidpacn vrepevaictnciog, Bo tpémnet
vo. Eekiviost KaTtdAAnAn Bepaneio. kot va. Srokomei  xopniynon tov WEZENLA (BA. mapdypago 4.8).

Avormvevotikes

"Exouv avapepBel mepioTatikd aAlepyIKng KOWEASITIONS, OCIVOPIAIKNIG TVEVLLOVIOG KoL LN
AOMS0VG 0PYOUVOVLLEVNG TVEVLOVIOG KOTA T YP1|ON TNG OVGTEKIVOLUAUTNG UETA TN XOPTYNOT AdELNG
KukAopopiag. Ot kKAvikég ekdnAmoelg mepleddpfovay fya, dvomvola Kot SIdpeses dnbnoelg Hetd
amo pia €0 Tpelg d6oels. Or coPoapis ekPacelc Tepleldpfavay avamTveELOTIKY AVETAPKELD KoL
mapoteTopévn voonieio. BeAtioon avapéplnie HeTd T S10KOTH TNG OVGTEKIVOLUAUTNG KOl £TioNG,
G€ OPIOUEVEG TTEPITTAGELS, T YOPNYNON KOPTIKOGTEPOEIOMV. XE TEPITTMSN OV 1 MOAVITN T
Aoipméng €xel amoxdelotel Kot 1 S1dyveon sivatl emiPefotmpévn, S1okOYTE TNV OVGTEKIVOLLAUTN KOt
Eexvnote katdAAnAn Ogpomeia (BA. Topdypago 4.8).

Kapduyysiokd coppauoto

Koapduayyetoxd copfapoto couneptloifavorévemy sLepayIoToc ToL HLoKapdion Kot ayyelokon
EYKEPAAKOV €me1c0diov Exovv mapatnpndei oe acbeveig pe ympioon mov ektébnkay oty
OVLGTEKIVOVULAUTT G€ o LEAETN TTopaTpNoNG LeTd TNV kKukAopopia. Ot mapdyovtes Kivdivou yia
Kapdelayyelakn voco Ba mpémel va aE1oA0yovvToL TOKTIKA Katd TN dtdpkela TG Oepameiog e
WEZENLA.

Eupoiacpoi

SVVIGTATOL VO, U1 cuyyopnyovvtal eufoito (oviav 1av 1 Paxtpiov (0nwng o BakiAiog tov Calmette
kot Guérin (BCQG)) pe to WEZENLA. Agv éxovv dieEayBei e101cég peréteg oe acbeveic mov giyav
mpocoato AaPet epuPforta pe {dvteg 100g 1 Covta Paktipla. Agv vdpyovv dedopéva yio
devtepoyevn petddoon Aoipméng amd {dvta epPorta oe aoBevelc TOV AAUPOVOY OVGTEKIVOVLALTT).
[pwv amd tov guPortacud pe (dvteg 100¢ 1 Covra Paxthipia, 1 Oepaneio pe to WEZENLA wpénel va
dwokomel yio tovAdyiotov 15 gfdonddeg petd v televtaia d6omn Kot pmopei va Eovapyioet
TovAdyotov 2 gfdopddec petd tov euPortacpd. Or cuvtayoypaeoOVTES 10TPOL TPEMEL VO
ovppoviedovrar v Iepiinym tov Xoapaktnpiotikdv tov [1poidvtog Tov cuykekpiuévov uforiov
v TpOSOETN TANPOPOPNOT| KOl 00N YIEC GYETIKA UE TNV TAPAAANAN (PO AVOCOKOATAGSTAATIKAV
TapayOVIOV PETA TOV EUPOMAGUO.

H yopnynon {dvrov epPoriov (6nmg to eppoio BCG) oe Bpéen mov extébnkav in utero oty
OVGTEKIVOVULAUTT OEV GUVIGTATOL Y10 SMOEK UNVEG PETA TN YEVVIION N LEYPLS OTOL TO. EMIMESQ TNG
OVGTEKIVOVLLAUTNG GTOV 0pd TOL Bpépoug va gival pun aviyvevotpa (BA. Ttapaypdoovg 4.5 kai 4.6). Edv
VILAPYEL CAPEG KAVIKO OPELOG Y10 TO MEUOVOUEVO BpEPoc, 1| yopnynon evog (dvTog epforiov pmopel
va e&etaleton vopitepa, €AV TO EXITEIA TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL BpEPoug gival pun
aVIVELGILLOL.

Ot acbeveig mov AapPavovy WEZENLA pmopovv va Adfovv Tantodypovo adpavomompéva | un {ovta
gupoia.

H paxpoypovia Oepaneio e WEZENLA dev KaTaoTEALEL TN YUK 0VOGOAOYIKT] OTAVTNOT GTO
TOAGOKYOPLOKO EPPOXIO Y10 TOV TVEDHOVIOKOKKO 1) TO EUPOAL0 Y1 Tov TéTavo (PA. Topdypapo 5.1).

25



TTopdAinAn avocokotaotalTikn Oepameio,

X HEAETEG Yo TV YOPLooT), N ACQAAELN KOl 1] OITOTEAEGLOTIKOTNTO TG OVGTEKIVOVLAUTNG OE
GLVOLOCKUO UE OVOGOKOTAGTOATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOVY, 1} L pmTobepameia, dev
&yovv a&loroynBel. Xe peréteg yio v yoplootkn apbpitida, n wapdiinin yprion MTX dev pdvnke
va ennpedlel TNV aGPAAELD 1] TNV OTOTEAECUATIKOTNTA TG OVOTEKIVOVUAUTNG. e LEAETEG Yo TN VOGO
tov Crohn Kot TV EAK®OT KOAITION, 1 TAVTOYPOVN (PTOT OVOCOKOTAGTAATIKAOV 1] KOPTIKOGTEPOEODV
dev Pavnke vo exnpedlel TNV Ao@AAELD 1| TNV ATOTELEGLATIKOTITO TNG OVGTEKIVOLUAUTNG. AToLTeiTan
mpocoyn otav eEetdletarl n TapdAAnAn xpnon GAAov avocokataoToAtik®v Kot tov WEZENLA 1
Kotd T petdfoon amd dAlo froroyikd avosokatactaAtikd (BA. mapdypagpo 4.5).

Avocofepaneio

H ovotekivoopaumn dev €xel a&loAoyn0ei og acbeveic mov £xovv vToPAndei oe avocobepaneio yia
arlepyla. Agv givan yvootd edv to WEZENLA propel va ennpedost v avocobBepaneia yio ahiepyio.

2ofapéc depuatonadeiec

e aobBeveic pe yoplaon, £xel avapepbel amoPoAd®TIKY depuatitidn petd amd Oepaneia e
ovotektvoopdunn (BA. mapdaypogo 4.8). Ot acbeveic pe yopiaon katd thdkag evdéyetol vo
avamtOEOVY epLOPOdEPLUKT YMPINoT, LE CUUTTOUOTE TOV EVOEYETAL VO UMV StoKpivovTal KAVIKE oo
TNV AmoPOAMIMTIKTY depUatiTidn, 610 TANICLO TNG PVOIKNG TOPEing Tov voonuatds tovc. Katd v
TapaKolovOnon g yopiaong Tov acbevos, ot yiatpol Ba TpEmeEL va ETOYPLTVOUV Y10l GUUTTOLLOTOL
£pLOPOOEPIIKNG Yopiaong 1 aro@oMOOTIKNG deppatitidoc. Edv autd to COUTTOUATO ELPAVIGTOVY,
B0 mpémet va axorovOn el kataAinin Beponeio. To WEZENLA Bo npénet va dtokomteTon edv vmdpyet
VIOVOLOL AVTIOPUOTC GTO PAPLOKO.

Koazaotdoelc mov oyetiCoval pe Tov AVKo

"Exovv avaeepbel mepimtdoeic kataotdoemv mov oyetilovat Le Tov AKo og acbeveic mov Eafov
Oepameio e OVGTEKIVOVUAUTY, CUUTEPIAUBOVOLEVOD TOV SEPUATIKOD EPLONUATM®@OOVG ADKOV KOl TOV
oLVOPOLOL Tpocopolalov pe Avko. Edv eppavietouv BraPec, 101Kd o€ TEPLOYEG TOV dEPUATOG TTOV
extifevtal 6Tov 1A10 1 €4V cuvodebovtal and apBparyia, o acBevig Ba Tpémet va avalntiost apéomg
Tpikn Ponbeta. Edv emPefoaimbel n dSidyvoon pog katdotaong wov oyetiletal pe tov Adko, tnv
0VGTEKIVOLUAUTN B0 TTpémel va dtakomtetan kot vo EeKva katdAAndn Oepaneia.

Edwoi tAnfvopoi

Hlkiwuévor (> 65 etav)

Agv mapopnOniay GUVOAIKEG SLOPOPEG OTNV ATOTEAEGLOTIKOTNTO 1] TNV A0PAAELN G€ acbeveig
NAiag 65 TV Kol AvE TOV EAAPAV OVGTEKIVOVUAUTTY], GE GUYKPLION UE VeOTEPOVG aobeveic og
KAMVIKEG LEAETEG OTIG EYKEKPIUEVES EVOEIEEIS, 0¥GTOCO 0 aplBuds TV acBevodv nhikiog 65 eTdv Kot
v dev NTaV ETOPKNG DoTE Vo KaBoploTel edv o1 0oBeveic avTol avtamokpivovtaol S10popETIKA Ao
TOVG VEOTEPOLG 0lo0EVELG. AOYM TNG LYNAOTEPTG ENIMTOOTG AOUMEEWDY YEVIKA GTOV NAMKIOUEVO
TAnBucpod, n Bepaneio TPEMEL VoL YIVETAL LE TPOGOYT GTOVG NAIKIMUEVOLC.

4.5  Alremopaosig pe ALY QUPROKEVTIKG TPOTOVTE KoL GALES POPPES alinAemiopaocng
Zmvto euPoria dev mpémet va yopnyovvtot tapaiinia pue to WEZENLA.

H yopriynon Lovtov epuporiov (0mwg 1o epupdio BCG) ot Ppéen mov extébnkav in utero oty
OVGTEKIVOVULAUTT OEV GLVICTATOL Y10 dMOEKA UNVEG UETA TN YEVVNON 1] £00GC OTOV TO. EMIMEDT TNG
OVGTEKIVOLUAUTNG GTOV 0pd TOV Bpépouc va gival pun avigvevoipa (BA. Ttapaypdeovg 4.4 kai 4.6). Edv
VIAPYEL CAPEG KAVIKO OPEAOG Y10 TO MEUOVOUEVO BpEpoc, N xopnynon evog (dvTog epuforiov pmopel
va e€etaletar vopitepa, €0v Ta ENITES TNG OVGTEKIVOLUAUTNG GTOV 0pd TOL PBPEPoug ivat pun
aviYveOGILLAL.
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Agv &povv mpaypotonondel peréteg aAlniemdpdoemv o€ avOp®OTOVG. LTI AVOAVGELS
QOPUAKOKIVITIKNG TANOVGHOD TV HEAETOV @dong 3, diepeuvinke N exidpacn TV 7o cuyva
YPNOYLOTOLOVUEVOV TAVTOYPOVO POPLUKEVTIKOV TPOIOVIMV G 0GOEVELG e Wopioom
(cvumepAAPPOVOUEVOV TNG TAPAKETOUOANS, TNG LPOVTPOPAIVIG, TOV OKETVAOGAAIKVAIKOD 0EEOC, TNG
petpopuivng, g atopPactativng, tng Aefobupo&ivig) ot GapLaKOKIVITIKH THG OVGTEKIVOVUALTNG.
Agv vmnp&av evoei&elc aANAETIOpOONG e OVTA TO TAVTOYPOVO YOPTYOVUEVO QOPLLOKEVTIKA
npoiovta. H Bdon yio tv avdivon avti ftav 6t tovAdyiotov 100 acbeveic (> 5% tov peketoduevon
mAnBvopov) ElaPav Bepomeia LE TOVTOYPOV YOPNYNOT OVTMV TOV PAPLUKEVTIKOV TPOIOVTWOV Y10
TovAdyiotov to 90% e mep1ddov perétng. H @apuokokvnTike tng OVGTEKIVOLUAUTNG dEV
EMNPEACTNKE Ao TNV TAVTOYPOVT ¥pNion MTX, un 6TEPOEBDV AVTIPAEYUOVMDIDV QUPUAK®V, 6-
pepkantomovpivng, alabelonpivng Kot amd GTOUATOG KOPTIKOGTEPOEWNDV GE AGHEVEIS e YOPLACIKY|
apBpitida, voco tov Crohn 1 EAk®dON KOAITION, 1] OO TNV TPOTNYOOUEVT EKOECT] GE TAPAYOVTES OVTL-
TNFa, o aceveig pe yoplacikn apbpitida 1| véso tov Crohn 1 amd v mponyovuevn ékbeon o€
Broroykobc mapdyovtes (dnh., mapdyovteg avi-TNFa ko Bedorlovpdunn) oe acBeveis e ehicddn
KOALTIOO.

Ta amotehéouata piog peAéng in Vitro dev vTodEIKVOOLV TNV OVAYKN Y10 TPOGAPUOYEC TNG BOONG GE
acbeveig mov Aappdavovy Tawtdypova vrootpodpote tov CYP450 (BA. mapdypapo 5.2).

e peAéteg yo TNV yopiaon, 1 0cQUAELN KOl 1) OTOTEAEGUATIKOTNTO TG OVGTEKIVOVUAUTNG GE
oLVOVUCUO UE OVOGOKOTOOTAUATIKA, GCUUTEPIAAUPAVOLEVOV TOV BLOAOYIKGV, 1] e pwTtoBepamneia, dev
&yovv a&loroynOel. Xe perétec yo v yoprootkn apbpitida, 1 tavtdypovn yprion MTX dev pdvnke
va ennpedlel TNV AGPAAELD 1] TV OTOTEAECUATIKOTITA TIG OVGTEKIVOVUAUTNG. Z€ LEAETEG Y100 TN VOGO
tov Crohn kot v eAK®ON KOAMTISA, 1) TOVTOYPOVT YPTOT AVOCOKATAGTOATIKAOV 1| KOPTIKOGTEPOEWODV
dev pavnke va emnpedlel TNV AGOEAAELD 1] TV ATOTELEGUATIKOTNTA TG OVOTEKIVOLUAUTNG (BA.
naphypogo 4.4).

4.6 TovipétnTa, KOO KoL yorovyio

T'uvaikec 6g ovamapaywytkn nitkio,

Ot yvvaikeg og avamapoy@ytkn nAkio 0o Tpénet va ¥pnoomolohy amoTELEGUATIKT OVTIGCOAAYN
KaTd TN O1dpkela TG Bepameiag Kot Yo TovAdylotov 15 efdopdadeg petd ) Bepamneia.

Kvnon

Agdopéva mov GUAAEXOMKOY TPOOTTIKA OO GYETIKG TEPLOPIOUEVO aplOUd KUNCEMY UETA Ao £kbeom
GTNV OVGTEKIVOLUAUTT UE YVOOTA ATOTELEGHATA, GUUTEPIAOUPOVOUEVOV TTEPIGGOTEPOV amtd 450
KUNGEMV OV EKTEONKOAV KOTA T S1APKELN TOV TPMTOV TPLUNVOD, OEV KATAOEIKVDOLV QLENUEVO
Kivouvo peilovav cuyyeEvVaY SVGTANGIOV GTO VEOYVO.

Meléteg og {da dev KaTEdEEAVY Gpeom 1 EUUEST] TOEIKOTNTO GTNV KUNGT), GTIV TPOLN
euPpovakn/dyun euppovokr avanTuén, GTOV TOKETO 1 GTI LETAYEVVNTIKY avATTLEN (PA.
napaypago 5.3).

Qo1600, 1 dtBéoun KAviKN eumelpia etvol TeEploptopév. ¢ TPOANTTIKO UETPO, ElvaL TPOTIUNTED VO
amopevyetor ) xpion tov WEZENLA katd v xdmon.

H ovotekvoopdpnn dramepva Tov mhakovuvta Kot £l aviyvevbel otov opo Ppeedv ta omoin
yevvnOnkov and yovaikeg mov Erapav Bepomeia e OVGTEKIVOLUAUTN KaTd T ddpkela TnG Konong. H
KAMVIK EMIMTOGCN VNG TNG TOPOTAPNONGS eV Eival YVOGTH, ®GTOGO 0 Kivovvog Aoipméng yia fpéen
To omoio ekTéBMKay IN Utero oty ovotekvovudunn evoéyetat va eivar avEnpévog HeTd Tt yévvnon.

H yopnynon {dvimv epPoriov (6nmg to eppoio BCG) ot Bpéen mov ektébnkav in utero oty
OVGTEKIVOVLAUTT OEV GUVIGTATOL Y10 dMOEKA UNVEG META TN YEVVWNON 1 LEXPIC OTOV TO, EMITEDQ, TNG
OVGTEKIVOVULAUTING GTOV 0pd TOV Bpépoug va eivar un aviyvevoiua (PA. mapaypdeovg 4.4 kot 4.5). Edv
VILAPYEL CAPEC KAVIKO OQEAOG Y10 TO LEPOVOUEVO BPEPOg, 1 yopnynon evag (dvtog epforiov pmopel
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va e€etaletar vopitepa, €0v Ta ENITES TNG OVGTEKIVOLUAUTNG GTOV 0pd TOL PBPEPoug ivar un
ovveELGLAL.

OnAacpog

IIeplopiopéva dedopéva amd T dnpoctevuévn PiPAtoypapio LTOSEKVOOVY OTL 1] OVCTEKIVOVUAUTN
eKKpIvETOL 0TO avBpOTIVO PINTPIKO YAAO G€ TOAD PIKPEC TOGOTNTEG. AEV Elval YV®OGTO av 1
OVGTEKIVOLLLAUTY GTOPPOPATOL GUGTILOTIKG, LETA TNV KATATOOT. AOY® TOL EVOEYOUEVOL
AVETBOINTOV AVTIOPAGEWDY OO TIV OVGTEKIVOVUAUTY 6€ Ppépr Tov OnAdlovy, mpénet va
omopaciotel av Ba dtakonel 0 ONAacpOg katd T didpkela TG Bepameiog katl Emg 15 efdopddec petd
1 Oepaneio 1 ov Oa dokomel N Oepamneio pe to WEZENLA, Lopfdavovrog vadyn 10 6QeA0g Tov
od100 and 1o OnAacuo kot to 6eelog g yuvaikas amod ) Bepaneio pe WEZENLA.

Tovyomra

H enidpaon tng ovotekivouuaumng otnv avlpomivn yovipuotnto, dsv £xet agtoroyndei (PA.
napypago 5.3).

47 Emopacels otny IKEvOTNTA 0017161 KAl YEIPLGHOD UNYOVILATOV

To WEZENLA dev £xel xopio 1| €€l 0oV ENTIOPACT GTNV IKOVOTNTO, 00YNONE KOt XEPIGHOV
HNYOVI ATV,

4.8  AvemOoOunteg evépysieg

2Hvoyn TOV TPOPIA 0CQAAELNG

O1 1o ovyvég avemBounteg evépyeteg (> 5%) oTig EAEYYOUEVEG TTEPLOSOVE TOV KAWVIKAOV LEAETOV TG
yoplaong, g yoplacikig apbpitidag, g vocov tov Crohn Kot TG EAKDOO0VE KOMTIONG G EVIAIKES
LLE TNV OVOTEKIVOVUAUTN TOV PVOPOPLYYITION Kot KePaAadyia. Ot TeplocdTEPEC OO OVTEG
OepnOnkay Nrieg kot dev eméParav T drokonn ¢ Oepaneiog g perémc. H mo coPapn
avemBountn evépyela Tov £xel avapephel yio TNV ovaTEKIVOLUANT ival GoPapég avTidpacELg
vrepevoicnoiog cvopumepirapfavopévng g ovaeoia&iog (BA. mapdypapo 4.4). To cuvolikd TPoPiA
ao@AAELag TaY TOPOLOL0 Yo 0oBEVEIC e Yoplaon, yoplaotkn apdpitida, voco tov Crohn kot
EAKMOON KOAITION.

Kotdroyog avemQountov evepysldv 6e mivaka,

Ta dedopéva ac@AAELNG TOV TEPLYPAPOVTOL TOPUKAT® ovTikKaTomTpilovy v £kbeon evniikwov otnyv
ovoteKvovpdunn oe 14 peréreg paong 2 kot edong 3 oe 6.709 acBeveig (4.135 pe yopioon kovnm
yoplacikn apbpitida, 1.749 pe voco tov Crohn kot 825 acbeveig pe eAxdmon koAitida). Avtd
TEPLOUPAVOLY EKOECT] GTNV OVGTEKIVOLLAUTT OTIC EAEYYXOUEVES KOl LT EAEYYOUEVES TEPLODOVS TOV
KAMVIKOV PHEAETOV Y10 TOLAGYIoTOV 6 pveg M 1 €tog (4.577 ko 3.253 acbevels, aviiotoiymg, pe
yopiaon, yoplacikn apbpitida, voco tov Crohn 1 eAkddn KoAiTd) Kot £kBeom yia TovAGYIGTOV 4 1)
5 ¢t (1.482 ko 838 acbeveig pe yopioomn, oviietoiywg).

O ITivokag 3 mapéyet Evav KATAAoYo TV AVETIBOUNTOV EVEPYEIDV OO KAVIKEG LEAETES YL TNV
yopioon, TNy yoplociky apbpitida, T voco tov Crohn kot v eAkddn Koritido 6g EVAAIKES, Kabmg
emiong Kot avemBounteg evEpyeleg Tov avaeiptnkay and v eumelpia HeTd TNV Kukhoeopia. Ot
avemBounteg evépyeleg TaSIvorovuVTaL KATA TNV KoTnyopio/opyovikd GOGTNLA KOl T GLYVOTHTO
ELLPAVIOTG, YPNOLULOTOLOVTAS TV akOAoLON cvvBnKkn: ToAD cvyvég (> 1/10), cuyvég (> 1/100 £mg

< 1/10), 6y ovyvég (= 1/1.000 émg < 1/100), omdvieg (> 1/10.000 £mg < 1/1.000), moAd omdvieg

(< 1/10.000), un yvwotig cuyvotntag (dev pmopovv va ektiunovv pe faon to Stbécipa dedopéva).
Evtdc kdBe katnyopiag cuxvotntog ELQAVIoNS, Ot avemBOUNTEC EVEPYELEG TTapUTIBEVTOL KATA
eBivovca celpd coPfapotntag.
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Hivaxag 3. Katahoyog TV avemBountoy evepyi@v

Katmnyopia/Opyoviké Xdotnpua

YoyvetnTo peavieng: AvemOountn evépysio

AodEelg Kol ToPaCITAOCELS

Suyvég: AolumEn TG AvVAOTEPTC AVATVEVGTIKNG 000V,
PVOPOPVYYITION, TAPUPPIVOKOATITION

Oyt ovyvég: Kutrapitida, Aoudéels tmv 0dovrav, £pnng (owotnpag,
Aolp®En Tov KOTATEPOL AVATVELCTIKOD, 10YEVIC AOTH®EN TOV
OVATEPOL OVATVEVGTIKOD, 0OOIOKOATIKY LUKNTIOG

Awtopayés avosomonTiko
GLGTILLOTOG

Oyt ovyvég: Avidpaoelg vepevarcnoiog (cupmepthapfovopévev
eEavOnpatog, Kvidmong)

Yraviec: ZoPapég avtiopaoelg vepevaicinciog
(ovumepriaufovouévav avaeuiloiog, oyyEl0010MU0TOC)

Yoyrorpucég Sratapoyég

Oyt ovyvég: Katdfiynm

AwTopayég Tov VELPLKOD
GLOTNLOTOC

Yoyvéc: ZAakn, Kepalodyia
Oy ovyvéc: Tlapdivon Tpochmov

AvomvevoTtikég, Dopokikég
dratapayEc Kot datapay€g
pecobwpakiov

YuyvEG: ZTOUATOPAPLYYIKO GAyog

Oy ovyvéc: Pivikr suppopnon

Eravieg: AAepYIKT] KOWEMSITIOO, NOCIVIPIAKT TVELHLOVIX
[ToAb omdvieg: Opyavoduevn mvevpovia®

lTaotpeviepikéc dratapoyés

2uyvéc: Adppota, vavtio, EPETOC

Awtapay£ ToL SEPUATOG Kot
TOV VILOSOPLOV 1GTOV

Xuyvéc: Kvnopdg

Oy cvyvég: DAokTOVOONG Yopiaot, omo@oAidmaon dEpuaToc,
T

Ymévieg: Amopoldmtikn deppatitido, ayysiitida ond
vrepevocincia

[ToA0 omaviec: TToppolvymoeg TEPPLYOEDES, dEPLATIKOG
gpLONUATOINC ADKOC

AlTopay€g TOL LVOCKEALETIKOD
GULGTHLOTOG KOl TOV GUVOETIKOV
1670V

Yuyvég: Ocpuadyia, poadyia, apOpadyio
[ToAd omdvieg: XOvdpopo Tpocopoldlov pe AvKo

Ievikég dratapayéc kot
KataoTdoelg ot 0éon
xopnynong

Yuyvég: Konwon, epunua ot 0éon éveong, dAyog ot 0éon
£veomg

Oy ovyvéc: Avidpdoelg ot 0éon veong (cvpumepthapfovouéveoy
NG OLOPPAYIOG, AUATOUATOS, CKAPVVOTS, O10YKMGNG Kol
Kvnopov), e£acbévnon

* BA. mapdypapo 4.4, Z0GTNLHOTIKEG KoL OVOTVEVOTIKES AVTIOPAGEL VITEPELOICONGIOGC.

TIeprypaen emheyuévay avemlOOUNTOV EVEPYELDY

Aowwéers

2T1C ELEYYOUEVES LE EIKOVIKO QAPLOKO LEAETEG o€ acbeveic pe yopiaon, yoplactkn apbpitda, voco
tov Crohn kot eAk®ON KOAITIOA, TO TOGOGTH AOUMEEWDV 1] GOBUPOV AOUMEEDY NTAV TOPOLOLN
UETAED TV aoBEVOV TOL AAUPAVEY OVGTEKIVOV UGN Kol EKEIVOV TOV AdpBavoy e1KoviKd @APLOKO.
2NV EAEYYOLEVT LLE EIKOVIKO PAPUOKO TEPTIOO0 AVTAOV TOV KAMVIKAV UEAETOV, TO TOGOGTO AOUDEEDV
ntav 1,36 avd avlpomoétog Topakoiovdnong yio Tovg acbeveic mov Adpfovay oveTEKIVOL AT Kot
1,34 yia Tovg acBeveig mov AapPavay elkovikd eAaprako. ZoPopic AOUDEELS EPPAVICTNKAY GE
1060076 0,03 avd avBpmToéTog TapaKoAoVONGoNG Yio TOVG 0oBeVEIC TOV AQUPAVAY OVGTEKIVOLLLAUTT
(30 coPapéc Lroypuméeig og 930 avbpomoé mtapakorovdnong) kat 0,03 yio Tovg acbeveic mov
Adupavav gucoviko edpuaxo (15 copapés Lopuméelg og 434 avBpomoétn tapakorovtnong) (BA.
napdypoago 4.4).

2T1C ELEYYOUEVES KO U1 ELEYYXOUEVES TTEPLOGOVE TOV KAVIKADV LEAETOV Y10, TV YoPiaon, TNV
yoplackn apbpitida, tn voco tov Crohn kot Ty EAKdON KOAITION, TOV AVIUTPOCHOTEDOVY

11.581 avOpwmoét ékBeong o€ 6.709 acheveic, n didpeon didpketo mapakorovdnong ntav 1,0 £tog,
1,1 € ywo TIg HEAETEG Y1 TNV YOPLAGIKN VOG0, 0,6 €11 Yo Tig peAéTes Yo T voco tov Crohn kot

1,0 étog yio 15 peréteg yio Tnv eAkmOn KoAitida. To mtocootd Aopdéemv nrov 0,91 avd avBpmmoétog
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TapokolovONoNg Yo Tovg acbeveic TOL AAUPAVOY OVGTEKIVOLUAUTY KOl TO TOGOGTO GoPapmv
Aodéewv ftav 0,02 avd avBpomoitoc Tapakorovdneng yio Toug acbeveig mov Adppavoy
ovotekvovpudunn (199 coPapéc Aopméeig oe 11.581 avBpwmoétn mapakorohnong) Kot ot cofopig
AOUDEELG TTOL avaPEPON KV TEPIEAGUPAVAY TVELHOVIQ, OTOGTI L TOV TPOKTOV, KLTTAPITION,
EKKOATI®OUOTITION, YOOTPEVTEPITION KOl LOYEVELG AOIUMDEELG.

Xe khMvikég perétec, aoBevels e AavBdvovsa guuatioon mov TapdAinio AdpPovay aywyn pe
toovialion dev avérTuéav euuatioo.

Kaxonbeie

2TV EAEYYOLEVN LLE EIKOVIKO PAPUOKO TEPIOd0 TOV KAVIKMV LEAETMV o8 achevel e woplaom,
yoplooikn apbpitida, voco tov Crohn Kot EAk®dON KOAiTIdN, N EXINTOON KakonOeldv, eEapoduevon
TOV UM UEAOVOKVTTAPIKOL KapKivov Tov 6éppatoc, nrav 0,11 avd 100 avOpwmoétn tapakorovdneng
Y Tovg acbeveic mov AdpPavav ovetektvoopdpnn (1 acbevic oe 929 avBpwmoétn mapakorovnong)
og oOykpion pe 0,23 yia tovg acbeveic mov Adppavay gikovikd eappako (1 acbevig oe

434 avbpwmnoétn mopakorovdnong). H enintmon tov pn HeAovokuttopikod Kapkivoy Tov dEPUOTOG
ntav 0,43 ava 100 avOpwmoétn mapakolovdnong yio tovg acheveic mov AAuPavay 0VGTEKIVOUUAUTT
(4 acbeveic og 929 avOpwmoitn TopakorovOnong) oe cvykpion pe 0,46 yio Tovg acbevei mov
Adpavav ewcovikd edppoko (2 acbeveic og 433 avOpmmoétn Tapakorovdnong).

211G eAeYYOLEVEG Kot LN EAEYYOUEVEG TEPLOOOVS TMV KMVIKADV LEAETAOV Y10 TNV Yopiloot, TNV
yoplooikn apbpitida, tn véso tov Crohn Kot TNV EAKOON KOMTION, TOV AVIUTPOCOTELOVY

11.561 avbpwmnoit ékbeong o 6.709 acheveic, n didueon didpketo mapakorovOnong ntav 1,0 £tog,
1,1 étn 110 116 peréteg Yo v yoplactkn voco, 0,6 £tn yo g peréteg yia T vocso tov Crohn ko

1,0 étog yia T1g perétec yo TV eAkdON KoAiTda. Avapépbnkav kaxonbeies, e£apovpévon Tov un
UEAQVOKVTTAPIKOD KAPKIvOL ToL dépotog, g 62 acbeveig oe 11.561 avOpmmoét mapakorovdnong
(emintwon 0,54 avd 100 avOpomoétn mapoakolovOnong yia tovg acbeveic mov Edafav
ovotekvovpaunn). H exintoon kokondeidv mov avagépdnie otovg acbeveig mov Elafov

OVGTEKIVOV LA TV CUYKPIGIUN LLE TNV EMMTOGCT TOV OVAUEVETOL GTO YEVIKO TANOVGO
(mpotvrouévo miiko enintwong 0,93 [dtdotnua eumietocvvng 95%: 0,71, 1,20], TpocapUoGpUéVo Yia
TNV NAKia, To POAO Kot T eVAR). Ot o VY VA TapaTNPOOUEVES KaKoN0etec, eE0POVUEVOD TOV U
LEAOVOKVTTAPIKOD KAPKIVOL TOV SEPUATOC, NTOV KOPKIVOG TOV TPOGTATY], 0pBOKOAKOC KapKivog,
peAdvVopa Kot kopkivog Tov paotob. H enintmon tov pun HeAavoKuTToptkoy KopKivov Tov dEPLILOTOG
ntav 0,49 avé 100 avBpomoé Topakorovdnong yio Toug acbeveig mov EAaoy OVGTEKIVOLUGUT
(56 aoBeveic og 11.545 avBpwnoétn tapakorovdnong). H avaloyia tov acbevdv pe Booikokuttoptko
évavtt okavBokvTtapikol Kapkivov Tov dépuatoc (3:1) etvarl cuykpioyn e TNV avapevoueyn
avaloyio oto yevikd mAnbuoud (BA. mapdypago 4.4).

Avuidpaoeic vmepevarotnaiog
Kotd ) d1dpKeia Tov eAeyyOUEVOV TEPLOO®V TMV KAVIK®OV PHEAETMV Y10 TNV WO PILOGT KO TV
yoplaoikn apbdpitida tng ovotekvovpudumng, mapotnpnOnkay edvinua Kot kvidmon, to kabéva o

10606710 < 1% 10V acbevav (BA. Tapdypoago 4.4).

Toudratpucdc Tinbvoudc

Howdrarpixoi aobeveic nlixiog 6 etV kol Gvw ue Wwpiaon KOTa TAGKOS

H acpddela tng ovotekvovpdunng £yl peketndei o dvo eaong 3 peréteg o madloTpkovg acbeveig
pe pétpro Eo¢ coPfapn ympiaon Katd tAdkac. H mpdtn perétn dieénydn o 110 acbeveic 12-17 etwv
7ov EhaPav Bepaneia yio dStaonuoe mg 60 efdouddeg ka1 devtepn puehétn deénybn oe 44 acbeveig

6 ¢wg 11 etddv mov Elafav Bepameia yio didotnua £0c 56 efdopddes. Xe YeEVIKEG YPULUES, OL
OVETIOOUNTEG EVEPYELES TTOL OVOQEPONKAY GE AVTEG TIG OVO UEAETEC [LE SEOUEVA YO TNV OCPAAELD £WG
1 étovg Mo TOPOUOLEG UE EKEIVEG TTOV TTOpATPNONKOV GE TPONYOOUEVES LEAETEG OE EVIIAIKEC LE
YoPLlooT KoTd TAGKOG.
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Avopopb mhovoloyodUEV®V OVETIHD UNTMY EVEPYELDV

H avagpopd mifavoroyoduevmv averiBountoy EVEPYEIDY LETO amd TN YOPTYNOT AOEWNG KUKAOPOPIOG
TOV QUPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénet  cvveyn mapakorobnon g oxéong
0PEAOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOTOVTOC. ZNTeital 0md TOVG ENTOYYEALATIES VYELOS VO
avaPEPOVY OTTOLEGONTOTE MHOVOLOYOVUEVES AVETIBOUNTES EVEPYELEG LEGM TOV EBVIKOV GUGTHLLOTOG
avapopdg Tov avaypdeetor oto [Hopdptua V.

49 Ymepoocoroyia

e KAMvikég peréteg yopnynonkav evoopiefing epanal dooeig uéypt 6 mg/kg yopic va meproptotei n
d6on Adym to&kdtnTog. Xe mepintwon vrepdocoroyias, cuvicTdtal 1 TapaKolovOnon Tov achevoic
Y TVYOV onueio ] CUUTTOUATA AVETOVUNTOV EVEPYEIDV KOOMG Kot 1 dpeon Evapén KatdAAnAng
CUUTTOUOTIKNAG Oepomeiog.

5. DPAPMAKOAOTI'TIKEX IAIOTHTEX

51 ®@appokodovopikés 1010TNTEG

Ddoppokobepamentikn Katrnyopio: AVOCOKATUGTOATIK, OVAGTOAELG VTEPAELKIVIG, KOOKOG
ATC: LO4ACO05.

To WEZENLA eivot Blo-opog1déc pappokentiko npoidv. Aentopepeic mAnpoeopieg sivat dtabéoipeg
otov d1kTvakd oo Tov Evponaikod Opyaviopod Gopudkov: https://www.ema.europa.eu/.

Mnyaviopdg dpdong

H ovotekvoopdunn eivar éva TAnpog avBpdnivo povokiwnviko IgGlk avticopa mTov cuvoéetat pe
€01KOTNTA LE TNV KON TPOTEIVIKN vITopovada p40 TV avBpdTIVeV KUTTOPOKIV®VY tvtepAevKiv IL-
12 kou IL-23. H ovotekivoopdunn avactéAlel ) Prodpactikdtnra tov aviporvav IL-12 kot

IL-23 epmodifovrag v p40 va cuvdedel pe tov npmteivikd vmodoyéa IL-12RP1 mov exppdletor otnv
EMPAVELL TOV 0vocokvTTdpwv. H ovotextvoupdpunn dev pmopel vo cuvdebet pe v 1L-12 7 v IL-
23 ov eivat 1101 CLVOESEUEVEC e EMPAVELNKOVE KVTTAPTIKOVG VItodoyeic IL-12RB1. Tvuvendg, 1
OVGTEKIVOLLLAUTN OEV gival TOOVO VO GUVEIGPEPEL OTI LECOANPOVUEVT ATTO AVTICMUATO 1] OO TO
CUUTAN PO KVTTAPOTOEKOTNTO TV KVTTAP®V Le Tovg vrodoyeig IL-12 ka/r IL-23. Ot IL-12 kon
IL-23 givot eTepodiepeis KVTTOPOKIVEG TOV EKKPIVOVTOL OO T EVEPYOTOINUEVA
OVTIYOVOTOPOVGLOGTIKG KOTTOPM, OTMG TO, LOKPOPAYQ Kot T dEVOPLTIKA kKOTTapa. Kot ot dvo
KutTopoKives Aapupdavouv pépog otic avocsoroyikég Aettovpyieg. H IL-12 Seyeipel ta kdtropa
euowkovg poveig (NK) kot mpowbet T dtapopomoinom twv CD4+ T kuttdpov mpog To QovoTumo Tmv
Bonontikdv xuttdpov T 1 (Thl), n IL-23 endyet tv 066 tov pondntikdv kuttapov T 17 (Thl7).
Qo61660, N U voloroyikn pvduion tov IL-12 kot IL-23 €yel cuoyetiotei pe avoco-
dwpecorofovpueveg achéveleg, OTmg 1 ywpiaon, N yoplacikn apbpitida kot n vocog tov Crohn.

Me 1t obvdeon atnv kown vroopado p40 g IL-12 kot g IL-23, 1 ovetekivovudunn propei va
O0OKNOEL TIG KAIVIKEG TOV EMOPACELG OTNV WYOPIOoT), OTNV YOPLOCIKT apbpitida kot tn voco tov Crohn
HEC® TNG O1UKOTNG TV 00MV T®V GYETILOUEVOV LE TIG KuTTapokives twv Thl kot Th17 kuttdpwv, ot
omoieg S1adpapatifovv KeVIpIKo poAo TNV TaHOAOYio CLTOV T®V VO LATMV.

Ytovg acbeveig pe vooo tov Crohn, 1 Bepaneio e OVGTEKIVOVUAUTT 0dYNOE OE UEIMGT TOV SEIKTMOV
™G eAgYHovNic, ovumeptlappavopévng g C-ovtidpacag tpmteiving (CRP) kot tng KaAmpotextivig
KOTPAV®V, 0T1 JEPKELD TNG PACTG ETAYWOYNS, TOV GTN GLVEXELN dtatnprOnie ko’ OAn T didpKeln
g pdong ovvinpnons. H CRP a&iohoynnke katd v didpKeto NG HeEAETNG EMEKTACTG KOl OL
LELDOELG TOV TOpaTPiONKaY KATd TNV S1APKELD TNG CLVTIPNONG YEVIKA dtatnpnonkoy g tnv
gfdoudoa 252.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/

Avoocomnoinon

Katd m didpkeia g pokpoypoviag ensktoong g Merétng Popioong 2 (PHOENIX 2), ot evijlikeg
aocBeveic mov Ehafav Bepameio Pe OVOTEKIVOVUAUTT Y10 TOLAGYIGTOV 3,5 ¥POViK TAPOVGIAGOV
TOPOUOIEG OVTICOUATIKES OTTOVTIOELS TOCO GTO TOAVGAKYAPLIKO EUPOALO Y10l TOV TVELUOVIOKOKKO
000 Kol 6TO EUPOALO YL TOV TETAVO OTMG 1) OLLAdA ELEYYOV AoOEVDV e Ywpiaor mov dev EAafe
ovotnuotikd Bepamneia. [Tapopoto avaroyia evnMk®v acBevdy eLEAVIGE TPOGTATEVTIKG EITEO
AVTICOUATOV KATH TOV TVELHOVIOKOKKOL KOl TOV TETAVOL KOl OL TITAOL VTICOUATOV HTAV TUPOLOI0L
UETAED TV 000eV®Y OV EAOPAY OVCTEKIVOVUAUTY KOl TV ac0evadv oty opdda eAEyyov.

KMvikn amotelesLotikOTNTO Kol 0GQAAELD,

Ywpioon kot miaxag (evijAikeg)

H ac@dieio Kot amoteAeoUATIKOTNTO TG OVOTEKIVOLUAUTNG aEloloyOnke og 1.996 acbeveic ota
A0 VO TUYOLOTONUEV®V, SUTAL TVQEADV, EAEYYOLEVMVY LLE EIKOVIKO PAPLOKO LEAETOV o€ aobeveic
He HETPLO ¢ coPapn woplaor KAt TAGKOS, Ol 070101 ITOV LTOYNPLOL Yo pmToDEPTELR 1)
ocvotnpatiky Oepaneio. Emmpochera, pio Toyatomonuévr, HovomAevpa TOQAT, EVEPYMG EAEYYOLEVT
LLEAETY] GUVEKPLVE TNV OLGTEKIVOLULAUTY KOt TNV ETAVEPGENTT o€ a.c0gvelg pe pétpla Emg coPapn
yopiaon Katd mAdKoc Tov deV elyoV IKAVOTOMTIKY avTtandkpion, elyav dvsavesio 1 avtévoelén otnyv
KuKloomopivn, tnv MTX 13 v PUVA.

2 Merém Yopiaong 1 (PHOENIX 1) a&ohoynnkay 766 acBeveic. To 53% tov acBevdv avtdv
glte dev avramokpivovtay, ite NTav OVGOVEKTIKOL, 1 elyov ovTéEVOEEn o€ AALEC GUOTNLOTIKES
Oepamneiec. O acbeveig mov Tuyaromomnkav oe ovotekvovpdunn Erapav doceg Twv 45 mg ” 90 mg
o115 efoopades 0 kot 4 axorovBovpeveg amd v id1a doon kabe 12 efdouddes. Ot acbeveic mov
TuyooTomBnKay va AapPdavouy gikovikd eappoko otig efdouddeg 0 kot 4 aAlaiav oe AMjyn
ovotekvoopaumng (eite 45 mg eite 90 mg) otic efdouddeg 12 kar 16 axorlovbodueveg amd Aym
doong kabe 12 efdopddeg. O acheveic mov giyav apyucd Toyotomombei & OLGTEKIVOLUAUTN KoL
méTuyxav avtardkpion tov Agiktn Extaong kot Bapitrog Yopiaong (Psoriasis Area and Severity
Index, PASI) 75 (Beltimon tov PASI tovAdyiotov Kotd 75% o€ GyEGN UE TV APYIKT TIUN) KoL OTIC
dv0 gfdouddeg 28 kar 40, emava-TuYAOTOONKAV 0T AQYT| TNG OVGTEKIVOVUAUTNG KAOE

12 eBdopddeg 1 Tov £1KOVIKOL Qappakov (dnA. amdovpon g aymyns). AcBeveic mov emava-
ToyatomomOnkav og ikoviko edpuaxo oty ERdoudda 40 Eekivnoay ek vEOL TNV OVGTEKIVOV AL
LE TO apyIKO OCGOA0YIKO GyfUa 0Ty epedvicay peimon katd tovidyiotov 50% ot fedtimon tov
PASI nov mapovciacav oty ERdopdda 40. Olot o1 acBeveig nTav vd mapakorovdnon yio péyioto
Stdotnua. 76 fSoUAdmV LETA TNV TPMTN YOPNYNOT OY®YNG OTN HEAETN.

¥t Merém Popioong 2 (PHOENIX 2) a&oroyhnkav 1.230 acbeveic. To 61% tov acBevav avtdv
gite dgv avtamokpivovtay, eite NTAV SUGAVEKTIKOL, 1] Elyov avtévielln oe GALEG GLOTILOTIKESG
Oepaneiec. O1 aobeveic mov TvyaomomOnKay otnv ovatekvovudumn Erapav docelg tov 45 mg

1 90 mg otic eBdopddeg 0 Kot 4 akolovBodpeveg amd pUio GULUTANPOUATIKY d00T o€ 16 gfdopddeg. Ot
acBeveic mov TuyaomomOnKay 6To guKoVIKO Papuako otig fdouddes 0 kot 4 dAra&av og Aqym
ovotektvoupaumng (eite 45 mg eite 90 mg) otic efdouddeg 12 kar 16. Olot o1 acbeveic frav Vo
mapokolovOnon yia péyieto dtdotnua 52 efSoUddmV LETE TNV TPMTN YOPNYNON OYWOYNG OTN UEAETN.

H Merét Yopiaong 3 (ACCEPT) a&iohdynoe 903 aobeveig pe pétpro émg cofapr yopiacn mov dgv
AVTOTOKPION KOV IKOVOTONTIKA, giyov dvsavesia | avtévoelln oe GALeG cuoTNUOTIKEG Oepareieg,
OLYKPIVOVTOG TNV OMOTEAEGUATIKOTITA TNG OVGTEKIVOVUALTNG LLE TNV ETOVEPGENTY] Kot AELOAOYDVTOG
TNV 0CQAAELN TNG OVGTEKIVOVUAUTNG Kot TNG eTovepoéntng. Katd  didpkela tmv 12 fdopddwv g
@aoNMg evepyov eAEYYOL TG LEAETNG, Ol acBevels TuyatomomOnKay mote va Adfouv etavepsEntn

(50 mg 6v0 popég v efdoudda), ovatektvovpdunn 45 mg tig efdopddeg 0 ko 4,
ovotekvoopdaunn 90 mg tic efdouddeg 0 ko 4.

Ta yopoktnplotiKd g acfévelog Katd v Evapén TV LEAETOV TAPOLGINCAY YEVIK( GUVOYN 08 OAEG

T1g opadeg Bepameiog otic Meléteg Ywpiaong 1 kot 2 pe pia didpeon apykn fabuoroyio tov deiktn
PASI an6 17 éwg 18, didpeon apyikn Ty Emedveiag Xopatoc (Body Surface Area, BSA) > 20 kot
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draxvpaven tov diduecov Agpuatoroyikov Agiktm ITodtntog Zong (Dermatology Life Quality Index,
DLQI) ano6 10 éwg 12. Katd mpocéyyion to €va tpito (Merétn Ywpiaong 1) kot to éva té€tapto

(Merém Yopiaong 2) tov acbevav giyav Yopracikn Apbpitida (PsA). Iapopota fapdtnto e
vocov dlamiotmdnie kot ot Melém Yopioong 3.

To K0p1o KATOANKTIKO oNUEl0 OTIG LEAETEG AVTEG NTAV 1] AvaAOYid 0GOEVAY TOL TETVYOV AVTOTOKPLOT
tov deiktn PASI 75 amd v évapén éwg v Edoudda 12 (PA. nivakeg 4 ko 5).

Mivakag 4. Hepitnyn T KAVIKAG avtanokpions 6ty Melétn Yopiasne 1 (PHOENIX 1) ko
ot Merhétn Yopiaong 2 (PHOENIX 2)

Epdopada 12 Epdopada 28
2 d6osrc (Epdopade 0 kan 3 d6czic (Epdopada O,
Epdopada 4) Epdopada 4 ko
Efdopnada 16)
Ewoviko
P&pLIKO 45 mg 90 mg 45 mg 90 mg
Meiétn Yopioong 1
Ap1Oud¢ ToyaoToUEVDY 55 255 256 250 243
acbevav
5 5 9
‘;‘X‘;’I“gg N avtamokpons (%) | og 1006y | 213 (84%)* | 220 (86%)° | 228 (91%) | 234 (96%)
. : o
‘F’;X‘gl“;’g N ovtandkpions (%) | g 306y | 171 (67%) | 170 (66%)" | 178 (71%) | 191 (79%)
5 5 9
‘;‘X‘;’I“gg N aviamokpons (%) | 5 o0 | 106 (4200)* | 94 (379) | 123 (49%) | 135 (56%)
ApBuog N PGAP yopic 1 pe g o) o) 9 0
ENdIGTH V650 (%) 10 (4%) | 151 (59%)“ | 156 (61%) 146 (58%) 160 (66%)
Ap1Budc achevav < 100 kg 166 168 164 164 153
ApBpoc N avtoamdxpiong 0 0 0 0 o
PASI 75 (%) 6 (4%) | 124 (74%) | 107 (65%) | 130 (79%) 124 (81%)
ApBudg achevav > 100 kg 89 87 92 86 90
Ap1Buodg N avtamoxpiong 0 0 0 0 o
PASI 75 (%) 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)
Merétn Yopioong 2
Ap1Bp6g ToyoomopEVEOV 410 409 11 397 400
acbevav
. : o
é‘g‘gl“gg N aveardkpions (%0) | 41 (1006) | 342 (84%)* | 367 (89%)" | 369 (93%) | 380 (95%)
- : 5
ApOuOGN aveamokpions (%) | 15 (agg) | 273 (679)" | 311 (76%)" | 276 (70%) | 314 (79%)
: : o
é‘g‘gl“gg N avrardkpions (%0) | 3 106y | 173 (420) | 209 (51%)° | 178 (45%) | 217 (54%)
Ap1Oudg N PGAP yopic 1 pe 0 o\ o\ 0 0
Srionn vooe (V) 18 (4%) | 277 (68%)" | 300 (73%)" | 241 (61%) | 279 (70%)
ApBudg achevav < 100 kg 290 297 289 287 280
Ap1Oude N avtamoxpiong 0 0 o 0 0
PASI 75 (%) 12 (4%) | 218 (73%) | 225 (78%) | 217 (76%) 226 (81%)
ApBuog achevav > 100 kg 120 112 121 110 119
ApBpoc N avtoamdkpiong 0 0 0 0 0
PASI 75 (%) 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)

*p <0,001 yioa TNV ovotekivovpdpnn 45 mg 1} 90 mg o€ GOYKpPLoN LE TO EKOVIKO QAPHOKO
P PGA = Zuvor| Extiunon latpov (Physician Global Assessment)
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Mivaxag 5. Mepidnyn Ty kKMvikig avtonokpiong v Efoopnada 12 oty Meréty
Yopiaong 3 (ACCEPT)

Merétny Yopioong 3
Ovotekivoopaumn
Etovepoéntn 24 d60815 2 doceig (Epoopada 0 ko
(50 mg V0 opéc v EBdopada 4)
epoopdsa) 45 mg 90 mg

Ap1Budg Toyoomompévav
4G0EVhY 347 209 347
Ap1Buo6e N avtamokpiong 0 o oG
PASI 50 (%) 286 (82%) 181 (87%) 320 (92%)
Ap1Budg N avtamokpiong 0 o\ 0L\
PASI 75 (%) 197 (57%) 141 (67%) 256 (74%)
Ap1Buoe N avtamokpiong 0 om0 04\
PASI 90 (%) 80 (23%) 76 (36%) 155 (45%)
Ap1Budg N PGA yopign pe 0 0N 0N
Ehéry1omn V600 (%) 170 (49%) 136 (65%) 245 (71%)
ApBudg acbevav < 100 kg 251 151 244
ApBpog N avtondkpiong 0 o 0
PASI 75 (%) 154 (61%) 109 (72%) 189 (77%)
Ap1Buoc aobevav > 100 kg 96 58 103
Ap1Buoe N avtamoxpiong o o o
PASI 75 (%) 43 (45%) 32 (55%) 67 (65%)

*p <0,001 yioa v ovotekvovpdpnn 45 mg v} 90 mg o€ cUYKpPLoN LE TNV ETOVEPCETTY.
P p=0,012 yio. v ovotekvoupdunn 45 Mg e GUYKPLON LE TNV ETAVEPCEMT.

>m Merét Yopiaong 1 n ocvuveipnon tov PASI 75 ftav onuavtikd avatepn Le GUVEXN aymyn G
oLYKPLON pe TNV amocvpon TS aywyng (p < 0,001). [apopolo amotedéopato mapotnpiOnKay pe
Kabe dOon TG ovotekvovuaunng. Xto 1 étog (EBdopdda 52), to 89% twv enava-tuyotonomuévov
acBevov oe aywyn cvuvtinpnong tapovciocav avtondkpion tov PASI 75 o€ cbykpion pe 10 63% tov
EMOVA- TUYALOTOMUEVDY 0GOEVDV o€ E1KOVIKO Papuako (amdcvpon aywyng) (p < 0,001). Ztovg

18 pnveg (EBSopdda 76), to 84% twv enava-tuyoomompuévey acbevdv og aywyn cuvtipnong
nmapovsiacay avtandkpion Tov PASI 75 og o0ykpion pe to 19% 1oV enava-tuyoonomuévay
acfevav og elkovikd eapupako (amdcvpon aynyng). Xta 3 &t (Efdoudda 148), 1o 82% twv enava-
TuyooTOMUEVEOVY acbevav 6 aywyn cuvInpNnong Tapovsiacay avtarokpiorn tov PASI 75. Zta 5
xpovia (EBdopada 244), to 80% tov acbevdv mov enavatvyotonotdnkay og Bepomeio cuvtipnong
nmapovsiacay avtardkpion tov PASI 75.

g EMUVA-TUYOLOTO LEVOLG aoBevelg og glkoViKO QAPLLOKO, Ol 0TToTol EEKIvioaY €K VEOL TNV apYIKNY
BepamevTikn] oywyn e ovotekvovudunn petd and peimon > 50% g Peitioong tov PASI, to 85%
gnovékoe Vv avtamokpion Tov PASI 75 péoa og 12 gfdopadeg petd v emavévapén tng depameiog.

> Melét Yopioong 1, v EBSopdada 2 kot v EBdopdda 12, onueiddnioy onpuovtikd
peyorvtepeg Pedtidoelg amd v Evapén otov DLQI og kdbe opdda Oepaneiog e ovGTEKIVOL AU
0€ GUYKPIoN UE TO €KoVIKO papuako. H Beltioon dwatnpnonke émg kot tnv Efdopdada 28.
[Mopopoimg, onuaviikég ertimoels tapatnpndnkav ot Merétn Yopioaong 2 v EBSopdda 4 kot 12,
o1 omoieg dratnpnOnkav g kal v ERdoudda 24. Xt Merétn Yopiaong 1, ot fetidoeic oty
yopiaon Tov voyiov (Nail Psoriasis Severity Index — Agiktng Zopapomrag g Yopiaong tov
Nvyidv), 6t cvykevipmTtikn Babpoloyio TV COUATIKOV Kol WOYIKOV GUVIGTOCHV TOV
gpotnuotoroyiov SF-36 kot otnv Ontik) Avaioyikn Kiipoaxo (Visual Analogue Scale, VAS) tov
Kvnouov frav eniong onpavtikég oe kdbe opndda Oepomeiog e OVOTEKIVOVUAUTT GUYKPITIKA UE TO
€IKOVIKO @dapuaxo. Xt Merét Ywopiaong 2, n Kiipaxe Nocoxopetakod Ayyovg kot KatdOinymg
(Hospital Anxiety and Depression Scale, Kiipoka HADS) kot to Epotnypatordyo Epyoaciaxov
[Tepropiopmv (Work Limitations Questionnaire, WLQ) ftav eniong onuavtikd PeAtiopéva oe kdbe
opado Bepomeiog e OVGTEKIVOVUAUTT GUYKPLTIKA LE TO EIKOVIKO (PAPLLOKO.
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Popiooixi apbpitido (PSA) (evijlikeg)

H ovotekivoopaumn éxet amoderydei 6T1 feATiOVEL TOL OMUEiR KO TO, GUUTTOUATO, TI COUOTIKN
AELTOVPYIKOTNTO KOt TNV GYETILOUEVT [E TNV vYeio modTnTa TG {ONG KOl HELDVEL TO TOG00TO e£EMENG
TV PLaPdV TOV TEPIPEPIKDOY apOBpDOGE®Y GE EVMKES aoEVELS e evepyd PSA.

H ac@dlelo Kot 1 0moTELECUATIKOTNTO TG OVGTEKIVOLUAUTNG a&loAoyHOnKe 6€ 600 TUYAOTOUNUEVEG,
SmMAG TVPAEG, EAEYYOUEVES LE EIKOVIKO Qhpuako ueéteg o 927 acbeveic pe evepyd PsA (> 5
oWMNUATOIELS apBpacels katl > 5 gvaicOnteg apBpdoelg) aveEaptnta and ) Bepaneia pe un
oT1EPOELDN ovTIPAEYLOVDON (NSAID) 1 e TpomoToNnTIKn TNS VOGO OVTIPELUATIKN Oepameio
(DMARD). Ot acbeveic mov cuppeTeEiyav 68 QUTEG TIG HEAETEG elyav dtayvwoTel pue PSA tovhdyiotov 6
puves Tpwv v évtadn tovg otig peiétes. Eviaydnkav acBeveic pe kébe vrotumo PsA,
ovumepthopfovopusvey e molvapbpikng apbpitidog xopic évoeién pevpatoeldmv olidinv (39%), g
omovOLAITIONG Le TepLpepikT| apBpitida (28%), tng acvppeTpng mepipeptkng apbpitidag (21%), g
anm pecopaiayykng cvppetoyns (12%) kot g akpotnpractikng apbpitdag (0,5%). Kot o1ig 600
peAéteg movo amd to 70% kot 1o 40% tov acBevov eliyav evBeoitida kot daxtuAitidoa aviictoyo,
Katd v évapén tov peret@v. Ot acbeveic Tuyatomombnkay 6g Afyn vTodopimg YOPTYOOUEVNG
ovotekvovpaunnc 45 mg, 90 mg, 1§ ewovikov eappakov Tig efdopddec 0 kat 4 axoilovBovuevn amnd
yopnynon doong kébe 12 efdopdoes. [lepimov to 50% v acbevodv cuveyioe T AMyn otabepov
do6oev MTX (< 25 mg/epdoudda).

2t Merém 1 yuo v PSA (PSUMMIT 1) kot Meiétn 2 yua v PSA (PSUMMIT 1), to 80% kot 1o
86% twv acBevov, avtictorya, eiyav Aapetl Oepancio oto Tapelddv pe DMARD. Xt MeAiétm 1 dev
EMETPATN M TPONYOLLEVT Bepameia pe avaoToréa Tov mapdyovta vékpmong oykov (TNF)a. Zm
Melét 2, n mietoynoia tov acBevov (58%, n = 180) eiyov AdPet Bepaneio oto TapeABov pe éva 1
neptocotepovg ovtli-TNFa mapdyovia(eg), amd Tovg omoiovg dvw tov 70% diékoyov T Bepaneio Tovg
pe tov avti-TNFa Aoym EéAAetyng amotelecuatikotnTog 1§ dSvcovesiog mov epeavicTnke 0molodNmoTe

oTLYU.

2UELO. KO COUTTTOOUATO,

H Bepomeia pe 0voTEKIVOLLAUTT 00N YNOE GE ONUOVTIKES PEATIDGELS OTIG PLETPTOELS TG
SpacTNPLOTNTAG TN VOOOL G GUYKPION LE TO EIKOVIKO pdppako tnv ERSopndda 24. To kvplo
KOTOANKTIKO GNUEID TOV TO TOGOOTO TOV AGHEVDY TOV TETLYV AVTOTOKPIOT| KATO TO AUEPTKAVIKO
KoAréyo Pevpororoyiog (ACR) 20 v EBdopdda 24. Ta Bacikd anoteAéouoto. yio TNy
OTOTEAECHATIKOTNTO TOPOVGLALOVTOL GTOV TTVAKO 6 TOPOKATM.

IMivakag 6. AprOpog a60evdv Tov AETVYAY KMVIKT avtordkpion oty Meiéty 1 (PSUMMIT 1) ko
ot Meréty 2 (PSUMMIT II) Yo v Yopracikn ApBpitioa v Epdopdda 24

Merétn 1 ywo v Yoprocu Mehétn 2 Yo v Yopracikn
ApBpiTidoa ApOpiTioa

PBO 45 mg 90 mg PBO 45 mg 90 mg
AprOpog
TUYOOTTOUILEVED 206 205 204 104 103 105
v acOevarv
Avtondkpion 0 0N 04\G o 0L\ 04\G
ACR 20, N (%) 47 (23%) 87 (42%) 101 (50%) 21 (20%) 45 (44%) 46 (44%)
Avtandkpion 0 o\ AL 0 0B AL
ACR 50, N (%) 18 (9%) 51 (25%) 57 (28%) 7 (7%) 18 (17%) 24 (23%)
Avtamdkpion 0 0/\G oG 0 0p\T OF\T
ACR 70, N (%) 5 (2%) 25 (12%) 29 (14%) 3 (3%) 7 (7%) 9 (9%)
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Merétn 1 yo v Yoprocikn Mehétn 2 o v Yopracikn
ApBpiTida ApOpiTioa

PBO 45 mg 90 mg PBO 45 mg 90 mg
Ap16uog aoBevav
4 > 3% BSA’ 146 145 149 80 80 81
Avtandkpion 0 on\e oL\e 0 on\e on\e
PASI 75. N (%) 16 (11%) 83 (57%) 93 (62%) 4 (5%) 41 (51%) 45 (56%)
Avtandkpion 0 os\G 0/\G 0 0/\G 0/\G
PASI 90, N (%) 4 (3%) 60 (41%) 65 (44%) 3 (4%) 24 (30%) 36 (44%)
ZUVOLOoUEVT
Avtandkpion 0 0/\G 0/\G 0 0/\G 0/\G
PASI 75 xat 8 (5%) 40 (28%) 62 (42%) 2 (3%) 24 (30%) 31 (38%)
ACR 20, N (%)
AprOpog
0c0evav 154 153 154 74 74 73
<100 kg
Avtamdkpion 0 o o o 0 0
ACR 20, N (%) 39 (25%) 67 (44%) 78 (51%) 17 (23%) 32 (43%) 34 (47%)
Ap18udc acBsvav
4 > 3% BSA’ 105 105 111 54 58 57
Avtamdkpion 0 o 0 0 0 0
PASI 75, N (%) 14 (13%) 64 (61%) 73 (66%) 4 (7%) 31 (53%) 32 (56%)
ApOpog
ac0evav 52 52 50 30 29 31
> 100 kg
Avtamdkpion 0 o o 0 0 0
ACR 20, N (%) 8 (15%) 20 (38%) 23 (46%) 4 (13%) 13 (45%) 12 (39%)
Ap1Buog aobevarv
4 > 3% BSA’ 41 40 38 26 22 24
Avtamdkpion 0 o o 0 0
PASI 75, N (%) 2 (5%) 19 (48%) 20 (53%) 0 10 (45%) 13 (54%)
*p<0,001
Pp<0,05
"p=NS

3 Ap1Budg acBevav pe > 3% BSA mpooPoiy empdvelag déppatog and yopiaon kotd mv évapEn e nerétng

O avramoxpiceic ACR 20, 50 ko 70 e€axorovOnoay vo BeAtidvovtar 1} dtatnpndnkay uéypt tnv
EBdoudoa 52 (Mehétn 1 kar 2 yio tnv PsA) kot tnv EBdopdada 100 (Merém 1 yo tnv PsA). Xt
Merém 1 yio v PsA, avtanokpiceic ACR 20 v ERdopdda 100 enetevydnooav and to 57% won
64%, ota 45 mg kot ta 90 mg, avriotoyya. tn pedétn 2 yuo tnv PSA, avtomokpiceig ACR 20 v
EBdoudoa 52 enetevynoov amd to 47% kot 48%, ota 45 mg kot 90 mg, avrictoyo.

To 1060616 TV 0GOeVOV TOL TETVLYOV AVTATOKPLOT KATA TO TPOTOTONUEVE KPLTHPLO AVTOTOKPLIONG
v v PsA (PsARC) fitav eniong onuavtikd peyoldTepPo GTIC OUASES TG OVGTEKIVOVUAUTNG GE
oLYKPLON pe TO eKoVIKO eappoko v ERdoudda 24. Ot avtarmokpiceig PSARC dwatnpndnkav péypt
116 EBdopddeg 52 kar 100. Eva vynAdtepo mocootd achevdv mov giyov orovouATidn e TEPLPEPIKN
apBpitida m¢ KuPLo EKONAMGOT KoL OVTIUETOTICTNKAY LLE OVGTEKIVOLLLAUTT, enédet&av 50 kot 70 to1g
ex0to Peltioon pe Baon tig Babuoroyieg Tov Agiktn ApactnpotnTag AYKVA®TIKNG ZmoVOLAMTIONG
Bath (BASDALI) cuykpitikd pe 1o gikovikod edppoko tnv Edoudda 24.

Ot avrtamoxpicelg wov mapotnphHOnkay otig opnddeg mov Elafav Oepomeio Le OVGTEKIVOLUAUTT NTOV
TOPOUOLEG aVAUESH 0TOVG aobeveic mov Elafav Kot aTovg acheveic Tov dev EdaPav Tavtdypova MTX
Kot SrotnpnOniay péypt tig ERdopddes 52 kar 100. Or acBeveic mov giyav Aapel oto mapehbov
Oepamncio pe mapdayovieg avti-TNFa kot EAafay ovoTEKIVOLUAUTN TETVYOV LEYAADTEPT] OVTATOKPION
v EBdopdda 24 o oyéon pe toug acbeveig mov Edafav eikovikd edppoko (n avtordkpion ACR 20
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v Epdopdda 24 yuo ta 45 mg kot ta 90 mg frav 37% ko 34%, avtictoyo o€ GUYKPLION LE TO
€KoVIKO dapuaxo 15%, p < 0,05) kot o1 avtonokpicelg dtatnpndnkav péxpt v ERdondda 52.

> Mekém 1 ywo v PsA, yuo tovg acBeveic pe evBeoitida Kavn oaxtuAitidon katd tnv évapén g
HEAETNG, mapaTnpOnke onuavtikn Peitioon ot Padpoioyio tng evBesitidog kot Tng SAKTLAITIONG
OTLG OUAOES TNG OVOTEKIVOLUALTNG GE GUYKPLoN LE TO EIKOVIKO @dpuaixo tnv ERdoundada 24. X
Merém 2 yio v PsA mapatnpninke onpavtikn Bertioon ot Pabuoroyia tng evheoitidog kot
apOunTikn Bertioon (Un oTOTIOTIKA ONUOVTIKR) 6TN Badpoloyio TG dSaKTLUAITIONG OTNV OUAda TG
ovotekvoupdumns 90 mg oe cuykpion Le 1o giovikd eappaxo v ERSopdda 24. Ot fektidoelg ot
Babuoroyia tng evBeoitidag Kot ot Pfadporoyio T daktvAiTidag dtaTnpiOnKay péEypL Tig
gfdoudoeg 52 won 100.

Axtivoloyixn Aviarokpion

O1 dopég BraPeg 1060 ota ¥EpLa OG0 Kot 0T TON EKPPAOTNKAY O AAAAYT OTI GUVOALKY
Bobuoroyio van der Heijde-Sharp (Babporoyia VdH-S), tpoomomuévn yio tnv PSA e thv npocbnikn
TOV OO LEGOPUALAYYIKDOV 0pBpDCEDV TOV YEPLDV, G€ o¥Eon e TNV Evapén g peaétnc. AeEnyodn
pio Tpoxafoploévn OAOKANPOUEVT VAADGT] GUVIVOGUOD TMV dESOUEV@V 0o 927 dtona Kol 6T
Melrétn 1 kot ot 2 yio v PsA. H ovotekivoupaunn onpeimoe o 6ToTIoTIKG ONUAVTIKY [elmon
670 TOG0GTO EEMENG TNG dOUKNC BAAPNC OE oYEon LLE TO EIKOVIKO QAPLOKO, OTWC LETPNONKE LE TN
petaforn and mv Evapén g nerémg éog mv ERSoudda 24 6t cuvolikn tpomomomuévn vdH-S
Boabporoyia (Hécog 6pog Babuoroyiag = SD frav 0,97 + 3,85 oty opdda Tov £1KOVIKOD PUPUAKOL GE
oyéon pe 0,40 £ 2,11 ko 0,39 £ 2,40 o11¢ opddeg Tng ovotekvovpdaunns 45 mg (p < 0,05) ko 90 mg
(p < 0,001), avtictoyn). To anotéreopo avtd Tpoikvye and T Merétn 1 yia v PsA. To
amotédeopa Bewpeitan 6TL amodekvietar aveEaptnta and v tawtodypovn xpnon MTX Kot
dratnpndnke éwg T1g efdopades 52 (ohokAnpmpévn avéivon) kot 100 (Merétn 1 yua tnv PSA).

2 oUoTIKY ASITOVPYIKOTHTO. Kou To10THTO (WIS TOL Oy ETICETOL UE THY VYSIQ

Ot aoBeveic mov hafav Bepameio e ovoTEKIVOLUAUTN 0150V ONUOVTIKT PEATIOON GTN COUOTIKN
AettovpykotnTa, 6mwc a&loAoyndnke pe to Epomuatoloyio A&loddynong g Yyeiag-Aeikt
Avamnpiag (HAQ-DI) v Edopdda 24. To 1060616 TmV a60EVHY OV TETUYOV KAVIKG GNUOVTIKY
Beitimon > 0,3 ot PBobporoyio HAQ-DI amd v évapén g perétns ntav eniong onuovtikd
UEYOADTEPO OTIC OUADES TNG OVGTEKIVOLUAUTNG CLUYKPLTIKA e TO eikovikd eapuako. H Bedtioon ot
Babuoroyia HAQ-DI amd v apyikn Tiun dotnpnonke péypt tic efdopdadeg 52 o 100.

ITapatnpnOnke onuavtiky Pertioon otic Paduroroyieg DLQI oTig opddeg TG OVGTEKIVOVUAUTNG OE
GLYKPLON WE TO EIKOVIKO pdppako tnv ERdopndada 24, n oroia dotnpndnke péypt 1ig EPoopadeg 52 kot
100. Xt Meiém 2 yia v PsA mapatnpnibnke onuavtikn Peitioon otig Pabpoloyieg Agitovpyikng
A&oroynong g Oepaneiog yia Xpdvia Noco - Koénwon (FACIT-F) otig opddeg tng
OVGTEKIVOVULAUTING GE GUYKPLOT| UE TO EIKOVIKO pdpuako tnv Efdoundda 24. To 1060010 TV acevmv
OV TETVYAV KAMVIKA onpavtikn Bedtioon oty koénwon (4 povadeg ot FACIT-F) ftav eniong
ONUOVTIKA LEYOAVTEPO GTIG OUAOES TNG OVOTEKIVOVUAUTNG GE GUYKPLoT LE TO EIKOVIKO @dpuaio. Ot
Bertidoeig otig Pabuoroyieg FACIT dwatnpndnkav uéypt tnv Efdoudda 52.

Toudratpucdc Tinbvoudc

O Evpomnaikoc Opyoaviopudg Gapudkmv £xel 0OGEL avaBoAn amd TV VIToXPEMoT VITOPOANC TV
OTOTELECUATOV TOV PHEAETMV UE TNV OVGTEKIVOVUAUTT GE Hid 1) TEPICCOTEPEG VITOKATIYOPIES TOV
TS0 TPIKoD TANBVoUOV pE veavikh 1d1omadn| apBpitida (BAéne Tapdypapo 4.2 yio TAnpopopieg
GYETIKA JLE TNV TOOLOTPIKT XPToN).

Taudiazpixn yawpioon kota TloKkog
H ovotekivoopdaumn éxet amoderydei 6ti feATidvel To oMpeio KOl TO GUUTTOUATA, KoL TV GYETILOMEVN
pe v vyeia TototnTo {oNg o€ modtatpikong acheveic nhikiog 6 eTdV Kot Ave pe Yopioon KoTd

TAQKOLG.
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Eonpor acOeveic (nlaxiag 12-17 etwv)

H amoteleopatikotnta TG 0VGTEKIVOLUAUTNG HeAeTOnke o 110 modiaTpicos acbeveig

niwiog 12 émg 17 etV pe pétpla £mc cofapn yopioon Kot TAGKOS, O [0 TOAVKEVTPIKT, PAoNG 3,
TUYOLOTONUEVT], SITAG-TVPAN, EAEYXOLEVN LE EKOVIKO Pdpuako pelétn (CADMUS). Ot acBeveig
TuyatomomOnkov vo Adpovv gite eikovikod pappoxo (N = 37), ) T cvvieTtduev dO6N TG
0VGTEKIVOLUAUTING (PAETE Tapdypo@o 4.2, N = 36) 1 TO LGV TNG CLVIGTMDWUEVNG dOGNG TNG
ovotekvooudunng (N = 37) pe vrodopia £veon otig efdouddeg 0 ko 4 axorovbodueveg amd Anyn
Kdé0e 12 gfdopddeg (q12w). Tnv ERdopdda 12, ot acBeveic mov Adpupovay eucovikd eapuoko dAiacov
G€ AMYN OVOTEKIVOLUAUTNC.

Ot acBeveic ue PASI > 12, PGA > 3 ko tpooPoin emeaveiog cduatog BSA tovidyiotov 10%, mov
NTOV LIOYNPLOL Y10 GLGTNLOTIKY Oeparneia 1| powtobepaneia, OewprOnkay KATAAANAOL Yiot TN HEAETT.
[epimov T0 60% TtV acBevav glyav mponyovpévas ektedel o€ cupPatikn cvotnpatikn Oepaneio 1
ootobepaneio. [Tepinov 10 11% tv acBevov elyav mponyoduevn ékbeomn o€ PLoA0YIKOVG TOPAYOVTES.

To TP®TEVOV KATAANKTIKO GNUELD HTAV TO TOGOGTO TV 06hevdv Tov TéTuyav fadporoyio PGA
yopic (0) 1 pe eldyo (1) voco otnv ERdopdda 12. Ta devtepevovia KOTaANKTIKE onpeio
neplerdpupavay to PASI 75, to PASI 90, v aAloyn omd v apykn Ty otov [Hodatpikod
Agppoatoroykd Agiktn [Mowdtrag Zong (CDLQI), v aAloyn amd v apytkn TN 6T GUVOAIKY
Babporoyia Tng kKMpoaxog PedsQL (Amoypagn Houdrarpikrg [lowdtntog Zoncg) oty ERSondada 12.
Tnv EBdopdda 12, o1 acBeveig mov éhafav Oepameia [1e ovoTeEKIVOLUAUTY E6€1EAY GNUAVTIKA
peyaAvtepn Pertimon oty yopiaon Kot tnv oxetilopevn e v vyeio mototnta {One o€ cOYKPLoN L
TO €IKOVIKO Qapuako (BA. mivaka 7).

‘O)ot ot asBeveic mapakoAoLOOMKAVY Y10 ATOTEAEGLOTIKOTNTA LLEYPL KOt 52 eBOopadeg petd v
PO XopNyNon tov vid uehétn mapdyovra. To m0606Td TV acbeviv pe Pabporoyic PGA ywpig (0)
N pe eddyor (1) voco kot 10 10cooto mov mETvyav PASI 75 €dei&e dropopd peta&d g opddog mov
£€LoPe 0VOTEKIVOLAUTN Kot TNG ORLAONG LE TO EIKOVIKO PAPLLOKO KOTA TNV TPAOTN HETA TNV £vapén
eniokeyn oty ERdopndda 4, pOdavovtac oto péyioto v ERdondada 12. Ot Pertidoelg otnv PGA, v
PASI, tov CDLQI «ot tnv PedsQL dratnpridnkov péxpt tnv ERSoudada 52 (BAéne mivaxa 7).

Mivaxog 7. epiinyn TOV TPOTEVOVIOV KOl OEVTEPEVOVTMOV KATUAKTIKAOV GIIEIOV 6TV
Epodopdda 12 xor oty Edopada 52

Melrétn Hadrotpikig Yopiaong (CADMUS) (Huxkiog 12-17 £1dv)
Epdopada 12 Epdopada 52
Ekoviké ¢appaxo ovieTOpEN ’50611 ZOVIOTONEVY ’6001]
Qvotekivoopaumn Ovotekvovpaunn

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

Ap1Bp6g ToyoomopEVOV 37 36 35

acbevav

PGA

PGA ywpic (0) 1 pe 0 o\ 0

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

PGA ywpic (0) voco 1 (2,7%) 17 (47,2%)" 13 (37,1%)

PASI

Acbeveig pe avtamorkpion 0 o\a 0

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

AcBeveig pe avtomdkpion 0 0p\G 0

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

Acbeveig pe avtamorkpion 0 oG 0

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

CDLOQI

CDLQI BaBuov 01 17 | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
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Merétn Hadrotpiknig Yopioong (CADMUS) (Hukiog 12-17 £16v)
Epoopdoa 12 Epoopdaoa 52
Ewoviké @appaxo %?;:35 (‘:’rl ?’661] Z(l)uvwro’msvn 6 oom
papmn VGTEKIVOUPLANTY
N (%) N (%) N (%)

PedsQL

Aoy amd TNV apyIKn

Ty Méoog 6pog (Tumiky 3,35 (10,04) 8,03 (10,44)° 7,26 (10,92)

andrion-SD)°

“p<0,001

P CDLQI: O CDLQI eivan évog deppatoloyikdc Seiktng yio va ektiundei n enidpaon evog mpoPAfuetog tov
déppartog otn oyetilopevn pe v vyeia tototnta {ong otov Toudttpikd TAnbuoud. H paduoroyioa CDLQI

0 M 1 kotadeikvoel T un enidpact oy mo1dTNTo. TG {MNG TOL TOUd10V.

*p =0,002

3 PedsQL: H Zvvohikr| BaOpodoyio g Kiipaxog PedsQL eivon pua yevikn pétpnon g oxetilOpevng He tmy
vyeio modTog {ong mov £xel avamrtuybel yia yprion o€ mandid Kot erjfovg. o v opdda Tov gikovikon
ooppakov otnv Efdopdada 12, N = 36

¢p=0,028

Kota v eheyyduevn pe gkoviko edpuako mepiodo émg kot tnv ERdoudda 12, n amotelecuatikotnta
TGO GTIV OUAdN LE TI GUVICTAOUEVN dOGT OGO KOl OTNV OUAOA LLE TN LIGT] GUVIGTMWUEVT OGN MTaV
YEVIKG GUYKPIOIUES OTO TPOTELOV KATAANKTIKO onpeio (69,4% war 67,6%, avticToya), av Kot VINPYE
€voelEn oG 6060eEAPTMOUEVNC OTOKPLIONG YO KPITHPLL VYNAGTEPOL EMUTEOOV ATOTEAEGLLATIKOTITOGC
(m.x. PGA ywopig voco (0), PASI 90). Metd v EBdoudda 12, n 0moTELECUATIKOTITA TV YEVIKA
VYNAGTEPN Ko dratnprnke KaAOTEPA TNV OUASQ LLE T GUVICTAOUEVT HOCT GE GUYKPLON UE TV
opdoda e TN o CUVICTMUEV SOGT), GTNV OTOiN TOPATNPNONKE L0 GLYVA Lol LETPLO ATDAELN TNG
OTOTELECUATIKOTNTOG TPOG TO TEAOG TOV KAOE HeGOIAGTAATOC YopNyNons tov 12 gfdouadmwv. Ta
TPOPIL 0OPAAELNG TNG CLUVIGTAOUEVIC OOOTG KO TNG UGG GUVICTMUEVTG 0OGTC TOV GUYKPIGLLOL.

Howoié (nhixiog 6-11 etwv)

H amoteleopotikdTnTO TG OVGTEKIVOVUAUTNG peAeTONKE o 44 ToudroTpikovg aobeveic nhikiog
6 émc 11 etddv pe pétplo £mg coPfopn yopiaon kKoTd TAAKAS GE o avolKTH, LOVOD GKELOUG,
moAvkevTpikn eaong 3, perétn (CADMUS Jr.). Ot acBeveig Ehapav Oepameia pe T GUVIGTOUEYT
d00om g ovotekvovudunng (PAéne Tapdypapo 4.2, n = 44) yopnyoOUEVN LE LTOSGOPLO EVECT] TIG
efdopdodeg 0 ko 4 axolovBodpevn amd yoprynon d0cewv ke 12 efoopddes (q12w).

Ot acbeveig pe PASI > 12, PGA > 3 kot tpooBefinuévn BSA tovddyiotov 10%, mov NTov vaoynelot
Y cvotnpoTiky Oepaneia | potobepansia, OempnOnkav KatdArniot yio t perémn. Ilepimov To 43%
TV 0cBevov eiyov extebdel mponyovpévmg oe cuuPatikn cuotnuatikn Oepaneio 1| pwtobeponeia.
[epinov to 5% 1wV acbevav giyav extedel Tponyovuévac o Ploloyikohe TapayovTec.

To Tp®TEVOV KATAANKTIKO GNLLELO TAV TO TOGOGTO TV 0chevdv Tov métuyav fadporoyio PGA
yopic (0) N pe eldyom (1) voco oty efdopdda 12. To devTEPEVOVTO KATAANKTIKG GMUEIR
neperdpPovay to PASI 75, to PASI 90 kot tnv odhayn amd v opyikn| tipun otov [oudwotpikd
Agppotoroywd Agiktn [Howtrag Zong (CDLQI) oty eBdopdda 12. Tnv efdoudda 12, ot
SLUETEYOVTEG TTOVL EAaPav Bepameio Ll OVGTEKIVOLLLAUTT EULPAVICAY KAVIKA OTLOVTIKEG BEATIDCELS
oV yopioaon kot v oyetilopevn pe v vyeio moldtnto. {ong (PA. mivaka 8).

‘O)ot ot acBeveic TapakolovONONKAY OC TPOG TNV UTOTEAEGUATIKOTNTO UEXPL KOt 52 RSOUAdEC LETA
TNV TPOTN YOPNYNON TOL VIO HeEAETN Topdyovta. To T0600To TV acbevav pe faduoroyio PGA
yopic (0) N pe eldyot (1) voco v gfdopada 12 frav 77,3%. Arnoterespotikotnta (opiletot og
PGA 01 1) mapatnpndnke non and v Tpdt enickeyn petd v Evapén tng LEAETNG TNV
gBdopada 4 Kat 10 1060616 TV acBevdv mov TETvyov Baduoroyia PGA 01 1 avénonke g v
gfdoudoa 16 kot otn cuvéErEln TAPEUEIVE GYETIKA 0TalEPO £mG TNV ERdoudda 52. Ot fedtidoelg otnv
PGA, PASI ka1 CDLQI datmpfibnkoav péypt tnv efdoudado 52 (BAéne mivaxa 8).
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Hivaxag 8. Xhvoyn Tp@TeH0ovVTOg KOl EVTEPEVOVTOV KOTUANKTIKAV GIEI®V TNV
gfoopada 12 xon Tnv epdopdada 52

Melétn Hadratpikiic Yopioong (CADMUS Jr.) (Hukia 6-11 g16v)
Epdopada 12 Epdopada 52
ZoviotOpevn 6661 Yuovietopevn 66on
Ovotekivovpdpmn Ovotekivovpdpmn
N (%) N (%)

AcBeveic mov evtdyOnkav 44 41

PGA

PGA yopig (0) 9 ue erdyiot 34 (77,3%) 31 (75,6%)

véoo (1) ' '

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

PASI

‘P"X(;TV%@ HE ovTarorpion 37 (84,1%) 36 (87,8%)

’;‘ngvgég HE avTamoxpion 28 (63,6%) 29 (70,7%)

‘P"X(;va(‘)%“g avTamoKpion 15 (34,1%) 22 (53,7%)

CDLQI®

Acbeveic ue CDLQI > 1 oy (N = 39) (N = 36)

évapén g perémng

CDLQIONR1 24 (61,5%) 21 (58,3%)

2 CDLQI: O CDLQI givan éva deppatoroykod epyareio yio v atoAdynomn g enidpaong evoc TpoPAnpatog
TOL JEPUOTOG OTN OYETWEOUEVN e TNV vyeia motdtTa Cong otov toudatpko TaAnbvopd. H fabuoroyio CDLQI
0 1M 1 kotadetkvoet T un enidopact TNV TodTNTo TG {MNG TOL TOdL0V.

Noooc tov Crohn

H acediela Kot n amoteAespotikdtTnTa TG OVoTEKIVOLLAUTNG a&lodoynOnKay o€ TpELg
TUYOLOTOMNUEVEG, OITAN TOQAES, EAEYYOUEVES LE EIKOVIKO QAPLLOKO, TOAVKEVIPIKEG LEAETEG OE
eviAkeg acbeveic pe petpiong éog coPapd evepyn voso tov Crohn (Babporoyio oto Agiktn
Evepyotmrag g Nocov tov Crohn [CDAI] > 220 ko < 450). To mpdypoppo KMVIKNG ovamTuéng
nepAdupave 600 peréteg 8 efdonddwv evdoréPiag emaywyng (UNITI-1 kou UNITI-2),
akolovBovpeveg and pio LeAE 44 gfdopadmv VITOdOPLNG TVYULOTOUEVNS OTOGLPOTG GUVTHPNONG
(IM-UNITI), mov avtimpoocdrevay 52 efdopddeg Oepamneiog.

O pedéreg emayoyng mepihaupavay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPMTEVOV KATAANKTIKO GTUELO KO Y10l TIC OO PUEAETEG EMOYWYNG TAV TO TOCOGTO CUUUETEXOVIMV LE
KAvikn avtomokpion (opiotnke og peiwon g Pabporoyiog CDAI > 100 Babpovg) tnv efdopdda 6.
Agdopéva amoTELECUATIKOTN TG CLAAEYON KAV Ko avaAvOnKay £mg TNV efdopdda 8 Kot yia Tig dvo
perétec. H tavtoypovn xopfynomn and 6TOUATOS KOPTIKOGTEPOEIOMY, AVOGOPPLOUIGTIKOY
TAPAYOVIOV, OLLVOCOUMKVAKOV Kot avTIloTik®V emtpendtay kot 75% twv acbevdv cuvéyicay va
AapBavovv TovAdylotov €vo amd avtd to eappoko. Kot otic 600 peléteg, ol aobeveic
ToyotomomOnkav vo Adfouvv pia epamal evoopAEfia xopynom tng cuVICT®UEVNG dtafadepuévng
(tiered) d6omg TV Tepimov 6 mg/kg (BAéne mapdypapo 4.2 g [IXIT tov WEZENLA 130 mg mokvo
StdAvpa Yo TaPacKELT] SIHADOTOG TPOG £YXLoT), pHia oTabepr| oo 130 mg ovotekvovpdunn M
EIKOVIKO apuako v efdopdda. 0.

O1 aoBeveic ot perétn UNITI-1 elyov anotvyet 1 eiyov eppavicel Sucavedio oe Tponyodevn
Oepamncio pe avii-TNFa. Iepimov 48% tov acbevav elyav amotdyet pe 1 mponyoduevn Bepaneia pe
avti-TNFo kot 52% eiyav amotdyet pe 2 1 3 mponyovpeveg Oepaneieg pe avit-TNFa. Xe avtiv
uerétn, 29,1% tov acbevav eiyov avemapkn apyikn aviomokpion (TpmTendvVTOS Un
avTOToKpvOpEVoL), 69,4% avtamokpiOnkoy aAld Exacay TV ovIomdkplon (SEVTEPELOVTIMS U
avtamokpvopevol) kot 36,4% elyav dvcaveéio otic Oepaneiec pe avri-TNFa.

40



Ot acBeveic o perétn UNITI-2 elyav amotoyel o tovAdyiotov pia cuppatikr Oepaneia,
GUUTEPILOUPOAVOLEV®V TOV KOPTIKOGTEPOEWMV 1] TOV AVOGOPPLOUGTIKOV TapayovI®mV, Kt eite dgv
giyov AaPet oto Toapeldov avti-TNF-a (68,6%) cite eiyov AMaPel oto moapeAdov Bepameio pe avti-TNFa
oAra dev anétvyav (31,4%).

Téoo ot perétn UNITI-1 660 ot ot perétn UNITI-2, 10 mocootd TV achevdv mtov epugdvile
KAWVIKT oavTomdKpIon Kol DQECT NTOV CNUAVTIKE LEYOADTEPO GTNV OUASN TNG OVGTEKIVOVLULAUTNG
£VOVTL TOV EKOVIKOV Qapudiov (BA. Tivaka 9). H khivikn avtomdkpion Kot 1 VQEST TOV OTLOVTIKEG
NN omd v efdopdda 3 oTovg 0oBeVEIC TOV AAUPAVOY OVGTEKIVOVUAITN KOl GUVEXICAY VO
Bedtidvovtar £m¢ Ty efdoudoa 8. Xe avtéc TIg HEAETEG EMAYMYNG, 1) OMOTEAEGUATIKOTI T NTOV
VYNAGTEPN Kau ot prOnke TepLocdTEPO otV opdda ¢ dwfadicpévng (tiered) 66omg, oe
obvyKplon pe v opdda mov Eafe tn doon twv 130 mg, kot cuvenmg 1 dafabcpévn doom glvar n
GUVICTMOUEVT EVOOQAEPLO dOOT) EMAYMOYNG.

Hivakac 9. Emoyoyn khvikig avramokpiong kot veeong otn perétn UNITI-1 kot oty perétn
UNITI 2

UNITI-1* UNITI-2**
Ewoviko ZUVIGTONEVT Ewoviko . .
. , . ZOVIGTOUEVT 6001
Popproxo d60m Puppaico OVGTEKIVOVPUGNT
N =247 | ovetexwovpapmny | N =209 N o 20‘5 Hm
N =249 -
Khlvikn 'Yoeon, efdouada 8 | 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"

K Avtamdxpion

(100 Bobuod). sBoonida 6 | 53 2L5%) 84 (33,7%)" 60 (28,7%) 116 (55,5%)"

KAwikn Avtondkpion

(100 Bobuiod). cpoondia 8 | 50 202%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)"

Avtandkpion 70 BaBumv,

0 048 0 (IAL
£Boontda 3 67 (27,1%) 101 (40,6%) 66 (31,6%) 106 (50,7%)

Avtomokpion 70 Babuwmv, o b ; .
eBdopdda 6 75(30,4%) | 109 (43,8%) 81 (38,8%) 135 (64,6%)

H «hvikn vpeon opiletar og Babuoroyia CDAI < 150. H khvikn| avtamokpion opiletar og peiowon g
Badporoyiog CDAI katd TovAdyiotov 100 Babpode 1 g Topovsio KAVIKNG VPESNS

H avtamoxpion 70 fabuodv opiletar og peimon g fabporoyicg CDAI kotd TovAdyiotov 70 Babovg
* Amotuyia og avti-TNFa

** Amotuyla otn cvpfatikn Bepaneio

*p<0,001

Pp<0,01

¥t perét ovvrnpnong (IM-UNITI), a&ohloyritnkav 388 acbeveig mov nétuyay KAMvikn avtamdkpion
100 BaBumdv v efdopdda 8 g emaywyng e ovotekvoopdunn otig pedétec UNITI-1 ko UNITI-2.
O1 acBeveic ToyatomomOnkoay va Aapovy vTodoplo aymyn cvoveipnong te 90 mg ovetekvouUaun
Kké0e 8 efoopadeg, 90 mg ovotekivovpdunn kabe 12 efdopndadeg 1 eikoviko edapuaxo yio 44 efdouddeg
(yw T ovviotdpevn docoroyia cuvtipnong, PA. mapdypago 4.2).

ENUOVTIKG VYNAGTEPQ TTOGOGTA AGHEVDY dtaTPNoaY KAVIKN DOECT] Kol AVTOTOKPLOT| OTIC OLLAOES TOV

EAaPav OVGTEKIVOVUAUTT GE GUYKPION UE TNV OLASH TOV EIKOVIKOD @apuakov v efdopdada 44 (BA.
wivaxo, 10).
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Mivaxag 10. Avetipnon TG KMVIKNG 0VTOTOKPLoNG Kol vpeong ot peiétn IM-UNITI
(cpoopada 44, 52 gfdopadeg amo v Evapin s H66MG ETAYOYNC)

Ewoviko 90 mg 90 mg
oappoxo* OLGTEKIVOVRANTY | oveTEKIVOLPANTY
KGO0 KGO0
8 epfdopadeg 12 epoopdoseg
N =131¢ N = 128f N = 129f
KAwvikn vggon 36% 53%" 49%”
Khwvikn avramdkpion 44% 59%" 58%”
KAwikn veeon yopic KOPTIKOGTEPOELDE 30% 47%"° 43%"
KAwikn vpeon o€ acbeveic:
oL fTav & Hpson KoTh Ty Evapen 46% (36/79) 67% (52/78)" 56% (44/78)
g Bepameiog cuvtipnong
Tov glonNyOnoav omd T peré 0 o v 0
CRD3002" 44% (31/70) 63% (45/72) 57% (41/72)
oL deVv £ovv AAPel 610 TOPEADOV 0 o v 0
wri-TNFa 49% (25/51) 65% (34/52) 57% (30/53)
mov gloNyOnoav omd T peré 0 0 0
CRD3001° 26% (16/61) 41% (23/56) 39% (22/57)

H «Avikn vpeon opiletar og faduoroyia CDAI < 150. H khvikn| avtamokpion opileton g peimwon g
Badporoyiag CDAI katd TovAdyiotov 100 Babupode 1 o¢ mapovsio KAVIKNG VPESNS

* H opdda tov e1kovikod poapprakov teptiAdpupave acbeveig ot omoiot epedaviov avtamdkpion oty
OVOTEKIVOVUAUTT] Kot TUYoomomOnkay va AaPovv gwovikd eappoko katd tnv Evapén g Bepomeiog
GUVTHPNONG.

T AcBeveig mov epnpdviCoy kv ovtandxpion 100 Babudv 6Ty 0VGTEKIVOLHAURT KaTd TNV &vapén g
Oepomeiog cvvinpnong

¥ AcBeveig mov amétoyov pe T cvpPortikn Oepamneio aArd oy pe ) Oepaneio pe avti-TNFa

§ AcOeveic mov epgavifovy aviextikdtnTa/Svcoavetio otovg avti-TNFa

*p<0,01

Pp<0,05

Y ovopaoTikd onpavtiko (p < 0,05)

> perém IM-UNITI, 29 and toug 129 acbeveig dev datripnoav tnv oviandkpion oty
0VLOTEKIVOLUAUTN pe T AMym Bepameiog kKabe 12 gfdopddeg Kot EMTPATNKE 1) TPOGAPHOYN TNG OOCNG
wote va AdPovv ovotekvoupdpnn kéoe 8 efOopadec. ATMAELN OVTATOKPIONC OPIGTIKE MG,
Babuoroyia CDAI pe Babpodg > 220 kot avénon > 100 Babudv and v Pabuoroyia CDAI xotd v
évapén. Xe avtoig Toug acbeveic, KAvikn Voo enttevydnke o 41,4% tov acBevov 16 efdopdadeg
LETA TNV TPOGOPLOYT TG SOONG.

Ot acBeveic Tov dev eppaviiay KAVIKN avTOTOKPIOT OTNV EX0YMYT UE OVGTEKIVOLUAUT TV
gpoouada 8 tov peketdv eraymyng UNITI-1 kot UNITI-2 (476 acbeveic) sionydnoav oto un
Toyotomomuévo Tunua g ueAétnc cvvrnpnong (IM-UNITI) ko Elafov pia vroddpia Eveon 90 mg
OVGTEKIVOVULAUTN GE 0LTO TO XPoviKO onueio. Oktm gfdopddeg apydtepa, 50,5% twv acbevov
TETLYOV KAMVIKT OVTOTOKPLIoN KOl GUVEXIGAV Vo Aapufdavouv n d6on cuvinpnong kabe 8 efdouddeg —
amd avTovs Tovg aobeveig Tov cuVE GOV TN dOCT GLVTHPNOTG, 1| TAELYNPio dSlTpNoaV TV
avtomokplon (68,1%) kot TéTvye vVeeon (50,2%) v efdopdda 44, G TOGOGTA TOL NTOV TOPOUOLO LIE
ToVg a60eveic TOL OVTOTOKPIONKAY OPYIKE OTNV EXAY®YT LE OVGTEKIVOLLAUT.

Ao tovg 131 acBeveig mov avtamokpiOnkay 6TnV eMOy®YN UE OVGTEKIVOV ALY, KOl TTOV
TUYOLOTOMONKOAV GTNV OLLASE TOV EIKOVIKOD PUPUAKOL 6TV Evapén TG LEAETNG GLVTHPNOTG,
51 éyacav otn cuvéyela v avtondkpion kot Ehafav 90 mg ovetekvovpdunn vwodoping Kabe
8 gfdoudodes. H mietoymoia tov acbevov mov Exacay v avtondkpion kai Eavacekivnoay v
OVGTEKIVOLLLAUTN TO EKavay avtd evtog 24 efoopddmv amd Ty €yyvon erayynsg. Amd ovTovg
tovg 51 acbeveig, 70,6% méTuyav KAvikn avtarokpion kot 39,2% métuyav KAVIKN

Voeomn 16 efdopddeg petd tn Ayn TG TPAOTNG VIOSOPLNG dOCNG TNG OVGTEKIVOVUAUTNG.
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> peiétn IM-UNITI, o1 acBeveic mov oloxinpwoay tn peAétn émg tnv efoopndada 44 ftav
KatdAAnAot yio vo cuveyicovv tn Bepaneio og pia pelémn enéktaons. Meta&d tav 567 achevav mov
gloNABav kat EraPav Oepameio Le OVGTEKIVOVUAUTT GTN UEAETT) EXEKTAOTG, 1 KAVIKY DOECT] KOl M
AVTOTOKPIoT) YEVIKA dlatnprOnkav Emg v efdopdda 252 1660 atovg acheveic oL elyov AmTOTVUYEL LE
Oepaneieg -TNF 600 kot og gkeivoug mov glyav amotvyet pe svpPotikég Oepamneies.

Agv gvtomiotnKav véa BEpata acearelog o€ AT T HEAETN enékTaon  Le Bepaneio didpkelag Emg
5 ¢ o€ aoBeveig pe voéso tov Crohn.

Evdooxornan

H gvdookomikn gwcova tov Prevvoydvou a&loroyndnke o pio vroperén o 252 acbeveic mov eiyav
KATOAANAN EVOOGKOTIKY EVEPYOTNTA TNG VOGOL otV £vapén. To mpmtedov KataAnkTikd onueio frav
N petaforn, o oyéon pe v Evapén, oty Arlomomuévn Babporoyia Evdookomikic Bapdtnrtog
Nocov yia T voco tov Crohn (SES-CD), wia otvhetn Pabpoloyio o€ 5 eheo-KOAKA TUAHATA, TOV
meptlopPavetl tnv mapovcio/to péyehog eEAK®dV, T0 TOG0GTO PAEVVOYOVIKNG EMPAVELNS TOV KOADTTETOL
omd €Ak, T0 T0G0GTO PAEVVOYOVIKNG EMPAVELNG TTOV TPOGSPArAeTOL amd dALeC BAGPEG Kat TV
Tapovcia/tov TOTo 6TEVeONG/oTevoprdtoy. Tnv efdopndda 8, petd amd pa epdmas 66N enayw®yns, N
petafoin g Pabuoroyiag SES-CD ftav peyaddtepn otny opdda thg ovotekivovpdaurng (N = 155,
uéon petafoin = —2,8) and 0,tt otV oudda Tov €1KoviKod eappdakov (n = 97, uéon petaforn = —0,7,
p = 0,012).

Avtazmokxpion copryyiwyv

Ye o vroopddo acevov e Tapoyetevopeva cupiyya otny évapén (8,8%, n = 26), 12/15 (80%) omod
Tov¢ aobeveic Tov AApPavay OVGTEKIVOLUAUTY TETVYAV OVTOTOKPLION TOV CLPLYYimV G€

Suotnpa 44 efdopddwv (opiotnke og > 50% peiwon tov apBpod TV TapoyeTELOLEVOVY GUPLYYIMV,
o€ oo He TV Evapén e ueAéng emaywyng), évavtt 5/11 (45,5%) and tovg acbeveic mov Adupavoy
EIKOVIKO PApLLOKO.

Hoiotnto Cwng mov oystileton ue Ty vysio,

H mowdtra {ong mov oyetileton pe v vyesio agoloyndnke pe to Epotnuatoroylo yio
Dreypovndn Noco tov Eviépov (IBDQ) kot to epatnuatordylo SF-36. Tnv fdoudda 8, ot acbeveig
7OV AGUPOvVaY OVGTEKIVOVUAUTT TUPOVGINGAY GTUTIOTIKMG CTLOVTIKG LEYUADTEPESG KOL KAVIKE
oNUAVTIKESG PEATIdGELS TNG GLUVOAKTG Babporoyiog IBDQ kot g Xvvortikng BabpoAoyiog g
Yoykng Zovietdoog tov SF-36 1660 ot perétn UNITI-1 660 ko ot perétn UNITI-2, kabdg ot
o™ Zuvontikn Babpoloyia teg Zopatikig Zuvictdcog tov SF-36 ot pedétn UNITI-2, o oOykpion
HE 10 gkoviKO @appako. Ot BEATIOGEIS 0LTEG YEVIKA dtoTnpOnkay kaAdtepa 6Tovg acheveic Tov
Adpupavav ovotekivoopaunn otn perétn IM-UNITI éwog v efdopdda 44, oe ohyKkpion LE TO EIKOVIKO
oappako. H Beltioon oty motdtnto {ong mov oyetiletal e TNy vyeia yevikd dotnpnionke ot
dlapKeln TNG EMEKTAOTG EmG TNV gfdopdda 252.

Avocoyovikdtnto

Koatd ™ didpketa g Oepaneiog e 0VOTEKIVOVUAUTT EVOEXETAL VO AVOTTUYHOVV OVTICOUOTO EVAVTL
TNG OVGTEKIVOVLAUTNG KoL T, TEPLEGHTEPA Elval £0VOETEPWTIKA. O OYNUATIGHOC anti-
OVGTEKIVOLULAUTT AVTICOUATOV GYETILETOL TOGO pe avEnpévn kaBapomn 0G0 Kat e PELOUEV
OTOTELEGUOTIKOTNTA TNG OVGTEKIVOLUAUTNG, EE0pOVIEVEV TOV 0cbevaV e voco tov Crohn ctoug
omoiovg dev TapaTnPNONKe Lel®ON GTNV ATOTELEGUATIKOTNTO. AEV VIAPYEL TPOPOVIG CLGYETION
UETAED TNG TTOPOVGIOG anti-OVGTEKIVOVLALUTT AVTICOUATOV KAl TS ELEAVIONS avTIdpdoewy otn 0éon

™mg éveong.

TMowdwarpikde TAnOvopde

O Evponaikoc Opyoviopuog apudkmv Exel 0OGEL 0VaBOAT amd TNV VoY PEWDCT] VITOPBOANG TV
OTOTEAECHATOV TOV LEAETMOV LE TNV OVOTEKIVOVUAUTY G Uid 1] TEPLOGOTEPES VITOKOTIYOPIES TOV
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madaTpikod TANBvopov yia ™ voco tov Crohn (BAéne moapdypago 4.2 yio TANPOPOPIES GYETIKA e
TNV Td10TPIKN YP1on).

52 ®@appoxokivnTiKEG 1010TNTEG
Amoppdonon

O d1Guecog xpdvog yio. TV emitevén TG UEYIOTNG GVYKEVTPOOTG 6TOV 0p0 (tmay) NTaV 8,5 nuépec petd
mv gpana& vmodopia yoprynon 90 mg oe vy dropa. Ot SIAUECES TYES tax TNG OVCTEKIVOUUALTNG
énerta and pio epdnol vrodopia yoprynon eite 45 mg eite 90 mg oe acheveic pe ywpioaon Hrav
oLYKpIoES e eKelveg OV TTapatnpHONKaV g vy dTopa.

H amoéivtn frodiabecipdtnta tng 0veTEKIVOVUAUTNG ETELTA 0T [ EQATOE VTOSOPLL XOPT YoM
extyumbnke ot rav 57,2% oe acbeveic pe yopioon.

Koatavoun

O d14pec0g OYKOG TG KATOVOUNG Kotd T didpkeia Tng teMkng edong (V7) énetta and pua epanas
evooQAEPLO Yopynon o€ aobeveic ue yopiaon kopdvinke and 57 £mg 83 mi/kg.

Buopetaoynuatiopdc

H axpipng petaforixn 080G TnG OLGTEKIVOVUAUTTG Elval AyvmoT.

Amofoin

H dudpeon ocvotpotikn kdBapon (CL) érerta and pio epdnal evoopréfia yoprynon o€ acbeveig pe
yopioaon kopavinke and 1,99 éwg 2,34 ml/ nuépa/ kg. H didpeon nuicsia Lon (ty,) g
OVGTEKIVOVHAUTNG fTay kKath Tpocéyyion 3 efdouddeg oe acbeveic pe yopioon, yoplociky apOpitido
1 v6c0 Tov Crohn, kvpovopevn amd 15 g 32 nuépeg oe OAEC TIG LEAETEC YO0 TV YmPLoon Kot TV
Yoplacikn apdpitida. e pio apuaKoKvnTIKn avaivon tAnbucpod, n eawvouevikn kédbapon (CL/F)
Kot 0 pavopevikog oykog katavoung (V/F) nrav 0,465 Imuépa ko 15,7 1 avtictoyya o aobeveig pe
yopiaon. H CL/F tg ovotektvoopdunng dev enmnpedotnke and 1o gvro. H pappokoxivntikng
avéAivon TAnbvouo £deiée 0TI VANPEE TAON TPOG L LEYOADTEPN KABOPOT TNG OVGTEKIVOVUAUTNG OE
acBeveic mov Ppebnkav Betucol PETA TOV EAEYYO Y10 OVTIGMUOTO GTNV OVGTEKIVOLUAUT.

T'paupkdnra d6onc

H ovotpotikn £kbeon g ovotekivoupdpnns (Copax kot AUC) avénonke katd évav avoloykd pe
d0om 1pomo Enerto omd pia pdmot ev8o@ALBio yoprynon ot ddceig mov kouavonkoy and 0,09 mg/kg
£m¢ 4,5 mg/kg 1 énerta and o epamas LTodOPLO XOPNYNON 6€ SOGEIG TOV KLUAVOTKAY KOTA
npocéyylon and 24 mg émg 240 mg o acOeveic pe yopiaon.

Eodraé d6on évovtt ToAAOTADV dOGE®V

To TpoPil cLYKEVTP®GNG GTOV 0P TNG OVGTEKIVOVUAUTTG GE GXECT LE TO XPOVO NTAV YEVIKA
TPOPAEYLO ETELT OO YOPNYNOELS £QATAE 1) TOAAUTADY VTOdOPLOY dOcEMY. XTOVG 0IoOEVELS e
YmPLooT, 01 GVYKEVIPMGELS TNG OVGTEKIVOVLAUTNG GTOV 0pO GE GTOOEPT] KOTAGTACT EXLTELYON KAV
uéypt v EBSoudda 28 petd tic apyikég vrodopieg 006celg 6Tig efdopadeg 0 kat 4 axorovBovueveg
amo 06o¢elg Kabe 12 gfdopnddec. H didpueon katdtatn ovykévipwoorn o€ atafept) KOTAGTUOT KOPAVONKe
a6 0,21 ug/ml émwg 0,26 pg/ml (45 mg) kat o6 0,47 pg/ml £wg 0,49 pug/ml (90 mg). Asv vipée
EUPAVIG CLGCOPEVGT GT GLYKEVTPMGT] TN OVGTEKIVOVUAUTNG GTOV 0pO 6€ fAB0g ¥pOvoL KaTd TNV
VITodOpLa YopNynomn kabe 12 efdoudosg.

e aobBeveic pe voco tov Crohn, petd omd o evooeAéPia 06on ~6 mg/kg, Eekivadvtag amd v
gfdoudda 8, yopnynbnke vroddpia docr cuvtripnong 90 mg ovetekivoopaunn kabe 8 1 12 efdopddeg.
H ovykévipmon g ovotekivoupaunng oe otafepn Katdotaon enttevydnke £mg tnv Evapén g
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dgvtepng 060N ¢ cuvtpnoNg. e aobevels e voso tov Crohn o1 S1dPECEG KOTOTUTEG GUYKEVIPAOOELS
otabepng katdotoong Kupaivovtoy amd 1,97 pg/ml éwc 2,24 pg/ml kon amd 0,61 pg/ml éwg

0,76 pg/ml yia ta 90 mg ovotekvovudunn kdbe 8 efdouddec | kabe 12 gfdopnadeg, avriotoiymg. Ta
KOTOTOTO EMITESD TNG OVGTEKIVOLUAUTNG G€ oTadEpT] KOTAGTAGT To 0moia Tpogkvyay omd to 90 mg
OVLOTEKIVOLUAUTN KAOE 8 EBO0oUAdEG OYETIOTNKAY e VYNAOTEPO TOGOGTA KAVIKNG VPESNS, GE
GUYKPLOT LE T KATMOTOTA eNineda o€ otodepn kotdotaon petd amd 90 mg kdabe 12 efdoudos.

Eridpaocn Tov BApovg 6T Qo UOKOKIVITIKN

Xe Hol QOPUAKOKIVITIKY ovaAvon TANBuGHoD oty omoia yproipomomidnkay dedouéva omd acheveig
UE yopiaon, To couatikd Bapog Ppédnke va eival 1 To onUovTIK cuppeTaPANT] Tov ennpedlel TNV
KkaBapon g ovotekvovpaunns. H péon CL/F oe acbeveig pe Papog > 100 kg nrav kotd
npooéyyion 55% vymAdtepn oe oOykplon pe Tov acbevaov pe Bapog < 100 kg. O pécog V/F og
acBeveig pe Bapog > 100 kg tov katd tpociyyion 37% vyniotepog 6€ GUYKPIOT| UE TOV AGOEVOV e
Bapog < 100 kg. Ot péceg KATOTATEG GLYKEVIPAOGELG TG OVGTEKIVOVUAUTNG GTOV 0pO G€ acbeveic pe
vymAdTepo Papog (> 100 kg) otnv opdda tov 90 Mg ftav cuykpicwues pe ekeiveg o€ acbeveic pe
yopnAotepo Bapog (< 100 kg) otnv ouddo twv 45 mg. Iopduola amoteréopata EAf@Oncay ond pio
eMPEPAIOTIKN PAPUAKOKIVITIKT ovdAvon TANOLGHoD oty omoia yproiporodnikoy dedopéva omd
acBeveic pe yopraocikn apbpitida.

IIpocapuroyn TS ocvyvoTNTAC YOPTYNONC TOV 00GEMVY

Xe aoBeveig pe vooo tov Crohn, pe Bdon ta mapatnpodpeva dedopéva Kot Tig ovarvoels PK
TANOLGLOV, 01 TVYOLOTOMUEVOL GUUUETEYOVTES TTOV YOGV TNV avTATOKpilon 611 Oepaneio elyav
YOUMAOTEPES GVYKEVTPDOELS OVGTEKIVOVUAUTNG GTOV 0pO GE GLVAPTNOT LE TO YPOVO G GUYKPLON UE
TOVG GUUUETEXOVTES TTOV OgV EYOcay TNV avIamdkpion. Xn vocso tov Crohn, n Tpocappoyn g d6omng
am6 90 mg kéBe 12 efdouddeg og 90 mg kdbe 8 efdouddeg cuoyetionKe pe aHENOT TOV KOTOTOTMV
GLYKEVIPMGEDV TNG OVGTEKIVOVUAUTNG GTOV 0pO Kol ETaKOA0VON adENGT TG ATOTEAEGUATIKOTNTOC.

Edwoi tAnfvopoi

Agv vtapyovv S1oBECIUN POPLOKOKIVITIKA 0E00UEVA GE 0IGOEVELG UE LEIOUEVT] VEPPIKT 1| NTTOTIKY|
Aertovpyia. Agv €xovv deEaydel e1dkég peréteg oe nAIKIOUEVOLG aoBeVEic.

H @oppokokivnTikn ¢ 0VGTEKIVOLLLAUTNG NTOV YEVIKA GLYKpioun HETaED AclaTtdv Kot pn-Actotdv
acfevav pe yopioon.

Y& aoBeveic pe vooo tov Crohn, n petafintdémra oty KAOapon TG OVGTEKIVOVUAUTNG ENNPEACTNKE
oo TO COUOTIKO BAPOog, Ta EMIMEdH AEVK®UOTIVIG 0p0D, TO GVAO KOl TNV TOPOVGI0 AVTICOUATOV
£VOVTL TNG OVGTEKIVOLUAUTNG, EVO TO COUATIKO BApog Tav 1 Kupto cuppeTafAinti Tov exnpéale Tov
oyko katavoung. EmmAéov, ot voco tov Crohn, 1 kdBapon exnpedotnke omd v C-avtidpooa
TPOTEIVN, TNV KOTAGTACT ¢ Tpog TNV anotvyio. TNF avtayoviotdv kot t euAn (AGLoTiKn £vavTl un
Aocwtikng). H enidpaon avtdv tov cvppetafintdv frav vrog +£20% g Tumikng TG 1 TG TNG
avapopdg g avtiotoyng mapapétpov PK kat, 0¢ €K To0TOV, OV AmOUTEITOL TPOSUPHOYN THG SOONG
Yo avTég TG ovupetapintéc. H tavtdypovn xpron avocoppulueTik®y Topayovimy Ogv eiye
ONUOVTIKN EMOpaCT Gt S140€0T TNG OVGTEKIVOVUAUTNG.

21N QapUAKOKIVITIKY ovAven TAnBvcuov, dev vanpéay evoeilelc enidpacng Tov Kamvov 1 Tov
OWOTVEDLLOTOG OTLS POPUOKOKIVITIKES IOIOTNTEG TNG OVGTEKIVOVUAUTNG.

H BrodiafeciudtnTa TG 0OVGTEKIVOLUAUTNG LETA OO YOPNYNOT| LLE GUPLYYO 1 LE TPOYEUIGHEVN
GLGKELT] TOTOL TTEVAG MTOV GLYKPIGIUN.

O1 GLYKEVTIPDGELG OVGTEKIVOLLAUTNG GTOV 0pd OE TAdATPIKOVG acBeVelS e yopiaon nikiog 6 £mg
17 etmv, mov ElaPav Bepomeia pe T cvvicTOpEVT LE Pdom TO BAPOC OGN NTUV YEVIKA GUYKPIGIUES |E
exeiveg Tov eviilikov TANBvopov pe yopioon wov Ehafav tn 6601 TV evnAik@v. Ot GUYKEVIPOGELS
OVOTEKIVOLLLAUTNG GTOV 0p0 G€ TadloTpikovs acbeveic nhikiog 12-17 etdvv (CADMUS) pe wopioon
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7ov Ehafav Bepameia e TN HIGT GUVICTOUEVT e Ao To BApog dOGN HTAV YEVIKA XOUNAOTEPES OO
eKEIVEG TV EVNMK®V.

PuOwon taov eviopmv tov CYP450

Ot emdpaoelg g IL-12 1 g IL-23 ot pvbuon tov eviduwny tov CYP450 a&oioyndnkav ce pio
peAétn in vitro otnv omoia ypnowonomdnkay avlpodniva nratokvTTapa, n onoia £de1&e 6tin 1L-12
koM M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpikég dpactnpiotnreg tov CYP4A50
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1| 3A4, BA. mapdypapo 4.5).

5.3 TIpoxivikd dgdopéva yio TNV a6QAIAELN

Ta pun Khvikd dedopéva dev amokaAdTTOVV 131aitePo Kivouvo (). ToEIKOTNTA 0PYAV®VY) Yo TOV
avBpomo pe Paon Tig neléTeg ToEIKOTNTOG ETAVAAUUPAVOUEVOV BOGEWDY, OVATTLEINKNG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV AVOTOPOY®YIKT IKOVOTNTO, GOUTEPILAUPAVOUEVOV TOV 0ELOAOYHCEDY
(OPULOKOAOYIKNG ACPAAELOG. ZE UEAETES AVATTLEINKTG TOEIKOTNTOG Kot TOEIKOTNTAG GTNV
OVOTTOPOY®YIKT IKOVOTNTA G€ BN KOVG cynomolgus dev mapatnpiOnKoy avemBounteg evépyeteg
GTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG OVOUOAIEG 1] avartuélokn ToEikoTnTa. Agy
mapaTnPNONKaY avemBounteg eTOPAGELS 6TOVG OgikTeg ONAvKNG YOVILOTNTOG LE ¥P1IOT AVAAOYOV
avticopatoc tov 1L-12/23 og movrtikia.

Ta enineda d0cewv oI peréteg og (Mo NTav KATG TPOGEYYIoN £0¢ 45 popég vyYNAOTEPX. OO TNV
VYNAOTEPT 1IG0dVVaLT 8OGT oL TpoopileTal yia xoprynomn o€ acheveis Le yoploon Kot elyov o¢
OUTOTELEC U0 OVATUTEG GUYKEVTIPMOGELS 6TOV 0pd o€ T KoVE TTOL NTaY TEPLocdTEPO 0mtd 100 popég

VYNAOTEPEG QMO EKEIVEG OV TAPATNPOVVTAL GTOVG AVOPDTOLC.

Agv SieEnyOnoay HeAETEG KAPKIVOYEVESTG LE TNV OVGTEKIVOVLLALTT AOY® EALEWWNC KATAAANA®Y
HOVTEA®DV EVOG OVTICOUATOG XOPIc dasTavpoduevn avtidpacn pe tig [IL-12/23 p40 tov tpoKTIKOV.
6. DODAPMAKEYTIKEXZ TIAHPO®OPIEX

6.1 Katarloyog ekddymv

L-otdivn

Y dpoyrwpikn povoiidpikn L-1otidivn

IToAvcopPikd 80

Zaxyopoln

Yémp yio evéoipa

6.2 AovppatoTnTeg

EX\etyer pelet@v oyetikd pe tn oupfototnta, o Topodv GUPUIKEVTIKO TPOIOV dev TPEMEL VoL
OVOUELYVOETOL E GALD POPUOKEVTIKA TPOTOVTOL.

6.3 Awdpxera {ong

WEZENLA 45 mg evéowo dtdivua.

3 ypévia

WEZENLA 45 mqg evéowo d1dlvpa 6 Tpoysouévn copryyo

3 xpovia
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WEZENLA 90 mg evéowo d1lvpa 6 Tpoysousévn cOpryyo

3 ypdvia

Mepovopéveg TpoyeUGUEVES GUPTYYESG T PLOAISIO PItopoVV va pUAGCGOVTOL o€ Bepokpacio dMUATION
£€w0¢ 30°C ywo pio péytotn pepovopévn mepiodo €mg 30 nuéPES, 6TO apyIKO KOVTL TPOKELLEVOL VO
TpootatevovTol ard To Poc. Kataypdyte Tnv nuepounvia Kotd tnv omoio 1 TPOYELUGUEVN CVPLYYO 1)
TO QLOALS10 ByNKe amd TO Yoyeio Yo TPMTN Popd kol TNV nuepounvia amdppyne. H nuepounvia
amdppyng dev mPEMeL va vepPaivel TV apytkn NUEPOUNVio ANENG OV €lval TVTOUEVN GTO KOVTL.
Ao ) otrypn mov pia ovptyya 1 éva eladido £xet amodnkevbel oe Beppokpacio dmpatiov (€
30°C), dev b mpémet vo emavatonobeteital 610 Yyouyeio. AToppiyte T cOpLyyo 1| 10 PLoAido eGv dev
éxel ypnoponom el evtdg 30 nuepdv and v amobrkevon oe Beprokpacio dopatiov 1 £0g TV
apyn nuepounvia ARENg, 6moto eivat vopitepa.

Mertd v avappdenon oe cOpryya piag xpnong, £xet amoderyel n ynpkn Kot puotkn otadepdtnra
KaTA TN YpNon vy 24 mpeg o€ Oepuoxpacio 15°C-25°C. Mnv enavatonobeteite 610 Yoyeio.

A76 pikpofroroyikn| dmoyn, To Tpoiov Oa wpémel va ypnoyonoteitan opécms. Eav dev ypnoyomomei
aUESMS, 01 XpOVOL KOl 01 GLVONKES S1aTHPNOTG KOTA TN (PO amoTeAovV guBHVN Tov YpHOoTY.

6.4 Idwitepeg mpouiaters kKatd T ¢oAain ToV TPOidVTOg

duvrdooete ot yoyeio (2°C - 8°C).

Mnv Katayoyete.

duvrdooete TO ELOAISI0 1 TNV TPOYEUIGUEVT CVPLY Y OTO EEMTEPIKO KOVTL Y10 VO TPOGTUTEVETOL OO TO
OOG.

E@boov anatteital, PEPOVOUEVES TPOYEUIGUEVEG CVPLYYEG 1] PLOAISIO UTTOPEL VO pUAAGGOVTOL OE
Oepuokpacio dopatiov Emg 30°C (BA. mapdypapo 6.3).

6.5 ®VoN Kol GVGTATIKA TOV TEPLEKTY

WEZENLA 45 mg evécwo didhoua,

0,5 ml dreddpotog o€ Proridto Twv 2 ml amd yvedi tonov I Khelouévo pe eEhactopepéc nopa.

WEZENLA 45 mg gvéouo d1dAvuo GE TPOYEUGUEVN CLPTYYA

0,5 ml dredvpotog oe Tpoyeopévn ocvptyye tov 1 ml amd yvaii tomov T pe otabepn avoeidm
atodivn Belova kot kdAvppe Berdvac. H copryya gival eEomAMopévn e aVTOUOTO TPOGTATEVTIKO
Berovag.

WEZENLA 90 mg evéowo didlvua 6 Tpoyscuévn GOpyyo,

1 ml Srodvporog og mpoysuopuévn ovpryya tov 1 ml amd yvoki tomov I pe otabepn avoleidmn
atedhvn Pelova ko kaivpupa erdvoc. H cOpryya sivor eE0mAMGUEVT e AVTOUATO TPOGTUTEVLTIKO
Berovag.

To WEZENLA 6uwtifetar o€ cuokevaoia 1 proiidiov 1) oe cvuokevacio 1 mpoyspicuévng oopryyoc.

6.6 Iowitepeg mpoUAAEEIS AmOPPIYNGS KOL AAAOG YEPLOROG

To d1dAvpa oto erodidio 1y Tnv Tpoyepiopévn ovpryyo tov WEZENLA dev npénet va avakiveitat. To
Stdlvpa TPEmeL vaL eEETAGTEL OTTIKA Y10 OLOPOVUEVT] COUATIONOKT VAN 1 ATOYPOUOTIGUO TPV Ao TNV
vroddpa yopnynon. To didAvpa gival dtavyéc Emg pidilov, dypmpo £wg avorytd kitpivo. To

QOPUOKEVTIKO TTPOTOV deV TPETEL VAL YpNOILOTOLELTOL EAV TO dtdAVpa Elvart amoyp®UOTIGUEVO 1| BOAD, 1
€av vmapyel EEv awmpovuevn copatidtokn VA. [pw T yopynon, to WEZENLA 6a mtpénel va
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aenveral vo ¢taoel oe Beppokpacio tepPdriovtog (repinov pon dpa). AenTouepeic 0o yies Yo T
YPNON TAPEYOVTAL GTO GVALO OONYIDV.

To WEZENLA dev mtepiéyel cuvinpntikd, GUVET®OG 0G0 POPUUKEVTIKO TPOIOV deV £xEL ypnoipomomOel
KoL TOLPOUEVEL GTO PLOAIS10 Ko TN cvptyya dev Ba mpémet va ypnoomoteitar. To WEZENLA
dwotifeton g amooTEPOEVO PLOAIdI0 pHiog ¥pNong N ™G TPOYEMGUEVT cVpLyya piog xprions. H
ovptyya, 1 Beldva Kot To QLaAidlo dev mpémel moT va emavaypnoponotovvtal. Kabe aypnoipomointo
QOPUOKEVTIKO TTPOTOV 1] VITOAEULN TPETEL VOL ATTOPPITTETOL GOUPOVA LE TIC KATH TOTOVG 10(DOVCEG
OYETIKES OLOTAEELS.

Katd ™ yprion tov eraidiov piog d6ong cvvietdrat cOpryya tov 1 ml pue Beddva peyébovg 27 gauge,
Y ivtoag (13 mm).

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

8. APIOMOZX(OI) AAETIAX KYKAO®OPIAX

WEZENLA 45 mg evéowuo didivpa,

EU/1/24/1823/001

WEZENLA 45 mg evéowuo S10AVLO GE TPOYEWGUEVT] GVPLYYO,

EU/1/24/1823/002

WEZENLA 90 mg evéouo didAvpa 6 Tpoyscévn cOpyyo

EU/1/24/1823/003

9. HMEPOMHNIA INPQTHX ETKPIZHX / ANANEQXHX THX AAEIAX

Huepopunvia mpdtng €ykpiong: 20 lovviov 2024

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPOEOPIES Yo TO TAPOV PAPLAKEVTIKO TPOoidV elvar dtabéatueg oTov dSIKTLOKO TOTO
tov Evponaikod Opyoavicpod ®apudkmv: https://www.ema.europa.eu/.
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vTo QAPLOKO QVTO TEAEL LTTO GUUTANPOUATIKY TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPTIYOPO
TPOGIIOPIoUO VEOV TANPOPOPLDV OCPAAELNG. ZNTEITOL OTO TOVG EMOYYEALATIEG VYELOG VO AVOPEPOVV
omolecdnmote mhavoloyovueveg avemBounteg evépyeieg. BA. mapdypapo 4.8 yia Tov TpdTo avapopdg
OVETLOOLNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

WEZENLA 45 mg gvécijio S10AV0 GE TPOYELUGUEVT] GUGKEVT TOTTOV TEVAG
WEZENLA 90 mg evéoipo StdAvpa 6€ TPOYEUIGLLEVT] GUGKELT] TOTOV TTEVOG

2. IHOIOTIKH KAI TOXOTIKH XYNOEXH

WEZENLA 45 mg gvéoiuo d1dAvpo 6€ TPOYEUOUEVT] CUGKELN TUTTOL TEVOS

Kabe mpoyepicpévn cuokevn tomov tévacreptEyet 45 mg ovotektvoopdunn o 0,5 ml.

WEZENLA 90 mg gvéouo d1dAvpo 6€ TPOYEMOUEVT] GUCKELT) TOTTOV TEVOC

Kdbe mpoyepiouévn cuokevn tomov wévacrepiéyel 90 mg ovotekivooudunn og 1 mi.
H ovotekivoopaumn givor évo miqpog avipomvo povokiwvikd IgGlk avticopa Evavtt tng
wrtepAevkivng (IL)-12/23 mov mapdyetal 6€ pio KOTTOPIKY YPOUUUY ®@oONK®V Kivelikov KpIkntob pe

ypnon texvoroyiag avacvvovacuévov DNA.

IMa tov 7 pn kaTdrAoyo Tov ekdoymV, PA. Tapdypapo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

WEZENLA 45 mg gvéowo didhvuo o€ Tpoyetotévn GUOKELN TOTOV TEVAC

Evéoo didhopa (ConfiPen).

WEZENLA 90 mg evéouo d1dAvpa 6€ TPoyEWGUEVN GUGKEVT TOTOV TEVOC

Evéowo didiopa (ConfiPen).
To didAvpa givar drowyég Emg 1pdilov, ayxpopo Emg avolyTo Kitpvo.

To pH tov deAvpatog eivar 6,0.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikég evdsitelg

Ywpioon Kotd TAGKOC

To WEZENLA evdeikvotat yio tn Ogpameio tng HETPLaG g cofapns woplaons Katd TAGKS o€
eVIAKEG TTOV eV avtamokpifnkay, 1 mapovstdlovv avtevoeitelg 1 €xovv dvoavelio oe dAleg
ovotnuatikég Oepaneieg, cvumeproufoavopévmv g kukloonopivng, g pebotpegatng (MTX) 1 g
ewtobepaneiog (PUVA, yoparévio Kot vrepiodng axtvoforia A) (BA. mapdypagpo 5.1).
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Yoproowkn apbpitida (PSA)

To WEZENLA, pévo tov 1 o cuvovaoud pe MTX, gvdeikvotal yuo ) Oepameia tng evepyod
Yyoplacikng apbpitidog oe eviiikes acbeveic Otav 1 avtamokpion oe Tponyoduevn Bepaneio pe
UN-PLoroyikd avTipeLIATIKO TPOTOTONTIKO TG vOsov papproko (DMARD) vripée averapkrng (PA.
napdypago 5.1).

Noéoog Tov Crohn

To WEZENLA gvdeikvotar yuo n Bepaneio evijlikov acbevov pe petping o coPapd evepyr voco
tov Crohn, 01 070i01 EUEAVICAV OVETOPKT OVTATOKPLOT, OTMAELN AVTATOKPIONG 1} dvcovesio o
ovpPoatikn Oepaneia 1 o€ aviayoviot Tov TNFa 1 tapovcidlovv avtevdeitels o avtés T1g Oepomeies.

4.2  Aocoloyio kal TpémTOS YopRyNong

To WEZENLA wpoopiletor yia ypron vd v Kabodynon Kot v enifreyn otpmv, EUTEPOV 0N
ddyvmon kot ) Bepaneio KOTAGTAGEWV Y10 TG omoieg evdeikvutal to WEZENLA.

Aocoloyia
Ywpioon KoTd TAAKOG

H ocvvietdpevn docoroyia tov WEZENLA eivar po apyikn d6om tov 45 mg yopryoOUEVT DTTOJOPLA,
akolovBovpevn omd pia d6om Tv 45 mg petd and 4 efdouddeg kot otn cuvéyela kabe 12 gfdopddec.

Xe acbeveic mov dev mapovciocav aviandkpion o€ Oepaneia didpkelag £mg 28 efdopddwv mpénet va
gEetdletal To evdeyoUEVO dlakomng Tng Bepameiag.

Aobeveic ue owuatixo fapog > 100 kg

To acBeveic pe copatikd Bapog > 100 kg n apyikn d6on eivar 90 mg yopnyovuevn vrodoping, n
omoia akolovbeiton amod pio d6om Twv 90 mg petd and 4 fSopddEg Kol 6T GLVEXELN KAOE

12 eBdopddes. Xe avtovg toug acbeveic, Ta 45 mg éyovv emiong amoderyBel anoteiespatikd. Qo1600,
ta 90 mg Topovciacov peyakvtepn anotelespatikotnta, (BA. Tapdypago 5.1, nivaka 2).

Pwpraoixr apOpitido (PSA)

H ocvvietdpevn docoroyia tov WEZENLA givar pio apyikn 666 t@v 45 mg yopnyoduevn vodopia,
akolovBovpevn and pio d6on Tv 45 mg petd and 4 efdopddeg kat ot cuveyeln Kabe 12 efoopddes.

EvoAlaxtikd, propei vo ypnotpomomodv 90 mg og acbeveig pe copotikod papog > 100 kg.

Xe acbeveic mov dev mapovciocay aviandkpion o Oepaneia diapkelag mg 28 efdouddwv npénet va
eEetdletan To evoeydevo dakomng TG Bepamneiog.

Hlrxiwuévor (= 65 etawv)
Aev amarteiton Tpocappoyn tng d6ong yio Tovg nAKiouévoug acbeveic (BA. tapdaypogo 4.4).
Negpixn ko nrotixy dveiertovpyio,

H ovotekivovpdunn dev €xel peretn el o oot Toug TAnBvoohg asbevav. Zvovennmg, dev HTopovV
va Yivouv GUOTAGCELG GYETIKG, LLE T d0GoAOYia.

THoudropixog wAnBGoouog

H acedreln ko 1 amotedeopatikotnta tov WEZENLA g moudud pe yopioon nikiog pikpdtepng tov
6 €1V 1 o€ TAdd e yoplaotkr apdpitida nhkiog pikpdtepng tov 18 €TV dev Eyovv akduQ
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tekunpubel. H mpoygpicpévn cuokeun tomov wévag oev £xel pedetOel otov mandloTpikd TANOvouO Kot
dgv GLVIGTATOL Y10 YPNIOT O TaudLoTpikovg acbeveic. BAéme mapdypapo 4.2 tng IIXII yuo v
TPOYELGUEV GUPLYYO GYETIKG LE TN GOGOAOYIOL KO TOV TPOTTO YOPNYNOTG O Tad10TPLkoVg acheveic
NAiog 6 etV Kot Avo pe yopiloo.

Noooc tov Crohn

21 Bepamevtikn aywyn, n tpatn d6om tov WEZENLA yopnyeital evéopieimg. I'ia T docoroyia
g evoopAEPLag aymync, PAére mapdypaeo 4.2 g ITXIT tov WEZENLA 130 mg nokvd dtdAvpa yio
TOPOUCKELT SIHAVUATOC TPOG EYYVOT).

H mpd™™ vwodopra yopnynon tov 90 mg WEZENLA npénet vo mpaypatonoleitor tnv efSopdada
8 petd v evdopiéPia door. Metd amd avtd, cuvictdtol xoprynon kébe 12 efdoudoes.

Acbeveig Tov dev £Y0VV TOPOVCLAGEL ETAPKT AVTATOKPIOT GTIS 8 fdoUddeg LETA TNV TPOTN
roddpla 066N, umopel vo AdPovv pia devTepT VITOJdOPLA OO VTN TN ¥POVIKN oTiyun (BA.

napypago 5.1).

Acbeveig mov yavouv TV avtamdKpion otnv 606oAoyio ava 12 eBdopddeg pmopel vo enweeindody
amd TV avénomn g cuyvoTnTag TG 60ocoloyiog og ava 8 fdondadeg (PA. mapaypapovg 5.1 kot 5.2).

Ot acBeveig pmopel 61N cvvéyela va Aappdvovv d6on kabe 8 efdopddeg M ke 12 efdopddeg
oOUE®VE, 1e TNV KAWVIKY extipnon (BA. mapdypago 5.1).

®a mpénel va eEetaotel To evogyopevo dlakomng TG Bepaneiog oTovg acheveig mov dev eppavifovv
gvoei&elg opélovg amd T Bepameio 16 efdouddeg petd v 1V 06on enaymync M 16 efdouddeg petd
Vv oAAayn o€ avd 8 gfdopndadec docoroyia GuVTNPNOTG.

Ot 0voGoppLOLUGTIKOL TAPAYOVTES KA/ TO KOPTIKOGTEPOELIN LITOPOVV VO GUVEXLGTOUV TN dldpKela
g Oepameiag e TNV 0VGTEKIVOLUAUTT. XTOoV¢ acheveic Tov £xovv avtomokpdei otn Oepaneia pe
OVGTEKIVOVUAUTTY], TO KOPTIKOGTEPOELDT| UTOPOLV VO, LEW®OOVV 1} VaL S10KOTOVV GOUPDVO. LLE TO

TPOTLTOL PPOVTIOAG.

¥t vooo tov Crohn, edv 1 Oepancio drokonei, ) emavévapén e Bepameiog pe vTodoPLa, YopHYNOoN
KkéOe 8 efoopddeg etvarl AGPAANG KOl ATOTELEGLATIKY.

Hlrxiwuévor (= 65 etawv)
Agv amotteiton TPOCapHOYN TG 606NG Y10 TOVG NAMKIOUEVOLS aobeveic (BA. Tapdypogo 4.4).
Neppixn ko nrotiky dvogitovpyio,

H ovotekivovpdunn dev €xel peretn el o avtotg Toug TAnBvoohs asbevav. Zovenmg, dgv HTopovv
va YiVOuV GUOTAGELS GYETIKG LE TN doGoA0Yia.

Houdropixog wAnBoouog
H ac@dAeio kot 1) 0moTeELESHOTIKOTNTO TG OVGTEKIVOLUAUTNG Yo T Bepameia Tng vosov tov Crohn
o€ ool nAkiog pkpotepng v 18 etdv dev £xovv akdpa tekunpumbei. Aev vdpyovv debéoipa

dedopéva.

Tpomog yopnynong

To WEZENLA 45 mg kot 90 mg 6€ mpoyeiloUéveg GUGKEVEG TOTTOL TEVOC YOPMYELTAL UE VTOSOPLA.
éveon povo. Edav etvat duvotd, meploy£c Tov dEPUATOG TOL EUPAvIfovy ympiooT TPETEL VA
amopevyovTol ®¢ BEcelg Eveonc.
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Metd amd KatdAAnAn eKTaideuon oIV TEYVIKN TNG VIOdOPLOG EVECTS, Ol acBeVveig 1] 01 PPOVTIGTES
TOVG UITopovV va Kavouy TV éveon tov WEZENLA gdv 1o kpivel cmatd o Oepdnav 1atpog. Q61060, 0
Oepanav 10tpog Oa Tpémet va StacParicet TV KaTdAANAN Tapakoiovdnor tov acbevov. Ot acbeveig
M o1 epovTIoTéG TOVG Ba TPémel va KaBodnyodvial dGTE va KAVOuV TNV EVEST) LE TN
cuvtayoypaeovpevn tosotnta 1ov WEZENLA cdppova pe tig 0dnyieg mov mapéyovial 6to gOAAO
oomyldv ¥pnions. AvaAvtikég odnyieg yio T ypnon 6idovtol 6To GUALO 00N YLDV ¥P1IoNG.

IMo mepartépw 0dnyieg mov APOPOVV TNV TPOETOLAGIN KOt TIG WO1H{TEPES TPOPVAAEELS Y10 TO XEIPIGUO,
BA. mapdypago 6.6.

4.3 Avtevositelg

Yrepevaichnoio otn 0pacTIKn 0VGio 1 08 KATOL0 0 TO EKS0Y0L TOV AVOPEPOVTOL GTNV
mapdypogo 6.1.

KAwvikd onpovtikn, evepyn Aoiuwén (m.y. evepyn povpatioon, PA. tapdypago 4.4).
4.4  E101kéG TPOELOOTOMGELG KUl TPOPVAGEELS KATA TN (p1ion)

Iyvniocipwot o

ITpoxeévou va PeATiodel 1 yvnAacidTnTo TV PLOAOYIK®V QOPLOKEVTIKMV TPOTOVI®MVY, TO OVOLLOL
Kol 0 aptBpdg TopTidag ToL YOPNYOULEVOL POPUAKOV TPETEL VO KOTOYPAPETOL LE CAPTVELA.

Aowdéeig

H ovotekivoopdaumn uropei duvntikd vo avERcet Tov Kivouvo AoUOEEDY Kol VO, EVEPYOTOGEL EK
vEoL AovOdvovoeg AOMEELG. e KAMVIKEG LEAETEG KOl O [i0l LEAETN TOPOTHPNOTG LETA TNV
Kukhopopia oe acBeveic e yopiaon, coPapés PakTnplokes, LUKNTIOOIKES KOl 10YEVEIC AOUMEELS
éyovv mapatnpnOei oe acbeveig mov Aappavovy ovotekvovpdaunn (PA. tapdypaeo 4.8).

"Exovv avapepBei evkaiplokég AotudEels, COUTEPILOUPBAVOUEVMV TNG ETOVEVEPYOTOINGNG TNG
QLHOTIOONG, ALV EVKUPLAK®OV BoKTNPLOK®V AOUOEE®DY (GuuTeptlapuavoprévng g Aolwéne and
dTumo pokoPaktnpidia, T Unvyyitidag amd AoTépla, Tng TVELHOVING amd AEYIOVELAD KoL TNG
VOKaPdiaoNg), EVKOUPLOKMV LUKNTIIGIK®OV AOIUAEEDY, EVKALPIOK®Y 10YEVOV AOUOEEDY
(ovumepriapPavouévng g eYKEQUAITIONG TOV TPOKUAEITAL 07T TOV 10 TOV OTAOD £pINTOL TOTOV 2),
Kol TOPooITIKOV Aouméemv (cuumepiiapfoavopuévng g opBouluikng tofomAdoumonc) o acbeveig
7ov éhafav Bepameio e OLOTEKIVOVUAUTT).

Anarteitan Tpocoyn otav eetaletan n ypnHon tov WEZENLA o¢ acbeveig pe ypovia Aoipwén M pe
10T0p1Kd VIoTpondovcac Aotpméng (BA. mapdypagpo 4.3).

IIpwv amd v évapén g Bepanciog pe WEZENLA, ot acBeveig mpémel va eetdlovton Yo Aoipmén
oo pupotioon. To WEZENLA dev npénel va yopnyeital o€ acbeveic ue evepyn eouatioon (PA.
mapdypoeo 4.3). H Begpaneia g AavOdvovsog ouaticoong Tpémel vo EEKVE TPy omd Tn XxopNynon
tov WEZENLA. To evdeyouevo Bepaneiog Katd g euuatioong npénet eniong va e€etdleton mpv
amo v évapén yopriynong tov WEZENLA ce acOeveic e 1otopikd AavBdvovcag 1 evepyod
QLUATIOONG, Yio TOLG 0Toiovg dev pmopel vo emPePformbel po emapkng Tponyovuevn Oepamneia.
Acbeveig mov Aappavouv WEZENLA Ba mpénet va mopakorovBovvtal otevd yio evoei&els kot
GUUTTOOTO EVEPYOV PLLOTIOONG KATA TN O1dpKela Kat petd to TéA0g TG Bepoamneiag.

®a mpénel va yivel vTddeIEn oTovg acbeveic va avalnTioovy TPk GLUBOVAY €4V ELEUVICTODY
ONUELN 1] COUTTOUATO TOV VITOONAGVOLY AOTH®EN. Edv évag aoBevig avarntiéel pua cofapr) Aoipmén,
0 acBevng Oa mpénel va mapoakorovdeitan otevd kot to WEZENLA dev 0o mpénet va yopnynOel péypt
VoL VoY MPNoEL 1 Aoipmén.
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KoxonBeieg

Ta avOGOKAUTOGTAATIKA OTTMOC 1] OVGTEKIVOLUAUTT oEAVOLY SUVNTIKG TOV KivaLvo Kakon0etog.
Opiopévol acbeveig mov Adpfovay OVGTEKIVOVUAUTT 6T TAICLO KAVIKOV LELETMV Kol G pia
UEAETT TapaTPNONG LETE TNV KuKAopopia o€ acbeveig pe yopiaon avéntoav dEPUOTIKES KoL Un
deppotikég kakon0eies (BA. mapdypago 4.8). O kivévuvog kakonOsiog pmopei va givar vynAdTEPOG G
acBeveic pe yopiaon mov Exovv AdPet Bepaneia pe dAAovg BroAoyikovg Tapdyovteg Katd T otdpKeLn
g achéveldg Toug.

Agv éxovv d1e€aybel peréteg mov va meptAapPavovv acbeveic e 16Topikd KaKoNOeog 1) LEAETEG TTOV
va cuveyiCouv ) Bepoameio e acheveic Tov avanticoovy Kakondelo Katd T Ayn g
OVGTEKIVOUUAUTNG. XVVETADG, Oa Tpénet va eEETALETOL TPOGEKTIKG 1] XPTON TNG OVGTEKIVOLUAUTNG
61T0VG acbeveig avtovc.

Ohlot ot acbeveic, 18img 6ot etvon nhikiog peyorlvtepng tov 60 etdv, acbevelg pe 10TpKd 16TOPIKO
LOKPOYPOVIAG AYNG 0VOGOKOTAGTAATIKYG Oepaneiag 1} dcot £xovv 1otopikd PUVA, Ba pémet va

TapakolovbodvTol yio TV ELeavior Kapkivov tov dépuatog (BA. mapdypago 4.8).

2VOTNUOTIKES KO OVOTTVEVOTIKES OVTIOPACELC VITEpELULoONGiag

2voTtHuatiés

"Exovv avapepBet coPapic aviidpdoeic vrepevoictnoiog KoTd TNV TEPI0d0 HETA TNV KUKAO(QOPIO TOV
TPOIOVTOC, G PEPIKEG TEPUTTAGELS OPKETEC NUEPES Hetd T Bepameia. Exovv eppaviotet avagpuiaio
Kot ayyerooidnpa. Eav eppaviotel avapuratio v dAAn coPapn avtidpaon vrepevaicdnoiac, o mpénet
va Eekvioet KoTtdAAnAn Bepaneio, kot va dtokomnei n xoprynon tov WEZENLA (BA. Tapdypago 4.8).

Avorvevotikes

"Exovv avagepbel mepiotatikd aALepyIKNC KOWYEMIITIONG, NOCIVOPIAKNAG TVEVLOVIOS KO [T
AOLUDS0VE OPYOVOVUEVIC TVEVUOVIOG KOTE TN P1OT TG OVGTEKIVOLUAUTNG UETA TN XOPNYNOT| AOEL0G
Kukhopopiag. Ot kKAvikég ekdnAmoelg mepleddpfovay fiya, duomvola Kot dtdpeses dinbnoelg Hetd
amd pia émg Tpelg 06oels. Or coPfapéc ekPfdoeig mepleAdpfovay ovamTVELSTIKN AVETAPKELD KO
mapatetapévn voonieio. BeAtioon avaeépOnke petd ) Sokomh TG OVGTEKIVOVUAUING KoL EMioNC,
0€ OPIGUEVEG TEPIMTMGELG, TN XOPNYNOT| KOPTIKOGTEPOEIODV. e TEPITTOOT OV 1| ThAVOTNTA
Aolpwéng éxet amoxdeiotel Ko 1 didyvaoon eivor emiPePfatmpévn, SlokOYTE TV OVGTEKIVOL LA KO
Eexwvnote katdAnAn Oepomeia (BA. Topdypago 4.8).

Kapduayysiokd coppfauoto.

Kopdiayyeiokd coufapuoto coUTepAaifovouévay eLEepayOTOS TOV HVOKOPSIoL Kol 0YYELKOD
EYKEPAAKOV enelc0di0v £xovv mapotnpn el oe acbeveig pe yopiaon mov ekTédnkay oty
OVGTEKIVOVUAUTN O€ Lo LEAETN TOPATPTONG HETA TNV KuKAoPopia. Ot Topdyovteg KvdOVoL Yo
Kapdelayyelakn vooo Ba mpémel va aE10A0YovvVToL TOKTIKA Katd TN dtdpkela TG Oepameiog pe
WEZENLA.

EpBoMacpoi

ZUVIGTATOL VO, U1 cuyyopnyovvtal eufoiio (oviav 1av 1 faxtnpiov (0nwg o BakiAiog tov Calmette
kot Guérin (BCQG)) pe 1o WEZENLA. Agv éyovv dieEayBeil e101cég peréteg og acbeveic mov giyav
npodcspato Aapet euPorta pe {dvteg 100¢ | Covta Paxtiplo. Agv vdpyovv dedopéva Yia T
devtepoyevn petdoon Aoipwéng and Covta ufoiio e acheveic Tov AAUPavOY OVGTEKIVOLUAUTT.
[Ipwv amd Tov gpPortacpd pe {dvteg 100 1 Covra Paxthpia, 1 Oepaneia pe to WEZENLA mpénet va
drakomel yio tovhdyiotov 15 gfdouddeg petd v teAevtaia d6on Kot umopel va Eavopyiost
TovAdloTOV 2 gfdopadeg petd tov epuPfortacud. Ot GuVTayoyPAPOVTES 10TPOL TPETEL VO
ovppovievovrar v Ilepiinym tov Xoapaktnpiotikdv tov [1poidvtog Tov cuykekpipévou uforiov
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Yo TPOGHETN TANPOPOPNOT| KOl 001 YIEC GYETIKA UE TNV TAPAAANAN (PO OVOCOKOATAGTAATIKAV
TAPAyOVIOV PETA TOV EUPOMACUO.

H yopnynon {dvtev epPoriov (6nmg to eppoio BCG) o Bpéen mov extébnkav in utero oty
OVGTEKIVOVULAUTT OEV GUVIGTATOL Y10 SMOEKE UNVEG LETA TN YEVVIION M LEYPLS OTOL TO. EMIMESQ TNG
OVOTEKIVOVUAUTNG GTOV 0pO TOV Bpépovc va gival pun avivevoipa (BA. Ttapaypdeovg 4.5 kai 4.6). Edv
VIaPYEL CAPEC KAVIKO OQEAOG Yo TO PHEPOVOUEVO BpEpog, N yoprynon evag (dvtog epforiov pmopel
va e&etaleton vopitepa, €AV TO EXITEIA TNG OVGTEKIVOVUAUTNG GTOV 0pd TOL BpEPoug gival un
aVIVELGILLOL.

Ot acbeveig mov AapPfavooy WEZENLA pmopovv vo Adfovv toantodyxpovo adpavoromuéva | un {ovta
gupora.

H paxpoypovia Oepaneio pe WEZENLA dev KaTAGTEALEL TN YOLIKT 0VOGOAOYIKT] OTAVTNOT GTO
TOAVGAKYOPOIKO EUPOLIO Y10 TOV TVELHOVIOKOKKO 1} TO EUBOAL0 Y1 ToV T€Tavo (BA. mapdypapo 5.1).

ITopaAinAin avocokotooTaltikn Oepameia,

Y& HEAETEG Y10 TNV YoPlaon, 1] ACQAAELN KOL 1) OTOTEAEGUATIKOTNTO TG OVGTEKIVOVUAUTNG GE
GLUVOVLOGUO LE OVOCOKATAGTOATIKG, GUUTEPIAOUPAVOUEVODVY TV PloAoyik®V, 1| Le pwTobeponeia, dev
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n mapddinin yprion MTX dev pdvnke
va ennpealetl TNV acPAAELD 1] TV OTOTEAEGUATIKOTITA TG OVOTEKIVOVUAUTNG. € LEAETEG Y10l TN VOGO
tov Crohn kot TV EAK®OT KOAITION, 1 TAVTOYPOVN (PT|OT OVOCOKUTAGTAUATIKAOV 1] KOPTIKOGTEPOEIOMDV
dev pavnke va ennpedlel TNV ACQAAELN 1} TNV OTOTEAEGLATIKOTITO TNG OVGTEKIVOVUAUTNG. AToteiton
wpocoyn otav egetdletan n wapdAAnAn xpnon AoV avocokatasTolTikdv kot tov WEZENLA 1
Katd T petdfoot omd GAo Bodoyikd avocokatacsTaATika (BA. mapdypago 4.5).

Avocobfepamneio

H ovotexvoopdunn dev éxel a&loroynbet o acbeveig mov £xovv vtoPAndel oe avocobepomeia yio
arkepyia. Agv givar yvooto edv 1o WEZENLA propei va emnpedoetl Ty avocobepameio yio ahiepyia.

YoBopéc depuatonddeiec

e aoBeveic pe yopiaon, &xel avapepel amo@oAMdmTIKN deppoTitidon LeTd amd Oepaneio pe
ovotekvoopdunn (PA. mapdypago 4.8). Ot acleveic pe yopioon Katd TAGKAG EvOEXETAL VO
avartuEouy epuBPOdEPUIKT YOPIOGoT), LLE CUUTTOUOTO TOL EVOEXETAL VO UMV SlakpivovTal KAVIKA omd
TNV OTOQOAMOMTIKN SEPUOTITION, GTO TAAIGLO TN PVGIKNE TOPELOG TOV VOO LoTdC Tovg. Kotd v
TapoKolovOnen g Ywopiaong Tov aobevong, ot Yiatpol O TPETEL Vo ETOYPVTVOLV Y10l GUUTTOLOTO
gpLBpodep kNG ympiaong 1 AToPoMd®TIKNG deppaTitidas. EGv avtd To cupnTdlaTo ELEAVIGTOVY,
0o pémet vo, akorovOnOel katdAAnAn Oepameio. To WEZENLA 0o npémnel va dlokdmteTol €6v vapyet
VITOVOL AVTIOPAONG GTO PAPLOKO.

Kotoaotdoeic mov oyetilovral ug Tov AVKo

"Exovv avaeepbel Tepimtdosig kotooTdoemy mov oyetifovtal pe Tov Abko o€ acbeveig mov Erafav
Oepameio le OVGTEKIVOVUAUTT, CUUTEPIAALPOVOLEVOD TOV SEPUATIKOD EPLONUATM®OOVE AHKOV Kol TOV
oLVOPOLOL TPpocouolalov pe Avko. Edv eppavietouy PAaPeg, 101KA o€ TEPLOYEG TOL SEPATOG TTOV
extifevtal 6Tov A0 1 €4V cuvodedovtal amd apBparyia, o acBevic Ba Tpémet va avalntiosl apéowg
wzpikn Pondeta. Eqv emPePoiwbei n didyvoon (og katdotaong mov oeTifeTol pe Tov Avko, TNV
OVOTEKIVOLLLAUTT B0 TPETEL VO, SIAKOTTTETOL Kol Vo EEKIVE KATAAANAN Ogpameia.
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Ewwoi tAnbvopuoi

Hlrkiwuévor (= 65 etawv)

Agv mapotnpfOnkay GUVOAIKEG SLOPOPEG OTNV ATOTEAEGLOTIKOTNTO 1] TNV AoPAAELD G€ acbevelg
NAkiog 65 eTdV Kol Ave Tov EAAPEV OVGTEKIVOVUAUTY], GE GUYKPLON LE VedTEPOVG acheveis o
KAMVIKEG LEAETEC OTIG EYKEKPIUEVEG EVOEIEELS, 06TOGO0 0 0p1BUOG TV acBevdv nlikiag 65 eTdv Kot
v dev NTaV ENOPKNG doTe va kabopiatel edv ot acbeveig avtol avtamokpivovTol SQOPETIKAE amd
TOVG VeOTEPOLS 0eBevels. AOY® TNG LYNAOTEPTG EMMTOOTG AOUMEEWDY YEVIKA GTOV NAMKIOUEVO
TANBvoNO, N Bepaneio Tpémel va YiveTal pe TPOGOYT| GTOVE NAKLOUEVOUG.

45  Almiemopaoceig pe GAAA QUPROKEVTIKA TPOIOVTA KoL dALES popPES arinliemiopaong
Zovto euPoria dev mpémel va xopnyobvtot Topaiinia pue to WEZENLA.

H yopnynon {ovrev epporiov (0nwg to epfoiio BCG) ot Bpéon mov ektébnkay in utero otnv
OVGTEKIVOVLLAUTT OEV GLVIGTATOL Y10 ODOEKA Ve LETE T Yévvnon 1 €o¢ OTOL Ta. ENITEdA TNG
OVGTEKIVOVULAUTING GTOV 0pd TOL Bpépoug va eivar un aviyvevoiua (PA. mapaypdeovg 4.4 kot 4.6). Edv
VRLAPYEL CAPEG KAVIKO OPELOG Yl TO LELOVOLEVO BPEPOC, I xoprynon evog (dvtog epforiov pmopel
va eEetaletal vopitepa, AV T EMIMESN TNG OVGTEKIVOVLUAUTNG GTOV 0pO TOL PPEPoug eivar un
oviveLGLAL.

Agv €yovv mpaypotonon el peréteg aAlniemdpdoemv o€ avOpdOTOVG. LTI AVOAVCELG
QOPUOKOKIVNTIKNG TANBLGHOD TV LeAeT®dV gdong 3, diepeuvnOnke 1 enidpacn TV To Guyva
YPNOLOTOLOVUEVOV TAVTOYPOVA POPHOKEVTIKOV TPOIOVTWV oe acbeveis e wopioon
(cvumepAapfovoUEVeV TNG TAPAKETAUOANS, TG LPOVTPOPAIVIS, TOV AKETVAOGOAKVALKOD 0EE0C, TG
peteopuivng, g atopPactotivng, e Aefobupol&ivig) otn EaPUAKOKIVITIKY TG OVGTEKIVOVLAUTNG.
Agv vmp&av evoei&elg oAANAETIOPOOTG UE QVTA TO TOVTOYPOVA YOPTYOVLEVE QOPUAKEVTIK,
npoiovta. H Bdon yio tv avdivon avti ntav 6t tovAdyiotov 100 acbeveic (> 5% tov peketoduevon
mAnBvopov) EhaPav Bepomeia e TOVTOYPOV YOPNYNOT CVTMV TOV PAPHOKEVTIKMY TPOIOVIWOV Y1d
TovAdyioTov T0 90% Tne TEP1OSd0L peAETNG. H papuakokvTIK TG OVGTEKIVOVUAUTNG OEV
EMNPEACTNKE Ao TNV TAVTOYXPOVT ¥pNion MTX, un o1EPOEdDV OVTIPAEYLOVMOIDV QUPUAK®V, 6-
HepKomToTovpivng, alabelompivng Kot 0md GTOUATOG KOPTIKOGTEPOEOMV 08 OCOEVEIS UE YOPLOOIKN
apBpitida, voco tov Crohn 1 EAk®dON KOAITION, 1] OO TNV TPONYOOUEVT EKBECT] OE TAPAYOVTES OVTL-
TNFa, o aceveig pe yoplackn apbpitida | véso tov Crohn 1 amd v mponyovuevn ékbeon o€
Broroyucovc mapdyovieg (dnA., mapdyovies avili-TNFa kav/r Bedollovpdunn) oe acbevelg pe eAkmon
KOALTIOA.

Ta amotehéopoata piog peAéng in Vitro dev vwodEKVOOLV TNV OVAYKN Y10 TPOGAPUOYES TNG dOONG GE
acbeveic mov Aappdvovy tavtdypova vrootpdpote tov CYP450 (BA. mapdypagpo 5.2).

e HeAETEG Yo TNV YoPlaoT, 1) 0CPAAELD KoL 1) OTOTEAEGLATIKOTITA TNG OVGTEKIVOLULAUTNG GE
oLVOLACUO LE AVOGOKOTAGTAATIKA, CUUTEPIAAUPOUVOUEVEOV TV BLOAOYIKOV, 1| e pmTobepamneia, dev
&yovv akloroynel. Xe perétec yo v yoprooikn apbpitida, 1 tavtdypovn yprion MTX dev pdvnke
va emnpedlel TNV AGQAAELD 1) TV OTOTEAECUATIKOTNTO TG OVGTEKIVOVUAUTTNG. e LEAETEG Yo TN VOGO
tov Crohn kot v eAk®Omn KOALTIOM, 1) TRLTOYPOV XPTOT CVOGOKOTAGTOATIKAOV 1] KOPTIKOGTEPOELSDV
dev pavnke va ennpedlel TNV 0oQAAELN 1] TNV OTOTEAECUATIKOTITO TG OVCTEKIVOLUAUTNG (BA.
naphypoeo 4.4).

4.6 TovipétnTa, KOO KO yoAovYid

T'uvaikeg og ovamapay®ytkn nikio,

Ot yovaikeg o€ ovomapoy®YIKn NAKio 6o TPETEL VoL YPNGLOTOI0VV AMOTEAEGLLOTIKT] OVTIGOAANYN
Katd Tt ddpkela TG Bepoameiog Kot yio TovAdyiotov 15 fdouddeg puetd m Oepomeia.
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Kbnon

Agdopéva mov GUAAEXONKOY TPOOTTIKA OO GYETIKG TEPLOPIOUEVO aplOUd KUNCEMY LETA amd £kOeom
GTNV OVGTEKIVOLUAUTT UE YVOOTA ATOTEAEGUATA, GUUTEPIAOUPOVOUEVOV TTEPIGGOTEPOVY 0t 450
KUNGEMV OV EKTEONKOAV KATA T SLAPKELD TOV TPMTOV TPIUNVOD, OV KATASEIKVOOLV QLENUEVO
Kkivouvo peilovov cuyyevav SVGTAUCLOY GTO VEOYVO.

Meléteg oe {oa dev KoTEdEEAV Gpeomn 1 EUUEST) TOEIKOTNTO GTNV KONGT, GTIV TPOUUN
guPpovakn/dyun euppovokr avanTuén, 6TOV TOKETO 1| TN LETAYEVVITIKT avarTTuén (BA.
napypago 5.3).

Q01000, N Sobéoun Khvikn gpneipio eivon Teploptopév). g TPOANTTIKO HETPO, vl TPOTUNTED Vo
amopevyetor 1 ypnon tov WEZENLA katd v kdmon.

H ovotekvovpdpnn dramepvd tov mhakodvto kot £xel aviyvevubel otov opd Ppepdv Ta onoin
yevviOnkov amd yovaikeg mov EAafav Bepaneio pe ovoteKvovpdumn katd Tt didpkela g komong. H
KAWVIKT ETITTOGN QLTS TNG TOPATHPNONG OEV Elval YvmOTh, 06TOG0 0 Kivouvog Aoiwéng yio Bpéopn
T omoio, ekTéBMKay in Utero oty ovotekvovudunn evééyetat va eivar avEnuévog HETA T yévvnon.

H yopnynon {dvimv epPoriov (6nmg to eppdio BCG) o Bpéen mov ektébnkay in utero oty
OVGTEKIVOVLLAUTT OEV GLVIGTATOL Y10, ODOEKA LVES LETE TN YéEVVNON 1 LEYXPIS OTOL Ta EMIMEDA TG
OVGTEKIVOVULAUTING 6TOV 0pd TOL Bpépoug va eivar un aviyvevoiua (PA. mapaypdeovg 4.4 kot 4.5). Edv
VILAPYEL GAPES KAVIKO OPEAOC Y10 TO LEPOVOLLEVO BPEPOc, 1) xopynon evog Lavtog epforiov pumopet
va e€etaletar vopitepa, ebv Ta ENIMES TG OVGTEKWVOLUAUTNG GTOV 0pd TOL PpEPoug tvar un
aviveHLGILAL.

OnAacpog

[Tepropiopéva dedopéva amd T INUOGSIELUEVT BIBAIOYPAPIN VTTOSEIKVDOVY OTL 1| OVGTEKIVOVUAUTT
EKKPIVETOL GTO OVOPAOTIVO UNTPIKO YAAX GE TTOAD HIKPEG TOCOTNTEG. ALV EIVAL YVOGTO OV 1)
OVGTEKIVOV LA OTOPPOPATOL CUGTNUATIKG LETE TV KATATOGT. AOY® TOVL EVOEXOUEVOL
AVETOVUNTOV AVTIOPAGEWDY OO TIV OVGTEKIVOLUAUTT o€ Bpéen Tov OnAdlovy, Tpémel va
amo@oolotel av o daxonel o ONhaouods katd ) didprela g Oepaneiog kot £wg 15 efdonddeg petd
1 Oepaneia 1 ov Oa Sokomel 1) Oepaneio pe to WEZENLA, Lopfdavovtog vmdyn 1o 6perog Tov
mod100 0md 10 OnAacud kot o 6¢pehog g yuvaikog and T Oeponeio pe WEZENLA.

Tovipdra

H eridpaon g ovotekivoupdumng oty avlpomivn yovipdtnta dev £xet a&loroynoet (BA.
napbypago 5.3).

4.7 Emopacels oTny IKEvOTNTA 00171161 KL YEIPLGHOD UNYOVIRATOV

To WEZENLA dev éxet xopia 1] £g€1 0onpavTy] EXIOPACT GTNV IKOVOTNTO 0O1YNONG KOt XEPIGLOV
UnyovnuaToy.

4.8 AvemOOunrteg gvépysieg

2Hvoyn TOV TPOPIA AGQAAELNG

O1 o ovyvég avemBOunteg evépyeies (> 5%) oTig eELeYYOUEVES TEPLOSOVG TOV KAVIKMV UEAETMV TNG
yopilaong, TG Yoplactkng apbpitidag, g vosov tov Crohn kot g EAKMO0VE KOMTIONS G€ EVIIAIKES
LE TNV OVGTEKIVOLULAUTTN HTOV PVOQapLYYITION Kot KE@aAaAyic. Ot TEPIGGOTEPEG ATO AVTEG
BewpnOnray Nmieg kot dev eméParav T drokonn g Bepaneiog tng pedéngc. H mo coPapn
OVETIOOUN T EVEPYELD TTOV EXEL AVAPEPDEL Y100 TNV OLVGTEKIVOLLAUTT vt GOPapEG AVTIOPAGELS
vrepevalctnoiog ovpmeptiappavouévng g avagourotiog (BA. mapdypago 4.4). To cuvolkd TPoeit
aoPAAEOg NTAV TAPOUOL0 Yio 0oOEVELG e WwpiaoT, yoplacikn apdpitida, voco Tov Crohn kot
EAKMON KOAlTIOA.
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Katdhoyoc avemQduntmv evepYEIDV GE TivVoKa

Ta 6edopéva acEAAELNG TOV TEPLYPAPOVTOL TAPUKAT® ovTikatorTpilovy v ékbeon evnlikov otnv
ovoteKvoupdunn oe 14 pedéteg paong 2 kot edong 3 oe 6.709 acBeveic (4.135 pe yopioon kovnm
yoplootkn apbpitda, 1.749 pe voco tov Crohn ko 825 acheveig pe elkdon koAitida). Avtd
TEPAAUPAVOLY £KBECT] GTNV OVOTEKIVOV AT OTIG EAEYXOUEVES KO LT EAEYYOUEVES TEPLOOOVG TV
KAMVIKOV HEAETOV Y10, TOVAGYIoTOV 6 unveg 1 1 €tog (4.577 ko 3.253 acbeveig, avtiotoiymg, pe
yopioaon, yoplactkn apbpitida, voco tov Crohn 1 EAkddN KoAiTId) Kot £kBeoT Yo TOLAGYIGTOV 4 1)
5 &t (1.482 ko 838 acbeveic pe yopiaon, avtiotoiymg).

O ITivaxag 1 mapéyet évav katdAoyo TV avemBOuNTOV EVEPYELDV OTTO KAVIKEG LEAETEG Y10 TNV
yopiaon, TNV yoplacikn apbpitda, T véco tov Crohn kot v eAkddn KoAitida oe eVAMKEG, KaOMG
emiong Kot avemBounteg evépyeteg mov avaeipnkay and v eumelpio HeTd TV Kukhoeopia. Ot
avemBOUNTES EVEPYELES TAEIVOLOVVTOL KOTA TNV KATNYOPlo/opyavikd cOGTNIO KOl TH GLYvOTNHTO
ELLPAVIOTG, YPNOLLOTOLOVTAS TV akOA0LON cvvOnNKn: TOAD cuyvég (= 1/10), cuyvég (= 1/100 £mg

< 1/10), 6y ovyvég (> 1/1.000 éwg < 1/100), omdvieg (> 1/10.000 émg < 1/1.000), moAd omdvieg

(< 1/10.000), un yvwotig cuyvotntag (dev pmopodv va ektiunovv ue faon to Stobéoipo dedopéva).
Evtog k8¢ katnyopiag cuyvotntag epedvions, ol avemBounteg evépyeleg mapatifeviot Katd

oBivovca oelpd coPfapotnToc.

Mivakag 1. Katahoyog TV avemBOpntev gvepyeLav

Katnyopia/Opyoviké Zdotnpua

YoyvetnTo Epeavieng: Avemountn evépysio,

AOUDEELS KO TOPOCITOCELS

Yuyvég: Aolpmén TG avAOTEPTC AVATVEVGTIKAG 000V,
PVOPAPLYYITION, TOPUPPIVOKOATITION

Oy ovyvég: Kuttapitida, Aouméelg tov 0dovtwv, éprng {owotnpag,
AOTU®EN TOV KOTMTEPOL AVOTVEVCTIKOV, 10YEVAG AOTH®EN TOV
OVAOTEPOL OVATVEVGTIKOD, 0LOOIOKOATIKY LUKNTIOGN

Awtapoyés avoGomomTiKon
GLOTNHOTOG

Oy ovuyvég: Avtidpdoelg vepevaictnoiog (copmeptiopfavopévov
eEavOnuoatoc, kvidmong)

Yravieg: ZoPapéc avidpdoelc vrepevatcnoiog
(ovumepriaufavopévav avaeuioiog, o0yyEl000UaTOC)

Yoyrorpikég drotapoyég

Oy ovyvéc: KatdOiyn

Awotapoyég Tov veupkon
GLOTNLOTOG

Yoyvéc: ZAahn, Kepalodyia
Oy ovyvéc: TapdAivon Tposmmon

AvoanvevoTtikég, Dopokikég
SloTapoayEs Kot SloTapoyEs
pecobwpakiov

YuyvéG: ZTOUATOPAPVYYIKO GAyog

Oy ovyvéc: Pvikn suppopnon

Yraviec: AAAEPYIKN KOWEMDITION, OGIVIPIAIKT TVEVLLOVIN
[ToAb omdvieg: Opyavoduevn mvevpovio®

laotpeviepikég dratapoyés

Xuyvéc: Adppota, vavtio, EPETOC

AwTopayég Tov SEPHOTOG Kot
TOV VLOSOPLOV 1GTOV

Xuyvéc: Kvnopdg

Oy ovyvég: PAuKTOV@ONG WOplaoT], amo@oAidmaor dEpUATOC,
N

Erivieg: AToPoAd®TIKY depuatitida, ayyeltido amd
vrepevocincia

[ToAb omdvieg: [op@olvyddeg TEUPLYOELOES, dEPUATIKOS
gpLONUATOING ADKOC

AwTopayég TOV LVOCKEAETIKOD
GUOTNLOTOG KOl TOL GUVOETIKOV
16700

Yvyvég: Ocpuadyio, poadyio, apOpadyio
[ToAd omdvieg: XOvdpopo mpocopoldlov pe Avko

Ilevikég Sratapayés kot
KaTaoTdoElg ot 0éon
xopnynong

Yuyvég: Konwon, epubnua ot 0éon éveong, dAyog ot 0éom
éveong

Oy ovyvéc: Avtidpdoelg otn 0éon éveong (ovumepthappavouévey
NG OLOPPAYIOG, AULATOUATOG, CKATPVUVOT|S, O10YKMONG Kol
Kvnouov), eEacbévnon

* BA. mapdypa@o 4.4, ZuGTNUOTIKES KO (VOTVEVGTIKEG AVTIOPACELS VIEPELALGONGLOG.
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Teprypaon emheyuévov ovemBountmy EVEPYELDV

Aowawéerg

211G ELEYYOUEVES LLE EIKOVIKO QAPLOKO LEAETES o€ aobeveic e yoplaon, yoplacikh apbpitida, voco
tov Crohn kot EAkdON KOAITION, TA TOGOGTH AOIUDEEWDY 1] GOPAPOY AOUDEEDV TAV TOPOLOLL
petaéd Tov acbevmv Tov AGUPavay 0VGTEKIVOLUAUTN Kot EKEIVOV OV AdUPovay EIKOVIKO QApHOKO.
2NV EAEYYOLEVN UE EIKOVIKO PAPLOKO TEPIOO0 OLTMV TOV KAVIKOV LEAETMV, TO TOGOGTO AOUDEEDV
nrav 1,36 avé avBpomoétoc mapakorohnong yia tovg acbeveic mov AAuPavay oOVGTEKIVOLUAUTN Kol
1,34 yia Tovg acbeveig mov AdpPovay elkovikd AaproKo. ZoPoapic AOUDEELS EPPAVICTNKAY GE
10600710 0,03 avd avBpwnoétog tapaxkorovbnong ywo tovg acbeveic Tov AdpPavoy OVGTEKIVOLLLAUTN
(30 coBapéc howapéelg og 930 avOpomoitn TapakorotOnong) kat 0,03 yio tovg acbeveic Tov
Adpupavay gicoviko edpuaxo (15 copapés Lopumnéelg o 434 avBpomoétn mapakorovnong) (PA.
Topaypapo 4.4).

211G AEYYOUEVES KO L] EAEYYOLEVES TEPLOOOVE TOV KAVIKMOV HEAETAOV Y10 TV YmPIaoN, TNV
yoplacikn opbpitida, t voco tov Crohn Kot TV EAKMOT KOAITION, TOV CVTITPOCMTEHOVY

11.581 avBpwmoétn ékBeong o 6.709 acbeveic, ) didpeon dibpketa mapakorovdnong ntav 1,0 £tog,
1,1 &t yuo T1g peAETEG Y100 TNV YOPLOGIKY VOG0, 0,6 £€1n Yo TG peAéteg v T voco tov Crohn kat

1,0 é10g ya T1c peréteg Yio TNV eAK®ON KoAitida. To mtocootd Aopwméemv Rrav 0,91 avd avOpmmoétog
apakoloVOnomg o Toug acheveic mTov AdpPavay OVGTEKIVOLUAUTTN KOl TO TOGOGTO GOPRapdV
Aodéewv ftav 0,02 avd avBpomoétoc Tapakorovdnong yio Toug acbeveig mov Adppoavay
ovotekvoopaunn (199 coPapég Aouméelc oe 11.581 avBpomoén mapakorovdnonc) kat ol cofapés
Aopdéelg Tov avaeépinkay TepleAapfovay Tvevpovia, andeTN Lo TOV TPWKTOV, KLTTOpiTda,
EKKOATI®OUOTITION, YOOTPEVTEPITION KOl 10YEVELG AOIUDEELG.

e KMvikéG peréteg, aobeveic pe AavOdavovsa gupatioon Tov TapdAinio Adufoavay oywyn He
toovialion dev avérTuEav euuatioo.

KaxonOeieg

2NV eAeyyOUEVT ULUE EIKOVIKO PAPLOKO TEPIOS0 TV KAVIK®V LEAETMV € acbevelg pe yopiaon,
yoplaotkn apbpitida, voco tov Crohn Kot eAk®dOT KoAiTIdN, N ENINTOON KakonOeldv, eEapoduevon
TOV UM UEAOVOKVTTAPIKOD KapKivov Tov 6éppatoc, nrav 0,11 avd 100 avOpwmoétn tapakorovdneng
Y Tovg acbeveig mov AdpPavay ovotektvovpdunn (1 acbevig o 929 avBpwnoétn Tapakoiovdnong)
oe ovykpion pe 0,23 yia Tovg acbeveic mov Adppavoy gikovikd eapuako (1 aobevic oe

434 avBpwmnoétn topakorovdneng). H enintmon tov pn HeAovokuTtopikod Kapkivoy Tov dEpUATOg
ntav 0,43 ava 100 avOpwomoétn mopakolovdnong yio tovg acheveic mov AAUPavay 0VGTEKIVOLUAUTN
(4 acbeveic og 929 avOpomoitn TopakorovOnong) oe cvykpion pe 0,46 yio Tovg acbevei mov
Adpupavay eucovikd eapuaxo (2 acbeveig og 433 avBpomoétn tapakorohOnong).

2116 ELEYYOUEVES Ko U1 ELEYYOLEVES TEPLOGOVS TOV KAVIKADV HEAETOV Y10 TV Yopiaon, TNV
yoplaotkn apbpitida, tn véso tov Crohn Kot TNV EAKOON KOMTIN, TOV AVIUTPOCOTELOVY

11.561 avOpwmoét ékBeong o 6.709 acheveic, n didpueon didpketa mapakorovOnong ntav 1,0 £rog,
1,1 £ ywo T1g HEAETEG Y1 TNV YOPLAGIKN VOco, 0,6 €11 Yo Tig peAéteg yio T voco tov Crohn kot

1,0 é10¢ Y10 T1g HEAETEC Y10, TNV EAKDON KOATIOO. AvapépOnkav kakonbeies, e£apovuévon Tov un
UEACVOKVTTAPIKOD KOPKIVOL TOL dépatog, e 62 acbeveig oe 11.561 avOpmmoét mapakorovdnong
(emintwon 0,54 avda 100 avBpwmoétn mapakolovOnong yia tovg acbeveic mov Edafav
ovoteKvoupdunn). H enintoon kakonbeidv mov avaeépdnke otovg acbeveig mov rafav

OVGTEKIVOL LA TOV GLUYKPIGLT LLE TNV EMMTOGCT TOV AVAUEVETOL GTO YEVIKO TANOLGIO
(mpotvmopévo mriko enintwong 0,93 [dtdotnua eumietocvvng 95%: 0,71, 1,20], TpocapUocpuévo yia
NV NAKia, To PUAO Kot TN eUAR). Ot o cvyva TapaTnPodUEVES KaKon0etles, eE0POVUEVOD TOV N
UEAVOKVTTAPIKOD KOPKIVOV TOL OEPUATOC, NTOV KAPKIVOG TOL TPOGTAT, 0pBOKOAKOG KAPKIVOG,
UEAGVOUO Kot KapKivog Tov pactol. H enintmon tov un pelavokuttopicol Kapkivov Tov dEpUATOg
ntav 0,49 avé 100 avBpomoétn Topakoiovdnong yio Tovg acbeveig mov EAafay OVGTEKIVOVUAUTT
(56 acbeveic o 11.545 avOpomoétn tapakorovdnonc). H avaloyio tov acbevdv pe factkokuttopikd
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&vavti akaviokutTapikoy kapkivov tov dépuatog (3:1) eival cuykpioun He TV ovapevopevn
avoloyio oto yevikd mAnbuopd (BA. Tapdypago 4.4).

Avtidpaoeis vrepevoradnaios
Koatd ) d1dpkela Tov eAeYYOLEVOV TEPLOIMY TOV KAWVIKOV LEAETMV Y0 TNV YOPiooTn KoL TV
YOPLIGIKN apBpiTida TG OVGTEKIVOLLLAUTNG, TopatnprionKay eEdvOnua kot kKvidwon, To kabéva o

10606710 < 1% 10V acdevav (BA. Tapdypoago 4.4).

TTowdwarpikdc TAnOvopdg

Taidrazpixoi aoOeveic nlixios 6 €TV kKot Gvw ue Wwpiaon KoTo TAGKOS

H acpdAeia g ovotekvovpdunng Exel peretei oe dvo paong 3 peréteg o TadOTPIKovg acbeveig
e péTpla Emg soPapn yopiaon kotd tAdkac. H mpdn perétn delnydn oe 110 acbeveig 12-17 etcdv
mov éhaPav Bepaneia yio Stdotnua mg 60 efdouddeg ka1 devtepn pehétn deknydn oe 44 acbeveig

6 éo¢ 11 etddv mov hafav Oepameia yio dtdotnua £0¢ 56 eBSouddes. Xe YeEVIKEG YPOUUES, OL
avemBOUNTEG EVEPYELEC TOV aVOQEPOT KAV GE AVTEC TIG 000 HEAETEC LE OEGOUEVE Y10 TV OCPAAELD £C
1 étovg NTov mopoOpOLEG LE eKElveS TOL TTapaTPHONKAYV 68 TPONYOVUEVES LEAETEG OE EVIIAIKES L
yopioon Katd TAGKOG.

Ava@opd mhovorloyoduevov avertounTmv EVEPYELDV

H avagopd miBovoloyodpevav avemBOunNTov evepyeldv Hetd amd T yopnynon aostag kukAogopiog
TOV QOPHOKELTIKOV TPoidvTog glvat onuavtiky. Empénet ) cuveyn napakorobOnon g oxeong
0PEALOVG-KIVOVVOL TOV PUPUOKEVLTIKOD TPOIOVTOC. Znteital amd TouG EXayyEANATIES VYELNS VO
ovVaQEPOVY OTTOLEGONTOTE THAVOAOYOVUEVEC AVETIOVUNTEG EVEPYELEG LEGM TOV €0VIKOD GLGTHUATOG
ovapopdg Tov avaypdeetor oto [Hopdptmua V.

4.9 Ymepdoosoloyia

e KMvikég peréteg yopnynonkav evéoprefing epdanal dooeig uéypt 6 mg/kg yopig va meptopiotei n
d00m AOY® To&IKOTNTOG. € TEPIMTOOT VIEPOOCOAOYING, GLVIGTATAL 1] TAPAKOAOVON O™ TOV 0l6BEVOVG
Y10 TVYOV CMHELN 1] COUTTOUATO UVETIOOUNTOV EVEPYEIDV KABDG Ko 1) dpeon Evapén KaTdAANANG
CUUTTOUOTIKNAG Oepomeiog.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®appokodvvopikés 1010TnTES

Doppokobepamentikn Katrnyopio: AVOCOKATUCTOATIKY, OVAGTOAELG IVTEPAEVKIVIG, KOIIKOG
ATC: LO4ACO05.

To WEZENLA egivou Bro-opogtdéc eappokentikd mpoidv. Aewtouepeic mAnpoopieg eivar dtabéotpeg
o1ov diktvako tomo tov Evponaikod Opyaviopod @apudkov: https://www.ema.europa.eu/.

Mnyovicpoc 0pacne

H ovotekvoopdpnn eivar éva TAnpog avBpdnivo povokioviko IgGlk aviicopa Tov cuvoéeTat pe
€01KOTNTO LE TNV KON TPOTEIVIKN vITopovada p40 TV avlpdTIVeV KUTTOPOKIV®VY vTepAELKiv IL-
12 xou IL-23. H ovotekivoopdunn avactéAlel ) frodpactikdmra tov avipodrivaov IL-12 kot

IL-23 epmodilovrag Tnv p40 va cuvdedel pe tov mpmteivikd vmodoyéa IL-12RB1 mov exppdletor otnv
EMPAVELD TOV avocoKVTTAP®Y. H ovotekivoupdunn dev pumopet va cuvoebet pe v IL-12 1 v IL-

23 mov eivat 1101 GLVOESEUEVEC e EMLPAVELNKOVE KVTTAPTIKOVG VITodoyeic IL-12RB1. Zvuvendg, 1
OVGTEKIVOLUAUTN deV gival TOOVO VO GUVEIGPEPEL OTI| LECOAAPOVUEVT GO AVTICMUOTO 1] OO TO
GUUTAN PO KUTTOPOTOEIKATITO T®V KUTTAP®V e ToVg virodoyeig IL-12 ko IL-23. Ot IL-12 ko
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
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IL-23 eivar eTepodipepeic KLTTOPOKIVES TOV EKKPIVOVTOL OO TO EVEPYOTOMUEVOL
OVTLYOVOTOPOVGLOCTIKG KOTTAPM, OTMG TO, LOKPOPAYo Kot To dgVIPLTIKA KuTTapa. Kot ot dvo
KuTTOPOKiveg Aapupdvouv uépog otic avosoroyikég Aettovpyieg. H IL-12 dieyeipet ta kbtropo
evokog eoveig (NK) kot tpombei t dopopomoinon tov CD4+ T kuttdpmv Tpog T0 PavOTLTO TOV
Bondntikadv kvttdpov T 1 (Thl), n IL-23 exdyet tv 0606 tov Bondntikdv kuttdpov T 17 (Thl7).
Qc1600, 1 1N PuctoAoYik pvOuon Tev IL-12 kot IL-23 éyel cuoyeTioTel e ovoco-
dapecorafovpeveg acbéveleg, OTmMG N Ywpiaon, N yoplactkn apdpitida kot n vocog tov Crohn.

Me ) obvdeon oty ko1 vroopada P40 e IL-12 kot g IL-23, | ovotekivovudunn propel va
O0OKNGEL TIG KAVIKEG TOV EMOPAGELS GTNV YOPIiaoN, 6TV YmPLactkn apbpitida kot m voco tov Crohn
UEG® TNG O10KOTTNG TV 00DV TV oYeTILopeVaV pe Tig kuttapokives Tov Thl kot Th17 kuttdpwov, ot
omoieg dadpapatilovv Kevipikd poro oty maboroyio aVTOV TOV VOO LATOV.

Ytovg aobeveic pue vooo tov Crohn, 1 Bepameio e OVGTEKIVOLUAUTT 00YNOE OE UEIMGT TOV SEIKTMOV
™g PAEYHOVIG, suuneptiapfavopévng e C-avtidpmaoag tpoteiving (CRP) kot tg kKoAnpotektivig
KOTPAV®V, TN SEPKELD TNG PACTG EMAYWOYNS, TOV OTH GLVEYELN dratnpnOnke ko’ OAn T dibpkela
g edong cvvinpnone. H CRP a&iohoynOnke katd v didpKelo TG HEAETNG EXEKTOGTG KO OL
UEUDGELS TOV TapaTNPNONKAY KATA TNV S1APKELN TG CLVTIPNONG YEVIKA dlatnpnOnKay g v
gBdopada 252.

Avoconoinon

Katd ) didpketa g pokpoypdviag enéktaong e Merétng Popioong 2 (PHOENIX 2), ot evijlikeg
acBeveic mov Ehafav Bepameio pe ovoTEKIVOLUAUTN Y100 TOVAGYIOTOV 3,5 XPpOVIa TapovCiacay
TOPOLOIEG OVTIOMHATIKEG OTAVTIOEL; TOGO GTO TOALGAKYUPLOKO EUPOAMO Y10 TOV TVEVLLOVIOKOKKO
000 Kol 6TO EUPOALO YL TOV TETAVO OTMG 1) OLLAdA ELEYYOV AoOEVDV e Ywpiaor mov dev EAafe
ovotnuotikd Bepamneia. [Tapopoto avaroyia evnMk®v acBevdy eLEAVICE TPOGTATEVTIKG EiTEd QL
AVTICOUATOV KATO TOV TVELHOVIOKOKKOD KOl TOV TETAVOL KOl OL TITAOL VTICOUATOV HTAV TUPOLOI0L
petaéd tov acfevav mov EAafav OVGTEKIVOVUAUTT KOl TV AcHevOY GTIV opdda EAEYYOV.

KMlvikn amotelespotikOTNTo Kol 0GQAAELD,

Pwpioon kota wlokog (eviiikeg)

H acpdleia kot oamoteleopuatikdTTa TG ovotektvouudunng aéloloynonke oe 1.996 acbeveic ota
mAoiola 600 TUYALOTOMUEV®VY, SUTANL TVPADV, EAEYYOUEVOV LLE EIKOVIKO QUPLOKO LEAETOV GE aoBeveic
HE HETPLO G GoPapn Woplaor KATE TAGKOS, Ol 070101 )TOV LTOYNPLOL Yo pmToDEPTELR 1)
ocvotnpatiky Oepaneio. Emmpocherta, pio toyatomoinuévr, Lovomievpa TOQAT, EVEPYMG EAEYYOLEV
UEAETT] GUVEKPIVE TIV OVGTEKIVOLLLAUTY KoL TNV ETAVEPGENTT o€ 0.60gveig pe pétpla Emg cofapn
yoploon Katd TAGKOS Tov SgV EYOV IKOVOTOMTIKY avTATOKPLloN, eiyov dvsavesia 1 avtévoeién oty
Kuklocmopivn, tnv MTX 13 v PUVA.

2t Meriém Yopiaong 1 (PHOENIX 1) a&oroyrnkav 766 acbeveic. To 53% tov acBevav avtdv
glte degv avramokpivovtay, ite NTav SVGOVEKTIKOL, 1 Elyov avTEVOEIEN 6€ AALEC GUOTNLOTIKES
Oepaneiec. Ol acbeveig Tov TuyaoToONnKOY G ovaTEKIVOLUAUTN EAafov doael; Tov 45 mg 1 90 mg
oT1g efoopadeg 0 kar 4 axorovBovpeveg amod v id1a doom kabe 12 gfdouddeg. Ot acbeveic mov
Ty ooTOBNKaY v AapPavouy eikovikod eappoko otig efdopdoeg 0 kot 4 aAlaiav oe AMyn
ovotekvoupaumng (eite 45 mg eite 90 mg) otic efdouddeg 12 kar 16 akorlovbodueveg amd Aym
doomg ke 12 efdopadeg. Ot aobeveic mov giyav apyicd Toxoomoinbel 6€ OLGTEKIVOVUAUTT KoL
méTuyov avtamokpion Tov Agiktn Extaong kot Bapotntag Ywopiaong (Psoriasis Area and Severity
Index, PASI) 75 (Bektimon tov PASI tovAdyiotov katd 75% o€ oy€on He TNV opyikn TYL) Kot 6TIG
dv0 gfdouadeg 28 kar 40, emavo-TuYoOTOONKOV GTN AW TNG OVGTEKIVOVUAUTTG KAOE

12 eBdopddeg 1 TOv EIKOVIKOL Qapprakov (dnA. amdovpon g aymyng). AcBeveic mov emava-
TuyoomomOnkay og eikovikd edppoko oty EBdopdda 40 Eekivnoay €K VEOL TNV OVGTEKIVOLLALTT
LE TO apyIKO 0COA0YIKO GyNUa OTav epedvicay peimon katd tovidyiotov 50% ot Bertimon Tov
PASI mov mapovciacav oty EBdopdada 40. Olot o1 acheveig tav vid mapakoiovdnon yio Héyioto
Staotnpa 76 EBOOUAdMV LETA TNV TTPMTY XOPTYNON OYWYNG OTN HEAETT).
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Y Merét Yopiaong 2 (PHOENIX 2) a&oroymdnkav 1.230 acbeveic. To 61% tov achevav avtdv
gite dgv avramokpivovtay, €ite NTAV SVGAVEKTIKOL, 1} Elyov avtévoelln e GALEC GLGTILOTIKEG
Oepaneiec. O1 aobeveic mov TvyaomomOnKay oTnV ovatekvovudumn Erapav docelg tov 45 mg

1 90 mg otic eBdopddeg 0 kot 4 akolovBodpeveg amd o GULUTANPOUATIKY d0oT o€ 16 gfdopddeg. Ot
acBeveic mov TuyoomoOnKay 6To glKoViKO PapLako oTig efdonddes 0 kot 4 dAra&av oe Aqym
ovotekvoupaumg (eite 45 mg eite 90 mg) otic efdouddeg 12 kar 16. Olot o1 acbeveig frav Vo
mapokolovOnon yio péyieto dtdotnua 52 efGoUGdmV UETE TV TPMTN YOPNYNON OYWOYNG OTN LEAETN.

H Merét Yopiaong 3 (ACCEPT) a&iohdynoe 903 acbeveig pe pétpro émg cofapr yopiacn mov dgv
AVTOTOKPION KOV KOVOTONTIKA, giyov dvcavesio | avtévoelln og GALeG cLGTNUOTIKEG Oepareieg,
GLYKPIVOVTOG TNV OTOTEAEGUATIKOTITO, TG OVOTEKIVOVUAUTNG LE TNV ETOVEPGETTT| KOl A&LOA0YDVTOG
TNV 0CQAAELN TNG OVGTEKIVOVUAUTNG Kot TNG Tovepoéntns. Katd ) ddpketa tov 12 gfdopddwv g
PAoMG EVEPYOL EAEYYOL TNG LEAETNC, O1 aoBeVeig TuyaomomOnKay dote vo Adfouvv etavepoéntn

(50 mg 600 popég v efdopada), ovatekvovpaumn 45 mg tig efdonadeg 0 kot 4, 1
ovotektvoopaunn 90 mg tic efdopddeg 0 ko 4.

Ta yopoktnplotiKd g actévelog Katd v Evapén TV LEAETOV TAPOLGINCAY YEVIKA GUVOYN O OAEG
TI¢ opdoeg Bepameiag otig Meiéteg Ympiaong 1 kot 2 pe o dtdpeon apytkn Padporoyio tov deiktn
PASI an6 17 éwg 18, didpeon apyikn Ty Emoedveiag Xopatoc (Body Surface Area, BSA) > 20 kot
draxvpaven tov diduecov Agpuatoroyikov Agikt ITodtog Zmng (Dermatology Life Quality Index,
DLQI) a6 10 émg 12. Katd tpocéyyion 1o éva tpito (Meiétn Yopilaong 1) kot to éva tétapto
(Merém Yoplaong 2) tov acBevov elyov Yopracwn Apbpitda (PsA). apopoa Bapdna g
vooov dlamotminke kot ot Medét Yopioong 3.

To K0p1o KATOANKTIKO oNUElO OTIG LEAETEG AVTEG NTAV 1] AvaAOYiR 0GOEVAY TOL TETVYOV AVTOTOKPLOT
tov deiktn PASI 75 and v évapén éwg v EPdoudda 12 (PA. wivakeg 2 ko 3).

IMivakag 2. Mepitnyn Tng KAvikig avranokpiong 6t Merétn Yopiasng 1 (PHOENIX 1) ko
ot Merhétn Yopiaong 2 (PHOENIX 2)

Epoopdda 12 Epoopdada 28
2 d6o¢1s (Epoopada O kot 3 o6ce1s (Epoopada O,
Epdopada 4) Epdopada 4 ko
Epdopada 16)
Eucovikd
P&pLIKO 45 mg 90 mg 45 mg 90 mg
Meiétn Yopioong 1
Ap1Bpog TUYOOTOUNUEVEOV 55 255 256 250 243
acBsvav
: ; 0
‘;‘R‘gl“gg N avrandipions (%) | o6 (1006) | 213 (849%)" | 220 (86%)° | 228 (91%) | 234 (96%)
. ; o
é‘g‘gl“;’g N avrardkpions (%) | g 306y | 171 (67%)" | 170 (66%)" | 178 (71%) | 191 (79%)
; ; 0
Apiioe N avranoxpons ) | 5206 | 106 (420)* | 94 (379%)* | 123 (49%) | 135 (56%)
ApOuoe N PGAP yopic 1 ue 0 oA\ or\G 0 0
ENGry1oTn V650 (%) 10 (4%) | 151 (59%)* | 156 (61%)* | 146 (58%) | 160 (66%)
ApBudg aobevarv < 100 kg 166 168 164 164 153
Ap1Budg N avtamoxpiong 0 0 0 0 0
PASI 75 (%) 6 (4%) 124 (74%) | 107 (65%) | 130 (79%) | 124 (81%)
ApBudg achevav > 100 kg 89 87 92 86 90
Ap1Buodg N avtamoxpiong 0 0 0 0 0
PASI 75 (%) 2 (2%) 47 (54%) 63 (68%) | 48 (56%) | 67 (74%)
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Epdopada 12 Epdopada 28
2 d6ce1g (Epoopada O kot 3 d6ce1s (Epoopada O,
Epdopada 4) Epdopada 4 ko
Epdonada 16)
Eucovikd
bpHOKo 45 mg 90 mg 45 mg 90 mg
Merétn Yopioong 2
Ap1Bpdc Tuyoomompévev 410 409 a1 397 400
acBsvav
. : o
‘F?X‘Sel“gg N oaveombipions (%) | 41 (1096) | 342 (84%)" | 367 (89%)" | 369 (93%) | 380 (95%)
. . o
?X‘&“;’g N avardkpions (%0) | 15 (a06) | 273 (67%)" | 311 (76%)" | 276 (70%) | 314 (79%)
. : o
ApOuo N avianoxpions () | 3 (196) | 173 (4296)" | 209 (519%)" | 178 (45%) | 217 (54%)
ApOpdg N PGAP yopicq pe 0 oma oma 0 0
Ehéy1omn v6s0 (%) 18 (4%) | 277 (68%)* | 300 (73%)* | 241 (61%) | 279 (70%)
ApBuog aoBevav < 100 kg 290 297 289 287 280
Ap1Buodg N avtamoxpiong 0 0 0 0 0
PASI 75 (%) 12 (4%) | 218 (73%) | 225 (78%) | 217 (76%) | 226 (81%)
Ap1Buog acBevav > 100 kg 120 112 121 110 119
ApBpog N avtondkpiong 0 0 o o o
PASI 75 (%) 3 (3%) 55 (49%) 86 (71%) | 59 (54%) | 88 (74%)
*p < 0,001 yo tqv ovotekvovpdpmn 45 mg 1 90 mg 6€ GUYKPLON LE TO EIKOVIKO PAPLOKO
P PGA = Zvvohr| Extiunon Iotpov (Physician Global Assessment)
Mivaxag 3. Mepiinyn g Khvikig avtarokpiong v Epoopdda 12 ety Meréty
Yopioong 3 (ACCEPT)
Mehétny Yopioong 3
Ovotexkivoopapumn
Etavepoéntn 24 66081 2 d6ce1s (Epoopada O kot
(50 mg 8v0 @opég Tnv EBdopada 4)
epdopada) 45 mg 90 mg
Ap1Bp6dg ToyoomompéEvmv 347 209 347
acbevav
Ap1Oude N avtamokpiong 0 0 0\
PASI 50 (%) 286 (82%) 181 (87%) 320 (92%)
Ap1Budg N avtamokpiong o o\ 0L\
PASI 75 (%) 197 (57%) 141 (67%) 256 (74%)
Ap1Oude N avtamokpiong 0 0\ 0\
PASI 90 (%) 80 (23%) 76 (36%) 155 (45%)
Ap1Buog N PGA yopign pe 0 0/\G 0/\G
Ehéy1omn v6s0 (%) 170 (49%) 136 (65%) 245 (71%)
ApBudg achevav < 100 kg 251 151 244
Ap1Buog N avtamoxpiong 0 o o
PASI 75 (%) 154 (61%) 109 (72%) 189 (77%)
Ap1Ouoc aobevav > 100 kg 96 58 103
Ap1Oude N avtamoxpiong 0 0 0
PASI 75 (%) 43 (45%) 32 (55%) 67 (65%)

*p <0,001 yio v ovotekvovpdpnn 45 mg 1 90 mg 6e GUYKPLON LE TV ETOVEPCENTY).
P p=0,012 yio Tv ovotekvovpdpan 45 mg Ge GUYKPION LLE TNV ETAVEPGENTY).

X Melét Yopiaong 1 n cvvtipnon tov PASI 75 ftav onupovtikd ovatepn Le GLUVEXT Ay®YN GE
oLYKPLON PE TNV amocvpon TS aywyng (p < 0,001). [Mapopola amotedéopata mopotnpionKay e
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KGO 8601 TG ovatekvovpduang. Xto 1 étog (EBSondada 52), 1o 89% tv £T0vVA-TUYOLOTOMUEVOV
acfevav og aymyn cuvtipnong topovciocay aviandkpion Tov PASI 75 og oOykpion pe to 63% tov
EMOVOL- TUYALOTONUEVOVY acHeEVADV o€ glkoviKO Pappako (amdcvpor aymyng) (p < 0,001). Ztovg

18 pnveg (EPodopada 76), to 84% TtV mOvVO-TUYAIOTOMUEVOV AGOEVOV GE 0y@YT GUVTINPNGONG
napovciacav avrondkpion tov PASI 75 6 ovykpion pe 1o 19% tov enava-toyotomompévav
acBevdv o ewovikd eappako (amdcvpon ayoyng). Xta 3 &t (Efdondda 148), to 82% twv enava-
TUYOLOTIOMUEVOV 0GHEVDVY GE aywyn cuvtipnong tapovsiocay avtondkpion tov PASI 75. Xta 5
ypovia (EBdoudda 244), 1o 80% tov acbevav mov enavatvyotorombnkoy o€ Ogpomeio cuvinpnong
nmapovsiacay avtardokpion tov PASI 75.

Y& EMUVA-TUYOOTO UEVOLG 0eBgVElg GE EKOVIKO QAPLLOKO, Ol 0TToi01 EEKIVIOOY €K VEOL TNV APYIKN
OepamevTIK| Ay®YN HE OVGTEKIVOLUAUTN HeTd amd pelmon > 50% g Pertimong tov PASI, 10 85%
enovéktnoe v avtamokpion Tov PASI 75 péoa og 12 efdopnddeg petd v emavévapén tng Bepameioc.

2t Meriém Yopiaong 1, v EBSopdda 2 ko tnv ERdopdada 12, onuetmdnkav onpoviikd
peyorvtepeg Pektidoetg amd v Evapén otov DLQI og kdOe opdda Bepanciog [Le 0vGTEKIVOLUAUTY
o€ GVYKPLoN UE TO EKOVIKO apuako. H Beltioon diatnpndnke émg kot tnv Efdoudada 28.
[Mopopoimg, onuaviikég ertiwoelc mtapatnpnnkav ot Merétn Yopioong 2 v EBdoudda 4 kot 12,
ot omoieg dratnpnOnkav £mg kot tnv ERSopdda 24. Ztn Mehétn Yopilaong 1, o1 fertidoelg otnyv
yopiaon tov voyuwv (Nail Psoriasis Severity Index — Agiktng ZoPapdttog g Ywpioong twv
Nuyidv), 6T cvyKevTp®TIKN Babpoloyio TV COUATIKOV Kol WOYIKOV GUVIGTOCHY TOV
gpotnuatoroyiov SF-36 kot oty Ontikn Avaioyikn Kiipokoe (Visual Analogue Scale, VAS) tov
Kvnopoo ftav eniong onpoavtikés oe kébe opdda Bepaneiog Le OLOTEKIVOLUAUTT GUYKPITIKA LE TO
gwkovikd pdppoko. Xtn Merétn Yopiaong 2, n Khpoaka Nocokopeiokov Ayyovg kot KatdOiwyng
(Hospital Anxiety and Depression Scale, Kiipoxe HADS) kot 10 Epotpatordyo Epyacioxdv
[Tepropiopwv (Work Limitations Questionnaire, WLQ) ftav eniong onpovtikd PeAtiopéva oe kébe
opdoa Bepomeiog e OVGTEKIVOVULALTT CLUYKPLTIKE LLE TO EIKOVIKO OAPUAKO.

Popiooixi opbpitido (PSA) (evijlikeg)

H ovotekivoopaumn éxet amoderydei 6ti feATidVEL TO oMUEIR KOL TO GUUTTOUATO, TI COUOTIKN
AELTOVPYIKOTNTO KOt TV GYETILOUEVT e TNV VYeio modTnTa TG {ONG KOl HELDVEL TO TOG00TO e£EMENG
TV Prafdv TV TEppepikdv apbpdoenv og eviihkeg acBeveic pe evepyd PsA.

H acedlelo Kot 1 0moTELECUATIKOTITO TG OVGTEKIVOLUAUTNG a&l0A0yHOnKE 6€ 600 TUYAOTOINUEVEG,
Suthé TVPAEG, eEheyyOUEVES e ElKOVIKO apuako peréteg o 927 acbevelg pe evepyd PsA (=5
oNUATOIELS apBpidoelg katl > 5 gvaicOnteg apBpdoelg) aveEaptnta and ) Bepaneia pe un
oT1EPOELDN] ovTIPAEYLOVDON (NSAID) 1 e TpomomonTikn TS VOGO OvTIpELUATIKN Ogpameio
(DMARD). Ot acBeveic 1OV GUUUETE OV GE OVTEC TIG PEAETES elyav dtayvmotel pe PSA tovddyictov 6
puives Tpwv v évtadn Tovg otig peiétes. Evidydnkav acBeveic pe kébe vrotumo PsA,
ovumeptopfovopusvev e molvapbpikng apbpitidog yopic évosién pevpatoeldmv olidinv (39%), g
oTOVOVAITIONG pE Tepupepikn apBpitida (28%), Tng acOupeTpng mepipepikng apbpitdog (21%), g
amo pecopaioyyikng cvppetoxngs (12%) xat g axpotnpractikig apdpitdas (0,5%). Kar otig dvo
peAéteg move amd to 70% kot 1o 40% twv acBevov elyav evBeoitida Kot daktuAitidoa avtictoyo,
Katd Vv évopén tov peret@v. Ot acbeveig Tuyotomombnkay g Ay VIT0d0PIMS YOPTYOOLUEVNG
ovoteKivoopaumng 45 mg, 90 mg, 1 ekovikov eapudxov Tig Efdopddeg 0 kot 4 akorlovbovpevn omd
yopnynon doong kébe 12 efdopdodes. Iepimov to 50% v acbevodv cuvéyioe T AMyn ctabepov
docemv MTX (< 25 mg/efdopdada).

¥t Meiém 1 yuo v PSA (PSUMMIT 1) kot Mekétn 2 yua v PSA (PSUMMIT 11), to 80% ot t0
86% tov acBevav, avtictoya, iyav AdPetl Oepaneia 610 TapehBOv pe DMARD. Xt MeAétn 1 dev
eMETPAMN M TPpoNyoLUeEVT Bepameio pe avacToréa Tov Tapdyovia vékpwong oykov (TNF)a. X
Meré 2, n mhetoynoia tov aclevov (58%, n = 180) elyoav AdPet Bepameia oto mapehBov pe évan
neplocdtepovg avtl-TNFa mapdyovro(eg), amd tovg omoiovg dvm tov 70% diékoyav t Bepaneia Tovg
ue tov avti-TNFa Aoym EAAetyng amoTelecuatikoOtnTog 1§ dSvcavesiog mov epeavicTnke 0mol0dNmToTE

oTLYU.
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2UELO. KO COUTTTOOUATO,

H Oeponeio pe 0vGTEKIVOLLAUTN 001YNOE GE CNUOVTIKEG PEATIOCELS OTIG LETPNOELS TNG
dpacTNPIOTNTOG TNG VOGOU GE GUYKPIOT| LLE TO EIKOVIKO pdppoko tnv ERdopdada 24. To kvplo
KOTOANKTIKO ONUEID TOV TO TOGOOTO TV AGHEVDY TOV TETLYAV AVTATOKPIOT| KATA TO AUEPTKAVIKO
KoAréyio Pevpotoroyiog (ACR) 20 v EBdopdda 24. Ta Bacikd anoteAéopoto. yio TNy

OTOTEAEGLATIKOTNTO TOPOLGLALOVTOL GTOV TTivake 4 TopaKiTo.

Mivakag 4. ApOpog a60evdv mov atoyay KMviKR avrorokpion oty Msiétny L (PSUMMIT I) ko
ot Meréty 2 (PSUMMIT 1) ywo v Yoprocikny ApOpitida v Efdopdda 24

Merétn 1 e v Yopuocwki

Merétn 2 yua v Yoprocwki

ApOpitioa ApOBpitida

PBO 45 mg 90 mg PBO 45 mg 90 mg
AprOpog
TUYOLOTTON ILEV 206 205 204 104 103 105
@V ac0gvov
Avtandkpion 0 o\e o\e 0 o\e or\e
ACR 20, N (%) 47 (23%) 87 (42%) 101 (50%) 21 (20%) 45 (44%) 46 (44%)
Avtandkpion 0 0L\ 0N o o\ 0410
ACR 50, N (%) 18 (9%) 51 (25%) 57 (28%) 7 (7%) 18 (17%) 24 (23%)
Avtomokpion 0 o\e oL\G o Or\Y OLNY
ACR 70, N (%) 5 (2%) 25 (12%) 29 (14%) 3 (3%) 7 (7%) 9 (9%)
Ap18uog
aolevary ue 146 145 149 80 80 81
> 3% BSA’
Avtandkpion 0 0p\ 0\ 0 AL A
PASI 75. N (%) 16 (11%) 83 (57%) 93 (62%) 4 (5%) 41 (51%) 45 (56%)
Avtandkpion 0 0L\ 0\ o o/\a 0L\
PASI 90, N (%) 4 (3%) 60 (41%) 65 (44%) 3 (4%) 24 (30%) 36 (44%)
SUVOVaGUEV
Avtamokplo M a a a
OAS| 72 fim“ 8(5%) | 40(28%)* | 62 (42%) 2(3%) | 24(30%)* | 31(38%)
ACR 20, N (%)
ApOpdg
ac0svav 154 153 154 74 74 73
<100 kg
Avtandkpion 0 0 o 0 o 0
ACR 20, N (%) 39 (25%) 67 (44%) 78 (51%) 17 (23%) 32 (43%) 34 (47%)
Ap16uog
0o0evav e 105 105 111 54 58 57
> 3% BSA’
Avtandkpion 0 0 o o 0 0
PASI 75, N (%) 14 (13%) 64 (61%) 73 (66%) 4 (7%) 31 (53%) 32 (56%)
AprOpog
ao0evav 52 52 50 30 29 31
> 100 kg
Avtamdkpion 0 0 o o 0 0
ACR 20, N (%) 8 (15%) 20 (38%) 23 (46%) 4 (13%) 13 (45%) 12 (39%)
Ap16uog
aolevary ue 41 40 38 26 22 24
> 3% BSA’
Avomokpion 2 (5%) 19 (48%) | 20 (53%) 0 10 (45%) | 13 (54%)

PASI 75, N (%)
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*p<0,001

Pp<0,05

Y p= NS

3 Ap1Budg acBevav pe > 3% BSA mpooPody empdvetag déppatog and yopiaon kot mv évapen Tne nekétng

O avrtamoxpiceic ACR 20, 50 kot 70 g€axorovOnoay vo Bertidvovtar 1} dtatnpnOnkay uéypt tnv
EBdopdoa 52 (Mehétn 1 kot 2 yio tnv PsA) kot tnv EBdopdda 100 (Merém 1 yuo tnv PsA). Xt
Merét 1 yio v PsA, avtanokpiceic ACR 20 v Edopdda 100 enetevydnooav and to 57% ko
64%, ota 45 mg kot Ta 90 Mg, avrtictoro. Ztn perétn 2 yio v PSA, avtarokpiceic ACR 20 v
EBdopdoa 52 enetevynooav amod to 47% kot 48%, ota 45 mg ko 90 mg, avrtictoyyo.

To 1060616 TV 0GOeVOV TOL TETVLYOV AVTATOKPLOT KATA TO TPOTOTOINUEVE KPLTHPLO AVTOTOKPLONG
vy v PsA (PsARC) fitav eniong onUovtikd LEYUAVTEPO GTIG OLADES TG OVGTEKIVOVLAUTNG GE
oLYKPLoN pE TO ekovikd eappako v ERdoudda 24. Ot avtamokpiceic PSARC dwotnpnnkay péypt
g EBdopddec 52 war 100. 'Eva vynidtepo 1060610 0oBeVAOVY TOL E1Y 0V GTOVOLAMTION LLE TEPLPEPIKT
apBpitida ¢ KHPLo EKONAMON KoL AVTILETOTIGTIKAV LE ovaTeKvovudumn, enédei&ay 50 kat 70 toig
ex0to Peltioon pe Paon tig Pabuporoyieg Tov Agiktn Apaoctnpotnrog AYKVA®TIKNG ZmTovOLMTIONG
Bath (BASDAI) cvuykpirikd pe 1o gicovikd oappako v EBsopdda 24.

Ot avtamokpicelg mov mopatnpiOnKoy 6Tig opddeg mov EAafav Bepaneio [Le OVGTEKIVOLHAUTT NTAV
TapOUolEG avapesa 6Tovs acbeveic Tov EhaPav kot 6tovg acheveic mov dev Eafav Tavtdypova MTX
Kot drtnpnOniay péypt tig ERdopddes 52 kar 100. Or acBeveic mov giyav Adpet 6to mapehbov
Oepamnceio pe mapdyovieg avti-TNFa kot EAafov ovoTEKIVOUUAUTN TETLYOV LEYAAVTEPT OVTATOKPION
v EBdopdda 24 o€ oyéon pe toug acbeveig mov Erafav eikovikd edppoko (n avromdkpion ACR 20
v Epdopdda 24 yia ta 45 mg xor ta 90 mg fjtav 37% wor 34%, avtiotoyo o€ GOYKPION LLE TO
gkovikd edppoko 15%, p < 0,05) kat ot avtamokpioelg dtotnpnOnkay péypt tnv ERSopndada 52.

> Mekém 1 ywo v PsA, yuo tovg acBeveic pe evBeoitida Kavn daxtuAitidon katd tnv évapén g
LEAETNG, mapaTnpOnke onuavtikn Peitioon ot Pabuoioyio tng evBesitidog kot Tng SAKTLAITIONG
OTIG OULAOEG TNG OVOTEKIVOVUAUTNG GE CUYKPLOT LE TO €KOVIKO dpuako v ERdopdoa 24. X
Merém 2 yia v PsA mapatnprnke onpoavtikn Bertioon ot Pabuoroyia tng evheoitidog kot
aplBuntikn Pertioon (Un oTOTIOTIKA ONUOVTIKY) oTN Babproloyia TG daKTLAITIdNG OTNV Opdd TG
ovotekvoopaumnc 90 mg oe cuykpion e 1o eikovikd appaxo v EBdoudda 24. Ot fektidoeig ot
Babuoroyia g evleoitidog kot 6t Pabuporoyia g daktvAitidag dratnpnonkoy uéypt Tig
efdopdoeg 52 won 100.

Axtivoloyikn Aviaroxpion

Ot dopkég PAAPeg TOGO ota xEPLo 660 Kot oTa TOSLN EKPPACTNKAV MG OAANYT] GT] GUVOALKN
Boabuoroyia van der Heijde-Sharp (Babuporoyia VdH-S), tponomomuévn yio tnv PSA pe thv npocbnikn
TOV GO LEGOPOUAAAYYIKOV apOpDCEDV TOV XEPLOV, GE GYECT e TNV Evapén g uerétng. Ae&nyon
pio Tpokafoplouévn OAOKANPOUEVT OVAALGT] GLVIVOGUOD TMV dedOUEV@V amtd 927 dTopa Kol 6T
Merétn 1 kou o1t 2 yia v PsA. H ovotekivoopaunn onpeimoe pio oTaTioTikd onHavTiKy peimon
670 T0606TO e£EMENG TNC SoUIKNG PAAPNG GE GYECT LLE TO EIKOVIKO QAPLOKO, OTMG LETPNONKE pe TN
petafoin and v Evapén g nelég éog v ERdoudda 24 6t cuvolikn tpomomomuévn vdH-S
Babuoroyia (nécog 6pog Pabuoroyiag + SD frav 0,97 + 3,85 onv opdda Tov EIKOVIKOL GapUAKOV GE
oyéon pe 0,40 £ 2,11 kot 0,39 + 2,40 otig opddec g ovotekvoopdunng 45 mg (p < 0,05) ko 90 mg
(p <0,001), avtictoya). To anotérecpo avtd Tpoékvuye and ) Merét 1 yia v PsA. To
amotéleoua Bewpeitar 6T amodekvdeTal avesaptnta and v Tavtdypovn xpnon MTX kot
Sratnpnonke £mg Tig fdouddec 52 (ohokAnpmuévn avaivon) kot 100 (Merétn 1 yuo tv PSA).

ZOUOTIKT] ASITOVPYIKOTHTO. Kol TO10THTO (WIS TOV Oy ETICETAL UE TNV VYELO,

Ot acbeveic Tov ElaPav Oepomeio pe oVOTEKIVOLUAUTT £6E1EAY ONUOVTIKT PEATIOON GTN GOUATIKN
AertovpykoTnTa, 6mme a&loAoyndnke pe 1o Epotuoatoloyio A&iohdynong g Yyeiog-Agikt
Avamnpiag (HAQ-DI) v EBdopdda 24. To 1060616 TV ac0EVHY OV TETUYOV KAVIKG GNULOVTIKY
Beitiowon > 0,3 ot Pabporoyioc HAQ-DI and v évapén tng peréng ntav emiong onuovTicd
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UEYOAVTEPO GTIG OLLADEG TNG OVGTEKIVOVLLAUTNG GUYKPITIKA LE TO E1KOVIKO pdapuako. H Beitioon ot
Babuoroyia HAQ-DI amd v apykn Ty Satnpndnie péypt tic efdopdadeg 52 won 100.

Hopatnpnnke onpovtikn fertioon otig fabuoroyieg DLQI oTic opddes TG OVGTEKIVOVUAUTTG GE
GLYKPLOT LE TO €IKOVIKO pdppako tnv ERdopdda 24, | onoia dotnpndnie péypt 1ig EBoopadeg 52 ko
100. Xt Meiém 2 yia v PsA mapatnpnibnke onuavtikn Peitioon otig Babpoloyieg Agitovpyikng
AZloldynong g Oepaneiog yio Xpovia Noco - Konwon (FACIT-F) otig opdoeg g
OVGTEKIVOVULAUTING GE GUYKPLIoT UE TO EIKOVIKO @dpuaxo tnv ERdopndada 24. To 060016 TV acbevmv
OV TTETVYOAV KAVIKA onuavTikn Bedtioon otnv kénwon (4 povadeg otn FACIT-F) ftav eniong
ONUAVTIKA LEYOADTEPO GTIC OUAOEG TNG OVOTEKIVOVUAUTNG GE GUYKPLOT LE TO EKOVIKO dppako. Ot
BeAtidoelg otig Pabuporoyieg FACIT dwatnpndnkav uéypt tnv Efdopdada 52.

Howwarpikde TAnOvopde

O Evponaikog Opyaviopoc Papudkov £xet ddoel avaforn and v vmoype®ot) VIOBOANS TV
OTOTEAECUATOV TOV PEAETMV LE TNV OVGTEKIVOVUAUTY GE Hid 1] TEPIGCOTEPES VITOKATIYOPIES TOV
TodLTpIkoy TANBLGHOD pe veavikn Wtomadn apbBpitda. H mpoyspucpévn cvckevn tHmov mévag oev
&xel peretn el otov ToudtaTpikod mAnbvoud e yopiaon Kot dEV GUVIGTATOL Yio YP1ON Ao
TodLTPIKoE acbeveic.

Nooog tov Crohn

H acpdieia kot 1 amroTEAECUATIKOTNTO TG OVGTEKIVOVUAUTNG aE10A0YNONKOY OE TPELS
TUYOLOTOMNUEVEG, OITANL TOQAES, EAEYYOUEVES LE EIKOVIKO QAPLLOKO, TOAVKEVIPIKEG LEAETEG OE
evnikes acBevelg pe petpimg éwg cofapd evepyn voco tov Crohn (Bobporoyio oto Agikn
Evepydtrag g Nocov tov Crohn [CDAI] > 220 kot < 450). To mpdypappo KMVIKAG avamTTuENng
nepAaupave 600 peiéteg 8 efdouddwv evdoréPiag emaywyng (UNITI-1 kou UNITI-2),
akolovBovpeveg and pia LeAEt 44 gfdopadmv VTOdOPLNG TVYULOTONUEVNS OTTOGLPOTG GUVTHPNONG
(IM-UNITI), mov avtimpoocdrevay 52 efdopddeg Oepamneiog.

O pedéreg emayoyng mepthaupavay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPOTEVOV KATAANKTIKO GNUELO KO Y10 TIC OO PUEAETEG ENOYWYNG TAV TO TOGOGTO CUUUETEXOVIMV HE
KAvikn avtondkpion (opiotnke og peiwon g Pabuoroyiag CDAI > 100 Babpovg) v efdopdda 6.
Agdopéva amoTELECUAUTIKOTN TG CLAAEYON KAV Ko avaAvOnKay £mg v efdopdda 8 Kot yia Tig dvo
perétec. H tavtoypovn xopfynomn and 6TOUATOS KOPTIKOGTEPOEIOMV, AVOGOPPLOUIGTIKGY
TOPAYOVIOV, OLLVOCOUMKVAKOV Kot avTIloTik®V emtpendtay kot 75% tav acbevdv cuvéyicay va
AapBavovv TovAdylotov €vo amd avtd ta eappoko. Kot otic 600 peléteg, ol aoheveic
ToyotomomOnkav vo Adfouvv pia pamal evooeAEfia xopnynom tng cLVICTM®UEVNG dtaaduiopuévng
(tiered) d60mg TV Tepimov 6 mg/kg (BAéne mapdypapo 4.2 g [IXIT tov WEZENLA 130 mg mokvo
SiAvpa Yo TapacKeLT SIADIOTOS TPOG £yXvoT), pia oTabepr| d6on 130 mg ovotekvovpdunn M
EIKOVIKO PapuaKo Ty efdoudda 0.

Ot acBeveic otn perétn UNITI-1 elyav amotoyet 1 elyav eppavicet ducavetio o€ mponyovpevn
Oepaneio pe avti-TNFa. [Tepimov 48% tav acbevav elyav amotoyel pue 1 mponyoduevn Bepomeio pe
avtt-TNFa kot 52% elyav amotiyet pe 2 1 3 mponyovueveg Bepamneieg pe avti-TNFa. Ze avtiv )
perén, 29,1% tov acbevav eiyov avemapkn apyikni aviomdkplon (Tp®mTeEVdVTOS Un
avTomoKpvopevot), 69,4% avtamoxpifnkoy aAld Exacay TV ovIondkpion (SEVTEPELOVTIMS U
avtamokpvopevol) kot 36,4% elyav dvcaveéio otic Oepaneiec pe avri-TNFa.

Ot acbeveic o perétn UNITI-2 eiyav amotoyel o TovAdyiotov pio copPatikr Oepaneia,
GUUTEPILOUPOAVOLEV®V TOV KOPTIKOGTEPOEWMV 1] TOV AVOGOPPLOUGTIKOV TapayovImV, Kot eite dgv
giyov AaPet oto Topeldov avti-TNF-a (68,6%) cite siyov MaPet oto moapeAdov Oepameio pe avti-TNFa
oALG dev anétuyav (31,4%).

Tooo ot perétn UNITI-1 660 xon otn perétn UNITI-2, 10 060010 TV acbevav mov epuedvile

KAVIKT 0vTOTOKPIoT Kol VYEST NTOV CNUAVTIKA LEYOAADTEPO GTNV OUAW TNG OVGTEKIVOVUAUTNG
£VOVTL TOV EKOVIKOV Qapudiov (BA. mivaka 5). H khvikn avtomdkpion Kot 1 VQEST TOV OTLOVTIKEG
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Nnon amod v eRdopdda 3 otovg aobeveic Tov AGUPUVAY OVGTEKIVOVUAUTT KOl GUVEXIGOY VO
BeAtidvovtan £mg v ePSopdda 8. Xe avTéc TIg LEAETEG EMAYMYNG, 1) OMOTEAEGUATIKOTNTA T TOV
vyNAGTEPN Kot ot prOnke teptocdTEPO 6TV opdda ¢ drfadicpévng (tiered) d6omg, oe
oLYKpLon pe TNV opdda mov Eaafe tn 66om twv 130 mg, kot cuvenmg 1 defaducuévn 66om gival n
GLVIGTAOUEVN EVOOPAEPLO OOOT EMAYMYNG.

ivakeg 5. Emayoyn kMvikig avrtanokpiong kot vgeong otn perétn UNITI-1 kol oty perétn
UNITI 2

UNITI-1* UNITI-2**
Ewoviké ZOVIGTONE Ewoviko YuvieTONEY
PapRUKO ooon PAapLUKO o6om
N =247 0VGTEKIVOVPGPTY N =209 | ovotekivoopausn
N =249 N =209
Khlwvikn 'Yoeon, eBdouddo 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"

KMvikn Avtamokpion

(100 BoBuiod). sBooa 6 53 (21,5%) 84 (33,7%)" 60 (28,7%) | 116 (55,5%)"

KAwikn Avtondkpion

(100 BoBriod). spdontdo 8 50 (20,2%) 94 (37,8%)" 67 (32,1%) | 121 (57,9%)"

Avtanokpion 70 Babumv,

Y 04)B 0 AL
£Bdopdd0. 3 67 (27,1%) 101 (40,6%) 66 (31,6%) 106 (50,7%)

Avtandkpion 70 Babumv,

0 04)B 0 0/
<BBout3 6 75 (30,4%) 109 (43,8%) 81 (38,8%) 135 (64,6%)

H icuvikn veeon opiletar wg Pabuporoyio CDAI < 150. H khvikn avtandkpion opileton ¢ peimon g
Badporoyiog CDAI katd TovAdyiotov 100 Babpodc 1 ¢ Topovcio KAVIKNG VPESTG

H avtamoxpion 70 Babuodv opiletar w¢ peimon g fadporoyicg CDAI kotd TovAdyiotov 70 Babovg
* Amotuyio og avti-TNFa

** Amotuyia ot cvpPotikn Oepaneio

*p<0,001

Pp<0,01

2t pedétn ovvinpnong (IM-UNITI), a&oroyrtnkav 388 acbeveic mov métuyay KAMVIKY avtamdkpion
100 BaBumv v efdopdda 8 g enoywyng ue ovoteKvoopdunn otig peréteg UNITI-1 ko UNITI-2.
Ot acBeveig ToyoromomOnkay va Aadfovv vrodopa aymyn cvvtipnong pe 90 mg ovoTeEKIVOLUAUTTY
K0 8 efoopadeg, 90 mg ovotekivovpdunn kabe 12 gfdopnddeg 1 etkoviko eapuaxo yio 44 fdouddeg
(y1o T ovvioTdpev docoAoyia cuvtipnong, PA. mapdypago 4.2).

ZNUavTKd vyMAdTEP TOGOGTA acHevmV dlaTpPNoaY KAVIKT DOECT Kol AVTOTOKPLOT| OTIS OLLAOES TTOV
MooV OVGTEKIVOVUGUTT GE GOYKPLOT] LE TNV OLLAS0. TOV EIKOVIKOD @apudicov tnv efdopudda 44 (BA.
mivaka 6).

Hivaxag 6. Alatipnon ™G KAVIKIG avTamokpilong Kot veeong oty perétny IM-UNITI
(cpoopnddo 44, 52 gfdopnddes amo v Evapén e H66MG ETAYOYNGC)

Ewoviko 90 mg 90 mg

PapLOKO* OVOGTEKIVOUPLGUTT] | OVGTEKIVOUUGUTN
Ka0g KaG0g

8 efoopdosg 12 epoopdosg
N = 1317 N = 128f N = 1297

KMvikn veeon 36% 53%" 49%°
KMvikn ovtomokpion 44% 59%° 58%"
KMvikn v9eon yopic KOpTIKOGTEPOEIOEG 30% 47%" 43%"
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Ewoviko 90 mg 90 mg
oappoxo* OVGTEKIVOVRGUTY | OVOGTEKIVOUPGNTTY)
KGO0 KGO
8 efdopadeg 12 epfdopdoeg
N =131f N = 1287 N = 129f
KAwvikn vpeon o€ acheveic:

OV TGV OF VQEOT K0Th TV £vapSn 46% (36/79) 67% (52/78)" 56% (44/78)
g Bepomeiog cuvtipnong
oL elonyOnoav amd T perét 0 0 v 0
CRD3002" 44% (31/70) 63% (45/72) 57% (41/72)
OV deV £ovV AAPel 61O TOPEADOV 0 0 v o
- TNFa 49% (25/51) 65% (34/52) 57% (30/53)
7oV glonyOncav amd ™ HeAET 0 0 0
CRD3001° 26% (16/61) 41% (23/56) 39% (22/57)

H kv vpeon opiletan og Babuoroyio CDAI < 150. H kAvikn avtamdkpion opileton og peiwon g
Badporoyiog CDAI katd TovAdyiotov 100 Babpode 1 g Tapovsio KAVIKNG VPEONS

* H opdda Tov eikovikov papprakov nepthdpupave acbeveig ot omoiot epeaviov avtamdkpion ot
OVLOTEKIVOLULAUTY| Kot TVYotoTomOnKay va AdBouvv eucovikd eappaxo katd tnv Evapén g Bepomeiog
GUVTIPNONG.

T AcBeveic mov epedviCov Khvikh avtamdkpion 100 Babudv 6Ty 0VeTEKIVOLPAURT KaTd THY £vapén g
Oepomeiog cvuvinpnong

¥ AcOeveic mov amétuyav e T cvpPortikn Oepaneio arrd oy pe ) Oepaneio pe avti-TNFa

§ AcBgveic mov gpgavifovy avBektikdTnTa/Svcoveéio otovg avti-TNFa

*p<0,01

Pp<0,05

Y ovopootikd onpavtiko (p < 0,05)

> perém IM-UNITI, 29 and tovg 129 acbeveig dev datripnoav Ty oviandkpion otny
OVGTEKIVOLUAUTN pe TN Ayn Oepameiag kKabe 12 gfdopddeg Kot ETLTPAUTNKE 1) TPOGAPLOYN TNG 6OCNG
mote vo, Adfovv ovotekvovpdunn kabe 8 efdopddes. ATOAEW OVTOTOKPIONG OPICTIKE MG,
Babporoyioa CDAI pe BaBuove > 220 kot avénon > 100 Babudv ond v fadporoyio CDAI katd v
évapén. Xe avtoig Toug acbeveic, KAvikn Voo enttevydnke og 41,4% tov acbevadv 16 efdoudadec
LETE TNV TPOGOPLOYT TG OOoMG.

Ot aoBeveic mov dev epedvilov KAVIKN avTamdKpion GTnY XYY HE OVGTEKIVOVUAUTN TNV
gfdopdda 8 tov peretdv emaywyng UNITI-1 kot UNITI-2 (476 acbeveic) stonybnoav 6to un
ToYOOTOMUEVO TUAH TG peétng ovvtnpnong (IM-UNITI) kot éhafov pia vroddpia Eveon 90 mg
OVGTEKIVOVLLATT GE 0VTO TO YPoViKO onpeio. Oktd efdopnddeg apyotepa, 50,5% tov acbevav
TETLYOV KMVIKT oVTOTOKPLoN KOl GLVEXLGAY va AauBdavouv T d6on cuvinipnong kabe 8 efdouddeg —
amd aVToVg TOVg aebeveig Tov cuVE GOV TN dOGT GLVTIPNOTG, N TAELYNPio dSlTPNoOY TV
avtanoxpion (68,1%) kot métuye Vpeon (50,2%) v efdopdda 44, 6 TOGOGTA TOL MTAV TOPOUOLN LLE
ToVG acbeveic TOL OVTOTOKPIONKAY OPYIKE GTNV EXOYDYN LE OVGTEKIVOLUGLUTT.

Am6 Tovg 131 acbeveig mov avtamokpifnkay otV ETOYOYN L€ OVGTEKIVOVUAUTY], KOl TTOV
TUYOMOTTOBNKAY GTNV OULAS TOV EIKOVIKOD QUPLAKOL 6TV £vopén TG LEAETNG GUVTIPNONG,
51 éyacav otn cuvéyela v avtomdkplon kot Ehafav 90 mg ovoTeKvoLUAUTN VITodoping KabE
8 efdopades. H mieioynopio tov aclevov mov éxacay tnv aviandkpion kot Eavasekivnoay v
OVGTEKIVOLLLAUTT TO £Kavay avTd eviog 24 efoopddwy amd v £yyvon enaymyNg. ATd avTovg
tovg 51 acbeveig, 70,6% méTuyav KAk avtamokpion kot 39,2% wétvyay KAVIKN

Voeomn 16 efdonddeg PeTd T AYN TG TPAOTNG VTOSOPLUG dOGTC TNG OVGTEKIVOVUAUTTG.

2 perétn IM-UNITI, ot acBeveic mov odokAnpmcay tn pHeAétn émg v efoondda 44 tav
KaTdAANAOL Yio vo cuveyicovv T Beponeio oe pia pelém enéktaonc. Metald tav 567 acbevav Tov
glonABav kot EAaPav Bepameio Le OVGTEKIVOLUAUTN GTN LEAETT) EXEKTACTG, 1] KAVIKT DOECT KOl
OVTOTOKPLoT YEVIKA dtatnpronkay £og tnv efdopdda 252 1660 6ToVE 06OEVEIC TOV ElyoV ATOTOYEL e
Oepaneiec -TNF 060 kot o€ gkeivoug mov glyav amotvyel pe cupPotikég Oepameies.
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Agv gvtomiotniay véa BEpoTo acalelag o€ avTn TN HEAETN erékTaon e Bepaneio dSibpkelog £
5 ¢t oe aoBeveig pe vocso tov Crohn.

Evédooronnon

H evdookomikn ewdva Tov Prevvoydvov a&lohoynnke oe pio vropehétn og 252 acBeveic mov giyav
KATOAANAN EVOOOKOTIKY vEPYOTNTA TNG VOGOL otV évapén. To mpwtedov Katainktikd onpeio nrav
N petaPorn, o oyéon pe v Evapén, oty Arlomomuévn Babporoyia Evdockomikig Bapdtntog
Noéoov yua 1 voco tov Crohn (SES-CD), o oovBetn Babuoloyia oe 5 e1Ae0-KOMKE TUNLOTO, TOV
mePAapPaveL TNV Tapovsio/to péyedog EAK®V, T0 TOGO0TO PAEVVOYOVIKNG EMIPAVELNG TOV KOAVTTETOL
oo €AKT), TO TOGOGTO PAEVVOYOVIKNG ETPAVELNS TOV TTPocPdAiletor amd drheg PAaPeg kat TV
TOPOLGIO/TOV TOTO GTEVEOOTC/oTEVOpdT®Y. Tnv efdopdda 8, HeTd and o epdnas 600 ETOYOYNGC, M
petafoin g Babuoroyiag SES-CD ftav peyadvtepn oty opdda tg ovotektvovpdunng (n = 155,
péon petaforn = —2,8) and 0,Tt otV opdda Tov £1KOVIKOD eappakov (n = 97, uéon petaforn = —0,7,
p =0,012).

Avramoxpion ovpryyiwy

e po vroopdda acOevdv pe mapoyetevdpueva cupiyyla otny £vapén (8,8%, n = 26), 12/15 (80%) and
TovG aebeveic Tov AAUPOvVAY OVGTEKIVOLUAUTY TETVYAY OVTUTOKPION TOV GLPLYYImV G

dudotnua 44 efdopadwv (opiotnke g > 50% peiwon Tov aptdod TV TapPOYETEVOLEVOV GLPLYYIOV,
og oyéon pe TV Evopén TG HeAETNG emaymyng), Evavtt 5/11 (45,5%) and tovg acbeveic mov Adpupovay
EIKOVIKO PApLOKO.

Toi1otnta {wnc mov oyetileral ue v vysia

H mowdtta {mng mov oyetileton pe v vysio a&lodoynonke pe to Epotnuoatoidyto yia
Ddreypovndn Noco tov Eviépov (IBDQ) kot to epatnuatordylo SF-36. Tnv fdoudda 8, ot acbeveig
OV AGUPOVEY OVGTEKIVOVUAUTT] TOPOVGINGOV GTUTIOTIKMG CNUOVTIKG HEYOADTEPES KO KAIVIKA
oNUAVTIKEG BeATIOOELS TNG GLVOAKNG Babuoloyiag IBDQ kot tng Xvvortikhg Babupoioyiog tng
Yoyung Xvvictocog tov SF-36 1600 ot perétn UNITI-1 660 ko otn perétn UNITI-2, kobmng kot
o™ Zuvontikn] Babpoloyia e Zopatiig Zuvictdcog Tov SF-36 ot pedétn UNITI-2, og cOykpion
Le 10 eikovikd eappako. Ot BEATIOGEIS 0VTEG YeEVIKA dtaTnpnOnkay kaAdtepa otovg acbeveic Tov
AdpBoavav ovotektvoopdunn otn perétn IM-UNITI éwc v efdopdda 44, oe cOYKPIOT LLE TO EKOVIKO
eappako. H Beltioon oty motdtnto {ong mov oyetiletal e TNy vyeio yevikd dotnpnonke ot
duipkela TG emEKTAOTG EmG TNV gfdopdda 252.

Avocoyovikdtnto

Kotd ™ dibpkela g Bepaneiog e OVOTEKIVOVUAUTT EVOEXETOL VO AvOTTTUYXHOVV OVTIGOUOTO EVOVTL
TG OVGTEKIVOV UAUTNG KO TO TEPLGGOTEPO Eivarl e&ovdeTepTikd. O oyNUOTIGHOG anti-
OVGTEKIVOLULAUTY AVTICOUAT®OV oxeTiletar T0c0 pe avénpévn Kabopon 0G0 Kol e LELWUEVT
OMOTELEGUOATIKOTNTA TNG OVOTEKIVOLUAUTNG, EE0POVUEVDV TV acbevdVy pe voco tov Crohn otoug
omoiovg dev mapatnpNOnKe Lel®OT GTNY AMOTEAEGHOTIKOTNTA. ALV VITAPYEL TPOPAVIG CLGYETION
ueta&H g Topovoiag anti-oVeTEKIVOLUAUTT OVIICOUATOV Kal TG EPPaviong avTidpdoswy ot BEon

™mg éveong.

Toudazpucdc Tinbvoudc

O Evponaikoc Opyoaviopuog oapudkmv Exel 0MGEL avaBoAn amd TV VIOXPEWST) VITOPOANG TV

OTOTEAEGUATOV TOV LEAETMOV LLE TNV OVGTEKIVOVUAUTN GE o 1] TEPICCOTEPES VITOKATIYOPIES TOV
madTpikod TAnBvouov yia ™ voco tov Crohn. H mpoyspicpévn cvuokeun tonov névag dev £xel
peAetnfet oTov TodaTpiKd TANBvoU Kot dEV GUVIGTATOL Vi Yo amd TodlaTPIKovg acheveic.
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52 ®@appoxokivnTiKEG 1010TNTES

Amoppoonon

O d1apecog xpdvog yio TV emitevén TG LEYIOTNG GVYKEVTPWOOTG 6TOV 0p0 (tmay) NTaV 8,5 Nuépec petd
mv gpana& vrodopia yoprynon 90 mg oe vy dropa. Ot SIGUECES TYES tax TNG OVCTEKIVOUUALTNG
émerta amd o epamag vrodopia yoprynon eite 45 mg gite 90 mg ot acheveic pe yopiaon Nrov
oLYKpIoES e eKelveg OV TTapatnpHOnKav g vy dTopa.

H andivtn Prodabecitdtra TG OVGTEKIVOLUANTNG EELTa Ao Lo EQATAE VTOJOPL YOPTYTON
extyumbnke ot rav 57,2% oe acbeveic pe yopioon.

Koatavoun

O 81Guec0g OYKOG TNG KATavoung Kot tn didpketa g teMkng edong (V2) énerto and po epamos
evoopAEPLO Yopynon o€ aobeveic ue yopiaon kopdvinke amd 57 £og 83 mi/kg.

Buopetaoynuatiopudc

H axp1png petaforikn 036¢ TS 0VGTEKIVOLUAUTNG EtVOL AYVOGTT.

Amofoin

H didpeon ocvotpotikn kdBapon (CL) érerta and pia epdnal evoopréfia xoprynon oe acbeveig pe
yoploon Kopdvinke and 1,99 éoc 2,34 ml/ nuépo/ kg. H didpeon nuiceia {on (ty) TG
OVGTEKIVOVHAUTNG NTay Katd Tpocéyyion 3 efdouddeg o aceveic pe yopioon, yopraciky apdpitido
N v6c0 tov Crohn, kopovopevn amd 15 £wg 32 nuépeg oe OAEG TIG LEAETEG Y10l TNV YOPIOOT) KL TV
Yoplaoikn apbpitida. e po QopuoKoKvnTIKn avaivon tAnfucpod, n pawopevikn kdbapon (CL/F)
Kot 0 pavopevikog oykog katavoung (V/F) nrav 0,465 Imuépa ko 15,7 1 avtictoyya o aobeveig pe
yopiaon. H CL/F tg ovotekivoudunng dev ennpedotnke amd 1o guA0. H pappuakokivnTiki
avdAvon TAnbvouo £deiEe 0T VN PEE TAOM TPOG Lo LEYOADTEPT KAOOPGT TNG OVGTEKIVOVUAUTNG GE
aocBeveic mov Ppébnkav Betucol PETA TOV ELEYYO Y10 OVTIGOUOTO GTNV OVGTEKIVOLULALLTT.

T'poppukdnro d6onC

H ovotnpotikn £kbeon g ovotekivoupdpnns (Chpax kot AUC) avénonke katd évav avoloykd pe
d0oM 1pomo Enerta omd pia epdmat ev8o@ALBio yoprynon ot d6ceig mov kopavonkav arnd 0,09 mg/kg
¢m¢ 4,5 mg/kg 1 énerta amd o epamas LToddpLO XOPNYNON 6 SOGEIG TOV KLUAVOTKAY KOTA
wpocéyylon and 24 mg émg 240 mg oe acheveic pe yopiaon.

E@dmo& 66on Evavtt moAarAdv 006wV

To TpoPil cLYKEVTP®GNC GTOV 0P TNG OVGTEKIVOVUAUTNG GE GYECT] LE TO XPOVO NTAV YEVIKA
TPOPAEYLO ETELTO OO XOPNYNOELS £QATAE 1) TOAAUTAGY VTOdOPLOV dOCEWMY. XTOVG 0IoOEVELS e
Yopiaoen, 0l GLYKEVIPMGELS TNEG OVGTEKIVOVUAUTNG GTOV 0pd GE 6TadEPT] KOTAGTUGT EMLTEDYONKOV
péypt v EBSopdda 28 petd tic apyikég vrodopieg 06c€lg 6Tig efdopddeg 0 kat 4 axorovBovpeveg
amd 06o¢elg Kabe 12 gfdopndadec. H didpeon katdtatn cvykévipwon o€ atafept) KOTAGTAOT KOPAVONnKe
a6 0,21 ug/ml émwg 0,26 pg/ml (45 mg) kat o6 0,47 pg/ml £wg 0,49 pug/ml (90 mg). Agv vipée
EUPAVIG CLGCOPEVGT GTN CLYKEVTPMGT TN OVGTEKIVOVLAUTNG 6TOV 0p6 € BABog xpovov KaTd TNV
VIodopLo. Yoprynon kébe 12 efdopdosg.

Y& aoBeveic pe vooo tov Crohn, petd amd po evooeAéPia 66om ~6 mg/kg, Eekivdvtag amd TV
gfdoudda 8, yopnynbnke vrodopia docr cuvtripnong 90 mg ovotekivoopaunn kabe 8 1 12 efdopddeg.
H ovykévipmon g ovoTeKvoupAUTNG o€ oTafepn] KOTAGTAOT emTELYONKE £00C TNV Evapén TG
devTePNG 060N cLVTHPNONG. Xe acbevelc e voco Tov Crohn ot SIAUESES KOTDTATEG CVYKEVIPDGELS
otabepng katdotoong kKupaivovtay amd 1,97 pg/ml éwg 2,24 pg/ml kou amd 0,61 ug/ml éwg

0,76 pg/ml yia ta 90 mg ovotextvovpdunn kdbe 8 efdopdadec 1| kabe 12 efdopnddes, avriotoiymg. Ta
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KOTOTOTO EMITESD TNG OVGTEKIVOVUAUTNG 6€ oTafePT] KOTAGTOGT T0 0moia Tpogkvyav amd to 90 mg
OVLOTEKIVOLUAUTN KGO 8 eBdopddeg oyeTioTnKaY e VYNAOTEPA TOCOGTA KAVIKNG VPECTG, G
oLYKPLON HE TO KOTOTOTO ENineda o otabepn| katdotaor petd amd 90 mg kabe 12 gfdopddec.

Exidpoon tov Bapouc 6th OopUOKOKIVIITIKA

Xe Ho QOPUAKOKIVITIKY ovaAvon TANBuGHoD oty omoia yproipomomidnkay dedouéva omd acheveig
UE Yopiaon, To couatikd Bapog Ppédnke va eival 1 To oNUOVTIKE GVUPETAPANT] ToV ennpedlel TV
KkéBapomn g ovotekvovpdunne. H péon CL/F og acBeveig pe Pépog > 100 kg nrav xatd
npocéyyon 55% vynAotepn o€ cOyKplon pe Tov acevav pe Bapoc < 100 kg. O péocog V/F og
acBeveig pe Bapog > 100 kg tov katd tpocéyyion 37% vynidtepog 6€ GUYKPIOT| UE TOV AcOEVOV e
Bapog < 100 kg. Ot péceg KATOTATEG GLYKEVIPAOGELS TNG OVGTEKIVOVUAUTNG OTOV 0pO € aobeveig pe
vymAdTepo Bapog (> 100 kg) otnv opdda tov 90 Mg ftav cuykpicwues pe ekeiveg o€ acbeveic pe
younAotepo Bapog (< 100 kg) otnv oudda tov 45 mg. [Mopopoto anoterécpota EAn@Oncay and pio
eMPEPAIOTIKT POPHAKOKIYNTIKY ovaAvoT TANOLoHOL 6TV omoia ypnoiomofnkay dedopéva amd
aocBeveic pe yoprooikn apbpitida.

IIpocapuoyn TS ocvyvoTNTAC YOPTYNONC TOV 00GEMV

Xe aoBeveic pe voco tov Crohn, pe Bdon ta mwapatnpodpeve dedopéva kat Tic avaivcelg PK
TANOVGLOV, 01 TVYALOTOINEVOL GUUUETEYOVTEG TTOL £XOGOV TNV aVTATOKPLIoN ot Bepaneio siyov
YOUNAOTEPES GVYKEVTPDOELS OVCTEKIVOVLALTNG GTOV OPO GE GLVAPTNON LLE TO YPOVO GE GUYKPLON UUE
TOVG GUUUETEXOVTES TTOV gV EYOcaV TNV avIamdkpion. X vocso tov Crohn, n Tpocappoyn g d6omng
am6 90 mg kaBe 12 efdouddeg og 90 mg kdbe 8 efdouddeg cuoyetionke pe aHENOT TOV KOTOTOTOV
GUYKEVIPAOGEWMV TG OVGTEKIVOVUAUTNG GTOV 0pO KOl ELAKOAOVON aOENOT| TNG ATOTEAESLATIKOTNTAG.

Edwoi tAnfvopoi

Agv vtapyovv S1oBECIIN POPLOKOKIVITIKG 0EO0UEVA GE 0IGOEVELG UE LEIOUEVT] VEPPIKT 1| NTTOITIKY|
Aettovpyia. Agv Exovv dte&oyBel e10ucég perétec oe NMKIOUEVOLS aoOevelS.

H gpoppokokiyntikn g oveTeEKIVOLUANTNG fTaV YEVIKA cuyKpioun petald AGLoT®V Kot Un-AcloTmv
acfevav pe yopioon.

Y& aoBeveic pe vooo tov Crohn, 1 petafAntoémra oty KGO TG OVGTEKIVOVUAUTTG EXNPEACTIKE
oo T0 COUOTIKO BApos, Ta eMimedn ASVK®UOTIVIIG 0poD, TO VA0 KOl TNV TOPOLGI0 AVTICOUATOV
£VAVTL TNG OVOTEKIVOLUAUTNG, EVD TO COUATIKO BApog NTav 1 KOPpLo CLUUETARANTH TTov nnpéale Tov
oyko katavoung. EmmAéov, otn voco tov Crohn, 1 kdBapon exnpedotnke omd v C-avtidpooa
TPOTEIVN, TNV KOTAGTACT ¢ Tpog TNV anotvyio. TNF avtayoviotdv kot t euAn (AGLoTiKn £vavTl un
Aocwtikng). H enidpaon avtdv tov cvppetafintdv frav vrog +£20% g Tumikng TG 1 TG TNG
avapopdg g avtiotoyyng mapoauétpov PK kat, mg ek To0TOV, 0V OTOITEITAL TPOGUPIOYT TG 0OGNC
Yo aLTEG TIg cvppeTafintés. H tavtodypovn xpnomn avocsoppubuotik®v tapaydvioy dev elye
oNUOVTIKN EMidpacn ot 0140€0M TG OVGTEKIVOVUAUTNG.

21 QapUAKOKIVITIKY ovdAven TANBucpov, dev vanpay evoeifelc enidpaong Tov Kamvol 1 Tov
OWOTVEDLLOTOG OTLS POPUOKOKIVITIKES IOLOTNTEG TNG OVGTEKIVOLHAUTNG.

H Prodrobeciptdmra tng 0OVGTEKIVOVUAUTNG LETA OO YOPYNOT| E GUPLYYQ 1 LE TPOYEUGUEVT
GLGKELT] TUTOL TTEVAG MTOV GLYKPIGIUN.

H npoyepiopévn cuokevn tomov mévag dev £xet peletndel otov madtoTpikd TANOLGHO Kot dev
GULVIGTATAL Y10, XPOT] 0O TOUSLITPIKOVS 0eOeVElS.

PoOuion tov evioumv tov CYP450

Ot emdpaoelg g [L-12 7 g IL-23 ot pvbon tev evivuwov tov CYP450 a&loroyndnkav ce pio
ueAétn in vitro otnv omoia ypnoonomdnkay avBpodniva nratokvTTapa, n onoia £6e1&e 6tin IL-12
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koM M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpiég dpactnpiotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1) 3A4, BL. mapdypago 4.5).

5.3 TIIpoxivikd dgdopéva yio TNV a6QaAELd

Ta pun Khvikd dedopéva dev amoKaADTTOVV 11iTePO Kivouvo (TT.). TOEIKOTNTA 0PYAV®VY) YO TOV
avBpomo pe Baon Tig peéteg ToEikOTNTAG EMOVOAAUPAVOLEV®Y 0OGE®V, AVATTLELOKNG TOEIKOTNTOG
Ko TOEIKOTNTOG GTNV OVOTOPOY®YIKT] IKAVOTNTO, CUUTEPIAAUPOVOUEVOV TOV 0EI0A0YNCEMY
(OPLAKOAOYIKNG ACPAAELNG. ZE UEAETES AVATTLEINKTG TOEIKOTNTOG Kot TOEIKOTNTAG GTNV
OVOTTOPOY®YIKT IKOVOTNTA G€ TIBNKOVG cynomolgus dev mapatnpiOnKoy avemBounteg evépyeteg
GTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG OVOUOAIEG 1] avartuélakn ToEikoTnTo. Agy
mapatnpOnKay avemBountes emMIPACES GTOVS delkTeg ONALKNG YOVILOTNTOG LLE YPTOTN AVAAOYOL
avtioopotog tov IL-12/23 o movrikia.

Ta enineda d0cewv oI peréteg og (Mo NTav KATh TPOGEYYIon £wc 45 popég vynAoTEPL. 0o TNV
VYNAOTEPT 1IG0dVVaLT 8OGT TToL TPpoopileTal yia xoprynomn o€ acHeveis Le yoploon Kot elyov o¢
OTOTELEC L0 OVATUTEG GVYKEVTIPMOGELS 6TOV 0pd o€ T KoVE TOL NTa TEPLocdTEPO 0mtd 100 popég
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTUL GTOVS OVOPOTOVG.

Agv SieEnyOnoay HeAéTeg KapPKIVOYEVESTG LE TNV OVGTEKIVOVLAUTT AOY® EALEWNC KATAAANA®Y
HOVTEA®V EVOG OVTICOUATOG XOPIg dtaoTavpoduevn avtidpacn pe tig [L-12/23 p40 tov TpoKTIKGV.
6. DOAPMAKEYTIKEX IIAHPO®OPIEX

6.1 Kataloyog ekdoyov

L-otdivn

Y dpoyrwpikn povoiidpikn L-1611divn

IToAvcopPikd 80

Zaxyopoln

Yémp yio evéoipa

6.2 AocvupatotnTeg

EX\etyer pelet@v oyetikd pe tn oupfototnta, o Topodv GOPUIKEVTIKO TPOIOV dev TPEMEL VoL
OVOUELYVOETOL LE GALD POPUOKEVTIKA TPOTOVTOL.

6.3 Awdpxera {ong

WEZENLA 45 mg evéouo d16Avpa 6 TPoyEUGUEVN GUGKEVT TOTOV TEVOC

3 ypévia

WEZENLA 90 mg evéouo d1dAvpa 6€ TPOoYEUWGUEVN GUGKEVT TOTOV TEVOC

3 ypdvia

MepovouEVEG TPOYEUGUEVES GUGKEVEG TOTTOV TTEVOG UTOPOVV VO GUAACCOVTOL 0E BepLoKpacia
dopatiov éwg 30°C yuo pia péytotn pepovouévn mepiodo £mg 30 nuépec, 6To apyLKd KOVT
TPOKEEVOL VA TPOooTaTEHOVTUL 0d TO PmG. Kataypdyte Tnv nuepounvia katd TV onoio n
TPOYEUGUEVT] GLGKELT TOTOV TEVAG BYNKE amd TO WYLYEIO Yo TPMTN POPE KoL TV nuepounvia
aroppwyns. H nuepopunvia andppryng dev mpénet va vepPaivel v apykn nuepounvio Anéng mwov
glval TUTOIEVN 6TO KOVTL. ATO TN GTIYUN TOL [0 TPOYELUGIEVT] GUCKEVT] TUTTOL TEVOAGEYEL
amofnkevbei og Bepuokpacio douatiov (wg 30°C), dev Bo mpimel va emavatonobeteital oTo yoyeio.
Amoppiyte TNV TPOYEUICUEVT CLGKEVT] TOTTOV TEVAG GV dev Exel ypnoiponomBel eviog 30 nuepodv and
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v amofnkevon og Beppokpacio dmopatiov N €og v apyikn nuepounvia Anéng, 6moto gival
vopitepa.

6.4 Idwitepeg mpo@uAAEEIS KATA TN QUVAAEN TOV TPOTOVTOG

duvrdooete og yoyeio (2°C — 8°C).

Mnv KatayOyete.

DVAAGGETE TNV TPOYEUICUEVT) CLGKELT] TOTTOV TEVOC_GTO EEMTEPIKO KOVTL Y10 VO TPOCTATEVETAL AT TO
QOG.

Epoocov amotteiton, HELOVOUEVES TPOYEUIGUEVES GUGKEVEG TUTOV TEVAG UTOPEL VO PLAACCOVTOL GE
Beppoxpacio dopatiov Emg 30°C (BA. Topdypapo 6.3).

6.5 ®Von Kol GVGTATIKA TOV TEPLEKTN

WEZENLA 45 mg evéowo didivuo € TpoyeUtoéVr] GUOKELT) TOTTOV TEVOC

0,5 ml dAdpatog 6€ TPOYEMGUEVT] GVOKELT TVTOL TEVAG ToL 1 ml and yvarl tomov I pe otabepn
oavo&eldmtn atcdivn Perdva.

WEZENLA 90 mg evéowo didhvuo 6 TPOoYEUGUEVT] GUCKEVT) TOTTOV TEVOC

1 ml St poTog 6g TPOYEUGUEVN GVGKEDT] TOTTOV TEVOS Tov 1 Ml amd yvari Tomov I pe otabepn
avo&etdmt atcdivn Berdva.

To WEZENLA Swtifetotl o cuokevacio 1 TpoyeuGHEVNC GUGKELNC TOTOL TEVOLC.
6.6 Idwitepeg TPoPLAAEEIS OMOPPIYNGS KOL AAAOG YEIPLGROG

To d1dAvpo oV TPOYEUIGHEVT GVCKELT TVTOL TtV Tov WEZENLA dev mpénet va avaxiveital. To
dtdlvpa TpEmeL vo eEETAGTEL OTTIKA Y10 OLOPOVUEVT] COUATIONNKT VAN 1 ATOYPOUOTIGUO TPV Ad TNV
vrodopla yoprynon. To dudlvpa glvar drowyés £mg 1pdilov, dypmuo Emg avotyto kitpivo. To
QOPUOKEVTIKO TPOIOV dEV TPETEL VO, YPNCUYLOTOIEITOL EAV TO AV Eival ATOYPOUATIGUEVO 1) BOAD, 1)
€av vmapyel EEv awmpovuevn copotidtokn VAN. [pw tn yopRynon, to WEZENLA 6a ntpénet va
aenveral va etacel og Beppokpacia tepPdrriovtog (tepimov pion dpa). Aentouepeic 0dMyies yia
YPNOT TOPEYOVTOL GTO PUALO 0ONYLDV.

To WEZENLA dev mtepiéyel cuvinpntikd, GOVET®OG 0G0 POPUAKEVTIKO TPOIOV deV £xEL ypnoipomomOel
KOl TOPOUEVEL OTT] TPOYELGUEVT] GUOKELT TOTOL TTEVAG dgv Oa mpémet va ypnoiponoteitat. To
WEZENLA Switifeton og amootelp@uévn TpoyeUIopévn cuokent| THrmov mévag tiog yprione. H
TPOYEUGUEVT GLOKELT TOTTOV TEVOAGOEV TPEMEL TOTE Vo enavaypnotponoteital. Kabe aypnoiponointo
(QOPUOKEVTIKO TTPOTOV 1] VITOAELUUA TPETEL VOL ATTOPPITTETOL GOUPOVA LE TIC KATH TOTOVG 10(DOVCESG
oYETIKEG druTdets.

7. KATOXOX THX AAETAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia
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8. APIOMOZXZ(OI) AAETIAYX KYKAO®OPIAX

WEZENLA 45 mqg evéciuo S1ALLL. GE TPOYEMGUEVT] GLGKELT TOTTOL TEVOC

EU/1/24/1823/005

WEZENLA 90 mg evéouo d1dAvpa 6€ TPOoYEUGLUEVN GUGKEVT TOTOV TEVOC

EU/1/24/1823/006

9. HMEPOMHNIA INPQTHX ETKPIZHX / ANANEQXHX THX AAEIAX

Huepopunvia mpdtng £yxpiong: 20 lovviov 2024

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpopopieg Yo To TapoOV QoPRAKELTIKO TPOTOV elval S1aBECIIEG GTOV SIKTLOKO TOTO
tov Evponaikod Opyoavicpod @apudkmv: https://www.ema.europa.eu/.
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ITAPAPTHMA 11
IMAPAXKEYAXTHX THX BIOAOTI'TKQX APAXTIKHY OYXIAX KAI
HAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITIOAEXMEYXH TQN
IHAPTIAQN
OPOI H IIEPIOPIEMOI XXETIKA ME TH ATIAOGEXH KAI TH XPHXH
AAAQOI OPOI KAT AITAITHZEIX THX AAEIAY KYKAO®OPIAX

OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHX OYXIAYX KAI
IHAPAXKEYAXTEX YIIEYOYNOI I'TA THN ATIOAEEMEYXH TQN ITAPTIAQN

‘Ovopo kot d1e06vven ToV TOPACKELOOTH TNE BLOAOYIKME SPACTIKNG OVGIOG
Immunex Rhode Island Corporation

40 Technology Way

West Greenwich

Rhode Island, 02817

Hvouéveg IoAteieg

Ovopo kot d1e06vVVeTN TOV TOPACKEVOGTMOV TOL £ivVol LIELOVVOL Y10 TNV ATOOEGUEVGT TOV TOPTIOWV
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdio

Amgen NV
Telecomlaan 5-7
1831 Diegem
Béiyo

210 £VTUTO GUALO 00N YLDV YPNONG TOL POPUAKEVTIKOD TPOTOVTOG TPEMEL VO AVAYPAPETAL TO OVOLLOL
Kot 1 d1evfuvon Tov TOPUCKEVACTH TOV Eivat VITEVHVVOC Y1 TNV ATOOEGILEVOT) TG GYETIKNG TAPTIOOC.
B. OPOI 'H HEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopHoKEVTIKO TPOIOV Y10, TO OTTOI0 amaLTEITAL TEPLOPIOUEVT 1aTpikT| cuvtayn (BA. TapdapTnua I:
Iepidnyn tov Xapaktnpiotik®v Tov IIpoidvtog, Tapdypapog 4.2).

I AAAOQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®QOPIAX

. Ex0<og1g meprodikng mapakorovdnong s as@disiac (PSURS)

Ot anaitioelg yio vropfoir twvPSURS yia 10 ev AOY® @aplaKeLTiKd Tpoidv mov opilovtal 6Tov
KOTAAOYO LE TIG NUepounVvieg avapopds s Evaong (katdioyog EURD) mov mapatifetatl otnv

Tapdypoeo 7, Tov apBpov 107y g odnyiog 2001/83/EK kai kdbe emaxdriovdng emkaipomroinong 6rmg
ONUOGIEVETAL OTNV EVPOTATKT] SIKTLOKN TOAN Y10 TO PAPLLOKAL.

A.  OPOI'H HEPIOPIEMOI EXETIKA ME THN AZ®AAH KAI AIIOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro orayeipiong Kivovvov (XAK)

O Karoyog Adelag Kvkiopopiag (KAK) Ba dieEaydyet Tig amaitodpeveg SpacTnploTnTes Kot

mopeUPAoels pappokoemaypOTVNoNG OTWS Tapovcstdloviatl 1o cupPovnBéy LAK mov mapovotdleTon

omv evotta 1.8.2. g doelog KukAoopiag Kot 6 0To1EGONTOTE EMUKOLOVOEC EYKEKPIUEVEC
avabempnoelg tov TAK.
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"Eva emikarpomompévo LAK o wpémnel va kototedei:

. Metd and aitnpa tov Evponaikod Opyoavicpod Qoppakav,

o OnoTtedNTOTE TPOTOTOLEITAL TO GVOTNUA OloEIPIoNG KIVODVOV, EI0IKAE MG AMOTEAEG O ANYNG
VE®V TANPOPOPIDY TOL UTOPOVV VO EXLPEPOVY CTUAVTIKT| GAANYT OTY] GXECT OPEAOVG-KIVODVOU
N ©¢ AmOTEAEG O TNG EMITEVENG EVOC GTLOVTIKOV 0POGTIHOL (QOpUAKOETOYpOTVION 1|
gAo1oTOTOIN G KIVOUVOUL).
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ITAPAPTHMA IIT

EINNIXHMANXH KAI ®?YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 130 mg mokvo S16AvL0. Y10, TOPOCKELT] SIAVIATOS TPOG EYYLON
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

Kabe praridio mepiéyel 130 mg ovotekivoopdaunn o 26 ml.

3. KATAAOI'OX EKAOXQN

Awdpiko dvatpro arag tov EDTA, L-iot1divn, vdpoyrwpikni povoddpikn L-totidivn, L-pedetovivn,
nolvcopPikd 80, cakyapdln, vopoeidio Tov vatpiov (yia pdduion Tov pH), HVéwp yio evéoiua.

4. OGAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

[Mokvo dtaAvpa Yio TopacKELT SIOADUATOG TPOG EYYLGT
1 paAiolo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avokveite.

AwPaote 10 OALO 0ONYIDOV XPHONG TPV OO TN XPNOT).
I'ao pia gprion povo.

T evooAEPLa yprion petd amd apaimon.

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

Na puAdooetat og Béom, v omoia dev PAETOVV Kot dev Tpoceyyilovv Ta mondid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHIH(EIE), EAN EINAI AHAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOGHKEX OYAAEHX

dvidooete og yoyeio.
Mnv KatonyvyeTe.
DduAidooete To PLOALSL0 6TO EEMTEPIKO KOVTL Y10 VAL TPOGTATEVETOL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOTONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  API®OMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/24/1823/004

13.  APIOMOZX ITAPTIAAX

IToptida

‘ 14, TENIKH KATATAZH I'l A TH AIAGEXH

‘ 15.  OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

H attioddynon ya vo unv tepinedei n ypaoen| Braille eivar amodext).

17.  MONAAIKOX ANAI'NQPIXZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Aod146T0T0G YpapuumTog Kadikag (2D) mov gépet Tov TepIAN@BEVTA LoVadIKO ovayvmPLETIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 130 mg mokvo S1dAvpa Yo TopacKevt] SIADIATOG TPOG EYYLoN
OVGTEKIVOVLLALTT

2. TPOIIOX XOPHI'HXHX

T IV ypion petd and apaioon.
Mnv avoxiveite.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

130 mg/26 ml

6. AAAA YTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 45 mg evéoipo dtdAvpa
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

KdBe praridio mepiéyet 45 mg ovotekvoopdunn o 0,5 ml.

3. KATAAOI'OX EKAOXQN

Zakyapoln, L-totidivn, vdpoyrlmpikn povobdpikn L-1otidivn, moivcopfikd 80, Héwp yia
EVECTUAL.

4. OGAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

Evéoipo odAvpa
1 paAiolo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.
IMo vrodopia ypion.
AwPaote T0 PUALO 0INYLOV YPNONG TPV OO TN XOPNYNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IMPOION MPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdocetal oe B6on v ool dev fAEROVY Kat dev Tpoceyyilovy Ta Toold.

‘ 7. AAAH(EX) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

83



9. EIAIKEX XYNOGHKEX OYAAEHX

dvidooete og yoyeio.
Mnv KatonyvyeTe.
DduAidooete To PLOALSL0 6TO EEMTEPIKO KOVTL Y10 VAL TPOGTATEVETOL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  API®OMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/24/1823/001

13.  APIOMOZX ITAPTIAAX

IToptida

‘ 14, TENIKH KATATAZH I'l A TH AIAGEXH

‘ 15.  OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

WEZENLA 45 mg guoAido

17.  MONAAIKOX ANAI'NQPIXZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Aod146T0T0G YpapuumTog Kadikag (2D) mov gépet Tov TepIAN@BEVTA LoVadIKO ovayvmPLETIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 45 mg evéoio didAvpa
OVGTEKIVOVLLALTT
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI TIPOTEMIXMENHX XYPIITAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 45 mg gvécipio didAvpLo 6 TPOYEUIOHEVT] GOPLYYO
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

KaBe npoyepopévn ovpryyo mepiéyet 45 mg ovotekivooudunn og 0,5 mi.

3. KATAAOI'OX EKAOXQN

Zakyopoln, L-totidivn, vdpoyrlmpikn povoidpikn L-1otidivn, molvcopPikd 80, HOwp yio eVESTUAL.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo d1dAvpa oe Tpoyepicpévn cOpryyo
1 mpoyeucpévn copryyo

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

Mnv avoxkiveite.
Yrodopia yprion.
AwPaote T0 POALO 0INYIOV YPNHONG TPV OO TN XOPNYNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdocetar o€ BEom v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tondid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOGHKEX OYAAEHX

dvidooete og yoyeio.
Mnv KatonyvyeTe.
DVAAGGETE TNV TPOYELUGLEVT] GUPLYYO OTO EMTEPIKO KOLTI Y10l VO TPOGTATEVETOL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  API®OMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/24/1823/002

13.  APIOMOZX ITAPTIAAX

IToptida

‘ 14, TENIKH KATATAZH I'l A TH AIAGEXH

‘ 15.  OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

WEZENLA 45 mg cbOpryya

17.  MONAAIKOX ANAI'NQPIXZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Aod146T0T0G YpapuumTog Kadikag (2D) mov gépet Tov TepIAN@BEVTA LoVadIKO ovayvmPLETIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

INPOTEMIXEMENH XYPIITA XE XYXKEYAXIA KYYEAHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 45 mg evéoipo
OVGTEKIVOL LA

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX IAPTIAAZX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Lot

| 5. AAAA ELTOIXEIA
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA IPOI'EMIZXMENHX XYPIITAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 45 mg evéopo
OVGTEKIVOVLLALTT
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TPOTEMIXMENHX XYPIITAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 90 mg evécipo didAvpio 6 TPOYEUIoUEVT GOPLYYO
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

Kabe npoyepopévn ovpryyo nepiéyet 90 mg ovotekvooudunn o 1 ml.

3. KATAAOI'OX EKAOXQN

Zakyopoln, L-totidivn, vdpoyrlmpikn povoidpikn L-1otidivn, moivcopPikd 80, véwp yia evEoipa.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo d1dAvpa oe Tpoyepicpévn cOpryyo
1 mpoyeucpévn copryyo

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

Mnv avoxkiveite.
IMo vroddpia yprion.
AwPaote T0 POALO 0INYIOV YPNHONG TPV OO TN YOPNYNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdocetar o€ BEom v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tondid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEY OYAAZHX

dvAidooete og Yoyeio.
Mnv Katoyvyete.
DVAAGGETE TNV TPOYELUGLEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAUL OO TO PG,
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAIT AIEYOYNZH KATOXOY THX AAEIAYX KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/24/1823/003

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14, TENIKH KATATAZH I'l A TH AIAGEXH

‘ 15.  OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

WEZENLA 90 mg cbOpryya

17.  MONAAIKOX ANAI'NQPIXZTIKOX KQAIKOX — AIZXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A166166T0T0G YPAUU®OTOS KOdKag (2D) mov gépet ToV mePIAN@BEVTA LOVASIKO OVAYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATNQXIMA AITIO
TON ANGOPQIIO
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EAAXIEZTEX ENAEIZEIL IOY MPEMEI NA ANATPA®ONTAI £TIEZ S YEKEYAXIEES
KYWEAHX (BLISTER) H =TIZ TAINIEZ (STRIPS)

INPOTEMIXEMENH XYPIITA XE XYXKEYAXIA KYYEAHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 90 mg evéoipo
OVGTEKIVOL LA

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

| 5. AAAA ELTOIXEIA
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA IPOI'EMIZXMENHX XYPIITAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 90 mg evéopo
OVGTEKIVOVLLALTT
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HEPIEKTIKOTHTA KATA BAPOZX, KAT' OT'KO'H KATA MONAAA

90 mg/1 ml

6. AAAA XTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI TIPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 45 mg evéoipio S1dAv 0 68 TPOYEUICUEVT] GLUGKEDT] TOTTOV TEVOG
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

Kabe mpoyepopévn cuokeun thnov mévag mepiéxet 45 mg ovotekvovpdunn og 0,5 ml.

3. KATAAOI'OX EKAOXQN

Zakyopoln, L-totidivn, vdpoyrlmpikn povoidpikn L-1otidivn, moivcopPikd 80, HOwp yio eVESTUAL.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéopo o1dAvpo 6 TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVOG
1 mpoyeuiopévn ovokevn tomov wévag (ConfiPen)

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

Mnv avoxkiveite.

Yrodopia yprion.

AwPaote T0 POALO 0INYIOV YPNHONG TPV OO TN XOPNYNOT.
[Téote yuo va avoiete.

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

Na puAdocetal oe B6on v ool dev fAEROVY Kat dev Tpoceyyilovy Ta Toold.

‘ 7. AAAH(EX) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOGHKEX OYAAEHX

dvidooete og yoyeio.

Mnv KatonyvyeTe.

DVAAGGETE TNV TPOYELUGLEVT] GUGKELT] TOTTOL TTEVOG GTO EEMTEPIKO KOVTL Y10, VO TPOCTATEVETOL OO TO
¢wg.

10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY TPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  APIGMOZX(OI) AAEIAX KYKAO®OPIAZ

EU/1/24/1823/005

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

WEZENLA 45 mg cuckevn TOTOV mévag

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

A160166T0TOG YPAUU®OTOG KOdKaG (2D) Tov gépet ToV TEPIANPHEVTA LOVASIKO OVAYVOPLGTIKO KOOIKO.

18.  MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA NIPOI'EMIZXMENHX XYXKEYHX TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 45 mg evéopo
OVGTEKIVOVLLALTT
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI NTPOTEMIXMENHX XYXKEYHY TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

WEZENLA 90 mg evéoipo d1dAvpo o€ TPOYEUICUEVT] GLUGKEDT] TOTTOV TEVAG
OVGTEKIVOVLLALTT

2. LYNOEXIH ZE APAXTIKH(EL) OYZIA(EL)

Kabe mpoyepopévn cuokeun tomov mévag nepiEyet 90 mg ovotekvovpdunn og 1 ml.

3. KATAAOI'OX EKAOXQN

Zakyopoln, L-totidivn, vdpoyrmpikn povobdpikn L-1otidivn, molvcopPikd 80, HOwp yio eVESIUAL.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéopo o1dAvpo 6 TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVOG
1 mpoyeuiopévn ovokevn tomov wévag (ConfiPen)

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

Mnv avoxkiveite.

Mo vroddpia ypron.

AwPaote T0 POALO 0INYIOV YPNHONG TPV OO TN YOPNYNOT).
[Téote yuo va avoiete.

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

Na puAdocetal oe B6on v ool dev fAEROVY Kat dev Tpoceyyilovy Ta Toold.

‘ 7. AAAH(EX) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOGHKEX OYAAEHX

dvidooete og yoyeio.

Mnv KatonyvyeTe.

DVAAGGETE TNV TPOYELUGLEVT] GUGKELT] TOTTOL TTEVOG GTO EEMTEPIKO KOVTL Y10, VO TPOCTATEVETOL OO TO
¢wg.

10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY TPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

12.  APIGMOZX(OI) AAEIAX KYKAO®OPIAZ

EU/1/24/1823/006

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

WEZENLA 90 mg cuckevn tHnov mévag

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

A160166T0TOG YPAUU®OTOG KOdKaG (2D) Tov gépet ToV TEPIANPHEVTA LOVASIKO OVAYVOPLGTIKO KOOIKO.

18.  MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA NIPOI'EMIZXMENHX XYXKEYHX TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHIHZHZ

WEZENLA 90 mg evéopo
OVGTEKIVOVLLALTT
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HEPIEKTIKOTHTA KATA BAPOZX, KAT' OT'KO'H KATA MONAAA

90 mg/1 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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D®VYAL0 00OV yp1ong: IIAnpo@opisg Yo Tov ypoTn

WEZENLA 130 mg mokvo 01dAvpa Yo TepacKEL S10ADNATOS TPOS £Yyvon)
OUGTEKIVOULALLTT

vTo @Aapproko avtd TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVOTGN. AVTO Ba EMITPEWYEL TO YPTYOPO
TPOGOIOPICUO VEWV TANPOPOPLOV aoPdAelog. Mropeite va fondnoete pécw g avagopds mbavmv
OVETIOOUNTOV EVEPYELDV TTOV eVOEXOUEVAS TTapovotdlete. BA. t€hog tng mapaypdeov 4 yio Tov TpOTo
avaQopdg avemBOHUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1GIS TPOTOV UPYIGETE VU YPNGLUOTOLEITE
avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL ONUAVTIKES TANPOPOPIES V1A GUC.

AvT0 T0 PUAAO 00NYIOV £YEL YPOUPTEL Y10 TO TPOS®OTO TOL ApPaveL To @appako.

- DuAGETe avTd TO PUAAO 00MYLDY YpNonG. Towg ypelaotel va to dwoPdoete Eavd.

- Edv éyete mepartépm amopieg, poToTE TOV Y10TPO 1 TOV POPLOKOTOLO GOG.

- Edv mopatnpnoete kamolo avemBounTn vEPYELL, EVILEPAOGTE TOV Y1OTPO 1) TOV PUPLOKOTOLO
G60c. AVt 1oyvEL Ko Yo KABe mhavn avemBOUN T vEPYELD TOV OV AVUPEPETOL GTO TAPOV
@OAAO 0OMy1BV ypriong. BAéme mapdypago 4.

T tepréyel To mapév OAA0 00N YIOV:

T eivan to WEZENLA kot mowa givot i) xpriomn tov

T mpénel va yvopilete mpv ypnoonomoete 1o WEZENLA
[Tog yopnyeitor to WEZENLA

[MBovég avemBounteg evépyeieg

[ag va puAdocete to WEZENLA

[epieydpeva g cuokevasiog Kot AOUES TANPOPopieg

oL E

1. T eivan t0o WEZENLA kot wowa givon 1 ypion tov

T givan o WEZENLA

To WEZENLA mepi€yet T 0pacTiKy 00Gi0 «OVGTEKIVOLUAUTN», £VO LOVOKAWOVIKO avTticopa. Ta
LOVOKA®VIKA OVTICOUATO EIVAL TPOTEIVES TOL ovaryvepilovy Kol cuVOEOVTAL EOIKA LLE OPIGIEVES
TPWTEIVEC GTOV OpYyovicO.

To WEZENLA avnkel og piot opddo goprakoy mov ovopalovtol «ovosoKATAGTAATIKGY. AVTA To
QapuoKa dpovv e£0cBEVOVTAG LEPOC TOV BLVOGOTOTIKOD GOG GUGTILLOTOG,.

Iow givan  yprion oo WEZENLA

To WEZENLA ypnoiuomoteital yio Thv avTpeT®dTion Thg HETplog émg Papiag vosov tov Crohn og
eVMAIKEC.

H véooc tov Crohn givat puo gAeypovmodng vocog tov eviépov. Edv éxete vooo tov Crohn, apyud o
cag d00ovv ahda pdpuaxa. Edv dev avtonokpiBeite apketd Kakd 1 edv Eyete dvoaveéio o ovTd T
eappoaka, uropei va cog dobel WEZENLA yuo ) peioon tov onpeiov Kol GOUTTOUATOV TG VOGOL
oG,

2. Tvpéner va yvopilete mpv ypnopomonjcete o WEZENLA

Mnyv ypnoipomromcetre To WEZENLA

. Y& TEPITTOON UALEPYIOG GTIV OVGTEKIVOVPAUTTI 1] GE OTOL0ONTOTE AALO OO TO, GUGTATIKA
aVTOV TOV PAPUAKOL (OVAPEPOVTOL GTIV TOPAYPUPO 6).
. Eav éyete evepyn AoipmEn mov o yutpog oo moTevEL OTL EIVOIL ONLOVTIKT.
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Edwv dev eiote oiyovupot av 16y0EL OTOI00MTTOTE GO T TAPATAVED Yo EGAG, WMANGTE UE TOV YIUTPO 1) TOV
(OPLOKOTTOLO Gag TPoToL ypnoiponomoete o WEZENLA.

IIpogidomou|oels Kol TPoPLAGEELS

AmevBuvbeite 6TOV Y10TpO 1) TOV QOPLOKOTOLO GOG TPty ypnoiporotioste 1o WEZENLA. O yuotpdg
coc Oa eléyéel TOoo KOAA glote TPV amd TN Oepaneio. BeBaimbeite 6T evnuepdoote TOV Y10TPO GOG
Yo ootadnTote acBéveln Tapovsalete mpv anod T Bepaneio. Eniong evnuepdote tov yuotpod cag
€av €xete €pbel TPOGPUTA GE ETAPT] |LE OTOLOONTOTE ATOUO TTOV Umopel va Exel pupatioon. O ylotpdg
coc Ba cag e&etdoet Yo upatioon kat Oa Tpaypatomotost pia eEETaom yia va del €6V £xeTe
ovpotioon mpwv tapete 1o WEZENLA. Edv o ywatpog cag motedel 6t datpéyete kivouvo
evpatioong, wropel va cag xopnyndel Oepameia yio TV OVIIHETOTION TNG.

Ipocééte Yo coPapic avemBOUNTES EVEPYELEG

To WEZENLA umopei va tpokoiécel coPapéc avemBounteg evépyeleg, Guumephapupavouéveoy
arlepywav avtidpdoswy kol Aotuacewv. [lpénet va mpocéyete yuo opiopéva onpleio | CLUTTOROTO
aoBévelag evod maipvete to WEZENLA. BAéne «Zofoapéc avemiBounteg evépyeiecy otnv mopaypago 4
Y0l TAN PN KATAAOYO OVTAOV TV OVETIOVUNT®V EVEPYELDV.

I pw ypnowpomomicetre o WEZENLA gvnuepoote ToV Y10Tp6 60G:

. Eav siyote moté arhepyun] avtiopaocn oto WEZENLA. Potmote tov yuutpod cag av dev gicte
BéPanot.
. Edv giyote moT 0T010VONTOTE TUTO KOPKIVOL — ETELDN] TAL VOCOKOTAGTOUATIKA OTTMG TO

WEZENLA &£ac0evobv pépog Tov avocomomTikod GUGTAUATOG. AVTO UITopel Vo avENGEL TOV
Kivduvo Yo Kapkivo.

o Eav éyete MaPer Oepancio Yo TNV yopiaon pe drra froroyikd gdppaxka (éva ¢appaxo mov
mapdyeton oo pia ovoia froroyikilg Tpoéievong Kat cuvi0mg yopnyeitar pe éveon) — o
KivOLVOG Y10 KapKivo pmopel vo eivor vynAotepog.

. Eav éyete N eiyote npdo@ata Loipwin 1) edv éxete omor0d1)moTe T000L0YIKE AVOiypaTO 6TO
oéppa (ovpiyya).

. Eav éyete véeg | perafariopeveg PLaPeg péca oTig mEPLOYEC TOV TAGYOLV O Ywpiaomn 1| 610
(PUVGLOAOYIKO OEPLLLL.

o Edv naipvere kémowa drin Oepaneio yia v yopiocn Koy Ty yoprockn apdpitida —

OTMG KATO10 AAAO 0VOGOKATAGTOATIKO 1| pmToBepameia (OTOV TO COUN GO VTOPAALETAL GE
Oepoameio pe éva gidog vepidoovg (UV) pmtdg). Avtég ot Oepameieg pmopovv emiong va
eEaoBeviioovy HEPOG TOL BVOGOTOTIKOL GOG GLGTHLATOC. H Tautdypovn yprion avtdv tov
Oepaneidv pe 1o WEZENLA dev éxel pedetndel. Qotdoo ivar mbovo va avEnoet tnv
mOavotnTo acbeveldy mov oyetifovral pe acHevEGTEPO OVOGOTOMTIKO GUGTNUAL.

. Eav hapPavere 1] Mapote 610 mapehB0v evéseig Yo T Ogpameio aliepyr®dv — dev eivat
yvooto eav 1o WEZENLA pmopel va Tig ennpedoel.
o Eav n nhxkia oog givan dvo Tov 65 eTdv — uropei va givar o mifavo va ndbete AoiumEelg.

Edv dev giote oiyovpot av 1oy0eL OTO100NTOTE OO TA TAPUTAV® Y10 EGAC, LWANCTE LLE TOV Y1OTPO 1) TOV
QOPLOKOTTOLO Gag TPV ypnoomomoete o WEZENLA.

Opiopévol aoBeveic mapovciocay avtidpdoelg Tpocopoldlovses e AVKO, COUTEPIAAUPOVOUEVOD
dEPLOTIKOD ADKOV 1] GLVIPOLOL TPOGOUOLALoVTOG e ADKO Katd T didpkela g Oepamneiog pe
ovoTeEKIVOLUAUTN. Evipepdote apéomg tov yiatpo cog eav eppavicete éva epubpo, ennpuévo,
POMOMOES eEAVOM LA LEPIKESG POPEG LLE TTLO GKOVPO TTEPTYPOLLLLOL, GE TEPLOYES TOV OEPLOTOG TOV
extifevtal 6Tov A0 N pe TOVoug oTIC 0pHpDOCELC.

Kapowaki) TpooPoii] Kon ayyeloka eYKEQUMKA ETELGOOLA

Koapdiokn mposfoin Kot oy yelokd EYKEQPAALKA ETELGOdL Exovy Ttapatnpndel oe pia perétn oe
aocBeveic pe yopioorn mov Ehafav Oepaneia pe ovotektvovpdunn. O yiatpog oag 0o eAEYYEL TOKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Y10l KOPOLOKT VOGO KOl AYYELKO EYKEPOAIKO ETEIGOOI0 TPOKELUEVOD VL
Stao@arilet 6Tt avtipetomiloviot KatdAAnio. Avalntote apéowns wtpikn fondeta edv mopovoldcete
wovo 610 otNhog, advvapia 1 Un ELGIOA0YIKY aicinon o pia TAEVPA TOL COUATOS GOC, TOPAALOT
TPOCHOTOL, 1 AVOUOAES GTOV AOYO 1] TNV OpAoT).
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Moora ko égnpor
To WEZENLA 6gv cuvietatot yio ypfion o€ moidid kdte tov 18 etdv pe voco tov Crohn gneidn dev
&xel peretnfel o€ VT TNV NAMKOKT OUAda.

Alrha @appoka, eppforra kot WEZENLA
Evnuepdote tov yotpd 1 ToV QopLOKOTOd GOG:

. Edv maipvete, £xete mpdopata mapet 1 pmopel vo Tapete GALN PAPLLOKAL.

. Edv xavote mpoceata 1 mpoketton va kKavete epffoio. Optopévol tomot epPorinv (epfora
{ovtov pKpoopyavicpdV) Ogv TPEMEL VoL xopnyouvtat eva ypnotpomoteite to WEZENLA.

o Edv AéPare WEZENLA gvocm oactoy £YK00G, EVILEPMGTE TOV YIOTPO TOV HOPOD GUG

oyxetika pe  Bepaneia cag pe 1o WEZENLA mpwv 10 popd cag AdPet onorodnmote oo,
ovumeptioppavopévev tov (dvtov epforlav, dnwg sival to epufoito BCG (mwov
YPMNOLOTOLEITAL Y10 TNV TPOANYT TG Pupatinong). Ta (dvia euPforiia dev CLUVIGTOVTOL Y10 TO
Hopd GG KATE TOVG TPMOTOLS dMdeKa UveG Letd T yévvnon edv Aafote WEZENLA xatd ™
SugpKeLa TNG EYKVUOGVUVNG, EKTOG €AV O YIOTPOG TOV LOPOL GOG CLGTIGEL KATL SLOPOPETIKO.

Kvnon ko Onraopédg

o Edv eiote éykvoc, vopilete 0T pmopel va glote £ykvog 1| oyed1dleTe va AmoKTNOETE TOd1,
{ntote ) cupPovAN TOL YOTPOD GG TTPLY TAPETE AVTO TO PAPLLOKO.

. Agv &yel maponpnBel vYMAGTEPOG KIVOLVOG YEVETIKOV OVOUOMODY GE LOPA TOL EKTEO KAV

gvdountpla oto WEZENLA. Qotoc0, vapyetl mepropicpévn epmeipio pe 1o WEZENLA og
£€ykveg yovaikeg. Eropévac, elvon mpotipdtepo va amopvyete ) xpnomn tov WEZENLA koté
SlapKeLD TNG EYKVUOGVVNG,.

. Edv eiote yovaika og avamapoyoykn nikia, cuvieTdtot vo amo@OyeTe Vo LetVETe £YKVOG Kot
TPEMEL VO YPTCLLOTOLIEITE OMOTEAEGHOTIKTY AVTIGOAAN YT evOo® yproiponoteite to WEZENLA
Kot Yo TovAdyiotov 15 efdouddeg petd v televtaio Oepomeio pe WEZENLA.

. To WEZENLA pmopei vo tepdcel Héoa omd Tov TAAKOOVTA Kot VO, QTAGEL GTO ayEVVITO HopPO.
Edv Adpate WEZENLA xatd ™ didpKelo TG EYKLHOCHVIG GG, TO HOPO GOG UTOPEL va
SraTpéyel peyolutepo kivouvo yia v epedvion Aoipméng.

. Elvar onpovtikd va evnpep®oeTe Toug YoTpods TOV HmPov GOG KOt TOVG GAAOVG ETayyEALATIES
vyeiog €av AMapate WEZENLA katd T S14pKeLn TG EYKLHOGUVIG GOG, TPV TO LOpO AdPet
omolodnmote euPorto. Ta {ovra epuPfoia 6mmg gival to euforio BCG (mov ypnoiponoteitan yio
TNV TPOANYT| TNG PLUOTIOONG) OEV GUVICTMOVTAL Y10, TO HOPO GG KATA TOVG TPOTOVS SDIEKO
unveg petd  yévvnon edv Aapate WEZENLA katd ) Stdpkela TS €YKLHOoVVNG, EKTOC €4V O
YTPOS TOV LMPOV GOG GVOTNOEL KATL SLOPOPETIKO.

. H ovetekivoupdunn propet vo mepAcel 6To UNTpikd YAo o€ TOAD HKPEG TOGOTNTEG.
Evnuepoote tov yratpd oag edv Onialete 1 oyeordlete va Onidaocerte. Eoeig kot o yiatpog oog
Ba pémel vo amoacicete ov Ba Tpénetl va Onrdcete ) av Ba ypnoponomicete to WEZENLA -
UNV KAVETE KO TO, 600 TAVTOYPOVA.

0donynon Kot yeplopds pnyavipdTov
To WEZENLA dev €xel xopio 1| €€l 0oV EXIOPACT GTNV IKOVOTNTO, 001YNONE KoL XEPIGIOV

UnyovnUéTmy.

To WEZENLA mepiéyel vatplo

To WEZENLA mepiéyet Ayotepo amd 1 mmol vazpiov (23 mg) avd 66on, givar antd mov ovoudlovpe
«ehevbepo vatpiovy. Qot660, TPy oag yopnyndei to WEZENLA, avapyvoetar pe €va dStdlvpa, To
omoio mepiEyel vatplo. Evnuepdote tov yuotpd cag edv akoiovbeite dlouta pe younin Tpocinym
dAaTog.

3. Hog yopnysiton to WEZENLA

To WEZENLA evdeikvotat yia xpijon vmo v kabodnynon Kot tnv enifieymn yiotpov pe gunepio ot
S1Ayvmon KoL TNV ovVTIIET®TIon T vooov tov Crohn.
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To WEZENLA 130 mg mukvo dtdlvpa yio Topackevn StaAdpHoTog Tpog £yyvon 0o cog yopnynbdei amod
TOV Y1Tpo 060G, HESm oTtdAalng otn eAEPa Tov Ppayiova cag (evoopAéfia Eyyvon) og dtdoTna
TOVAGIGTOV piag dpag. MIANGTE LUE TOV YIUTPO GOC GYETIKA UE TO TOTE B0, KAVETE TIG EVEGELS GOC KoL
Yo To pavTEBOD TaPaKOA0VONGNG TG TopEing GOG.

Iéco WEZENLA mpéner va yopnyeital
O yatpdg cag Oa amopacicet 1o WEZENLA yperdleote va AdPete Kot Yo OGO S1AGTNLAL.

Evijlakeg nukiog 18 etodv 1 dvo
. O y1aTpdg B VITOAOYIGEL TN CLVIGTOLEVT dOOT| EVOOPAEPLOG £yyvong Yio €64G, BAGEL TOV
COUOTIKOV Gag Papovg.

To copatikd cag Bdpoc Adom

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

o Metd v apyikn evooiéPia doom, Ba ndpete v endpevn d6on WEZENLA twv 90 mg pécw
£VEONG KATW amd To 0épua oG (VITodopLa £veon)) 8 efdouadeg apydTEPU Kot 6T GUVEXELO KAOE
12 gfoopadec.

Hog yopnysiton to WEZENLA

. H npo d60m tov WEZENLA vy v aviipetdnion g vocov tov Crohn yopnyeiton omd
ytpd otdydnv ot eAEPa Tov £vog Ppoayiova (evooAEPia Eyyuon).

MU GTE L TOV YITPO GOG OV £XETE OMOIEGONTOTE amopieg oyeTikd pe ™ Aqyn tov WEZENLA.

Eav Eeydoete va ypnoiporomoeete o WEZENLA
Edv Eeydooate 1 yboate To poviefov yio T Ayn pog 001G, ETKOVOVIGTE UE TOV Y1UTPO Y10, VoL
npoypoppatioete Eovd To pavtefov cog.

Edv ctapatioere va ypnoponoreite o WEZENLA
Agyv givar emikivouvo va otapatioete va ypnowonoteite 1o WEZENLA. Qo16060, €0V GTOUATAGETE,
UTOPEL VO ETAVELPAVIGTOVV TO. GUUTTOUATE GO,

Edv éyete meplocOTEPEC EPOTNGEIS GYETIKA LLE TN (PO CLTOV TOL PAPUAKOV, POTGTE TOV YIUTPO 1|
TOV POPLOKOTOL0 GOG.

4, MBavég avemOounTeg evépysereg

Onwc 6Ao o pApHOKO, £TCL KOL AVTO TO APLOKO LITOPEL VO TPOKAAECEL AVETIOVUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AvOPMTOVC.

Yopapég avemOounTeg Evépysereg
Opiopévor acBeveic umopei va £xovv coPapiéc avemBOUNTES EVEPYELEG TTOL UTOPEL VA YPELLGTOVV
enelyovca Oepaneio.

AMLEPYIKES OVTIOPAGELS — UTOPEL VO YPELGTOVY ENTEiyovon Oepamreia. Evnuepdote Tov yiatpod
oag 1 avalnmyote exeiyovoa wTpiki) fon0sio apécmc pOAG TaPATNPNGETE OTOLOONTOTE OO TA
ako6rovBa onpeia.

o Ot coPapég ahhepyikéc avtidpacels («avaguAasion) eival GIAvViEg 6TA GTOUO TOL TAIPVOLY
ovoteKvovpaumn (Lropet va emnpedoovy £mg kot 1 ota 1.000 droua). Ta onueio
mepappdvouv:

- SVoKOAiD TNV avamTVon 1 TNV KATAToo
- YOUNAT apTnplokn wieon, Tov propel va mpokoaiésst (OAn
- TPHEWO 670 TPHGMTO, Ta, XEIAN, TO GTOUA 1] TO AALULO.
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o Ta cuyva onueio aliepyikng avtidpacng teptiapupdvouy deppatikd e£avOnua Kot kvidwon
(umopetl va, emmpedoovy £mg kat 1 ota 100 dropa).

AvTidpaoels oyeTicopeveg pe tnv éyyvon - Edv Aappdavere Oepancia yia voso Tov Crohn,  mpotn
d6om Tov WEZENLA yopnyeitan péocow evetaraing o pia gréPa (evoo@réfra éyyvon).
Opwopévor acBeveig £govv mapovoidoel cofapég arrepyikés avidpacels KaTa T SLdpKela TG
éyyvonge.

Y& OMAVIES TEPITTAGELS, TVEVHOVIKEG UALEPYIKEG UVTIOPAGELS KAL PAEYIOVI] TOV TVEDHOVA £YOVV
ava@epBel o€ acbeveic mov Aappavovv ovetekivoopapmy. Eviiuep®ote apécms TOV Y10TPO GG
€0V TUPOVGLAGETE CUUTTAONATO. OTOS Py 0, OVGTVOLE KOl TVPETO.

Edv eppavicete coPapn aliepykn avtidpaon, o yaTpds oo UTopel va amopacicet 0Tl dev TPEMEL va.
ypnoomotoete Eava 1o WEZENLA.

Aopumeig — propei vo. ypetaotovv enciyovoa Bepancio. Evipepdote apécwg Tov yotTpo cog £av
TAPATIPICETE OTOLOONTOTE 0O TG GKOAOVOO onpeia.

. Eivatl cuyvéc ot Aod&etg Tng HoTng 1 Tov Ao Kot To Kotvd KpuoAdyn o (Lropet va,
emmpedoovy ém¢ kat 1 ota 10 dtopa)

. Ot Lopdéelg tov Bopaka dev etvar cuyvég (Lmopel va ennpedoovy émg kot 1 ota 100 dtopa)

. Ot AeypHOVEC TOV 16T0D KAT® amd T0 déppa («KuTTapiTido) dev givarl cuyvéc (Umopel va
emmpedoovy émg kot 1 ota 100 dropa)

o O épmne Lootp (éva €idog emd@dvvov e&avOnpatog pe puoaideg) dev eival cuyvog (Lmopet va

emmpedoet £og kot 1 ota 100 dtopa)

To WEZENLA pmopel va 6og KataoTtnoel MyoTeEPO KAvVOLG Vo Kotamoiepnoete Aotuaéels. Kamoteg
roméelg Bo pmopovoay vo yivouv coPapés kot propel vo, tepAapPavouy AOUGEELG TTOV
TPOKOAOVVTAL 0O 100G, POKNTES, Paktnpla (cvumeptiapfovouévng e euuatioong), N Topactta,
coumepLopuPavorévemv AOUGEEDY OV KVpimg Tapovctalovial oe avOpamovs te e&ocdevnuévo
OVOGOTOTIKO GO, (EvKanplakég AotudEels). Evkaiplokég AoumEelc Tov eyKepaiov
(eykepaiitida, pnviyylitida), TV TVELHOVOV Kol Tov 0QBaALoD £xovv avaeephel oe acBeveig mov
Aapavouvv Bepameio e OVGTEKIVOVLALTN.

[pénet va mpocéyete Yo onueio Aoipméng eved ypnowonoteite to WEZENLA. Avtd nepiiappdavovv:
TVPETO, GLUTTAOUATO TOV LOLALOVV LE YPImT), VOKTEPIVEG EPLOPMCELS, ATDOAELN PAPOVE

aicOnon Kommong N Aayaviacua, fryag mov dev mtepvd

Oepo, KOKKIVO dEPLLOL TTOV TTOVAEL, 1] ETDOIVVO eEAvONO 0TO dEPUA Le PLOOAIDES

aicOnua Kovcov Katd Ty ovpnon

Suappora

oTTIKY Slatapay 1 oA OPACTG

KePaAadylo, avyevikn duokopyio, evaichnocio 6to g, vavtia 1 chyyvon.

Evnuepoote apécmg Tov yiotpd 6og 0V TapATNPNGETE OTOIOONTOTE OO AVTA TO. oueio Aoipuméng.
Avtd pmopel va etvan onpeio Aoypuméemv, 6nwg AoUdEEDY Tov Bdpaka, AOUOEEDY TOV dEPUATOG,
épmmra {ooTpa 1} evKaplakég AomEELS Tov Ba pTopovcay va £xouv GoPapés EMTAOKEC.
Evnuepmaote 1o y1otpd cag edv £xete 0moloonmote €idog Aoipuméng mov dev mepva N emavEpyETaL
ouveymc. O yioTpog cog pmopei va artopacicst 6Tt dgv pénel va ypnoiponomoete WEZENLA péypt
va tepdoet 1 Aoipwén. Eniong evnuepdote tov yratpd oag Gv EXETE AVOIKTEG TANYEG 1) TPOVLLOTAL,
KaBmg umopet vo poAvveoiv.

Amo@oAid®cn dEPRATOS — aOEN O TG EPLOPOTNTAS KL TNG ATOPOAIOMGG TOV EPNATOS GE
EKTETUNEVT TTEPLOYN] TOV COUATOG EVOEYETAL VO EIVUL CVUTTONATO EPLOPOSEPIIKN G Ypilaons 1)
UTOPOMOMTIKIG OEPRATITIONG, OL 07T0iES €ival coPapéc deppaTonddeiec. Oa mpémel va
EVI|LEPAGETE UPEGMS TOV YLUTPO GUS EAV TAPOTNPTCETE OTOLAONTOTE GO CVTA TA GMUEL.
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Addeg avemOouNTEG EVEPYELES

Yuyvég avemOounteg evépyeteg (umopei va ennpedoovy Emg kot 1 ota 10 dtoua):
Awppota

Navtio

"Epetog

AicOnpa kdénwong

AticOnpa (dAng

[Tovoképaiog

Dayovpa («kvordc»)

[T6vog otn péon, Tovg Hug i TIC apBPMGELC
[Tovérayog

EpvBpomnta kot mdévoc 6to onpeio mov yiveror 1 Eveon
Aolpwén otovg mapappiviovg KOATOLG

'Oy ovyvés avemBOunTeg evépyereg (umopel va ennpedoovv €wc kot 1 ota 100 dropa):

Odovtikég hodEetg

KoAmin poknriacikn Aolpumén

Katdbiwyn

Dpaypévn 1 PovAopévn potn

Awoppayio, podrones, okANpLven, TPREO Kot payovpa ekel OToL yivetar 1) éveon

AtloOnpo advvapiog

[Ttdon Prepdpov Kot YoOAAp®ON HU®V 6T [id TAEVPE TOL TPOCHTOV (KTAPEAVGT) TPOCMTLIKOD

vevpouy N «moapdivon Belly), mov eivar cuvnBog mapodikn

. MetapoAn oty yopioon e epuBpdTnTa Kol VEES IUKPES, KITPLVEG 1] AEVKES QAVKTUIVEG, LEPIKES
POPEC GLVOOELOUEVEG OTTO TVPETO (PAVKTAVOING Ypioon)

o Amoploimon Tov 3EpUaTog (ATOPOAIS®GOT) SEPUATOC)

* Ak

Yrdvieg avemOopnteg evépyeres (umopel va ennpedoovy £mg kot 1 ota 1.000 dropa)

. EpvBpotnta kot amo@oridmon Tov dEPOTOG O EKTETANEVT] TEPLOYT] TOV COMUOTOC, 1| OTOl
umopet vo tapovstalel eayovpa 1 TOvo (amopordmTikn depuatitida). [Tapdpota copmtdpaTo
AVOTTOGGOVTOL OPICUEVEG POPEC MG PLGTKT| LETAPOAT GTOV TOHTO TOV GUUTTOUATOV TNG
yopiaong (epuBpodeppikr| yopioon)

o DLeypovn KPOV ao@OpV ayyeiwv, 1 onoio uropel va 00N yNoel o€ deppatikd eEavOnua pe
HIKPEG KOKKIVEG 1| LOP povokdAeg, Tupetd 1| TOVo oTIg apBpdoelc (ayystitidn)

oAb otdvieg avemOopnTeg evépyeleg (Umopel va ennpedosovy émg kat 1 ota 10.000 dropa)

o DovoKAAES TOV HEPLOTOC, O 0TTOiEC UTOPEL Vo eivat EpLOPEG, KVNGUMOELG KOl ETMOVVEG
(IToppoAvymOEG TEUPLYOEIEC).

. Agppatikdg AVKoG 1| cUVOPOLO TPosouoldlov pe Avko (epvBpd, emnpuévo PoAdMOES e&AvVOT L
G€ TEPLOYES TOL dEPUATOG TTOV eKTIOEVTOL GTOV A0 TOOVDS e TOVOLG OTIG apOPMCELS).

Ava@opd avemOopunTov gvepyatdv

Edv mapatnpnoete Kamolo avemBOUNTn eVEPYELD, EVILEPDGTE TOV YIOTPO 1 TOV PUPUOKOTOLO GOC.
AvT0 1oyveL Kot Yo KGO mhov avemBounTn VEPYELN TOL OEV OVAPEPETUL GTO TAPOV GVAAO 0ON YDV
ypnonc. Mmopeite eniong va avaeépete avembounteg evépyeileg anevbeiog, péow Tov Bvikony
GLOTNLOTOG oVOPOPEG Tov avaypdeetar oto Hapdptnua V. Méow g avaeopdg avemiBountmy
gvEPYELDV UTOpEiTe va. fonONceTe 6T GLALOYN TEPLIGGOTEPMY TANPOPOPIDY GYETIKA IE TNV ACSQIAELN
TOV TOPOVTOG PAPUAKOL.
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5. og va puracoere 1o WEZENLA

o To WEZENLA 130 mg mtokvo S1dAvpa Yo TopacKeLT| SIAVIOTOG TPOG EYYLON XOPNYELTOL O
vocokopeio 1| KAvikn kot ot acOeveic dev yperdletat vo 1o QUAGEOLY 1] VO TO YEPLGTOVV.

o To @dppako avtd TPEmeL Vo QLAAGGETAL G UEPT) TOV OeV TO PAETOVV Kot dgv TO POGvoLY Ta
TG,

) duvrdooete og Yyoyeio (2°C-8°C). Mnv katoyHyeTe.

o Ddvidocete 10 ELOAIS10 6TO EEMTEPIKO KOVTL Y10l VO TPOGTOTEVETAL OO TO PG,

. Mnyv avaxwveite ta plaiidie too WEZENLA. Tlapatetapévn duvatn avakivnon umopei vo

wpokarésel {nud 6To PapHLaKo.

Na pn ypNoRoTOoLEITE 0VTO TO PAPROKO:

. Metd v nuepopnvio ANENS TOL OVOPEPETOL GTNV EMIGTHOVGT] KOl GTO KOLTI LLETA TNV
«AHEH». H nuepopnvia Aéng eivar n televtaio nuépo Tov Live TOL avopEPETaL el

. Edv 10 vypd givan amoypopaticpévo, Bodo 1 av givar opatd Eéva copatida ta onoia
alwpovvtal péca oe avtd (PAEre mapdypapo 6 «Epedavion too WEZENLA kat mepieyoueva g
GLGKELAGIOC).

. Ed&v yvopilete, ) vopilete 0t1 pmopet va £xet extebel o axpaieg Oeppokpacies (dmwg va Exet
katd AdBog katayvydei 1 Oeppovost).

o Edv 1o mpoidv &xet avakivnOei duvatd.

o Edv n oppayida acpoireiog Exel mapapiactei.

To WEZENLA givon pag ypricemg povo. Kébe apoiopévo stddlvpa mpog Eyyvomn 1 Tpoiodv mov oev
&xel ypnopomomOel kol TaPaUEVEL GTO LOAISI0 KOl T1 GUPLYYO TPETEL VO ATOPPINTETAL GOLPOVA LE
TG KATé TOTOVG 10YVOVCES GYETIKES SLTAEELC.

6. Hepreydpevo TG 6VOKEVAGLAS KoL AOITES TANPOPOPIES

Tvepréyer to WEZENLA

. H dpaotikn ovoia givar 1 ovotekivoopaunn. Kabe praridio mepiéyet 130 mg ovotekivovpdunn
og 26 ml.

o Ta dAla cvotatikd givar 1o S100ptkd dvatplo diag tov EDTA, n L-iotidivn, n vépoyrmpikn

povobdpikn L-1otidivn, n L-pebetovivn, to morlvcopPikd 80, n cakyapdoln, To vdopoeidio Tov
vazpiov (yio poOuen tov pH) kot to Hémp yio evéciua.

Epgavien tovo WEZENLA kol epreyopeva g 6V6KELAGIOG

To WEZENLA givan S1o0vyég €mg 1pdilov, dypmpo émg avotytd KiTpivo mukvo SLAAV LA Y10 TUPUoKELN
StoAdpoTog pog Eyyvon. AlatiBeton o€ xdptivo kKouti mov mepiEyet 1 epdmal d6on og yvditvo
eroido Tmv 30 ml. Kabe proridio mepiéyet 130 mg ovotekvovuaumn og 26 ml moxvod drodbpotog yia
TOPOCKELT] SIHADLATOC TPOG EYYLON.

Karoyoc Adcrog Kukhogopiog kot Iapackevaotiig
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

Karoyog Adsrog Kvkhogopiog
Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Ipravodia
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HMopackevasTig
Amgen NV
Telecomlaan 5-7
1831 Diegem
Bé\yo

INo omoladnmote TANPOPOPic GYETIKA LE TO TOPOV PAPUAKEVTIKO TPOTOV, TOPAKAAEITTE VOl
amevBuvleite otov ToMKS avTmpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

Belgié/Belgique/Belgien
s.a. Amgen n.v.
Tel/Tel: + 32 (0)2 7752711

Bbbarapus
AmmxeH brarapus EOO]]
Ten.: + 359 (0)2 424 7440

Ceska republika
Amgen s.r.0.
Tel: +420 221 773 500

Danmark
Amgen, filial af Amgen AB, Sverige
TIf.: + 45 39617500

Deutschland
Amgen GmbH
Tel: + 49 89 1490960

Eesti
Amgen Switzerland AG Vilniaus filialas
Tel: +372 586 09553

EALGoa
Amgen EALGg Qoppaxevtikd E.ITE.
TnA: + 30 210 3447000

Espana
Amgen S.A.
Tel: + 34 93 600 18 60

France
Amgen S.A.S.
Tel: +33 (0)9 69 363 363

Hrvatska
Amgen d.o.o.
Tel: + 385 (0)1 562 57 20

Ireland
Amgen Ireland Limited
Tel: + 353 1 8527400

Lietuva
Amgen Switzerland AG Vilniaus filialas
Tel: +3705 219 7474

Luxembourg/Luxemburg
s.a. Amgen
Belgique/Belgien

Tél/Tel: + 32 (0)2 7752711

Magyarorszag
Amgen Kft.
Tel.: +36 1 3544 700

Malta

Amgen S.r.l.

Italy

Tel: + 39 02 6241121

Nederland
Amgen B.V.
Tel: + 31 (0)76 5732500

Norge
Amgen AB
TIf: + 47 23308000

Osterreich
Amgen GmbH
Tel: + 43 (0)1 50 217

Polska
Amgen Biotechnologia Sp. z 0.0.
Tel.: + 48 22 581 3000

Portugal
Amgen Biofarmacéutica, Lda.
Tel: + 351 21 4220606

Romaénia
Amgen Romania SRL
Tel: + 4021 527 3000

Slovenija
AMGEN zdravila d.o.o.
Tel: + 386 (0)1 585 1767
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island Slovenska republika

Vistor hf. Amgen Slovakia s.r.o.
Simi: + 354 535 7000 Tel: +421 2321114 49
Italia Suomi/Finland
Amgen S.r.l. Amgen AB, sivuliike Suomessa/Amgen AB, filial
Tel: + 39 02 6241121 i Finland
Puh/Tel: + 358 (0)9 54900500
Kbzpog Sverige
C.A. Papaellinas Ltd Amgen AB
TnA: + 357 22741 741 Tel: + 46 (0)8 6951100
Latvija

Amgen Switzerland AG Rigas filiale

Tel: + 371 257 25888

To map6v gOAL0 00N YLOV Yp1oNG avadempOnKe Y10 TEAEVTAIN POPE GTIC
Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpopopieg yia To eapuako avtd gival dabéotpeg oto diktvakod tomo tov Evponaikod
Opyavicuov Gopudxmv: https://www.ema.europa.eu/.

Ot TAnpoopiec Tov akoAovbovv amevdhvovTal HOVO GE eEmayYEALOTIES VYEING:

Iyvniacwotnto:

[pokeyévov va Pertindel  yvnAacLoTnTO TOV fIOAOYIKOV QUPUOKEVTIKMY TPOIOVIMV, TO OVOLLOL
Kot 0 aplfpog mapTidng TOL YOPTYOVLEVOD PAPUAKOV TPETEL VO KATAYPAPETAL UE COPTVELM.

Odnyiec apaimong:

To WEZENLA mokvo d1dAvpa yio mopackevt] SIUADLOTOG TPOG £YYVOT| TPEMEL VO APULDVETAL, VO
TPOETOALETOL KO VoL, EyYEETOL A0 ETAyYEAUOTION DYELOG [UE XPAOT AOTTTTNG TEXVIKTG.

1. YroAoyiote 0 6601 kot Tov apdpd tov eraadiov WEZENLA mov anaitodviot Bdcetl Tov
Bapovg tov acbevoig (PA. mapdypapo 3, nivaka 1). Kabe eroridto WEZENLA tov 26 ml
nepiexel 130 mg ovotekvovpdpmn.

2. AT ToV 00K0 Eyyvong tov 250 ml, apapéote kKot anoppiyte Evov OYKO SLOADUATOG
yhoprovyov vatpiov 9 mg/ml (0,9%) ico pe tov dyko oo WEZENLA mov Ba npoctebel
(amoppiyte 26 ml yAoprovyov vatpiov yio kébe eraridio WEZENLA mov anatteitol, yio
2 proAida amoppiyte 52 ml, yia 3 graAida amoppiyte 78 ml, yio 4 graAidio amoppiyte 104 ml).

3. AdBete 26 ml WEZENLA oand xd0e @rolidio mov amatteitar Kot t1pocHEste 10, 6TOV aoKO
£yyvong tov 250 ml. O tehkdg dykog otov aokd Eyyvong Oa tpénet va givor 250 ml. Avopi&re
AoAd.

4, EXéyEte omticd to apoiwpévo dtdAvpa Tpty amd TV £yyvot. Mnv to ypnCIHLOTOMGETE E0vV
TOPOATNPNOETE ELPOVDG APV COLOTIOW, ATOYPOUATICLO 1) EEva cOUOTIOW.

5. Eyy0dote 10 apaimpévo didhvpa yio o tepiodo TOLAGYIoTOV (oG OPag.

6. XpNOLOTOLELTE LOVO GET £YYVOTG LE EVOOUOTMUEVO, GTEIPO, [T] TOPETOYOVO, YOUUNANG
TPOTEIVIKNG déapevong giktpo (Léyebog mopwv 0,2 ukpdueTpa).

7. Kdabe @rarido mpoopiletar yio pio ypfion UOVo Kol TuyOV U XPTNOLUOTOINUEVO PAPUAKEVTIKO

TPOTOV B0l TPETEL VO OMOPPINTETAL GOUPDVOL LLE TIC KATH TOTOVG 10YVO0VOEG GYETIKES OLOTAEELG.

109
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Ddoriaén

Edv eivar amopaitnto, 10 apatdpévo dtdlvpa Tpog £yyvon umopel vo diatnpndei og Oepuokpocio
dopatiov.

Metd v apainon, &xet amoderyel n ynuikn kot puon otabepotnta petasd 0,86 mg/ml ko 2,60
mg/ml, kotd ™ xprion vy 24 dpeg otovg 15°C-25°C.Mnyv enavatonobeteite 6to youyeio. Mnv
KOTOYOYETE.
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D®VYAL0 00OV yp1ong: IIAnpo@opisg Yo Tov ypoTn

WEZENLA 45 mg gvéoipo owdivpa
OUGTEKIVOULALLTT

vTo @Aapproko avtd TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVOTGN. AVTO Ba EMITPEWYEL TO YPTYOPO
TPOGOIOPICUO VEWV TANPOPOPLOV aoPdAelog. Mropeite va fondnoete pécw g avaeopdg mbavav
OVETIOOUNTOV EVEPYELDV TTOV eVOEXOUEVAS TTapovotdlete. BA. t€hog tng mapaypdeov 4 yio Tov TpOTo
avaQopdg avemBOHUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1GIS TPOTOV UPYIGETE VU YPNGLUOTOLEITE
avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL ONUAVTIKES TANPOPOPIES V1A GUC.

AvT0 TO PUALO 00NYIAOV EYEL YPAPTEL Y10 TO TPOSOTO TOV Aopufdver To pappoko. Eav eicte 0
Yovéag 1] povTioTiS 0 omtoiog 0o dwosr WEZENLA o€ éva mardi, mapakarovpe vo owopacere
TPOCEKTIKA QVTEG TIS TANPOPOPIES.

- DuAdETe avTd TO PUALO 03N YLDV XpHonc. Tows ypelaotel va To dafdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV YIOTPO 1 TOV POPLOKOTOLd GOC.

- H cvvtayn yio avtd 10 QappoKo xopnyndnke amokAeloTikd yio cog. Agv mTpénel vo, SOCETE TO
Qappoxo og aAhovc. Mmopel va Tovg Tpokarécet PAGPT, axdpa kot OTav To onpeia g
acBéveldg Toug etvar id1a e T Sk cag.

- Ed&v mapatnproete kdmoto avemBOunT eVEPYELD, EVIUEPMDOTE TOV YITPO 1] TOV PUPLAKOTOLO
c0G. AvTd 1oyvel kot yio, kKiOe mhovi avemBOunTn evEpYELd TOV OEV OVAPEPETAL GTO TAPOV
@OALO oONyLDV Ypionc. BAéme mapdypago 4.

T tepréyel To mapév OLA0 00N YIAOV:

T eivar to WEZENLA kot mowa giva 1) xpnion tov

T mpéner va yvopilete mpv ypnopwonomoete 1o WEZENLA
[ag va ypnoonomoete to WEZENLA

[TBavég avemBounteg evépyeieg

[Mog va puAdocete to WEZENLA

[epieydpeva g cLoKEVAGING KOl AOUTES TANPOPOPIEg

ok~ whE

1. T eivan T0o WEZENLA ko o givar n ypion tov

T eivan o WEZENLA

To WEZENLA zepi€yet tn dpaoTiki ovsio «0OVGTEKIVOVUAUTN», £VO, LOVOKA®VIKO ovTticwpo. To
LOVOKA®MVIKG aVTICOUATO VoL TPOTEIVEG TOL aAvayvmPILovy Kot GUVOEOVTOL EIOIKA [LE OPIGUEVESG
TPOTEIVES GTOV OpyovIcUO.

To WEZENLA avnikel og pio opado poprakoy mov oVOrAalovTol «oVOCOKATAGTOATIKGY. AVTA To
Qappaka 6povv e£0c0EVAOVTIC HEPOG TOL AVOGOTOINTIKOD GOG GUGTNHOTOG.

Iowa givan n ypiion too WEZENLA
To WEZENLA ypnoylomoteitol yio TNV oVIILETOTIOT TOV 0KOAOLO®V QAEYHOVOIDV VOCWV:

o Yopioaon katd TAAKaG - o8 EVAAIKEG Kot Tond1d nAkiog 6 eTdv Kot Gvm
o Yopracwn apbpitida - o€ evilikeg
o Métpua £og coPapn vosog tov Crohn - g evijhikeg

Yopioon katd ThAdkog
H yopiaon kot mAdiog eivon pia deppatikn tadnon n omoia mtpokalel reypovi mov exnpedlel to
déppa ko To voye. To WEZENLA 6o pewwoet ™ pAgypovn kot dAlo onueia tng acOévelag.
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To WEZENLA ypnoponoteitan o eVAAIKEG Pe HETPLO £ GOPopN YOpilaon KOTG TAAKAG, TOL dEV
UTopoHV VA YP1CILOTOGOLY KuKAoomopivn, pebotpe&dtn 1 potobepaneia, 1| o€ TEPINTOON TOV
avtég o1 Oepameieg dev elyav amotélecpa.

To WEZENLA ypnoponoteitar o moidid Kot pnpouvg niwkiog 6 eTmv kot dve pe pétpila £0g cofapn
yopioon Katd TAGKoS, To omoia dgv Umopovv va, aveyfovv ™ pmtodepameio | AAAEG CLGTNUATIKEG
Oepamneieg 1 6tav o1 Bepaneieg AVTEG eV Y0V OMOTEAEGLOL.

Yoprocw apdpitida

H yopuocikn apbpitida sivar pio pAeypovadng vocog towv apfpdcewv, Tov cuviBmg cuvodevetol and
yopiaon. Eav éxete evepyn voplootkn apbpitida tpdta Oa oag xopnyndodv dAra eapupoka. Edv dev
avtamokpiveote KOAA o€ avTd To Qappaka, propel va cog xopnyndei to WEZENLA dote va:

. Mewwoel To onpeia Kot To GLUTTOUATA THG VOGOV GO,

. Beltudoel T 0OUATIKY GOG AELTOVPYIKOTNTO.

o EmPpadiover mn PAAPN ot apBpmoelg cac.

Noéoog Tov Crohn

H vocog tov Crohn givon pia pAeypovadng vocog tov eviépov. Edv éxete voco tov Crohn, apyucd Oa
cog 6000vv dAra eapuaka. Edv dev avtamokpiBeite apketd kodd 1 €6v £xete dvoavelio o€ avTd Ta.
oappoka, propel va cog 000et WEZENLA yio 1 peioon tov onpeiov Kot GOUTTORATOV TG VOGOU
oG,

2. Tvrpéner va yvopilete npv ypnopomonjcetre o WEZENLA

Mnyv ypnoipomomcetre To WEZENLA

o Y& TEPITTOOT AAAEPYIOS OTI|V OVCTEKLVOVUAUT 1] GE OTOLOONTOTE GAAO A0 TO. GLOTATIKA
aVTOV TOV PAPUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).
. Eav éyete evepyn AoipmEn mov o yotpog oog moTevEL OTL EIVOIL ONLOVTIKT).

Edv dev giote olyovpot av 1oy0EL 0TO100NTOTE OO TO TAPATAVE Y10 EGAS, WANOTE e TOV YOTPO 1) TOV
QOPUOKOTOL0 o0 TPOTOV Ypnotponoiicete o WEZENLA.

Iposidomocels Ko TPoPLLAEES

AmevBuvbeite otov yotpo 1 Tov apuakonold cag npty ypnotponotioete 1o WEZENLA. O yatpdg
cag 0o eréyéel TG0 Kold eiote Tpv amd kdbe Oepaneia. BePaiwbeite 6T evnuepdoate tov yrotpd
c0g Yo oroladnmote acbéveln Tapovolalete mpv amod kibe Oepaneia. Eniong evnuepmaote tov yatpd
oag eqv &xete pOel TIPOGOUTA GE EMAPY| LLE OTOLOONTOTE GTOLO TTOV UTOPEL va, ExeL pupatioon. O
yatpdc cag Ba cag eetdost Yo pupatioon kot 0o TpaypaTontooet pio eE€Taon Yo va Ogt edv ExeTe
ovpatioon mpw ndpete to WEZENLA. Edv o yiatpog oag miotevel 0Tt Stotpéyete Kivouvo
ovpatioong, propel va cag yopnyndel Bepameia yio TV OVIYLETOTION TNG.

Ipocééte Yo coPapéc avemBOUNTES EVEPYELEG

To WEZENLA pmopei va tpokoiécel coPapéc avemBounteg evépyeleg, cupmephappovouéveoy
OAAEPYIKADV aVTIOPAGE®V Kol AOUDEEWV. TTpémel va TposEyeTe Yo 0pIoIEVI GNUEIN 1] CUUTTMOLOTOL
acBévelog evod maipvete to WEZENLA. BAéne «ZoPapéc avembounteg evépyeiegy otny mopdypoeo 4
Y0 TANPT KOTOAOYO QLTOV TOV AVETIHOUNTOV EVEPYELDV.

I pw ypnowpomomicetre o WEZENLA gvnuepoote ToV Y10Tp6 60G:

. Eadv siyote moté arhepyun avtiopaocn oto WEZENLA. Potmote tov yuutpod cag av dev giote
BéPator.
. Eav giyote moté 0mo10voNmTOTE THTO KUPKIVOL — ETELDN| TA AVOGOKATOGTOATIKO OTTOC TO

WEZENLA &£ac0evodv pépog Tov avocomomTikod GUGTANATOS. AVTO popel va avENcEL TOV
Kivduvo Yo Kapkivo.

. Edv éyete MaPer Ocpameio yio Ty yopioaon pe driho Broroyikd oappoka (éva ¢appoko Tov
mapayeTor oo pio ovoio froroyikilg Tpoéievons Kol ovvi0mg yopnyeitar pe éveon) — o
Kkivduvog Yo kapkivo uropei va givar vynidtepoc.
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. Eadv éyxete 1 iyorte mpécspata Aoipmén

. Eadv éyete véeg N perafariopeveg PLaPeg péca oTig TEPLOYEC TOV TAGYOLV Omd Ywplaomn 1 610
(VCLOAOYIKO JEPUAL.
. Eav naipvere kdmowo GArn Ogpaneio Yo TNV yopiacn Ko/ TNy yopracikn apdpitidoa —

OT®G KATO10 GALO CLVOGOKATOCTOATIKO 1 pmTobepameia (6Tav TO COUN GG VTOPAAAETAL OE
Bepamneia pe va idog vepidoovg (UV) pwtdg). Avtéc o1 Bepaneieg pmopovv emiong vo
e€acbeviicovy HEPOC TOL BVOGOTONTIKOL GOG GLGTHOTOC. H Tantdypovn ypfon avtdv Tov
Bepanerdv pe 1o WEZENLA dev €xet pehenBel. Qotoco givar mbavo va avénoet tnv
mhavoTTa acbeveldv Tov oyetifovial e acHEVESTEPO AVOGOTOMNTIKO GUGTILLO.

. Eév Aappavete | Aapate oto maperBov evéoerg Yo ) Ogpameio arrepyr®dv — dev glvar
yvooto edv to WEZENLA pnopel va tig ennpedost.
. Eav n nhkiao cog givan dve Tov 65 etdv — uropei va sivor o mifavo va ndbete Aoyuméelg.

Edwv dev giote Giyovpot av 1oy0EL OTOLOONTOTE OO TO TOPAUTAV® Y10 EGOC, LANOTE LLE TOV YIOTPO 1) TOV
QopuoKonold cag wpw ypnopomooete o WEZENLA.

Optopévor acBevelg mapovoioacay avtidpacels TPoGopolalovoes pe AVKO, GUUTEPTAAUPAVOUEVOD
deppraTikod AVKOV 1 GUVIPOHOL TPOGOLOLALOVTOG e AVKO KOTd T didpketa tng Bepameiag pe
ovoTeKvoLpauT. Evnuepdote apéomg tov yiatpo cog eav eppavicete évo epubpod, emnpuévo,
QOMOMDIES £EAVOM LA LEPIKEG POPES [LE TTLO GKOVPO TTEPLYPULLLLOL, GE TEPLOYEG TOV OEPHLOTOG OV
extifevtal 6Tov A0 M pe TOVoVG oTIS 0pHPMOCELC.

Kapdwuki) tpocforn] Kot ayyelakd eYKEQUAKE ETELGOOLN,

Koapdrokn mposfoin Kot oyyeloKd EYKEQPAALKA ETEGOdL EXoVV TtopatnpnOel oe pia perétn oe
aoBeveic pe yopiaon mov Ehafav Bepancio pe ovotektvoupdunn. O yraTpodg oag B eEAEYYEL TAKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Y10 KOPOLUKT VOGO KO OYYEINKO EYKEPUAIKO ETEIGOOI0 TPOKELLEVOD VO
dtoporiletl 6Tt avtipetonilovtol KatdAinia. Avaintiote apécmg wtpikn fondela edv TopOVCLAGETE
ovo oto 01NBog, advvapia 1 U PLGIOA0YIKY| aictnon ot pio TAELPA TOL CAOUATOG OGS, TAPAALOT
TPOCHOTOL, | AVOLUOAMES GTOV AOYO 1] TNV OpOoT).

Moora ko Egnpor

To WEZENLA 6ev cuvietdral yio ypnomn o€ Tadid KAt Tov 6 TV e yopioon 1 yio xp1ion o€
ool kdte TV 18 etdv pe yoplacikn apbpitida 1 voco tov Crohn, eneidn dev £xel peretndel oe
oUTH TNV NAKLOKT Opdda.

Alro @appoxo, epporra ko WEZENLA
Evnpepmorte tov yrotpd 1 Tov gapprokomold cog:

. Edv maipvete, éxete mpocpaTo mipel | LTopel Vo TAPETE AAAL PAPLLOKO.

o Edv kévate mpoécpata 1| mpoketton va kavete epuPporto. Opiopévol tomot epforiov (epforia
{OVIOV IKPOOPYAVIGU®MV) OV TPETEL VO YopnyouvTal eved ypnotponoteite to WEZENLA.

o Edv MaPate WEZENLA evoom fcactav £yKvog, EVILEPDOOTE TOV YLOTPO TOL LOPOL GOG

oyeTkd pe 1 Oepaneio cag pe 1o WEZENLA mpv 10 popd cog AdPet omotodnmote epforto,
ocuopmeprropfavopévev tov (oviav euporinv, 0tmg eival To eufdio BCG (tov
YPNOLOTOLEITAL Y100 TNV TPOANYT TG Pupatioons). Ta {dva epuPforiia dev cUVIGTOVTOL Y10 TO
UOPO GOG KOTA TOVE TPMTOVG dMOeK UVeES LETA TN Yévvnon ebv AdPate WEZENLA xatd
SLAPKELD TNG EYKVUOGVVNG, EKTOC €AV O YIOTPOG TOL UOPOL GOG GLGTNHGEL KATL SL0POPETIKO.

Kinon ko Onhaopdg

. Edv giote éykvoc, vouilete 0TL pmopel va giote £yKvog 1 oYeO1ALETE VO, ATOKTIOETE OO,
{nthote ) GuUPBOVAT TOL Y1OTPOD GG TPV TAPETE CVTO TO PAPLOKO.

. Agv éyel mapotnpndei VYMAOTEPOS KIVOLVOG YEVETIKAOV OVOUOMDY GE LOPO TOL EKTEONKAY

evoountpa oto WEZENLA. Qotoco, vrndpyetl meplopiopévn epneipio pe to WEZENLA cg
€ykveg yovaikeg. Emopévaog, eivon Tpotipndtepo va amopvyete ) xpnorn oo WEZENLA katd ™
S1apKELOL TNG EYKLHLOGVVIG.
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. Edv gilote yovaika oe avamapayoyiky nAkio, cuvietdTol vo amo@OYETe Vo, Petvete £YKvog Kot
TPETEL VAL YPT|CYLOTOLEITE UTOTELECUATIKT AVTIGVAAN YT EVOS® ypnoomoteite to WEZENLA
Kol Yo TovAdyiotov 15 efdopddeg petd v tehevtaio Oepaneio pe WEZENLA.

o To WEZENLA pmopel va tepdoetl Héca omd ToV TAAKOOVTA Kot VO QTAGEL GTO ayEVVITO HopO.
Edv Aapate WEZENLA xatd ) didpKelo TG EYKLUOGHVIG GO, TO LOPO GOG UTOPEL va
SloTpéyel peyoluTepo kivouvo yia v epedvion Aoipnwéng.

. Eivat onpoavtikd vo evnuep®ceTe Toug Y1oTpohs TOV HOPOV GOG KL TOVS GAAOVG ETayyEAUATIEG
vyeiog ebv AMaPate WEZENLA katd t didpKeo TG EYKVHOGUVNG 0OG, TPV TO Hopd Aafet
omotodnmote eUPoro. Ta {ovta eppforto dmmg eivar to gufdiio BCG (mov ypnoipomoteital yio
™V TPOAN YT TS PLUOTIOGCTG) OEV CLUVIGTAOVTOL Y10 TO HMPO GOG KATH TOLS TPADTOVG dMIEKN
pveg peta tn yévvnon eav Aafote WEZENLA katd ) didprela Tng EyKLHOGUVNG, EKTOC GV O
YTpdS TOV HOPOV GOG GUOTNOEL KATL SLOPOPETIKO.

. H ovortexvovpdunn pmopel va TepAceL 6To PUNTPLIKO YOAL GE TOAD PIKPES TOGOTNTEC.
Evnuepmote tov yiatpd cog ebv Onralete 1 oyedialete va Onidoerte. Eceic kot o yratpodg oo
0o mpénel va amopacicete av Ba mpémel va Onidoete | av Ba ypnoworomcete 1o WEZENLA -
LNV KAVETE KO To VO TAVTOYPOVAL.

001 ynon Kol YEPLopég pnyavpndTmv
To WEZENLA dSev éyet kapio 1 £l aonpovtn XOpOOT] GTNV IKOVOTITA 001Y1ONG KOt XEPIGLLOV

LYoV LATOV.

3. og va ypnoyponrouoete 1o WEZENLA

To WEZENLA evdeikvotot yio yprion vo v kabodnynon kot v enifieyn yiatpov pe epmelpio
OTNV OVIYETOMICT TOV KATAOTAGEWMV Yia TIG onolec npoopileror to WEZENLA.

[Tavtote va YpNGYOTOLEITE TO PAPLOKO OVTO AVGTNPA COUE®VA UE TIG 00NYiEG TOL YiaTpov cag. Edv
&xete ap@lPorieg, pmTNoTE TOV Y1ATPO 00G. MIANGTE LE TOV Y1UTPO GOG GYETIKA [E TO TOTE Bl KAVETE
TIG EVECELG GOG KOl Yo TO pavIEPOL TapakoAovBnong g Topeiog oog.

IIéco WEZENLA npéner va. yopnyeital
O ywpog oog Bo anopacicel tooo WEZENLA ypeidleote vo Adfete kot yio 1660 SidoTnua.

Eviilkeg nhkiag 18 eTtav 1 Gvo

Yopioaon 1 Yoprocwi ApOpitida

o H ocvvietopevn apyikn d6on eivar 45 mg WEZENLA. Ot acBeveic mov Quyilovv mepiocdtepa
a6 100 yuodypappo (kg) propel va Egkvinoovv pe pa d6on tov 90 mg avti yio 45 mg.

o Metd v apykn 66om, Ba ndpete v endpevn do6on o€ 4 gfdopnades Kot petd kabe
12 gfoopadec. Or emaxdrovbeg ddcelg eivar cuvBG 101eC e TNV apykn dOo.

No6cog 1ov Crohn

o Y1 ddpketa g Oepomeiog, n TpmdTn d6om mepimov 6 mg/kg WEZENLA 0a xopnynOei and tov
YTtpo oag oTayony o€ pia pAEPa Tov Ppayiovd cag (evoopAéPia £yyvon). Metd ) doon
évapéng, Oa Aapete v emduevn d6on WEZENLA tov 90 mg petd and 8 efdouddeg Kot ot
ouvéyeln Kabe 12 gfdopdadec pé€cw Eveong KAT® omd 10 dEPUA («VTOJOPIWS»).

. e opropévoug acbevelg, Hetd v Tpd £veon kdT® omd To dépua, To 90 mg WEZENLA
umopet va yopnynbovv kdbe 8 efdopddes. O yatpdc cog Ba amopaciocel mote Bo Tpémel val
AaPete TNV emopevn 066N 6O,

Moora ko Epnpor nhkiog 6 eTOV 1| Gvo

Yopioon

. O ywTpog Ba vroroyicetl TNV KATAAANAN 60N Y10 £GGG, CLUTEPIAAUPAVOLEVIC TG TOGOTNTOG
(6ykov) Tov WEZENLA mov 0o mpémet va eyyvbel yio va ddoel T cwoth 06on. H cwotr doon
Yo €60G €EQPTATAL A0 TO COUOTIKO GaG BAPOG KATA TN XOPNYNOT TNG EKAGTOTE dOONG.
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. Edv Quyilete Myotepo and 60 kg, n cuvietouevn d6on eivar 0,75 mg tov WEZENLA ava kg
COUOTIKOV Bapovg.

o Edv Quyilete 60 kg émg 100 kg, n cuvietdpevn d6on eivor 45 mg WEZENLA.

o Edv Quyilete mavm and 100 kg, n cuvictdpevn do6on givar 90 mg WEZENLA.

o Metd v apyikn 66cm, 0o Aapete tnv enduevn d6om 4 efSopddEg apyOTEPX, KOl GTN GLUVEXELN
K60 12 gBdopddec.

Hog yopnyeitar to WEZENLA

o To WEZENLA yopnyeiton og £veon Katw amd To dEppa («umoddpian). Ztnyv Evapén tng
Bepamneiog oog, PTopel TO 10TPIKO 1) VOOTAEVTIKO TPOGMTIKO VO YOPTYNOEL LLE EVECT TO
WEZENLA.

. Q61660, €08l Kal 0 YIOUTPOG GO UTOPEL VoL ATOPAGIGETE OTL UTOPELTE VoL KAVETE Ol 18101 TNV
éveon tov WEZENLA otov €avtd 60c. Xe avTiV TNV TEPITTmon, Bo EKTIOEVTEITE Yo TOV
tpomo mov Ba kévete v éveorn tov WEZENLA otov govtd cac.

o I Tig 0dnyies Yo 10 S va kavete v éveon tov WEZENLA, Bréne «Odnyieg yoprynong»
670 T€A0G AVTOV TOL PVAAOL 0INYLDV.

MANGTE LE TOV YLOTPO GaG AV EYETE OTOECONTOTE OMOPIEG OYETIKA LLE TN YOPNYNON TNG EVECT GTOV

€00TO GOG.

Eav ypnowpomomoesete peyorivtepn 006on WEZENLA amé tnv kavoviki
Edv ypnowomomcate 1 cog yopnynooyv tapa tohd WEZENLA, wiinote apéomg pe Evav yiatpo M
eoppoxomord. Na £xete mavta To eE®TEPIKO KoLTi TOVL Papudkov pali cac, axdpa Kt ov givar ddegto.

Eav Eeyaoete vo ypnoponomoste To WEZENLA
Edv Egyaoate o 3001, EMKOWVOVIAGTE UE TOV Y1OTPO 1) TOV QApULaKonod oag. My tdpete SutAn
5001 Y10 VO OVOTTANPMOOETE TN dOOT oL EEXACATE.

Edv otapatioete va ypnoponoreite to WEZENLA
Agv givan emikivouvo va otapatioete va ypnoyonoteite 1o WEZENLA. Qo1600, €0V GTOUATACETE,
UTOPEL VO ETAVELPAVIGTOVV TO. GUUTTOUATE GO,

Edv éyete mepriocOTEPES EPOTNGEIS GYETIKA LLE TN YPT|OT CLTOD TOL PAPUAKOV, POTNGTE TOV YIUTPO 1|
TOV POPUOKOTOL0 GOG.

4, MOavég avemBOuNTEG EVEPYELES

Onwg 0Lo. T0 apuaKo, £T61 KL GVTO TO PAPLOKO UTOPEL Vo TPOKOAECEL AVETIODUNTEC EVEPYELEG, OV
Ko 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMITOVC.

Yopapég avemOounTeg EvEpysereg
Opiopévor acBeveic pmopei va Exovv coPapés avemBOUNTES EVEPYELEG TOL UTOPEL VA YPELLSTOVV
enelyovoa Bepaneio.

AdLepYIKES AVTIOPAGELS — PTOPEL VO YPELOGTOVY ENTElyovon Oepaneia. Evnuepdote Tov yiatpod
oag 1 avalnmyote engiyovoa 1w tpiki) Pon0sio apécms pOMG TOPATNPGETE OTOLOONTOTE AT T
axkérovBa onpeia.

. Ot cofapég arrepyikéc avTdpacels («avapuiasion) eival orTaviec 6Ta GTOLL0 TOV TAiPVOUV
ovotekvovpdumn (uropet va ennpedoovy £mg kot 1 ota 1.000 dropa). Ta onueio
meplappavouv:

- SvoKoAia 6TV avamTyvon 1| TNV KATdmoon
- YOUNAT apTnplokn wieon, Tov propel va mpokoaiésst (OAn
- TPNHEWO 6T0 TPHGMTO, TO, XEIAN, TO GTOUA 1] TO AALUO.

o Ta cuyva onueio aliepyikng avtidpacng teptiapupdvouy deppatikd e£avOnua Kot kvidwon

(umopetl va, emmpedoovy £mg kat 1 ota 100 dropa).
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2.g OMAVIES TEPUTTAGELS, TVEDPOVIKEG AAAEPYIKEG AVTIOPAGELS KO PAEYIOVI] TOV TVEDUOVA £YOVV
ava@epBei og acOseveig mov Lappavovv ovetekivovpapnn. Eviuepoote apéocwmg Tov Y10T1pl cog
€0V TUPOVOLAGETE CUUTTAONATO. OTOS 1]y 0, OVGTVOLE. KOl TVPETO.

Edv eppavicete cofapn arlepyikn avtidpact, o yloTpog 6o UTopel va omopocicel 0Tt v TPEMEL va
ypnopomotoete Eava 1o WEZENLA.

AopndEeg — pmopel va peLacTovy enciyovoo Oepancia. Eviiuep®dote apéomg Tov yiatpo cog edv
TAPATIPICETE OTOLOONTOTE 0O TG GKOAOVOO onpeia.

. Eivat cuyvéc ot Aod&etg Tng LoTng 1 Tov Aaipov Kot To Kotvd KpuoAdyn o (Lropet va,
emmpedoovy ém¢ kot 1 ota 10 dtopa)

. Ot Lopdéelg tov Bopaka dev eitvar cuyvég (umopel va ennpedoovy émg kot 1 ota 100 dropa)

. Ot AeyHoVEC TOV 16TV KAT® amd T0 déppa («kuTTopiTidon) dev eivarl cuyvéc (umopel va
emmpedoovy émg kot 1 ota 100 dropa)

o O épmnc Lootp (éva €idog emddvvov e&avOnpatog e puoaideg) dev eival cuyvog (Lmopel va

emmpedoet £og kot 1 ota 100 dropa)

To WEZENLA pmopel va 6og kataoTtnoel AMyoTeEPO KAVOLG Vo Kotamoiepnoete Aotuaéels. Kamoteg
ropaéels Ba propodoav va yivouv cofapés kot pmopet va tepAapPavouy AoUOEES TOV
TPOKAAOVVTAL OO 100G, LOKNTEC, PaxTiplo (CUUTEPIAUUPAVOUEVTG TNG PLUOTIOONC), 7| TOPACLTO,
ovumepAapBavoprévov AoUOEEDY oV KVpimg Tapovstalovtal o avOpmmovg e eEachevnévo
VOGOTOMNTIKO GUGTNUO, (EVKatplakég AoUdEELS). Evkaiplokég AoumEelc Tov eyKe@AAOL
(eyke@aiitida, unviyyitida), TV TVELUOVOVY Kot TOV 0QBaALoD £xovv avapepbel o aobeveic Tov
AapPavoovv Bepameio e OVGTEKIVOV LALTN.

[péner va mpocéyete yio onueio Aoipwéng evd ypnoponoteite to WEZENLA. Avtd mepilapfdavouv:
TVPETO, GLUTTAOUATO, TOV POLALOVV LE YPImT), VOKTEPIVEG EPLOPMOELS, ATMOAELN PAPOVG

aicOnon kommong N Aayaviacua, fyag wov dev TepVa

Oepo, KOKKIVO SEPLLOL TTOV TTOVAEL, 1] ETOIVVO eEAVONUO 0TO OO e PLOOAIDEG

aicOnpo KoveoL Katd Ty ovpnon

Suppota

OTTIKY dlatapay 1 oA OPACTG

KePaAadyia, avyevikn duokopyio, evaishnoio 6to g, vavtia 1 cOyyvon.

Evnuepoote apéomg Tov yiotpd 6og €4V TapatnpiGETE 0TOL0ONTOTE 0d AVTA To onpeia Aoipnméng.
Avtd pmopel va etvan onpeio Aopuméemv, 6nwg AotudEemy Tov Bdpaka, AOUOEEDY TOV dEPUATOG,
épmmra {ooThpa, 1 EVKOIPLOKES AOUMEELG TOL Ba pTopovGaY va £x0Vv GoPapég EMMAOKEC.
Evnuepdote 10 yatpd 6og edv £xete 0MO100NTOTE €100¢ AOTHMENG TTOL deV TEPVA 1) EMAVEPYETAL
ovveydc. O yoTpog cog umopei va aropacioet 6Tt dgv tpénel va ypnoiporotoete WEZENLA péypt
va tepdoet 1 Aoipwén. Eniong evnuepdote tov yratpd oag edv EXeTe avolKTEG TANYEG 1) TPOVLLOTAL,
KaBmg umopet vo LoAvvBoiiv.

AToQOMO®SN 3EPRATOS — AOENGN TG EPLOPOTNTUG KL TNG UTOPOAIOMGNG TOV OEPNATOS GE
EKTETAPEVT] TEPLOYN] TOV CANATOG EVOEYETAL VO EIVUL COUTTONATA EPVOPOIEPIIKNG YOPpiaog 1]
UTOPOMOMTIKIG OEPRATITIONG, OL 0TToiES eival coPapés deppaTonddsiec. Oa mpémel va
EVI|LEPAGETE UPEGMS TOV YLUTPO GUS EAV TAPOTNPTCETE OMOLAONTOTE GO CVTA TA GMUELQ.

AdLeg avemOOUNTEG EVEPYELES

Yoyvég avemO@opnteg evépyeteg (umopei va ennpedoovv £mg kot 1 ota 10 dtoua):
Awppora

Noavtia

"Epetog

Atobnpo kénmong

Atobnpa {aAng

[ovorépaiog
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Dayovpa («kvnopdo»)

[16vog 6t péom, Toug pug 1 TG apbpdceLg
[Movérayog

EpvBpdmrta kot movog 6To onueio mov yivetal 1 éveon
Aolpwén Tov tapappiviov KOATOV

'Oy ovyvés avemBOunTeg evépyereg (umopel va ennpedoovv €wc kot 1 ota 100 dropa):

Odovtikég AopdEetg

KoAmikn pokntiacikn Aoipmén

Kotabiwm

DOpayuévn 1 Boviopévn ot

Ayoppayio, pOAOTES, KA PLVOT, TPNELRO Kol payovpa ekel Omov yiveTor 1 éveon.

Atobnpo advvopiog

[Ttdon Prepdpov Kol YoaAdp®oT LOOV 0T pio TAEVPE TOL TPOCOTOV («TAPAAVGT TPOCOTIKOV

vevpouy 1 «mapdAivon Belly), mov eivar cuvnBog mopoduk.

. MetapoAn oty yopioon e epuBpdtnTa Kol VEES JUKPES, KITPLVEG 1] AEVKES QAVKTUIVEG, LEPIKES
(POPEC GLVOOEVOUEVEG ATt TLPETO (PAVKTAVAOING WYpioom).

o Amoploimon Tov 3EpUaTOG (ATOPOAIOMGT) SEPUATOC)

* Ak

Yravieg avemOounteg evépysaieg (umopet va ennpedoovy ¢ kot 1 ota 1.000 dropa)

. EpvBpomnta kot amo@ordwmson Tov 0EPUATOC GE EKTETANEVT TEPLOYT TOL COLNTOG, 1 OOl
umopel va Topovctalel poyovpo. 1 TOVo (amo@oAdOTIKY deppotitidn). [lapodpota GuUTTOUATO
AVOTTOGOOVTOL OPIGUEVEG POPES MG PUOIKT LETABOAT GTOV TOTO TOV CUUTTOUATOV TG
yopiaong (epvBpodepukn yopiaon)

o DLeypovn LKPOV ao@OpV ayyeiwv, 1 onoio uropel va 00N yNoel o€ deppatikd eEavOnua pe
HIKPEG KOKKIVEG 1| LOP povokdAeg, Tupetd 1| TdVo oTIg apBpdoelc (ayystitidn)

oAV oévies avemOopnTeg evépyeleg (Umopel va ennpedoovy émg kat 1 ota 10.000 dropa)

o DovoKkdAeg TOV HEPLOTOC, O 0Toieg Umopel va etvat epuBpég, KVNOUMOELS KOl ETMOVVEG
(IToppoAvymOEG TEUPLYOEIEC).

. Agppatikdg AKo¢ 1| cUVOPOUO TPosouoldlov pe Avko (epvBpd, emnpuévo EoAdMOES e&AvOT L
G€ TEPLOYES TOL dEPUATOG TTOV €KTIOEVTOL GTOV A0 TOOVDS e TOVOLG OTIG ApBPMCELS).

Ava@opd avemOopunTov gvepyatdv

Edv mapotnpnoete kdmola avemBountn evépyela, EVUEPDOGTE TOV YIUTPO 1 TOV PAPUOKOTOLO GOG.
AvT0 1oyveL Kot Yo KGO mhovi avemBounTn VEPYELN TOL OEV OVAPEPETUL GTO TAPOV GVAAO OONYIDV
yponc. Mmopeite emiong va avaeépete avembounteg evépyeleg anevbeiog, péow® Tov Bvikony
GLOTNLOTOG OVOPOPEG Tov avaypdeetar oto [apdptnua V. Méow g avapopdg averiBountmv
gvepYEL®V UTopeite va fondncete 6T GLALOYN TEPIGGOTEPMY TANPOPOPIDV GYETIKA LUE TNV ASQHAELN
TOL TAPOVTOG PAPLLAKOL.

5. Hog va puracoere 1o WEZENLA

o To @dppaxo ovtd TPEmeL va puAGcoETAL GE PUEPN TTOV Ogv TO PAETOVV Kot dev TO POAVOLV TaL
TOLO14L.

. DvAdccete og yoyeio (2°C-8°C). Mnv katoyvyeTe.

. Dvidocete T0 PLAISI0 6T0 EEMTEPIKO KOVTI Y10 VOL TPOGTUTEVETAL ATTO TO POG.

. Egpbdoov amotteitat, pepovouévo graridioc WEZENLA umopovv eniong vo guridocoviol 6

Beppokpacio dopatiov éwg 30°C yua pia péyiot pepovopévn mepiodo éwg 30 nuépeg, oto
apyIKO KOLTL TPOKELUEVOL VA TposTaTeLOVTaL amd T0 Pac. Kataypdyte tnv nuepounvio Kotd
TNV omoie To PLOALSI0 ByNKe amd TO Youyelo Yo TPMOTN Popd kal TV nuepounvio amdppyne. H
nuepounvia amdppyMc dev TPEMEL Vo, LILEPPAIVEL TNV 0PYIKN NUEpOUNVia ANENG oL givart
TUTOUEVN GTO KOLTL. AT TN GTIyUr| TOV €va Pladidto €xel amodnkevbei o Bepuokpacio
dopatiov (éng 30°C), dev Ba mpémel va enavortomobeteitol 6to Yoyeio. Amoppiyte T0 QLOAISIO
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€av dgv &yel ypnopomon el evtog 30 nuepodv and v amodnkevon ce Beppokpacio dOHATIoOv )
£€0¢ TNV apykn nuepounvia Anéng, 6mo1o eival vapitepa.

. Metd v avoppoenon o cupLyya Hiog xpNnons, ExEL amoderyBel n KN Kol QUGIKY|
otabepdra katd T xpnHon Yo 24 dpeg otovg 15°C-25°C. Mnyv enavatonobeteite oto yuyeio.
Amd pikpofroroyikn dmoyn, To Tpoidv Oa wpémel va ypnoiponomndei apéowc. Eqv dev
ypnopomomBel apécms, o1 xpovoL Kat 0t GUVONKEG ot PNOTG KATA T YPNOT AoTEAODY
gvbvvn Tov ypnot.

. Mnv avaxweite ta eroiidioe tov WEZENLA. TTopatetapévn dvvat avokivnorn uropel va
nmpokaréoel {NUd GTO QAPLLOKO.

Na pn ypNOHOTOLEITE GVTO TO PAPHOKO:

. Metd v nuepounvic ANENG TOL OVAPEPETOL TNV EMICTLOVOT KOL GTO KOVTI LLETA TNV
«AHEH». H nuepopnvia AMMéng eivor n tedeutaio nuépa Tov Lva Tov ovoeEPETOL EKEL

. Ed&v 10 vypd elvar amoypopatiocpévo, BoAd 1 av eivar opatd EEva copatioln To omoio
alopovvtal péca og avtd (PBAEne Tapdypago 6 «Epedvion tov WEZENLA kot mepiexopevo e
GLOKEVAGIOG?).

o Edv yvopilete, 1 vopilete 0t pmopel va €xet extebel og axpaieg Oeppoxpacies (0nmg va €xet
Katd AaBog katoyvyBel 1 OeppovOet).

. Edv to mpoiov €yxetl avakivnBel dvvartd.

. Edv 1 oopayida acpareiog £xel mapaProcTel.

To WEZENLA givan piag ypricemg povo. Ipoidv mov dev Exet ypnotponondel kot mapapével 6to
QLOAIS0 KO TN GUPLYYQ TPENEL VO ATOPPITTETAL MMV TETATE PAPLAKO GTO VEPO TNG OOYETEVONC I
OT0 OKLOK( amoppitpote. POTNoTE TOV QOPUOKOTOLd GOC Y10 TO TMG VO TETAEETE TAL PAPLLOKD, TTOV
dev ypnoponoteite ma. Avtd ta pétpa Ba fondncovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreyodpevo TG 6VOKEVAGINS KOL AOITES TANPOPOPIES

T epréyer to WEZENLA

o H dpaotikn ovoia etvar 1 ovotekvovpdumn. Kabe praiidio mepiéyet 45 mg ovotekivoupaun
oe 0,5 ml.

o Ta dAAa cvotatikd givar 1 L-16t18ivn, 1 vopoyropikn povotidpikn L-1otidivn, 10

moAvcopPuco 80, n cakyapoln Kol To VOWP Yo EVEGIUA.

Epg@avion too WEZENLA ko tepreyopeva Tng 6vokevaciog

To WEZENLA egivan dtowyég €mg 1p1dilov, ypopo £mg avotlytod Kitpivo evécto dtdAvpa. Alatibetot
o€ yaptivo Kovuti Tov mepiEyel 1 epdmal 66om og yvdivo elaAido tov 2 ml. Kébe grarido

nepiéxet 45 mg ovotekvoopdunn o 0,5 ml evéoyov dtodvporog.

Karoyoc Adcrog Kukhogopiog ko Ilapackgvaotiic
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdia

Karoyog Adsrag Kvkhopopiag
Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdio
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HopackevasTig
Amgen NV
Telecomlaan 5-7
1831 Diegem
Béhyo

I'a omoladnmote TANPOPOpin GYETIKA LLE TO TOPHV POPUAKEVTIKO TPOTOV, TAPAKAAEISTE VOl
amegvbuvbeite otov Tomiko avtimpdommo tov Katdyov tng Adetog Kvuhopopiog:

Belgié/Belgique/Belgien
s.a. Amgen n.v.
Tél/Tel: + 32 (0)2 7752711

bbarapus
Awmmxen brirapus EOO/]
Ten.: + 359 (0)2 424 7440

Ceska republika
Amgen s.r.o.
Tel: +420 221 773 500

Danmark
Amgen, filial af Amgen AB, Sverige
TIf.. + 45 39617500

Deutschland
Amgen GmbH
Tel: + 49 89 1490960

Eesti
Amgen Switzerland AG Vilniaus filialas
Tel: +372 586 09553

EALGoa
Amgen EAiég @appaxevtikd EILE.
TnA: + 30 210 3447000

Espafia
Amgen S.A.
Tel: + 34 93 600 18 60

France
Amgen S.AS.
Tel: + 33 (0)9 69 363 363

Hrvatska
Amgen d.o.o.
Tel: + 385 (0)1 562 57 20

Ireland
Amgen Ireland Limited
Tel: + 353 1 8527400

Lietuva
Amgen Switzerland AG Vilniaus filialas
Tel: +370 5 219 7474

Luxembourg/Luxemburg
s.a. Amgen
Belgique/Belgien

Tél/Tel: + 32 (0)2 7752711

Magyarorszag
Amgen Kft.
Tel.: +36 1 3544 700

Malta

Amgen S.r.l.

Italy

Tel: + 39 02 6241121

Nederland
Amgen B.V.
Tel: + 31 (0)76 5732500

Norge
Amgen AB
TIf: + 47 23308000

Osterreich
Amgen GmbH
Tel: + 43 (0)1 50 217

Polska
Amgen Biotechnologia Sp. z 0.0.
Tel.: + 48 22 581 3000

Portugal
Amgen Biofarmacéutica, Lda.
Tel: + 351 21 4220606

Roménia
Amgen Roménia SRL
Tel: + 4021 527 3000

Slovenija
AMGEN zdravila d.o.o.
Tel: + 386 (0)1 585 1767
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island Slovenska republika

Vistor hf. Amgen Slovakia s.r.o.
Simi: + 354 535 7000 Tel: +421 2321114 49
Italia Suomi/Finland
Amgen S.r.l. Amgen AB, sivuliike Suomessa/Amgen AB, filial
Tel: + 39 02 6241121 i Finland
Puh/Tel: + 358 (0)9 54900500
Kbzpog Sverige
C.A. Papaellinas Ltd Amgen AB
TnA: + 357 22741 741 Tel: + 46 (0)8 6951100
Latvija

Amgen Switzerland AG Rigas filiale

Tel: + 371 257 25888

To map6v gOAL0 00N YLOV AP oG avade®pONKe Y10 TELEVTAIN POPE GTIC
Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpopopieg yia To eapuako avtd gival dabéotpeg oto diktvakod tomo tov Evponaikod
Opyavicuod Gopudxov: https://www.ema.europa.eu/.

Odnyieg ypnong

v évapén g Bepaneiag, o enayyelpotiog vysiog Oa cog fondnoet pe v TpMOTN cog EveoT.

Q61660, £G8IC KOl 0 Y1ATPOC GO UTOPEL VO ATOPACIGETE OTL UTOPELTE VO KAVETE 01 13101 TNV £VEGT TOL

WEZENLA ctov eavtd coc. Av cuuPei avtod, 0o ekmaidenTeite yio Tov TpOTO TOL YiVETL 1| EVECT] TOV

WEZENLA. MiMote pe Tov yloTpd 60G oV £(ETE OTOLEGONTOTE AMOPIES GYETIKA LLE TN YOPNYNON TNG

£€VEGTG OTOV E0VTO COG.

. Mnyv avapuyvoete to WEZENLA pe ahha vypd yio éveon

. Mnv avaxweite ta eraiidie tov WEZENLA. O Adyog givor 6t1 1) duvaty avakiviion propei vo
TPOKOAEGEL (Nl 6To PApUaK0. M1 ¥pNGILOTOMGETE TO PAPLOKO EQV £XEL avoKivnOel duvaTd.

1. EAéyEte ToV aplOpd TV QroAdimV Kol TPOETOINAGTE TO, VAIKA:

Bydite to(a) praiidio(a) amod to yoyeio. Apnote To QloAidio og 0pbia Béom yio mepimov pon dpa.
Av10 o emtpéyel 6To VYPO VO PTACEL G€ pia gvydplotn Beppokpacio yia tnv éveon (Beppoxpacio
nePIPOALovVTOC).

EXéyEte To(0) praridto(a) yia va Beformbeite 6T

. 0 0p1BUOC TV PLOAMSI®V Kol 1) TEPLEKTIKOTNTA EIVAL COOTN

- Ed&v n 860m cag sivor 45 mg 1) Arydtepo, Ba ndpete éva erarioro WEZENLA twv 45 mg.

- Edv n 060n cag givar 90 mg Oa wapete dvo groridie WEZENLA twv 45 mg kot Oa.
YPEWOTEL va KAveTe 0TOV £0LTO GaG dVO evéaelg. Emiélte 600 dropopetikég BEaelg Yo
OVTEG TIG EVECELS (Y100 TOPAdELY LA i £VEST] 6TO 0e&10 unpd Kot TV GAAN €veon otov
apLoTEPO UNPO) KOl KAVETE TIG EVEGELS T Mia OUECW®S PETE TNV GAAN. Xpnoiponoteiote
Kkawvovpla ferdva Kot cOpyyo yio kabe Eveon.

TPOKELTOL Y10l TO GOCTO QPAPLLOKO

dev &yel mepdoet N nuepounvia AnENg Tov

TO QLOALS10 dev €xel vmoatel {npd Kot 1 cepoyida acpareiog dgv eivol cmacuévn

70 dtlvpa 6To Prokidio gival dlavyég £mg 1P1dilov Kot eival Axpoo £m¢ 0VOIKTO KiTptvo

70 dtddlvpa dev givor amoypoUATIGUEVO 1) BOAO Ko dev TEPIEYEL OTTOLONTOTE EEVO COUATION

120


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

o 70 St vpa dev glvar TayUEVO.

Ta modid mov Luyilovv Mydtepo amd 60 kg yperalovron pua 6om pkpodtepn amd 45 mg. Befoiwbeite
ot yvopilete TV KatdAANAn tocdtnta (6YKo) oL TPEMEL Vo apalpedel amd To PraAidio kat Tov TOTo
Mg GOPLYYOS TOL omanteital yia tnv yopnynon. Eav dev yvopilete v mocodTNnTa 1 TOV TOTO TNG
oVPLYYOG TOV OTOLTEITOL, EMKOIVOVIOTE LLE TOV EMAYYEALATIOS VYELOG Yot TEPAUTEP® 0ONYiES.

2VYKEVTPOOTE OO 000 Ba YPEWNGTEITE KAl AMAMOTE TO G€ [0 KaBopr| ETIPAVELD. e QVTA

weptropfavovtol po cOptyyo, pio BELOVa, avTionmTikd HovTIAdKie, Eva Koppdtt Bapfaxt 1 yala kot
£vag TEPEKTNG Ly UNp®V avTikelnévov (PAEre eikdva 1).

e

Ewoéva 1
2. Emié€te ko wpogtolpdote ) 0éom TG Eveong:

Emilé€re ) 0éom éveong (BA. ekdva 2)
o To WEZENLA yopnyeiton pe éveon K4tm amd v emdepuida (VTodopia).

o KoAég meproyég yio nv éveon gival o Gve unpoc i yop® omd TNV Kol (KOIAOKT Y ®pa.),
TOVAGIOTOV 5 cm pokpld Ao Tov OpUPAAd (Apado).

. Edv givar dvvatod, unv ypnoiponomcete meployss g emdeppuidos tov mapovsialovy onuddia
yopilaong.

. Edv mpoxerton va cog fondnoet kdmolog, Kavovtag cag tnv £veon, TOTe ouTog 1 avtr| Oa

umopovoe va emAEEEL mg BEoM Yo TV €vean T Ave PEPOG TOL Ppayiova.

Avo Bpayiovog

Kowué

Mnpog

L\

O1 teployég e YKPL YPADOO CUVIGTMOVTOL
G TEPLOYES Yo TNV EVEOT)

Ewova 2
[Ipoetopdote ™ Béon €veong
o [M\vvete ta yépro cog ToAD Kahd pe comovvt kot {eaTtd vepo.
o KoBapiote 10 déppa ot 0€om Eveong e Eva aVTIGNTTIKO PLOVTIAGKL.
. Mnyv ayyi&ete v meproyn avtn Eava mpv KAVETE TNV £veon).
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3. IpogTownaote T d601:

o A@oipéate T0 KAAvppo oo Ty Kopuen tov eroAdiov (BA. eikova 3).

Ewova 3

Mnyv a@oipeite To TOLOL.

KoabBapiote 10 mdOpa pe Eva emiBepo EUTOTIGUEVO LE AVTIONTTIKO.

TomoBetroTe TO PLOAidI0 O€ Lo eminedn empdvela.

[Tapte ™ cVpryya Kot apopéoTe TO KAALUUO TNG PEAOVOC.

Mnv ayyi&ete ) Beddva Kot unv aenoete T PEAOVA VO KOVUTNGEL OTIONTTOTE.
rpméte ) Peldva Yo va TeEPAGEL LEGA 0O TO AAGTIYEVIO TAOLLO.

IMvpiote 10 PLOAdI0 KAl T CVPLYY AVATOOA.

Tpapnéte 1o éuPoro g cOpLyYaS Yia va YEUIoEL | GUPLYYO LE TNV TOCOTNTO TOV VYPOV TOL £)EL
cuvtayoypoaenbei amd Tov yaTpd cog.

o Eivar onpavtikd va givar n Belova mdvta péca oto vypod. Avtd epmodilel To oynUaTIGUO
QLoOAd®V aépa uéoa otn cOpryya (BA. ewdva 4).

Ewova 4
o Aopapéote T Perdva amd 10 eroridio.
o Kpatote t ovpryya pe ) Perdva Tpog ta mhve yio va deite av €yl péoa LCAAIdES aépaL.
o AV vmépyovv QUGOAISES, YTUTNOTE EAAPPA GTO TAAL BGTOVL VO AvEPOVV 01 PLGAASES 0épa GTO

whvo uépog g ovpryyog (PA. ecova 5).

Ewova 5
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‘Emterta méote 10 pPoro puéypt va aparpedel 0 og o aépag (aAAE kaBOAov VYPO)
MV 0KOVUTNOETE TN GUPLYYO KAT® KOl UMV 0QNGETE TN PEAOVA VO OKOVUTHGEL OTIONTOTE.

4. Kavte éveon pe T 660n:

Towumote amaid v kabapiopévn emdepuida avapuecsa oTov avTiyelpa, Kot Tov SeiKTn GoC.
Mn ™ oolyyete duvard.

[Tiéote ™ Perdva péca oty ToUmNEVT emdepida VO ywvia 45 popmv.

[Tiéote To €uPolo pe ToV avtiyepd oG MG EKEL TOL PTAVEL Y1 VO, €YX0CETE OAO TO VYPO.
[Tiéote 10 0pyd Kol oTadEPE, KPATOVTAG TNV EMOEPUIOA ELOPPA TCLUTNUEVT).

Otav 10 £uPoro meotel mg ekel TOV PTAVEL, APULPESTE TN PeELOVa Kot eElevBepdOTE TNV
emdeppida.

5. Meta v éveon:

[Tiéote éva avtioNTTikd POVTIAGKL IOV omtd T 06om g éveong yia Aya devtepOAenTO LETA
™V éveon.

Mrmopei va vapéet pukpn TocoOTTO AipoTog | VYPoL oTn BEom ¢ Eveons. Avtd gival
(QLGLOAOYIKO.

Mmopeite va méoete éva koppdrt Pappdi 1 pla yala ndve amd t B€omn g éveons Kot va To
kpatoete Yo 10 devtepdhenta.

Mnv 1piPete to déppa otn BEom TG Eveong. Mmopeite va kaAvyete T B€om g Eveong e €va
pKpd aVTOKOAANTO EMidEGO, OV VOl amapaitnTo.

6. Amoppwyn:

O ypnoiponompéveg ouptyyec kot BeAdvec mpénet va tomobetobvtal g Evay avOeKTIKO oTa
TPLINLLOTO TEPLEKTN, OTMG VAV TEPLEKTN Y10, ayunpd avtikeipeva. [loté unv ypnoipomofcete
Eavd Tig 101e¢ PEAOVES KL GUPLYYES, Y10 TN OIKT] OO OGPAAELN KOt VYELD, KOt V1oL TV 0CQAAELL
TOV OAA®V. ATOpPIYTE TOVG TEPLEKTEC Y10l LU PO OVTIKEILEVO COUPMVA LLE TIG KATH TOTOVG
16 OOVGEG GYETIKEG OLUTAEELS.

Ta adeta PLoAidIaL, TO OVTIGNTTIKG ETOEUATA KOl GAAL VTTOAEILLOTO LTOPOVV VO
amoppipBodveta amoppippatd cog.

123



@viro ooV ypiong: IIAnpogopiss yro Tov yprjotn

WEZENLA 45 mg gvéoto o1dAvpo. 6€ TPOYEPLOUEVT] GUPLYYX
WEZENLA 90 mg gvécipo o1divpo o€ TPOyEPIGHEVY] oOPLYY O
OVGTEKIVOV AU

vTo QAPLOKO 0VTO TEAEL LTTO CLUTANPOHATIKN TopaKoAoVONoN. Autd Ba emTtpéyel TO Yp1Yopo
TPOGOLOPIOUO VEDV TANPOPOPL®OV acPdielas. Mropeite va fondnocete péocw g avaeopdg mbavov
AVETOVUNTOV EVEPYELDV TTOV EVOEYOUEVMS Tapovatilete. BA. Télog g mapaypdpov 4 yia tov TpoTo
AVOPOPAG AVETIBOUNTMV EVEPYELDV.

AP aoTE TPOGEKTIKG OLOKANPO TO PVAAO 0ONYLOV YP1 OIS TPOTOV UPYIGETE VU YPNGLUOTOLEITE
oVT0 T0 PAppaKo, N16TL TEPLAANPAVEL SNPAVTIKEG TANPOPOPIES YIX GUG.

AvT0 TO QUALO 00NYIOV EYEL YPAPTEL Y10 TO TPOS®OTO TOV Aopfdver To dppaxo. Edv gicte 0
yovéag 1] povTioTiS 0 omoiog 0o dmwoser WEZENLA o¢ éva mondi, mapakarovpe vo swopacere
TPOGEKTIKA QVTES TIG TANPOPOPIECS.

- DvAGETE 0VTO TO PUALO 00N YLDV ¥pNoNnG. Towg ypetaotel va To dafdcete Eovd.

- Edv éxete meportépm amopieg, p@TNOTE TOV Y10TPO N TOV QOPUOKOTOLO GOLG.

- H ovvtayn yo autd 1o @dppoko xopnyhnke amokielotikd yio oag. Agv mpémel vo SMGETE TO
PapLOKO 6€ GALOVG. MTopel va, Tovg TPoKUAEGEL PAGPN, aKOUO Kot OTOV TOL GNUELN TG
acBéveldg Toug etvar 1010 pe T Sk cag.

- Edv mapatnpioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV PUPUOKOTOLO
G0c. AVt 1oy0EL Ko Yo KABe mhavn avemBOUNT vEPYELD TOV OV AVUPEPETOL GTO TAPOV
@OALO oONyLDV Ypione. BAéme mapdypapo 4.

Tvepréyel To mapov OAA0 00N YIAOV:

T eivan to WEZENLA ko mowa givot i) ypriomn tov

T npémer va yvopilete Tpv ypnoponomcete 1o WEZENLA
[ag va ypnoonomoete to WEZENLA

[TBavég avemBOuNTEG EVEPYELEG

Iag va puAdocete to WEZENLA

[epreydpeva g cuokevaciog Kot AOUTES TANPOPOpieg

oarwNE

1. T eivan to WEZENLA kot wowa givon i ypion Tov

T eivan o WEZENLA

To WEZENLA mepi€yet T 0pacTiKy 00Gi0 «OVGTEKIVOLUAUTN, £VO LOVOKAWOVIKO avTticopa. Ta
LOVOKAMVIKA avTICOUATO Eivol TPOTEIVEG TOL avayvmpilovy Kot GuVIEOVTOL EOIKE [LE OPIGUEVES
TPOTEIVEC 6TOV OpYovIcuO.

To WEZENLA avnikel og pio opado goprakoy mov ovopalovTol «ovosoKATAGTUATIKGY. AVTA To
Qappoaka dpovv e£0cOeVAOVTIG HEPOG TOL AVOGOTOINTIKOD GG GUGTNLOTOG.

Mo givan n yprion oo WEZENLA
To WEZENLA ypnoylomoteitot yio TNV oVILETOMTIOT TOV 0KOAOLO®OV PAEYLOVOIDV VOCWOV:

o Yopioon katd mAdkag - o€ eVAAKeS Kot Tondid nikiog 6 eTdv Kot dvo
o Yopuaown apbpitida - o€ evijlikeg
o Métpua éog cofapn vocog tov Crohn - g eviihkeg

Yopioon katd ThAdKag
H yopiaon kotd midiog etvon pia deppatiki tadnon n omoia Tpokolel Aeypovi mov ennpedlet To
déppa kot to voylo. To WEZENLA Ba peiwoet ) gAeypovn kat GAlo onueia tng acOEvelag.
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To WEZENLA ypnoponoteitan o eVAAIKEG Pe HETPLO £ GOPopN YOpilaon KOTG TAAKAG, TOL dEV
UTopoHV VA YP1CILOTOGOLY KuKAoomopivn, pebotpe&dtn 1 potobepaneia, 1| o€ TEPINTOON TOV
avtég o1 Oepameieg dev elyav amotélecpa.

To WEZENLA ypnoponoteitar o mondid Kot pnpovg niwkiog 6 etmv kot dve pe pétpila £og cofapn
yopioon Katd TAGKoS, To omoia dgv Umopovv va, aveyfovv ™ pmtodepameio | AAAEG CLGTNUATIKEG
Oepamneieg 1 6tav o1 Bepaneieg AVTEG eV Y0V OMOTEAEGLOL.

Yoprocw apdpitida

H yopuocikn apbpitida sivar pio pAeypovadng vocog towv apfpdcewv, Tov cuviBmg cuvodevetol and
yopiaon. Eav éxete evepyn voplootkn apbpitida tpdta Oa oag xopnyndodv dAra eapupoka. Edv dev
avtamokpiveote KOAA o€ avTd To Qappaka, propel va cog xopnyndei to WEZENLA dote va:

. Mewwoel To onpeia Kot To GLUTTOUATA THG VOGOV GO,

. Beltudoel T 0OUATIKY GOG AELTOVPYIKOTNTO.

o EmPpadiover mn PAAPN ot apBpmoelg cac.

Noéoog Tov Crohn

H vocog tov Crohn givon pia pAeypovadng vocog tov eviépov. Edv éxete voco tov Crohn, apyucd Oa
cog 6000vv dAra eapuaka. Edv dev avtamokpiBeite apketd kodd 1 €6v £xete dvoavelio o€ avTd Ta.
oappoka, propel va cog 000et WEZENLA yio 1 peioon tov onpeiov Kot GOUTTORATOV TG VOGOU
oG,

2. Tvrpéner va yvopilete npv ypnopomonjcetre o WEZENLA

Mnyv ypnoipomomcetre To WEZENLA

o Yg TEPITTOOT AAAEPYIOS OTI|V OVCTEKIVOVUAUT 1] GE OTOLOONTOTE AAAO OO TO. GLOTATIKA
aVTOV TOV PAPUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).
. Eav éyete evepyn AoipmEn mov o yotpog oog moTevEL OTL EIVOIL ONLOVTIKT).

Edv dev giote olyovpot av 1oy0EL 0TO100NTOTE OO TO TAPATAVE Y10 EGAS, WANOTE e TOV YOTPO 1) TOV
QOPUOKOTOL0 o0 TPOTOV Ypnotponoiicete o WEZENLA.

Iposidomocels Ko TPoPLLAEES

AmevBuvbeite otov yotpo 1 Tov apuakonold cag npty ypnotponotioete 1o WEZENLA. O yatpdg
cag 0o eréyéel TG0 Kold eiote Tpv amd kdbe Oepaneia. BePaiwbeite 6T evnuepdoate tov yrotpd
c0g Yo oroladnmote acbéveln Tapovolalete mpv amod kibe Oepaneia. Eniong evnuepmaote tov yatpd
oag eqv &xete pOel TIPOGOUTA GE EMAPY| LLE OTOLOONTOTE GTOLO TTOV UTOPEL va, ExeL pupatioon. O
yatpdc cag Ba cag eetdost Yo pupatioon kot 0o TpaypaTontooet pio eE€Taon Yo va Ogt edv ExeTe
ovpatioon mpw ndpete to WEZENLA. Edv o yiatpog oag miotevel 0Tt Stotpéyete Kivouvo
ovpatioong, propel va cag yopnyndel Bepameia yio TV OVIYLETOTION TNG.

Ipocééte Yo coPapéc avemBOUNTES EVEPYELEG

To WEZENLA pmopei va tpokoiécel coPapéc avemBounteg evépyeleg, cupmephappovouéveoy
OAAEPYIKADV aVTIOPAGE®V Kol AOUDEEWV. TTpémel va TposEyeTe Yo 0pIoIEVI GNUEIN 1] CUUTTMOLOTOL
acBévelog evod maipvete to WEZENLA. BAéne «ZoPapéc avembounteg evépyeiegy otny mopdypoeo 4
Y0 TANPT KOTOAOYO QLTOV TOV AVETIHOUNTOV EVEPYELDV.

Ipw va ypnoypomonjcete o WEZENLA evnuepdote ToV Y0Tpo G60C:

. Eadv siyote moté arhepyun avtiopaocn oto WEZENLA. Potmote tov yuutpod cag av dev giote
BéPator.
. Eav giyote moté 0mo10voNmTOTE THTO KUPKIVOL — ETELDN| TA AVOGOKATOGTOATIKO OTTOC TO

WEZENLA &£ac0evodv pépog Tov avocomomTikod GUGTANATOS. AVTO popel va avENcEL TOV
Kivduvo Yo Kapkivo.

. Edv éyete MaPer Ocpameio yio Ty yopioaon pe driho Broroyikd oappoka (éva ¢appoko Tov
mapayeTor oo pio ovoio froroyikilg Tpoéievons Kol ovvi0mg yopnyeitar pe éveon) — o
Kkivduvog Yo kapkivo uropei va givar vynidtepoc.

125



. Eadv éyxete 1 iyorte mpécspata Aoipmén

. Eadv éyete véeg N perafariopeveg PLaPeg péca oTig TEPLOYEC TOV TAGYOLV Omd Ywplaomn 1 610
(VCLOAOYIKO JEPUAL.
. Eav naipvere kdmowo aArn Ogpameio Yo TNV yopiacn Ko/ TNy yopraciky apdpitidoa —

OT®G KATO10 GALO CLVOGOKATOCTOATIKO 1 pmTobepameia (6Tav TO COUN GG VTOPAAAETAL OE
Bepamneia pe va idog vepidoovg (UV) pwtdg). Avtéc o1 Bepaneieg pmopovv emiong vo
e€acbeviicovy HEPOC TOL BVOGOTONTIKOL GOG GLGTHOTOC. H Tantdypovn ypfon avtdv Tov
Bepanerdv pe 1o WEZENLA dev €xet pehenBel. Qotoco givar mbavo va avénoet tnv
mhavoTTa acbeveldv Tov oyetifovial e acHEVESTEPO AVOGOTOMNTIKO GUGTILLO.

. Eév Aappavete | Aapate oto maperBov evéoerg Yo ) Ogpameio arrepyr®dv — dev glvar
yvooto edv to WEZENLA pnopel va tig ennpedost.
. Eav n nhkiao cog givan dve Tov 65 etdv — uropei va sivor o mifavo va ndbete Aoyuméelg.

Edwv dev giote Giyovpot av 1oy0EL OTOLOONTOTE OO TO TOPAUTAV® Y10 EGOC, LANOTE LLE TOV YIOTPO 1) TOV
QopuoKonold cag wpw ypnopomooete o WEZENLA.

Optopévor acBevelg mapovoioacay avtidpacels TPoGopolalovoes pe AVKO, GUUTEPTAAUPAVOUEVOD
deppraTikod AVKOV 1 GUVIPOHOL TPOGOLOLALOVTOG e AVKO KOTd T didpketa tng Bepameiag pe
ovoTeKvoLpauT. Evnuepdote apéomg tov yiatpo cog eav eppavicete évo epubpod, emnpuévo,
QOMOMDIES £EAVOM LA LEPIKEG POPES [LE TTLO GKOVPO TTEPLYPULLLLOL, GE TEPLOYEG TOV OEPHLOTOG OV
extiBevtal otov A0 1| L TOVOVCE OTIG 0pBPOOELS.

Kapdwuki) tpocforn] Kot ayyelakd eYKEQUAKE ETELGOOLN,

Koapdrokn mposfoin Kot oyyeloKd EYKEQPAALKA ETEGOdL EXoVV TtopatnpnOel oe pia perétn oe
aoBeveic pe yopiaon mov Ehafav Bepancio pe ovotektvoupdunn. O yraTpodg oag B eEAEYYEL TAKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Y10 KOPOLUKT VOGO KO OYYEINKO EYKEPUAIKO ETEIGOOI0 TPOKELLEVOD VO
dtoporiletl 6Tt avtipetonilovtol KatdAinia. Avaintiote apécmg wtpikn fondela edv TopOVCLAGETE
ovo oto 01NBog, advvapia 1 U PLGIOA0YIKY| aictnon ot pio TAELPA TOL CAOUATOG OGS, TAPAALOT
TPOCHOTOL, | AVOUOAES GTOV AOYO 1 TNV OpaoT).

Moora ko Egnpor

To WEZENLA 6ev cuvietdral yio ypnomn o€ Tadid KAt Tov 6 TV e yopioon 1 yio xp1ion o€
ool kdte Tov 18 etdv pe yoplacikn apbpitida 1 voco tov Crohn, eneidn dev £xel peretndel og
oUTH TNV NAKLOKT Opdda.

Alro @appoxo, epporra ko WEZENLA
Evnpepmorte tov yrotpd 1 Tov gapprokomold cog:

. Edv maipvete, éxete mpocpaTo mipel | LTopel Vo TAPETE AAAL PAPLLOKO.

o Edv kévate mpoécpata 1| mpoketton va kavete epuPporto. Opiopévol tomot epforiov (epforia
{OVIOV IKPOOPYAVIGU®MV) OV TPETEL VO YopnyouvTal eved ypnotponoteite to WEZENLA.

o Edv MaPate WEZENLA evoom fcactav £yKvog, EVILEPDOOTE TOV YLOTPO TOL LOPOL GOG

oyeTkd pe 1 Oepaneio cag pe 1o WEZENLA mpv 10 popd cog AdPet omotodnmote epforto,
ocuopmeprropfavopévev tov (oviav euporinv, 0tmg eival To eufdio BCG (tov
YPNOLOTOLEITAL Y100 TNV TPOANYT TG Pupatioons). Ta {dva epuPforiia dev cUVIGTOVTOL Y10 TO
UOPO GOG KOTA TOVE TPMTOVG dMOeK UVeES LETA TN Yévvnon ebv AdPate WEZENLA xatd
SLAPKELD TNG EYKVUOGVVNG, EKTOC €AV O YIOTPOG TOL UOPOL GOG GLGTNHGEL KATL SL0POPETIKO.

Kinon ko Onhaopdg

. Edv giote éykvoc, vouilete 0TL pmopel va giote £yKvog 1 oYeO1ALETE VO, ATOKTIOETE OO,
{nthote ) GuUPBOVAT TOL Y1OTPOD GG TPV TAPETE CVTO TO PAPLOKO.

. Agv éyel mapotnpndei VYMAOTEPOS KIVOLVOG YEVETIKAOV OVOUOMDY GE LOPO TOL EKTEONKAY

evoountpa oto WEZENLA. Qotoco, vrndpyetl meplopiopévn epneipio pe to WEZENLA cg
€ykveg yovaikeg. Emopévaog, eivon Tpotipndtepo va amopvyete ) xpnorn oo WEZENLA katd ™
S1apKELOL TNG EYKLHLOGVVIG.
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. Edv gilote yovaika oe avamapayoyiky nAkio, cuvietdTol vo amo@OYETe Vo, Petvete £YKvog Kot
TPETEL VAL YPT|CYLOTOLEITE UTOTELECUATIKT AVTIGVAAN YT EVOS® ypnoomoteite to WEZENLA
Kol Yo TovAdyiotov 15 efdopddeg petd v tehevtaio Oepaneio pe WEZENLA.

o To WEZENLA pmopel va tepdoetl Héca omd ToV TAAKOOVTA Kot VO QTAGEL GTO ayEVVITO HopO.
Edv Aapate WEZENLA xatd ) didpKelo TG EYKLUOGHVIG GO, TO LOPO GOG UTOPEL va
SloTpéyel peyoluTepo kivouvo yia v epedvion Aoipnwéng.

. Eivat onpoavtikd vo evnuep®ceTe Toug Y1oTpohs TOV HOPOV GOG KL TOVS GAAOVG ETayyEAUATIEG
vyeiog ebv AMaPate WEZENLA katd t didpKeo TG EYKVHOGUVNG 0OG, TPV TO Hopd Aafet
omotodnmote eUPoro. Ta {ovta eppforto dmmg eivar to gufdiio BCG (mov ypnoipomoteital yio
™V TPOAN YT TS PLUOTIOGCTG) OEV CLUVIGTAOVTOL Y10 TO HMPO GOG KATH TOLS TPADTOVG dMIEKN
pveg peta tn yévvnon eav Aafote WEZENLA katd ) didprela Tng EyKLHOGUVNG, EKTOC GV O
YTpdS TOV HOPOV GOG GUOTNOEL KATL SLOPOPETIKO.

. H ovortexvovpdunn pmopel va TepAceL 6To PUNTPLIKO YOAL GE TOAD PIKPES TOGOTNTEC.
Evnuepmote tov yiatpd cog ebv Onralete 1 oyedialete va Onidoerte. Eceic kot o yratpodg oo
0o mpénel va amopacicete av Ba mpémel va Onidoete | av Ba ypnoworomcete 1o WEZENLA -
LNV KAVETE KO To VO TAVTOYPOVAL.

001 ynon Kol YEPLopég pnyavpndTmv
To WEZENLA dSev éyet kapio 1 £l aonpovtn XOpOOT] GTNV IKOVOTITA 001Y1ONG KOt XEPIGLLOV

LYoV LATOV.

3. og va ypnoyponrouoete 1o WEZENLA

To WEZENLA evdeikvutat yio, xpron vmo v kabodynon kot tnv exifreyn ylotpod pe epmeipio
OTNV OVIYETOMICT TOV KATAOTAGE®MV Yo TIG onoies mpoopilerar to WEZENLA.

[Tavtote va YpNGYOTOLEITE TO PAPLOKO OVTO AVGTNPA COUE®VA UE TIG 00NYiEG TOL YiaTpov cag. Edv
&xete ap@lPoiieg, pmTHOTE TOV Y1TPO 00G. MIANGTE LE TOV YI0TPO GOC GYETIKA LE TO TOTE B KAveTe
TIG EVECELG GOG KOl Yo TO pavIEPOL TapakoAovBnong g Topeiog oog.

IIéco WEZENLA npéner va. yopnyeital
O ywpog oog Bo anopacicel tooo WEZENLA ypeidleote vo Adfete kot yio 1660 SidoTnua.

Eviilkeg nhkiag 18 eTtav 1 Gvo

Yopioaon 1 Yoprocwi ApOpitida

o H ocvvietopevn apyikn d6on eivar 45 mg WEZENLA. Ot acBeveic mov Quyilovv mepiocdtepa
a6 100 yuodypappo (kg) propel va Egkvinoovv pe pa d6on tov 90 mg avti yio 45 mg.

o Metd v apykn 66om, Ba ndpete v endpevn d6on oe 4 gfdopndades Kot petd kabe
12 gfoopadec. Or emaxdrovbeg ddcelg eivar cuvBG 101eC e TNV apykn dOo.

No6cog 1ov Crohn

o Y1 ddpketa g Oepomeiog, n TpmdTn d6om mepimov 6 mg/kg WEZENLA 0a xopnynOei and tov
YTtpo oag oTayony o€ pia pAEPa Tov Ppayiovd cag (evoopAéPia £yyvon). Metd ) doon
évapéng, Oa Aapete v emduevn d6on WEZENLA tov 90 mg petd and 8 efdouddeg Kot ot
ouvéyeln Kabe 12 gfdopddec pé€cw Eveong KAT® omd 10 dEPUA («VTOOPIMS?).

. e opropévoug acbevelg, Hetd v Tpd £veon kdT® omd To dépua, To 90 mg WEZENLA
umopet va yopnynbovv kdbe 8 efdopddes. O yatpdc cog Ba amopaciocel mote Bo Tpémel val
AaPete TNV emopevn 066N 6O,

Moora ko Epnpor nhkiog 6 eTOV 1| dvo

Yopioon

. O ywTpog Ba vroroyicetl TNV KATAAANAN 60N Y10 £GGG, CLUTEPIAAUPAVOLEVIC TG TOGOTNTOG
(6ykov) Tov WEZENLA mov 0o pémel va evebei yia va dcdoetl T cwoth d0or. H oot d6on
Yo €60G €EQPTATAL A0 TO COUOTIKO GaG BAPOG KATA TN XOPNYNOT TNG EKAGTOTE dOONG.
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o "Eva @loAido tov 45 mg givar d1abéo1uo yia mwaidid wov yperdletarl vo Aaovy Ayotepo amd TV
TP 660on TV 45 mg.

o Edv Quyilete Myotepo and 60 kg, n cuvietopevn d6on eivan 0,75 mg tov WEZENLA ava kg
COUOTIKOV Bapovg.

o Edv Quyilete 60 kg émg 100 kg, n cuvictdpevn o6on ivor 45 mg WEZENLA.

o Edv Cuyilete mavo and 100 kg, | cuvictdpevn d6on eivanr 90 mg WEZENLA.

o Metd v apykn d6om, Ba AdPete v endpevn d0om 4 £fSopddes apydTepa, Kol 0TI GUVEXELD
KéOe 12 gfdopddec.

Hag yopnyeiton to WEZENLA

o To WEZENLA yopnyeitor og éveon KATm amd 1o SEPUA («LTOdOPLan). ZTNV Evapen e
Oepaneiog oG, pmopel To 1WWTPIKO 1| VOGNAELTIKO TPOCOTIKO VAL YOPTYOEL LE EVECT) TO
WEZENLA.

. Q61000, 081G KOt 0 YLIOTPAC GOG LITOPEL va, amopacicete 0TI pmopeite va kAveTe ot idlol v
éveon tov WEZENLA otov g0vtd cac. X autiyv TV nepintmon, fo ekroidevteite yio tov
Tpomo wov Ba Kavete v éveon tov WEZENLA otov govtd cag.

. [N 11 0dMyieg Yo 0 g va kavete v €veon Tov WEZENLA, BAéne «Odnyieg yprione» oto
TEAOG 0VTOV TOL PVALOL 0INYIDV.

MU GTE LE TOV YIOTPO GOG OV EYETE OTOIEGONTOTE OMOPIES GYETIKA LE TN YOPNYNON TNG £VEONE GTOV

€0VTO 00G.

Eav ypnowomomjoere peyardtepn 66on WEZENLA amd tqv kavovikn
Edv ypnowomomoarte 1| cog xoprynoov mépa tord WEZENLA, pidnote apéomg pe évav yatpd 1
@appakonotd. Na €yete TAvIa T0 eE®MTEPIKO KOLTL TOV Papudikov pali cag, akdpa Kt av givat AdELo.

Eav Egyaoete va ypnopononioete 1o WEZENLA
Edv Egxdoate pio 5601, EMKOWVOVAGTE LE TOV YIOTPO 1 TOV PAPUOKOTOLO 6oG. Mnv Ttdpete SmANdOoN
Y10 VO OVOTA POCETE TN 800T OV EEXACATE.

Edv etopatiocsete va ypnowonoteite to WEZENLA
Agv givan emikivouvo va otopatioete va ypnowonoteite 1o WEZENLA. Qo1600, €0V GTOLOTACETE,
UTOPEL VO ETAVELQOVIGTOVV TO GUUTTOUATH GO,

Edv éyete meplocOTEPES EPOTNGEIS GYETIKA LLE TN (PT|OT CLTOV TOL PAPLAKOV, POTNCTE TOV YIUTPO 1|
TOV QAPLOKOTOLd GOC.

4, IMBavég avemOounTEg EVEPYELES

Onwg 6Lo. To ApUaKo, £TGL KL GVTO TO PAPLOKO UTOPEL Vo TPOKAAECEL AVETIOOUNTES EVEPYELEG, OV
Kot 6gv TOpovcLalovtal 6€ OAOVS TOVG AvEPMOTOLC.

Yopapég avemOounTeg evépysreg
Opiopévor acBeveic pmopei va Exovv cofapés avemBOuNTes EVEPYELEG TOL UTOPEL VA YPELLGTOVV
eneiyovoa Bepameio.

AdLepyIKES AVTIOPAGELS — PTOPEL VO YPELIGTOVY ENglyovoa Oepaneia. Evnuepdote Tov yiatpo
cug 1M avalnmiote exeiyovon 1oTpiki) Pon0sio apécms GV TUPATPNGETE 0TOLOONTOTE OTTO TO,
axérovBa onpeia.

. O1 coPapég arhepyikéc avtidpacels («avaguAagion) eivol GIAVIEG 6TA GTOWUN TOV TAIPVOVY
ovoteKvovpaunn (pumopel va emnpedoovy £mg kot 1 ota 1.000 dropa). Ta onueio
mepappévouv:

- SVOKOAIN BTNV OVOTTVON 1) TNV KATATOOT)
- YOUNAY apTnplokn wieor, Tov propel va mpokoiésel (OAn
- TPNEWO OTO TPOCMOTO, TAL YEIAT), TO GTOHN 1] TO Ao,
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o Ta cuyva onueio aliepyikng avtidpacng teptiapupdvouy deppatikd e£avOnua Kot kvidwon
(umopetl va, emmpedoovy £mg kat 1 ota 100 dropa).

2.g OMAVIES TEPUTTAOELS, TVEDPOVIKES AAAEPYIKES AVTIOPAGELS KOl QAEYILOVI] TOV TVEDUOVA £YOVV
ava@epBei o€ acBeveic mov Aappdvovv ovstekivoopapnn. Eviiuep®@ote apécms Tov Y10Tpo 6og
€Gv TOPOVOLACETE CUUNTAONRATA OTT@G Pr]y0, OVGTVOLO KOl TVUPETO.

Edv epopavicete cofapn arliepyikn avtidpacn, o YloTpog oo¢ UTOPEL VO AToQaGiceL OTL OV TPEMEL VAL
ypnowomomoete Eava 1o WEZENLA.

AoNOEELS — PmopEl va PELOGTOVV enteiyovoo Oepareia. Eviuep®dote apéocmg Tov yiotpo cog edv
TOPUTIPICETE OTOLOONTOTE 0.0 TG, GKOAOVOO onpeia.

o Eivar cuyvéc o1 Aod&eilg Tng potng 1 Tov Aaptod Kot To Koo KpuoAdynuo (Lwopet vo
emnpedcovy £o¢ ko 1 ota 10 dropa)

o O1 Aodéets Tov Bdpaka dev gtvar ovyves (umopel va exnpedoovy £o¢ kot 1 ota 100 dropa)

o O1 @AeYLOVEG TOV 16TOV KAT® a0 TO dEPUA («KVTTOPITIONN) dEV gtval GuYVES (Lmopel va
emnpedoovy éng kot 1 ota 100 droua)

. 0O épmng Lowotp (éva €ldog emddVVoL e£avONLOTOG e PLGAAIDES) deV givat GLYVOS (LmopEl va,

emnpedoet £o¢ kot 1 ota 100 dropa)

To WEZENLA umnopel va 60¢ KATOGTAGEL AYOTEPO TKAVOVG VO, KOTATOAEUNOETE AolumEels. Kdmoleg
Aoméetg Ba umopovoay va yivouv cofapéc kot propet vo meptlappdvovy AoUdEES Tov
TPOKOAOVVTAL 07TO 100G, LOKNTES, Paktpla (cvumeptlapfoavouévng e euuatioong), | Topactta,
ooumePIAaUBavOIEVOY AOUOEEMY TTOV KVPimg Tapovstalovtal o avOpmmovg e eEacbevnévo
ovocomoNTikd cVoTNHO (EVKPLaKES AOUMOEELS). Evkoanplakés AodEetg Tov eyke@diov
(eykeparitida, unviyyitida), TV TVELHOVOVY Kol ToV 0QOaALOD £xovy avoeephel oe acbeveig mov
Aappdvovv Bepameio e OVGTEKIVOUULAUT.

[pénet va mpocéyete Yo onueio Aoipméng eved ypnowonoteite to WEZENLA. Avtd nepiiappdavovv:
TVPETO, GLUTTOMOTO TOL HOLALOVV LIE YPINN, VUKTEPIVEG EPLOPAOCELS, OTMAELN PApoVG
aicOnon kérwong 1 Aoydviacua, yog mov dev mepvd

Oepo, KOKKIVO OEPIO TOV TOVAEL, T} EXMOVVO EAVONLO 0TO O LE PLCOAIDES

aicOnuo Kavcov katd tnv obpnon

duappota

OTCTIKT] OLOTAPOYT 1] ATTMDAELD OPACNG

KePaAQAYia, avyevikn dvokapyio, evacncio oto pog, vavtio 1 GUyyvo.

Evnuepoote apéomg Tov yiotpd 6og e4v mTapatnpioeTE 0OTOOMTOTE 0nd ALTA To onpeio Aoipnméng.
Av1d pmopel va givor onueio AomEemv, OTwg AOUOEEDY TOV BdpaKa, AoUDEEDY TOV dEPLLATOG,
épmmra {ooTpa, 1 EVKOIPLOKES AOUMEELG TOL Bo uTopovGOY Va £x0VV GOPaPES EMTAOKEC.
Evnuepoote to yrotpd oag edv £xete omolodnmote 100G AoipmEng mov dev mepvh 1 EmavEPYETL
ouveymc. O yatpdc cog pmopel va amopacicetl 0Tt dgv mpénel va ypnopomotoete WEZENLA péypt
va tepdoetl 1 Aoiuwén. Eniong evnuepdote tov yrotpd oag Gv EXETE AVOIKTEG TANYEG 1] TPODLOTO,
Kkafdc pmopei va poivvioov.

ATo@oLId®ON dEpRoTog — AN oN TS EPLOPOTNTOS KOL TNG UTOPOLIOMGTS TOV OEPRATOS GE
EKTETUNEVT] TEPLOYY] TOV GO UATOG EVOEYETAL VO, EIVUL CVUTTONATO EPLOPOIEPIIKI S YOPilaong 1)
UTOPOMOMTIKIG OEPUATITIONG, 01 0TT0iES Eivan cofapéc deppaTonddeiec. Oa mpémer va,
EVILEPAGETE UPEGMS TOV YLUTPO GOS EAV TAPOTNPTGETE OTOLAONTOTE ATO OVTA TA G UELC.

AlLrec avemOopnTeg evépyeie:

Yuyvég avemOounteg evépyeteg (umopei va ennpedoovy émg kot 1 ota 10 dtoua):

. Aldpporla
o Noavtia
. "Epetog
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AicOnpa k6Tmong

AticOnpa Caing

[Tovoxépatog

Dayovpa («Kvnopdc»)

[T6vog ot péom, Tovg Hug i TG apBpdGELS
[Tovorapog

EpvBpotnta kot movog oto onpeio mov yivetal n €veon
Aolpwén Tov Tapappiviov KOATOV

Oy ovyvég avemOBopnteg evépyereg (Lmopel va emnpedoovy £mg kot 1 oto 100 dropa):

Odovtikég AodEeLg

KoAmikn poknriactkn Aoipnmén

Kotalwym

DOpayuévn 1 Poviopévn po

Awoppayio, HOAOTES, GKAPLVOT], TPNELLO Kot @ayovpo eKEL OOV YiveTal 1) Eveon.

AicOnua advvapiog

[Ttdon Prepdpov Kot YaAAp®ON VOV 0T Uio TAEVPE TOV TPOCSHTOV («TAPAAVGT TPOCHOTIKOD

vevpouy N «moapdivon Belly), mov eivar cuvnBog mopodikn

. MetapoAn oty yopioon pe epulpodTnTo Kot VEES JUKPES, KITPIVEG 1| AEVKEC PAVKTALVES, LEPIKES
(POPEC GLVOOEVOUEVEG ATt TLPETO (PAVKTAVAOING WYpioon)

o Amoploimon Tov 6£pratog (AmToPoAId®GT OEPUATOS)

*  Axun

Yravieg avemOounteg evépysieg (umopel vo emmpedoovy €mg kat 1 oto 1.000 dropa)

. EpvBpomnta kot amo@oridwon Tov 0EPUATOC GE EKTETANEVT TEPLOYY] TOV COHOTOG, 1 OOl
umopei va Tapovctdlel @ayovpa N TOVo (amoPoAdwtiky depuatitidn). [Tapduola copntdpoTo
AVOTTOGGOVTOL OPICUEVEG POPEC MG PLGTKT| LETAPOAT GTOV TOHTO TOV GUUTTOUATOV TNG
yopiaong (epuBpodeppikr| yopioon)

o DAeypovn LIKPAOV HOPOp®V ayyeimv, 1 omola pmopel va 0dnynoet og depprotikd eEvOnua pe
HIKPEG KOKKIVEG 1| LoP povokdAes, Tupetd 1| TdVo oTig apBpdoelc (ayyeutidn)

IMolv omdvies avemOounTes evépyeleg (umopel va ennpedoovv émg kot 1 ota 10.000 dropuer)

o DovokdAeg Tov dEPUATOC, O1 0Toieg pumopel va eivarl epuBpég, KvnoUdOELS Kot ETMIVVES
(IToppoAvymOEG TEUPLYOEIEC).

. Agppatikdg AKo¢ 1| cUVOPOUO TPosopoldlov pe Avko (epvBpd, emnpuévo EoAdMOES e&AvOT L
G€ TEPLOYES TOV OEPLITOC TOV EKTIOEVTOL GTOV A0 TOAVDS e TTOVOVG OTIC 0PHPDOGELS).

AvaQopd aveETOOUNTOV EVEPYELDV

Edv mapatnpnoete kdmola avemBountn evépyela, EVUEPDGTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOC.
AvT0 1oyveL Kot Yo KGO mhov avemBounTn EVEPYELN TOL OEV OVAPEPETUL GTO TAPOV PVAAO 0ONYIDV
yponc. Mmopeite emiong va avaeépete avembounteg evépyeileg anevbeiog, péow Tov Bvikony
GLOTNLOTOG oVaPOPEs Tov avaypdeetar oto Hapdptnua V. Méow g avapopdg averiBountmv
gvepPYELDV UTopeite va fondncete 6T GLALOYN TEPIGGOTEPMY TANPOPOPIDV GYETIKA LE TNV ASQIAELN
TOL TAPOVTOG PAPLLAKOV.

5. og va puracoere 10 WEZENLA

o To @appoko ovtd TPEMEL VO LAACCETAL GE PLEPT TTOV OgV TO PAETOVY Kot dev TO POGvoLVY TaL
TodLd.

. DvAdccete og yoyeio (2°C-8°C). Mnv katoyvyeTe.

. DVAAGGETE TNV TPOYEUITUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTOUTEVETOL OO TO PG,

. Epdoov anarteital, pepovopéveg mpoyepucuéves oopryyec WEZENLA pmopovv eniong va

ovAaccovtal o€ Bepuokpacio dopatiov Emg 30°C ya pio péylot pepovouévn tepiodo Emg
30 npépeg, 610 apyLKod KOVTL TPOKELUEVOL VO, TPOGTUTEVOVTOL OO TO PMG. Kataypdyte tnv
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NUeEpOUMVia, KOTA TNV 0TToi0. 1| TPOYEUGUEVT GVPLYYL BYNKE 0o TO YUYEio Yo TPAOTN QOPA Ko
v nuepounvia amdppync. H nuepounviaamdppiyng dev mpémet va vepPaivel Tnv apyiky
nuepopunvio ANENG mov eivat TVTEEVN 610 KOVTi. ATO TN GTIYUR oL pio cVPLyYa EXEL
amodnievbei oe Beppokpacio dmpatiov (g 30°C), dev Ba npénel va enavatonobeteitol 6To
yoyeio. Amoppiyte T cOpryyo v dev €xel ypnoomombei evtog 30 nuepmdv amd v
amobnkevon og Bepokpacio SOUNTION 1| £®G TNV aPYIK NUepounvia Aéng, 0moto eivae
vopitepa.

. Mnv avaxweite Tig Tpoyepucpéves ovptyyeg tov WEZENLA. TMapatetapévn dvvoth ovokivnon
pmopet va pokaAiésel {npid 6to edppoko.

Na pn ypNoPoTOoLEITE 0VTO TO PAPROKO:

. Metd v nuepopnvio ANENS TOL AVAQEPETAL GTNV EMGTUOVOT] KOl GTO KOVTL HETE TNV
«AHEH». H nuepounvio Anéng givail n teElevtaio nUéEP TOV UNVO TTOV OVOPEPETOL EKEL.

o Edv to vypd eivar amoypopoticuévo, Boro 1 av givar opotd EEva copatidlo To onoia
atopovvtar pésa og avtd (PAéne mapdypapo 6 «Eppdvion tov WEZENLA kot mepieyopeva g
GLOKEVAGIOGY).

. Edv yvaopilete, 1| vouilete 6Tt umopet va £xet extebel oe akpaieg Oeprokpacieg (0nme va £xet
Katd AdBog katayvydei 1 Oeppovosi).

o Edv to mpoidv éxel avakivnbei duvatd.

To WEZENLA givon piag ypriioemg povo. Ipoiov mov dev €xel ypnotpomonel Kot Tapapével 6T
oVPLYYO TPEMEL VO, amoppinTteTal. Mnv metdte pAPLOKO 0TO VEPO TNG OTOYETEVONG 1) GTO OIKIOKE
amoppippate. Pothote Tov poprakomold Gog Yo T0 TAG VO TETAEETE TA PAPUAKO, TTOV OEV
ypnotponoteite mo. Avtd ta pétpa Ba fondncovy onv Tpoctacia Tov TEPPAAAOVTOC.

6. Hepreydpevo TG 6VOKEVAGLAS KO AOITES TANPOPOPIES

Tvegpréyer to WEZENLA

. H dpactikn oveia eivar ) ovotekvovudunn. Kabe mpoyepuspévn couptyya mepiéyet 45 mg
ovotekwvovpaunn o€ 0,5 ml 14 90 mg overtekvovpdunn og 1 ml.

o Ta dAAa cvotatikd givar 1 L-16118ivn, 1 vdpoyropikn povotidpikn L-1ot1divn, t0

moAvcopPuco 80, n cakyapdln Kl To VOWP Yo EVEGIUA.

Epedavien too WEZENLA kol wepieypeva TG 6V6KELUGI0G

To WEZENLA gtvar dtawyég mg 1pdilov, dypopo £mg avolytod kitpvo evéotpo didAivpa. Alatibeton
o€ yaptivo kouti wov mepiEyet 1 epdmas d6on og yudAvn Tpoysucuévn cvopryyo tov 1 ml. Kabe
npoyspopévn cOptyya mepiéxet 45 mg ovotekivovpdunan og 0,5 ml 1 90 mg ovotekivovpdpan og 1 ml
EVEGLOV SIADLOTOC.

Karoyog Adsrog Kvkhogopiog kot Iapaockevaotic
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

Iphavdia

Karoyog Adsrog Kvkhogopiog
Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

Ipravodia
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HMopackevasTig
Amgen NV
Telecomlaan 5-7
1831 Diegem
B\eyo

INo omoladnmote TANPOPOPic GYETIKA LE TO TOPOV PAPUAKEVTIKO TPOTOV, TOPAKAAEITTE VOl
amevBuvleite otov TOMIKS avTmpdsmmo Tov Katdyov g Adstog Kukiopopiag:

Belgié/Belgique/Belgien
s.a. Amgen n.v.
Tel/Tel: + 32 (0)2 7752711

Bbbarapus
AmmxeH brarapus EOO]]
Ten.: + 359 (0)2 424 7440

Ceska republika
Amgen s.r.0.
Tel: +420 221 773 500

Danmark
Amgen, filial af Amgen AB, Sverige
TIf.: + 45 39617500

Deutschland
Amgen GmbH
Tel: + 49 89 1490960

Eesti
Amgen Switzerland AG Vilniaus filialas
Tel: +372 586 09553

EALGoa
Amgen EALGg Qoppaxevtikd E.ITE.
TnA: + 30 210 3447000

Espana
Amgen S.A.
Tel: + 34 93 600 18 60

France
Amgen S.A.S.
Tel: + 33 (0)9 69 363 363

Hrvatska
Amgen d.o.o.
Tel: + 385 (0)1 562 57 20

Ireland
Amgen Ireland Limited
Tel: + 353 1 8527400

Lietuva
Amgen Switzerland AG Vilniaus filialas
Tel: + 3705 219 7474

Luxembourg/Luxemburg
s.a. Amgen
Belgique/Belgien

Tél/Tel: + 32 (0)2 7752711

Magyarorszag
Amgen Kft.
Tel.: +36 1 3544 700

Malta

Amgen S.r.l.

Italy

Tel: + 39 02 6241121

Nederland
Amgen B.V.
Tel: + 31 (0)76 5732500

Norge
Amgen AB
TIf: + 47 23308000

Osterreich
Amgen GmbH
Tel: + 43 (0)1 50 217

Polska
Amgen Biotechnologia Sp. z 0.0.
Tel.: + 48 22 581 3000

Portugal
Amgen Biofarmacéutica, Lda.
Tel: + 351 21 4220606

Romaénia
Amgen Romania SRL
Tel: + 4021 527 3000

Slovenija
AMGEN zdravila d.o.o.
Tel: + 386 (0)1 585 1767
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island Slovenska republika

Vistor hf. Amgen Slovakia s.r.o.
Simi: + 354 535 7000 Tel: +421 2321114 49
Italia Suomi/Finland
Amgen S.r.l. Amgen AB, sivuliike Suomessa/Amgen AB, filial
Tel: + 39 02 6241121 i Finland
Puh/Tel: + 358 (0)9 54900500
Kbzpog Sverige
C.A. Papaellinas Ltd Amgen AB
TnA: + 357 22741 741 Tel: + 46 (0)8 6951100
Latvija

Amgen Switzerland AG Rigas filiale

Tel: + 371 257 25888

To map6v gOAL0 00N YLOV Yp1oNG avadempOnKe Y10 TEAEVTAIN POPE GTIC
Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpopopieg yia To eapuako avtd gival dabéotpeg oto diktvakod tomo tov Evponaikod
Opyavicuod Gopudxov: https://www.ema.europa.eu/.
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OAHI'IEX XPHXHX

Avtég o1 «Oomyieg xpnong» TEPEXOVY TANPOPOPIES Yo TO TAG va kKdvete v éveon tov WEZENLA
L€ TPOYELUGLLEVT] GUPLYYO.

Avt n Tpoyeucuévn copryya xopnyet to WEZENLA pe éveon mov yivetotl KAt omd 1o dEpLa
(vmod6p1a). BA. @DVAA0 Odnyumv Xpiong yio TANPoQOpieg GYETIKE [LE TO QAPLLOKO.

I'vopiote TV Tpoyemopévny copryya

Kepoin epporov 4@
Papoog epporov

KMz pmyaviopot kdioyng

Berovag
®¢on guporov
Ao dokToA®V
KovAwdpog
Etucéta
Mopabvpo Tapatipnong
Kdaioupa Berdvog

(Berova evtdg)
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1 Enpavtikéc mAnpo@opies mov TPEmEL va YvopileTs Tpwy ypnoipomouoste To WEZENLA

Aocoroyia:

To WEZENLA éwotifeton og 600 dtapopetikég dooeis: 45 mg/0,5 ml kot 90 mg/1,0 ml.
EMéyEte ) ovvtayn cog yo vo Befaiwbeite 0Tt £xete TN cwOTH d6GN.

H epepdvion g mpoysuspuévng oiptyyag otapépet yio Kabe 66on. H mocodtnTa ToU Poppdicov
IOV TEPIEYETOL GTNV TPOYEUIGUEVT GUPLYYO EIvVOL ETiONG SLPOPETIKN Yo KGOe dOom).

H §6on tov 45 mg/0,5 ml et pikpdtepn mocdTTA QappdKov and ) d6on Twv 90 mg/1,0 mi.
Aglte TIG EIKOVEG Y10 VO OLOTMIGTAOCETE TOS POIVETAL 1 O1KT GaG dOOT| LEGO GTNV TPOYEUICUEVN
obvpLyyo.

ILL2726 v1

45 mg/0,5 ml 90 mg/1,0 ml

Xpnon g npoysuispévg ovpryyos WEZENLA:

Eival onpovtikd vo punv tpootadnoete va KAVETE TV Vet 6ToV €0VTO GOC, EKTOG €0V £YETE
AaPet exmaidevon omd Tov yloTpd 1| ToV TAPOYO LYELNG GOC.

e moudid nlkiog 12 gtodv kot ave pe yopioon kotd Tidkeg Kot copatikd Bapog 60 kg 1
nepLocdtepo, cuviotatal 1o WEZENLA va ypnoomoteitatl amd 1 vd v enifreyn evog
yovéa 1| POVTIOTH.

Mnv ¥pNCLLOTOLEITE TNV TPOYEUICLLEVT] GUPLYYO €AV TO KOVTL £XEl vTooTel {nid 1 €6v M
oppayido acpuleiog Exel mapoPlocTel.

Mnyv xpNGLLOTOLELTE TNV TPOYEMGLLEVT] GUPLYYO LETE TNV MUEpOUVia ANENG oL avaypapeTol 6TV
ETUCETOL

Mnyv avakiveite TNV TpOyEMGHEVT] GUPLYYOL.

Mnyv apaipeite To KaAvppo g BeAdvag and Tnv TpoyeGUEVT cOptyya ueExpt va glote éToluot
Y TV €VEoT).

Mnv (pNGLEOTOLEITE TNV TPOYEUIGLLEVT] GUPTYYQ EAV EXEL KATAWUYOEL

Mnv ¥pNOLLOTOLEITE TNV TPOYEUICLLEVT] GUPLYYO €AV £XEL TECEL GE OKANPN empdvela. Evoéyeton
KGO0 EPOC TNG TPOYELGUEVTG GUPLYYOG VO, £YEL GTTAGEL, AKOUO KOl EQV OV EIVAL EUPUVES.
XPMGLOTOOTE [0 VEQ TTPOYEUIGLEVT] GUPLYYD, EPOCOV Eival dlob€otun, Kol KAAEGTE TOV
YLTPO 1 TOV TAPOYO VYELNG GOC.

Inpovtiko: GVAGCGCETE TNV TPOYEUGUEVT GOPLYYO KoL TO SOYEID OTOPPIYNG QLU POV
OVTIKEWEVOV GE PEPT) OV Oev PAETOLV Kot dev mpooeyyilovv Ta madid.
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2 llpoctopacia Tng éveong pe WEZENLA
2a [dote TV TPOoYEPIGUEVY GUPLYY 0TO TOV KOAIVOPO KOL AQPUIPEGTE TNV OTO TO KOVTI.

. Mnyv midvete ) papoo epPforov, ™ Aapn SaxTOA®Y 1] TO KAALULA TNG PEAOVOC.

. Mnyv widvete To KA TOV pPnNYaviopod KaAvyng PeAovag.
. Apaipéote Tov apBpd TOV TPOYEUIGUEVOV GLUPTYY®OV TOL XPEGLETTE Y10 TV EVECT| GOC.
. TomoBetnoTE TIG TPOYEMGUEVES GVPLYYEG TTOV EV EYETE YPTCLUOTOCEL GTO YVYELO.

2b Meppévere 30 Aemtd péypr ) Tpoyspopévn cOpLyyo va ptdcsel o€ Oeppokpacio dopatiov,

NEPIMENETE
30
Aemta
. Aopnote v Tpoyepiopévn ovptyyo va (eotabel pLOIKA.
. Mnyv 1t Bepuaivete pe {eo1d vepd, GTOV POVPVO KPOKVUATOV 1] LLE AUEGO NALIKO P®C.
. Mmnv avaKiveite Ty TpoyEUGUEVT] GOPLYYO GE KAVEVO GTAOLO TNG SLOdIKOGING.
. H ypfion g Tpoysucpévng ciptyyag oe Beppokpacio dopotiov emtpénet mo e0KoAn Eyyvon.

2C LOYKEVTPAOOTE TU UTULTOVUEVU UVTIKEINEVO Y10 TNV £VEGT] KU TOTOOETN6TE T 6 Mo KaOap),
POTEIVI] ETLPAVELO.

MovtnAdkt pe oAkoOAn

[=—
ECes— AvtokoAAnTo enibepo

Aoyeio andppyng ayunpov D

OVTIKEUEVOV Koppdtt Bapfaxiod 1
enibepa yalog

. IMpoysuiopévn cvpryya WEZENLA (og Oeppokpacio dopatiov)

. Aoyelo amdppymg oyUNPOV OVTIKEUEVDV

. Moavtnidxt pe oAkooAn

. AvtokoAAnTO eMifepial

. Koppdtt pappokiod 1 yalag

3 IIpocTopacia yro v éveon
3a EmOempniote 10 @appoxo. O@o mpémel va ival d1avyEg £mg 1proilov, axpopo £mg vrokiTpivo
owdivpa.

DapuoKo
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. Agv vdpyet TpOPAN L AV LITAPYOVY PLGOADES 0EPOL GTNV TPOYEUGUEVT] GUPLYYCL.

. Mnv ¥pNOLOTOLEITE TO PAPULOKO EAV Efval WUYLEVO, VEQEAMDOES, ATOYPMOUOTICULEVO 1| EAV
MEPLEYEL ALOPOVUEVT EEVI COUOTIOIOKT VAN.

3b EAr¢yEre Ty nuepopnvia Méng (AHEH) ko embsopriote v Tpoyeptopévny cOpryyo.

"dx3
101

‘ Hpepopnvio
. MiEn:

. Mnyv ypnolponoteite edv £xel mapéAbel n nuepopunvia AHéNG.
. Mnyv ypnoponoteite Ty TPOYEUIGUEVT] GUPLYYD EQV:
- To kdivppo e Belovag Asimer 1§ elval yaAapo.
- "Exer poypéc v omaopéva puép.
- ‘Exel néoel og okAnpn emodveto.
. BeBaiwbeite 011 £xeTe T0 0GTO PAPLOKO KAl T COGTH dOoN.

3¢ Xopnynote TV £vest) o€ £vo, 06 aVTA TO oNUEid.

Avo Bpaylovag

3 Kouud
Mnpog
Al ’ \ ’
. Xopnynote v £veon oTov unpod 1 6TV KOMA 060G (€KTOG amd TNV TEPLOYN 5 cm TEPLUETPIKA
TOL OLLPUAOD).
. EmiléEte dropopetikd onpeio yuo kaOe Eveon).
. Kdmoto dAho dtopo pmopel vo oag xopnynoeL Ty EVecT) GTov Unpo, 6TV KotAd 1 6To

eEmTepkd PEPOG TOL v Ppayiova.

INRovTIKG: ATOPUYETE TEPLOYES UE OVAES, payddes 1| TePLoyEg OmoL To dépua eivarl paiako,
UEAAVIOGUEVO, KOKKIVO 1) GKANPO. AV glval duvatdv, Unyv YpNCUYLOTOLELTE TEPLOYES TOV SEPUATOG
7ov gpeaviouv onueia yopiaomng.

3d IMAdveTe TO YEPLA GOG GYOLAGTIKA UE GATOVVL KO VEPO.

3e KaOapiote Tqv meproyn yopnynong g EVeons YpNoLUOTOLOVTOS £V LOVTNIAAKL LE OAKOOAN.
. ApnoTte 10 dépUa GOG VO GTEYVAOGEL LOVO TOV.
. Mnyv ayyiEete Eava Tnv TepPLoYN TNG EVEONS TPV OO TV £VEST).
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4 Xopiynon g éveong WEZENLA
4a Tpapniére evbseio wpog Ta ££® 10 KAV TNG PELOVES KPUTAOVTAS TOV KOAMVOPO TNG

TPOYEGUEVIIS GVPLYYOS.

Inpovtiko: Agalpéote to KaAvuua TG Berovag povo otav Ba giote e Béom va yopnynoete v
éveon dueoa (evtog 5 AeTT@V), KaODE TO PAPLOKO UTOPEL VO GTEYVADGEL.

. Mnv otpifete kar unv Avyilete 10 KW ppo g perdvac.

. Moté pnv enavatomobeteite to kKdAvppa TG Pelovag. Mropel va mpokAnOet {nud ot Perova.

. Mnyv apnoete tinota va ayyitel ™ Pehdva epdcov €xete aalpicetl To KAivppa g fedvac.

. Mnyv tomofeteite TV TPOYEUIGUEVT] GVPLYYO XOPIG TO KAAVLO GE OTOLOONTOTE EMPAVELD,
epocoVv &yel aparpedel To KGAvppa g Perdvoc.

. Mnyv npocnabeite va mncete TI¢ QUoOAIdES aépa EKTOG TNG TPOYEUIGUEVNG GLPLYYOS. Agv
VIAPYEL TPOPAN U EGV VTTAPYOVY PLGOAIES OEPQL.

. Mo otaydvo QapudKov eival UGIOAOYIKY.

4b Théote T0 déppo YOPp® amd T0 onpueio ™G Eveong mpLy amd T yopnynon g éveong.
MIEXTE

. [Méote to déppo peta&d Tov avtiyelpa Kot Tov OEiKT MOTE Vo dNUIOVPYNOETE Eva EEOYKMOUA Y1
™V €veon.
. Edv etvar dvvatd, to e€dykopa Bo mpémet va xel TAATOG mepimov 5 cm.

Inpoavtiko: Xvveyiote vo mélete 1o dEppa HExpt va ohokAnpmBei 1 veon).

4c Ewsaydyete ™ fehova péco oto oéppa mov mECETE.
EIZATATETE

. Ewcdyete ™ Belova péoa 610 déppa mov miélete vd ywvia 45 polpmv.
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. Mnyv tomobBeteite To dGKTLAO Gag ot paBdo Tov gUPOAOV Katd TNV g10ay@Yn TS Pehdvag,
Kabmg pmopel va TpokANOel armdAELD OPLAKOV.

4d Iéete apyd Ty KEQaA Tov Eufolov péxpt vo BpickeTorl TAPOS AVOUEGH GTA KAT TOV
UNYovicpov KaAvyng e perovog.

EI'XYXTE

. Mnyv tpapri&ete 10 £LPoro TPOG Ta TG OTOLNONTOTE GTIYUN).
. Mnyv apapéoete ) Pelova péxpt va €xet yopnynbet 6Ao To péppaxo.

4e AvotnproTe TNV Tigon 6TV KEQPAA TOVL ERPOLOv Kol a@aipéoTe TN feldva amd To déppa.
YHKQXTE

. Alotnpnote v mieon otV KeQaAn Tov uPoArov Kot apapéote T BeAdva omd To dEPLLAL.
. ANoTe TO dEPUO. POV EYETE OPUIPECEL TN PEAOVO.
. ATopoKpOVETE APyl TOV OVTIYEPA GOg amd TNV KEPAAN TOL EUPOL0OV. AVTO emiTpENEL GTNV (OELN

ovptyyo vo petakivn0el Tpog ta emdve pEYPL vo KaAvebel TAnpwg 6An 1 feAdva amd To
TPOGTOTEVTIKO PEAOVAG.

Edv ararteiton ogvtepn Eveon...

4f Erovolapete o pripata 2a-4e gav amorteitonr ds0tepn éveon.
. EXéyEte ) ouvtayn| oog yia T 600m. Edv 1 d6on oag eivor 90 mg, Ba AdPete eite pia
npoyeouévn ocvpryya tov 90 mg eite 000 mpoyeouéveg ovpryyeg Twv 45 mg.
- Edv AdPete 600 mpoyepopéveg oupryyeg towv 45 mg yuo pia d6om 90 mg, Oa ypeloctei va
KAVETE Ui 0eVTEPT) EVEST AUEGMG LETA TNV TPOTN.
. Enavaidfete ta frpota 2a—4e yio tn 0e0TepT EVEST, YPNCULOTOIMVTOG L0 VEQ TPOYEUICUEVT
ovpryya. Emééte drapopetikd onpueio yio tn de0tepn éveon).

5 OloxMpoon kan amwdéppryn g éveong WEZENLA

Inpavriko: [loté pnv emavatonobeteite 1o kdAvppa g PeAovoc.
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5a AmoppiyTe TN APNGIUOTOLNREVI] TPOYEUIOUEVT] GUPLYYO KOl TO KaAvppa TG feAdvag oto
00YEL0 UTOPPIYNGS ULYUNPOV OVTIKELREVOV.

| i

. Mnyv €navoypNGUYLOTOLEITE TNV TPOYEUGUEVT] GUPLYYOL.

Mnyv anoppintete TNV TPOYEUGUEVT] GUPLYYO GTO OKIOKA aToppippata.

5b EA¢yEre To onueio TG éveonc.

. Mnyv 1pifete 0 onueio g £veong.
. Edv vrdpyet aipo, méote éva koppdtt Bopfokion 1 yalag oto onueio g éveong. Edv yperaletan,
EQOPLOOTE £VOL OVTOKOAANTO eMiBepLL

Amoppiyte TUYOV TPOIdV TOV EYEL amopEivel HEGO 0TI GVPLYYO. M1V meTdte PApLOKA 6TO VEPD TNG
OTOYETEVOTG 1] OTO OIKIOKA ATOPPIUpOTa. POTHOTE TOV QOPUOKOTOLO GOG Y10 TO TMOG Vo TETAEETE TA
QAappaKa oV dev ypnoyonoteite ma. Avtd ta pétpa Ba fondncovv oIV TPocTAGic TOV
nePPAAAOVTOC.
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@viro ooV ypiong: IIAnpogopiss yro Tov yprjotn

WEZENLA 45 mg gvéoro o1dAvpo. 6€ TPOYEPIOREVT] GUGKELT] TOTTOV TTEVOG
WEZENLA 90 mg evécipo o1dAvpa 6€ TPOYERIGHEVT] GUGKEDT] TUTOV TEVAG
OVGTEKIVOV AU

vTo QAPLOKO 0VTO TEAEL LTTO CLUTANPOHATIKN TopaKoAoVONoN. Autd Ba emTtpéyel TO Yp1Yopo
TPOGOLOPICUO VEDV TANPOPOPLOY acPdielas. Mropeite va fondnocete péocw g avapopdg mbovov
AVETOVUNTOV EVEPYELDV TTOV EVOEYOUEVMS Tapovatilete. BA. Télog g mapaypdpov 4 yia tov TpoTo
AVOPOPAG AVETIBOUNTMV EVEPYELDV.

AP aoTE TPOGEKTIKG OLOKANPO TO PVAAO 0ONYLOV YP1 OIS TPOTOV UPYIGETE VU YPNGLUOTOLEITE
oVT0 10 PAppaKo, H16TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES VIO GUG.

AvT0 TO QUALO 00N YLAOV EYEL YPAPTEL Y10 TO TPOS®OTO TOV Aapfdver To pdppaxo.

- DoraEte avtd TOo EUALO 0dNYIOV YpNoms. Towg ypetaotel va to dwPdoete Eava.

- Edv &yete nepartépm amopiec, pmTNOTE TOV Y1ATPO 1) TOV PUPUOKOTOLO GOGC.

- H ocvuvtoyn yio avtd 10 gappoko xopnynonke arokAEIGTIKA Yo 60g. Agv TPETEL VO ODOETE TO
@apurako o€ AAAovg. Mmopel va Toug TpokaAéoel PAAPT, akopa Kot OTav Ta, oMUElR TG
ac0éveldg Toug etvon 161a pe Ta d1kd oag.

- Edv mapatnpnoete kdmoto avemBOunT EVEPYELD, EVIUEPMOTE TOV YIATPO 1| TOV QUPLAKOTOLO
G60c. AVt 1oy0EL Ko Yo KABe mBovn avemBOunTn evEpyElo TOV OV AVAPEPETOL GTO TAPOV
@OAAO 0OMy1DV ypriong. BAéme mapdypago 4.

T tepréyel To mapév OLA0 00N YIAOV:

T givar to WEZENLA kot oo iva 1) xpior tov

T mpéner va yvopilete Tpv ypnoponooete 1o WEZENLA
[Mog va ypnoworomoete to WEZENLA

[MBavég avemBounteg evépyeieg

[og va puAdocete to WEZENLA

[Tepieydpeva TG GLOKEVAGING KO AOTEC TANPOPOPIEg

o E

1. Tu eivan 1o WEZENLA ko o givar n ypien tov

T givon to WEZENLA

To WEZENLA mepiéyet T 0pacTiKi 00Gi0 «OVGTEKIVOVUAUTN, £VO LOVOKAWOVIKO avTticopo. Ta
LOVOKA®VIKA OVTICOUATO EIVAL TPOTEIVES TOL ovaryvepilovy Kol cuVOEOVTAL EOIKA LLE OPIGILEVES
TpwTEIVES 6TOV OpYovIcO.

To WEZENLA oavikel o€ puo opddo Qoppakmyv Tov ovoudlovTol «avoGoKaTACTUATIKAY . AVTd To
Qappaka 6povv e£0c0EVOVTIC HEPOG TOL AVOGOTOINTIKOD GO GUGTNLOTOG.

Iowx givan  yprion oo WEZENLA
To WEZENLA ypncoyomoteitol yio TNV oVIYETOTION TOV 0KOAOLOmY QAEYLOVOIDV VOCWV:

o Yopioaon Katd TAAK0S - 68 EVAAIKEG
o Yopracikn apbpitida - € evitikeg
. Métpia émg coPapn vocog tov Crohn - g evijhikeg

Yopiaon katd TAaKag
H yopioon katd mAdikog eivor pia deppotiki manon n oroia tpokoiel pAgypovn mov ennpedlet To
déppa ko to voyla. To WEZENLA o peiwoel ™) gAeyuovn kot dAle onueia tg actévelag.

To WEZENLA ypnouomoteitor og eviMkeg e pétpia £m¢ cofapn yopioon Katd mhdkoc, Tov gV
UTopohV Va. YPTCILOTOGOVY KukAoamopiv, pebotpeédtn 1 potobeparneia, | 6e TEPITTOON TOV
avTég o1 Bepameieg dev elyav amotélecpa.
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Yopracwi) apBpition

H yoplacikn apbpitida eivar pio pAeyLOVOONG VOGOG TOV apdpdhoeny, Tov cuVHO®E GUVOSEHLETOL ATTd
yopiaon. Eav éxete evepyn woplacikn apbpitida tpmta Oa cog yopnynbovv dira eapuaka. Edv dev
OVTOTOKPIVESTE KAAG GE AVTA TO QAapLaKa, uropel va oag yopnyndei to WEZENLA oote vo

. Mewwoel To onpeia Kot To GUUTTOUATA THG VOGOV GO,

. Beltudoel T 0OATIKY GOG AELTOVPYIKOTNTO.

o EmPBpadiover mn PAAPN ot apBpmoelg cac.

Noéoog Tov Crohn

H vocog tov Crohn givon pia pAeypovadng vocog tov eviépov. Edv éxete voco tov Crohn, apyucd Oa
cog 6000vv aAra eapuaka. Edv dev avtamokpiBeite apketd kodd 1 €6v €xete dvoavelio o€ avTd Ta.
oappoka, propel va cog 0o0et WEZENLA yiuo 1 peioon tov onpeiov Kot GOUTTORATOV TG VOGOU
oG,

2. Tvpéner va yvopilete tpwv ypnopomonjcetre o WEZENLA

Mnyv gpnoipomomcere o WEZENLA

. Yg mEPITTMON UAAEPYIONG GTIV OVGTEKIVOVRANT 1] GE OTOLOONTOTE GAAO OO TOL GLGTATIKG
aVTOV TOV PAPUAKOL (OVAPEPOVTIOL GTIV TOPAYPOPO 6).
. Edv éyete evepyn AoipmEn mov o yotpog oo moTevEL OTL EIVOIL ONLOVTIKT.

Edwv dev giote Giyovpot av 1oy0EL OTOL0ONTOTE OO TO TOPAUTAV® Y10 EGOC, LANOTE LLE TOV Y1OTPO 1) TOV
QOPUOKOTOL0 oo TPOTOV Ypnotponmoiicete o WEZENLA.

Ipogidomocels Ko TPoPLLAEES

AmevBuvbeite 6ToV YoTpod 1| TOV QOpROKOTOLd GoG TPty ypnoiporotioste 1o WEZENLA. O yuotpdg
cag 0o eréyéel TG0 Kold eiote Tpv amd kdbe Oepancio. Befaiwbeite dt1 evnpepdoate tov yaTpod
cag Yo oroladnmote acBéveln Tapovolalete mpv amod kabe Oepaneia. Eniong evnuepmote Tov yotpo
oag eqv &xete pOel IPOGEUTA GE EMAPY| LLE OTOLOONTOTE GTOLO TTOV UTOPEL va ExeL pupatioon. O
yatpdc cag Ba cag eetdost Yo pupatioon kot 0o TpaylaTonooet pio eE€Taon Yo va Ogt €4y ExeTe
ovuatioon mpw ndpete to WEZENLA. Edv o yiatpog oag miotevel 0Tt dtotpéyete Kivouvo
oopatioong, uropel va cag yopnyndel Bepaneia yio TV OVIYHETOTION TNG.

Ipocééte Yo coPapéc avemBOuNTES EVEPYELEG

To WEZENLA pmopei va pokoiécel coPapés avemBounteg evépyeleg, cupmepthappovouéveoy
oAhepyikdv avtidpdoewv Kot Aotndcemv. [pénet va mpocéyete yio opiopéva onueio 1] GOUTTOUOTO
aoBévelag evd maipvetre to WEZENLA. BAéne «Zofoapég avemBounteg evépyeiey otnyv mopaypago 4
Y0 TANPT KATOAOYO QLTOV TOV AVETIHOUNTOV EVEPYELDV.

IIpw va ypnopomomoeete o WEZENLA gvnuepoote TOV Y10Tp6 60G:

. Edv siyote moté arhepyucn avriopaocn oto WEZENLA. Potmote tov yuotpod cag av dev giote
BéPatot.
. Eav giyote moTé€ 0m0o10voNTOTE TOHTO KUPKIVOL — ETELDN| TA AVOGOKATOGTOATIKG OTTOC TO

WEZENLA &£acBevobv pépog Tov avocomomTikod GUGTANATOG. AVTO UTopel Vo avENGEL TOV
Kivduvo Yo Kapkivo.

. Edv éyete MaPer Ocpaneio yio TNy yopioaon pe driha Broroyikd oappoka (éva ¢appoko Tov
mapdayeTor oo pio ovoio froroyikilg Tpoéievons Kol ovvi0mg yopnyeitor pe éveon) — o
Kkivduvog Yo kapkivo uropei va givar vynidtepoc.

. Eav éyete 1 iyorte mpocpata Aoipmén

. Eav éyete véeg N petafariopeveg PLAPeg péca oTIg TEPLOYEC TOV TAGYOLV O Ywpiaomn 1| 610
(PUVGLOAOYIKO OEPLAL.

o Eav naipvere kdmoro arAin Oepancio Yo TNV yopicon Ko/ Ty yoprocikl apdpitido —

OTMG KATO10 AAAO 0VOGOKATAGTOATIKO 1| pmTodepameia (OTOV TO SO GO VTOPAALETAL GE
Oepameio pe éva gidog vrepidoovg (UV) owtdg). Avtég o1 Oepameieg pmopovv emiong va

142



e€aobeviicovy HEPOC TOL BVOGOTONTIKOL GOG GLGTHLOTOC. H Tantdypovn ypfon avtdv TV
Oepamerov pe to WEZENLA dev €yer peletndei. Qotdco givar mbovo va avénoet tnv
mhavoTnTe acbeveldy mov oyetifovral pe acfevécTEPO VOGOTOMTIKO GUGTNUAL.

. Eav hapPavere 1] Mapote 610 mapehBov evéseig Yo T Ogpameio aliepyr®dv — dev eivat
yvooto eav 1o WEZENLA pmopel va Tig ennpedoel.
o Eav n nhxkiao oog givan dveo Tov 65 etdv — uropei va givar o mifavo va ndbete AoumEelg.

Edwv dev giote Giyovpot av 1o 0EL OTOLOONTOTE OO TO TOPAUTAV® Y10 EGAC, LANOTE LLE TOV YIOTPO 1) TOV
QopuoKonold cag Tpwv ypnotpomooete to WEZENLA.

Opiopévorl acBeveic mapovoiccav avidpdoels TPoconoldlovses e AVKo, CUUTEPIAAUPOVOUEVOD
depraTiKod AVKOV 1| GLVIPOHOL TPOGOLO1ALOVTOG e AVKO KaTd TN ddpkela TG Bepameiog pe
ovoteKvovpaunn. Evnuepdote apéomg tov yiatpo cog av eppavicete évo epubpod, emnpuévo,
QOMOMDOES £EAVOM LA PLEPIKEG POPES [LE TTLO GKOVPO TTEPLYPALLLLOL, GE TEPLOYEG TOV OEPHLOTOG OV
extifevtal 6Tov A0 M pe TOVOoUG oTIS 0pHPMOCELC.

Kapdrwoxn tpocfori] Kor ayyeloKka EYKEQUMKE ETELGOOLN

Koapdrokn mposforn Kot oyyeloKkd EYKEQPAALKA ETEGOdL0 ExoVV TtopatnpnOel oe pia pedétn oe
acBeveic pe yopiaon mwov EhaPav Oeponeia pe ovotektvovpdunr. O yoTpog cog Ba eELEYYEL TOKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Y10 KOPOLUKT VOGO KO OYYEINKO EYKEPAAIKO ETEIGOOI0 TPOKELLEVOD VO
Suo@ariletl 6Tt avtipetomiloviot KatdAAnio. Avalnmote apéons wtpikn fondela edv TopovoldoeTe
ovo 610 ot Bog, advvapio 1 Un LGIOAOYIKN aicOnor ot pia TAELPE TOL CAONNTOC GOg, TAPAALON
TPOCHOTOL, | AVOUOAES GTOV AOYO 1 TNV OpaoT).

Mowwa kot Eenpor

H npoyepiopévn cvokevn tomov mévag tov WEZENLA Sev cuvietdran yio ypron o€ maidtd Kot
epnPoug nikiog Kato tov 18 etdv pe yopiaon, enedn dev £xel pelet el oe avT TNV NAIKLOKT
opada. Avt’ avtig Ba TpEmeL Vo, PNCLLOTOLEITOL | TPOYEUICUEVT GVPLYYA 1) TO PLOALS10 Yo Tondid
NAkiag 6 eT@V Kot dvo Kol eehfoug pe ympioon.

To WEZENLA dev cuvictdtot yio yprion o€ moidid Kot pnouvg nikiag Kato tov 18 etdv pe
yoplootkn apbpitida 1 voso tov Crohn eneidn dev £xet uehetnBel o€ ot TNV NAMKLOKT OUAdaA.

Alha @appaxa, epforra kar WEZENLA
Evnuepmorte tov yrotpod 1 Tov gapprokomold cog:

. Ed&v maipvete, éyxete mpocoaTo mipel | Lopel vo TAPETE AAAL PAPLLOKO.

o Edv kévate mpoécpata 1| mpdketton va kdvete epuPforto. Opiopévol tomot epforiov (epforia
{hVTOv LIKpoopyovIGH®Y) dev TpEmeL va yopnyobvtal eved ypnotpomoteite to WEZENLA.

. Edv AaPate WEZENLA evoocm ficactoy £YKvog, EVIILEPMGTE TOV YLOTPO TOL L®POV GO

oyetika pe  Bepaneio cag pe 1o WEZENLA mpv 10 popd cag Adfet omotodnmote gpforio,
ocvumepriopfavopévev tov (ovtav eupforinv, Otmg eivat To eppfdéio BCG (tov
¥pnoomoteital yio tnv tpoANyn ¢ eupotionong). Ta {dvta epfoiio dev GLVIGTAOVTAL Y10 TO
UOPO GOG KOTA TOLC TPMTOVG dMOEKA UNVEG UETA TN Yévvnon edv Adfote WEZENLA kot ™
SLIPKELD TNG EYKVUOGVVNG, EKTOG €AV O YIOTPOG TOV LOPOL GOG CLGTIHGEL KATL SL0POPETIKO.

Kinon ko Onkaopdg

. Edv giote éykvog, vopilete 611 pnopei va, eiote £ykvog 1 6YedGLETE VO OTOKTAGETE TOUdL,
{ntote ™ GV POVAN TOL Y1OTPOD GG TPV TAPETE OVTO TO PAPLOKO.

o Agv &yel mapotnpnbei VYNAOTEPOG KIVOLVOG YEVETIKOV OVOLOM®DY GE LOPA TOL EKTEONKAY

evoountpla oto WEZENLA. Qotdc0, vndpyetl neplopiopévn gunetpio pe to WEZENLA og
£€yKveg yovaikeg. Eropévac, eivatl mpotipodtepo va amopuyete tn ypnomn tov WEZENLA kotd
SLAPKELD TNE EYKVUOGVVNG,.

. Edv eiote yovaika og avamapoy@ykn nAkio, GUVIGTATOL VO, amo@OYETE VO LEIVETE £YKVOG KOl
TPETEL VAL YPT|CLLOTOLEITE UMOTEAECUATIKT AVTIGVAAN YT EVOS® ypnoomoteite to WEZENLA
Kol yio TovAdytotov 15 gfdopddeg petd v tehevtaio Oepaneio e WEZENLA.
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. To WEZENLA propel va mepdoetl pésa amd Tov TAAKOUVTO Kot VO QTAGEL GTO AyEVVNTO L®PO.
Edav Aapate WEZENLA xatd ™ didpKelo TG EYKLUOGHVIG GG, TO HOPO GOG UTOPEL va
SroTpéyel peyodlutepo kivouvo yia v epedvion Aoipwéng.

. Elvar onpovtikd vo evnpep®oeTe Toug YoTpods TOV HOPOV GOG KOt TOVG GAAOVG ETayYEALATIES
vyeiog €dv AMapate WEZENLA katd T S14pKeLn TG EYKLHOGUVIG GOG, TPV TO LOpO AdPet
omolodnmote euPorto. Ta {ovra epPfdia 6mmg gival to euforto BCG (mov ypnoionoteitan yio
NV TPOANYT] TS GUUOTIOGOTG) OEV GUVIGTAOVTOL Y10 TO LMPO GOG KATA TOLS TPATOVS dMIEK
punves petd ) yévvnon ebv Adpate WEZENLA katd ) didpKeto TG EYKOHOGHVNG, EKTOG EGV O
YTPOS TOV LOPOV GOG GLGTHOEL KATL S1OPOPETIKO.

. H ovotektvoopaunn propet va tepdoet 6To PnTpikd yOAN G€ TOAD HIKPEG TOGOTNTEG.
Evnuepdote tov yiorpd cog edv Onialete 1| oxedrdlete va Onidaoete. Eogic kot o yiotpods cag
Oa Tpémel vo amoacicete ov Ba Tpénetl va Onrdcete | av Ba ypnoponomicete to WEZENLA -
UNV KAVETE Kot Ta 000 TOVTOYPOVOL.

O ynon Ko YEPIGROS PN AvVI|LATOV
To WEZENLA dev €xel kopio 1) €€l Ao LLOVTH EXIOPACT) GTNV IKOVOTNTO 001 YNONG KOl XEPICHOD

UnovnUaToy.

3. Iog va ypnoyponouoete To WEZENLA

To WEZENLA evdeikvotal yia ypion vd v kabodnynon kot v enifreyn yrotpod Le spmelpio
OTNV OVTILETMONTICT TOV KOTAGTAGEWV Y10, TG onoieg mpoopiletor to WEZENLA.

[avtote va ypnOUOTOLEITE TO PAPLAKO CVTO AVOTNPAE COLE®VO. LE TIG 00N YiES TOL YoTpoL cag. Edv
éxete ap@lBories, pmTNoTe TOV Y1TPd cag. MIAMNGTE LE TOV Y10TPO GOG GYETIKA Le TO TOTE Bl KAVETE
TIG EVEGELG GOG KOl Y10, TO, paVTERODL TapaKoAoVOnong ™G Topeiag oag.

IMéoco WEZENLA mpémer va. yopnyeitol
O yatpdg cag 0o amopacicet 1o WEZENLA yperdleote va AMAPete Kot Yo OGO S1AGTNLAL.

Evijlkeg nhikiag 18 eTtav 1 Gvo

Yopioon 1 Yoproocik ApOpitida

. H ocuvictdpevn apywn do6om sivar 45 mg WEZENLA. O acBeveic mov Quyilovv mepiocdtepa
a6 100 yiuodypapupe (kg) pmopel va Eextvioovy pe pa d6on tov 90 mg avri yio 45 mg.

o Metd v apyikn 66om, Oa mapete Ty endpevn d6om o€ 4 gfdopndadeg Kot PeTd kahe
12 eBoopadeg. Or emakdrovbeg d6celg eivar cuvBmG 101eC e TNV apykn d6o.

Noéoog Tov Crohn

. ¥t dudpketa tng Oepaneiog, n TpdTn 600m TEpinov 6 my/kg WEZENLA 6o yopnynOei and tov
YwTpd cag oTdydnV o€ pa eAEPa Tov Ppayiovd cog (evooeAéPia £yyvon). Metd tn doom
évapéng, Oa AdPete v endpevn d6on WEZENLA tov 90 mg petd and 8 efSopddeg kot ot
ouvéyetlo KaBe 12 gfdopdioeg HEcm veong KAT® amd To dEPLLOL («VTOS0PIMC»).

. Y& oplopévoug acbeveic, petd v Tpd Eveon katm omd to dépua, To 90 mg WEZENLA
umopei va yopnynOovv kdébe 8 gfdopnadec. O yutpodg cag Oa amopaciost tdte Oo Tpémet va
AGPete v emdpevn 066N 0O,

Hog yopnyeitor to WEZENLA

. To WEZENLA yopnyeitat ¢ £veon Katw amd 0 dEpa («umoddpian). Xtnv Evapén g
Oepomeiog oag, Lropel TO WTPIKO 1| VOGNAELTIKO TPOCOTIKO VO YOPTYNOEL LUE EVEDT) TO
WEZENLA.

. Q061660, £08ig KAl 0 YIOTPOG GO UTOPEL VO ATOPAGIGETE OTL UTOPELTE VO KAVETE 01 18101 TNV
éveon tov WEZENLA otov eavtd coc. Xe avtiv TV Ttepintmon, Bo Aapete ekmaidcvuon yuo Tov
Tpomo mov Ba kdvete v éveon tov WEZENLA ctov gavtd oag.

o Mo 1 0dMyieg Yo 0o g va kavete v éveon Tov WEZENLA, BAére «Odnyieg ypriong» oto
TEAOG CLTOV TOV PVALOL OONYILDV.
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MU GTE LE TOV YIOTPO GOG OV EYETE OTOIEGONTOTE OMOPIES GYETIKA LE T YOPNYNON TNG £VEONC GTOV
€avTO GOC.

Eav ypnowpomouioete peyarvrepn 66on WEZENLA amé tnv kavoviki)
Edv ypnowomomcate 1 cag yopnynooav tapa tohd WEZENLA, wilniote apéomg pe Evav yatpod 1
oapuokonold. Na éxete Tavto 10 e€MTEPIKO KOVTI TOV Pappakov pali cog, akoua KL av givol Aoglo.

Eav eyboete va ypnoporonjcere to WEZENLA
Edv Eeydoate o dO0T, EXIKOVOVIAGTE LE TOV YITPO 1 TOV QOPUAKOTOL0 cac. Mny mapete SITAN0O0N
Y0l VO AVOTANPOGETE T 06oM TTov Eexdcarte.

Edv otapaticere vo ypnoponoreite 1o WEZENLA
Agv givan emikivovvo va otapatioete va ypnoponoteite 1o WEZENLA. Qot6c0, £dv oTOUATNOETE,
UTOPEL VO ETAVELQOVIGTOVV TO GUUTTOUATE GOG.

Edv éxete meplocOTEPEC EPOTNOEIC GYETIKA LLE TN YPNOTN CLTOV TOL PAPUAKOV, POTCTE TOV YIUTPO 1|
TOV QUPLOKOTOLO GOC.

4, IIBavég avemOounTeg evépysereg

Onwc 6ho Ta ApLOKO, £TCL KoL AVTO TO PAPUAKO UTOPEL VO TPOKOAESEL AVETIOVUNTEG EVEPYELES, OV
KoL 0ev mopovotdlovtal 6 OAOVE TOVS 0VOPDOTOLG,.

Yopapéc avemBopnTeg evEpyeleg
Opiouévol aoBeveic pmopet vo xovv coPapéc avemBOuNTeg EVEPYELEC TOV UTOPEL VO, XPELLCTODV
eneiyovoa Oepameio.

AdLepyIKES AVTIOPAGELS — PTOPEL VO YPELIGTOVY Englyovoa Oepaneia. Evnuepdote Tov yiatpo
oug 1 avalnmiote exciyovon 1oTpiki) Pon0sio apéc®s GV TAPATPNCETE 0TOLOTOTE OTTO TO.
axérovBa onpeia.

o Ot coPapég ahiepyikéc avtdpacels («avaguAagion) eivol GIAvVIEG 6TA GTOO TOV TAIPVOVY
ovoteKvoupaunn (pmopel va exnpedoovy £mc kat 1 ota 1.000 dropa). To onpeio
mepappévouv:

- OVOKOAIN BTNV OVOTTVON 1) TNV KATATOOT)
- YOUNAR opTnplokn mieon, mov propel va tpokoAéoel {aAn
- TPNEO OTO TPOCMOTO, TAL YEIAT, TO GTOHN 1 TO Ao,

o Ta cuyva onpeio aliepyikng avtidpaong teptiappdvouy deppotikd e£avOnua Kot kvidmon

(umopetl va emmpedoovy £mg kat 1 ota 100 dropa).

2.g OMAVIES TEPUTTACELS, TVEDPOVIKES AAAEPYIKEG OVTIOPAGELS KO PAEYILOVI] TOV TVEDUOVA £YOVV
ava@epBei o€ acbeveic mov Aappdvovy ovetekivoopapnn. Eviipepoote apéocng Tov Yiotpod cag
€0V TOPOVGLAGETE CUUTTAONATO. HTOS 1]y 0, OVGTVOLO. KOl TVPETO.

Edv eppavicete cofapn arlepyikn avtidpact, o yloTpog 6o UTopel va omopocicel 0Tt OV TPETEL va
ypnowomomoete Eava 1o WEZENLA.

AopndEeg — pmopel va peLacTovy enciyovoo Oepancia. Eviiuep®dote apéomg Tov yiatpo cog edv
TOPATNPIGETE OTOL0ONTOTE OO TA aKOAOVOO onueia.

o Eivar ouyvéc o1 Aodéeig Tng potng 1 tov Aaptod Kot To Koo Kpvoldynua (Lmopei va
emmpedoovy ém¢ kat 1 ota 10 dtopa)

. Ot homéelg tov Bmpaka dev eivar cuyvég (Lmopel va ennpedoovy £o¢ kot 1 ota 100 dropa)

. Ot EAEYHOVEC TOV 10TOV KAT® ad TO dEPUaL («KLTTOPITION) OeV givorl cvyveg (Lmopel va
emnpedoovy €ng kot 1 ota 100 droua)

o O épmnc Lootmp (€va €idog endduvov eEavOnUaTOC [IE PLGOALISEC) dev gival ouyvdc (uTopel va

ennpedoet £o¢ kot 1 ota 100 dropa)
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To WEZENLA pmopei va 6og KataoTnoel AMyOTEPO IKAVOLG VO KOTATOAEUNoeTE Aotudéets. Kamoteg
Aoméetg Bo pmopovoay va yivouv coPapés kot prmopel vo mepAapPivouy AoOUMEELS TTOV
TPOKOAOVVTAL 07T 100G, LoKNTES, Paktpia (cvumeptiapfoavouévng e euuatioong), | Topactta,
cuuTEPLOUPOVOUEV®DY AOUDEEDY TTOV KVpimg Tapovctalovial o avOpamovg pe e&ocdevnuévo
OVOGOTOMTIKO cOoTNUO (EvKanplakég AotudEels). Evkaiplokég AotumEelc Tov eyKe@diov
(eykepaAitida, pnviyyltida), TV TVELHOVOV Kol Tov 0QBaALoD £xovv avaeepbel oe acBeveig mov
Aapavoovv Bepameio e OVGTEKIVOV AT

IIpénel va mpocéyete yia onpeia Aoipméng evad ypnoonoteite to WEZENLA. Avtd neptlapfdavouy:
TVPETO, CLUTTOUOTO TOL LOLALOVY UE YPITN, VOKTEPIVES EPLOPADCELS, OTMAELL PApovg
aicOnon konwong M Aaydviacua, Pyoag mov dev mepvd

Oeppd, KOKKIVO dEPLLO TOV TOVAEL, N ETOIVVO EAVON UL 0TO dEPLAL LE PLCAAIDES

aioOnuo Kovoov Katd Tnv ovpnon

diappota

OTLTIKY| Ol0TOPOYN ) ATTMAELL OPACTG

KepaAadyla, avyevikn svokapyia, evoaisncio oto pmg, vavtio 1] GUYyLON.

Evnuepoote apéomg Tov ylotpd 6og €0V TapATNPNGETE OTOLOONTOTE 0d ALTA To onpeio Aoipuméng.
Avtd pmopet va givar onpeio LopudEemv, Omwg AomEemy Tov Bdpaka, AOHOEEMV TOV dEPLATOC,
épmnta {OoTNPa, 1 EVKUPLIKES AOIUMEELS TTOV Ba LITopovGaY Vo £X0VV COPOPES EMTAOKEC.
Evnuepoaote 1o y1otpd cag edv £xete 0moloonmoTe €id0g Aoipnméng mov dev mepva N emavEPETAL
ouveyms. O yatpog cog pmopet va amopacioet 0Tt dev mpénet va ypnoonomoete WEZENLA péypt
va tepdoet ) Aoipwén. Eniong evnpepdote tov yatpd cag edv EXeTe avolkTég TANYEG 1 TPOVLLOTA,
KaBmg propet va poAvvBoiv.

ATOQPOLO®G dEpRoTog — avENoN TS EPLOPOTNTHS KAl TG UTOPOAIOMGG TOV OEPUATOS GE
EKTETUNEV TTEPLOYN] TOV COUATOG EVOEYETAL VO EIVUL CVUTTONATO EPLOPOIEPIIKN G YOpilaons 1)
UTOPOMOMTIKIG OEPRATITIONG, OL 07T0iES eival coPapés deppaTonddsiec. Oa mpémel va
EVI|LEPAGETE UPEGMS TOV YLUTPO GUS EAV TAPOTNPTCETE OTOLAONTOTE GO CVTA TA GMUEL.

Addeg avemOounTeg evEpYELES:

Yoyvég avemOopntes evépyereg (umopel va ennpedoovv émg kot 1 ota 10 dropa):
Aldppora

Novtio

"Epetoc

Atobnpo k6Tmong

Atobnpo aAng

ITovoképaiog

Dayovpo («kvnopocy)

[16vog ot péom, Tovg Hog 1 T1g apBpdoelg
[Hovorapog

EpvBpotnra kot mdvog oto onpeio mov yivetar 1 veon
Aolpoén Tov mapappiviev KOAT®V

Oy ovyvéc avemOopnteg evépyeteg (umopei va exnpedoovv €mg kot 1 ota 100 dropa):

Odovtikég AoUMEELG

KoAmkn poxntioctkn Aoipwén

Katdiwyn

Dpaypévn 1 BovAopévn pot

Awoppayio, pOA®TES, GKANPLVOT, TPHELLO KOl pOyoupo. EKEL OTTOV YiveTal 1) EveoT).

AicOnpo advvapiog

[tdon Prepdpov Kot YaAdpmon LodV 6N pic TAELPE TOV TPOCHTOV (KTAPAAVOT| TPOCHOTLKOD
vevpouy N «mapdivon Bell»), mov givar cuvnwg mapodikn
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. Metafoin oty yopiaon pe epuOpdtTa Kot VEEG LKPEC, KITPIVEC 1| AEVKEC PAVKTOIVEG, LEPIKEG
(POPEC GUVOOEVOUEVEG ATt TVPETO (PAVKTAVAOING WYpioon)

o Amoploimon Tov 6£ppratog (AToPOAId®GT dEPUATOS)

o Axuf

Yravieg avemOounteg evépysreg (umopel vo emmpedoovy émg kot 1 ota 1.000 dropa):

. EpvBpomnta kot amo@oAidwon Tov 0EPUATOC GE EKTETANEVT TEPLOYY] TOV COHOTOG, 1 OOl
umopei va Tapovctdlel @ayovpa 1 TOVo (amoPoAdwTiky depuatitidn). [Tapduola copnTdpoT
AVOTTOGOOVTOL OPIGUEVEG POPES MG PUOIKT LETABOAT GTOV TOTO TOV CUUTTOUATOV TG
yopiaong (epubpodepukn ywopiaon)

. DAeyHOVT LIKPDOV OLOQOPOV ayYeimvy, | omoio Lropel vo. 00Ny oEL 6€ dEPLOTIKO eEAvVOM LA LE
HKpEG KOKKIVEG 1| LoP povokdAeg, Tupetd 1| Tdvo oTig apBpdoelc (ayyeutidn)

oAb omévies avemOopntes evépyeleg (umopel va ennpedoovv émg kat 1 ota 10.000 dropa):

. DovokdAeg Tov dEpUATOC, 01 0moieg umopel va gival epuBpég, KvnoUddELS Kot ETDIVVES
(IToppoAvymOeg TEUPLYOEIDEC).

. Agppatikdg AKo¢ 1| cUVOPOUO TPosopoldlov pe Avko (epvBpd, emnpuévo EoAdMOES e&AvOT L
G€ TEPLOYES TOV OEPLTOC TOV EKTIOEVTOL GTOV A0 TOAVDS [LE TTOVOVG OTIC 0pHPDCELS).

AvaQopad aveTOVUNTOV EVEPYELDV

Edv mapatnpnoete kdmola avemBountn evépyela, EVUEPDOGTE TOV YIUTPO 1 TOV PAPUOKOTOLO GOG.
Avtd 1oyvet kot Yo Kabe mbavn avemBOunTn EVEPYELD TOV SV OVOPEPETAL GTO TAPAV GUAAO 03T YIDV
ypNons. Mropeite emiong vo avagépete avemBOUNTEG evEépyeleg amevbeiog, LEc® Tov BvViKoD
GLOTNLOTOG OVOPOPEG Tov avaypdeetor oto [apdptnua V. Méow g avapopdg avemiBountmv
evepyeldv umopeite va Pfondncete 61N GLALOYN TEPIGCOTEPDV TATPOPOPLDV GYETIKE LLE TNV ACPALELN
TOV TOPOVTOG PUPUAKOL.

5. og va puracoere 1o WEZENLA

o To @dppaxo avtd TPEMEL va LAACCETAL GE PLEPT TTOV gV TO PAETOVV Kot dgv TO POAvoLV Tal
TodLd.

. dvidooete og yoyeio (2°C-8°C). MV KoToyOYETE.

. DVAGCGETE TNV TPOYEUIGHEVT] GLGKELT TOTOL TEVOC GTO EEMTEPIKO KOVTL Y10, VO TPOGTATEDETOL
amd T0 PG,

. Epdcov anarteital, pepovopéveg mpoyepucuéves cuokevég tomov névag WEZENLA propotv

eniong va puAdocovtol og Beppokpacio dopatiov £éog 30°C yuo pio PEYIoTN HELOVOUEVT]
mePi0d0 £m¢ 30 NUEPEC, GTO OPYIKO KOLTL TPOKEUEVOD VO TPOGTATEVOVTAL OO TO PG,
Kotaypdyte v nuepounvia Katd tnv omoio 1 TpOyEMGHEVT] GUGKELT TOTOL TTEVHG PyNKe amd
70 Yoyeio Yo TpdTN Popd Kol TV nuepounvia amdppymc. H nuepounvia amdppiyng dev
TPEMEL va. vItepPaivel TV apyikn nuepounvia ANENG Tov givat TTWHEVT 6TO KovTi. Ao TN
GTLYUN IOV pio TPOYEUGUEVT] GLOKELT TOTTOV TEVAG ExEL amobnkevbel og Oeppoxpacio
dopatiov (¢ng 30°C), dev Ba Tpémel va enavatomobeteital oto Wouyeio. Amoppiyte v
TPOYEUGUEVT] GUGKELT TOTOV TEVAG €AV OeV £xeL ypnoomombei evtog 30 nuepdv amd v
amofnKevon oe Oeppokpacio SOUTIOL 1| EmG TNV apPYIKA NUEPOUNVio ANENG, OTolo glval
vopitepa.

. Mnyv avaxweite Tig TpoyeUGHEVES GVOKEVEG TOTOVL Tévag Tov WEZENLA. [Tapatetopévn
dvvarn avokivnon pumopel vo tpokaiécel {npid 6To pAPLLOKO.

Na pn ypnoponoreite avTd To PappoKo:

. Metd v nuepopunvio ANENS TOL AVAPEPETAL GTNV EMIGNLOVGT KOl GTO KOVTI HETd TNV
«AHEH». H nuepounvia Anéng eivai n televtaio nUéEPE TOV UNVO TTOV OVOPEPETOL EKEL.

. Edv to vyp6 elvar amoypopaticuévo, Boro 1 av givar opotd EEva cwpatidlo To onoia
alwpovvtol péca og avto (BAEne mapdypapo 6 «Eugpdvion too WEZENLA kot tepleyopeva e
GLGKELAGIOCY).
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. Edv yvopilete, 1 vopilete 011 umopei va €xet extebdei oe akpaieg Oeppokpacies (0mmg va Exet
Katd AdBog katoyvydei 1 Oepuavet).
o Edv to mpoidv éxel avakivnOei duvartd.

To WEZENLA eivon piag ypnoemg puovo. Ipoidv mov dev £xel ypnotponomel kot mopouével oty
TPOYEUICUEVT] GLGKELT] TOTTOL TEVAG TPEMEL VO amoppinteTor. Mnv metdte ApLOKO GTO VEPO TNG
ATOYETELOTG N OTA OKLOKE omoppippate. POTNote Tov @oplakonod 6og yio To Tis va TETAEETE Ta
QAPLOKO TOV OEV YPNOYLOTOLEITE Tio. AVTA T HETPa Ba fondncovv 6Ty TpocTacic. TOv
ePPAAAOVTOG.

6. Iepreydpevo. TG GVOKEVLAGINS KOL AOLTES TANPOPOPIES

Tvrgpéyer to WEZENLA

. H dpaoctiki ovsia givon 1 ovotekvoopaunn. Kébe mpoyepiopévn cuokent| OOV mEVag
nepiEyel 45 mg ovotekvovuaunn o€ 0,5 ml 1 90 mg ovotekivovpdunn og 1 ml.

. Ta dAla cvotatikd gival n L-1ot1divn, 1 vopoyAmpikn povodopikn L-1otidivn, 10

moAvcopPuo 80,  cakyapdln Kol To VOWP Yo EVEGIUA.

Epeavien tov WEZENLA kol wepieyépeva TG 6VGKELAGIOG

To WEZENLA givor dtowyég mg 1p1dilov, dypmpo €mg avorytd kitpivo evéotipo didivpa. Atotifetor
G€ YOPTVO KOUTI IOV TTEPLEYEL 1 epamal 600 G€ YUAAIVI TPOYELGUEVT] GUGKELT TOTOV TEVAG TOV

1 ml. Ka&Oe mpoyepiopuévn cuokenn Tomov mévag tepiéyet 45 mg ovotekivovudunn o€ 0,5 ml 1 90 mg
ovotekvovpudunn o€ 1 ml evéoyov dtoldpotog.

Karoyog Adcrog Kukhogopiag kot Ilapackevaotiig
Amgen Technology (Ireland) UC,

Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdia

Karoyog Adcrog Kvkhopopiag
Amgen Technology (Ireland) UC,
Pottery Road,

Dun Laoghaire,

Co Dublin,

IpAavdio

MopackevasTig
Amgen NV
Telecomlaan 5-7
1831 Diegem
Bleyo

INo omoladnmote TANPOPOPic GYETIKA LE TO TOPOV PAPUAKEVLTIKO TPOTOV, TOPAKAAEISTE VOl
amgvBuvbeite otov Tomiko avtimpdommo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

s.a. Amgen n.v. Amgen Switzerland AG Vilniaus filialas
Tel/Tel: + 32 (0)2 7752711 Tel: + 3705 219 7474

Buarapust Luxembourg/Luxemburg

AwmmxeH brirapus EOO/] s.a. Amgen

Ten.: + 359 (0)2 424 7440 Belgique/Belgien

Tél/Tel: + 32 (0)2 7752711
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Ceska republika
Amgen s.r.0.
Tel: +420 221 773 500

Danmark
Amgen, filial af Amgen AB, Sverige
TIf.: + 45 39617500

Deutschland
Amgen GmbH
Tel: + 49 89 1490960

Eesti
Amgen Switzerland AG Vilniaus filialas
Tel: +372 586 09553

EXAaoa
Amgen EAlég Popuaxevtikd E.ILE.
TnA: +30 210 3447000

Espafia
Amgen S.A.
Tel: + 34 93 600 18 60

France
Amgen S.AS.
Tél: + 33 (0)9 69 363 363

Hrvatska
Amgen d.o.o.
Tel: + 385 (0)1 562 57 20

Ireland
Amgen Ireland Limited
Tel: + 353 1 8527400

island
Vistor hf.
Simi: + 354 535 7000

Italia
Amgen S.r.l.
Tel: + 39 02 6241121

Kvbmpog
C.A. Papaellinas Ltd
TnA: + 357 22741 741

Latvija
Amgen Switzerland AG Rigas filiale
Tel: + 371 257 25888

Magyarorszag
Amgen Kft.
Tel.: +36 1 3544 700

Malta

Amgen S.r.l.

Italy

Tel: + 39 02 6241121

Nederland
Amgen B.V.
Tel: + 31 (0)76 5732500

Norge
Amgen AB
TIf: + 47 23308000

Osterreich
Amgen GmbH
Tel: + 43 (0)1 50 217

Polska
Amgen Biotechnologia Sp. z 0.0.
Tel.: + 48 22 581 3000

Portugal
Amgen Biofarmacéutica, Lda.
Tel: + 351 21 4220606

Roménia
Amgen Romania SRL
Tel: + 4021 527 3000

Slovenija
AMGEN zdravila d.o.o.
Tel: + 386 (0)1 585 1767

Slovenska republika
Amgen Slovakia s.r.o.
Tel: + 4212321114 49

Suomi/Finland

Amgen AB, sivuliike Suomessa/Amgen AB, filial
i Finland

Puh/Tel: + 358 (0)9 54900500

Sverige

Amgen AB
Tel: + 46 (0)8 6951100
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To mapov gOAL0 00NYLOV YpN oG avadempOnKe Y10 TELEVTAIN QOPE GTIG
Addeg TNYEG TANPOPOPLOV

Aemtopepeic TAnpopopieg yio To pappoko avtd givar Stfécieg 6To dikTLaKO TOTO ToL Evpmmaikod
Opyavicpov Gopudkov: https://www.ema.europa.eu/.
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OAHI'IEX XPHXHX

AvTtég o1 «Odnyieg ypnong» mePEYovV TANPOPOpPIES Yo TO TMG Vo KAveTe TNV éveor tov WEZENLA
LEe TpoyEIoLEVT cuokevT| ToTov mévag (ConfiPen).

Avti 1 TpoyeuGEVN cuokeLT| TOTOL TTEVaS yopnyel to WEZENLA pe éveon mov yivetat Katw and 1o
déppa (Vodopla). BA. dVAL0 Odnyidv Xprong Yo TANPOQOPIES GYETIKA LE TO PAPLOKO.

I'vopiocte TV Tpoyeiopévn 6VGKELT TOTOL TEVOG

TN

E— Hpepopnvia Anéng

"EpPoro (umopei va. gival opatd 6to
mapdBvpo, 1 Béon pmopel va drapépet)

*—
IMoapdBopo | : ’ ‘ DOapuoKo
N
Kitpwo npoctatevtico .
acQaAelag KAT® and To |
kéAvppo (n Berova givar 6to —— Kd&ivpua

£0MTEPIKO)
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INRovTIKEG TAPOPOPIES TOV TPETEL VA, YVOPILeTe TPV Ypnopomonjoete 1o WEZENLA
Aocoloyia:

To WEZENLA &1atifeton g 600 drapopetikég dooeic: 45 mg/0,5 ml ko 90 mg/1,0 ml. EAéyEre
TN cuvtayn oog Yo vo Befarmbeite 6TL ExeTe T cwoth S60T).

To ypdpa g eTkérag Kot 1o péyedog tov mapabivpov TG TPOYEUGUEVNS GUOKELNG TOTTOV
mEVaG SLopEPOLV Yo KABe d0o1. H mocdTNTO TOV QOPILAKOD TOV TEPLEYETOUL GTIV TPOYEUICUEVT
GLGKELT TOTOV TEVAG vt emiong d10POPETIKN Yo KAOe doom).

) N

| [I

1LL2560 v3

~N——]

L]

45 mg/0,5 mL 90 mg/1,0 mL

INRovTIKG:
[}

Edv n 86on cag eivar 90 mg, O AaPete gite pio TPOYEUIGUEVT GLGKELT] TOTTOV TEVOC TOV
90 mg &ite dVO TPOYEUIGUEVEG CLOKEVEG TOTOV TEVAG TV 45 MQ.
- Edv LaPete 000 Tpoyeuoévee GVOKEVEG TOTTOV TEVAG TV 45 Mg Yo pia 06on
90 mg, o ypelooTel v KAVETE o SHTEPT] EVEST] AUECHS LETO TNV TPAOT.
- Eravolapete ta fripota 1-14 yio t dedtepn £veon, Xp1CILOTOIOVTOG [0 VEX
TPOYEUIGLLEVT] GUGKELT] TUTOV TEVAG.
- EmiléEte dopopetikd onueio yio T devtepn €veon.

Xpion ™S TpoyERIopEVIIS oVoKELS TOToL évag WEZENLA:

Eivol onpoavtikd vo unv tpootabfoete va KAvete TV €veot), EKTOC AV €GEIC 1] 0 PPOVTIOTNG
cog &xete AaPel eknaidgvon amd Tov YTpd 1 TOV TAPOYOo VYEING OO,

MnV ¥pNGLOTOLEITE TNV TPOYEUICUEVT] GLGKELT] TUTTOL TEVAG €6V TO KOVTI £x€l LITooTel a1
€bv 1 oepayida acpareiag Exel TapoPlocTel.

MnV ¥p1GLLOTOLEITE TNV TPOYEUICUEVT] CLGKELT] TOTTOV TEVOG UETA TNV NUEPOUNVia ANENG TOL
aVAYPAPETAL GTNV ETIKETA.

Mnv avaxiveite TV TpoYEUIGUEVT) GLOKELT TOTTOV TEVOG.

Mnyv a@oipeite To KAAVLLO 0O TNV TPOYELGUEVT] GUCKELT] TOTOL TTEVOG LEYPL VA El0TE £TOLUOL
Y TV €veon).

MnV ¥pNGILOTTOLEITE TNV TPOYEUICUEVT] GLCKELT TOTOV TEVAG €4V ExEL KOty LYOEL.

MnV ¥pNGLOTTOLEITE TNV TPOYEUICUEVT) GLOKELT TOTTOV TEVAG GV EYEL TEGEL GE GKANPN
empavela. Evdéyetal Kamolo PéPog TG TPOYEMGUEVIG CUGKEVTG TOTTOV TEVAG VO, £XEL OTAGCEL,
aKOpO Kot €4V eV givarl EppavES. XpNOLOTOMGTE Lo VEQ TPOYEUGUEVT] GLGKELT] TUTTOV TEVAG,
€QOcOV givat dtaBéon, Kot KAAESTE TOV Y10TpO N TOV TAPOYO VYELNG Gag.

Inpovtike: GvAACGETE TV TPOYEUGUEVT] GUGKEVT TOTOV TEVAG KOl TO SOYEL0 AmOPPIYNG OLYUNPDV
AVTIKEWEVOV GE UEPT) OV Oev PAETOLY Kot deV Tpooeyyilovv Ta maidid.
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MpocTowpacia Tng éveong pe WEZENLA

1 Meppévere 30 Aemtd péypr N TPOYEMGUEVY] GVGKEVT] TOTOV TEVOG VU PTAGEL GE
Oeppoxkpacio dopartiov.

IMEPIMENETE
30
Aemta
. Apapéote ToV aplpd TV TPOYEUIGUEVOV GUGKELMV TOTTOL TEVOC TOV YXPELALETTE Y1 TNV £VEON
oG,
. AQNoTE TNV TPOYELGHEVT GVOKELT TUTOL TTEVAS Vo, (eoTaBel PLGIKAL.
. Mnyv Oepuaivete TNV TPOYEMGUEVT] GUOKELN TOTTOL TTEVOG LE (EGTO VEPO, GTOV POVPVO
HKPOKVUATMV 1) HE AUEGO NAKO QWG.
. Mnyv tomobBeteite TNV TPOYELUGIEVT] GUCKELT] TOTTOL TTEVAS TIGM GTO YLYEID OTAV £XEL PTACEL OE
Oeppoxpacio dopatiov.
o Mnv avOoKIVELTE TNV TPOYEHUICLLEVT] GUGKELT] TOTOV TEVOG GE KOVEVO GTA10 TNG S10OIKAGTOG.
. H ypnon g mpoyeticuévng cuokevTg TOTOVL TEVAS o€ Beppokpacia dmpatiov ducparilel 6Tt

0o xopnynOel n TANPNG dOOT Kol EMLTPETEL TLO EVKOAT £YYLGOT.

J @ Ddapuoxo

2 EmBesmpniote 10 appoko. Oa npéner va givar o10vyES £mg 1proilov, axpopo £mg vrokiTpivo
owaivpa.

b ~
\ /'

—

o Agv vtapyel TpOPANUA €AV VTTAPYOVY PLGOAISES aEPQL.

o Mnyv ypnowonoteite to WEZENLA gdv 10 pappoko givor yoypuévo, vepermoeg,
ATOYPOUOTIGUEVO 1) €AV TEPIEXEL ALOPOVUEVT] EEVI COUOTIOOKT DAN).

|

™ " Hypepopnvia Aéng

"dx3
107

3 EréyEre v nuepopnvia MEng (AHEH) kot emOemp16TE TNV TPOYEUIGUEVT] GUGKEVT] TOTOV
TEVOGS Y10 onpadte Cnpdc.

. MnV ¥p1GLOTOLEITE TNV TPOYEUICUEVT] CLGKEDT] TOTOV TEVHG £AV €Yl TapEABeL | nuepounvia
M&ng.
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. Mnv ¥pNGLOTTOLEITE TNV TPOYEUIGUEVT] GUGKELT TOTOV TEVOG EQV:
- To kdivppo Agimer ) etvor yohapo,
- "Exet poypég | onacuéva pépn, M
- ‘Eyel nécel oe okAnpn empdvela.

o Befaiwbeite 011 £xeTe T0 COOTO PAPLAKO KOl T GMOGTH SO0T).

MpogTowpacia yro tnv éveon too WEZENLA

MovtnAdkt pe aAkodin

Aoyelo amdpprymg

QLU POV AVTIKEILEV®OV

[ —
AvtokoAAnTo enidepa
I @\— Koppdrt Bappakxiod 1 eniBepa yalog

4 TUYKEVTPOOTE TA aKOAOVOO avTikeipeva Yo TNV éveon Kol Toro0eTi6TE TO 6€ pPia KaBapy,
EMIMEDN KUl QOTEWVY] ETLQAVELN:

. [Ipoyepiopévn cvokevn tomov tévac WEZENLA (ce Beppokpoacio dmpatiov),
. Aoyelo amdppyng ayUNPOV OVTIKELEVDV

. MovtnAdKt e aAkooAn

. AvtokoAinTo emifepa, Kat

o Koppdt Bappokiod 1 yalag

Mnpog
5 Emié€te éva ané avtd Ta onpeio yio v £veo).
. EmAééte 10 umpooTivo PEPOC TOV UNPOV 1 TNV KOWALE GoG (EKTOG Ao TV TEPoyn S cm
TMEPLETPIKE, TOL OUPOAOD).
. Kémoto dAho dtopo pmopel vo oag xopnynoeL Ty vecT Gatov unpo 1 6Ty KotAtd.

INRovTiKe: AToPOYETE TEPLOYES LLE OVALS, PAYADEC 1) TTEPLOYES OOV TO dEPUA Eival vaictnTo,
UEAQVIOGUEVO, KOKKIVO 1] GKANPO. AV gival duvatdv, Unv YpNCULOTOLEITE TEPLOYEG TOV SEPUATOG TTOV
gueavifovv onueio yopioonc.
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6 Mdvete TO (EPLo 060G GYOLAGTIKA UE GATOVVL KL VEPO.
7 KaBapiote v meproyn yopnRynons e EVEcg YPGLULOTOLAOVTOS £VO LOVTIAGKL IE GAKOOAN.
. AQNoTE TO dEPLL GOC VUL OTEYVMGEL [LOVO TOV.

. Mnyv ayyilete avt v mteployn Eovd mpv KAveTe TNV EVEOT).

Xopniynon g éveong WEZENLA

Inpovtiké: A@aipéote To KAALLLO LOVO OTOV UTOPEITE VO KAVETE TNV £VEST AUESMS (EVTOG 5 AETTMV)
€MELON TO Pappako uropei va Eepabel. Mnv tomobeteite Eavd To KGALUUA.

To mapdBvpo Ba wpémet va
glvat opatd

8 Kpatiote Tnv apoyepicpévn 6uokevt] TOTOV TEVAG PE TETOLOV TPOTO (GTE VO PTOPEITE VA
Prémete To mapaBvpo. TpapPiiEre dvvatayra va aparpécere 1o kKGioppa. Mropeite va
TEPLGTPEYETE TO KOAVLILO Y10, EVKOAOTEPT C.QaipEsT).

. Mnyv tonobeteite wOTE TO KAALUUA KOt TAAL GTT GUOKELT. AVTO UTOPEL VO KOTAGTPEWYEL TN
BeAdva.
. Eival puoiodoyuco va deite o otaydvo eapudkov 6to akpo g feAdvac 1| 6To Kitpvo

TPOGTOTEVTIKO KOAD U OOPUAEINS.

Inpovtiké: Mnv ayyilete kou pnv mélete 10 KiTPVO TPOSTATELTIKO KAALUUO acpareioc. Mn Palete
70 0GKTLAG GOC HECA GTO KITPIVO TPOGTOTEVTIKO KOAVULO OGPUAEIOGC.

9 TolumoTE TO OEPUA Y10 VO ONUOVPYNGETE o, oTo0epT) Em@aveLla 611 0Son Eveonc.
Tomo0eT1)10TE TO KITPIVO TPOCTATEVTIKO KAAVPUO AGPUAELNG TAV® OTO TOUTNUEVO OEPO.

. Kpatfote 10 dépuo TOLUANPEVO PEYPL VO TEAEIDOEL 1] EVEOT).

. BeBawwbeite 611 To mapdOupo givor opato.

. BePaimbOeite 611 1 Tpoyepiouévn Guekevn TOTOL TEVAS ivarl TOTOOETNUEVT] KOTOKOPV(O 0T

0éom éveong (og yovia 90 popav).

155




10

11

IIPQETE KAI KPATHXETE
v 6To déppa Yo va Eekvijoer 1 éveon

Xrpaére ota0epd mPog TO KATM TV TPOYEUMGUEVY] GVOKEVT] TOTTOV TEVAG PEXPL TO KiTPLvo
TPOCTATEVTIKO KAAVPPO a6QUAEiag Vo, oTOpATIGEL Vo, KiveiTal. Kpatiote Tnv
TPOYEPIGUEVT] GUOKEVT] TOTTOV TEVAS KAT®, PNV TNV GNKAOGETE.

H BeAodva Ba stooybei avtodpata kot 1 éveon o Eexiviost.

Mmnopel va akoboete 1| va aucBavBeite Eva KMk,

Kpatniote v mpoyeiioévn GueKeLT) TOTOL TEVAG KOTOKOPLEOO Kol 0TOOEPE TAV® GTO SEPLAL.

NAPAKOAOYOHXTE
70 TOPdBuvpo 0o KiTprvicel TeELEI®MG

YuveyioTE VO GTTPAYVETE TPOG TA KAT® TNV TPOYEULGHEVI] GVGKELT] TOTOV TTEVAC.
Meppévere péypr To TapdOvpo va Kitpvicel Teheime,.

Mropei va gpetaotodv Eog Kot 15 devtepdrenta yio va oAokAnpwbei n éveon. Mropei va
aKoVoeTE N vo alcBovieite Evo, KAIK.

Otav to mapabupo KITpviceL TEAEIMS, OVACNKMOGTE TNV TPOYEUGUEVT CLGKELT TOTTOV TEVOC KOl
QTTOLOKPVOVETE TNV OO TO OEPLLQL.

"EAgyy0c Tov onueiov £veong Kol améppyn TG TPOYEULOUEVIIS GUOKEVTG TUTTOV TEVAS

ENIBEBAIQXTE
L}m—_ To mapdBupo exet Kitpvicet
Agv vdpyet S10ppo1 POPLLOKOV TeELEIC
(po pukpn otayova givon .
evtacer)
S
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12 Empeporcdote 0TL YopnynOnke po winpng 66on tov Qoppdkov pe Ty veon.
. Mnyv ayyilete 10 KITPVO TPOGTATEVLTIKO KAAVLLLO O0CQOAELDG.
. Agv vtapyet TpOPANUO. oV OEITE Lol LIKPT] TOGOTNTA VYPOV GTO GMMELD TNG EVEOTG.

Inpovtiko: Edv to mopabupo dev yivel tedeing kitpivo 1 eaivetar 6Tl To appako eEakorovdel va
Byaiver 1} v deite apreTég oTayOVES TOL POPUAKOV, dev Adfate pia TApn doon. Kaiéote apécmg
TOV TAPOYO VYEIOVOULKNG TTepiBaiymg.

GOE)

13 EAéy&re to onueio g éveong.
. Mnv tpifete to onpeio tng éveong.
o Edv vrapyet aipa, méote éva koppdtt Papfokiod 1 yalag oto onpeio g Eveong.

o Edv yperaletar, epapuoote £va 0vtokOAANTO emifepa.

G

;

14 TomoOetoTE TN YPNOCLUOTONUEVT] TPOYEULIGUEVT] GVGKELT] TOTOV TEVAS KUL TO KITPLVO
KAAoppo 6to 00)El0 amoppIYns OLUNpOV AVTIKEIREVOVY.

Inpovtiké: Mnv tetdte TNV TPOYEUIGHEVT] GLGKELT] TOTOL TEVOS GTO OKIOK( OITOPPILLOTA.

. M ¥pNGILOTOMGETE EQVA TNV TPOYELUGLEVT] GUGKELT] TOTTOL TTEVAG,
. Mnyv ayyilete 10 KiTPIVO TPOGTAUTELTIKO KAAVULO AGOAAELNGC.

Amoppiyte TUYOV TPOIOV TOV EYEL ATOUEIVEL LEGO OTNV TPOYEUIGUEVT] GUCKEVT] TOTOL TTEVAS. Mnv
TETATE PAPLOKO GTO VEPD TNG AMOYETELONG 1 OTA OIKIAKA amoppitpate. POtmote tov gapprakorold
00 Y10 TO TMOG Vo TETAEETE T PAPLOKO TOV OgV ¥pNoLUoToLEiTe mo. Avtd To pétpa Oa fonbncovv
GTNV TPOGTAGIN TOV TEPPAALOVTOC.
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