ITAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAPLOKO QVTO TEAEL LITO GUUTANPOUATIKT TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPTIYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV ACOAAELNG. ZNTEITOL OTO TOVE EMOYYEAIATIEG VYELOC VO AVOPEPOVY
omolecdnTote Tavoloyovueveg avemBounteg evépyeteg. BA. mapdypago 4.8 yio Tov TpOTO avapopag
AVETOOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pyzchiva 130 mg mukvo S1GAvpo yio TopackeLt) S10ADIOTOS TPOG EYYLON

2. MNOIOTIKH KAI NIOXOTIKH XYNOEXH

Kabe prokidio mepiéyet 130 mg ovotekvovpaunng oe 26 ml (5 mg/ml).

H ovotekivoopaumn eivat Eva mAnpmg avBpodnivo povokiwvikd IgGlk avticopa Evavtt g
wreprevkivng (IL)-12/23 nov mapdyetor oe pio KLTTOPIKN 6Epd wobnkdv kvélikov kpikntov (CHO)

LE ypnon texvoroyiag avacvvovacuévov DNA.

IMoa tov TAfpn kaTdloyo TV ekddy®V, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
[Tokvo SdAivpa yio Topackevn SLaAOLATOG TPOG £YXVOT).

To dudvpa givar dtowyEg, Axpopo G avolyTtd KiTpvo.

4, KAINIKEY MAHPO®OPIEX
4.1 OegpomevTiKég £vosielg

Noocog 1ov Crohn

To Pyzchiva evdeikvotat yio tn Ogpancio evilikwv aoBevav pe petping émg cofapd evepyn voco tov
Crohn, ot omoiot epEaVIcay aveTapKn avToTdKPLIoT], ATOAELN AVTOTOKPIONG 1) dvcavesio ot
ocuppartikn Oepancia 1 o€ avtayoviot) tov TNFa 1 tapovcidlovv avtevdeibelg o ovTég Tig
Oepaneiec.

EAxddng koritida

To Pyzchiva evéeikvotan yia ) Bepaneio evilikov acBevav pe petping éog copapd evepyn ehkdon
KOALTION, Ol 070101 ELPAVICAV OVETOPKT| OVTATOKPLOT), AIMAELN AVTATOKPLoNG N dSvcavetia ot
ovppatikn Oepaneio 1 o€ Oepameio pe froloykd Tapdyovia 1 TapovcIAlovy avIEVOEIEEIS GE QVTEG TIG
Oepancies (L. mapdypapo 5.1).

4.2  Aocoloyio Kol TPOTOG YopNyNoNS

To Pyzchiva mokvo didAvpa yio mapackevn StaAduatog mpog £yyvon tpoopileTal yio ypriion vod my
KaBodnynomn kot v eniPreyn wTpmv, EUnelpwv ot didyvoon kot 1 Oepaneio g vésov tov Crohn
N ™G eAkddovg KoAiTdag. To Pyzchiva mokvo didlvpa yio mopockenn) Stoldpotog tpog &yyvon Oa
TPETEL VAL YPNOHOTOLEITOL LOVO Yo TNV EVOOPAERLO 0OGT EMAY®YNG.

Aocoloyia

Nbooc tov Crohn ko EAxdonc KoAitida
H 0epancio pe Pyzchiva mpénet va Eekiva pe pio epanal evoopriBio 6661 PACEL TOL COUATIKOD
Bapovc. To didrvpa Tpog Eyyvon mpimet vo meptiapPdver tov apBud eroidiov tov Pyzchiva 130 mg
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onwg kabopiletar otov [Tivaka 1 (BA. Tapdypapo 6.6 yio TNV TPOETOLAGIN).

IMivakag 1: Apyuki evéo@réfra d6omn Tov Pyzchiva

XoOPaTiko Bapog ac0evovg Katd T Yopnynon ZUVICTONEVT ApOpog praidiov
¢ 660mg d6om” 130 mg Pyzchiva
<55Kkg 260 mg 2

> 55 kg émg <85 kg 390 mg 3

> 85 kg 520 mg 4

Iepinov 6 mg/kg

H npdn vrodopia d6on mpénetl va, yopnyeitatl tnv efdopdda 8 petd tnv evooeAéPia 66on. I'a T
docoloyia Tov emakdA0VBoV VTOSOPLOL dOGOAOYIKOD TN LOTOC, PA. Tapdypao 4.2 tng IIXII tov
Pyzchiva evéoylo didivpa 6€ TPOYEUIGHEVT GUPLYYOL.

Hlrawuévor (= 65 etcv)
Agv anouteiton Tpocappoyn TG 600MG Yo Tovg NAKIOPEVOLS acbeveis (BA. Tapdypago 4.4).

Neppixy kou nrotiky oveAgitovpyio,
H ovotekvoopdpunn dev €xer pekem et o awtodc T0UC TANBVOUOHS ACHEVAV. ZVVETHDC, €V UTOPOVV
VoL YIVOUV GUGTAGELS GYETIKA LLE TN SOCOAOYIaL.

Toaudrazpiog ninBvouog

H acpdieto Kot 1 amoteAeoLATIKOTITO TG OVCTEKIVOLUAUTNG Yo T Ogpaneia Tng vocov Tov Crohn 1
G EAKMO0VG KOAITIONG o€ modid nAkiog pikpdtepng tov 18 etdv dev £xovv akdpa texpnpumbel. Aev
VIapyovv Srobéctua dedopéva.

Tpomnog yopnynong
To Pyzchiva 130 mg npoopileton yio evéopréfia yprion povo. Oa npémet va yopnyeital o€ didotnua
TovAdyIoTOV piag dpag. [ 0d1yieg apai®ong TOL PAPUAKEVTIKOD TPOIOVTOG TPV 0T TN XOp1yNon,
BA. mapdypopo 6.6.

4.3  Avrtevocieg

YrepevaicOnoio 6tn dpacTiKy ovsia 1 6€ KATOW and Ta EKO0Y0 TOV OVAPEPOVTOL GTNV
napaypao 6.1. Khvikd onuovtikn, evepyn Aoipwén (m.y. evepyn guuatioon, BA. Ttapdypago 4.4).

4.4  Ewikég TPOELOOTOUM|GELS KOL TPOPVAAEELS KATAH T Yp1]ON

Iyymlacwotnto
[Ipokeyévou va Bertiwbei n yvnlood e TV BLOAOYIKOV QUPUOKEVTIKOV TPOTOVI®YV, TO OVOLLO
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVLEVOL PAPLLAKOV TPEMEL VO, KATAYPAPETAL LLE GOPVELQL.

Aowoéelg

H ovortexvovpdpnn pmopel Suvntikd vo avéncet Tov Kivouvo AoU®MEE®V Kot Vo, EVEPYOTOMGEL £K
vEOL AavBAVOLGEC AOUMEELS. L& KMVIKEC LEAETEG KO OE o LEAETT TAPATIPNONG LETA TNV
KuKAopopia o€ acbeveic pe yopiaon, coPapég PakTnplokéc, LUKNTINCIKEG Kot 10YEVEIC AOIUMEELG
éyovv mopatnpnei o acbeveic mov Aappdvovy ovotekvovpdunn (BA. mapdypagpo 4.8).

"Exovv avaeepbei evkaiplokés AoumEEIC, CUUTEPILOUPAVOUEVOV TNG ETOVEVEPYOTOINGNG TNG
QLUATIOONG, GAA®V EVKAPIOKOV BakTnplokdv Aoiunéemv (cupmepriapfovouévng e Aoinwéng amod
atumo pukoPaktnpidia, TG UNviyyitidog amd AoTéPLO, TG TVELLOVIOG amd AEYIOVEAA KOl TNG
VOKaPIIaoNG), EVKOUPLOKDY LUKNTINGIK®OV AOTUOEEDY, EVKALPIOK®DY 10YEVOV AOIUDEEDY
(cvumepriapfovopuévng TG EYKEPAAITIONG TOV TPOKAAEITAL OTO TOV 10 TOL AmA0D £pmnTa TOTOV 2),
KoL TOPOCITIKAOV Aouméemv (cvpmepiiapfovouévng g opBoikng tofomAdoimaong) o€ acbeveig
oL éAoPav Bepomeia Le OVGTEKIVOLLALTT).

Amnauteiton mpoooyn 6tav e€etdleton n ¥promn TG OVCTEKIVOLUAUTNG 6 acbevelg pe ypovia Aoipmén 1



Ue 16Topikd vrotpomialovceog Aoipnméng (BA. mapdypagpo 4.3).

Ipwv and v évapén g Bepaneiog e ovotekvovpudunn, ot acbeveic mpémel va e€etdalovtan yio
Aoipwén and eupatioon. H ovetekivoopdunn dev mpénet va yopnyeitol oe acleveic e evepyn
ovpatioon (BA. tapdypagpo 4.3). H Bepaneia tng AavBdvovcag pupatioons Tpénet va EEKva Tpv omd
TN XOPNYNoN NG oVoTEKIVOLUAUTNG. To evdeydevo Bepomeiog KOTA TG PUUATIOONG TPETEL EMIONG
va gégtaletal Tpv amd v Evapén YopnynNong TG OVCTEKIVOLUAUTNG o€ ae0eveic e 10TOpIKO
AavBavovcoc 1 evepyol QuUOTIOOTS, Yo TOVE 0oiovg dev pmopei va emPBefoimbei o exoping
mpornyovpevn Bepaneia. AcBeveic mov AapPdvovy ovotekvovpdunn Oa Tpénet va mapakolovbovvtal
GTEVA Y10 OTLELN KOl GUUTTMWOTO EVEPYOD QLUATIMONG KATE T1 S1EpKELN KOl LETH TO TEAOC TNG
Oepomeiog.

®a mpémet va yivel vTddeEn otovg acbeveic va avalnticovy WTpiki] GLLBOVATN €4V ELEOVIGTOOV
onueio 1 coprTOpaTe TOV VITOdNA®VOLY Aoiuwén. Edv évag acBevic avamtdéel o coPapn Aoipmén,
0 acBevng Ba Tpémet va mapakoAovdeiTol oTEVA Kot 1) OVGTEKIVOLLLANTN dev Ba mpémet va xopnynOel
UEXPL VO, LTOYWOPNOEL ] AOTHWOEN.

Koakonfeieg
Ta 0vOGOKATACTAATIKG OTWC 1 OVGTEKIVOVUAUTT ALEAVOLY SLVNTIKA TOV KivOuvo Kakon0elag.

Optouévol acBeveic mov AApPavay OVGTEKIVOLUAUTN GTA TAOIGLO KAVIK®V LEAETOV Kol G€ pial
UEAETT TapaTPNONG LETE TNV KuKAOPOpia o€ acbeveig pe wopiaon avéntoéav dEPUOTIKESG KoL 1N
deppatucég kaxondeies (PA. mapdypago 4.8). O kivévvos kakondetag pmopet va tvar vynAdTEPOG G
aocBeveic pe yopioorn mov Egovv AdPet Bepameia pe dAlovg ProAoyikodg mapdyovtes KaTd T ddpKela
™G aoBEVELDG TOVG.

Agv &yovv delayBel perétec mov va meptiapPdvouy acbevelg pe 1otopkd Kakondeiag 1 peréteg mov
va cvveyiCovv t Bepaneia oe acbeveig Tov avanTiccoVV KAKONOEW KOTE T AW TNG
OVGTEKIVOVULAUTING. ZVVENDGS, Oa Tpémetl va e€eTaleTan TPOoEKTIKE 1) ¥PNOT| TNG OVGTEKIVOLUAUITTNG
6T0VG aobeveig avtovc.

‘O)ot o1 acbeveig, 10img 6601 givar nhkiog peyoivtepng tov 60 etdv, 0cbeveig e 10TPIKd 16TOPIKO
LOKPOYPOVIAG ANYTG 0VOCOKATAGTAATIKNG Bepameiog 1 6ot £xovv 16Topkd patobepaneiog (PUVA),
0o mpémel va TapakoAovBoivTal yio TNV ELEEVION U HEAXVOKLTTOPIKOD Kapkivov Tov dépuatog (PA.
napdypago 4.8).

2VOTNUOTIKEC KOL OVATTVEVGTIKEC OVTIOPAGELC VIEEPELULcOINGiog

2V0OTHUOTIKES

"Exovv avaeepbei coPapic aviidpdoeic vrepevaionciog Kot TV TEPI0d0 PETA TNV KUKAOPOPIO TOV
TPOTOVTOC, G LEPIKEG TEPMTMCELG OAPKETEG NUEPEG peTd T Bepaneia. 'Eyovv eppaviotel avagpuiadio
Kot ayyelooidnpa. Edv epoaviotel avagpoura&io | dAin coPapn avtidpacn vrepevaicdnoiog, o npémnet
vo. Eekivioet KoTtdAANAn Bepameio, kot v, S10KoTEL 1) xopNynon thg ovetekvovuaumne (BA.
napbypago 4.8).

Avtidpdoeig oyeti{Oueves e v Eyyvon

AvTtidpaoelg oyetilOueveg pe v Eyyvon Exovv mapatnpndel oe KAwvikég dokipuég (BA. mapdypago 4.8).
YoBapég avtidpacelg oXeTILOUEVES LE TNV £YYVOT), GUUTEPTAAUPOVOUEVOY OVOPUAAKTIKMV
OVTIOPAGE®V GTNV £YYVOT, £X0VV avoeepBel Katd TNV TEPiodo HETA TNV KLKAOQOPIX TOV TPOTOVTOG.
Y mepintwon wov mopotpndel cofapn 1 ametintiky yio ™ o1 avtidpaot, 0o tpémnel vo Eexvd
KatdAANAn Oepaneio Kot 1 ovotekvovUauRT O TPETEL VO SOKOTTTETOL.

AvomvevoTikég

"Exovv avaeepbei mepiotatikd aAhepyikng KOWEAITIONG, OCIVOPIAIKNG TVEVUOVIOG Kot U1 AOTUMO0VE
OPYOVOTIKNG TVELHOVIOG KATA TN XPNON TNG OVCTEKIVOVUAUTNG LETA TN YOPNYNON GOE10G
Kukhopopiog. Ot KAvikég exdnhaoelg Tepleddpupavay friya, SOOomvola Kot SIAUESES S1NONGELS LETA
amo pia émg Tpelg 06celg. Ot coPapéc exPfaoeic mepleAdpufovay ovVamTVELSTIKN AVETAPKELD KO
mTapoteTOUéVN voonieio. BeAtioon avaeépOnie Hetd ™ S10KOTN TG OVGTEKIVOLUAUTNG KOl €TioNG,
G€ OPIOUEVEG TTEPITTMGELS, T YOPNYNON KOPTIKOGTEPOEIODV. Xg TEPIMTM®OT oL M| TOAVOTNTA



Aoipméng €xet amokdelotel Kot 1 S1dyvoon givatl emiPefoatmpévn, S1okOYTE TNV OVGTEKIVOL AU KOt
Eexvnote katdAAnAn Oepameia (BA. Tapdypopo 4.8).

Kapooyyerard, ooufauoto

Kopdiayyeloxd copfapoto copmeptAapifovouévay eLepiyLoTog ToOV HVoKapdion Kot oyYELKOD
EYKEPAAIKOV €MEG0d10V Eyovv mapatnpnbel og acbeveig e ympioon mov ektébnkay oV
OVGTEKIVOLULAUTT OE o LEAETN TTapaTpnong HETA TV KukAopopia. Ot mapdyovieg Kvovvou yio
Kapdelayyelakn voco Oa mpémel va a&10A0Yo0VTOL TUKTIKG KOTA TN dtdpkela g Oepaneiog pe
OVOTEKIVOVLLALLT.

Eufolacuoi

Yuviotdron va pn cuyyopnyodvrot epforta Lovtov wwv i faktnpiov (0w o BakiAlog tov Calmette
kot Guérin (BCQG)) pe v ovotekivoopdunn. Aev £xovv defoyBel e1dikéc peréteg oe aobeveig mov
glyav Tpoceata AdPet epPfora pe {dvteg 100¢ N (dvta Paktpia. Agv vTapyovLV dedOUEVE Yo TN
devtepoyevn| petddoon rolpméng and Lovta epuPpoha oe acbeveic mov AAUPovaV OVGTEKIVOVLLALLT.
IIpwv and Tov gpPoracud pe (odvteg 100g M Ldvra Paktipla, | Oepomeio pLe TNV OVCTEKIVOLLALUTN
npémel va Olokomel Yo TovAdyiotov 15 gfdopddeg petd v televtaio 06on kot pmopei va Eavapyicet
TovAdyLoToV 2 gfdopddeg petd tov epPfortacid. Ot cuvtayoypaQotl 1Tpol TPETEL Vo GUUPBOVAELOVTOL
v [epiinym tov Xapoktnpiotikdv Tov [Ipoidvtog Ttov cuykekpipévou epforiov yia tpdchetn
TANPOPOPNON Kot 0N YiEG OYETIKA LLe TV TAPAAANAN (P |OT| OVOCOKUTAGTUATIKAOV TOPAYOVTWV LETA
TOV EUPOAAGHO.

H yopnynon {dvimv epPoriov (6nmg to eppoio BCG) ot Bpéen mov ektédnkav evéountpikd (in
utero) otnv ovoteKvoVpAUT dev cuvicTdtal yio £EL uAVEG UeTd TN yévvnon N uéxpig 6tov to enineda
TNG OLOTEKIVOVUAUTNG GTOV 0pd TOV BpEovug va gtvor pun aviyvevoiua (PA. mapaypdeovs 4.5 kot 4.6).
Edv vdapyet copég khvikd 6QeA0g Yo TO LELOVOUEVO BpEpog, 1 yopnynon evog {dvtog epfoiiov
umopet va e€etdletan vopitepa, Qv Ta EXITESN TG OVGTEKIVOLUAUTNG GTOV 0pO TOL BpE@ovg eivar pn
oviveLGLAL.

Ot aoBeveic mov AapPdvovy oVGTEKIVOLHAUTY LITopoLV Vo AABovV TanTdYpOVa 0dPAVOTOINUEVA 1] 1N
{ovta eupora.

H poxpoypovia Bepameio e 00GTEKIVOUUAUTY OEV KOTAGTEALEL T YLUIKT] OVOGOAOYIKT OTAVINOT) GTO
TOAGOKYOPLOIKO EUPOALO VIOl TOV TVEVHOVIOKOKKO 1] TO eUBOAL0 Yiat Tov TéTovo (BA. Topdypago 5.1).

[HopdAinAin avocokaTacTalTikn Oepomeio

Y& HeAETEG Yo TV YOpilaon, 1 AGPAIAELN KOL 1] ATOTEAEGLOTIKOTITO TNG OVOTEKIVOVUAUTNG O
GLVOVLOCHO LUE BVOGOKOTAGTAATIKA, GUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| He pmTobepamneia, dev
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n wapddinin yprion MTX dev pdvnke
va ennpedlel TNV aGPAAELD 1] TV OTOTEAECUATIKOTNTO TG OVOTEKIVOVUAUTNG. e LEAETEG Yo TN VOGO
tov Crohn kot v eAk®On KOALTION, 1) TARVLTOYPOV XPNOT OVOGOKOTUGTUATIKGOV 1 KOPTIKOGTEPOELIDV
dev PavnKe vo exnpedlel TNV ao@AAELD 1 TNV ATOTELEGLOTIKOTITO TNG OVGTEKIVOLUAUTNG. AToLTEiTOL
wpocoyn otav e€etdletal n TapdAANAN XpNOT GAADY 0VOCOKATAGTUATIKMV KOl TNG
OVOTEKIVOLLLAUTNG 1} KOTd TN petdfoon amd dAAda Bloloyikd ovocokaTasTaATIKA (PA.

napypago 4.5).

Avocofepamneia
H ovotekivovpaumn dev €xel a&lodoyn0el og acbeveic mov £xovv vtoPAndei oe avocobepamneio yia

aAdepyio. Agv gival Yv@GTO €GV 1] OVGTEKIVOVUAUTY UTOPEL VO, EXNPEACEL TNV avocobepamneia yia
alkepyia.

2ofapéc depuatondbeieg

e aoBeveic pe yopiaon, &xetl avapepel amo@oMdmTIKY deppoTitidn LeTd amd Oepaneio e
ovotekvoopdumnn (BA. mapdypoago 4.8). Ot acbeveic pe yopiaon katd nthdkag evdéystot vo
avamtOEOVY epLOPOSEPLUKT YMPINoT, LE CUUTTOUATA TOV EVOEYETAL VO UV S10KPIVOVTOL KAVIKE 0o
TNV OTOQOMOMTIKN dEPUOTITION, GTO TAAIGIN TNG PLGIKNG TOPELNG TOV Voonpuatdg tovg. Katd v
TopaKoA0vONoN TG Ywpiaong Tov asbevovg, ot wtpol Ba TPETEL VO, ETOYPVTVOVV Y10 GUUTTMLOTO,




gpLOpodePUIKNG Yopiaong 1 amo@oAd®TIKNG deppaTitidag. EGv avtd To cupntdpato EHeavictony,
Oa mpémel va acorovOnBel katdAAnAn Bepaneia. H ovotekivovpdunn Oa npénet va dtokdnteTon g0V
VILAPYEL LITOVOLN AVTIOPUCTG GTO PAPUAKO.

Koaraotdoeic mov oyetiovton Ue Tov AVKO

"Exovv avaeepBel mepimtdoeic kataotdoemy mov oyeTiloviat e Tov AVKo og aobeveic mov Eafov
Oepameio ple OVOTEKIVOVUAUTT, CUUTEPIAAUPOVOLEVOD TOV SEPUATIKOD EPLONUATMOOVE ADKOV KoL TOV
oLVOPOLOL TPpocopolalov pe Avko. Edv eppavietouv PAaPeg, 101KA og TEPLOYEG TOL OEPUATOG TOL
extifevtal otov Ao 1| €Gv cuvodevovtat amd apBparyia, o acBevrg Oa mpémel va avalntioel apécmg
Tpikn Pondeta. Edv emPefoarmbel n didyvoon pog Katdotaong wov oyetiCetat pe tov Abko, 1
0VGTEKIVOLLAUTN Bo TpEmel Vo StakomTeTal Kot vo Eekva katdAAnAn Oepameia.

E1dikoi minbuopoti

Hlrkawuévor (= 65 etcdv)

Agv TopatnpnnKav GUVOAMKES SIUPOPES GTNV UMOTELEGHATIKOTNTA 1] TNV 00PAAELD OE aGOEVEIC
NAkiog 65 TV Kol Ave Tov EAAPOV OVGTEKIVOVUAUTY|, GE GUYKPLON Ue VeOTEPOVG aobeveic o€
KAMVIKEG LEAETEC OTIC EYKEKPIUEVEG EVOEIEELS, ®OTOGO 0 aplBNOg TV acBevav nlkiog 65 eTdv Kot
v dev NTaV EMOPKNG dote va kabopiatel edv ot acbeveig avtol avtamokpivovTol SQOPETIKAE Amd
TOVG vedTEPOLS 0oBevels. Adym ™G VYNAGTEPNG EMTTMONG AOUMEEWDY YEVIKE GTOV NAIKIOUEVO
TANBvoNO, N Bepaneio Tpémel va YiveTal e TPOGOYT| GTOVE NATKIOUEVOUG.

Iepieydpevo oe varplo

H ovotexvoopdumn mepiéxet Aydtepo and 1 mmol vatpiov (23 mg) ava d6omn, eivot avtd mov
ovopalovpe «erevBepo vatpiovy.Q2oT0C0, N OVGTEKIVOVLLAUTT OPOIOVETAL LE SIIAVLO TPOG E£YYLON
yAoplovyov varpiov 9 mg/ml (0,9%). Avtd Ba npémet va Aapfavetor veoyn and acheveic Tov
axoAovBovv diatta pe ereyydpuevn tpdéoinyn vatpiov (PA. tapdypogo 6.6).

4.5  Allremopdosig pe GAlo QUPUOKEVTIKG TPOTOVTO KOl GALES pOPPES alAnAemiopaong
Zmvto, euPfoiia dev TPETEL VOL YOPTYOOVTOL TAPUAANAQ LLE TNV OVGTEKIVOULALLTT).

H yopnynon {dviov epuPoriov (6nmg to eppdio BCG) o Ppéen mov ektébnkav evéountpikd (in
Utero) 6TV OLGTEKIVOVUAUTT deV GuVIGTATAL Yo €L UAVEG PETE TN YEVVNON 1 MG OTOL TO. EMITEdQ
NG OLOTEKIVOVUAUTNG 6TOV 0pd TOV Bpépovg va givar pun aviyvevoiua (PA. tapaypdeovg 4.4 kot 4.6).
Edv vapyet capég kAvikd OQELOG Y10 TO LEUOVMUEVO BPEQPOg, 1 yopnyNnon evog {ovtog epforiov
umopel va e€etdletal vopitepa, Qv T EMIMESN TNG OVGTEKIVOVUAUTNG GTOV 0pO TOV PPEPOVG giva un
oviYvELGLLAL.

Agv €povv mpaypotonoindel peréteg aAnAemdpdoemv o€ avOpdOTOVG. ZTIG AVOAVGCELS
QOPULAKOKIVNTIKNG TANBVGHO TV pHeAeTdV @dong 3, Siepeuvifnke 1 enidpacn TV o cuyva
YPNOUYLOTOLOVUEVOV TAVTOYPOVO POPUUKEVTIKOV TPOIOVI®V G€ 0GOEVELG e Ywopioom
(cvumepAapPOVOUEVOV TNG TAPAKETOUOANS, TNG LPOVTPOPAIVIG, TOV OKETVAOGAAIKVAIKOD 0EEOC, TNG
petpopuivng, g atopPactativng, tng Aefobupo&ivig) oTn GapLaKOKIVITIKY TG OVGTEKIVOVUALUTNG.
Agv vmnp&av evieiEelg OAANAETIOpAONC e QLT TO TOVTOYPOVO Y0P YOOLEVO POPLOKEVTIKA
wpotdvta. H Baomn yuo tnv avaivon oot ftav 6t tovAdytotov 100 acBeveic (> 5% tov peletoduevon
TAnBucpov) Erafav Bepameia e TOLTOYPOVI XOPNYNOT] CLTAOV TOV PUPUAKEVTIKOV TPOIOVIMV Y10
TovAdytotov To 90% e TEPLOdOL PEAETNG. H @aplokokivnTIKY TG OVGTEKIVOVUAUTNG OEV
EMNPEACTNKE Ao TNV TaVTO)XpovT Yprion MTX, MEA®, 6-pepramntonovpivig, aladsionpiving kot amd
GTOUTOG KOPTIKOGTEPOEW MV 6€ acbeveig e yoplaoikn apbpitida, voso tov Crohn 7 ehicddn
KoAiTId0, 1 Ao TV Tponyovuevn £kBeon oe mapdyovies avili-TNFa, oe acBeveig pe yoplocikn
apBpitida 1 véco tov Crohn 1} amd v Tponyovuevn €kBeon oe froroyikovg Tapdyovteg (OnA.,
mapdyovteg avtli-TNFa 1/kan fedoMlovpdunn) o acbeveig pe eAkmOT KoATIdA.

Ta amotedéouata piog peAétng in Vitro dev vodeikvhovy TV avayKn Yo TPOGapUoYn TG dOong ot
acBeveic mov Aappavovy tavtdypova vrootpduata ov CYP4A50 (BA. mapdypagpo 5.2).

Y€ HEAETEG Yo TV YOPIlaoT, 1 ACPAAELN KOL 1] ATOTEAEGLOTIKOTITO TG OVOTEKIVOVUAUTNG O



GLVOLOCHUO LE BVOGOKOTAGTAATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| He pmTobepamneia, dev
&yovv a&loroynBel. Xe peréteg yio v yoplootkn apbpitida, n tavtdypovn yprion MTX dev pdvnie
va ennpedlel TNV 0GPAAELD 1] TV OTOTEAECUATIKOTITA TNG OVGTEKIVOVUAUTNG. Z€ LEAETEG Y100 TN VOGO
tov Crohn Kot TNV eAk®Omn KOALTION, 1) TARLTOYPOVI XPTOT OVOGOKOTUAGTUATIKAOV 1 KOPTIKOGTEPOELSDV
dev avnke vo eTNpedlel TNV ASPAAELR 1] TIV ATOTEAECUATIKOTITO TG OVOTEKIVOLUAUTNG (PA.
napdypoago 4.4).

4.6 Tovipétnra, kOO Kot yorovyio
Tuvaikeg og avoamapoymyn nAkio

Ot yvvaikeg og avamopoy®yikn nAkio 0o TPETEL v YPNGUYLOTOIOVV OTOTEAEGUATIKT OVTIGUAANYT
Katd n ddpkela TG Bepameiog Kot yio tovidyiotov 15 efdopddeg petd tn Bepomeio.

Kinon

Agv vmépyovv emapKn SEG0LLEVA GYETIKA [LE T YPTOT] TG OVCTEKIVOVUALTNG OE YKVOVG. MeAéTes o
{da dev KaTédeIEav Apeo 1 EUUEST] TOEIKOTNTA GTNV KONOT), GTNV TPOU EUPPLOKT/OWIUN
guPpoakn avantuén, 6ToV TOKETO N 0T UETAYEVVNTIKY avanTuén (BA. mapdypapo 5.3). g
TPOANTTIKO HETPO, EIVOL TPOTIUNTED VO, ATOPEVYETOL 1) XPTON TNG OVGTEKIVOVUAUTNG KOTA TNV KOT|oN).

H ovotexvoopdpmn dwomepvd Tov mAakovvta Kot £xel aviyvevBel otov opo Bpepdv ta omoia
yevvhniay arnd yovaikeg mov Ehafav Oepaneio pe ovotekvovuauRT Katd T d1dpKela Tng kKomone. H
KAWVIKT EMITTOOT OVTAG TNG TAPATPNOTNG OEV EIVAL YVWOOTH, ®GTOGO 0 Kivduvog Aoipwéng yio Bpéon
T0. 0010 EKTEOMKAY IN UtEr0 6TV OLGTEKIVOLUAUTY EVOEYETOL VO, Eivar avénuévog petd  yévwnon. H
yopriynon Loviov guforiov (6nwg 1o eufdiio BCG) oe Ppéon mov extédniay in utero oty
OVLGTEKIVOUULAUTT OV GUVICTATOL V1oL 6 UVEG LETA T YEVVNOTM 1 LEXPLG OTOL TO EMmES L TNG
OVGTEKIVOLUAUTNG 6TOV 0pO TOV Bpépovg va eivat un aviyvevoiua (PA. Tapaypdeovg 4.4 kot 4.5). Edv
VILAPYEL CAPEC KAVIKO OQEAOG Yo TO PHEPOVOUEVO BpEpog, n yoprynon evag (dvtog epforiov pmopel
va e€etaletal vopitepa, Qv To ETITESN TNC OVGTEKIVOLUAUTNG GTOV 0pO TOV BpEpoug gival un
ovYveLGLAL.

OnAacpog

[Tepropiopéva dedopéva amd T dnpUoctevpévn PipAtoypapic VTOSEKVOOLY OTL 1] OVGTEKIVOV LA
eKKPIveTOL 6TO avOpAOTIVO UNTPIKS YéAN GE TOAD HKPEG TOGOTNTEG. AgV glval YvOGTO av M
OVGTEKIVOVLLALTT ATOPPOPATOL GUCTNLOTIKA LETA TNV KATATOGN. AOY® TOV EVOEYOUEVOD
AVETOVUNTOV AVTIOPAGEWDY OO TV OVGTEKIVOVUAUTT 6€ Bpépn Tov OnAdlovy, Tpénel va
aroootiotel av Ba dwaxonel 0 Onraopog katd ™ didpkela g Bepaneiog Kot Eog 15 efdopddes petd
) Bepameia 1| av Ba dwakomel 1 Bepameia pe TNV OVOTEKIVOLUAUTY, AaUBAvovVToC VITOYN TO OPEAOG
7oV ONAacpod Yo To Toudi Kot To 6QEAOG TG Oepameing e OVGTEKIVOLAUMN Y10 TN YUVOIKCL.

Tovpwotnta
H enidpaon g ovetekivoupaunng otnyv avlpomivn yovipnotnto dev xet a&lohoynoet (PA.
napypago 5.3).

4.7 Emopacels 6Ty IKAVOTNTE 0017161 KUl YEIPLGHOV UNYOVI|LATOV

H ovotekivoopdumn dev €xet kapia 1 €1 0CHULOVTY EXIOPACT GTNV IKAVOTTO 001yNOT|G KOl
YEPLIGHOV LUNYOVILATWOV.

4.8 AvemOovunteg evépyeleg

2Hvoyn 1oL TPOPiA 0CQIAELNG

O1 o ovyvég avemBounteg evépyeteg (> 5%) oTig EAEYYOUEVEG TTEPLOSOVS TOV KAWVIKQOV LEAETOV TG
yoplaong, g yoprcikig apbpitidag, tng vocov tov Crohn Kot TG EAKDOO0VS KOMTIONG O EVAAIKEG
LLE TNV OVOTEKIVOVUAUTN TAV PVOPOPLYYITION Kot KePaAadyia. Ot TeplocoTEPEC OO OVTEG
OepnOnkay Nrieg kot dev eméParav T drakomn ¢ Oepaneiog g peréce. H mo coPfapn
avemountn evépyela Tov £xel avapephel ylo TNV OVGTEKIVOLUAUTT ival GoPapég avTidpacELg
vrepevatsnoiog copmeptrapfoavouévng g avapuiatiog (BA. mapdypago 4.4). To cGuvoAlkd TPOEIA




aoiAelag fTav TapoOUotlo Yo acbevelg pe yopiaon, yoplocikn apbpitida, voco tov Crohn kot

EAKOON KOALTION.

Katdloyoc ovemBounTmv eveEpYEI®OV GE TIVOKOL

Ta dedopéva ac@dAelng TOV TEPLYPAPOVTOL TAPAKAT® ovTikaTorTpilovy v £kbeon evniikov otnv
ovotekvovpaunn og 14 pekéteg paonc 2 kot eaong 3 o€ 6.709 acbeveig (4.135 pe yopioon kovnm
yoplaotkn apbpitda, 1.749 pe voco tov Crohn ko 825 acbeveig pe elkdon koAitida). Avtd
TeEPLOUPAVOLY EKOECT] GTIV OVGTEKIVOVUAUTT OTLG EAEYYOUEVEG KO U1 EAEYYOUEVEG TEPLOSOVS TOV
KAMVIKOV peAETdY Yo TOLAGyIoTov 6 piveg M 1 €tog (4.577 ko 3.253 acbevels, aviiotoiymg, pe
yopiaon, yoplacikn apbpitida, voco tov Crohn 1 eAkddn KoAiTda) Kot £kBeom yio TovAGYIGTOV 4 1)
5 ém (1.482 ko 838 acbeveic pe ympioon, aviiotoiywg).

O IMivakag 2 Tapéyel Evov KOTAAOYO TOV aVETBOUNTOV EVEPYELDV OO KAMVIKEG LEAETES YLOL TV
yopiaon, Ty yoplaciky apbpitda, tn voco tov Crohn kat Ty EAkddn KOATION 68 EVAAIKES, KAOMG
emiong kot avemBounTe EVEPYELES TOL avaPEPONKav arnd v gumelpio petd v Kukhopopia. Ot
avemBounteg evépyeteg tagvopovvron katd v Karnyopio Opydvov ZueTipatog Kot T GuyvoTnTa
EUQAVIONG, YPNOLHUOTOIDOVTAG TNV 0KOAOVON cuvOnKn: [ToAd cuyvéc (= 1/10), Zuyvég (= 1/100 émg

< 1/10), Oyt ovyvéc (> 1/1.000 émg < 1/100), Zmavieg (> 1/10.000 éng < 1/1.000), TToAd omdvieg

(< 1/10.000), un yvootéic (8ev umopodv va ektiunbovv pe Baon ta dwabéciua dedopéva). Eviog kabe
Katnyopiog cuyvoTnTOG ELEAVIONG, O avembvunTeg evépyeleg mopatiBevtal kotd pBivovca celpd

coPapotnToC.

IMivakog 2: Katdroyog TV avemBOunTov EveEpyELOV

Kotnyopio/Opyoaviko
06T

YoyvetnTo epeavieng: AvemOountn evépysio,

AOUMEELS Ko TOPAGITMOCELG

Yuyvéc: Aolpoén e avadTePTS OVATVEVGTIKNG 0000,
PLVOPAPLYYITION, TOPUPPIVOKOATITION

Oy ovyvée: Kuttapitido, odovrikég Aouméetg, £pmng Lootnpag,
AOTH®EN TOV KOTMTEPOV AVOTVEVGTIKOV, 10YEVHG AoimEn Tov
OVATEPOL OVOTVEVGTIKOV, OLOOIOKOATIKN LUKNTINOT

Awotapoyé 0voGomoImTIKo

GUOTNHOTOG

Oy ovyvéc: Avtdpdoelg vepevaictnciog (copmeptAopPovouévay
eEavOnuotoc, Kvidmang)

Yravieg: ZoPapéc avidpdoelc vrepevatcOnciog
(cvumepthapBavouévav avaeula&iog, oyyE00ONUOTOC)

Poyrorpikég drotapoyég

Oy ovyvéc: KatdBiyn

Awotapoyég Tov veupucon
GUOTNLOTOG

Yuyvég: ZAakn, kepolodyio
Oy ovyvéc: TTapdAivon Tpocmmon

AvomvevuoTikéc, BmpaKikég
Slatapoy€c Kot SlTopayE
uecobmpaxiov

Yuyvég: ZToUATOPApLYYIKO GAy0g

Oy ovyvéc: Pivikn coppopnon

Yravieg: Kuyelditido aAAepyiki, NOGIVOPIAIKT TVEVUOVID
[ToAb omaviec: Opyovobduevn Tvevuovio™

lootpevtepikés drotapoyég

Xuyvés: Adppoia, vavtio, ELETOC

Awotapoyéc Tov dEPUOTOC
KOl TOV DTTOSOPLOV 1GTOD

Yuyvéc: Kynopdg

Oy ovyvég: DAVKTOVOING YoPINoN, AmToPOAId®OT) OEPUATOC, OKUN
Erivieg: AToPoAdMTIKY depuatitida, ayyeltido amd
vepevolcOncia

[ToAb omdvieg: [Top@olvyddeg TEPPLYOELOES, dEPUATIKOS
gpLONUATOING ADKOC

Awtapoyés Tov
HVOGKEAETIKOD GLGTHUOTOC
KOl TOV GUVOETIKOV 1GTOV

Yvyvég: [1ovog og paym, poaiyio, apBpadyio
[ToA¥ omaviec: Zuvdpopo mpocopotdlov pe Abko

Ievikég dratapayés Kot
KOTOOoTACELG 0T Béom

xopnynong

Yuyvég: Konwon, epubnua ot 0éon éveong, diyog ot 0éon éveong
Oy ovyvég: Avtidpdoelg otn Béon éveong (cvumepthapfavopévey
NG QLLOPPAYIOG, GUATOUATOS, CKANPVVOTG, O10YKMONG Kot
Kvnopov), eEachévnon

*

BA. mopdypago 4.4, ZuoTNUATIKEG KoL AVOTVEVOTIKEG aVTIOPACELS VITEpEVALIGONGlaC.




IIeprypaen emAeyuévmv ovemtl@OUNTOV EVEPYEIDV

Aooéeig

2T1C ELEYYOUEVES E EIKOVIKO QAPHOKO UEAETEG o€ acbeveig pe yopiaon, yoplocikn apbpitida, voco
tov Crohn kot eAK®ON KOAITIOA, TO TOGOGTH AOUMEEDV 1] GOPaPOV AOUMEE®V NTOV TOPOLLOLNL
HETAED TV 000EVMY TOL AAUPOVAY OVGTEKIVOLLLAUTY KOl EKEVOV TOL AAUPAVAY EIKOVIKO QAPLLOKO.
2NV eAEYYOLEVN LE EIKOVIKO PAPLLOKO TEPIOG0 AVTAOV TOV KAWVIKAOV LEAETMV, TO TOGOGTO AOUMEE®Y
ntav 1,36 avd avOpomoétog Topakoiovdneng yio Tovg acbeveic mov Adpfovay oVGTEKIVOV AT Kot
1,34 yia Tovg acBeveig mov AapPavay eikovikd eappako. ZoPapés AOUMEELS ELPAVIOTKAY GE
1060676 0,03 avd avBpmmoétog TapaKoAoVONGoNS Yio TOVG aoBEVEIG TOV AAUBaVOY OVGTEKIVOLLAUTT
(30 coPapéc Lropuméeig og 930 avbpomoém mapakorovdnong) kat 0,03 yio Tovg acbeveic Tov
AapPavay gucovikd eapuaxo (15 cofapég Aonéels oe 434 avBpomoétn Tapakorovdnong) (BA.
napdypoago 4.4).

211G EAEYYOUEVEG KO [LT] EAEYYOUEVES TEPLODOVG TV KAVIKADV LEAETAOV Y1t TV YOPIKOT, TNV
yoplootkn apbpitida, tn véso tov Crohn Kot TNV EAKOON KOAMTIOO, TOV AVTITPOCOTEVOVV

11.581 avOpwmoit ékbeomng oe 6.709 acbeveig, n dudpeon didpketa Topakorovdneng rav 1,0 étog,
1,1 ¢ yio TIg HEAETEG Y100 TV YOPAGIKY VOG0, 0,6 £ Yo Tig peAéteg yuo T voco tov Crohn kot

1,0 é1og yia T1g perétec yio TV eAkddN KoAitda. To mocootd Aoudéemv nTav 0,91 avé avBpwroérog
mapaKoAovONoNg Yo Tovg 0sbeveic Tov AQUPavVAY OVGTEKIVOLLAUTY KOl TO TOGOGTO GoPapnv
roméewv frav 0,02 avd avBpomoétog Tapakoiovdnong yia Tovg acbeveig Tov Aaupavoy
ovotekvoupdpunn (199 coPfapég Aowpméeis oe 11.581 avBpmmoét mapakorovdnong) kot ot coPopés
AOLUMEELG TTOV avaPEPONKAY TEPLEAGPOVOY TVELLLOVIO, ATOGTNLN TOL TPOKTOV, KVTTUPITION,
EKKOATONOTITION, YOOTPEVTEPITION KOt 107EVELG AOTUDEELG.

e KMvikég perértes, aobevelg pe AavBdavovoa pupatioon tov TapdAinia AapuPavay aymyn pe
oovialion dev avéntuEay eupatioon.

Koakonfeieg
2NV EAEYYOLEVN LE EIKOVIKO QAPLLOKO TEPI0O0 TMV KAIVIKOV LEAETMV GE 0oOEVEIC e yoplao,

yoplacikn apbpitida, voco tov Crohn kai elkddn kolitda, 1 enintoon kakondeimv, eEapovpevon
TOV UM UEAOVOKVTTOPIKOL KapKivov Tov déppatoc, ntav 0,11 avd 100 avOpomoétn mapakorovdnong
Y Tovg acbeveig mov AdpPavay ovotekvovpdumn (1 acbevig og 929 avBpwmnoétn Tapakorovdnong)
oe ovykpion pe 0,23 yuo Tovg acBeveig mov AduPavay eikovikd edppako (1 acBevig oe

434 avBponoé Tapakorovdnong). H exintwon tov un HeAavoKuTTOpIiKoD KapKIivoy TOV SEPUATOG
ntav 0,43 avé 100 avBpwmoétn Tapakoiovdnong yia Tovg acheveig mov Adpfoavoy oveTEKIVOL AT
(4 aoBeveic og 929 avOpwmoétn TapakolovBnong) oe cvykpion pe 0,46 yia Tovg acbeveic mov
Adpupavay gicoviko eapuaxo (2 acbeveig oe 433 avOpwomoétn mapakorovdnong).

2116 eEeyYOUEVES Kat LT EAEYYOUEVESG TTEPLOOOVG TMV KAVIKAOV HUEAETAOV Y10 TV YopiooT, TV
yoplacikn apbpitida, tn voco tov Crohn kot Ty EAkdON KOAITION, TTOL AVIITPOGHOTEDOVY

11.561 avBpwmoétn ékBeomg o 6.709 acbeveig, n drdpeon didpketla Topakoiovdnong ftav 1,0 étog,
1,1 ém ywo T1g HEAETES Y100 TV YOPLACIKT VOG0, 0,6 £1n Yo Tig peAéteg yo T voco tov Crohn kot
1,0 £10¢ i T1g HEAETEC Y10, TNV EAKDON KOAITION. AvapépOnkay Kakondeies, e£apovuévon Tov un
UEAQVOKDTTAPIKOD KAPKIVOL TOL dEppatoc, o 62 acbeveic og 11.561 avOpomoé mapakorovdnong
(emintwon 0,54 ava 100 avBpomoétn napakorlohnong yia tovg acbeveic mov Elafov
ovotekwvoopaunn). H enintwon kaxonbeidv mov avaeépbnke otovg acbeveig mov Ehafav
OVGTEKIVOLLLAUTN TOV GUYKPIGLUN LE TNV ETATOGN TOV OVOUUEVETOL GTO YEVIKO TANBLoUO
(mpotvnopévo iiko enintoonc= 0,93 [duotnuo epmictocvvng 95%: 0,71, 1,20], tpocapprocpuévo
Yo TNV NAKia, To GUAO Kot T QUAT). O1 o cLYVA TOPATNPOVLEVEG KakonOeleg, £a1povIEVOL TOV
U1 LEACVOKLTTOPIKOD KOPKIVOL TOL SEPLOTOG, NTOV KAPKIVOG TOL TPOGTATH, 0pBOoKOAKOG KapKivog,
HEAGVOUO Kot KapKivog Tov paotol. H enintmon tov pn pelovokuttapikod Kapkivov Tov dEPHOTOG
ntav 0,49 avé 100 avBpwmoitn Tapakorovdnong yia Toug acheveig mov EAafov OVGTEKIVOLUAUT
(56 acbeveic o 11.545 avOpomoétn mapakorovdnonc). H avaloyio tov acbevdv pe factkokuttopikd
évavtt akaviokutTapikoy kapkivov Tov dépuatog (3:1) eival cuykpiotun LE TNV ovoUEVOUEV
avaloyio 6to yevikd mAnbuopd (PA. mapdypogo 4.4).



Avtidpdoels vepevarcnciog kot avTidpAacels TNV £yyuon

2116 pEAETEG EMAYOYNG e EVOOQAEPLA yopTyNnon Y Tn voco Tov Crohn kot Ty EAK®MON KOAITIOA, OEV
avapépOnkay enelcddio avapura&iog N aGAAeg GoPapPES aVTIOPAGELS GTNV £YYVON UETA 0o TV eQATAE
EVOOPAEPLa 000N, Ze avTég TIC PEAETES, 2,2% amd Tovug 785 acbeveig mov Eafov elkovikd pApHOKO
xat 1,9% amo6 tovg 790 aoheveic mov ELafav T GUVIGTOUEVT dOCT OVGTEKIVOLUAUTNG OVEPEPY
OVETIOOUNTEG EVEPYELEG O1 OTOTEG CLUVEPN OOV GTN SLAPKELN TNG £YYLONG 1 EVIOS OGS DOPOG OO OVTHV.
YoBapég avtidpdoelg oxeTICOUEVES LE TNV EYYVOT, COLTEPIAALUPAVOUEVOV OVOPVACKTIKMOV
avTdpdcemv oV £yyvon, EXouv avagepel kaTd TV TEPI0d0 PETE TNV KLKAOPOPIO TOV TPOIOVTOG
(BA. mapdypago 4.4).

Hodratpicog minBuopog

Taidrazpixoi acOeveic nlikiog 6 €TV kKo Gvw Ue WOPIOoH KOTO TAGKOS

H acpdlela g ovotekvovpdunng éxet peketndei o dvo edaong 3 peréteg og madloTpikovg acbeveig
pe pétpla €og coPapn yopioon kotd tadkag. H npmtn peiét die€nybn o 110 acbeveig 12-17 etmv
nov Ehafav Bepomeio o dSaotnpa Emg 60 gfdopddeg kot n devtepn pedén deEnydn oe 44 acbeveic 6
¢wg 11 etdv mov éhafav Bepameia yio didotnua £0¢ 56 eBdopddes. Xe yevikég YpaUUES, O
OVETIOOUNTEG EVEPYELEG TTOL OVOQEPONKAY GE AVTEG TIG OVO UEAETEC [LE SEOUEVA Y10 TNV OCPAAELD £BG
1 étovg NTov TOPOUOIEG LE EKEIVEG TTOV TTOPATNPNONKAV GE TPONYOOUEVES LEAETEG GE EVAAIKES LUE
yoploon Katd TAaKag.

Avapopd mBavoAoyovueveoV ovemBOUNTOV EVEPYELDY

H avagopd mbavoroyolievov avemBountmy evepyedv LETA amd T Yopnynon adslog kukAopopiog
TOV PUPUAKELTIKOD TPOidVTOG elvan onpavtiky. Emitpénetl tn cuveyn mapakorobnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPLAKEVTIKOD TPOIdVTOG. ZNTeital amd Tovg emayyeAATiES VYElNG VOl
avaPEPOVY OTOLEGONTOTE THOVOLOYOVUEVES OVETIBOUNTEG EVEPYELEG LEG® TOV EBVIKOV GUGTILLOTOG
avapopdg Tov avaypdeetor oto [Hopdptnua V.

49 Ymepdoooloyia

Xe kKMviKéG peréteg yopnynonkoav evoopiefing epdmal doceig péypt 6 mg/kg ympic va meplopilotel n
3001 MOY® TOEIKOTNTOC. 1€ TEPITTMON VIEPOGOAOYING, GUVIGTATAL 1 TOPAKOAOVONGT TOV 0G0EVODC
Yo TUYOV omueio ] CUUTTOUOTO AVETIOVUNTOV EVEPYEIDV KaOMG Kot 1 dpeon Evapén KatdAANANG
CUUTTOUOTIKNG Oepomeiog.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX
51 ®@oppokoduvopikés 1010TNTEG

Doppokobepamentikn Katnyopio: AVOGOKATAGTAATIKE, OVAGTOAELS vTepAEVKivG, Kwdkdg ATC:
LO4ACO05.

To Pyzchiva givat Blo-opo€1d€g gappokevtikod npoidv. AenTopepeic TOANPoPopieg eival d00écieg
o1ov 81kTLaKO TONo Tov Evponaikod Opyaviouod Papudkwv: http://www.ema.europa.eu.

Mnyovicopuog dpdong

H ovotexivoopdumn eivar éva mAnpmg avBpodmivo povokiwvikd IgGlk avticopa mov cuvdéetal pe
E101KOTNTO UE TNV KON TPOTEIVIKY VITOUoVAda p40 TV avOpOTIVEOV KOTTAPOKIVAV IVTEPAEVKIV
(IL)-12 ko IL-23. H ovotekvoupaunn avactédiel m Brodpactikdtnta tov avipornivev IL-12 kot
IL-23 epmodifovrag tnv p40 va cvvdebel pe tov tpwteivikd vmodoyéa IL-12RP1 mov exppdletor otnv
EMPAVELD TOV 0vOcOoKLTTAPWV. H ovotektvoupaunn dev pmopet va ocuvdebet pe v IL-12 1 v IL-23
7oV gival 10N cLVOESEUEVES e EMPAVEIOKOVS KLTTOPLKOVS VIodoyeig IL-12RB1. Zvvendc,
OVGTEKIVOLUAUTN OEV gival TBOVO VO GUVEICPEPEL OTI LECOAQPOVLEVT GO AVTICMOUATA 1] OO TO
GUUTANP®LO KUTTOPOTOEIKATITO TV KVTTAP®V e ToVg virodoyeig IL-12 ko IL-23. Ot IL-12 ko
IL-23 eival eTepodipepeic KLTTOPOKIVEC TOV EKKPIVOVTOL OO TO EVEPYOTOIUEVL
OVTIYOVOTIOPOVGLOCTIKG KOTTOPW, OTMS TO LOKPOPAya Kot Ta devopitikd kouttapa. Kot ot dvo
KLTTOPOKIVEC AapPavovy HEPOg oTIc avocoroykéc Aettovpyieg. H IL-12 dieyeipel ta koTTOpO-
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

evokos poveig (NK) kot tpombei t dapopomoinon twv CD4+ T kuttdpmv Tpog T0 puvOTUTO TMV
BonOntikadv kuttapov T 1 (Thl), n IL-23 endyel v 006 TV fondntikov kuttdpov T 17 (Thl7).
Qc1660, 1 PN PucstoAoykY pvBuon tev IL-12 kot IL-23 éyel cvuoyeTioTel pe ovoco-
dopecorofoopeveg achéveleg, OTmG 1 yopiaon, 1 yoplacikn apdpitida, 1 vésog tov Crohn kot m
EAKDONG KOATION.

Me 1t 60vdeon otnv Ko vrooudda p40 g IL-12 ko g IL-23, 1 ovetekivovpaunn umopei va
0OKNGOEL TIG KAWVIKEG TNG EMOPACEIS 6TV Yopiaon, oty yoplaciky apbpitida, otn voco tov Crohn
KoL 0TIV EAKDON KOAITION LEG® TG S10KOTNG TMV 00DV TV GYETILOLEVOV UE TIG KUTTOPOKIVES TV
Thl kou Th17 kvttdpov, ot omoieg dradpapatilovy Kevipikd poro otV Taboloyio aVTOV TV

VOO LATOV.

21oug acBeveig pe vocso tov Crohn, n Bepaneio pe 0VGTEKIVOLUAUTN 00T YNCE G Pel®mON TV SEIKTOV
g PAEYUOVNG, cvumepiapfavouévng g C-avidpacag tpwteivig (CRP) kot g kaAmpotektivig
Kompévev, ot SldpKela TG PACNG ETAYWYNS, 01 00101 6TN CLVEXELR dtatnpPHONKay Kad’ OAN T
duapketa g pdong cuvtinpnong. H CRP a&loloynfnke katd tnv didpreta tng LeAETNG EXEKTOOTG KO
01 LLEWMGELS TTOL TOPATNPNONKAY KATE TNV SIAPKELN TG GLVINPNONG YEVIKA dtotnpnOnkay g v
gfdoudoa 252,

e aobBeveic pe eAkddn KoAlTda, 1 Bepameia [Le OVOTEKIVOLUAUTT 001 YNCE OE LelmoT TV SEIKTMV
g PAgypov)G cvpumeptiapPovouévng e CRP kot g KOATPOTEKTIVIIG KOTPAVOV KOTA TNV SldpKeLd
™G PACNG ETAYWOYNG, 1| 0Tola dtatnprOnke o OAN TN SLAPKELD TG PAOTS CLVTINPNONG KoL TNG LEAETNG
enékTaong mg v efdopada 200.

Avocomnoinon
Koatd ™ dibpkela e pakpoypdviog enéktaong g Meréng Yopiaong 2 (PHOENIX 2), ot evijiikeg

acBeveic mov Ehafav Bepameio Le OVLGTEKIVOLUAUTN Y100 TOVAGYIGTOV 3,5 XPpOVIa TOPOVCiaCHY
TOPOUOTIEG OVTICOUATIKES OTTOVTIOEIS TOGO GTO TOAVGUKYAPIIKO EUPOALO Y10 TOV TVEVLOVIOKOKKO
0G0 K01 6TO EUPOALO Y10 TOV TETAVO OGS 1) OpAde EAEYYOV acbevav pe yopioon Tov dev Erafe
ovotnuotikn Bepamneia. [Tapopoto avaroyia evnMk®v acBevdv eLEAVIGE TPOSTUTEVTIKG EMITES
AVTICOUATMOV KATO TOV TVELHOVIOKOKKOD KOl TOV TETAVOL KOl OL TITAOL OVTICOUATOV HTAV TUPOUOI0L
petaéd tov acfevov mov EAafav OVGTEKIVOVUAUTT KOl TV AGHEVOVY GTIV OPAda EAEYYOV.

KAwikn amoteleopatikdtTnTo,

Nobooc tov Crohn

H ac@dieia kot 1 amoTEAECUATIKOTNTO TG OVCTEKIVOVLLAUTNG AEI0A0YHONKAY GE TPELS
TUYOLOTTOMNUEVES, SITAG TOVPAEG, EAEYYOUEVES LLE EIKOVIKO QAPIOKO, TOAVKEVTIPIKEG LEAETEG OF
eviAkeg acbeveic pe petpiong éog coPapd evepyn voso tov Crohn (Babporoyio oto Agiktn
Evepyotmnrag g Nocov tov Crohn [CDAI] > 220 kot < 450). To mpdypapLpor KAVIKTG avAmTuENG
nepAGupave 600 peréteg 8 efdopddwv evoorépiag emaywyng (UNITI-1 kou UNITI-2),
akolovBovpeveg amd pia LeAETN 44 gfSoUAd®mY VTOSOPLUG TVYULOTOINUEVTG ATOGVPCTC GUVTHPNOTG
(IM-UNITI), mov avtmpoodrevay 52 gfdoudadeg Oepoameiog.

O peréteg emaywyng mepidapPovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acOeveig. To
TPMTEVOV KATOANKTIKO GNUEID KOt Yol TIG dVO PUEAETEG EXAYDYNG NTOV TO TOGOCTO GUUUETEYOVIOV UE
KAk avtomdkplon (opiotnke o¢ peimwon g Baduoroyiog CDAI > 100 Babuovg) tnv efdoudda 6.
Agdopéva amoTeAecHOTIKOTNTAG GLAAEXONKAY Kot avaAdONKay £m¢ TV efdopdda 8 Kot yia Tig 000
peréteg. H tavtoypovn xopfynomn and oTOUATOG KOPTIKOGTEPOEWDMV, AVOGOPPLOUIGTIKOY
TOPAYOVIOV, OLIVOCOUMKVAIKOV Kot avTILoTIK®V emTpendTay kot 75% twv acbevdv cuvéyicay va
AapBavouv TovAdylotov €vo amd avtd to eappoko. Kot otic 600 pelétes, ol aobeveic
TuyotomomOnkav vo Adfouvv pia epamal evoopAERia xopynom tng cLVICTM®UEVNG Staadiopuévng
(tiered) doomc TV mepimov 6 mg/kg (PA. IMivaxa 1, Tapdypago 4.2), pio otabepr d6on 130 mg
OVGTEKIVOLLLAUTNG 1] EIKOVIKO @apuako Tnv efdopdada 0.

Ot acBeveic ot perétn UNITI-1 eiyav amotoyet 1 iyav eupavicel ducavetio 6€ mponyovpev
Oepaneia pe avit-TNFa. [epinov 48% tov acbevav elyav amotoyet pe 1 mponyovuevn Bepamneio pe
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avtt-TNFa kot 52% elyav amotiyet pe 2 1 3 mpornyovpeveg Oepamneieg pe avti-TNFa. Ze autiv )
peAETT, 29,1% TV acbevdv elyov avemapKn apyikn avIomoKplon (Tp®mTEVOVTAOS U
avtamokpvopevol), 69,4% avtomokpibnkav aAld Exacav Ty avtamdkpior (deVTEPELOVIMG UN
avtomokpvopevor) Kot 36,4% elyav ducavetia otig Bepamneieg pe avri-TNFa.

Ot acBeveic ot perétn UNITI-2 eiyav amotoyel o tovAdyiotov pio cuppatikr Oepaneia,
GUUTEPIAOUPAVOLEV®Y TV KOPTIKOGTEPOEOMY 1 TV 0VOCGOPPLOLUGTIKOV TapayOvI®V, Kal ite dgv
elyav AaPet oto Toperdov avti-TNFa (68,6%) eite eiyov Aafet oto maperBov Oepamneia pe avti-TNFao
oArG dev anétuyav (31,4%).

Téoo ot perétn UNITI-1 660 kot ot perétn UNITI-2, 10 mocootd TV achevdv tov epugdvile
KAVIKT avtomdkpion Kol HEESN NTOV GNUOVTIKA LEYUAVTEPO GTNV OUAOA TNG OVCTEKIVOVUAUTNG
évavtt Tov ekovikob gappdkov (ITivaxag 3). H kivikn avtandkpion Kot 1 DQEG TV CTUOVTIKES
Nnon amd v eRdopdda 3 otovg acbeveic mov AAUPAvVOV OVGTEKIVOLUAUTY] KOl GUVENICAY VO
BeAtimvovtal Emg v efoopdda 8. Te avTég TIC LEAETEG EMAYWYNC, 1] ATOTEAEGLATIKOTNTO TAV
VYNAOTEPT KoL dtatnpnOnke mePIecoTEPO oTNV opdda g dafabuicuévng (tiered) 66omg, ot
obUyKplon pe v opdda mov £rafe tn 66om Twv 130 mg, Kot cvvenmg 1 dwPfaduicuévn doon eivar n
GUVICTMOUEVN EVOOQAEPLO dOOT ETAYWOYTG.

Mivakag 3: Eraymyn kKhavikig aviandkpiong ko V¢eong otn perétn UNITI-1 kon otn perétn

UNITI 2
UNITI-1* UNITI-2**
Ewoviké ZUVICTONEVT Ewoviké ZUVICTONEVT
Pappaxo d6om Qappaxo doon
OVGTEKIVOV LA OVGTEKIVOV LA
N =247 [Th 41T N =209 TE 41T
N =249 N =209
KAwvikn Y ogon, efdopdda 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
KAwvikn Avtomokpion 53 (21,5%) 84 (33,7%)" 60 (28,7%) 116 (55,5%)"
(100 Babuoi), epdouddo 6
KA Avtomokpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)"
(100 Babuoi), efdoudda 8
Avtandkpion 70 Babudv, 67 (27,1%) 101 (40,6%)° 66 (31,6%) 106 (50,7%)"
gfdoudoa 3
Avtomokpion 70 Babudv, 75 (30,4%) 109 (43,8%)" 81 (38,8%) 135 (64,6%)"
gfooudda 6

H «hvicn vpeon opiletar g Pabporoyio CDAI < 150. H kAhwvikr avtamdkpion opiletar og peimon tng Pabroroyiog
CDAI katd tovrdytotov 100 Babpovg 1 og mapovsia kKAvikNg Vepeong

H avtomdxpion 70 Bobudv opiletor g peimon g Padporoyiog CDAI kotd tovAdyiotov 70 Babpode

*  Amotvyia o€ avti-TNFa

** Anotvyio ot cvpPotiky Oepaneio

* p<0,001

P p<oo1

¥ pekét ovvrnipnong (IM-UNITI), a&oroynOnkav 388 acbeveig mov métuyav KAVIKTY avTamoKplon
100 BaBudv v gfdopdda 8 tng enaymyng pe ovotekvovudunn otig peaéteg UNITI-1 xon UNITI-2.
O1 acBeveig ToyaomomOnkay va Adfovv vtodopia aymyn cuvtipnong pue 90 mg ovotektvovudumng
k&g 8 efoopddeg, 90 mg ovotektvovpdunng Kabe 12 eBOoprAdeg 1 EIKOVIKO PAPLLOKO Yo

44 gBdoudoeg (yio. T cLVICTOUEVT 60c0A0Yin GuVTNPNONG, PA. Tapdypao 4.2 tng ITXTII g
OVGTEKIVOVULAUTING EVEGLULO OAAVLO GE TPOYEUICUEVT] COPLYYOL).

ENUoVTIKG VYNAOTEPO. TOGOGTH acOevmV dotpnoay KAWVIKY DOECT KOl AVTATOKPLIoN OTIC OUAdES
7oV EAaPV OVGTEKIVOVUAUTT GE GOYKPLOT| LLE TNV OUASO TOV EIKOVIKOD Qapudkov tnv efdopndada 44
(BA. Tivaxa 4).

Hivaxag 4: Awwtipnon ™G KAMVIKNG avTamokpiong Kol veeong ot perétn IM-UNITI
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(spoopdada 44, 52 gfdopdades amd Ty Evapén T 660Mg EMAY®YIC)

Ewkoviko 90 mg 90 mg

PAPUOKO* | OVOTEKIVOUUE | OVGTEKIVOLUG

umnG Ka0s pang kaOe
8 efoopaoes | 12 efoopddeg
N =131f N = 128f N = 1297

Khlvikn 'Y pgon 36% 53%" 49%°
KMvikn Avtamdkpion 44% 59%° 58%°
Khlvikn 'Y peon Xwpic Koptikootepoeldég 30% 47%" 43%"

Kiwikn 'Y ggon o€ acBeveic:

TOL NTOV G€ VPEST KATA TNV Evapén ™G 46% (36/79) | 67% (52/78)" 56% (44/78)
Bepaneiog cuvinpnong

7oL gleNyONcav amd T ueké 44% (31/70) | 63% (45/72) 57% (41/72)
CRD3002}

1oL dev £xovv Adfetl 61o mapeAbOV avti- 49% (25/51) | 65% (34/52)" 57% (30/53)
TNFa

7oL gleNyONcav amd T ueké 26% (16/61) | 41% (23/56) 39% (22/57)
CRD3001°

H v vpeon opiletan wg Babporoyio CDAI < 150. H kAvikn avtandkpion opiletar og peiwon g Badporoyiog

CDALI katd tovAdytotov 100 Babrovg 1 og mapovsio KAViKNng Heeong

* H ouddo tov gicovikoh pappdrov tephdpfave acbeveic ol omoiot epedvifav avtamdKpion GTNY OVGTEKIVOLUAUTT
Ko ToyooromOnKay vo Adfovv eikovikd eapuoko katd v Evapén g Oepomeiog cuvtipnong.

T Aocbeveic mov gpeavifov kKAvikn avtardkpion 100 Babudv oty ovotekvovpdunn katd v Evapén g Oepomeiog

cLVTHPNONG

AocBeveig mov amétuyav pe ™ ovpPatiky Oepomeio oAld Oyt pe T Oepaneia pe avti-TNFa

AocOeveic mov gppavifovv avlekticotnra/ducaveéio otovg avti-TNFa

p<0,01

p <0,05

OVOLAOTIKG onpavtikd (p < 0,05)

= ™ R W ++

2 peiétn IM-UNITI, 29 and tovg 129 acbeveig dev dtatpnoav v avtamoKpiorn 6Ty
0VGTEKIVOLUAUTN pe TN Aym Oepameiog kKabe 12 gfdopddeg Kot EXLTPAUTNKE 1) TPOGAPLOYN TNG 6OCNG
®ote vo, AdPovv ovotekvoupduntn kKabe 8 efdopddes. ATOAEW OVTOTOKPIONG OPICTIKE MG,
Badporoyio CDAI pe Baduotg > 220 kot avénon > 100 Babuwv amd v Pabporoyia CDAI xatd v
évapén. Xe avtovg toug aobeveic, KAvikn Deeon enttedydnke oe 41,4% tov acbevav 16 efdopndadeg
UETE TNV TPOGAPUOYR TNG dOOMC.

Ot aoBeveic mov dev epedvilov KAVIKN avTomdKpion 6TV EX0YWYN HE OVCTEKIVOVUAUTN TV
gfdopdda 8 tov peretdv emaywyng UNITI-1 kot UNITI-2 (476 acbeveic) stonybnoay 6to un
Tuyoomompévo Tunpa tng neAétng cuvrinpnong (IM-UNITI) ko édafoav pio vroddpia veon 90 mg
OVGTEKIVOVULAUTNG GE aVTO TO XPpoviko onpeio. Oxtm efdopddeg apydtepa, 50,5% twv acbevov
TETUYAY KMVIKT OVTOTOKPLoT Kot GUVEXIGAY Vo Aapdvouy T 66on cuvtinpnong kabe 8 gfdopddeg —
amd avToHg TOVg acheveic TOL GUVENIoAVY TN 60GT GLVTNPNGCNG, 1] TAELOYNPi0 J1THPNCAY TNV
avtanoxpion (68,1%) kot métuye Vpeon (50,2%) v efdopdda 44, 6 TOGOGTA TOL MTAV TAPOLLOLN LE
ToVG 0oBeveic TOL AVTOTOKPIONKAY OPYIKE GTNV EMAYWDYT LE OVGTEKIVOULAUT.

Am6 tovg 131 acbBeveic Tov avTomokpiOnkay 6TV ETOYOYT L€ OVGTEKIVOV LA, KOl TOV

TUY OO BN KAY GTNV OPASA TOV EIKOVIKOD QOpPLaKoL 6Ty £vopén g HeAéTng cuvthipnong, S1
£yacov ot GLVEXELD TNV avTamdkpion Kot EAafay 90 Mg ovGTEKIVOLUAUTNG VTTOdoPimg KAOE

8 efoopades. H mieioymoio tov acfevav mov éxoacav tnv aviamdkpion kot Eavaéexivoay tnv
OVGTEKIVOVUAUTN TO EKavayY oVt evtog 24 eBSOUAd®V Ao TNV £YXVOT EXAYOYNS. ATO AVTOVG TOVG
51 acBeveic, 70,6% méTvyav KAvikn avtondkpion kot 39,2% métuyav kKAvikn vVeeon 16 efdopadeg
UETE TN AMyM TG TPOTNG VTTOSOPLOG dOGNG TNG OVGTEKIVOLUGLUTNC.

2 perétn IM-UNITI, ot acBeveic mov odokApmacay tn pHeAétn mg v efdopndada 44 Nrav
KaTdAANAOL Yio Vo cuveyicovv T Bepomeio oe pia pelém enéktaonc. Metaéd tov 567 acbevav mov
glonABav kat EAaPav Bepameio e OVGTEKIVOVUAUTT GTN UEAETT) EXEKTAOTG, 1 KAVIKY DOECT] KOl M
AVTOTOKPIoT YEVIKA dtatnpnnkav £oc v efdopdda 252 1660 atovg acheveic mov giyav amnotdyet pe
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Oepaneiec-TNF 600 kot o€ gkeivoug mov giyav amotiyet pe ovuPotikég Oepameies.

Agv gvtormtiotnioy véa OEpata aoc@alelng o aUTH TN UEAETT eméKTaoTg pe Depameia ddpKrelag £
5 ¢t o€ aoBeveic pe Noco tov Crohn.

Evdoorornon

H evdookomikn| eikdva tov fAevvoyovov agloroyndnke oe pio vopeAétn og 252 acbeveic mov elyov
KATOAANAN EVOOGKOTIKY EVEPYOTNTA TNG VOGOV otV Evapén. To Tp@TEVOV KATAANKTIKO oNEl0 Tay
N petaforn, oe oyéon pe v Evapén, oty Arlomompévn Babpoioyia Evdockomikng Bapdtntog
Noéoov yua 1 voco tov Crohn (SES-CD), o 6ovBetn Babuoloyia oe 5 elheo-KOMKA TUNHOTO, TOV
neplopPavetl Ty mopovcio/to péyebog EAKMV, T0 T0G0GTO PAEVVOYOVIKNG EMPAVELNS TTOV KOAVTTETOL
amo €A, T0 T0GO0TO PAEVVOYOVIKNG EMPAVELNS TOL TPOSPaiieton amd dAleg PAAPES Ko TV
TOPOVGIN/TOV TOTO oTéEVmoNG/oTevoudtoy. Tnv efdopdda 8, pnetd and o epdnal 66on eTaymYNS, N
petaporn g padbuoroyiog SES-CD fjtav peyaddtepn otny opdda, tng ovotekvovpaunng (n = 155,
péon petaforn = -2,8) amd 0,Tt 6TV opdda Tov EKOVIKOD apudkov (n = 97, péon petaforn = -0,7,
p =0,012).

Avtamokpion ooptyyicov

e o vroopddo acHevav e mapoyxeTevoUEVE cupiyyla oty Evapén (8,8%, n = 26), 12/15 (80%) and
Tovg 0oBeveic Tov AQUPavAY OVGTEKIVOLUAUTY TETVYAY OVTOTOKPIoN TOV CLPLYYI®V G€ SIUCTN LN

44 gBdopadwv (opiotnke wg > 50% peimon tov aplfpod TV TOPOYETEVOUEVOV GUPLYYIMV, GE GYEoN
pe v évapén g pehéng emaymyng), Evovtt 5/11 (45,5%) and toug acBeveic mov AdpPavay eikoviko
QAPLLOKO.

Toiotyro {wng mov oyetifetar ue v vyeio

H mowdtta {ong mov oyetiletar pe v vyeia aoroynnke pe to Epotnuatoidyo yuo
DAeypovmdn Noco tov Eviépov (IBDQ) kot 1o epotnpatordyo SF-36. Tnv efoopdada 8, ol achBeveig
7OV AGUPavVaY OVGTEKIVOVUAUTT TUPOVGINGAY GTUTIOTIKMG G LOVTIKG LEYUADTEPESG KOL KAVIKE
ONUAVTIKEG PEATIDGELG TNG GLUVOAIKTG Babporoyiog IBDQ kot tng Zvvortikng Babuoioyiog g
Yoykng Zovietdoog tov SF-36 1660 ot peaétn UNITI-1 660 ko ot perétn UNITI-2, kaBdg ot
ot Zvvorntikr Babpoloyia g Zopatiknig Zuvietooag tov SF-36 ot pelét UNITI-2, 6e ohykpion
HE 10 ekoviKO eappako. Ot BEATIOGEIS 0LTEG YEVIKA dtoTnpOnkay kaAdtepa 6Tovg acheveic Tov
Adupavav ovotekivoopaunn ot perétn IM-UNITI éwoc v efdopdda 44, oe GOYKPLON LE TO EIKOVIKO
oapuoko. H Behtimon oty mototnta {ong mov oyetiletal pe v vyeia yevikd dtatnphonke ot
dlapKeln TNG EMEKTOOTG EmG TNV gfdopdda 252.

EAxddnc kohMtida

H acpdAeio kot 1 amoTeEAEGLOTIKOTNTO TG OVGTEKIVOVUAUTNG 0El0A0YRONKOY Gg dVO
TUYOLOTTOMNUEVES, OUTAG TOVPAEG, EAEYYOUEVEG LLE EIKOVIKO QAPLOKO, TOAVKEVIPIKEG LEAETEG OF
eviAkeg acBeveic pe petping £og coPfapd evepyn eAkmon koAitda (Pfabporioyio Mayo 6 éwg 12,
emuépoug Pabuoroyia evdockomnong > 2). To npodypoppo KAVIKNG ovamtuéng tepieAaupave pio
UEAETT emay@yng pe evoopréPia Bepameio (avapépetor wg UNIFI-I) didprelag émg 16 efoopddmv,
akolovBovpuevn and pia S1aprelag 44 fOoUAd®V TUYALOTOMUEVT LEAETT] VTTOSOPIMS YOPTYOVLEVNC
Bepamnciog cuvinpnong pe andcvpon (avoaeépetal wg UNIFI-M), avtimpocwnedoviag tovAdylotov
52 gfdouddec Oepamneiog.

Ta amoteAéopOTO YO0 TNV OTOTEAECUATIKOTNTO TTOV TTopovctdlovtat yia Tig perétec UNIFI-I kot
UNIFI-M Baciotnkav o€ kevipikn a&loAdyncn T@V EVOOGKOTGEDV.

2 perétn UNIFI-1 ovpmepiinedniay 961 acBeveis. To mpotedov KaTaAnKtikd onpelo yio T pHerétn
EMAYMYNG NTOV TO TOGOOTO TMV GLUUETEYOVI®V GE KAVIKT Dpeon TV efdopdda 8. Ot acbeveig
TuyoomomOnkav o panal evoopAEPLo yoprynon ite g cuviotdpevng dtoPabicuévng doong tov
6 mg/kg mepimov (PA. [Mivaxa 1, mapdypapo 4.2), eite piog otabepng 66ong 130 mg
OVOTEKIVOVLLAUTNG 1] EIKOVIKOV QapLLakov Tnv efoopdda 0.

Emtpendtav n tawtdypovn Aqyn d0GE®V 00 GTOUOTOC KOPTIKOGTEPOELDDV, OVOGOPPLOUIGTIKOV Kol
apvosaAltkLMKdV Kot 10 90% tov acfevdv cuvéyicay va Aappdvouv TovAdyiotov éva and autd To
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eappaka. Ot acBeveic Tov eviaydnkav Enpene va giyov amotvyio o copPatikn Bepomeio
(KopTIKOGTEPOELON 1 AVOGOPPLOGTIKOT TOPAYOVTEG) 1| O TOVALYLOTOV Evav BlOAOYIKO TOpdyoVTaL
(évav avtayoviot) tov TNFa kavn Bedolovpdaunn). To 49% twov acbevov elyav arotuyia o€
ocvppatikn Ogpaneia, aAld oyl oe Plodoyikd mapdyovta (ek TV omoiv To 94% dev giyav AdPet
Oepameia pe Proroykd mapdyovta oto maperdov). To 51% tov achevov elyov eppavicetl arotuyio 1
dvoavetia o évav Proloywd napdyova. [lepimov 10 50% tov acbevov giyav anotvyia ot
TovAdytotov 1 mponyovuevn Bepancio pe avti-TNFa (ek tov onoimv to 48% ftov acBeveilc mov dev
avtomokpiOnkav oty Tpdt Beparneia) kot to 17% eiyav amotvyia oe Tovidyiotov 1 Bepameio pe
avtt-TNFa kot BedoMlovpdpm.

> pekétn UNIFI-I évo onuovtikd peyoddtepo 1o606Td 00OEVOY TAV GE KAMVIKT DOECT] GTNV OLLAdA
Oepamelog [Le OLOTEKIVOLUAUTT GE GUYKPIOT HE kovikd eappako v efdopdda 8 (ITivakag 5). Hon
omd v EBdoudda 2, v TpdTN TPOYPAULATICUEVT ETIOKEYT 0TN LEAETN, Kot 6€ KADE eniokeyn ot
GULVEYELN, EVO LEYOAVTEPO TOGOGTO 060EVMV TOL Aoy OLGTEKIVOLUAUTT dEV glyav apoppayio amd

70 0pBO 1 TETLYOV PLUGLOAOYIKT GLYVOTNTA KEVDGEMV GE GUYKPLON e TOLS acBevelg mov Elafav
EIKOVIKO PAPLOKO. XMUOVTIKEG O1pOpEC otV Heptkn| fabpoloyio Mayo Kot GTr GUUTTMOTIKY
Veeon LETOED OVGTEKIVOVUAUTNG KOl EIKOVIKOV @apudikov topatnpninkoy 1on ord v Efdoudda 2.

H amotekecpatikotnta oy vyniotepn otny opdda g Safabduiopévng doong (6 mg/kg) oe
oVYKPLoM e TNV opdda ¢ 06ong towv 130 mg o€ emheyprévo KATAANKTIKG onpeio Kot, og €K TOVTOV,
N dwPfobpcpuévn doon gival 1 GLVIGTMUEVT EVOOPAEPLO SOOT| ETAYDYNC.

IMivakag 5: Xvvoyn TV KOpLov ekpacsov g amoteleopatikoTnTog 611 perétn UNIFI-I

(Epdondda 8)

Ewoviké TovieTOpevn 00on
Qappoxo ™s
N =319 OVGTEKLVOVPLANTTY)
£
S
N =322

Khlvikn 'Y oeon* 5% 16%*

PN (I’G?SVSLQ MOV AMETVXAV HE ovpPatikn Oepameio 9% (15/158) 19% (29/156)"

0aAAG Oy ue BroAoyikd Topdyovia

Te aceveic mov amétuyay pe Prodoyikr] Oepomsio” 1% (2/161) 13% (21/166)"

PN ac@svz—ng,nm) amétvyav Kot pe TNF kon pe 0% (0/47) 10% (6/58)"

BedoMlovpaumn
KAwvikn Avtomokpion® 31% 62%"

pX qc@wetg OV AMETVYAV HE ocuppatikn Oepomeio 3506 (56/158) 67% (104/156)"

OAAG Oyt pe Brodoyikd mapdyovta

Ye acfeveic mov améTuyav pe Proloyikh Oepormeio” 27% (44/161) 57% (95/166)°

pX: aoesvstg’nov amétuyav Kai pe TNF kot pe 28% (13/47) 5206 (30/58)"

BedoMlovpdumnn
Bligvvoyovikn EmovAwon 14% 27%"°

pX a’cﬁsvz-ng OV AMETVXAV HE ocupupatikn Bepaneio 21% (33/158) 33% (52/156)"

OAAG Oy pe Brodoyikd mapdyovta

Y acbeveic mov amétuyav pe Broloyikn Oepameia 7% (11/161) 21% (35/166)"
Tountopotiky Yeson®* 23% 45%"
vaé‘)’uacui\/n Yvurtopatiky Y egon kot Blevvoyoviky 8% 2104
Enovlmon
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avaeépetar otov [Tivaxa 1.

Adom €yxuong TG OVGTEKIVOLUAUTNG YPNCLLOTOLMVTOS TO PACIGUEVO GTO COUATIKO BAPOG S0GOLOYIKO GYTLLOL TTOV

Qg kKhvikn veeomn opiletor n Pabuoroyio Mayo <2 Babpovg, xmpic kapia enpépovg fabuoroyio > 1.
Q¢ Khvikn avtarndkpion opileton n peimwon, og oxéon pe v Evapén g perétng, otn Paduporoyio Mayo kotd > 30%

kot > 3 Babpode, gite pe peimon, o oxéon pe v Evapén g HeAETg, otV EMEPovg Paduoroyio Yo Tnv

apoppoyio amd o 0pBo6 > 1 gite pe empépovg Padporoyia yio v apoppayio omd to opHd 01 1.

"Evag avtaymviotg tov TNFa ko BedoMlovpdpm.

Boadporoyio yio v arpoppoaryio awd o 0pB6 0.

Q¢ Prevvoyovikn emovAmon opileton empépovg Paduoroyic Mayo yia tnv evéookomnon 0 1 1.

Q¢ cvpmtopotikn veeon opiletar empépovs Paduoroyio Mayo yio t cvyvotta kevidoemv 0N 1 kot emUéPOLS

Q¢ GLVIVUCUEVT GUUTTOUTIKT VPECT] Kot BAEVVOYOVIKY X0V A®o™ opiletal emuépouvg Pabporoyia yio T cuyvotTa

kevioemv 0 1 1, empépovg Babuoroyia yio Ty arpopparyio and 10 0pB6 0 ko empépovg Padporoyia yio mv

gvdookomnon 01 1.
* p<0,001
Ovopootikd onpavriky (p < 0,001)
Ovopaotikd onuavtikd (p < 0,05)

¥ peiétn UNIFI-M a&oroynbnkav 523 acbeveig ot omoiot métuyav KAWVIKY avTomoKplor He epamas
IV yopfiynon ovotekvoopdpnng otn peiétn UNIFI-I. O acBeveic TuxatomomOnkay yo va Adfouvv
Vod0Pimg YOP1YOVLEVO GYNLA GLVTHPNONG LE gite 90 MY ovotekivovudunng Kabe 8 gfdonddeg, eite
90 mg ovatekvovpdunng kabe 12 gfdopddec | eikovikd appoako yia 44 efdouddeg (Yo
GUVICTOHEVT 80GOA0YIO GUVTNPNOTG avatpEEte otV mapdypao 4.2 g [IXII g ovotektvoupAapTNG

€VEGLLO SLAAVLLLOL OE TTPOYEUIOUEVT] GUPLYYQL).

ZNHovTiKd HeyoliTePa T0c00TA acfevdv NTav og KAMviKn Heeomn Kot oTig 600 opadeg Oepaneiog pe
OVGTEKIVOLUGUTH GE GUYKPIOT] UE TNV OUAS0 TOV EKOVIKOD Qapuakov thv efdoudda 44 (PA.

ITivaxa 6).

Mivakog 6: Xovoyn TOV KOPLOV PETPOV amoTeleopaTikOTTOG 6T perétn UNIFI-M
(epdopdda 44, 52 gfdonddeg amd Ty Evapén g 6001G EMAYOYIG)

Ewkoviko 90 mg 90 mg
Qeappoxo * OVGTEKIVOUILA | OVGTEKLVOLUG
N =175 pmng ka0e pmng ka0e
8 efoopadseg 12 gfdopadeg
N=176 N=172
Khwvien Y pgon** 24% 44%“ 38%"
Ye acOeveic Tov omETuyay He cVUPATIKN 31% (27/87) 48% (41/85)° | 49% (50/102)°
Bepameio oAl Ot e Proloykd
TOPAYOVTOL
e aoBeveig mov amétuyav e Prodoyikn 17% (15/88) 40% (36/91) | 23% (16/70)°
Oepameio’
e acbeveic mov amétuyav kot pe TNF 15% (4/27) 33% (7/21)° 23% (5/22)°
Kot pg BedsoMlovpdunn
Awipnon g KAwikng Avtamoxpiong €mg 45% 71%° 68% *°
v efdondda 44°
Y& acbeveic mov amétuyoy pe cupPatiKyg 51% (44/87) 78% (66/85)Y | 77% (78/102)"
Oepomeion aALG Oy1 pe Proroyiko
TopayovTo
Ye acOeveic Tov améTuyav pe froloykn 39% (34/88) 65% (59/91)" | 56% (39/70)°
Oepansio’
Ye aobeveic mov anétuyav Kot pe TNF 41% (11/27) 67% (14/21)° 50% (11/22)°
Ko pe fedsolovudunn
Bevvoyovikny Emovimon’ 29% 51%* 44%"°
Awthpnon g Khvikig Yeeong £og v 38% (17/45) 58% (22/38) 65% (26/40)"
eBdopada 44
K\vikr] 'Y peon Xmpic Koptikoostepostdn® 23% 42%" 38%"
Awopkic Y eeon' 35% 57%" 48%°
Tountopatiky Y esont 45% 68%" 62%°
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SUVOVaCUEVT ZUUTTOUOTIKY Y PEGT KOt 28% 48%" 41%°
Blevvoyovikn Emovioon*

*  Metd v avtomokpion o€ [V ovotektvoopdpmn.
Q¢ Khwvikr| veegon opiletar Babporoyio Mayo < 2 Babpovg, ywpig kapio empépovg fadporoyio > 1.

Qg KAk avtomokpion opiletor n peiwon, o€ oxéon pe v Evopén g perétng, ot Pabuporoyic Mayo katd >30%
ka1 >3 Babpovg, eite e peiwon, oe oxéon pe v Evapén g Herétng, oty emuépouvs Padporoyio yio Tnv apoppoyio
omd o 0p0o >1 eite pe emuépovg Padporoyia yio v opoppayio omd o 0pho6 0N 1.

‘Evag avtaywviotig tov TNFa ko BedoMlovpdpmr.

**

§

Qg Prevvoyovikn emovAmon opileton empépovg fabporoyio Mayo yio v gvdookoémnon 0 1 1.

H dampnon g Khvikng veeong €og tnv ERdopdada 44 opiletor og ot acbeveig mov gival og KAvikn Dogon Emg v
EBdopdda 44 peta&d tov acbevav mov givar oe kKAvikn bogon oty Evapén g Oepaneiog cuvtipnong.

H vk Dpeon ympig kopticootepoedn opiletal mg o1 aobeveig mov givar o€ KAvikn Ve y®pig vo Aappdvouv
Koptikootepoedn v Efdopdda 44

Qg dopkng Veeon opiletar n pepkn Veeon katd Mayo e >80% T0V GLVOLOV TV EMCKEWYEMY TPV OO TV
EBdopada 44 ko 1 pepikn Hoeon katd Mayo oty tedevtaio enickeyn (EBSopdda 44).

Q¢ ovpmtopotik Veeon opiletan empépouvs Babuoroyio Mayo ya t cvyvotta kevaoemv 01 1 Kot emuépoug
Baduoroyia yio v arpoppayio and o opho 0.

Q¢ GLVOVUGLLEVT] CUUTTOUOTIKY VPEOT] Kt PAEVVOYOVIKT £m0VAwoT opiletan empépouvg Padporoyia yio T cuyvotTTa
kevooenv 01 1, empépovg Pabporoyia yo v apoppayio amd to 0pho 0 kot empépovg Paduoroyia yio tnv
gvdookomnon 01 1.

p < 0,001

p < 0,05

Ovopootikd onpovriky (p < 0,001)

o R ™ R

Ovopaotikd onuavtikh (p < 0,05)

™

Mn 6TaTIoTIKE GNUOVTIKO

H evepyetikn enidpaon g 0VGTEKIVOLUAUTNG GTNV KAMVIKT OVTOTOKPLGT, TV BAEVVOYOVIKN
EMOVAMON KOl TNV KAWIKY] DQeoT TapatnpnOnke Katd ) Bepaneio emaywyng kot t Bepameio
ocuvtpnong 1060 ce acbeveic ol omoiot elyav amotvyel pe cupPoatikr Oepameio aALG Oyt e ProAoyikd
TAPAyovTa, 0G0 KOl GE EKEIVOLG TTOV ELYOV ATOTVYEL Ie piot TOVAGIGTOV TTpoNyobuevT Bepaneia pe
avtoyoviot Tov TNFa, coprmeptlopfoavopévev Kot Tov IpoTendving un avtartokplféviav actevov
o€ Bepamneia pe avrtaymvioti tov TNFa. Evepyetikn enidpaocn mapatmphonke eniong katd ) Oepaneio
EMOYOYNG o€ aobeveic mov giyav amoThyEL Le TOVAGYIOTOV pio Tponyovuevn Bepomeia pe avTayOVIoT)
tov TNFa kot Bedolovpdunn, wotdc0 0 aplfudc tov aclevodv 6e auTh TNV VITOOUAdN NTAY TOAD
HIKPOG Y10, va £0yBo0V 0PIoTIKG CUUTEPAGLOTO GYETIKA LE TNV EVEPYETIKY EMIOPAOT] OE OVTH TNV
opado Katd ™ Oepaneio cuvtipnong.

AvrorokpiOévieg oe Oepomeio emoywyng ue ovotekivovudurn v Efidoudado 16

Y1ov¢ aobeveic mov EAafav OVOTEKIVOVUAUTT Kal OV ELPAVIGAY avTamoKploT TV Efdoudda 8 g
peAétng UNIFI-1, xyopnynOnke ovotekivoopdaunn oty d6omn t@v 90 mg SC v efdoudda 8 (36% tov
acBevav). ATo avtovg tovg aobeveic, To 9% exeivav mov glyav apykd toyatonondei otn
GUVICTMUEVT OOCT EMOYMYNG TETVYAY KAVIKT VPEST Kot TO 58% TETLYAY KMVIKNY OVTOTOKPLOT TNV
EBdopdoa 16.

Ot aoBeveic mTov dev TETLYAV KAWVIKY] OVTATOKPION KT TN Opameio emayyne Le OVGTEKIVOL LA
v gPfdopdda 8 g perétng UNIFI-T aAdd epodvicay aviamdxpion v efdopdda 16 (157 aobeveic),
evtiyOnxov oto un Toyotomotnuévo pépog g perétng UNIFI-M kot cuvéyioov va Aappdvovv d0om
ouvtnpnong kébe 8 efdopnades. Metaly tav aclevav avtav, n mhstoyneia (62%) datipnoov v
avtomokplon kot to 30% métvyay Veeomn v efdoudda. 44.

Melén Enéxroons

2v UNIFI, ot acBeveic mov oAokAnpwoav Ty HeAétn €mg v efdopndada 44, ntav emAéEot yio
ouvéylon g Oepamneiog oe pia pelém enéktaonc. Meta&d towv 400 acbevav mov eilonAbav kat Erapav
Oepaneio pe ovotekvoopaunn kabe 12 1 8 gfdopnddeg otn LEAETT EMEKTACNG, 1] CUUTTOUOTIKY VOECT|
yevikd otatnpnonke £wg tnv gfdoudda 200 yia Tovg 0obeveic Tov elyav omoTOYEL LE GLUPATIKN
Oepameio (ahAd Oyt pe Proroyikn Oepameia) Kot yio Kgivovg TOL améTvyay e froloyikr Oepameia,
coumeprropfoavorévey Kot eKeivav Tov arétuyay toco pe avtli-TNF 6co kot pe edolovpdaunn.
Metaéd Tov acbevav mov Elafav 4 ypovia Oepameiog pe ovoTeKVOLPAUTN Kot a&loloyndnikay
YPNOWOTOIDOVTOC TNV TANPN Pabduoroyio Mayo v efdoudda cuvtipnong 200, to 74,2% (69/93) ko
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70 68,3% (41/60) droutpncav TV PAEVVOYOVIKT ETODAWMOT] KoL TV KAIVIKT DQEGT, OVTIGTOLYA.

Agv gvtormtiotnioy véa OEpata aoc@alelng o aUTH TN UEAETT eméKTaoTg pe Depameia ddpKrelag £
4 &1 o€ aobeveig pe eEAKmOT KoAlTdA.

Evdooromixn Ouaioroinon

Q¢ evdookomikn opoiomoinon opiotnke wg empuépovg fabpoioyio evoockomnong Mayo 0 Kot
mapoTnpnOnke oM and v efdoudda 8 atn perétn UNIFI-I. Tnv efdoudda 44 g uerétng UNIFI-M
oty enetevydn 610 24% Ko 29% twv acbevdv mov hafav Bepaneia e ovatekvovpdunn kabe 12 1
8 efdopadeg, avtictoyya, og chykpion pe 10 18% tv acbevdv 6TV opddo ToL EIKOVIKOD QAPUAKOV.

Iotoloyixn ka1 lorodoyikn-Evdookomikn Bievvoyoviky Exodlwon

H 1ot0loyw enoviwon (opldpevn mg d110non ovdetepopiimv o€ < 5% TV KPLITAV, U
KOTOGTPOPN TMV KPUTTAOV KOl rovcic Sofpdcemv, eEEAKMGEDV 1 KOKKIDOOVG 16T0V) a&loAoynonke
v gPfdopada 8 g perétng UNIFI-I ko v EBdopdda 44 tng perétng UNIFI-M. Trnv efdopdda 8,
UETA amd e@Amas evOOQAEPLO dOOT ETAYWOYNC, CUAVTIKA LEYOADTEPO TOGOCTA ACOEVMOY GTNV OLAdN
NG CLVICTMUEVNS 0OGNG TETLYAY 16TOAOYIKY ETOVA®AO| (36%) 6€ chykpion e Tovg acbeveig otnv
OLLAdO TOV EIKOVIKOD Qappakov (22%). Tnv EPdoundada 44 topoatnpndnie diathpnorn ovTng g
EMIOPAONG LUE ONUOVTIKE TEPIOCTOTEPOVG AGHEVEIS |LE IOTOAOYIKN EMOVAMGN GTIS OUAOES XOPTYNONS
NG 0LOTEKIVOLLAUTNG KEBe 12 gfdoudoeg (54%) kot kdBe 8 eBdopadeg (59%), o€ clhykpion e T0
gikovikd pdppoxo (33%).

"Eva 6uvovaoTikd KaTaAnNKTIKO ONUEl0 1IGTOAOYIKNG-EVOOOKOTIKNG PAEVVOYOVIKNG ETOVAWMGNG, OV
opiotnke ®g PAEVVOYOVIKN ETOVAMGN Kol IGTOAOYIKT ETOVA®GN, a&loAoynOnke v efdopdada 8 ot
pedétn UNIFI-I kou tnv eBdopdada 44 e perétne UNIFI-M. Ot acbeveic mov éhafav
OVGTEKIVOVULAUTT GTT] GUVIGTMOUEVT] 0OGT ELPAVIGOV OTUAVTIKEG PEATIOCELS TOV KOTOANKTIKOV
ONUEIOV 10TOAOYIKNG-EVOOGKOTIKNG PAEVVOYOVIKNC ETOVA®ONG TNV €Rdopdda 8 oty opdda g
ovotekvoopaumng (18%) oe chykpion e v opdde, Tov eKovikov apudikov (9%). Tnv

gfdoudoa 44 mapatnpnOnKe dTNPNGCT AVTNG TNG ENXIOPAUOTG LE CTILOVTIKA TEPIGGOTEPOVS 0GOEVELG
L€ IOTOAOYIKN-EVOOGKOTIKT PAEVVOYOVIKT] ETOVAMOT) GTIC OUASES YOPNYNONG TG OVGTEKIVOVLLAUTNG
kG0 12 efdopadeg (39%) kot kabe 8 efdouddec (46%), 6€ GVYKPIOT LE TO EIKOVIKO appoKo (24%).

2yeti{ouevn ue v vyeia woi1otyTo. {wnNg
H oyetilopevn pe v vyeio mototnta {ong agloroyndnke pe 1o Epotnuatoloylo yio tn OAeypovomon
Noco tov Eviépov (IBDQ) kai ta epotnuatoroyio SF-36 kot EuroQoL-5D (EQ-5D).

Tnv gfdopdda 8 tng perétng UNIFI-I, ot acBeveic mov éAafav 0veTEKIVOUUAUTN ELPAVIGOY
OTUOVTIKG LEYOADTEPT KO KAVIKG oNUavTIKY Bedtimon otn cuvoAiikn Babuoloyia tov IBDQ, cto
EQ-5D ka1 6tn VAS tov EQ-5D, 6t Zvvortikr) Bafpoioyia tng Poyikng Xvvictdcag tov SF-36 kot
ot Xvvortiky] BaBpoioyio g Zopatikng Zuviotdoag tov SF-36, g ohykpion LE TO EIKOVIKO
@appako. Avtég ol Beltinoelg dratnpndnkav otovg acbeveic mov Ehafav Oepaneia pe
ovoteKvoopdunn ot perétn UNIFI-M émg v efdopdada 44. H Bertioon otnv oyetilOuevn He v
vyeia mototnTa {ong 0mmg avuth petpndnke amd to IBDQ kot to SF-36 yevikd diatnpndnke kotd v
dupkela g eméktaong Emg TNy gfdopada 200.

Ot acBeveic Tov ELafov OVGTEKIVOLUAUTN ELPAVIGAV CTILOVTIKO TEPIGGOTEPEG PEATIDGELG TNG
TOPUYOYIKOTNTAG TNV EPYAcia, OT®MG aEl0A0YNONKE amd TIC LEYUADTEPES LELMOCELS OTT] GUVOALKN
UEl®ON TNE TOPAYOYIKOTNTOC GTNV EPYACIN KOl TN UEIMON TV dpacTnPloTTOV BACEL TOV
gpotnuatoroyion WPAI-GH, ce ovykpion pe toug acbeveig mov EAafav elkovikd pAapLaKo.

Noonieles ko oyeti{oueves ue v eAkawon xolitida (UC) yeipovpyikes emeufaoels

"Ewc v efdoudda 8 g perétng UNIFI-1, To 1060614 TV GUUNETEYOVTOV e CYETILOUEVES IE TNV
UC voonleieg NTav SNUOVIIKA YOUNAOTEPO Y10 TOVS CLLLETEYOVTESG OTIV ORAd TNG
OVGTEKIVOVUAUTNG XOPNYOOUEVOL GTN cLVieTOLEVT 060N (1,6%, 5/322) ce clhykpiom e TovG
GUUETEYOVTEG OTIV OUASN TOV EIKOVIKOD Qopuakov (4,4%, 14/319) kai kavévog omd Tovg
GUUUETEXOVTEG TOV EAAPAY OVGTEKIVOVUAUTT GTY] GUVIGTOUEVN dOCT| ETAYWYNG €V VIEPANON og
oyxetitopevn pe v UC yepovpykn| enépPaocn cvykprrkd pe to 0,6% (2/319) tov cuppeteydvimv
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GTNV OLAA0. TOV EIKOVIKOD QUPUAKOV.

‘Ewc v efdoudda 44 g pelétng UNIFI-M, mopotnphfnke onuavtikd yapnAdtepog aptoudg
oyxetiopevov pe UC voonleldv 6TOVG CUUUETEXOVTES OTIG OUAOEG TNG OVGTEKIVOVUAUTNG
ouvdvaoTikd (2,0%, 7/348) oe GUYKPION LE TOVG GLLLLETEYOVTES GTIV ORLADE TOV EIKOVIKOD QOPHAKOV
(5,7%, 10/175). ApBunticd pKpoTteEPOG AptOOG CUUUETEXOVIMV GTIV OULAdN TNG OVGTEKIVOVUAUTNG
(0,6%, 2/348) vePAnOn oe oxetilopevn pe v UC yxepovpyikn emERPaoT 6 GUYKPIOT| LLE TOVG
GUUUETEXOVTEG GTIV OULAdN TOL EIKOVIKOD Qoppdkov (1,7%, 3/175) émg v efdondda 44.

Avocoyovikdtta

Kotd ™ didpketa e Oepaneiog e OVGTEKIVOVUAUTT EVOEXETAL VO, AVOTTUYXHOVV OVTICOUOTO EVAVTL
TNG OVOTEKIVOVUAUTNG KOL T TEPLOGOTEPQ EVOL E£0VOETEPMTIKA. O CYNUATIGUOG OVTICOUATMV
£€VOVTL TNG OVOTEKIVOLUAUTNG oyetileTat pe TV avénpévn KaBapon Tng oOLGTEKIVOLUAUTNG GTOVG
aocBeveic pe vooo tov Crohn 1 EAk®oT KoAiTda. Agv Tapatnpndnke peimon oty
OTOTEAECLLATIKOTITO. AEV VITAPYEL TPOPAVIG GLUGYETION LETAED TNG TOPOVGING AVIICOUATOV EVOVTL
NG OVGTEKIVOVAUTNG KOl TNG ELPAVIONS avTIOpAce®VY otr BEon g éveong.

Hodratpicog minBuopog

O Evpornaikdc Opyaviopudg Qapudkmv Exel 0OGEL avaBoAn amd tnv voxpEat VTOPOANG TV
OTOTEAEGUATOV TWV LEAETAOV LE TNV OVOTEKIVOVUAUTY G Uid 1 TEPLGGOTEPES VITOKOTYOPIES TOV
Tod10TpIKov TANBvouov yio ™ voéso tov Crohn kot v ehik®dn KoAitida (PAEre mapdypoo 4.2 yuo
TANPOPOPIEG CYETIKA LLE TNV TOOLOTPLKT XPTOM).

52  ®uppoKoKivnTIKEG IOLOTNTES

Metd ) GUVIGTOUEVT EVOOPAEPLO OGO EMOYWYNC, 1| OLAUEST] LEYLOTY GLYKEVTIPMOOT TNG
OVGTEKIVOLLLAUTNG GTOV 0pd TTov Tapatnprinke 1 dpa petd v £yyvon nrav 126,1 pg/ml o acbeveic
pe voco tov Crohn ko 127,0 ng/ml oe acBeveic pe ehicd@dn KOAiTION.

Kotavopn
O d1Gpecog GyKog TG KOTOVOUNG KaTd T d1dpkela tng TeAMKNG edong (Vz) énetto amd po epdama
evooQAEPLO YopyNon o€ aobeveig Le yopiaon kopdvinke omo 57 émg 83 mi/kg.

Biopetaoymuotiopdg
H axpipic petaforikr 086¢g TG OVGTEKIVOLUAUTNG Elval AyVOGT.

Amofoin

H duapeon ocvompotikn kdBapon (CL) éretta omd pio epamal evoopAéfia yopriynon o€ acbeveig pe
yopioon kopdvonke and 1,99 éwc 2,34 ml/ nuépa/ kg. H didpeon nuiceia {on (tiz) g
OVGTEKIVOLUAUTNG NTaV Katd Tpooéyyion 3 efdopnddec oe acbevelg pe eAkmOT KoAiTIdN, VOGO TOL
Crohn, yopiaon kov) yoplactkn apdpitido, kopavopevn amd 15 éog 32 nuépec o€ OLEG TIG LEAETECG
Y0 TNV WOPILooT KoL TNV yoplacikn apdpitida.

Cpoppikodmto d6ong

H cvompatikn ékbeon g ovotekivoodumng (Cmax kot AUC) av&ndnke Kotd £vav avaAoyiko pe m
d6oM TpoOTOo £mErta oo Lo Ao evooeAEPia yoprynon oe d6o€lg mov Kupdvinkay ard 0,09 mg/kg
éwc 4,5 mg/kg.

Ewducoi mAnBuopoi

Agv vtdpyovv S1abécipa PapUaKoKIVITIKA dedopéva og aceveic e LEIWUEVT VEPPIKT N NTTOTIKY
Aettovpyia.

Agv &povv d1e&oyOel e101kEG LEAETEC e EVOOPAEPLO OVGTEKIVOVUAUTN GE NAIKIOUEVOVG 1|

TS0 TPIKOVG aebeveic.

Y& aoBeveic pe vooo tov Crohn kot elk®dn KoAitida, 1 netaPpAntotnTo otV Kabopon g
OVGTEKIVOVLLAUTING EXNPEAGTNKE OO TO COUATIKO PApog, To EMITESA AEVK®UATIVIG 0POV, TO PVAO Kot
TNV TOPOVGIO AVTICOUATOV EVOVTL TNG OVGTEKIVOVLAUTNG, EVEO TO COUOTIKO BAPOg NTOV 1) KOPLU
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GUUUETOPANTA oV emnpale Tov 0YKOo katavounc. EmmAéov, otn voco tov Crohn, 1 kdBapon
ennpedotnke amod v C-avildpmoa TpOTEiv, TNV Katdotaor mg mpog v arotvyioc TNF
AVTOYOVICT®V Kol 1 QUAN (Actotikn évavtt un Actotikng). H enidpacn avtdv tov cupuetafAntov
Nrav evtdg £20% g TVMKNG TIUNAG 1 TS TIUNG avaeopdag s avtictoymg napapétpov PK kat, wg ek
TOVTOV, OEV OMALTEITAL TPOGAUPLOYTN TNG 0O0NG Yol aVTEG TIG svppeTafAntéc. H tavtdypovn ypron
OVOGOPPLOLUGTIKOV TOpUyOVI®V OEV ElYE ONUAVTIKY EXIOPACT] OTN OEOECT] TS OVGTEKIVOVUAUTNG.

PvOuon tov eviouwv tov CYP450

O emdpdoelg g IL-12 1 g IL-23 ot pvbuon tev evidpwov tov CYP450 a&oroyndnkav ce pio
ueAén in vitro otnv omoia ypnouonodnkay avlpodniva nratokvTrapa, 1 omoio £de1€e 11 IL-12
koM M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpiég dpactnpiotnreg tov CYP4A50
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1) 3A4, BL. mapdypapo 4.5).

5.3 TIpoxivikd dedopéva Yo TV a6QaieLo

Ta pun Khvikd dedopéva dev amoKaADTTOVV 11iTePO Kivouvo (TT.). TOEIKOTNTA 0PYAV®VY) YO TOV
avBpomo pe Bdon tig peéteg ToEIKOTNTAG ETOVOAAUPUVOUEVOV dOGEMV, AVATTVEINKNG TOEIKOTNTOG
Ko TOEIKOTNTOG GTNV OVOTOPOY®YIKT] IKAVOTNTO, COUTEPIAAUPOVOUEVOY T®V 0EIOAOYNCEDY
(OPULAKOAOYIKNG ACPAAELOG. ZE UEAETES AVATTLEINKTG TOEIKOTNTOG Kot TOEIKOTNTAG GTNV
OVOTOPOY®YIKT IKOVOTNTA G€ TIBNKOVG cynomolgus dev mapatnpriOnKoy avemBounteg evépyeteg
GTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG OVOUOAIEG | avartuélokn ToSikotTa. Agv
mapatnpOnKay avemBountes emMIPACELS GTOVS delkTeg ONALKNG YOVILOTNTOG LLE YPTOTN AVAAOYOL
avtioopotog tov IL-12/23 o movrikia.

Ta enineda d0cewv oI peréteg og (Mo NTav KATG TPOGEYYIoN £0G 45 Popéc vynAoTepa amd TNV
VYNAOTEPT 1I60dVVaLT OGN oL TpoopileTal yia xoprynomn o€ acheveis Le yoploon Kot elyov o¢
OTOTEAEGILO OVADTOTES CLYKEVIPADCELG GTOV 0pO G€ TBNKOVE TOL NTaY TEPLocOTEPO amtd 100 popéc
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTUL GTOVS OVOPOTOVG.

Agv dteEnydnoav LeEAETEC KAPKIVOYEVESTC LLE TNV OVGTEKIVOLLLAUT AOY® EAAENYN G KOTAAANA®DV
HOVTEA®DV EVOG OVTICOUATOG XOPIc dtactavpoduevn avtidpacn pe tig [L-12/23 p40 tov TpoKTIKOV.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katarloyog ekddymv

Iotidivn

Movoddpiki| VOPOYA®PIKN 16TISIVN
Mebeilovivn

Edetikod owvdrtpio

Zakyapoln

IToAvcopPiko 80

"Ydwp yio gvéoiua

6.2 AovpPatoéTnTeg

EX\eiyer peletdv oyetikd e m copupatodtnta, To Tapdv QUPUAKEVTIKO TPOTOV OeV TPEMEL VA
OVOUELYVOETOL e GAAD QapUakeVTIKG Ttpoidvta. To Pyzchiva Ba npémet va apoidvetar pe dtdAvpa
yroplovyov vatpiov 9 mg/ml (0,9%). Evariiaxtikd, umopei vo xpnoipomombel aokog Eyyvong tov
250 ml pe 0,45% evéoyio yhwplovyo vatpro, USP. To Pyzchiva dev mpémet va yopnysitat tovtdypova
oV 010 eVOOPAEPLO YPaUUT LE GALD QOPUOKEVTIKA TPOTOVTAL.

6.3 Awdpxkero {ong

IIpw amd TV apainon
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18 pnvec.
Mnv katoyoyeTe.

Metd v apoinon

"Exet amodetyBel n ymukn kot puotkn] otabepdtnra KoTd T xpron ya £mg 72 dpeg otovg 30 °C. Edv
glvar amopaitnto, To apatopévo ddAvua Eyyvong uropei va datnpndel og Oepuokpacio 2 °C £wg

8 °C y1a ém¢ 1 pnva kot o€ Beppoxpacio dopatiov Emg 30 °C yio emmAéov 72 dpeg UETA TNV
apaipeon and 10 Yyuyeio, cvumepthapfavopévng tng TEPLOSOV EYYLONG.

A76 pikpofroroyikn| dmoy, To dtdAvpa Eyyvong Oa mpémet va yopnyndet apéomg. Edv dev
yxpnotponon Ol apécme, o1 xpovol kat 01 GUVONKES dLLTHPNONG TPV OO T1| ¥PNOT| ATOTEAOVV VOVVN
TOV XPNOTN Kol Kavovikd dev mtpémet vo vepPaivouv Tig 24 mdpeg otovg 2 °C émg 8 °C, ektdg edv 1
apoionon Tpaypatononfel VIO eAeYYOUEVESG KO EXIKVPMUEVEG GLVONKES oo Yiog.

6.4 Idwitepeg mpourdierg KaTd ™ QUACEN TOV TPOIOVTOS

dvidooete og yoyeio (2 °C — 8 °C). Mnyv katayiyete.
DVAAGGETE TO PLOAISIO GTO EEMTEPIKO KOVTL Y10 VO TPOSTATEVETUL OO TO POC.

IMoa 115 cLVONKEC SLoTPMNONG HETA TNV APAIOCT] TOV POPUAKEVTIKOD TPOidVTOG, PA. Tapdypapo 6.3.
6.5 @Von Kol 6GVETUTIKA TOV TEPLEKTY

26 ml Stodvpotog og PraAidio Twv 30 ml amd yvoard Tomov I KheopéVo Le EAAOTIRO TOUO
yAmpoPovtvriov. To Pyzchiva dwotibetal o€ cvokevasia 1 @lolidiov.

6.6 Idwitepeg TPOPULLAEELS ATOPPIYNG KOL AALOG YEIPIGUOG

To didAvua 610 PLoridio tov Pyzchiva dev mpémet vo avakveitat. To Sidlopo mpénet vo eEgtaoctel
OTTIKG, Y10, ALPOVUEVT] COUOTIONKT VAN 1 OTOYPOUATIGUO TPV otd TNV Yoprynomn. To didhvua givan
dtoyég, dypopo g avoryto kitpivo. To poppokeuTikd Tpoiov dev Tpénetl va ypnoipomombei edv To
Silvpa glvar omoypoUTIGUEVO 1| BOAO, 1 edv VILAPYEL EEVI ALOPOVUEVT] COUOTIONKT] VAT

Apainon
To Pyzchiva mokvo didlvpa yio mapackevt SIADUOTOG TPOG £YYLOT TPETEL VO, OPOLOVETAL KO VO,
nwpoeTodletal amd emayyeApatio vyeiog (e ¥pnon GonTTNG TEYVIKNC.

1. Ynoloyiote tn d6om Kot tov aplfud tov graidiov Pyzchiva mov arortodvror fdoet Tov Bdpovg
0V acBevoig (PA. Tapdypago 4.2, TTivaxa 1). Kabe euokidio Pyzchiva tmv 26 ml mepiéyet
130 mg ovotekvovpdunng. Xpnoonoteite uovo mAnpn eroAidwe Pyzchiva.

2. Am6 Tov aoko £yyvong Tov 250 ml, apapéote kot amoppiyte Evav OYKOo SLHAVUOTOG
YLoplovyov vatpiov 9 mg/ml (0,9%) ico pe Tov dyko tov Pyzchiva mov 0o pootedet
(amoppiyte 26 ml yhAoprovyov vatpiov yio kéOe eraAidio Pyzchiva nov amotteitar, yio 2
Qukida amoppiyte 52 ml, yia 3 erolidio amoppiyte 78 ml, yia 4 @roridio anoppiyte 104 ml).
Evaldaktikd, pmopei vo yxpnoyorombei ackodg £yyvong tov 250 ml pe 0,45% evéoipo yhmpodyo

vazpro, USP.

3. AdBete 26 ml Pyzchiva amnd kabe praridio mov amarteiton kot Tpochicte To 6TOV AoKO Eyyuong
v 250 ml. O 1elikdg 6yK0g 61OV 0IoKO Eyyvong Oa mpémet va givar 250 ml. Avapi&te amolrd.

4, EXéyEte ontid T0 aparpévo didivpa pv amd T xopNynor. Mnv 1o ypnooTomcETE 6V
TOPOATNPNOETE ELPOVDG AOLUPAVT] COLOTIOW, OTOYPOUATIGHO 1 EEVO COPOTIOW.

5. Xopnynote To apoIt@UEVO SIAVHA Y1 (Lol TEPI0S0 TOVAG)IGTOV piog dpag. MeTd v apaimon,

N éyyvon Ba Tpémel va Exel ohokAnpwbel evtog 72 mpdv oe Beppokpacio dopatiov £wg 30 °C
amd TNV 0paimon 6Tov aoko Eyyvong. Eav eivat amopaitnto, 10 apatopévo dtddvpa yyuong
umopei va dtotnpnBei og Oeppokpacia 2 °C €wg 8 °C yia éwg 1 punva kot o€ Oepuokpacio
dopatiov £mc 30 °C yo emmAéov 72 dpeg PeTd TNV apaipeot amd To Yuyeio,
ouUTEPIAOUPBAVOLEVNC TG TTEPLOSOV EYYVOTC.
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6. XPNOYLOTOLEITE PHOVO OET £YYVONG UE EVOOUATMOUEVO, GTEIPO, [T TUPETOYOVO, YAUNANG
TPOTEIVIKNG déopevong eirtpo (Léyebog mopwv 0,2 pupdpetpa).

7. Kdabe @raridro mpoopiletor yio pia ypfon LOVO Kot TuXOV un ¥PNOIUOTOMUEVO QOPUOKEVTIKO
TPOTOV B0l TPETEL VoL ATOPPINTETOL COUPOVA LE TIC KATH TOTOVG 10YDO0VCEG GYETIKEG OATAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

OAavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1801/003

9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQXHY THX AAEIAX

Hpepopnvia npatng €ykpiong: HH pfvag EEEE

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoeopieg yio 10 TapdV PAPLOKEVTIKO TPOoidV elval d1aBoipeg oTOV dIKTLAKO TOTO
tov Evponaikod Opyavicpotd @apudkmv: http://www.ema.europa.eu/
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vTo QAPLOKO QVTO TEAEL LITO GUUTANPOUATIKT TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPTIYOPO
TPOGIOPIoUO VEOV TANPOQOPLDY OCQAAELNG. ZNTEITAL OTTO TOVE EMOYYEALATIEG VYELOC VO AVOPEPOVY
omolecdnTote Tavoloyovueveg avembounteg evépyeleg. BA. mapdypapo 4.8 yio Tov TpOTo avapopag
AVETOOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX
Pyzchiva 45 mg gvéoipo didlopa o€ mpoyeuicuévn ohptyya
Pyzchiva 90 mg evéoipo dtdAvpa o€ TPOYEUIGUEVT GUPLYYQL

2. HOIOTIKH KAI ITOXOTIKH XYNOGEXH

Pyzchiva 45 mg svéowuo didlvpo o€ Tpoyeuicuévn obptyya
KdBe mpoyepuopévn odpryya mepiéyet 45 mg ovotekvooudunng o 0,5 ml.

Pyzchiva 90 mg gvéowo duiddlvpo o€ mpoyepiouévn odpryya
KaBe mpoyepuouévn ovpryya mepiéyet 90 mg ovotekivovudunng og 1 ml.

H ovotekwvoopdunn etvar éva mAnpwg avBpodmivo povokiwvikd IgGlk avticopa Evavtt g
wrephevkivng (IL)-12/23 wov mapdyetal o€ pio KVTTaPIKH 6E1pd modnkdv kivélikov kpikntov (CHO)
pe xpron texvoroyiag avacuvovacuévov DNA.

T tov mAnpn KatdAoyo tov exddymv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Pyzchiva 45 mg evéowo didAvuo o€ Tpoyetopuévn oOpLyyo.
Evéoyio d16Avpa.

Pyzchiva 90 mg evéowo didAvuo o€ Tpoyetopuévn oOpLyyo.
Evéoyo d16Avpa.

To didAvpa givat dtavyéc, dypoUo MG avolytd Kitpvo.

4, KAINIKEYX ITAHPO®OPIEX
41 OgpamevTikég EVOEIEELg

Ywopiaon katd nAdkag

To Pyzchiva evésikvotan yia ) Bepameio g pétplog og cofapng ympiaong Kotd mAaKog 68 EVIAMKES
oV gV avTomoKpinKav, 1 Tapovctdfovv avtevoeilelg 1 xovv ducavelio oe AAAES GUCTNUOTIKEG
Oepameiec, couneptroapfovouévmv g kukhoomopivng, g uebotpedtng (MTX) 1§ tng PUVA
(yoparévio kot veptddng aktvoforia A) (BA. mapdypago 5.1).

Hodwarpiki yopioon kotd TAdkog

To Pyzchiva evésikvotar yia ) Bepameio g pétplac wg copapng ympiaong Kotd mAakog og Toudid
Kot £pnpoug acbeveig amd v NAkia TV 6 ETOV Kot Ave, 01 0TToiol OV EAEYYOVTOL ETAPKDG UE, 1)
&xovv dvoavetio og GAleg cvotnpoTikéG Bepameiec | potobepancieg (PA. mapdypapo 5.1).

Yoplacikn apbpitida (PsA)

To Pyzchiva, pévo tov 1 og cuvdvooud pe MTX, evdeikvotar yio ) Bepameio TG evepyov
Yyoplaotkng opbpitidog oe evilikeg acBeveig 6Tav 1 avTATOKPLON GE TPONYOLLEVT Bepameia e un-
BLoAoytKO OVTIPELHOTIKO TPOTOTOMTIKO TG vOcov gapuako (DMARD) vanp&e averopkng (PA.

23



napypago 5.1).

Nocog 1ov Crohn

To Pyzchiva evéeikvotar yia ) Oepaneio evilikov acbevav pe petping émc coPapd evepyn voco tov
Crohn, o1 ooiot ELPAVIGAV AVETHPKT] OVTOTOKPIOT), OTOAELD OvVTOTOKPIoNG 1) dvcavesia ot
ovpPatikn Oepamneio 1 oe aviaymviot) Tov TNFa 1 tapovsialovy avievosiEelc o€ avTég TIg
Oepameies.

EAkddng kohitida

To Pyzchiva evésikvotar yia ) Bepaneio evilikov acBevav pe petping émg copapd evepyn ehkddn
KOAITIO0, Ol 07001 EUGAVIOAV OVETOPKT AVTATOKPLON, OTMAELD AVTATOKPIONG 1} dvcovesio o
ovpPoatikn Oepaneia 1 o€ Oepaneia pe froroyd Tapdyova 1 Tapovcstdlovy avievoeiEels e avTég Tig
Oepamneiec (PA. Topdypago 5.1).

4.2 Aocoloyio ko1 TPpOTOG YopNyNoNS

To Pyzchiva npoopiletar yio yprion vao v kabodnynon kot v exifleyn wtpov, EUTEP®Y 61N
didyvmon kat ™ Bepaneio kKoTaoTdoE®V Y10 TI¢ 0moieg evdeikvutot to Pyzchiva.

To Pyzchiva givan Stobéoipo o€ mpoyspiopéveg obptyyeg tov 45 mg kot 90 mg yio vrodopia £veon,
Kot emopEVmG dev gival Suvatn 1 xoprynon Tov oe modlatpikovc acbeveic (Bapovg < 60 kg) mov
ypewdlovtor Arydtepo amd v AP doon Twv 45 mg. T'a yopnynon d6cemv yauniotepwv and

45 mg, Ba mpémel va Y1 GLLOTOLOVVTOL AAAN TPOTOVTA OVGTEKIVOV LAUTNG.

Aocoloyia

Yopioon katd mAdkag
H cuvictduevn docoroyio tov Pyzchiva gival pua apyikn d6on tov 45 mg yopnyoduevn vrodopia,
akolovBovpevn and pio d6om tv 45 mg petd amd 4 efoopnddeg Kot 6tn cuvéxeln Kabe 12 gfoopnddes.

e aoBeveic mov dev mapovoiacay avtarokpiorn o€ Oepaneio Siaprelag Emg 28 efoopddmv Tpémel va
e€etaletan To evoeyOpevo dlakomng TG Bepameiag.

AcBeveic ue owuatiko Papoc > 100 kg

INo aoBeveic pe copatiko fapoc > 100 kg n apyikn 06om eivar 90 mg yopnyoduevn vwodopimg, 1
omoia akolovbeitar amod pio d6om Twv 90 mg petd and 4 efSopddeg Ko ot cuvEKELN KAOE

12 gBdopades. e avtovg Tovg acbeveis, ta 45 mg Exovv eniong amodeydel amoteleocuarikd. Qoto6c0,
ta 90 mg mopovciacov peyakvtepn omotedespatikotnta, (PA. mapdypaeo 5.1, Mivaka 4).

Yoprocikn apbpitda (PsA)

H cuvictduevn docoloyio tov Pyzchiva gival pia apyikn d6om tov 45 mg yopnyoduevn vrodopia,
akolovBovpevn and pio d6om tv 45 mg petd amd 4 efdopnddeg Kot 6N cuvéxeln Kabe 12 gfoopnddes.
EvoAlaxtikd, propei vo ypnotpomomfodv 90 mg oe acbeveig pe copotikod papog > 100 kg.

e aoBeveic mov dev Tapovciacoy avtamokpion o€ Oepaneia diaprelag Emg 28 efoopadmv Tpémel va
e€etaletan To evoeyOpevo dlakomng TG Bepameiag.

Hlrawuévor (= 65 etcdv)
Aev amotteiton Tpocappoyn g 606ng Yo Tovg NAKIopEVovg acbevels (PA. mapdypagpo 4.4).

Neppixn kou nrotiky oveAgitovpyio,
H ovotekivoopaumn dev €xetl peletBei oe avtovg toug TANBLGHOVE 0o0EVOY. ZUVETMG, eV UTOPOVV
va Yivouv GUOTAGCELS GYETIKA L€ T1 d0GOAOYiaL.

Howdrorpiog wAnBoouog
H acpdAeio kot 1 amoTeEAEGLOTIKOTITO TG OVCTEKIVOLUAUTNG G OOl e Ympioon nAiog

UIKPOTEPNG TV 6 ETMV N 6€ TodLA e Yoplacikn apbpitido nhkiog pikpdtepng Tov 18 etdv dev
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£Yovv aKoua TeKUNPLmOEL.

Toudrarpikn yopioon kotd tAdkas (nAikio 6 1OV Kol Gve)

H cuvictduevn 8601 tov Pyzchiva yia tov maidiorpicd nainbovopd pe copotikd Bapog ave tmv 60 Kg
eaivetan Tapoakdato (TTivakog 1). To Pyzchiva npénet vo yopnyeitot otig EBdouddeg 0 ko 4, kot ot
ocuvéyeln kabe 12 gfdouddec.

IMivakog 1. Tovietdpevn 6061 0VGTEKIVOLUANTNG Y10 TOOLOTPIKN Wyopioon

ZoOPoTKO Bapog KaTd TNV Yop1yNOo1 TS 0061G Joviotopevn 66on
> 60-< 100 kg* 45 mg
> 100 kg 90 mg

* To Pyzchiva dev dwatifetan yio acBeveic mov yprlovv d6ong LkpodTEPNG amd TV AN p1 SO0 TOV
45mg. e mepinTon Tov amalTeiTon EVOAAAKTIKY 0001, Ba Ttpémel va, xpnoioronBovv aila tpoidvta
OVGTEKIVOVLLAUTING TTOV TTPOGOEPOLY QLTI TNV ETIAOYT.

Agv vapyet docoroyikn popen tov Pyzchiva mov va emitpénetl ) docordynon Paoetl Tov copaTikod
Bapoug yia Toudiatpikovg aobeveic pe Bapog katm Tmv 60 Kg.

H docoloyia yio tovg acbeveic mov {uyilovv Aydtepo and 60 kg mpénet va yiveton pe axpifeio pe
Baon ) oxéon mg/kg ypNOYOTOIOVTOS £V AAAO TPOTOV OVGTEKIVOLUAUTNG 45 mg eVEGIUOV
dwAdpartog, o erodida mov mapéyovv docoroyia Paosl copatikov Bapovs. Mdvo oTovg acheveig
nov QuyiCovv eprocotepo amd 60 Kg pmopei va yopnyn el evéoipo dtdAvpo 6€ TPoyepoHEVN GOPLYYOL.

O mpénel va, eETOOTEL TO EVOEXOUEVO OlaKOTNG TNG Oepaneiog oe acbeveig mov dev Eyovv deilel
Kopio avtomokpion énerto omd 28 efdopnddeg Oepansiog.

Nocog 1ov Crohn kou EAkmong Kohitida

1t Bgpomevtikn ayoyn, N TpadTh 6601 Tov Pyzchiva yopnyeitan evéoprefimg. T tn docoloyia g
evooQAEPLOG aywyNGe, BA. mapdypapo 4.2 tng ITXTI tov Pyzchiva 130 mg mukvo didivpo yua
TOPACKELT] OLHADLLOTOG TTPOG EYYLOT).

H npdtn vrodopio yopriynon tov 90 mg Pyzchiva npénetl va npaypatomoteitot tnyv efdopdda 8 petd
Vv evioAEPLa 66om. Metd amd avtd, cuvietdtat yoprynon kabe 12 efdopadec.

Acbeveig Tov dev £(0VV TOPOVGLAGEL ETOPKT AVTATOKPIOT OTIG 8 EfOOUASES LETA TNV TPOTN
VIOdOpLa. 060N, uropel va AdPouv e devTepn vTodopLa dOGN AT TN YPovikn oTryun (PA.
napypago 5.1).

Acbeveig mov ydvouv TV avtomdkpion oty docoroyia avd 12 efdopdadeg propei va enmeeinfodv
oamd TV avénon g ocvuyvotnTog TG docoroyiag oe avd 8 efdopdoes (PA. mapdypapo 5.1,
napaypago 5.2).

Ot aoBeveic umopel otn cvvéyela va Aapfdavouv 66on kabe 8 efdopddec N kaOe 12 efdopdoeg
oOUE®VE, 1E TNV KAWVIKY extipnon (BA. Tapdypago 5.1).

®a mpénel va e£€TOOTEL TO EVOEXOUEVO dlaKOTNG TNG Bepamneiag otovg acheveic Tov dev eppavifovv
evoei&elg opélovg amod 1t Oepaneia 16 efdouddec petd v IV doon enaywyng 1 16 efdouddeg puetd
TNV oAAayn o€ avd 8 gfdopndadeg docoloyia GUVTPNOTG.

O1 0voGoppLOLUGTIKOL TOPAYOVTEC KA/ TO KOPTIKOGTEPOELIN LITOPOVV VO GUVEXIGTOUV GTr| dldpKeLn
g Oepoameiog pe to Pyzchiva. Ztovg acbeveic mov £yovv avtamokpiBel otn Bepancio pue Pyzchiva, o
KOPTIKOGTEPOELDN UTOPOVV Vo LELOBOVV 1] VO S1KOTOVV COUPMVOL LE TO, TPOTVTO PPOVTIONS.

¥ véco tov Crohn 1 otv EAkdon Kolitida, edv n Oepameia drakomel, n exavévapén g Oepomeiog
HE vodopia yopnynon Kabe 8 efdopddeg eival AGPAANG KOL OTOTEAEGLOTIKT).
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Hliriowouévor (= 65 etcrv)
Aev amotteiton Tpooapuoyn g 60ong Yo Tovg NAKIopuEVovg acbeveis (BA. mapdypagpo 4.4).

Negpixn ko1 nroziky Sveieitovpyio,
H ovotexvoopdumn dev éxel peretndet o€ avtovg Toug TANBVoUOVC 0eBevdy. vuvendmg, dev pmopohv
Vo Yivouv GLGTAGELS GYETIKA LE TN dOCOAOYiaL.

Taidrotpikos tAnBoouog

H acpdieia kot 1 amoTeEAECUATIKOTNTO TG OVGTEKIVOVLAUTNG Y10 TN Bgpameia g vooov Tov Crohn i
NG EAKM®O0VG KOAITIONG G€ Tadid nAkiog pikpotepng tov 18 etdv dev £xovv akdpa tekunplmbel. Aev
vrapyovv dbéoia dedopéva.

Tpomog yoprynong

To Pyzchiva 45 mg kot 90 mg oe mpoyepopéves ocOpryyeg xopnyeitar pe vrodopa Eveon povo. Eav
glval duvatod, TEPLOYES TOL SEPIATOG TTOV ERLPAVILOVY YmPIooT TPETEL VO ATOPEVYOVTUL OC BEGELQ
éveor|.

Metd amd KatdAAnAn eKToIdELOT OTNV TEXVIKY TNG VIOdOPLAG £VESNS, Ol aobevelg 1] 01 PPOVTICTEG
TOVG UTOPOVV Vo Kavovy TV éveon tov Pyzchiva edv to kpivel cmotd o Bepdnov wotpdc. Qotd660, 0
Oepanav 10tpog Oo Tpémel va StacParicet Ty KaTdAANAn Tapakoiovdnon tov acbevav. Ot acbeveig
1M 01 PPOVTIOTES TOVG Ha TPEMEL va KaBod1yohvTal MGTE Vo KAVOLVY TNV EVECT LLE TN
oLVTAYOYPOPOVLEVT TochTNTa TOV Pyzchiva chupova pe Tig 0d1yieg oV mapéyovial 6To GUALO

oM yldV ¥pnHons. AvaAvtikég odnyieg yia T yopnynon didoviatl 6To PUALO 00N YLDV ¥PNONG.

INo mepartépm 0dMyieg GYETIKA e TNV TPOETOAGIO KOt TG 10104TEPES TPOPVAVEELS Y1 TO XEPIGUO,
BA. mapdypago 6.6.

4.3 Avrevositeag

Yrepevaichncio 6tn dpacTiKy ovcia 1 6€ KOTO0 omd To EKO0Y0 TOV OVAPEPOVTIOL GTNV TOPAYPUPO
6.1. KAvikd onpovtikn, evepyn Aoipmén (m.y. evepyn popatioon, PA. mapdypapo 4.4).

4.4  E101kéC mPOELdOTOUGELS KUl TPOPVAAEELS KATA TN P o1

Iyymhlaowotnto
IIpoxeévov va BeATimbel  tyvnAaSILOTNTA TOV PLOAOYIK®Y QAPLOKEVTIKMY TPOIOVT®OV, TO GVoL
Kot 0 aplOudg ToPTIoag TOL YOPTYOVUEVOD PAPUAKOV TPETEL VO KATAYPAPETAL [LE COPTVELQ.

Aowdéeig

H ovotekivoopaumn umopei duvntikd vo avéNoet Tov Kivouvo AOUOEEMY Kal VO EVEPYOTIONGEL EK
VvEOoL AovOdvovoeg AOUMEELG. L& KAVIKEG LEAETEG KOl OE pio, LEAETN TTOPATHPNONG UETE TNV
KukAopopia og acBeveic e yopioon, coPapég PakTnplokés, LUKNTIHOIKEG KOt 10YEVEIS AOUMEELS
gyovv mapoatnpndei oe acbeveic mov Aappavovy ovotekvovpaunn (BA. wapdypagpo 4.8).

"Exovv avapepBei evkaiplokég AoudEels, COUTEPILOUPAVOUEVOV TNG ETOVEVEPYOTOINGNG TNG
oupotioong, GAAOV evkalplok®dv Paktnplokdv Aopméemv (cvurepthappavopévng e Aoipméng amd
dtumo pokoPaktnpiota, e Unviyyitidag amd AoTépPLo, TG TVELLOVING amd AEYIOVEAAQ KOl TNG
VOKaPSiaoNg), EVKOUPLOKDY LUKNTINGIKOV AOTUOEE®DY, EVKALPIOK®Y 10YEVOV AOIUDEEDY
(cvumepriapfovouévng g eYKEPAAITIONG OV TPOKAAEITAL OO TOV 10 TOL AMAOD £pmnTa TOTOV 2),
KOl TOPACITIKGOV AMO®MEE®V (cuumeptlapfavoprévng g o@OaAUKNg ToEomAAGL®moNG) o€ acbeveic
7ov Ehafav Bepameio e OLOTEKIVOVUAUTT).

Amoteitan mpocoyn otav e£eTaleTon 1) PO TNG OVGTEKIVOVUAUTNG GE 0oOEVEIC e YpOVIa AOTOEN T
ue 16topikd vrotponialoveog Aoipméng (BA. mapdypagpo 4.3).

IIpwv amd v Evapén tng Bepamneiag pe ovotekvovudumn, ot acbeveic mpémetl va eEgtdlovtal yio
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Aoipwén and eupatioon. H ovetekivoopdunn dev mpénet va yopnyeitol oe acleveic e evepyn
ovpatioon (PA. tapdypagpo 4.3). H Bepaneia tng AavBdvovcag pupatioons Tpénet va EEKva Tpv omd
TN YoPNYNoMN TS 0VGTEKIVOLLAUTNG. To evdeyduevo Oepameiag KoTd T PLUATIOONG TPETEL EmioNg
va e€etaletonl mpv amd Vv Evapén xopiyNong TS OVGTEKIVOVUAUTNG O€ acheVEic e 1oTopIKo
AavBavovcogc 1 evepyol QuUATIOOTS, Yo TOLG 0Toiovg dev pmopel va emPBefoiwbel pio exaping
wponyovuevn Bepamneio. AcOeveic mov Aappdvovyv ovotektvoopdunn o tpénet va Tapakoiovbodvtal
GTEVA Y10 EVOEIEELG KOl CUUTTAOUATO EVEPYOD PLHOTIOONE KATA TN S1APKELD Kot LETE TO TEAOG TNG
Oepomeiog.

®a pémet va yivel vTddeEn otovg aoBevels va avalnTcouy 10TPIKT CUUPOVAN €AV ELPUVIGTOVY
onueio 1 coprTOpaTe TOV VITOdNA®VOLY Aoiuwén. Edv évag acBevic avamtdéel o coPapn Aoipmén,
0 acBevig Ba Tpémet va mapakoAovdeiTol 6TEVA Kot 1) OVGTEKIVOLLLANTN dev Ba Tpémet va xopnynOel
UEXPL VO, LTOYWOPNGEL ) AOTHOEN.

Kokonfeieg
Ta, 0vOGOKATACTUAATIKG OTWE 1 OVGTEKIVOVUAUTT ALEAVOLY SLVITIKA TOV KivOuvo Kakon0eLog.

Optopévol acBeveic mov AApPavay OVCTEKIVOLUAUTN GTA TAOIGLO KAVIK®V LEAETOV Kol G€ pia
UEAETT TapaTPNONG LETE TNV KuKAOPOpia o€ acbeveig pe wopiaon avéntoéav dEPUOTIKESG KoL 1N
deppotikég kokondetes (PA. mapdypaeo 4.8). O kivduvog kaxonbeiog uropel va etvar vymAdtepog oe
aoBeveic pe yopiaon mov Exovv AdPet Bepameio e AAAOLE PloAoyIKOVG TOPAYOVTEG KATH TN SLUPKELN
g acBéveldg Toug.

Agv &yovv deloyBel pedétec mov va meptiapPdvovy acbevelg pe 1otopkd Kakondeiag 1 peréteg mov
va ovveyiCovv t Bepaneia oe acbBeveig Tov avanTOcGOVY KAKONOEW KOTE T AW TNG
OVGTEKIVOVUAUTNG. ZVVERADG, Oa Tpémet va eEeTALETO TPOCEKTIKA 1| (PTOT TNG OVGTEKIVOVLALITNG
610VG acbeveig avtove.

‘O)ot o1 acbeveig, 10img 6601 givar nhkiog peyoivtepng tov 60 etmv, acbeveic pe 1Tpikd 16ToPIKd
LOKPOYPOVIAG ANYTG 0VOCOKATAGTAATIKNG Bepameiog 1 6ot £xovv 1otopkd PUVA, Ba mpénet va
TOPAKOAOVOOVVTOL Y10 TNV ELPAVIOT] LN LEANVOKVTTOPIKOD KOPKivou Tov d€ppatog (PA.
napaypago 4.8).

2VOTNUOTIKEC KOL OVATTVEVGTIKEC OVTIOPAGELC VIEEPELULcOINGiog

2V0OTHUOTIKES

"Exovv avaeepbei coPapic aviidpdoeic vrepevaicdnciog Kot TV TEPId0 PETA TNV KUKAO(QOPIo TOV
TPOIOVTOC, O LEPIKEG TEPMTMCELG APKETEG NUEPEG HeTd T Bepamneia. ‘Eyovv eppaviotel avapuiadio
Kot ayyerooidnpa. Edv eppaviotet avapoura&io 1 dAAN coPapn avtidpaor vrepevaicnoiag, Bo mpémnet
v, Eekivioet KaTtdAAnAn Bepameio, kot vo. S10Komel 1) xopnynon thg ovotekvovuaumng (BA.
napbypago 4.8).

Avomvevotikes

"Exovv avapepbei mepiotatikd oAAepyIKnG KOYEAITIONG, OCIVOPIAIKNG TVEVUOVIOG Kot U1 AOTUMO0VS
OPYOVOTIKNG TVELHOVIOG KATA TN XPNON TNG OVOTEKIVOVUAUTNG LETA TN YOPNYNOoN GOEL0G
Kukhopopiog. Ot KAvikég exdnhaoelg mepleddpupavay friya, SOomvola Kot SIAUESES S1NONCELS LETA
amo pia émg Tpelg 06celg. Ot coPapéc exPfaoeic mepleAdpufovay ovVUmTVELSTIKN AVETAPKELD KO
TapoTeTOUEVN voonieio. BeAtioon avaeépOnie Hetd T S10KOTN TNG OVGTEKIVOLUAUTNG Kol £TioNG,
G€ OPIOUEVEG TTEPITTMGELS, T YOPNYNON KOPTIKOGTEPOEIOMV. Xg TEPIMT®OT oL M THAVOTHTA
Aoipméng éxel amoxdelotel Kot 1 Sidyveon sivatl eniPefotmpévn, S1okOYTE TNV OVGTEKIVOL AU Kot
Eexwvnote katdAAnin Oepamneio (BA. mapdypogo 4.8).

Kopdiayyetaxd coufapato

Kopdiayyelokd coufapuoto couTepAapifovouévay ELEpAyIOTOS TOV HVOKOPSIOL Kol OYYELKOD
EYKEPAAKOV enelc0diov £xovv mapatnpn el oe acbeveig pe yopiaon mov ekTédnKay otV
OVOTEKIVOVLLAUTT OE [0 LEAETN TTapoTPNoNG LETA TV KukAopopia. Ot mapdyovieg Kvovvou yio
Kapdelayyelakn voco Oa mpémel va a&10A0Yo0VTOL TUKTIKG KOTd T dtdpkela e Oepaneiog pe
OUGTEKIVOULLALLLTT.
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Epfolocuoi

ZUVIGTATOL VoL U1 cuyyopnyovvtal epfoita Coviev 1adv 1 Paxtnpiov (0nog o BakiAiog tov Calmette
ka1 Guérin (BCQG)) pe v ovetekivoopaunn. Aev £xovv dieloybel eidikéc peréteg oe aobeveic mov
glyav Tpoceata AdPet epfora pe {dvteg 100¢ | {ovta Paxtipla. Agv vTapyovy dedopéva Yo T
devtepoyevn petadoon Aoipwéng amd {dvta epuPforia og acheveic Tov AAUPovVaV OVGTEKIVOLUAUT.
IIpwv and tov epPforiacpod pe (dvteg 100¢ 1§ Ldva Baxtipla, 1 Oepomeio LE TNV OVGTEKIVOL LA
mpémeL va Olokomel Yo TovAdyiotov 15 gfdopddeg petd v televtaio d6on kot pmopei va Eavapyicet
TovAdyIoTOV 2 €fdopadeg petd tov epPfortacud. Ot cuvTayoyPAPOVTEG 1TPOL TPETEL VO
ovpPovievoviat v Iepiinym tov Xapoktnpiotikdv tov I1poidvtog Tov cuykekpiévov gupoiion
Yo TPOGHETN TANPOPOPNOT KOl 001 YiEG GYETIKA [LE TNV TAPAAANAN P10 OVOGOKATAGTAATIKMY
TAPOYOVTOV LETA TOV EUPOMAGUO.

H yopnynon {dvimv epPoriov (6nmg to eppoio BCG) o Bpéen mov ektébnkay in utero oty
OVGTEKIVOLULAUTN dEV cuVioTATOL Yo £EL UNVEG HeTA TN YEvvnon 1 LEXPIG OTOV TO, EMITEDQ, TNG
OVGTEKIVOVULALTNG GTOV 0pO TOV Ppépoug va etvor pun aviyvevoiua (PA. mapaypdeovs 4.5 ko 4.6). Edv
VRLAPYEL CAPEG KALVIKO OPELOG Y1 TO LELOVOLEVO BPEPOC, I xoprynon evog (dvtog epforiov pmopel
va gégtaletol vopitepa, e4v To enimeda TG OVGTEKIVOVUAUTNG 6TOV 0pd TOL BpéPoug givar un
oviveLGLAL.

Ot aoBeveic Tov AapPdvovy oVGTEKIVOLHAUTY LTopoLV Vo AEBouV TanTdypova 0dpavomOIUEVA 1] 1N
{ovta eppora.

H pokpoypdvio Bepameio, ple 00GTEKIVOUUAUTN OEV KATAGTEAAEL T YVUIKT 0VOCOAOYIKN OTTAVTNOT GTO
TOAGOKYOPLOIKO EUPOALO Y10 TOV TVEVHOVIOKOKKO 1] TO UBOAL0 Yia Tov TéTovo (BA. Topdypago 5.1).

HopdAinin avocokatactoltiky) Oepaneio

Xe Hehéteg Yo TNV yopiaon, 1 aoPIAELD KOl 1] ATOTEAEGLOTIKOTITO TNG OVOTEKIVOVUAUTNG O
GLVOLOCHO LUE BVOGOKOTAGTAATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| He pmTobepamneia, dgv
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n wapddinin yprion MTX dev pdvnke
va ennpedlel TNV AoPAAELD 1] TV OTOTEAECUATIKOTITO TIG OVGTEKIVOLUAUTNG. Z€ LEAETEG Y100 TN VOGO
tov Crohn kot v eAk®On KOALTION, 1) TAVTOYPOV XPNOT OVOGOKOTAGTUATIKGOV 1 KOPTIKOGTEPOELODV
dev pavnKe vo exnpedlel TNV ao@AAELD 1 TNV ATOTELEGLOATIKOTITO TG OVGTEKIVOLUAUTNG. AToLTeiTan
wpocoyn otav e€etdletal n TapdAANAN XpNOT GAADY 0VOCOKATACTUATIKMV KOl TNG
OVOTEKIVOLLLAUTNG 1} KOt TN petdfoon amd dAAla floloyikd ovocokaTasTaATIKA (PA.

napaypago 4.5).

Avocofepamneia
H ovotekivovpaumn dev €xel a&lodoyn0el og acbeveic mov £ovv vtoPAndei oe avocobepaneio yia

oddepyia. Agv glval Yv@GTO €GV 1] OVGTEKIVOVUAUTY| UTOPEL VO, EXNPEACEL TNV avocobepamneia yia
alkepyia.

2ofoapéc depuatondbeieg

e aoBeveic pe yopiaon, &xel avapepel amo@oMdmTIKY deppotitidn HeTd amd Oepaneio e
ovotekvoopudunn (BA. mapdypogo 4.8). Ot acbeveic pe yopiaon katd ntidkag evdéyetot vo
avamtOEOVY epLOPOdEPLUKT YMPINoT, LE CUUTTOUATA TOV EVOEYETAL VO UV S10KPIVOVTOL KAVIKE 0o
TNV OTOQOAMOMTIKN dEPUOTITION, GTO TAAIGIN TNG PLGIKNG TOPELNG TOV Voonpuatdg tovg. Katd v
TapaKoA0vONoN TG Ywpiaong Tov asbevovg, ot wtpol Ba TPETEL Vo, ETOYPVTVOVV Y10l GUUTTMLOTOL
£pLOpPodep KNG Ympiaong 1 aro@oAd®TIKNG deppatitidag. Eav antd to cupntduoto eLeavictony,
0o mpémet va axodovOnOel katdAinAn Oeparneio. H ovotekivovpdunn Oa npénel va dtokdnteTon €0V
VILAPYEL LITOVOLL AVTIOPUCTG GTO PAPLLKO.

Kartaotdoeig mov oyetiovran pe tov ADKo

"Exovv avapepbel Tepimtdoeig kaTooTdoemy mov oyetifovtal pe Tov Abko g acbeveig mov Erafav
Oepameio e OLGTEKIVOVUAUTT, CUUTEPIAALUPOVOLEVOD TOV SEPUATIKOD EPLONUATMOOVE ADKOV KOl TOV
oLVOPOLOL TPpocouolalov pe Avko. Edv eppavietouy PAaPeg, 101KA o€ TEPLOYEG TOL SEPUATOG TTOV
extifevtal otov A0 1| €Gv cuvodevovtal amd apBpaiyia, o acBevig Oa Tpémel va avalnToel auécmg
Tpikn Pondeta. Edv emPefoarmbel n dSidyvoon og katdotoong wov oyetiletat pe tov Abko, 1
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O0VGTEKIVOLUAUTN Ba TPEmeL Vo StaomTeTan Kot vo EeKva katdAAndn Oepaneio.

Ewwoi tinbucpoi

Hlaouévor (= 65 etwv)

Agv mapotnpfOnkay GUVOAIKEG SLOPOPEG OTNV ATOTEAEGLOTIKOTNTO 1] TNV AoPAAELD G€ acbevelg
nAikiog 65 eTdv Kot Ave mov EAaPav OVGTEKIVOLUAUTY), GE CUYKPLOT| LE VEOTEPOLS acbevelg og
KAMVIKEG LEAETEC OTIG EYKEKPIUEVEG EVOEIEELS, 06TOGO0 0 0p1BUOG TV acBevdv nhikiag 65 eTdv Kot
v dev NTaV ENOPKNG doTe va kabopiatel edv ot acbeveig avtol avtamokpivovTol SQOPETIKAE amd
TOVG vedTEPOLS 0oBevels. Adym TG LVYNAGTEPNG EMMTMONG AOUMEEWDY YEVIKE GTOV NAIKIOUEVO
TANBvoNO, N Bepaneio Tpémel va YiveTal pe TPOGOYT| GTOVE NATKIOUEVOUG.

45  AlMmiemdpaoceis pe GAha QUPRUKEVTIKG TPOTOVTA KoL GAAEG POPQOES aAInAeTidpaong
Z@®vto eUPorio OV TPETEL VAL YOPTYOLVTAL TAPUAANAC LE OVGTEKIVOVUAUTT).

H yopnynon {dvimv epPoriov (6nmg to eppoio BCG) o Bpéen mov ektébnkay in utero oty
OVGTEKIVOLLLAUTT OEV GLVIGTATOL Y10, &L UNVEG LETA TN YEVVIIon 1 £m¢ OTOV TO EMIMED TNG
OVGTEKIVOLUAUTNG GTOV 0pd TOV Bpépovg va eivat un aviyvevoiua (PA. mapaypdeovg 4.4 ko 4.6). Edv
VRLAPYEL CAPEG KAVIKO OPELOG Yl TO LELOVOLEVO BPEPOC, I xoprynon evog (dvtog epforiov pmopel
va gégtaletol vopitepa, e4v To enimeda TG OVGTEKIVOVUAUTNG 6TOV 0pd TOL BpEPoug givar 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 TOAVTOYPOVE PAPLOKEVTIKOV TPOIOVT®V 08 acBevels e wwploon
(cvumepAapfovoUEVOV TNG TAPAKETAUOANS, TNG LPOVTPOPATIVIG, TOV OKETVAOGAAIKVAIKOD 0EEOC, TNG
peteopuivng, g atopPactativng, e Aefobupol&ivig) otn EOPUAKOKIVITIKY TNG OVGTEKIVOVUAUTNG.
Agv vmp&av evoeifelg aAANAETIOPOOTG LE QVTA TO TAVTOYPOVO YOPTYOVUEVH PUPUOKEVTIKO
npoidvta. H Bdomn yio tnv avaivon oot ftav 6t tovAdyiotov 100 acBeveic (> 5% tov peletodpevon
mAnBvopov) ElaPav Bepomeia e TOVTOYPOVI YOPNYNOT CVTMV TOV PAPHOKEVTIKMY TPOIOVIWOV Yid.
TovAdyioTov 0 90% TNC TEP1OSOL peAETNG. H @apuakoKvTIKY TG OVGTEKIVOVUAUTNG OEV
EMNPEACTNKE Ao TNV TAVTOYpovT Yprion MTX, MEZA®, 6-peprantonovpivng, aladeionpiving Kot amd
GTOUATOG KOPTIKOGTEPOEWMV 0€ acbevelg pe yoplaoikn apbpitda, voco tov Crohn 1 ehikddn
KOALTIOO, 1 amd TV Tponyovevn EkBeon oe mapdyovieg avtl-TNFa, oe acBeveic e yoplacikn
apBpitda | voco tov Crohn 1 amd v tponyovuevn ékbeomn o€ Proroyikovg topdyovteg (OnA.,
napdyovteg avil-TNFa ko fedoMlovpdunn) oe acheveig pe eAkmorn KoAtida.

Ta amoteréopata piag peAétng in Vitro dev vTodekvOOVY TV AVAYKY Y10 TPOGUPLUOYEG TNG dOGNG 68
acBeveig mov Aappavovy tavtdypova vrootpdpata Tov CYP4A50 (PA. mapdypagpo 5.2).

Y& HEAETEG VIO TNV YOPLOGT), 1] AGPAAELN KO T) OTOTEAEGUATIKOTITA TG OVOTEKIVOLUAUTNG GE
GLVOLOCUO LE BVOGOKOTAGTOATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| pe pmTobepamneia, dev
&xovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n tavtdypovn yprion MTX dev pdvnke
va ennpedlel TNV AoPAAELD 1] TV OTOTEAECUATIKOTITO TIG OVGTEKIVOLUAUTNG. ZE LEAETEG Y100 TN VOGO
tov Crohn kot v eAk®0Omn KOALTION, 1) TOVLTOYPOV XPNOT OVOGOKOTUGTUATIKAOV 1 KOPTIKOGTEPOELODV
dev avnke vo, eTNPedlel TNV APAAELL ] TIV QITOTEAECUATIKOTITA TG OVOTEKIVOLUAUTNG (PA.
napdypago 4.4).

4.6 Tovipétnra, KOO Ko yorovyio
T'vvaikec og avomopaymykn nAKio

Ot yvvaikeg og avamopay®ykn nAkio 0o TPETEL v YPNCYLOTOIOVY OTOTEAECUATIKT OVTIGOAANYT
Katd tn ddpkela tng Bepoameiog Kot yio tovAdyiotov 15 gfdonddec petd ) Oepamneio.

Kinon
Agv vTapyovV ETOPKT OEOOUEVA GYETIKA LE TN YPTON TNG OVGTEKIVOVUAUTNG GE €YKDOVS. Meléteg og
o dev KaTédelEav Apeomn 1 ERUEST] TOEIKOTNTA GTNV KONOT), GTNV TPOUN EULPPLOKT/OWIUN
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guPpoakn avamtuén, 6TOV TOKETO 1 TN LETAYEVVNTIKT avamtuén (BA. Tapdypago 5.3). Qg
TPOANTTIKO PETPO, EIVOL TPOTIUNTED VO, ATOPEVYETOL 1] XPNON TNG OVGTEKIVOVUAUTTNG KOTA TNV KOT|ON).

H ovotekivoopdunn dtomepva Tov mAakovvTo Kot €L oviyvevbel atov 0po Bpeedv ta omoia
yevvhOnkav amod yovaikeg mov Eaafav Oepameio [Lle OVGTEKIVOLUAUTT KOTA TN didpKela TG kKonong. H
KAMVIKT EMIATOOT 0VTAG TNE TOPATHPNONG 08V ElvaLl YVOOTY, ®GTOCO 0 Kivouvog Aoipméng yia Bpéen
T omoio, ekTéONKay iN Utero oty ovotekvovudunn evééyetat va ivar avEnuévog Hetd tn yévvnon.

H yopnynon {dvimv epPoriov (6nmg to eppdio BCG) o Bpéen mov ektébnkay in utero oty
OVGTEKIVOLLLAUTT OEV GLVIGTATOL V1o, 6 Pveg PeTA TN YEvvnon N LExPLg GTov To EMimeda TNG
OVGTEKIVOVUAUTNG GTOV 0pO TOV Bpépovg va eivat un aviyvevotua (PA. mapaypdaeovg 4.4 kot 4.5). Edv
VILAPYEL GAPES KAVIKO OPEAOC Y10 TO HEPOVOLLEVO BPEPOc, 1) xop1ynon evog Lavtog epfoiriov pumopet
va e€etdletal vopitepa, eqv Ta ETITESQ TNG OVGTEKIVOLUAUTNG GTOV 0pO TOL BpEPoug gival un
oviveLGLA.

Oniacudg

ITeplopiopéva dedopéva amd t dnpooctevpuévn PipAtoypapio LTOSEKVOOVY OTL 1] OVCTEKIVOVUAUTN
EKKPIVETOL GTO OVOPAOTIVO UNTPIKO YEAN GE TOAD LKPEG TOGOTNTEG. AEV EIVaL YVOGTO v M
OVOTEKIVOV LA ATOPPOPATOL GUCTNLOTIKA LETA TNV KATATOGN. AOY® TOV EVOEYOLEVOD
OVETIOOUNTOV AVTIOPAGE®V OO TV OVOTEKIVOLUAUTY o€ Ppéepn mov OnAalovv, Tpénel va
amogoototel av Oo dtaxomel 0 ONhacuodg katd T didpketa tng Bepomeiog Kot Eog 15 efdopddec petd
™ Bepameio 1 av Oa dwakomnel 1) Ogpomeia e TV ovoTEKIVOLLAUTT, AopPAvOVTOG VTOYT TO OPELOG
oV ONAacpol Yo To Toudl Kot To O6PEAOG TG Bepameing [le OVGTEKIVOVLALTN Y10 TN YUVOIKCL.

Tovipdétta
H enidpaon g ovotekivoupaunng otnv avipdmivn yovipodtnta dev €xet a&ohoyndet (PA.
napdypago 5.3).

4.7 Emopacelg 6Tnv tKavOTITO 001]YN61S KUl XEIPIGHOD Uy OVIHLATOV

H ovotekivoupdunn dev éxet kopio 1 €L aGNUAVTT EXIOPOOT) OTIV IKAVOTNTA 031 YNONG Kot
YEPLGUOD UNYOVILATOV.

4.8  AvemOounteg evépyeleg

2HVOWN TOL TPOOIA ACOAAELOC

O o ovyvég avemBounteg evépyeteg (> 5%) oTig eAeyOUEVES TEPLOSOVS TOV KAVIKOV UEAETOV TG
yopiaong, e yoplacikig apbpitidag, g vocov tov Crohn kot g EAKDOO0VE KOMTIOOG G€ EVIAIKES
LLE TNV OVGTEKIVOVUAUTT HTOV PVOQapLYYiTIda Kot KeaAaAdyio. Ol mepIoGOTEPEG ATO OVTEG
BewpnOnkav Nmieg kot dev eméParav T drakonn g Bepaneiog g pedéngc. H mo coPapn
avemountn evépyela Tov Exel avapepOel ylo TV 0VGTEKIVOLUAUTY ival GoPapég avTIdpacELg
vrepevartsneiog copmeptrapfavouévng g avaeviatiog (BA. Tapdypapo 4.4). To cuvolikd Tpopii
acaAelag oy Tapouoto Yo acbevelg pe yopiaon, yopracikn apbpitida, voco tov Crohn kot
EAKMON KOAITIOA.

Katdioyog avembountwv evepyeidv o mivaika

Ta dedopéva aoPAAELNG TTOL TEPLYPAPOVTOL TAPUKAT® ovTiKatonTpilovy TV £kBeom evAikwv otV
ovoteKvovpaunn oe 14 pedéteg pdong 2 kot edong 3 oe 6.709 acOeveic (4.135 pe yopioon kaunm
yoplacikn apbpitida, 1.749 pe voco tov Crohn ko 825 acbeveig pe eAkmon koAitida). Avtd
ePLOUPAvouY EKOECT) OTIV OVGTEKIVOUUAUTY OTLG EAEYYOUEVES KOl U] EAEYYOUEVEG TEPLOOVS TV
KAMVIK®V LEAETOV Y100 TOVAGIoTOV 6 pnvec 1 1 €to¢ (4.577 ko 3.253 acBevels, avtiotoiymg, pe
yopiaon, yoploctkn apbpitida, voso tov Crohn 1 EAkddn KoAiTida) Kot EkBeoT Y10, TOVAGYIoTOV
41 5 ¢ (1.482 ko 838 aobeveig pe yopioon, aviiotoiywe).

O IMivakag 2 Tapéyel Evov KOTAAOYO TOV aVETIOOUNTOV EVEPYELDY OO KAIVIKEG LEAETES Y10 TNV
yopiaon, TV yoplootkn apbpitda, ™ voéco tov Crohn kot v ehk®dn KoAiTdo 68 eviAKeS, KAODC
eMioNG KO AVETIOOUNTEG EVEPYELEC TOL avVaPEPON KAV atd TNV gpumelpio Letd TNV KukAogopia. Ot
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avemBounteg evépyeteg tagvopovvrol katd v Karnyopio Opydvov ZuoTiHatog Kot T GuyvoTnTa
EUPAVIONG, YPNOYOTOLOVTOS TNV akOAovON cuvOnkm: [ToAd cuyvég (= 1/10), Zuyvég (= 1/100 éwg

< 1/10), Oy ovyvéc (= 1/1.000 émg < 1/100), Zndvieg (= 1/10.000 £wc < 1/1.000), [ToAd crdvieg

(< 1/10.000), pn yvootég (dev pmopodv va ektyunbovv pe Baon ta dabéciua dedopéva). Eviog kabe
Katnyopiog cuyvoTnTag ERPAVIONG, Ot avemBountes evépyeteg mapatifeviol Katd ehivovca celpd
coPapotntag.

Mivakog 2: Katdloyog TV avemBounTov EVEPYELOV

Kamyopio/Opyaviko XoyvotnTa ep@aviong: AvemOovuntn evépyeia
206TNUO

AoOEEIC KOl TOPACITOCELS  ZVYVEG: AOTUOEN TNG OVATEPTG AVATVEVGTIKNG 0000,
PVOPAPLYYITION, TOPOPPLIVOKOATITION
Oy ovyvég: Kuttapitida, odovrikég Aodéets, £pmng Lowotnpag,
Aolp®EN TOV KATATEPOL AVATVELCTIKOD, 10YEVIC AOTLMEN TOV
AVAOTEPOL OVATVEVGTIKOD, 0OOIOKOATIKT] LUK TIOGT

Awtapayég avosomomrtikod Oyt ouyvég: Avtidpdoelg vepevaictnociog (coprmeptiopfavopévov
GUOTNHHOTOG eEavOnuoatoc, kvidmong)
Ymévieg: ZoPapéc avtidpdoelg vrepgvoicinciog
(cvumeptiapfavopévov avaeuAasiog, oyyEl00dMLTOC)

Yoylatpikég dratapayég Oy ovyvés: Kotabiwym
Alotapoy€g ToV veupikon Yoyvéc: ZAahn, Kepalodyia
GUOTNHOTOG Oy ovyvéc: Tlapdivon tpocdmov

AvomvevuoTikéc, OmpaKikég YuyvéG: ZTOUATOPAPVYYIKO GAyog

SloTapayEs Kot SloTapayEs Oy ovyvéc: Prvikr supeopnon

pecobwpakiov Yraviec: Kuyelditido aAlepyikn, NOCIVIQIAIKT TVELULOVIH
[ToAd omdvieg: Opyavoduevn Tvevpovio®

loaotpevtepikés dotapoyss  Zuyvég: Aldppota, vouTtia, ELETOG

AwTopoay€g TOL SEPHOTOG Yuyvéc: Kvnopdg

K01 TOV VTOJOPIOV 16TOV Oy ovuyvég: DAVKTOVOING YOPIaoN, AmOPOAId®OT) EPUATOS, OKUN
Yraviec: AToQoAMOMTIKY deppatiTidn, ayyeutida amd
vrepevacncio
[ToAb omdvieg: [oppolvyddeg TEPPLYOELDES, dEPUATIKOS
£PLONUOTOING ADKOG

AwTopayég Tov Yuyvég: [1ovog og paym, poaiyia, apBpadyio
poookeleTikov cvotiuatog  [loAd omdvieg: Zvvopopo mpocopotdlov pe Avko
KOl TOV GUVOETIKOV 1GTOV

Ievikég Srotapayéc Kot Yuyvég: Konwon, epunua ot 0éon Eveong, dAyog ot 0éon éveong
KOTOOTACELG 0T BEom Oy ovyvég: Avtidpdaoelg otn Béon éveong (ovumepthapfavopuévey
Xop1YNoNG NG OLLOPPaAYiOG, CLATOUATOS, CKATPVVOTS, O10YKMONG Kot

Kvnouov), eEachévnon

* B mopdypa@o 4.4, Z0GTNHOTIKES KOl OVOTVEVGTIKEG OVTIOPAGELS VITEpEvacOnGiog.

Teprypaon emreyuévav ovem@duntwv EVEPYELHV

Aowoéeig

2116 ELEYYOUEVES LIE EIKOVIKO QAPHOKO LEAETES o acbevelg e woplaon, yoplooikn apbpitida, voco
tov Crohn kot EAkdON KOAITION, TA TOGOGTH AOIUDEEWDV 1| GOPAPOY AOUDEEDV TAV TOPOLOL
petaéd Tov acfevav mov AduPovay 0VGTEKIVOV AU Kol EKEvmV Tov AduBovay EIKOVIKO GApUaKO.
2V eAeyYOUEVT LLE EIKOVIKO (PAPLOKO TEPIOO0 AVTMOV TOV KAVIKOV HEAETOV, TO TOGOOTO AOUDEEDV
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ntav 1,36 avd avOpomoétog Topakoiovdnong yio Tovg acbeveic mov Adpfovay ovGTEKIVOV AT Kot
1,34 y1o toug acBeveic mov Adpupavay guKoviko edpuaro. Xofapég Aouméels eppaviotnKay o
1060070 0,03 avd avlpmmoétog Tapakorovdnong yia Tovg acbevei mov AauPavoy 0VGTEKIVOLUAUTN
(30 coPapéc roypuméeig og 930 avbpaomoé mtapakorovdnong) kat 0,03 yio Tovg acbeveic Tov
Adupavav gucoviko edpuaxo (15 cofapéc Aouaéelg og 434 avBpomoétn mapoakorovnong) (BA.
napdypoago 4.4).

211¢ EleyyOUEVES Kat [T EAEYYOUEVEG TTEPLOOOVG TMV KAVIKAOV LEAETMOV Y10 TNV YopiooT, TV
yoplooikn apbpitida, tn véso tov Crohn Kot TNV EAKOON KOAMTIOO, TOV AVTITPOCOTEVOVY

11.581 avOpwmoit ékbeomng oe 6.709 acbeveig, n dudpeon didpketa Topakorovdneng rav 1,0 étog,
1,1 ¢ yio TIg HEAETEG Y10 TV YOPAGIKT VOG0, 0,6 £ Yo Tig peAéteg Yo T voco tov Crohn kot

1,0 étoc 11 115 perétes yo v eAkddn koAitda. To mocootd AodEemv nrav 0,91 avd avBpwmoétog
TapaKolovONoNg Yo Tovg acBeveic TOLV AQUPAVOY OVGTEKIVOVUAUTY KOl TO TOGOGTO GOPapmv
roméewv frav 0,02 avd avBpomoétog Tapakoiovdnong yia Tovg acbeveig Tov Aaufavoy
ovotekvoupdpunn (199 coPfapég Aopméeis oe 11.581 avBpwmoét mapakorovdnong) kot ot coPopés
AOLUOEELS TOV avaPEPONKAY TEPLEAGPOVOY TVELLLOVIO, ATOCTNN TOL TPOKTOV, KVTTUPITION,
EKKOATONOTITION, YOOTPEVTEPITION KOt 10YEVELG AOTUDEELG.

e KMvikég peréres, aobevelg pe AavBdvovoa pupatioon mov TapdAinia Aapupavay aymyn pe
oovialion dev avéntuEay eupatioon.

Kokonfeieg
2NV eAeyyOUEVT LE EIKOVIKO PAPUOKO TTEPIOS0 TV KAVIK®V LEAETMV € acbevelg e yopiaon,

yoplaotkn apbpitida, voco tov Crohn kot EAk®dOT KoAiTIdN, N ENINTOON KakonOeldv, eEapoduevon
TOV 1 HEAOVOKVTTAPIKOD KOPKivov Tov déppatog, ntav 0,11 avé 100 avBpwroétn mapakorobbnong
Y Tovg acBeveig mov AdpPavay ovotekvovpdpumnn (1 acbevig og 929 avBpwmnoétn Tapakorovdnong)
oe ovykpion pe 0,23 yuo Tovg acBeveilg mov AduPavay eikovikd edppako (1 acBevig oe

434 avBpomoét Tapakorovdnong). H exintwon tov un pHeAavokuTTapikod KapKivov Tov 0EPUATOG
ntav 0,43 avé 100 avBponoétn Tapakoiovdnong yio Tovg acbeveig mov Adpfovoy oOVGTEKIVOLUANT
(4 aoBeveic og 929 avOpwmoétn TapakolovBnong) oe cvykpion pe 0,46 yia Tovg acbeveig mov
Adpupavay gioviko edpuaxo (2 acbeveig oe 433 avOpwomoétn mapakorovdnong).

2116 eEeyYOUEVES Kat [T EAEYYOUEVESG TTEPLOOOVG TMV KAVIKADV HUEAETAOV Y10 TNV YopiooT, TV
yoplaotkn apbpitida, tn vdéso tov Crohn Kot TV EAKOIN KOAMTION, TOV AVTITPOCOTEVOVV

11.561 avOpwmoét ékbeomg oe 6.709 acbeveig, n dudpeon didpketa Topakorovdneng tav 1,0 étog,
1,1 ém ywo T1g HeEAETEG Y100 TV YOPLACIKT VOG0, 0,6 £t yia Tig peAéteg yo T voco tov Crohn kot

1,0 £10¢ 1o T1g HEAETEC Y10, TNV EAKDON KOAITION. AvapépOnkay kakonbeies, e£a1povuévon Tov un
UEAQVOKDTTAPIKOV KAPKIVOL TOL d€ppatoc, o 62 acbeveic og 11.561 avOpomoi mapakorovdnong
(emintwon 0,54 ava 100 avBpomoétn napakorlohnong yia tovg acbeveic mov Elafov
ovotekvoopdunn). H enintoon kakonBeidv mov avapépbnke otovg acbeveig mov Erafav
OVGTEKIVOLLLAUTN TOV GLYKPICIUN LE TNV EMATMOGN TOV AVOUUEVETOL GTO YEVIKO TANBLoUO
(mpotvnopévo mriko enintwong 0,93 [didotnua gumietocvvng 95%: 0,71, 1,20], TpocaploGpHEVO i
Vv NAKia, To @OAO Kat T eVAR). Ot mo cvyva TapatnpodeveS Kakon0gtes, e&opovpévon Tov un
UEAVOKVTTAPIKOD KOPKIVOV TOL dEPUATOC, TAV KAPKIVOG TOV TPOSTATY, 0pBOKOMKOS KAPKIVOG,
UEAGVOUO Kot KapKivog Tov paotol. H enintmon tov un pelovokuttapikod Kapkivov Tov dEPHOTOC
ntav 0,49 avé 100 avBpomoétn Tapakorovdnong yio Toug acbeveig mov EAaoV OVGTEKIVOLUAUTT
(56 acbeveic og 11.545 avOpwmoétn Tapakorovdnonc). H avaloyio tov acbevdv pe factkokuttopikd
évavtt akaviokutTapikoy kapkivov Tov dépuatog (3:1) eival cuykpiotun LE TNV ovoueEVOUEVT
avaloyio 6to yevikd mAnbuopd (PA. mapdypogo 4.4).

Avtidpdoelg vrepevarcneciog

Kotd ™ dibpkelo Tov ELeyYOUEVOV TEPIOOWDV TOV KAIVIKDY HEAETMV Y1d TV Yopioon Kot TNV
YOPLoIKn apBpitida TG OVGTEKIVOVHAUTNG, TapatnpiOnKay eEavinpua kot kvidmon, To kabéva o
10606710 < 1% 10V acbevav (BA. Tapdypoago 4.4).

Hodrorpiicdc minBuopog
THaudrozpiroi aoBevels niikiog 6 etV Kol AVo UE YWPLOoH KOTA TAGKOS
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H acpdAeia tng ovotekvooudunng £yt peketndei o dvo eaong 3 peréteg o TadLOTPIKOLG acbeveig
pe pétpla €og coPapn vopioon kotd tAdkag. H tpmtn peiétn de&niybn o 110 acbeveig 12-17 etmv
7ov EhaPav Oepameia yia didotnuo Emg 60 gfdonddec kot n devTePN UeAéTn d1eEnyOn o€ 44 acbeveig 6
¢wg 11 etddv mov éhafav Bepameia yio dStdotnua £0¢ 56 efSoUAdES. Xe YEVIKEG YPOUUES, OL
avemBounTeg evEPYELES TOV avOQEPONKAY GE AVTEC TIG 0V0 HEAETEC e OEGOUEV Y10 TV OCPAAELD £C
1 £tovg TOV TOPOLOLEG LLE EKEIVEG TTOV TOPATNPHONKOV GE TPONYOVUEVEC LEAETEG OE EVIMKEG LE
yopioaon Katd TAGKoC.

Avopopd mBavoloyovuevav avemfOunTov vepyElOV

H avaeopd mBovoroyodpevov avemBountov vepyeimv HETA amd T Xop1ynon ddeag KukAopopiag
TOV QUPUAKELTIKOD TPoidVTOg eivan onpavtiky. Emitpénet  cvveyn mapakorobnon g oxéong
0PELOVC-KIVOUVOL TOV PAPULOKEVTIKOD TPOTOVTOG. Znteitan amd Tovg enayyehpatieg vyeiog va
avaPEPOVY OTOLEGONTOTE MHOVOLOYOVUEVES AVETIBOUNTES EVEPYELEG LEGD TOV EBVIKOD GUGTHLLOTOG
ovapopdg tov avaypdeetor oto [Hapdptnua V.

49 Ymepoocoroyia

e KAMvikég peréteg yopnynonkav evoopiefing epanal dooeig uéypt 6 mg/kg yopic va meploptotei n
3001 MOY® TOEIKOTNTOC. L€ MEPITTMOT VIEPIOGOAOYINS, GLVIGTATOL 1] TAPAKOAOVON O™ TOV 050gVODC
Yo TUYOV onueio 1 CLUTTOUATO AVETIOOUNTOV EVEPYELDOY KAONDC Kol 1] AUEST EVOPEN KOTAAANANG
CUUTTOUOTIKNAG Oepomeiog.

5. DOAPMAKOAOTI'TIKEX IAIOTHTEX

51 ®@oppokodovapikE 1010TNTES

Ddoppokobepamentikn Katnyopio: AVOGOKATAGTUATIKG, OVAGTOAELS vTepAevkivng, kwdikdg ATC:
LO4ACO5.

To Pyzchiva givat Bro-opogidég pappokevticd npoiov. Aentouepeic minpogopicg eivar drabéoipeg
oTov diktvako tomo Tov Evpomaikod Opyaviopod @apudkov: http://www.ema.europa.eu.

Mnyaviopog dpdong

H ovotekivovpdumn eivat éva mAnpmg avbpodnivo povokiwviko IgGlk avticopa mov cuvoéetat pe
€101KOTNTA LE TNV KOWT TPOTEIVIKT LITopovada p40 Tov avOpdOTIVEOV KUTTOPOKIVAV LVTEPAEVLKIV
(IL)-12 kot IL-23. H ovotektvovpaunn avaotéAiel m Brodpactikdtnta tov avipodniveyv IL-12 kat
IL-23 epmodilovrag v p40 vao cuvdebel pe tov Tpmteivikd vmodoyéa IL-12RP1 mov exppdletal otnv
EMPAVELL TOV 0vocokLTTAP®VY. H ovotekivoupdunn dev pumopei va cuvdedel pe tv IL-12 1§ v IL-23
mov gival 101 cLVOESEUEVES e EMPAVELOKOVS KLTTOPLKOVS VIodoyeig IL-12RB1. Xvvendc,
OVGTEKIVOLULAUTN OEV gival TOOVO VO GUVEIGPEPEL GTI LECOANPOVUEVT ATTO AVTICMUATO 1] OO TO
CUUTAN POUO KUTTAPOTOEIKOTNTO TV KVTTAP®V pe Tovg vrodoyeig IL-12 ko [L-23. Ot IL-12 kon
IL-23 etvar etepodipepeic KLTTOPOKIVES TOV EKKPIVOVTOL GO TOL EVEPYOTOUEVOL
OVTLYOVOTOPOVGLOGTIKA KOTTOP, OTTMG T LOKPOQAYO Kot Ta devopitikd kvtTapa. Kat ot dvo
KuTTOPOKiveg Aapupdvouv pépog otic avocoroyikég Aettovpyieg. H IL-12 dieyeipel ta kdtropa
ovokoig eoveig (NK) kot tpombei t dapopornoinon twv CD4+ T kuttdpmv Tpog T0 GUVOTLTTO TOV
BonOntikadv kuttapwv T 1 (Thl), n IL-23 endyel v 006 TV fondntikedv kuttdpov T 17 (Thl7).
Qo61660, N U voloroyikn pvduion tov IL-12 kot IL-23 €yel cuoyetiotel pe avoco-
dopecorofoopeveg achéveleg, OTmG 1 yopiaon, 1 yoplacikn apdpitida, 1 vécog tov Crohn kot m
EAKDONG KOATION.

Me 1t 6vvdeon otny ko vrooudda p40 g IL-12 ko g IL-23, 1 ovetekivovpaunn puropei va
OOKNOEL TIG KAVIKEG TNG EMOPACELS TNV YOpPiaon, 6Ty yoplaciky apbpitida, tn voco tov Crohn
KoL TNV EAKOST KOAMTIO0 PESH TNG SLOUKOTNE TV 000V TV GYETILOUEVOV UE TIG KuTTapokivee tov Thl
kot Th17 xuttdpov, ot omoieg dtadpapotilovy Kevipikd poro oty maboloyio avTOV TV Voo udtov.

21ovg acBevelg e vooo tov Crohn, 1 Bepameio Le OVGTEKIVOVUAUTN 01 YNOE GE UEIDOT TV JEIKTOV
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g PAEYUOVNG, cvumepiAapfavouévng g C-avidpacag tpwteivig (CRP) kot tng kaAmpotektivig
KOTPAV®V, 0T JEPKELD TNG PACTG EMAYWOYNS, TOV OTH GLVEYELX dratnpnOnie ko’ OAn T didpKeln
g edong cvvinpnone. H CRP a&lohoynOnke katd v didpketo TG LEAETNG EMEKTAGTC KOl OL
UEUDGELS TOV TOpUTNPNONKAY KATA TNV S1APKELN TG CLVTIPNONG YEVIKA dlaTtnpnOnKay g TV
epdopdoa 252.

e aoBeveic pe eAkddn KoAlTda, 1 Bepameia e OVGTEKIVOLUAUTT 001 YNCE GE LelmoT TV SEIKTMV
g PAgypovnG cvpumeptiapPovopévng e CRP kot g KOATPOTEKTIVIIG KOTPAVAOV KOTA TNV SldpKeELn
g PaoNg ETaymyNS, n onoia Statnpndnke e OAN T SLApKELD TG PACNS GLVTINPNGONG Kot TNG HEAETNG
emékTaong £og v efdoudoa 200.

Avoconoinon
Koatd ™ dibpkela e pakpoypdviog enéktaons g Meréng Yopiaong 2 (PHOENIX 2), ot evijiikeg

acBeveic mov Ehafav Oepameio Pe OLOTEKIVOVUAUTT Y10 TOVAGYIGTOV 3,5 ¥POVIK TAPOLGINCAV
TOPOLLOLEG OVTIOMHATIKEG OTAVTNOEL; TOGO GTO TOALCAKYUPLOKO EUPOAMO Y10 TOV TVEVLLOVIOKOKKO
000 Kol 6TO EUPOALO YL TOV TETAVO OTMG 1) OLLAdA ELEYYOV AoOEVDV e YwpiaoT mov dev EAafe
ovotnuotikd Bepamneia. [Tapopoto avaroyia evnMk®v acBevdy eLEAVIGE TPOGTUTEVTIKY EMITESN
AVTICOUAT®OV KATH TOV TVELHOVIOKOKKOL KOl TOV TETAVOL KOl OL TITAOL AVTICOUATOV HTOV TepOUOL0L
UETAED TV 000EV®Y OV EAOPAV OVOTEKIVOVUAUTY KOl TV ac0evidy oty opdda eAEyyov.

Khvikn amoteAeopatikdTnro,

Yopioon katd midkag (Eviiikec)

H ac@dieia kot amoTeAeGROTIKOTNTA TN OVGTEKIVOLUAUTNG a&todoynOnke o 1.996 acbeveig ot
miaicio 600 TVXUOTONUEVY, OUTAG TVQADV, EAEYXOLEVMV LLE EIKOVIKO GAPUOKO HEAETMV Gt acOeveic
Le pétpla g soPap ywpiaon Kotd TAdKaS, ot 0oiot fjTay VoYM PLoL Yo poTodepameio N
ovotnuotiky Bepaneia. Emmpocheta, pio tuyoiomompévn, LOVOTAELPO TUPAY|, EVEPYDG EAEYXOUEV
UEAETT] GUVEKPIVE TNV OVGTEKIVOVUAUTT LE TNV ETAVEPCENTN o€ acbeveic pe pétpla £mc coPfopn
Yyoploon Katd TAAKG Tov deV X0V KOVOTOTIKN avTamoKpilor, lyav dvcavetio 1| avtévoelén otnv
Kvukhoomopivn, Tnv MTX 1 v PUVA.

>m Merém Yopiaong 1 (PHOENIX 1) a&iohoynOnkav 766 acbeveic. To 53% tov acBevaov avtmv
gite dgv avtamokpivovtay, eite NTAV SUGAVEKTIKOL, 1] Elyov avtévielln oe GALEG CLOTILOTIKESG
Oepamneieg. O acBeveig mov Tvyaomombnkav o ovotekvovudunn Elapav d6celg twv 45 mg 1 90 mg
otig Efoopadeg 0 xar 4 akorovBovpeveg amod tnv idio d6om kabe 12 gfdopdadec. Ot acbeveig mov
TuyoomomOnkav vo Aappavovv gikovikd eappako otig EBoopnddes 0 ko 4 dhlatav oe Aym
ovotekvovpaunng (eite 45 mg eite 90 mg) otic EPdouddeg 12 kan 16 axorovBovpeveg amd Aqyn
doomg kabe 12 efdoudoeg. Ot acheveic mov giyav apyikd TuyooTomOEl 6& OVGTEKIVOLUAUT KoL
mwéTuyov avtamokpion tov Agiktr Extaong kot Bapotntag Yopiaong (Psoriasis Area and Severity
Index, PASI) 75 (Bertimon tov PASI tovAhdyiotov Kotd 75% ce GYECN HE TNV Py TLUN) Kol OTIC
dvo EBdoudoeg 28 kat 40, emava-tuyalomomOnkay otn ANy Tng OVGTEKIVOLUAUTNG KAOe 12
gBdopddeg N TOL EIKOVIKOD QOPUAKOL (dNA. amdcVpon TG aywyng). AcBeveig mov emava-
TuyoomomOnKav oe eIKoviko eappoko otnv Efdopdda 40 Eekivnoay ek vEOL TV OVGTEKIVOLULALUTN
LLE TO PYLKO SOGOAOYIKO GO OTOV EUPAVIGOY Lelwon Katd TovAdyiotov 50% ot Bedtimon tov
PASI mov napovoiacav oty ERdoudada 40. Olot o1 acOeveig tay vo mapakorobOnon yio péyieto
dtotna 76 EOOUAO®V UETE TNV TPDTY YOPNYNON AYOYNG OTI HEAETT.

¥t Meriém Yopioaong 2 (PHOENIX 2) a&oroyninkav 1.230 acbeveic. To 61% twv acbevdv avtdv
gite dgv avramokpivovtay, €ite NTAV SVGAVEKTIKOL, 1} Eiyov avtévOelln e GALEG GLGTILOTIKEG
Oepaneieg. O1 aobeveig mov TuyooTOMONKAY 5TV ovoTEKIVOLUAuTT EAaPay dooelg TV 45 mg 1

90 mg otic EBoopddeg 0 kot 4 axorovBoOuevES amd Lo GLUTANPOUOTIKTY d00T 6e 16 gfdopadeg. Ot
acBeveic mov TuyotomomOnkay 6To elkovikd appako otig Efdopndadec 0 ka4 aAla&av og Aqym
ovoteKvoupdunng (eite 45 mg eite 90 mg) otig ERdopddeg 12 kar 16. Olot o1 acbeveig tav vtod
mopakoAovOnon yio LEyloto Stdotnua 52 fSOUAd®V HETE TNV TPMTN XOPTYNON UY®YNG OTN LEAETT.

H Merét Yopioong 3 (ACCEPT) a&ioldynce 903 acbeveig pe pétpa émg cofapn yopiacn mov dgv
aVTOmOKPIONKAY IKOVOTOTIKA, elyav dvoavetia 1 avtévoelln oe AALEC cuoTNUOTIKEG Oepameieg,
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OULYKPIVOVTOG TNV OTOTEAEGLATIKOTITA TIG OVGTEKIVOVUAUTNG LLE TNG ETAVEPGEMTNG Kot AEOAOYDVTOG
TNV 0CQAAELN TNG OVGTEKIVOLUAUTNG Kot TNG eTavepcéntng. Katd t didpkela tov 12 efdopddmv g
QACNG EVEPYOL EAEYYOL TNG LEAETNC, O1 0oBeveig TuyaomomOnKkay dote Vo AGBouv eTovePGETTN

(50 mg 6v0 popég v efdopdda), ovotekvovudunn 45 mg tic EBSopnddeg 0 ko 4, 1
ovotekvoopdaunn 90 mg tic EBSopddeg 0 ko 4.

Ta yapoaktnplotikd ¢ 0c0évelog Katd v Evapén TovV LEAET®V TOPOVCIUGAY YEVIKE GLUVOYT GE OAEG
T1g opadeg Bepameiog otic Meléteg Yopiaong 1 kai 2 pe pia didpeon apyikn Pabuoroyio tov deiktn
PASI an6 17 éwg 18, didpeon apywn tiun Emedveiog Xopatog (Body Surface Area, BSA) > 20 kot
Stakvpaven tov dtdpecsov Agppatoroyikov Agiktn Ilowdtnrtag Zong (Dermatology Life Quality Index,
DLQI) an6 10 éwc 12. Katd mpocéyyion to éva tpito (Melétn Ywpiaong 1) kot To éva té€tapto
(Merétn Yopilaong 2) tov acBevov eiyav Yoplacikn Apbpitda (PsA). [lapopowa Bapdnra g
vooov damotdbnke kot ot Meiétn Ympioonc 3.

To mpwtevov KOTOANKTIKO OTMUElo OTIG PEAETEG QVTEG NTOV 1 avahoyia acBevdv mov TéTvyay
avtamokpion Tov dgiktn PASI 75 amd v évapén émog v EBdopdda 12 (BA. TTivaxeg 3 ko 4).

Mivaxog 3: Iepidnyn T KMvikig avtamokpiong oty Merhétny Yopiaong 1 (PHOENIX 1) kot
ot Meriétny Yopioong 2 (PHOENIX 2)

EBdoudda 12 EBooudda 28
2 d6o¢1g (EPoopada 0 ko EBdoudda 4) | 3 d6ceig (Epdoundada 0,
EBdopada 4 xon
EBdoudoda 16)
Ewoviko 45 mg 90 mg 45 mg 90 mg
QAPUAKO

Merétn Yopioong 1

ApBpoc Tuyoomomuéveoy 255 255 256 250 243

acbevav

ApBuog avtomokpiong PAST | 26 (10%) | 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)

50 (%)

ApBudg avtomokpiong PASI 8 (3%) 171 (67%)* | 170 (66%)“ | 178 (71%) | 191 (79%)

75 (%)

Ap1Opog avtomdkpiong PASIT 5 (2%) 106 (42%)* | 94 (37%)* | 123 (49%) | 135 (56%)

90 (%)

Ap1Opog PGAP ywpic 1 pe 10 (4%) 151 (59%)* | 156 (61%)* | 146 (58%) | 160 (66%)

gMdytotn vooco (%)

ApBudc acbevarv < 100 kg 166 168 164 164 153
Ap1Buo6g avtamoKpiong 6 (4%) 124 (74%) 107 (65%) | 130 (79%) | 124 (81%)
PASI 75 (%)

ApBuoc achevav > 100 kg 89 87 92 86 90
Ap1Ouog avtamdkpiong 2 (2%) 47 (54%) 63 (68%) 48 (56%) | 67 (74%)
PASI 75 (%)

Melrétn Yopiaong 2

Ap1Oudg tuyotomomuévoy 410 409 411 397 400

acBevav

Ap1Opog avtamokpiong PASI | 41 (10%) | 342 (84%)* | 367 (89%)* | 369 (93%) | 380 (95%)

50 (%)

Ap1Buog avramokpiong PASI | 15 (4%) 273 (67%)“ | 311 (76%)“ | 276 (70%) | 314 (79%)

75 (%)

ApBpog avtandkpiong PASI 3 (1%) 173 (42%)* | 209 (51%)* | 178 (45%) | 217 (54%)

90 (%)

ApBpoc PGAP yopic 1 pe 18(4%) 277 (68%)“ | 300 (73%)“ | 241 (61%) | 279 (70%)

gAdyiot vooco (%)

ApBudg acbevarv < 100 kg 290 297 289 287 280
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Ap1Bpog avtamdkpiong 12 (4%) 218 (73%) 225 (78%) | 217 (76%) | 226 (81%)
PASI 75 (%)

ApOuédg achevav > 100 kg 120 112 121 110 119
ApOpdg avTomdKplong 3 (3%) 55 (49%) 86 (71%) 59 (54%) | 88 (74%)
PASI 75 (%)

p < 0,001 ywr v ovotekvooudunn 45 mg 1 90 mg ce GVYKPION LE TO EIKOVIKO GAPLOKO

P pcAa= Svvohkn Extiunon latpov (Physician Global Assessment)

Mivakag 4: HMepiinyn g Khvikig avtandkpiong v Efoopdda 12 oty Merétn Yopioong 3

(ACCEPT)
Merétny Yopioong 3
Etavepoéntn Ovotekivoopdunn 2 docetg (Efdopdda
24 docelg 0 xon EBdopdda 4)
(50 mg 800 popég v 45 mg 90 mg

gBdopadn)
Ap1Budg Tuyotomomuévov 347 209 347
actevav
ApBudg avtomoxpiong PASI 286 (82%) 181 (87%) 320 (92%)"

50 (%)

Ap1Buog avtamodkpiong PASI
75 (%)

197 (57%)

141 (67%)"

256 (74%)"

Ap1Buog avtamodkpiong PASI
90 (%)

80 (23%)

76 (36%)"

155 (45%)°

Ap1Buog PGA yopicn ne
grdyrotn vooo (%)

170 (49%)

136 (65%)°

245 (71%)"

ApBuog acbevov < 100 kg 251 151 244
Ap1Opo¢ ovTamoOKpLong
PASI 75 (%) 154 (61%) 109 (72%) 189 (77%)
Ap1Buog achevav > 100 kg 96 58 103
Ap1Buds avtamdkplong
PASI 75 (%) 43 (45%) 32 (55%) 67 (65%)

p < 0,001 yur v ovotekvoopdumn 45 mg 13 90 mg o€ GVYKpIoN UE TNV ETAVEPGENTY.
p = 0,012 ywr v ovotekvouauTn 45 mg 6€ GUYKPION LE TNV ETOVEPGETTT.

X Melét Yopiaong 1 n cuvtipnon tov PASI 75 ftav onUavTikd avotepn LLE CLUVEYN AY®OYN O
oLYKPLON HE TNV amocvpon ¢ aywyng (P < 0,001). IMapdpoia amoteréoparto, mapotnpionkKay pe
Kk@0e 60om Tng ovatektvovudpumng. 1o 1 érog (ERdopada 52), to 89% TtV emava-tuyoionompuéveoy
acBevov 6e aywyn cvvtnpnong tapovcioocav avtondkpion PASI 75 ce cuykpion pe 10 63% twv
EMOVA-TLUYOLOTOMUEVOVY 0G0EVDV € EIKOVIKO papuako (amdovpon aywyng) (p < 0,001). Ztovg 18
puniveg (EBdoudda 76), to 84% TmV EXOVO-TUYOLOTOINUEVOV AGHEVOV GE ay®mYN GUVTHPNONG
napovciacav avtandkpion PASI 75 ce clhykpion pe to 19% tov enova-tuxoomompévey achevay o
gKovIKO pdppoko (amdovpon aywync). Xta 3 £t (ERSoudda 148), 1o 82% twv enava-
TUYOLOTOMUEVOV aGOEVDV € aywyn cuvTnpnong Tapovciocav avtarokpion PASI 75. Eta 5 ypovia
(EBoopéda 244), to 80% tmv acbevav mov enavatvyoonomdnkay o Bgpameio cuvinpnong
nmapovciacav avtardokpion PASI 75.

Y& EMOVA-TLYOOTOMUEVOVG 0G0EVEIG o€ EIKOVIKO PAPLOKO, 01 0TToiol EEKIVIGAY €K VEOL TNV OPYIKY
BepamenTikn oywyn He ovotekvovudunn petd ond peimon > 50% g Peitioong tov PASI, 1o 85%
gnovékoe Vv avtamokpion PASI 75 péoa og 12 fdouddeg petd v emavévapén g Oepaneiog.

2 Merém Yopiaong 1, tv EBSopdda 2 kot tnv EBdopndda 12, onuetddnikoy onuovticd
peyaAvtepec Pertidoelg amd v Evapén otov DLQI o€ kb opdda Bepameiog pe 0VGTEKIVOLLLAUT
0€ GVYKPION UE TO EIKOVIKO papuako. H Pedtioon datnpndnke émg kot tnv Efdopdada 28.
[Mopopoimg, onuaviikég Bertimoels tapatnpndnkav ot Meiétn Yopioong 2 v Efdopdda 4 kon 12,
o1 omoieg dratnpnnkay £wg kot v ERdopdda 24. X Merétn Yopioong 1, ot Bertidoelg otnv
yopiaon tov voxidv (Nail Psoriasis Severity Index — Agiktng ZoPapdtrag tg Yopiaong tov
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Nuyidv), 6T cLyKevTp®TIKT Babpoloyio TV COUATIKMOV Kol WOYIKOV GUVIGTOCHV TOV
gpompatoroyiov SF-36 ko oty Otk Avaroyikn Kiipoko (Visual Analogue Scale, VAS) tov
Kvnouov frav eniong onpavtikég oe kdbe opndda Oepomeiog e OLOTEKIVOVUAUTT GUYKPITIKA UE TO
€IKOVIKO @dapuaxo. Xt Merét Ywopiaong 2, n Kiipaxe Nocoxopetokod Ayyovg kot KatdOinymg
(Hospital Anxiety and Depression Scale, Kiipaxa HADS) ko to Epomuatordyio Epyacioxdv
ITepropropmv (Work Limitations Questionnaire, WLQ) fjtav eniong onuoavtikd ertiopéva oe kébe
opdoa Bepomeiog e OVGTEKIVOVUALTT CLUYKPITIKE LLE TO EIKOVIKO PAPLLOKO.

Yopuown apbpitida (PsA) (Eviiikeg)

H ovotexvoopdumn £xer oamoderyBei 6TL fedTidver Ta, onpeio Kot To GUUTTMIOTO, T COUOTIKN
AELTOVPYIKOTNTO Kot TNV OXETILOMEVT 1E TNV LYEin To1dTnTa TS (NG KOl LEUDVEL TO TOGOGTO
e€EMENG TV Brofov Tov TEPLPEPIKOV apbpdoemv o eviilikes aobevelg pe evepyd PsA.

H aocpdAeio kot 1 amoTEAEGLOTIKOTITO TG OVGTEKIVOLUAUTNG 0EI0A0YNONKE G SO TUYALOTOUNIEVEG,
A TVPAEG, eEleyyOuEVES e EIKOVIKO Pdppako pedéteg oe 927 acBeveic pe evepyd PsA

(=5 ownuatmdels apbpmoelc kot > 5 gvaicOnteg apbpdoelg) aveEdptnta and ) Bepaneio pe pun
o1epOeldN] ovTIPAEYHLOVDOT (NSAID) 1 e TpomomomTikn TG vOGOU avTIpELUATIKY Bepomeia
(DMARD). O1 acbeveig mov cvppeteiyav o 0vTég TIc LeEAETEG iyav dlayvmaotel pe PsA tovidyiotov
6 punvec mpwv v évtaén toug otic perétec. EvtdyOnkav acbeveic e ka0e vrdtumo PsA,
ovumeptiapfavopévev g mtoivapdpikng apbpitidag ywpic EvoeiEn pevpatoctdmv oldimv (39%), g
oToVOVAITIONG pe Tepupepikn apBpitida (28%), Tng acOuueTpng mepipepikng apbpitdog (21%), g
amo peco@aiayyikng cvppetoxngs (12%) xat g axkpotnpractikng apdpitdag (0,5%). Kot otig 600
peAéteg movo amd to 70% kot 1o 40% tv acBevov eiyav evBesitida Kot daxTuAitidon avictolyoa,
Katd v évapén tov peretmv. Ot acbeveic TuyatomomOnkay oe Ay VTOS0PIOS YOPNYOVLEVNS
ovotekvovpapnng 45 mg, 90 mg, i swcovikov eappakov T ERdopddeg 0 kat 4 akolovBovuevn amod
yopnynon doong kabe 12 efdopdodes. [lepimov to 50% v acbevodv cuvéyioe T AMym ctabepmv
docemv MTX (< 25 mg/efdoudada).

Yt MeAém 1 yio v PsA (PSUMMIT 1) xou T Meiétn 2 yo v PsA (PSUMMIT 1), to 80% ot to
86% twv acBevov, avtiotorya, eiyav AdPetl Oepancio oto Tapelddv pe DMARD. Xt MeAiét 1 dev
eneTpdmn n Tponyobuevn Beparneio pe avactoréa Tov Tapdyovia vékpwong oykov (TNF)a. T
Merét 2, n mhetoynoia tov acBevav (58%, n = 180) siyov Adfet Bepaneio oto TapeABov pe éva 1
neplocotepovg avtl-TNFa mapdyovra(eg), amd tovg omoiovs dve tov 70% diékoyav ) Bepaneio Tovg
pe tov avtti-TNFa Adym EAdenyng omoteAeoatikdtTnTog 1 SuoaveEiog Tov ERPAvVIcTNKE OTOL0ONTTOTE

OTIYUN.

2NUELO, KO COUTTTAOUOTO,

H Oeponeio pe 00GTEKIVOLUAUTN 00T YNGE GE ONUOVTIKEG BEATIOOELS OTIC LETPNGELS TNG
dpaocTNPOTNTOG TNG VOGOL GE GUYKPLOT| E TO EIKOVIKO @dpuako tnv ERdoundada 24. To mpmtedov
KOTOANKTIKO ONUEID NTOV TO TOGOOTO TV acHEVMOY TOV TETLYAV AVTATOKPIOT| KATA TO AUEPTKAVIKO
KoAréyio Pevpatoroyiag (ACR) 20 v Efdoudada 24. To facikd amoteAéopota yio, TNV
mOTELECUATIKOTN T TTapovoidlovtal otov [livaxa 5 Tapakdtm.
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MMivokag 5 ApOpog 0.60svav mov TéETvey KAvik avtordkpion oty Meiéty 1 (PSUMMIT 1)
kor ot Merétn 2 (PSUMMIT 1I) ywa v Yopuocwki ApOpitida tnv Efdopnada 24

Merétn 1 o v Yopuoociki

Melrétn 2 Yo v Yoprociki

ApOpitioa ApOBpitidn
PBO 45 mg 90 mg PBO 45 mg 90 mg
AptOpoS ToyatoTOMpEVEY 206 205 204 104 103 105
ac0evav
Avtamokpion ACR 20, N 47 87 101 21 45 46
(%) (23%) | (42%)* | (50%)* | (20%) | (44%)" | (44%)"
Avtandkpion ACR 50, N 18 51 57 7 (7%) 18 24
(%) (9%) (25%)* | (28%)* 0 (17%)" | (23%)*
Avtamokpion ACR 70, N 0 25 29 0 0Ny 0L\Y
(%) | 5 (2%) (129%)° | (14%)" 3(3%) | 7(7%) 9 (9%)
Ap10uds acbevarv ue > 3% BSA’ 146 145 149 80 80 81
Avtandkpion PASI 75, N 16 83 93 4 (5%) 41 45
(%) (11%) | (57%)* | (62%)* ° (51%)* | (56%)“
Avtamokpion PASI 90, N 60 65 24 36
(%) 4 (3%) | (41%)* | (44%)* | 3(4%) | (30%)* | (44%)*
Suvovacpuévn Avtamokpion 0 40 62 0 24 31
PASI 75 xat ACR 20, N (%) 8 (5%) (28%)* | (42%)“ 2 (3%) (30%)* | (38%)"
ApOpog acBevav < 100 kg 154 153 154 74 74 73
Avtandkpion ACR 20, N 39 67 78 (51%) 17 32 34
(%) (25%) | (44%) 7 (23%) | (43%) | (47%)
Ap10uds acbevarv ue > 3% BSA° 105 105 111 54 58 57
Avtandkpion PASI 75, N 14 64 0 0 31 32
(%) 13%) | (6106) | "2 ©0%) | 4(7%) | 5300 | (5605)
Ap1Opég asdevarv > 100 kg 52 52 50 30 29 31
Avtamokpion ACR 20, N 8 20 0 o 13 12
(%) | asw) | @8w) | 22U | AW | 4506) | (3om)
Ap1Oués acbevarv ue > 3% BSA’ 41 40 38 26 22 24
Avtoandokpion PASI 75, N 0 19 0 10 13
%) 2(5%) | (ygopy | 20(53%)| O @5%) | (54%)

p < 0,001
p <0,05
p=NS

> =R ™ R

ApOpog achevav pe > 3% BSA mposfolr| empdvelag déppatog and yopiaon Kotd v Evapén Tng HEAETNG

O avramoxpiceig ACR 20, 50 kot 70 e&akorobOncav va Bertidvovrol 1 dtotnpniOnkay puéypt mv
EBdopdoda 52 (Mehétn 1 ko 2 yio tnv PsA) kot tnv EBdopdda 100 (Merém 1 yuo tnv PsA). X
Merém 1 yia v PsA, avtanokpiceic ACR 20 v EBdopdda 100 enetevydnooav and to 57% ko
64%, ota 45 mg kot ta 90 mg, avtiotorya. Xt peAétn 2 yia v PsA, avtamokpicsig ACR 20 v
EBdoudoa 52 enetevynoov amd to 47% kot 48%, ota 45 mg ko 90 mg, avrtictoyyo.

To m0G06TO TV ACHEVDOV TOL TETLYOV OVTOTOKPICT) KOTE TO, TPOTOTOUNUEVO KPITHPLOL OVTOTOKPIGTC
v v PsA (PsARC) fitav emiong onuavtikd peyoldTePo GTIC OUASES TG OVGTEKIVOVUAUTNG GE
oLYKPLoN pE TO ekoViKO eappako v ERdoudda 24. Ot avtamokpiceic PSARC dwotnpnnkav péypt
T1g EBdouadeg 52 kar 100. Eva vynAdtepo mocootd achevav mov giyov omovouTidn e TEPLPEPIKN
apOpitida ¢ KOPLE EKONAMOT KL OVTILETOTICTNKAY LE OVGTEKIVOL AT, enéde&ay 50 kot 70 Tolg
ex0to Peltioon pe Paon tig Pabporoyieg Tov Agiktn ApactnploTnTog AYKVAMTIKNG ZTOVOLAITIONG
Bath (BASDALI) cuykpitikd pe 1o gikovikod edppoko tnv Efdopdada 24.

Ot avrtamoxpicelg wov mapotnphOnkay otig opnddeg mov Elafav Oepomeio Le OVGTEKIVOLUAUTT NTOV
TOPOUOLEG OVAUESH GTOVG acbeveig mov EAafav Kot atovg acbeveic mov dev Eafoav Tavtdypove MTX
Kot dtaTnpnOnkav péypt tic EBdopddeg 52 kar 100. Ot acBeveig mov giyav AdPet oto mapehbov
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Oepaneio pe mapdyoviec avil-TNFa kot ELafov 0VGTEKIVOLUAUTN TETVYAY LEYUADTEPT] OVTATOKPLON
v EBdopdda 24 o€ oyéon pe toug acbeveig mov Edafav eikovikd edppoko (n avrordkpion ACR 20
v EBdopdda 24 yuo to 45 mg ko ta 90 mg rav 37% ko 34%, avtictoyyo o€ GUYKPION UE TO
€IKOVIKO apuaxo 15%, p < 0,05) kot o1 avtomokpicelg dtatnpndnkav péxpt tnv Efdopdada 52.

X Melé 1 yia v PsA, yia tovg acBeveic e evBeoitida ko/f] daKTUAITION KOTA TNV EvapEn TG
peAénc, mapotnpndnke onuoavtikn Pertioon ot Pabuoioyia g evhesitidag Kot TG OAKTLAITIONG
OTIG OUAOES TNG OVOTEKIVOVUAUTNG GE GUYKPIoT UE TO EIKOVIKO dpuaiko tnv ERdopdada 24. X
Meré 2 yia v PsA mapatnpnbnke onpavtikn Bertioon oty Pabporoyia tng evheoitidog kot
opOunTikn Peitioon (Un otoTioTikd onpavtikn) ot Padpoloyia TG SAKTLMTIONG 6TV ORLAdA TNG
ovotekvoopaumng 90 mg oe Guykpion pe To ekovikd eapuako v ERSoudda 24. Ot Bektidoelg ot
Babporoyia Tng evBeoitidag kot otn Pabporoyia g dakTvAitidag dtatnphOnkav weEypt Tic
EBoopddeg 52 kot 100.

Axtivoloyikn Aviorokpion

Ot dopkég PAaPeg TOG0 ota XEPLa OGO KoL 0T TOSN EKPPACTNKAY MG AAANYT] GTI] GUVOAIKN
Babuoroyia van der Heijde-Sharp (BaBpoioyio vdH-S), tpomorompévn yio v PsA pe v mpocOnin
TOV GO LEGOPOUAAAYYIKOV apOpDCEMV TOV XEPLOV, GE GYEOT Le TNV Evapén e perétnc. Aeénydn
pia TpokaBoPIGIEVT] OAOKANP®UIEVT OVAAVGT GLUVOVOGLOV TV dedoUEVOV amd 927 droua Kot o
Merétn 1 kou o1t 2 yio v PsA. H ovotekivoopaunn onpeimoe pio oTaTioTIKG ONHOVTIKY pelmon
670 T0600TO e£EMENG TNC dopkNG PAGPNC G€ GYEoT LE TO EIKOVIKO QAPLOKO, OTTMG LETPNONKE pE TN
petafoin and v Evapén mg pekéng mg v ERdopdda 24 otn cuvolikn tporomompévn vdH-S
Babuoroyia (nécog 6pog Pabuoroyiag £ SD rav 0,97 3,85 otnv opdda Tov EIKOVIKOD GApPUAKOL GE
oyéon pe 0,40 £2,11 kot 0,39 + 2,40 otig ouddeg ¢ ovotekvovpdunng 45 mg (p < 0,05) kot 90 mg
(p <0,001), avtictorya). To amotérecpa avtd Tpoékvye and ) Merétn 1 yo v PsA. To
omotélecpa Bempeitat 0Tt amodeikvoetal aveaptnta amd v TovTodypovn yprion MTX kot
Satnpndnke émg T1g ERoopadec 52 (ohokAnpopévn avaivon) kot 100 (Merétn 1 yo v PsA).

Zouotirn AeitovpyikotyTo, kot molotnToe (NS TOv GYETICETAL UE TRV VYELQ

Ot aoBeveic mov hafav Bepameio e ovoTEKIVOLUAUTN 0150V ONUOVTIKT PEATIOON GTN COUOTIKN
AettovpykotnTa, 6mwc a&loAoyndnke pe to Epomuatoloyio A&loddynong g Yyeiag-Aeikt
Avommpiag (HAQ-DI) v EBdopdada 24. To 1060610 T@V 0.6HEVOV OV TETVYOV KAIVIKA OT)LLOVTIKY
Beitimon > 0,3 ot Pabporoyio HAQ-DI amd v évapén g perétns ntav eniong onuovticd
UEYOADTEPO OTIC OUADES TNG OVGTEKIVOLUAUTNG CLUYKPLTIKA e TO eikovikd eapuako. H Bedtioon ot
Babuoroyia HAQ-DI amd v apykn T dwotnpnonie péypt tig Efdounadec 52 ko 100.

ITapatnpnOnke onuavtiky Pertioon otic Paduroroyieg DLQI oTig opddeg TG OVGTEKIVOVUAUTNG OE
GLYKPLON HE TO eKOVIKO Qappoko v ERdoudda 24, n oroia dtotnpnonke péypt 1ig Efdopnadeg 52 kot
100. Xt Meiém 2 yia v PsA mapatnpnifnke onuavtikn Pektioon otig Pabporoyieg Agitovpykng
A&oroynong g Oepaneiog yia Xpdvia Noco - Koénwon (FACIT-F) otig opddeg g
OVGTEKIVOVULAUTING GE GUYKPLOT| UE TO EIKOVIKO dpuako tnv Efdoundada 24. To 060016 TV acbevmv
OV TETVY OV KAWVIKA onpovTikn Bedtimon oty komtmon (4 povadeg otn FACIT-F) ftav eniong
ONUOVTIKA LEYOAVTEPO OTIG OUADEG TNG OVGTEKIVOVUAUTNG GE CUYKPIOT] LLE TO EIKOVIKO @appoko. Ot
Bertidoeig otig Pabuoroyieg FACIT dwatnpndnkav uéypt tnv Efdoudada 52.

Hodrorpiicdg minBuopodg

O Evponaikdg Opyoaviopog Poppdkmv £xel 0moel avafoin ond Ty vmoypémor VIoBoANE TwV
OTOTELECUATOV TOV LEAETMV UE TNV OVGTEKIVOVUAUTT GE Hid | TEPICCOTEPEG VITOKATIYOPIES TOV
TS0 TPIKoD TANBVoUOY pe veavikn Wtomadn apbpitida (PAEre Tapdypapo 4.2 yio TAnpopopieg
GYETIKA LLE TNV TOdUTPIKT] YPp1IoN).

Toudazpixn wwpioon kot TAdkog

H ovotekvoopdpnn éxet amoderydei 6t1 feATidVEL T OMUEiN KO TO CUUTTOUATA, KoL TV GYETILOMEVN
pe v vyeia modtnTo {oNg o TadATPIKovg aoheveic nikiag 6 TdV Kot Ave pe yopiaon Kotd
TAQKOLG.
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Eonpor acbeveic (nhixiog 12-17 etcrv)

H amoteleopatikotnta g ovotekivoupaunng peketbnke oe 110 moudiatpucods acbeveig niuciog

12 ¢wc 17 et@v pe pérpia £0¢ cofapn Yopioon KTl TAAKAG, GE U0 TOAVKEVTPIKT, GdoTg 3,
TUYOLOTTONUEVT, OITAG-TLQEAY], EAEYYOUEVN UE ElkoviKO @dpuaxo perétn (CADMUS). Ot acBeveig
TuyoomomOnkav va Adfouv gite gikoviko eappako (n = 37), 1] T GUVIGTAOUEVN dOCT TNG
ovotekvovpaunng (PAére Tapdypao 4.2, N = 36) N TO0 NUICL TNG CLVIGTMOUEVNC OOONG TN
ovotekvovpudunng (N = 37) pe vrodopa Eveon otig EBdouddec 0 kat 4 axoAovBodueveg amd Aqym
Kké0e 12 efdouddeg (q12w). Tnv ERdoudda 12, o1 acBeveic mov Adppavay eikovikd gappoko aAla&oy
€ MY OVGTEKIVOLUAUTNG.

Ot acBeveic pe PASI > 12, PGA > 3 kot tpocsfoin BSA tovAdyiotov 10%, Tov fTov vroynelot yuo
ocvotnuatiky Oepaneia | potobepancio, Oewpndnkov katdAiniot yio m perét. [epimov to 60% twv
acBevav eiyav mponyovpévag ektebel oe cupPatikny cvotnuatiky Bepaneia 1 potobepaneio. [lepimov
10 11% TV acbevav giyov tponyoduevn ékbeor o€ floAoyIkovg TOPAYOVTES.

To TPOTEVOV KATUANKTIKO OMLLELD NTOV TO TOGOCTO TV acbevdv mov métuyay Babuoioyio PGA
yopig (0) 1 pe eddyiom (1) voco oty EBdopdda 12. Ta devtepedovta KOTOANKTIKA GnUein
neperdppavay to PASI 75, to PASI 90, v aAlayn omd v apyikn Ty otov [Hodatpucd
Agppotoroywd Agiktn [Howdtrag Zorg (CDLQI), v aAloyn and v apytkn T 6T GUVOAIKY
Babuoroyia g Khipakog PedsQL (Amoypaen IMawdiatpikng Iowdtntog Zong) otnv Efdoundada 12.
Tnv Edopdda 12, o1 acOeveig mov édafav Oepaneio pe ovotektvovpudumn E6e1Eav GNUAVTIKA
peyardtepn Pertioon oty yopioon kot v oxeTilopevn pe v vyela modtnto {ong 6€ GUYKPION e
10 g1koviKO eapuako (ITivaxag 6).

Ohot o1 acbeveic mapakorovdndnkay ya arotelespatikotnta péxpt kot 52 gfdopddes petd v
TPAOTN YOPNYNON TOL VIO UeAETN Tapdyovta. To T0c0oTd TV acbevav pe fabporoyia PGA ywpig (0)
N pe eddyot (1) véco kot 1o mocootd mov mETvyay PASI 75 €d€1Ee drapopd peta&d g opddag mov
£M0Ee OVGTEKIVOVUGUTT KOl TNG OLLASOC LLE TO EIKOVIKO QAPUAKO KATH TNV TPAOTN META TNV Evapén
eniokeyn otnv EPdopndda 4, pBavovtog oto péyioto v ERdopndda 12. Ot Bertidoeig otnv PGA, v
PASI, tov CDLQI «ou tnv PedsQL Siotnprinkov péypt tnv ERdoudada 52 (TTivakog 6).

Mivokog 6: Iepiinyn TOV TPOTEVOVTOV KO OEVTEPEVOVTMV KOTUANKTIK®OV GNUEI®V 6TNV
Epoopdoa 12 ko otnv Efdopdasa 52

Melétny Hadrorpikic Yopioong (CADMUS) (Hhkiog 12-17 £Tdv)
Epdopada 12 Epdopada 52
L YuvioTdpevn 060 ZUVIGTOUEVT 060N
E1KoviKo phppoko OVOTEKIVOVUAUTNG OVGTEKIVOLUGUTNG

N (%) N (%) N (%)
Ap1Oudg Tuyotomomuéveov 37 36 35
acBevav
PGA
PGA xopig (0) 1§ pe 0 o 0
ghéom vooo (1) 2 (5,4%) 25 (69,4%) 20 (57,1%)
PGA ywpic (0) véco 1 (2,7%) 17 (47,2%)" 13 (37,1%)
PASI
Aocbeveig pe avramdkpion o oL\e o
PASI 75 4 (10,8%) 29 (80,6%) 28 (80,0%)
Adcbeveig pe avroamokpion 0 o 0
PASI 90 2 (5,4%) 22 (61,1%) 23 (65,7%)
Aocbeveig pe avtomokpion o 0M\e o
PASI 100 1 (2,7%) 14 (38,9%) 13 (37,1%)
CDLQI
CDLQI Badpov 01 1° | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
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PedsQL

Alhayf amd TNV apyKn TN
Mécog 6pog (Tomikn 3,35 (10,04) 8,03 (10,44)° 7,26 (10,92)

omdkion-SD)°
* p<0,001
CDLQI: O CDLQI givan évag deppotoroyicds deiktng yio va ektiundei n enidpacn evog mpofANLaTog Tov SEPUATOS
ot oyetilopevn pe v vyeio oo (ong otov madtoTpikd TAndvopd. H fabporoyio CDLQI 01 1 katadeucviet
T un emidpoon otny motdtTa g {Ong Tov Tod1ov.

" p=0,002

PedsQL: H Zvvolikn Babporoyia g KAipokog PedsQL eivor pia yevikh pétpnon g oxetilOHevns e v vyeia
molotntag {ong mov £xel avamtuydel yio yprion o Toudid Kot epripove.

¢ p=0,028

p

Koatd v eheyydpevn pe ekovikd dppoko mepiodo émg kot tnv ERSoudda 12, 1 amote espoTikOTNTO
TOGO GTNV OUAON LLE TN GLVIGTAOUEVT] 006N OGO Kol GTNV OLAO LE TN UICT CUVIGTAUEVT 30T TaV
YEVIKA GLYKPIGUUEG GTO TPMTEVOV KATAANKTIKO onueio (69,4% kot 67,6% avtioTorya), oV Kot VInpye
€voelln g 6060eEUPTAOLEVIG ATOKPLONG Y10 KPITN PO VYNAOTEPOV EMTEGOV ATOTEAECLLATIKOTITOG
(m.y. PGA yopic voco (0), PASI 90). Metd v EBdopdda 12, n omoteAeoHaTIKOTNTO TOV YEVIKA
VYNAGTEPN KOl SLoTnPNONKe KAADTEPO GTNV OLASN LLE TN CUVICTMUEVT dOCT GE GUYKPLIOT LE TNV
OMAdN [LE TN LIOT] CLVIGTAOUEVT OO0, GTNV 0moio TAPATNPHONKE TLO GLYVA Lol LETPLOL ATDOAELL TNG
OOTEAECLLATIKOTNTOG TPOG TO TEAOG TOL KAOE HeG0dOGTHATOS yopNyNons tov 12 gfdopddmv. Ta
TPOPIA ACPAAELNG TG CUVICTMOMEVNG 0OCTG KOl TNG LT CUVIGTMUEVNG 006N NTAY GLYKPIGILLAL.

Houdwa (whixiog 6-11 etwv)

H omoteleopatikdtnTo TG 0VGTEKIVOLUAUTNG HeAeTOnke o€ 44 Tardiatpikovg acbeveic niikiog 6
¢wg 11 etdv pe pétplo €og cofapn yopioon KoTd TAAKAG GE Uid aVOIKTAG EXTIGTLOVOTG, LOVOD
okélovg, moivkevipikn| eaong 3, perétn (CADMUS Jr.). Ot acBevelg éhafav Oepancio pe
GLVIGTAOUEVN dOGON TNG ovGTEKVOLUAUTNS (BAETE Tapdypapo 4.2, N = 44) yop1yoOLEVT LLE LTOSOPLLL
éveon T efoopadeg 0 kot 4 axorovBovduevn amd yoprynon d6cewv kdbe 12 gfdopddeg (q12w).

Ot aoBeveic pe PASI > 12, PGA > 3 ka1 tpoosBefinuévn BSA toviayiotov 10%, mov ftav vroymeiot
Yo cuoTnatTiKh Bepaneio 1 pwtobepaneio, BewpnOnkav katdAiniot yo ™ perétn. Iepinov to 43%
v acbevov glyav extebel mponyovuévmg oe cupPatikny cvotnuatiky Oepaneio | potobepaneia.
[epimov 10 5% twv acevov giyav extebel Tponyovpévag o FloA0YIKOVG TOPAYOVTES.

To TP®TEVOV KATAANKTIKO GNUELD HTAV TO TOGOGTO TV 0chevdv Tov TéTuyav faduoroyio PGA
yopic (0) N pe eldyom (1) voco oty gfdopdada 12. Ta devTepEdOVTO KATAANKTIKG GNUEIR
neperdpPovay to PASI 75, to PASI 90 kot v odhayn amd v opykn| tipun otov [oudworpikd
Agppatoroywd Agixtn Iowwtag Zong (CDLQI) oty gfdopdada 12. Tnv gfdopdda 12, ot
GLUUETEYOVTEG OV EAaPay Depameia pe OVOTEKIVOVUAUTT EUOAVIOAY KAVIKG CTIUOVTIKEG PEATIDGELG
otV yopioon kot v oxetilduevn pe v vyeio mowdtto (ong (IMivakag 7).

‘O)ot o1 acbeveig TopakorovdnOnKoV ¢ TPOG TNV ATOTEAEGHOTIKOTNTA HEYPL Kot 52 BSouddeg puetd
TNV TPDT YOPNYNON TOL VIO HEAETN TTopdyovTa. To T0600To TV acbevav pe faduoroyio PGA
xopic (0) 1 pe erdyro (1) voco v efdoudda 12 frav 77,3%. Amotedespatucotnra (opiletor og
PGA 01 1) mapamnpnOnke non and v npdT eniokeyn Hetd v Evapén g HeAéng v

gBdopdda 4 kol To T0600To TOV acbevav mov métvyav fabuoroyia PGA 07 1 avéndnke émg v
efdopdda 16 Kot 6N cCLVEXELD TAPEUELVE TYETIKA 0TaBEPO EmG TNV efdopdda 52. Ot Bedtidoelg otnv
PGA, PASI ka1 CDLQI diatnpribnkav péypt tnv efdouade 52 (ITivakog 7).

Hivaxag 7: XOvoyn TPp@OTEOOVTOG KOl SEVTEPEVLOVTMV KATUMKTIKAV oNUEi®V TNV Efdopada 12

KoL TV efoopdda 52
Merétn Hodrwarpikns Yopiaong (CADMUS Jr.) (Hukia 6-11 gTawv)
EBSOM(&SG 12 EBﬁoudﬁu 52
Yvviotdpevn d6om Yovviotmdpevn d6om
OVGTEKIVOLLLGUTNG OUGTEKIVOLLLALTNG
N (%) N (%)

41




Acbeveig Tov evtdybniav | 44 41

PGA

Vpggz g”)plg (0)1 pe erdom 34 (77,3%) 31 (75,6%)

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

PASI

?Kg«iv%g HE GvTomoRpton 37 (84,1%) 36 (87,8%)

AobBeveic ue avtamdkpion 29 (70,7%)
28 (63,6%)

PASI 90

AcbBeveic e avtamokpion o 22 (53,7%)

PASI 100 15 (34,1%)

CDLQF®

z’kcesvsu; ue CDLQI >1 omv (N=39) (N=36)

Evapén g peéng

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

& CDLQI: O CDLQI eivau éva Seppotohoyikd epyaheio yior tiv aE10AdyNen TE emidpaong evog TpoPAIATOS TOV

éppatog ot oxeTilopevn pe v vyeio Todtta {ong otov madttpikd tindvopd. H Babporoyioc CDLQI 0N 1
KOTadEVOEL TN U emidpacn oty Toldtnta ¢ {ONg TOL TUd1ov.

Noéoog tov Crohn

H acpdlelo kot 1 amoteAeGUOTIKOTNTO TG OVCTEKIVOVUAUTNG 0EWOA0YNONKAV OE TPELS
TUYOLOTOMNUEVEG, 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 npdypapLpo KAVIKNG ovATTUENG
nephappave dvo peréteg 8 efdopdadwv evooprépiag enaywyng (UNITI-1 kor UNITI-2),
akolovBovpeveg amd pia LeAETN 44 gfS0oUAd®mY VTOSOPLUG TVYALOTOINUEVTG ATOGVPGTC GUVTHPNOTG
(IM-UNITT), mov avtimpocmdnevay 52 edopdadeg Oepameiog.

O peréteg emaywyng mepihapPovay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPMTEVOV KATOANKTIKO GNUEID KOt Y10 TIG dVO UEAETES EXAYDYNG NTOV TO TOGOGTO GUUUETEYOVIMV UE
KAvikn avtomokpion (opiotnke wg peiwon g Pabuoroyiog CDAI > 100 Babpovg) v efdopdda 6.
Agdopéva amoTELECUATIKOTNTOG CLAAEXON KAV Kol avaAvOnKay £mg TV fdopdda 8 kot yia Tig 600
perétec. H tavtoypovn xopfynomn and 6TOUATOS KOPTIKOGTEPOEIDMV, AVOGOPPLOUIGTIKOY
TAPOYOVTOV, OUIVOGOAMKVAIK®OV Kol ovTIBLOTIK®OV ENLTPETOTOV Kol 75% TmVv 060evadv cuvéyicay va
Aappévovv tovddyiotov €va amd avtd Ta edappoka. Kot otig dvo pedétec, ol aobeveig
TuyooTomOnKkay va Adfovv o epamal evooAEPLa yopyNon TG SLVIGTAOUEVNG StoPadopEvng
(tiered) doomc TV mepimov 6 mg/kg (PA. mapdypaeo 4.2 g IIXII tov Pyzchiva 130 mg mukvo
StdAvpa Yo TapaoKeELT SIADLATOG TPOG £yyvoT)), Lo 6Tabepr| d6or 130 My ovosTeKtvOuUAUTNG 1|
EIKOVIKO apuako tnv efdoudda 0.

Ot acBeveic otn perétn UNITI-1 eiyav amotoyet 1 lyav eppavicel ducavetio € mponyovpevn
Bepaneia pe avi-TNFa. [epinov 48% tov acbevav elyav amotoyet pe 1 mponyovuevn Bepamneio pe
avti-TNFo kot 52% elyav amotdyet pe 2 i 3 mponyovueveg Oepaneieg pe avit-TNFa. Xe avtiv
HeAén, 29,1% twv acbevdv eiyov averapKn apyikn avIamoOKplon (TPOTEVOVTIOG 1N
avTomToKpvouEevot), 69,4% avtamokpiOnkoy aAld Exacay TV ovIomdkplon (SEVTEPELOVTIMS LN
avtamoxkpvopevor) kot 36,4% elyav dvcavesio otic Oepaneiec pe avti-TNFa.

Ot acbeveic o perétn UNITI-2 elyav amotoyel o TovAdyiotov pio copPatikr Oepaneia,
GUUTEPTLOUPAVOUEV®V TOV KOPTIKOGTEPOEWMV 1] TOV AVOGOPPLOGTIKAV TOpayOVI®V, Kol €iTe OgV
elyov AdPet oto mapehBov avti-TNF-a (68,6%) eite eiyav AaPet oto Taperbov Bepaneia pe avii-TNFa
aAra dev anétvyav (31,4%).

Tooo ot perétn UNITI-1 660 xon otn perétn UNITI-2, 10 060010 TV acbevav mov epupdvile
KAMVIKTY avTOmOKPLoT KoL VQOEST] NTAV GNUOVTIKA LEYAAVTEPO GTNV OUASC TNG OVCTEKIVOVUAUTNG
&vavtt Tov eikovikod @apuakov (TTivakog 8). H kAvikn avtamdkpiorn Kot 1 VOecT NTOV GNUOVTIKEG
Nnon amwod v Rdoudda 3 atovg acheveic Tov AGUPAVOY OVGTEKIVOVUAUTT KOl GUVEYICAY VO
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BeAtidvovtan £mc v eBSoudda 8. Xe avTég TIG HEAETEG EMAYMYNG, 1) OMOTEAEGUATIKOTNTA T TOV
VyNAOTEPN Kol Statnpndnke mePLocoTEPO OTNY opada g dafabduiopévng d0ong, o€ GOYKPLOT [E TNV
ouado mov ElaPe ™ 06on Tev 130 mg, kot cuvenmg 1 dafabuiouévn d6GM Eival 1 GUVIGTOUEVT

EVOOQAEPLO dOOT EMAYOYNG.

Mivokag 8: Emaymyn KMvIKNg avtomokpieng kot veeons otn perétn UNITI-1 ko ot perétn

UNITI 2
UNITI-1* UNITI-2**

Ewoviko XovioT@pevn Ewoviko XovioT@pevn

OOPLUKO 0601 QOapLaKO o6on

N =247 O0VGTEKLVOVLE, N =209 OVGTEKLVOVE,

nmng nmng
N =249 N =209

Khwvikn "Yoeon, fdoudda 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
Kiwikn Avtandkpion 53 (21,5%) 84 (33,7%)" 60 (28,7%) 116 (55,5%)"
(100 Babuoi), efdopddo 6
Khwvikn Avtamoxpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)"
(100 Babuoi), epdoudda 8
Avtandkpion 70 Babudv, 67 (27,1%) 101 (40,6%)" 66 (31,6%) 106 (50,7%)"
gfdoudda 3
Avtandkpion 70 Babudv, 75 (30,4%) 109 (43,8%)" 81 (38,8%) 135 (64,6%)"
gfdoudoa 6

H vk voeon opiletor g abuoroyic CDAI < 150. H khvikn avtandkpion opileton g peioon g aduoroyiog
CDALI katd tovAdytotov 100 Babrovg 1 og mapovsio kKAvikng Heeong

H avtandkpion 70 Babudv opileton og peiowon g padporoyiog CDAI katd tovddyiotov 70 Babovg

*  Amotvuyia o€ avti-TNFa

** Amotvyia ot cvpPatiky Oepomeio
* p<0,001
P p<oo1

¥ pekét ovvripnong (IM-UNITI), a&oroynOnkav 388 acbeveig mov méTuyav KAVIKTY avTamoKpion
100 BaBumdv v efdopdda 8 g emaywyng pe ovotekvoopdunn otig pedétec UNITI-1 ko UNITI-2.
Ot aoBeveic ToyotomomOnkay va Adfovv vToddpia aymyn cuvinpnong pe 90 Mg oveTEKIVOLLAUTNG
Kké0e 8 efoopadeg, 90 mg ovotekivoupaunng kb 12 BSOUAdES 1) EIKOVIKO QAPLLOKO Yo

44 gBdopadeg (Yo T GVVIGTOWEVT d0G0A0Yi0 GUVTHPNONG, BA. Topdypago 4.2).

ENUOVTIKG VYNAOTEPO TOGOGTH acHevdY dotpnoay KAWVIKY DOECT KOl aVTOTOKPLIoT OTIC OUAdES
7oV EAaPV OVGTEKIVOVUAUTT GE GOYKPLOT| [LE TNV OUASO TOV EIKOVIKOD Qapudkov tnv efdopnddo 44

(BA. Mivoxa 9).

Mivakog 9: Avetipnon T KAVIKIG avTamokpions kot veesng ot peiétn IM-UNITI
(epoopdda 44, 52 gfoopddes amd v évapén g 660G Emay®YIC)

Ewkoviko 90 mg 90 mg
QPAPUOKO* | OVOTEKIVOUNE | OVOTEKIVOLUG
pmne KG.0e pang kae
8 efoopaoes | 12 efoopddeg
N =131f N = 1287 N = 129f
Kk "Yoegon 36% 53%"° 49%"
K\vikn Aviomdxpion 44% 59%" 58%"
Kiwvikn Y peon Xwpic Koptikootepoegtdég 30% 47%* 43%"
Khlvikn Y peon o€ acBeveic:
OV NTOV 6€ VEESN KOTd TNV Evapén g 46% (36/79) | 67% (52/78)° 56% (44/78)
Oepameiog cuvtnpnong
7oL gleNyONcav amd T pHeré 44% (31/70) | 63% (45/72) 57% (41/72)
CRD3002¢
7oL Ogv £yovv AAPEL 6TO TOPEAOOV avTL- 49% (25/51) | 65% (34/52)" 57% (30/53)
TNFa
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7oL g1loNyONCaV amd T HeAE 26% (16/61) | 41% (23/56) 39% (22/57)
CRD3001°

H kv voeon opiletor og fabporoyia CDAI < 150. H khwvikn avtandkpion opileton og peioon g fadporoyiog

CDALI katé tovAdytotov 100 Babpovg 1 og mapovsio kKAViKng Heeong

* H oudda tov gicovikoh pappdrov tephdpfave acbeveic ol omoiot epedavifov avtamdKpion GTNY OVGTEKIVOVUAUTT
Ko Toy oo OnKoy vo Adfovv eikoviko eapuoko katd v Evapén tng Oepameiog cuvtipnong.

T Aocbeveic mov gpeivifov kKAvikn avtardkpion 100 Babudv oty ovetekvovpdunn katd v Evapén g Oepomeiog

ovvtiipnong

AocBeveig mov amétuyav pe ™ ovpPatiky Oepomeio oAld Oyt pe T Oepaneia pe avti-TNFa

AocOeveic mov gppavifovv avbekticotro/dvcaveio otovg avti-TNFa

p <0,01

p < 0,05

OVOUOGTIKA onuovtikd (p < 0,05)

= ™ R W ++

2 peiétn IM-UNITI, 29 and tovg 129 acbeveig dev dtatpnoav v avtamoKplon 6Ty
OVGTEKIVOLLLAUTT e TN AW Bepomeiog kabe 12 eBOOpAdES KOl EMTPATNKE 1) TPOGAPUOYN TNG dOOTG
®oTe vo, AdPovv ovotekvoupduntn kKabe 8 efdouddes. ATOAEW OVTOTOKPIONG OPICTIKE MG,
Badporoyioa CDAI pe BaBuotve > 220 kot avénon > 100 Babpav omd v Pabporoyio CDAI katd v
évapén. Ze avtovg toug aobeveic, KAvikn Deeon enttedydnke oe 41,4% tov acbevav 16 efoopndadeg
UETE TNV TPOGAPUOYH TNG dOOMC.

Ot aoBeveic mov dev epedviCov KAVIKT avTomdKpion OTNV EX0YWYN LE OVCTEKIVOVUAUTN TV
gfoopada 8 tov peretdv emaywyng UNITI-1 kot UNITI-2 (476 acbeveic) stonybnoav 6to un
TUYOLOTOMUEVO TUN U TNG HeAETNG cuvtipnong (IM-UNITI) kot élafov pio vroddpra Eveon 90 mg
OVGTEKIVOVUAUTNG GE aVTO TO YPOoVIKO ornueio. Oktd efdonddeg apydtepa, 50,5% v acbevov
TETUYAY KMVIKT OVTOOKPLoT Kot GUVEXIGAY VoL Aapdvouy 1 66om cuvtinpnong kabe 8 gfdopddeg —
amo avtoHg ToVg acheveic TOL GUVENIoAY TN 6OGT GLVTNPNGCNG, 1| TAELOYNPi0 SLATHPNCAY TNV
avtamoxpion (68,1%) kot métuye Vpeon (50,2%) v efdopdda 44, 6 TOGOGTA TOL MTOV TAPOLLOLN LLE
ToVG 0oBeveic TOL AVTOTOKPIONKAY OPYIKE GTNV EMAYWOYT LE OVGTEKIVOULAUT.

Am6 tovg 131 acbBeveic Tov avTomokpiOnkay 6TV ETOYOYT L€ OVGTEKIVOV LA, KOl TOV
TUYOLOTOMONKOV GTNV OUADE TOV EIKOVIKOD PAPUAKOV GTNV Evapén TG LEAETNG cuvtipnong, S1
€yacayv ot cuveyela Ty avtondkpion kot EAaBav 90 mg ovoteKtvovUdumN g VITodoping Kibe

8 efdopddes. H mieioymoio tov acBevav mov éxocav tnv aviamdkpion kot Eavaéexivoay tnv
OVGTEKIVOLUAUTN TO EKavay avTd evtog 24 eBSOUAd®V Ao TNV £YXVOT EXAYMYNS. ATO ALTOVG TOVG
51 acBeveic, 70,6% méTuyay KAvikn avtomdkpion kot 39,2% métuyav kKAwvikn vVeeon 16 efdopddeg
UETE TN AMyM TG TPOTNG VTTOSOPLOG dOGNG TNG OVOTEKIVOLUGLUTNG.

2 perétn IM-UNITI, ot aoBeveic mov odokhpwacay tn pHelétn mg v efdopdada 44 Nrav
KaTdAANAOL Yio Vo uveyicovv T Bepomeio oe pia pelét enéktaonc. Metald tav 567 acbevav Tov
glonABav kot EAaPav Bepameio e OVGTEKIVOVUAUTTY OTN UEAETT) EXEKTAOTG, 1] KAVIKT DOECT KOl M
AVTOTOKPIoT| YEVIKA dtatnprnkav £oc v fdopdda 252 1660 atovg acheveic mov giyav anotdyet pe
Oepamnceieg -TNF 660 kot o€ gkeivovg mov elyav amotvyet pe coppatikég Bepameies.

Agv gvtomiotnkay véa Bépata ao@dielag og ouTr T HEAETN enékToong pe Bepaneia dibpkelog £mg S
£t o€ acbeveig pe Noco tov Crohn.

Evdooxornon

H evdookomkn ekdva tov PAevvoydvov alloroynnke o po vropeétn og 252 acbeveig mov eiyav
KATOAANAN EVOOGKOTIKY EVEPYOTNTA TN VOGO GtV Evapén. To TpmTedov KATUANKTIKO GNUElo fTay
N petaforn, o oyéon pe v Evapén, oty Arlomompévn Babpoioyia Evdookomikig Bapdtntog
Noécov yia ™ voécso tov Crohn (SES-CD), o ovvOetn Babuoioyio og 5 e1Ae0-KOAMKE TURLOTO, TTOV
TEPAAUPAVEL TNV TAPOLGIO/TO PEYEDOG EAKDV, TO TOGOGTO PAEVVOYOVIKNG EMPAVELNS TTOV KOUADTTETOL
amo EAKT), TO TOGOGTO PAEVVOYOVIKNG EXPAVELNS TOV TTPOoSPaAieTon amd aAdeg PAAPeS Kol TNV
TaPoLGia/Tov TOTO 6TEVOONG/oTEVOUATOVY. Ty efdopdda 8, petd amd pa epanas 66N EnaywyNS, N
uetoafoin tng padbuoroyiog SES-CD ftav ueyaddtepn otny opdda tng ovotekvovpaunng (n = 155,
péon petaforn = -2,8) amd 6,11 TNV OLAS0 TOL EIKOVIKOD Pappdkov (n = 97, uéon petafoin = -0,7,
p =0,012).
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Avrarorpion oopiyyicv

Y o vmoopdda achevav e TopoyeTELOpEVE Guplyyla oty Evapén (8,8%, n = 26), 12/15 (80%) and
ToVg a6beveic TOL AQUPAVOY OVGTEKIVOVUAUTN TETVYAY AVTOTOKPLION T®V GUPLYYIOV GE dIUoTNUA

44 gBdopadwv (opiotnke wg > 50% peimon Tov apfpod TV ToPoYETEVOUEVOV GUPLYYIMV, GE GYEoN
pe v évapén g HeAEng emaywyng), Evavtt 5/11 (45,5%) and tovg acbeveig mov AdpPavay gikovikd
QAPLLOKO.

Towotnta {wng mov oyetiletor pe Ty vyeio

H mowdtta {mng mov oyetileton pe v vysio a&lodoynOnke pe to EpotnpoatoAidyto yia
Dreypovmdn Noco tov Eviépov (IBDQ) kot o epotnuatordyio SF-36. Ty efdoudda 8, ot acheveic
OV AAUPOVOY OVGTEKIVOVLALTT TOPOVGIOCHV CTATICTIKMG OTLOVTIKE LEYOAVTEPES KOl KAMVIKG
onNUAVTIKESG PEATIdGELS TG GLUVOAKTS Babporoyiog IBDQ kot g Xvvortikng Babuoioyiog g
Yoyung Zvvictocog tov SF-36 1600 ot perétn UNITI-1 660 ko otn perétn UNITI-2, kobmg kot
ot Zuvontikn Babupoioyia g Zopatikig Zuvictdcag tov SF-36 ot peiétn UNITI-2, og clykpion
Le 10 gkovikd eappako. Ot BEATIOCEIS 0VTEG YeEVIKA dtoTnpiOnkay kaAdtepa otovg acbeveic mov
AdpBavav ovotektvoopdunn ot pedétn IM-UNITI éwc v efdopdda 44, oe GOYKPLOTN LE TO EKOVIKO
oappako. H Beltioon oty motdtnta {ong mov oyetiletal te v vyeia yevikd dotnpnonke ot
duipkela TG emEKTAOTG EmG TNV gfdopdda 252.

EAxodng kohitda

H ac@dieto Kot 1 0moTeAeoLATIKOTITO TG OVOTEKIVOVUAUTNG a&toAoynOnKay o dVo
TUYOUOTIOINUEVEG, OITAN TOQAES, EAEYYOUEVES LE EIKOVIKO QAPLLOKO, TOAVKEVIPIKES LEAETEG OE
evihkeg aoBevelg pe petpimg émg coPapd evepyn ehkmon kolitida (fabuoroyio Mayo 6 £wg 12,
empépovg Padporoyia evoookdnnong > 2). To npdypapLo KAVIKNG avamTuéng tepieddppave pia
LeAET emaywyng pe evoopréPia Bepameio (avapépetor wg UNIFI-I) didprelag émg 16 efdopdadmv,
aKoAlovBovpevn and pia dbprelag 44 eBOOLASMOY TUYAOTOMNUEVT LEAETN VITTOSOPIMG YOPNYOVUEVIG
Oepamneiog cuvtnpnong pe amodcvpon (avaeépetar g UNIFI-M), avtimpocomnedovtag TovAdyloToV
52 gfdopnadec Bepamneiog.

To 0TOTEAEGUATO, VIO TNV OTOTEAEGLLOTIKOTNTO TTOV TTapovatalovtar yio Tig peaéteg UNIFI-T kon
UNIFI-M Baciotnkav o€ kevipikn a&loAdynon 1@V EVOOGKOTGEDV.

2 perétn UNIFI-I ovumepiinednkay 961 acbeveic. To mpoTe00V KATOANKTIKO OMUELD Yo T HEAETN
EMOYOYNG NTAV TO TOGOGTO TOV GLUUETEYOVIMV G KAVIKT vVpean TV eRdoudda 8. Ot acheveic
TuyoomomOnkav o panal evoopAéPio xoprynon ite g cuviotdpevns dwafadbuicuévng doong twv
6 mg/kg mepimov (PA. [Mivaxa 1, mapdypago 4.2), eite piog otabepnc 66ong 130 myg
OVGTEKIVOVULAUTING T} EIKOVIKOD Papudkov v efdoudda 0.

Emutpendtav 1 tavtdypovn Myn 006e®V amd 6TOLOTOS KOPTIKOGTEPOEWD DV, OVOGOPPLOLUCTIK®V Kot
AUIVOGOAKLMKGV Kot T0 90% tov aclevdv cuvéyicay va Aapupavouy TovAdyIeTOV Eva 0o avTd To
oappaka. Ot acBeveic mov eviaydnkav Enpene va giyov amotvyio oe copPatikn Oepaneia
(KopTiKOGTEPOEON 1) AVOCOPPLOGTIKOT TOPAYOVTES) 1| O TOVALYLETOV Evav BlOAOYIKO TOpdyoVTaL
(évav avtaywviot tov TNFa ko Bedorovudunn). To 49% twv acBevov giyav arotuyia o
ovppatikn Oegpamneia, aAld oyl oe Ploroyikd mapdyovta (ek TV omoiwv To 94% dev elyav AaPet
Oepaneio pe Prorloyikod mapdyovta oto Taperdov). To 51% twv acbevav giyav eppavioel arotvyia M
dvoavetia og évav Broroyikd mapdyovra. [lepimov to 50% TV acbevav elyav amotvyia o€
TovAdyiotov 1 mponyovuevn Oepameia pe avti-TNFa (ek tov onoimv 10 48% ftav acbeveig mov dev
avtomokpiOnkav oty Tpdtn Bepaneia) kot to 17% eiyav amotvyia oe Tovidyiotov 1 Bepameio pe
avtt-TNFa kot fedoMlovpdpm.

¥ pekétn UNIFI-I évo onpovtikd peyoddtepo T0606Td 00OEVOY TAV GE KAMVIKT DOECT] GTNV OLLAdA
Oepamneiog [Le OLOTEKIVOVUAUTT GE GUYKPLoT e EKOVIKO pdppako Tnv efdoudda 8 (ITivaxoag 10). ' Hon
ond v EBdoudda 2, v TpdTn TPOYPAULATICUEVT ETIOKEYT 0TN LEAETN, Kot 6€ KADE eniokeyn o
GULVEYELN, EVO LEYOAVTEPO TOGOGTO 0G0EVMV TTOL AoV OLVGTEKIVOLUAUTT dEV glyav apoppayio amd
70 0pB0O N TETLYAV PLGTIOAOYIKT] GLYVOTNTO KEVOGEMV GE GVYKPLOT UE TOLg acbeveig mov Elafov
EIKOVIKO PAPLOKO. XMUOVTIKES O1pOpPEC otV HeptKT| fabroloyio Mayo Kot GTr GUUTTMOTIKY
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VOEOT LETOED OVGTEKIVOVLAUTNG KOl EIKOVIKOV QapuUdikov Topatnpninkoy 1o ond v Efdopdda 2.

H amotelecpatikotnta nrav vyniotepn otnv oudda g dafaduicpévng doong (6 mg/kg) oe
oLYKPLoN e TNV opdda g doong tv 130 mg oe emAeyUEVO KATAANKTIKG GNUEIN KO, O EK TOVTOV,
N dwPobcpévn doon gival 1 CLVIGTOWEVT EVOOPAEPLO SOOT| ETAYDYNG.

Hivaxag 10: Zovoyn Tov kKOpLov ekfaccwv g aroteleopatikotTntog ot peiétn UNIFI-1

(Epdondda 8)
Ewcoviko YuvieTOpev 0601
¢appoxo ™e
N =319 ovoTeKvoOLpGpTN G
N =322
Khvikn Y oeon* 5% 16%*
e ogc@svg{g oV anér})x(xv ue ovpPatikn Oepaneio 9% (15/158) 19% (29/156)"
aAAG Oy ue BroAoyikd Topdyovia
Te ao0eveic mov amétuyav ue Proloyiky Oepameio® 1% (2/161) 13% (21/166)"
e acesvs{g’non amétuyav kot pe TNF ko pe 0% (0/47) 10% (6/58)"
BedoMlovpaumn
KAwvikn Avtomokpion® 31% 62%"
pX (x’cs(?svsig 7OV (mér})xow ue ocvppatikn Oepomeio 3506 (56/158) 67% (104/156)"
OAAG Oyt pe Brodoyikd mapdyovta
Y& acHeveic mov amétoyoy pe Proloyikr Ospansio® 27% (44/161) 57% (95/166)"
e acesvgig’nov amétuyov Kot pe TNF ko pe 28% (13/47) 5296 (30/58)"
BedoMlovpdumn
Blevvoyovikn Emovlmon’ 14% 27%"
e acbeveic mov amétuyay pe coppatikn Oepomeio 21% (33/158) 33% (52/156)"
OAAG Oy pe Brodoyikd mapdyoval
Y acbeveic mov anméruyav pe Broloyikn Oepameia 7% (11/161) 21% (35/166)"
Tountopotiky Yeson®* 23% 45%"
Yvvdvaopévn Zourtopatiky Y ggon kot BAgvvoyoviky 8% 2104

EmovAwon*

£

avaeépetar otov [Tivaxa 1.

Adom €yxuong TG OVGTEKIVOVUAUTNG YPNCLOTOLDVTOS TO PAGIGUEVO 6TO COUATIKO BAPOG S0GOLOYIKO GYTLLOL TTOV

* Q¢ kKhvikn vVeeon opiletat 1 fabporoyio Mayo <2 Babuode, yopig kapio enpépouvg fabuporoyio > 1.

8 Q¢ Khvikr avtandkpion opiletar n peimon, oe oxéon pe v Evapén g perémg, ot Padporoyic Mayo kotd >30%
kot >3 Bobpovg, eite pe peioon, g oyéon pe v Evapén g peAémg, oty emtpépovg Badporoyio yio Ty apopparyio
a6 1o 0p0o > 1 eite pe empépovg faduoroyia yio v apoppayio amnd to opdd 01 1.

¥ "Evag avtaymviotg tov TNFa ko BedoMlovpdpm.

T Q¢ Prevvoyovikn emovimon opileton empépovg faduoroyio Mayo yio v evdookdmnon 0 1 1.

i Qg ovpntopatikn Veeon opiletat empuépovg Pabuoroyio Mayo yio ™ cvyvotta kevooemv 01 1 kot exyépoug
Babporoyio yia v aoppayio and to opHo 0.

* Q¢ GUVBVOGHEVI GUUTTOMOTIKY DPECT KoL PAEVVOYOVIKT ET0DAmOT 0pileTal emuépong Badporoyia yia t cuyvoTTo:
kevooeov 01 1, empépovg Babporoyia yia v arpoppayio and to ophod 0 kot empépovg Pabporoyia yio v
gvdookomnon 01 1.

* p<0,001

B

Ovopaotikd onpavtikr (p < 0,001)
Ovopaotikd onpavtikd (p < 0,05)

¥ peiétn UNIFI-M a&oroynbnkav 523 acbeveig ol omoiot métuyav KAWVIKY avTomoKplor Ue epanas
IV yopfiynon ovotekvovpdpnng otn perétn UNIFI-I. O acBeveic TuxaromomOnkav yo va Adovv
VTOJ0PIME YOPTYOVLEVO GYNI GLVTHPNONG LE gite 90 MY ovotekivovudunng Kabe 8 gfdouddeg, eite
90 mg ovotekvovudunng kabe 12 gfdopnddec | eikovikd eAapprako yia 44 efdouddeg (Yo
CLVICTOUEVT 80G0A0Yio cuvTiipnong avatpiéte oty mapdypapo 4.2 e ITXIT tov Pyzchiva evéoipo

SLWIAVLLO GE TPOYEUGUEVT] GUPLYYLL).

ZNUOVTIKG, LeyaADTEPE TOGOOTA acHEVMDY NTOV 08 KAVIKT DPEST KOl GTIC dV0 opadeg Oepamneiog pe
OVGTEKIVOVULAUTY GE GUYKPLON LE TNV OULAdA TOL EUKOVIKOD QopUaKov TV efdopdda 44 (PAéme

IMivaxa 11).
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Mivoxag 11: Xovoyn Tav KUpLov pétpov anoteieopatikétnrog otn perétn UNIFI-M

(epdopdda 44, 52 gfdopdadeg amd Ty Evapén g 6001G EMAYOYIC)

Ewkoviko 90 mg 90 mg
PappoKo * OVGTEKIVOVIG | OVGTEKIVOUIE
N =175 pang kaos pang kaoe
8 efoopadseg 12 gfoopadeg
N=176 N=172
Khvin Y peon** 24% 44%“ 38%"
Y& aobeveic mov amétvyoy e VUPATIKN
Bepameio aAdd Oyt pe Proroyikd 31% (27/87) 48% (41/85)° | 49% (50/102)°
TOPAYOVTOL
Ye acBeveig mov améTuyov pe froloykn 17% (15/88) 40% (36/91)" | 23% (16/70)°
Oepameio”
e acbeveig mov améruyav kot pe TNF 150 (4/27) 33% (7/21)° 23% (5/22)°
Kol pe fedomovpdumn
Awtipnon g Kivikrg Avtandkpiong €mg 45% 7104 @ 68% ©
v eBdondda 44°
e acBeveig mov amétuyav e cuUPATIKN
Bepameio aAid Oyt pe Proroyikd 51% (44/87) 78% (66/85)Y | 77% (78/102)"
TOPAYOVTOL
PN acesv;?ig OV ATmETVYAV e Prodoyikn 399 (34/88) 65% (59/91) " 569 (39/70)°
Oepomeio
Ze aobevsic mov amérugav ket pe TNF 41% (11/27) | 67% (14/21)° | 50% (11/22)°
Ko pe fedomovudunn
Bevvoyovikny Emovimon’ 29% 51%° 44%"°

Awotipnon g Kiwvikng Y oeong émg v

38% (17/45) 58% (22/38) | 65% (26/40)7

eBdoudda 44

Kaviki] 'Y eeon “Xopic Koptikootepostdn® 23% 42%" 38%"
Awopric Y eson' 35% 57%" 48%°
Tountopotiky Yoesont 45% 68%" 62%°

SUVOVaCUEVT ZUUTTOUOTIKY Y PEGT KoL

28% 48%" 41%°

gvvoyoviki] Emovloon*

BA

*%

§

(=7 = R

Metd v ovtamokpion og IV ovotektvoupdpmn.

Q¢ Khvikr| veeon opiletar Babporoyio Mayo < 2 Babpovg, yopig kapio empuépovs Padporoyio > 1.

Q¢ Khvikn avtandkpion opileton n peiwon, og oyxéon pe v Evapén g perétg, otn Pabporoyio Mayo katd > 30%
kot > 3 Babpoie, gite pe peimon, o oxéon pe v Evapén g Herétng, oty empuépouvs Pabporoyia yio Tnv
atpoppayio amd o opho > 1 eite pe empépovg faduoroyio yio v aoppayio arnd to opdd 0 1 1.

‘Evag avtaywviotig tov TNFa ko BedoMlovpdpmr.

Qg Prevvoyovikn emovAmon opiletar empépovg faduoroyio Mayo yio tnv evdookdmnon 01 1.

H dampnon g khvikng veeong éog tnv ERdopndda 44 opileton og ot acbeveig mov gival og KAvikn Dogon Emg v
EBdopada 44 peta&d tov acbevmv mov givar og KAvikn bogon oty Evapén g Oepaneiog cuvtpnong.

H vk vpeon ympig koptikootepoedn opiletal mg ot aobeveig mov givar o€ KAk Ve Y®PIG Vo Aappavouy
Koptikootepoedn v Efdopdda 44

Qg dopkng veeomn opiletar N pepkn Veeon katd Mayo og > 80% 1oV GUVOLOV TV EMCKEYEMY TPV ATO TV
EBdopada 44 ko 1 pepikn Hoeon katd Mayo otnv tedevtaio enickeyn (EBSopdda 44).

Q¢ ocvpmtopatik Veeon opiletar empépouvs Babuoroyio Mayo yia t cvyvotnta kevayoemv 01 1 Kot exuépoug
Badporoyia yio v arpoppayio and to opho 0.

Q¢ GLVOVUCLEVT CUUTTOUOTIKY VPEOT] Kl PAEVVOYOVIKT eToVAwoT opiletan empépovg Padporoyia yio T cuyvotTa
kevooenv 01 1, empépovg Pabporoyia yio v apoppayio amd to 0pho 0 kot empépovg fabuoroyia yio tnv
gvdookomnon 01 1.

p < 0,001

p < 0,05

Ovopaotikd onpavtikr (p < 0,001)

Ovopaotikd onpavtiky (p < 0,05)

Mn| 6T0TIOTIKA GNULOVTIKO

H evepyetikn enidpaon g OLGTEKIVOVUAUTNG GTNV KAMVIKT OVTOTOKPLoT, TNV BAEVVOYOVIKN
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emovAmON KoL TNV KAWIKN Dpeon moapatnpnonke katd t Oepaneio eraymyng Kot t Oeponeio
ocuvtipnong 1060 og acbeveic o1 omoiot elyav amotvyet pe cupPoatikn Oepameio aALd Oyt pe froAoykd
TaPAyovTa, 0G0 KOl GE EKEIVOVG TTOV ELYOV ATOTVYEL IE Uio TOVAGYIGTOV TPOTYoLEVT Depameia pe
avtaymvietn tov TNFa, copmeptlopfovopévey Kot Tov TpmTtevdvimg [t avIornokpliévimv achevav
o¢€ Bepamneia pe aviaymoviot tov TNFa. Evepyetikn enidpaon mapatnprinke eniong katd tn Oepaneia
EMAY®YNG o€ 0oBeveic TOL elyoV AmOTVYEL LLE TOVALYIGTOV Lio TPONYOLLEVT BEPOmEin [LE AVTAY®VIOTN
tov TNFa ko Bedorlovpdunn, wotdcso o aplfuog Tov achevdv 6e avtr| TV LITOOUAdH TV TOAD
pipoc yo va e€ayBovv oploTIKG CUUTEPAGUATO GYETIKG [LE TNV EVEPYETIKY EMIOPOGCT] GE AVTN TNV
opdoa Kotd T Bepomeion cuvINpPMNONG.

AvroroxpiOévieg oe Oepomeia emoywyng pe ovotekivovudurn v Efdouado 16

2tovg acBeveic Tov EAaPoV OVGTEKIVOLUAUTT Kot OEV EPPAVICAV ovTaTOKpiomn TV efdopdda 8 tng
peAétng UNIFI-1, xyopnynOnke ovotekvoopdaunn oty d6omn t@v 90 mg SC v efdopndda 8 (36% tov
acfevav). ATd avtodg Toug acbeveic, T0 9% exeivav mov eiyov apyikd Tuyalomondel ot
GUVICTOHEVT 000T EXOYOYNG TETVYAV KAMVIKT VOEOT] Kot TO 58% TéTuyay KAWVIKTY OVTOTOKPLIoN TV
Epdopada 16.

Ot acBeveic ToL dev TETVY OV KAWVIKT AvTOTOKPIoT KATA T Oepameio ET0Y®YNG LE OVGTEKIVOUUAUTT
™mv efdopdda 8 g perétng UNIFI-T adlhd eppdvicav aviamdkpion tnyv epdopada 16 (157 acbeveis),
evtayOnkov oto un tuyotomomuévo pépog g pedétng UNIFI-M kot cuvéyisov va Aappdvovy doon
ocuvtpnong ke 8 efdondadec. Meta&d tov acbevav avtmv, 1 TAsloynoeio (62%) dtotipnooy v
avtamoxpion kot 1o 30% méTuyav Deeon v fdopdada 44.

Meléty Eméxroong

2tnv UNIFI, o1 acBeveig mov olokAnpwoay tnv HeAétn Emg v efdopdda 44, ntov emAgEon yio
ocuvéylon g Oepamneiag og pia pelén enéxtaonc. Meta&d tov 400 acbevav mov etonibav kot Elafav
Oepamnceio pe ovotekvovpdunmn ka0e 12 1 8 gfdopdoeg ot HEAETN EMEKTAGNC, 1| COLTTOUOTIKY VOEST
vevika dtotnpnonke £oc v efdoudda 200 yio Tovg acbeveig mov eiyav amotdyel pe copPatikng
Oepameio (ahAd Oyt pe Proroykn Bepamein) Kot yio ekeivoug Tov améTvyay pe froloyikr Bepamneia,
ouumePIAOUBAVOUEVOVY Kl EKEIV@V TTOV améTuyay 1060 pe avil-TNF 6co kot pe fedorovpdpmn.
Meta&b Tov acbevav mov Elafav 4 ypovia Oepaneiog pe ovoteKvovpaunmn Kot a&loloynonkay
YPNOWOTOIOVTOS TNV TANPN Pabuoroyia Mayo tnv efdoudda cvviipnong 200, to 74,2% (69/93) ko
10 68,3% (41/60) datpnoav TV PAEVVOYOVIKT ETOVAMOT] KOl THV KAWVIKY DPECT), OVTIGTOLYO.

Agv gvtomtiotniay véa OEpata ao@alelng o aUTH TN LEAETT eméKTaoTg pe Oepoameia ddpKelag £
4 ¢t o€ aoBevelg pe eAkmOT KoAlTIdA.

Evéooxomixn Oualomoinon

Qg gvdookomikn opaionoinor opiotnke mg enpépovg Pabuporoyia evéookdnnong Mayo 0 kot
mapoTnpnOnke oM and v efdopdda 8 otn perétn UNIFI-I. Tnv eBdopdda 44 g uerétng UNIFI-M
ot enetevydn 610 24% Kot 29% tev aclevav mov hapav Oepaneia pe ovatexvovudunn kabe 12 1
8 efdopadeg, avtictoya, g ohykpion e o 18% tv acbevodv 6TV Opado TOV EIKOVIKOD GAPUAKOV.

lotoloyixn kou lotoloyikn-Evdookomiky Bievvoyovikn Exodlwon

H 1ot0hoyikn enoviwon (oplldpevn mg d10nom ovdetepopilmy o€ < 5% TV KPLTTOV, Un
KOTOOTPOPN TOV KPUTTAV KOl Arovcic S1ofpmdcoemv, eEEAKMGEDVY 1 KOKKIDO0VG 16T0V) a&loAoynOnke
v gpdoudoa 8 g puerétng UNIFI-I kou v EBdoudoda 44 g pelétng UNIFI-M. Tnv gfdouada 8,
UeTd omd e@dmal evoopAEPLa SOOT ETUYWYNG, CTUOVTIKG HEYaADTEPA TOGOGTH acOevdV 6TV Opdda
TG GLVICTMUEVNG dOONG TETLYOV 1GTOAOYIKT| ETOVAWOT] (36%) Ge ohyKplom LEe TOVG 0oOEVEIg TNV
opada TOL glkoVIKoL pappdiov (22%). Tnv EBdopdda 44 mapatnpndnke dwatipnon avtig g
EMOPUONC LLE ONUAVTIKA TEPIOCOTEPOVS AGHEVELS LLE IGTOAOYIKT EMOVAWMGCT GTLG OLLASES XOPYNONG
g ovatekvovpdumng kKabe 12 gfdopnadeg (54%) kot kabe 8 efdopadeg (59%), oe cuyKplon pe TO
gwoviko gdppaxo (33%).

"Eva 6uvovooTikd KATaANKTIKO GNUELD 1GTOAOYIKNG-EVOOOKOTIKNG BAEVVOYOVIKNG ETOVAWMGTG, TTOV

opionkKe ¢ PAEVVOYOVIKT ETOVAMGCT KOl IGTOAOYIKT] ETOVAMOT|, a&lohoynOnKe TV efdopdda 8 ot
perétn UNIFI-I kot tnv gfdopdda 44 g perétng UNIFI-M. Ot acBeveic mov Elafav
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OVGTEKIVOVLAUTT GTT] GUVIGTMOUEVT 000N ELPAVIGOV OTUOVTIKEG BEATIOOELS TOV KOTOANKTIKOV
onpeiov 16TOAOYIKNG-EVOOTKOTIKNG PAEVVOYOVIKTG ETOVA®GOTG TNV Efdopndada 8 otnv opdda g
ovotekvoupaumng (18%) ce ohykpion e v opdde, Tov eKovikov apudikov (9%). Tnv

gfdoudoa 44 mapatnpnOnKe dSTNPNGCT AVTNE TNG ENXIOPAUOTG LE CTILOVTIKA TEPIGGOTEPOVS 0GOEVELG
L€ 10TOAOYIKN-EVOOOKOTIKY] PAEVVOYOVIKT ETOVAMGT] GTIG OLLASES YOPTYNONG TNG OVGTEKIVOVUAUTIG
Kké0e 12 efdopdodeg (39%) ko kabe 8 efdopddeg (46%), o€ cOYKPLOT LE TO EKOVIKO QappaKo (24%).

2yetilouevn e v vyeio mo10tnTo, (NS
H oyenilopevn pe v vyeia mowdtnta Lorg agoloyndnke pe to Epotnuatoddylo yia tn OAeypovdon
Noco tov Eviépov (IBDQ) kait ta gpotnuatorodyio SF-36 kot EuroQoL-5D (EQ-5D).

Tnv ePfdopdda 8 g perétng UNIFI-1, o1 acBeveic mov éafav ovotektvoupapnn eppdvicoy
ONUAVTIKA LEYOADTEPT Kol KAVIKA onpavTikn Bedtioon otn cuvoAtkn Babuoroyia tov IBDQ, 610
EQ-5D kot otn VAS tov EQ-5D, 6t Zvvortikr] Babpoloyia g Yoyiknig Zvvictocog tov SF-36 kat
ot Zuvontikny Babpoioyia g Zopatikig Zuvictmcag Tov SF-36, o€ 60YKpPIomn [LE TO EIKOVIKO
@appako. Avtég o1 Beltidoelg Statnpndnkav otovg aobeveig mov EhaPav Bepamneio pe
ovotekvoopaunn otn perétn UNIFI-M émg v eBdopdada 44. H Bertioon otnv oxetilduevn pe v
vyeia TototnTe. {oNg Ommg avut) puetpndnke amd to IBDQ kot to SF-36 yevikd diatnpndnke kotd v
duipkela TG eméktaong Emg tnv efdopdda 200.

Ot acBeveic Tov ELafov OVGTEKIVOLUAUTN ELPAVIGAV CTILOVTIKG TEPIGGOTEPEG PEATIDGELG TNG
TOPAYWYIKOTNTAG OTNV £pYyacia, Onwe agloloyndnke amd Tig HeyaADTEPEG UEIDCELS GT) GUVOAIKN
UELOT TNE TOPAY®YIKOTNTAG TNV EPYOCIN KAl 6T HElmoT TV dpastnplotntov Bdcst Tov
gpotpotoroyiov WPAI-GH, ce cuykpion pe toug aobeveic mov EAafov EIKoViKO QAPLLOKO.

Noonieles ko oyeti{oueves ue v eAkwon xolitida (UC) yeipovpyikes emeufiaoels

"Ewg v eBdopada 8 ¢ perétng UNIFI-I, To m10600Td TV GUUUETEXOVTOV LE GYETILOUEVES LE TNV
UC voomAeieg NTOV OMUOVTIKG YOUNAOTEPO Y10l TOVS GUUUETEYOVTEG GTNV OUAdA TNG
OVGTEKIVOLLLAUTING YOPTYOOUEVOL GTN cLVIGTOUEVT 060N (1,6%, 5/322) og clhykpion [E TOVG
GUUUETEXOVTEG OTNV ORLAOA TOV EIKOVIKOD Qoppdiov (4,4%, 14/319) kot KavEévog amd Toug
GUUUETEXOVTEG TOV EAAPAY OVGTEKIVOVUAUTT GTY] GUVIGTOUEV dOCT| ETOYWYNG eV VILEPANON o€
oyxetifopevn pe v UC yepovpyikn enépfacn cvykprrkd pe to 0,6% (2/319) tov coppeteydvimv
GTNV OLAS0. TOV EIKOVIKOD PUPUAKOV.

‘Ewc v efdoudda 44 g perétng UNIFI-M, mopotnphonke onuavtikd yopnAdtepog aptiudg
oyxetitopevov pe UC voonleldv 6TOVG CUUUETEXOVTES OTLG OUAOES TG OVGTEKIVOVUAUTNG
cuvdvaoTtikd (2,0%, 7/348) oe cOYKPLON LE TOVG GUUUETEYOVTEG GTNV OUAON TOV EIKOVIKOD (apuUikov
(5,7%, 10/175). AptlOuntikd pKpoTEPOG APIOUOG CLUUETEXOVIMOV GTIV OUASN TNG OVGTEKIVOVUAUTNG
(0,6%, 2/348) vrefAn0On oe oyxetilopevn pe v UC yepovpykn enépufocn g ochyKpion LE TOVG
GUHLUETEYOVTES OTNV OULAdA TOV EIKOVIKOV QoppaKkov (1,7%, 3/175) émg v efdopdda 44.

Avocoyovikotta

Kotd ™ dibpketa g Oepaneiog e ovotektvoudumn evogyetat vo. avantuyfodv avIic®pato EvavTt
TNG OVGTEKIVOLLAUTNG KoL TO, TEPLEGOTEPQ Elval £0VOETEPOTIKA. O GYNUATIGUOC AVTICOUATOV
£VOVTL TNG OVOTEKIVOLUAUTNG oyeTileTan T0c0 pe oénuévn kabaporn 660 Kot Pe PHELOUEVN
OTOTELECUATIKOTITO TG OVGTEKIVOVUAUTTG, EEAIPOVUEVOV TV aclevdv e voso tov Crohn 1
EAKMON KOAITION GTOVG 0TOioVG deV TapaTnPHONKE Lelwon oTNV amoTeAEcHATIKOTNTO. AEV VILAPYEL
TPOPAVNG CLGYETIOT HETAED TNG TOPOVCING OVTICOUATMOV EVOVTL TG OVGTEKIVOVUAUTNG KO TNG
euPavions avidpdoemv otr Béon g Eveong.

Houdwarpikog tainduopog

O Evponaikoc Opyoviopuog apudkmv Exel 0OGEL 0VaBOAT Ao TNV VTOYPEDCT] VITOPBOANG TV
OTOTELECUATOV TOV PELETMV E TNV OVGTEKIVOVUAUTY GE Pid 1) TEPICCOTEPEG VITOKATIYOPIES TOV
TOdLTPIKo TANBVo LoD Yo T vOco Tov Crohn kat TV eAKddN KoAltda (PAETE Tapdypago 4.2 yiu
TANPOPOPIEG GYETIKA UE TNV TOLSLOTPIKY YPNOT).
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52  ®appoxokivnTIKEG 1O10TNTES

Amoppoonon

O J31Gpecog YpOVOC Y10, TNV EMTEVEN TNG LEYIOTNG GLUYKEVTPMANG 6TOV 0pO (tmax) TV 8,5 Muépec petd
v pdmnaé vodopa yoprynon 90 mg oe vy dtopa. Ot S1dpeceg TYESG tmax TG OVCTEKIVOVHAUTNG
émerta amd o epamag voddpia yoprynon eite 45 mg eite 90 mg o€ acbeveig pe yopioon frov
ovykpioeg pe eketveg mov mapatnpndnkay o vy dropa.

H andéAvtn Prodobestdtnta TG OVGTEKIVOVUAUTNG EMELTA OO Lo QAmas vToddpia Yoprynon
ekt Onke 6t NTav 57,2% oe acbevelg pe yopioon.

Koatavoun
O d1dipecog GyKog TG KATOVOoUnG Katd tn didpkela g teMKNg edong (Vz) émetta amd po epama
evooAEPLO Yopynon o€ aobeveic ue yopiaon kopdvinke and 57 émg 83 mi/kg.

Biopetaoynuotioudg
H axpipnic petaforikn 060G TG OVGTEKIVOLHAUTNG Elval AyvmoT.

Amofoin

H 61dpeon cvotuatikn 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 (tie) g
OVGTEKIVOLULAUTNG 1TAV KOTA Tpoceyylon 3 efdopddes oe aobevels pe ympiloon, yoplookn
apBpitida, voco tov Crohn 1 ElkdON KOAITION, KOpouvOueVn amd 15 émg 32 nuépeg o€ OAEG TIg
UEAETEC Yo TNV YOPIOoT KoL TV YOPLUGIKT apdpitida. e [o QopUoKOKIVITIKY avAaAvo
mAnBvopov, n eawvopevikn Kabopon (CL/F) kot o pavopevikog oykog katavouns (V/F) ntav

0,465 Imuépa ko 15,7 1 avtiotoya o acbeveig pe yopiaon. H CL/F g ovotekivovpdumng dev
emmpedotnke and 10 eOA0. H pappakoxvntikny aviivon tainbocpov £deiée 6t vnpée 1o Tpog o
peyolTEPN KAOOPON TNG OLGTEKIVOVUAUTTG GE acbeveic mTov Ppédnkav Oetikoi petd tov EAeyyo yia
OVTICOUOTO GTIV OVGTEKIVOULLALTT.

Cpappkdénto d6omg

H ovompatikr éxbeon g ovotektvoupdpnng (Cmax kot AUC) avéndnke katd Evav avoloyikd pe
d6om Tpomo Emerto. and e Qanas evooeAEPia yopnynon o d6oelg mov kupavinkav and 0,09 mg/kg
€w¢ 4,5 mg/kg M émetta amd o epAmas VTodOPLN. YOPNYNOT G€ dOCELG TOV KLUAVON KAV KOTA
npocéyylon and 24 mg émg 240 mg oe acheveic pe yopiaon.

E@dnag d6om évavt moAamAdv d6GEmV

To TpoPil CLYKEVTP®GNC GTOV 0P TNG OVGTEKIVOVUAUTNG GE OXEGT UE TO XPOVO NTAV YEVIKA
TPOPAEYLO ETTELTO OO XOPNYNOELS £QATASE 1| TOALUTADY VTOOOPLOV OGEWMY. XTOVG 0IoOEVELG e
Yoplaon, 01 GLYKEVIPMGELS TG OVOTEKIVOVUAUTNG GTOV 0p0 G€ oTafEPT] KOTAGTAOT EMTELYONKAY
uéypt v Efoopdda 28 petd tig apykég vrodopieg d0aelg otig Efdopnadec 0 kat 4 axorovBovueveg
amo 060¢elg Kabe 12 gfdopnddec. H didpeon katdtarn ouykévipwor o€ otafdepn KaTAoTOoT KOUAVONKe
a6 0,21 pg/ml éwg 0,26 pg/ml (45 mg) kou amd 0,47 pg/ml €wg 0,49 pg/ml (90 mg). Aev vnpée
EUQOVIG GLOCMOPEVGT] GTN GVYKEVTPMOT] TN OVGTEKIVOVUAUTNG 6TOV 0pd 6€ BABOC ¥pOVOL KOTE TV
VIT0dopLa Yopynon kébe 12 efdouddec.

e acbeveic pe vooo tov Crohn kot eAkdOT KoAitido, petd omd po evdoAépia doon ~6 mg/kg,
Eexvavtag and v efdoudda 8, yopnynhonie vrodopia d6om cuviipnong 90 My oVGTEKIVOLUAUTNG
KkéOe 8 N 12 gfdopnadec. H cuykévipmon TG OVGTEKIVOLUAUTNG G oTabepT KATAoTOoT EMTEVYONKE
€wg TV évapén g devtepng doomMg cuvTnpnong. £ acbevelg pe voso tov Crohn ot didpeceg
KOTMOTOTEG CLYKEVIPAOGELS 6TAfEPNC KOTAGTAONG KVpaivovTtay and 1,97 ug/ml éwg 2,24 pg/ml kot amd
0,61 pg/ml émg 0,76 pg/ml yo To 90 Mg ovotekvovpdunng kabe 8 efdouddeg N kKabe 12 gfdopnddeg,
avTIoTOlYMG. Xe acbeveic pe EAKDON KOAITION, O1 SIAUECES KATDTATES GCUYKEVIPAOOELS oTafepng
KaTaotaong Kopaivovtav and 2,69 pg/ml éwoc 3,09 ug/ml kot and 0,92 pg/ml émg 1,19 pg/ml yio ta
90 mg ovctekvovuduang kabe 8 efdoudoeg 1 kabe 12 gfdopddec. Ta katdTata nimeda g
OVGTEKIVOLUAUTING O oTafepn] KOTAGTUGT TO 0TToia Tpodkuyav amd to 90 My 0VGTEKIVOVUAUTNG
K&Oe 8 efoopadeg oyeTioTnKAY LE VYNAOTEPO TOGOGTH KAMVIKNG VOESNC, G€ CUYKPLOT LLE TO KATMOTATO
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enineda o otabepn katdotoon petd amd 90 mg kabe 12 efdonddec.

Enidpaon tov Bapovg 61N QopLLoKOKIVITIKY

e U QopUAKOKIVITIKY oviAvon TAnfuce ol oty ontoia ypnoiporomdnikoy dedopéva omd acheveic
Le yopiaon, T0 copatkd Bapog Ppébnke va eival ) o oNUOVTIKY CUUUETAPANTH oV ennpedlet TV
kdBapon ¢ ovotekvoopaunnc. H péon CL/F og acBeveic pe Bapog > 100 kg ftav katd mpocéyyion
55% vymAotepn o€ cuyKplon e Tov acbevav pe Papog < 100 kg. O pécog V/F o acbeveic pe Bapog
> 100 kg ftav katd tpocéyyion 37% vyniotepog o cVYKPLoT pe TV 0cbevav pe Bapog < 100 kg. Ot
LEGEG KATDTOTEG GUYKEVIPMGELS TNG OVOTEKIVOLUAUTNG 6TOV 0pd og acbeveic pe vynAdtepo Bapog
(> 100 kg) otnv ouddo twv 90 mg ftav cuykpiciues pe ekeiveg o aobeveic e yaunidtepo Papog
(<100 kg) otv opada tmv 45 mg. [apodpoila amoteréopata eEAeOncay amd pio emPefoimTikn
QOPLOKOKYNTIKY avéAvoT TAnBuood oty omoia ypnopomomdniay dedopéva amd achevelg pe
YopLootkn apdpitida.

[pocappoyn g cuyvoTnTag YOpNyNong TV d0GEMV

e aoBeveic pe voco tov Crohn kot EAKdON KoAMTIda, He fAon T TapaTNPOVUEVE OESOUEVO KO TIG
avorvoelg PK tAnbuopo, ot tuyotomopévotl GUUUETEXOVTEG TOV EXOCOV TNV OVTATOKPIOT GTN
Oepameio eiyov YOUNAOTEPES GVYKEVIPMGELS OVGTEKIVOVUAUTNG GTOV 0pO GE GLUVAPTION UE TO YPOVO
G€ GUYKPLON LE TOVG GLUUETEXOVIEG TTOL gV EYOCAV TNV OvTATOKPLoT. 11 voco tov Crohn, n
TPOGOPLOYN TNG 000MG amd 90 mg kaOe 12 efdoundoeg oe 90 mg kabe 8 gfdouddeg cvoyeTioTnKe L
adENOT TOV KOTOTUTO®V GUYKEVIPOGEDYV TG OVGTEKIVOVUAUTNG GTOV 0pO Kol ETAKOA0VON avénon g
OTOTEAECLATIKOTNTAG. XTIV EAKMON KOAMTId0, Ol Baciopéves o LOVTELO Tpocopolnoels PK
mAnBuopov katédelEav OtL | Tposapuroy”n g 0dong and 90 mg kébe 12 efdopddeg oe Kabe

8 efdopddeg avapéverar vo 0dnynoetl o€ oENGT KOTO 3 POPES TOV KOTMTOUTMY GUYKEVIPDGEDY TG
0VOTEKIVOLUAUTNG o€ otafepn] Kotdotaon. Emmiéov, fdoet tov dedopévaov Tov KAVIKGOV SOKIUMV GE
acBeveic e elkdON KoAitida, Tekunplddnke etk oyéon éxbeong-avrandkpiong pnetald twv
KATMOTOTOV GUYKEVIPAGEWYV, TNG KAIVIKNG VOGNS Kol TNG PAEVVOYOVIKNG EMOVAMOTG.

Ewdwoi minbucpol
Agv vapyovv d10BECIIA QOPIOKOKIVNTIKA Oed0UEVa o8 0o0EVEIC [Le LELOUEVT] VEPPIKT 1] NTATIKY
Aettovpyia. Agv Exovv de€aybel e1d1kég pekéteg o€ NAIKIOUEVOVG acheveic.

H goppokokiyntikni TG 0VGTEKIVOLUAUTNG NTAV YEVIKG cuykpiown petaé&d Aclatdv Kot un-Actatodv
aoBevov e yoploon Kot EAKdON KoAITIO.

Xe aoBeveig pe vooo tov Crohn kot edk®ddn KoAitda, 1 petaPfAntoTnTo oty Kabopon g
OVOTEKIVOLULAUTNG EMNPECOTNKE OO TO GOUATIKO BApog, Ta enimedo AevK®paTiviic 0pov, TO VA0 Kot
TNV TOPOVGIN OVTICOUATOV EVOVTL TNG OVGTEKIVOVUAUTNG, EVD TO COUATIKO BAPOC TaV 1) KOPLA,
GUUUETOPANTA oL emnpéale Tov OYKOo katavounc. EmmAéov, otn voco tov Crohn, 1 kdBapon
emnpedomnKe amod v C-avildpmoa TpOTEiv, TNV Katdotaor mg mtpog v arotvyic TNF
AVTOYOVICT®V Kol 1 QUAN (Actotikn évavtt un Aclotikng). H enidpacn avtdv tov copuetafAntov
Nrav evtdg £20% g TVMKNG TIUNG 1 TS TIUNAG avaeopag s avtiotoyyng napapétpov PK kat, og ex
TOVTOV, O&V OMATEITAL TPOGAUPLOYTN TNG 0O0NG Yo avTéG TIS svppeTafintéc. H tavtdypovn ypron
OVOGOPPLOLUGTIKOV TapyOVI®V OeV €lYe ONLOVTIKY ENIOpaoN 0T O140€0T TG OVGTEKIVOVUAUTNG.

211 QOPUOKOKIVITIKY aviAvor TANBucpon, dev vnpéav evoei&elg enidpaons Tov KamvoD 1 Tov
OLVOTVEVLLOTOG OTIG PUPLLOKOKIVITIKES 1O1OTNTEG TNG OVGTEKIVOLUAUTNG.

O1 GLYKEVIPDGELG OVOGTEKIVOLHAUTNG GTOV 0pd G€ TS0 TPIKoVG acheveic pe yopiaon nikiog 6 £mg
17 e1ov, mov éhaPav Bepaneia pe T cuvictdpevn pe Pdon o Bapog d6om NTav YeVIKE GUYKPICIUES e
eKeivec Tov eviiAIKoL TANOLGLOL e yopiaomn mov ELafav T d0om TV eVNAik®v. Ol GLYKEVIPDOGELG
OVGTEKIVOVUAUTNG GTOV 0pO G Todlatptkos acheveig nhikiog 12-17 etdv (CADMUS) pe yopiaon
mov Ehafav Bepaneia P TN HOT GLUVICTMOUEVT e Ao To Pépog dOoN NTAV YEVIKA OUNAOTEPES OO
ekeivec TV evnAikwv.

PvOuion tev evioumv tov CYP450
O emdpaoeig g IL-12 1§ g IL-23 ot pHbuon twv eviopwv tov CYP450 a&toloyndnkav e pio
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peAé in vitro otnv omoia ypnoponomndnkay avlpodrive nratokvTTapa, 1 omoio £6e1&e ot 1L-12
koM M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpcég dpaoctnpiotnteg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1) 3A4, Préne mapdaypogo 4.5).

5.3 IIpoxlvikd dgdopéva yia TV ac@direra

Ta pun Khvikd dedopéva dev amokaAldTTovV 131itepPo Kivouvo (TT.). ToEIKOTNTA 0PYAV®VY) Y0l TOV
avBpomo e Paon tic peréteg ToEIKOTNTOG ETUVAAAUPOVOUEVOV dOGEDV, AvaTTVELINKNG TOEIKOTNTOG
KoL TOEIKOTNTOC GTIV OVOTOPUYMYIKT KAVOTNTO, CUUTEPIAAUPOVOLEVOVY TV 0ELOAOYNCEDY
QOPUOKOAOYIKNG CPAAELNG. € LEAETEG AVATTLELOKNG TOEIKOTNTOG KOl TOEIKATNTOG OTNV
AVOTOPOY®YIKN TKovOTNTO o€ TOKoVE cynomolgus dev mapatnpnnkay avembounteg evépyeleg
OTOVG OEIKTEG APTEVIKNG YOVILOTNTOG, OVTE YEVETIKEG OVOUAALES 1| avaTLELOKT] TOEKOTNTA. AgV
mapaTnPNONKaY avemBounteg emdPAGELS 6TOVG dOgikTeg ONAvKNG YOVILOTNTOG LE ¥P1IOT AVAAOYOV
avtioopotog tov IL-12/23 o€ movrikia.

Ta enineda d0cemV oTIg peAETeg o€ (DA NTOV KOTA TPocEyyion €mg 45 popég vynidtepa amd TV
VYNAGTEPT 1600VVOT dO0T oL TTpoopileTal Yia yoprynon o€ acbeveig pe ympioon Kot elyav ¢
OTOTELEC O OVATATEG CVYKEVIPAOOELS GTOV 0pO G€ MONKOVG TTOL NTaY TEPLTOTEPO amd 100 popég
VYNAOTEPEG amO EKEIVEG TTOL TOPATNPOVVIAL GTOVS AVOPAOTOVG.

Agv Se&nydnoav PHeEAETEG KOPKIVOYEVEGNG LLE TNV OVGTEKIVOV AU AOY® EAAEWYNG KATAAANA®V
HOVTEA®V €VOG OVTIOOUATOC Ywpig dStactavpodpevn avtidpaon pe tig IL-12/23 p40 tov TpOKTIKOV.
6. OAPMAKEYTIKEX MIAHPO®OPIEX

6.1 Katdloyog ekdoymv

Iotdivn

Movohdpikr vOpOYA®PIKT 16TIOIVY

IMoAvcopPikd 80

Saxyapoln

"Yomp yio evéoipa

6.2 AovpPatoTnTeg

ElMelyet pedetdv oyetikd pe 1 cuufatodtnta, 10 TopoV QUPLUKELTIKO TPoidV dev TPEmEL Vo
OVOUELYVOETOL UE GAAD POPUOKEVTIKG TPOTOVTAL.

6.3 Audpxera Cong

Pyzchiva 45 mg evéoiuo didAvuo o€ TpoyEUoUEVN GOPLYYO.
24 unveg

Pyzchiva 90 mg evéowo didAvuo o€ Tpoyetopuévn oOpLyyo.
24 pnveg

Mepovouéveg TPoyELUGUEVES GUPLYYEG UTTOPODV Vo pLAAGGOVTOL o€ Beppokpacio dopatiov Emg 30°C
v pio HEYIoTn HEPOVMUEVT TEPT0d0 mG 1 Pva 6To apyIKd KOLTI TPOKEUEVOD VO TPOGTATEDOVTOL
amd to pog. Kataypdyte tnv nuepounvio katd v onoio 1 Tpoygpopévn cvptyya Bynke omd 1o
YUYELD Y10 TPDOTH POPA GTO YDPO TOV TAPEXETAL GTO EMTEPIKO KOVTI. XTO TEAOG ALTNG TNG MEPLOSOVL,
T0 TTPOidV pmopel va enavatomodeteital 6to Wouyeio. Amoppiyte Tn cVptyya e4v 6gv Exel
ypnowomronfet evtog 1 piva amd v anobfkevon o Beppokpacio SOUATIO 1 £®G TV OPYIKY
nuepounvio Anéne, 6moto £pbel vopitepa.
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6.4 Idwitepeg TPoPLLAEELS KOTA TN PVLAEN TOV TPOTOVTOG

dvidooete og yoyeio (2 °C — 8 °C). Mnyv katayiyete.

DuAGGGETE TNV TPOYEUIGLEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PWC.
Epocov amotteitol, Helovmpéveg TPOYEUIGHEVEG cUPLYYES UTTOpEl va puAGGGoVTaL o€ Beplokpacio
dwpatiov £wg 30 °C (PA. mapdaypago 6.3).

6.5 ®@Von KOl GLVOTUTIKA TOV TEPLEKTN

Pyzchiva 45 mg evéowo didAvpo o€ mpoyeuopévn coptyya

0,5 ml srdvpatog oe cOpryya Tov 1 Ml amd yvedi tonov I pe otabepn avoleidw atcdivn Perdva
Kot KAAvppo BeAdvag Tov mepléyel eEAAoTIKO Kot EUPOAO LE IO EIGYMDPNONG OO EAASTIKO
Bpopopovtoro. H cvpryya etvan eEomiiopévn pe cvotnua Tabntikig Tpootaciog.

Pyzchiva 90 mg evéowo didlvuo o€ Tpoyeutcuévn oOpLyya

1 ml Sehdpatog og ovpryyo tov 1 ml amd yvari tomov I ue otabepn avo&eidmtn atodiivn Beldva kot
KéAvppa Berdvag mov mepléyel EAacTIKOKOL EUPOAO LE T EIGYDPNONG 0d ELAGTIKO
Bpopopovtoro. H cdpryya eivan eomhiopévn pe cOGTN O TOONTIKAG TPOGTAGING.

To Pyzchiva dwatifetar og cvokevaoia 1 npoyspiopuévng obpryyog.
6.6 Idwitepeg mpouraters amdppryns Ko GALOG YEPLGNOGC

To didAvua oty mpoysuicuévn obptyya tov Pyzchiva dev mpémetl vo avakveitat. To Sidhlvpo tpénet
Vo E€TAOTEL OMTIKA Y10 LOPOVHEVT COUATIONKT VAN 1] ATOYPOUATIGHO TPV OO TV VIOSOPLaL
yoprynon. To didhvpoa eivar StavyEg, dypmuo g avorytd KITPvo Kot UTopel va TePIEYEL Alya LuKpd.
nudaeavn 1 Aevkd copatidw tpoteivnc. H epepdvion avth dev ivol acuviiom yio mpwteivovya
Sddvpata. To eoprakenTikd TPOIOV dev TPEMEL VA YPNOILOTOLEITAL €AV TO dtdAvpa eivan
amoYPOUOTIGUEVO 1| BOAO, 1 €4V vLApYEL EEVI aumpopevn copaTidtokt VA. [Ipv ) yoprynon, To
Pyzchiva Ba mpémet va apnrvetal va ptdoet o€ Oeppokpacio dopatiov (mepimov pion dpa).
Aemtopepeic 00Myieg Yl TN YPNON TOPEYOVTAL GTO GVAAO 0ONYIDV.

To Pyzchiva dev mepiéyxetl cuvinpnTikd, GUVETMG OTOLOONTOTE AYPNCLULOTOINTO PAPUOKEVTIKO TPOIOV
TAPAUEVEL GTT cVPLYYO dev TpEmeL va. ypnoponoteitat. To Pyzchiva diatifeton o¢ amootelpmpuévn
Tpoyeopuévn cvpryya piag xpnong. H cvpryya dev mpénetl moté vo, emavaypnoyonoteitar. Kade
OLPNOLLOTOINTO POPUOKEVTIKO TPOIOV 1| VITOAEYLLLO TPETEL VO, ATOPPITTETOL COLPMVA UE TIG KOTA
TOTOVG 10YVOVGEC GYETIKES SlaTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

OX\avdio

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

Pyzchiva 45 mg gvéciuo ddlvua og Tpoysumouévn cuPLyya.
EU/1/24/1801/001

Pyzchiva 90 mg gvéociuo dtdlvua og Tpoyemouévn cuPLyya.
EU/1/24/1801/002
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQYXHX THX AAEIAX

Huepopnvia tpmg €ykprong: HH pvag EEEE

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg yio TO TOPOV PAPUOKELTIKO TPOIOV givar dabéoiueg atov dikTvakd TOTO
tov Evponaikod Opyavicpod @apudkmv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTEX THX BIOAOTTKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTHY YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZIMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHE OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kat d1e06vvon TV TOPASKEVAGTOV TNS BIOAOYIKOS OPUCTIKAC OVGIOGC

AGC Biologics A/S
Vandtarnsvej 83B
Sgborg, 2860
Aovio

Ovopa kai d1e06vven Tov TOPUGKELAGTH TOV Eival LITEVOLVOC Y10 TNV ATOOECLEVLGT TV TOPTIOWV

Samsung Bioepis NL B.V.
Olof Palmestraat 10,

2616 LR Delft

OMovdia

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

DoppokevTIKd TPOIOVY Yo TO 0TTOi0 omatteital TePlopIoEV TPtk cuvtayn (PA. mapdptnua I:
[epiinyn tov Xapakmnpiotik®v tov IIpoidvtog, mapdypopog 4.2).

I AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0fcs1g meproowkig mapakorovdnong g aceaierag (PSURS)

Ot anaitnoelg yio viropoir) twvPSURS yio 10 ev AOY® @apuakevTiko mpoidv wov opilovral gtov
KaTdAoYo e TIg nuepounvieg avapopdg g Evoong (katdioyog EURD) mov mapatifeton oty
mapaypapo 7, Tov apbpov 107y g odnyiag 2001/83/EK kot kKaOe enaxodlovdng emtkaiponoinong
OTMG ONUOGIEVETAL GTNV EVPMOTOIKT SIKTVOKT TOAT] Y10, TO PAPLOKOL.

A. OPOI'H HEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AIHOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyé010 owayeipiong Kivovvov (XAK)

O Karoyog Adeiag Kvkiopopiag (KAK) Oa die&aydyel Tig anattodpeveg dpactnplotTnTes Kot
TOPEUPATELS PAPUOKOETAYPVTVIOTG 0TS Tapovcldalovtal 6to cupemvnév XAK nov mapovcidletot
otV evotnta 1.8.2. g ddetog kKukAoPopiag Kol G OTOIEGONTOTE EMAKOLOVOES EYKEKPIUEVES
avabempnoelg tov TAK.

"Eva emucaiporomuévo XAK Oa mpénet va katatedel:

. Metd and aitnuo tov Evponaikod Opyavicpod @appakov,

o Onotednmote TpomonoleiTal TO GVOTNUA Oloyelptong KivdOvov, E101KE MG AMOTEAEG LD ANYNG
VEOV TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY GNLAVTIKT OAAAYT] OT1 GXEGT 0PELOVG-KIVOLVOU
N ©¢ AmOTEAEG O TNG EMITEVENG EVOC GTLOVTIKOV 0POGTIHOL (QOPpUAKOETOYpOTVION 1|
glaiotomoinon Kvdvvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pyzchiva 130 mg mokvo S1GAvp0 Y10 TopacKELT SLOADIOTOG TPOG EYYLOT
OVOTEKIVOV LA

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

KaBe eroidio mepiéyer 130 mg ovotekvovpdumng oe 26 ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: 10T1divn, povoddpikn vdpoyrAmpikn 1oTidivn, pebelovivn, edetikd dvatpio, cakyapoln,
moAvcopPuco 80, BOWP Yo EVESILAL.

4. OAPMAKOTEXNIKH MoP®H KAI ITIEPIEXOMENO

[Tokvo didAvpa yio Tapackevn) S10ADUATOG TPOG EYYLON
130 mg/26 ml
1 poAidio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avokwveite.

AwPaote T0 POALO 0INYIOV YPNONG TPV OO TN XPNON.
I'ao pia gprion povo.

EvéopAéPia ypnon petd and apaiwon.

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 pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta mad1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdcoete o€ Yoyeio.
Mnv KatoyoyeTe.
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DduAdocete T0 PLOAISI0 6T0 EEMTEPTIKO KOLTI Y10, VO TPOGTAUTELETOL OO TO PMG.

10. IAIAITEPEXZ IPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOTONTQN 'H TQN
YIHIOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft

OMhovoio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1801/003

13.  APIOMOZX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H aitiodAdynon yio va pnv meptineBei | ypoon Braille givat amodekt).

17.  MONAAIKOX ANAI'NQPIXETIKOX KQAIKOZX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdIKaG (2D) mTov épet Tov TEPIANEOEVTO, LOVASTKO OVOYVOPLGTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ®IAAIAIOY (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHEZHX

Pyzchiva 130 mg mukvo didAvpa tpog £yyxvon
OVoTEKIVOL AT

2. TPOIIOX XOPHI'HXHX

T'a IV gprion petd and opaimon.
Mnv avoxkiveite.

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

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

130 mg/26 ml

6. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

KEIMENO KOYTIOY NIPOTEMIEMENHZX XYPIITTAX (45 mQ)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pyzchiva 45 mg svéoio Stdlvpe 6€ Tpoyeuicuévn ohptyya
OVOTEKIVOV LA

| 2. LYNOEZH XE APAXTIKH(EX) OYZIA(EX)

KdBe mpoyepuopévn ovpryya mepiéyet 45 mg ovotekvooudunng o 0,5 ml.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: 1611divn, povoddpikn vopoyAopikn 10Tidivn, moAvcopPucd 80, cakyapdln, Ddmp Yo eVEGLA.
APacTe T0 POALO 0ONYIOV Y10 TEPIGGOTEPES TATNPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa o€ Tpoyepicuévn cptyyao
45 mg/0,5 ml
1 mpoygiopévn cvpryya

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.

Yrodopia yprion.

To pio gpnom povo.

AwPaote T0 PUALO 0INYIOV YPNONG TPV OO TN XPTOT).

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

Na pvidooetar o€ Oéom v omoia dev PAETOLV Kot dev TPoceYYilovv T TOLSIA.

‘ 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOITIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
ZNUELOOTE TNV NUEPOUN VIR TOL aPapEdnke amd To Yoyeio

9. EIAIKEX XYNOHKEYX ®OYAAEHX

dvidooete og yoyeio.
Mnv KatoyoyeTe.
DVAAGGETE TNV TPOYEUICHEVT] GUPLYYQ 6TO EEMTEPIKO KOVTL Y10l VO, TPOGTATEVETAL AT TO PG,
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Mmropei va puhdccetol e Beppokpacio dopatiov (€mg 30 °C) yio pia pepovopévn mepiodo Emg
1 pnva, yopic opmc va vrepPaivetal n apykn nuepopunvia Aéng.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIHOAEIMMATQON TTIOY TIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft

OMovdio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1801/001

13. APIOMOZX ITAPTIAAX

[aptida

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEZHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

Pyzchiva 45 mg

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

A16d100T0TOC YPOUU®TOC KOdKaG (2D) mov pépet Tov meptineBévta LovadiKo avoyvOPLoTIKO KMOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX TIPOTEMIEMENHX LYPITTAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHEZHX

Pyzchiva 45 mg evéopo
OVGTEKIVOL LA
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

KEIMENO KOYTIOY NPOTEMIEMENHZX XYPIITTAX (90 mQ)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pyzchiva 90 mg svéoio Stddlvpe 6€ Tpoyeuicuévn chptyya
OVOTEKIVOV LA

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

Kabe mpoyepuouévn ovpryya mtepiéyet 90 mg ovotekvovudunng og 1 ml.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: 10T1divn, povoddpikn vdpoyrAmpikn 10t1divn, moAvcopPuco 80, caxyapoln, Hémp yia evésiua.
AwBdote To QUAAO 0INYIDV Y10 TEPLOCTOTEPEC TANPOPOPIEC.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo didAvpa o mpoyepopuévn coptyya
90 mg/1 ml
1 mpoygpiopévn cvpryya

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avoxkiveite.

Ymodopa yprion.

I'ao pia gprion povo.

AwBdote To GOAAO 0INYIDV ¥PNONG TPV AT TN YPT|ON.

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 pvidooetar o€ Béomn v omoia dev PAETOLV Kot dev TpoceYyilovv Ta TOLdId.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH
ENUEDOTE TNV Nuepounvia Tov apapédnke omd o yoyeio

9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdcoete o€ Yoyeio.
Mnv KatoyoyeTe.
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DuAGGGETE TNV TPOYEUIGHEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,
Mmnopei va purhdocetol g Beppoxpacio dopatiov (€mg 30 °C) yuu pio pepovopévn mepiodo Emg
1 pva, xopig dSpmg vo vrepPaivetor 1 apytkn nuepounvio AnENG.

10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft

OMovdia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1801/002

13. APIOMOZX ITAPTIAAX

ITaptida

‘ 14. TENIKH KATATAZH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pyzchiva 90 mg

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

A163106T0T0C YPOUU®TOC KDdKag (2D) mov pépet Tov meptin@Bévta Lovadiko avoyvOpPLoTIKO KMOOKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX TIPOTEMIZEMENHX XYPITTAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHEZHX

Pyzchiva 90 mg evéopo
ovotekvovpdurn SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIGMOX 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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®viro oonyr@V rpiong: IIAnpogopisg yia Tov ypnotn

Pyzchiva 130 mg ntokvé dvdlope yio Tapackenn S1ohdpatog Tpog £yyoon
OVGTEKIVOULLOLUTT

vTo QAPLOKO QVTO TEAEL VIO CUUTANPOLOTIKY TOPOKOAOVONGN. AVTo Oa emTpéyeL To Ypriyopo
TPOGOOPICUO VEDV TANPOPOPIOY 0cPdielng. Mropeite va Pondroete HEo® TNG Avapopdg TOavmY
AVETIOOUNTOV EVEPYEIDV TTOV eVOEXOUEVAC Tapovotdlete. BA. T€hog Tng mapaypdeov 4 yio Tov Tpdmo
avaQopag avemBOUNTOV EVEPYELDV.

AP AOTE TPOGEKTIKG OAOKANPO TO QVALO 0ONYLAV YP1 OIS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO
TO QOPRAKO, OLOTL TEPAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

AVTO TO QUALO 00N YIAOV EYEL YPAPTEL Y100 TO TPOSOTO TOV Aopfdver To PappaKo.

- DuAGETe aVTO TO PUALO 00N YLDV ¥pNoNg. Towg ypetaotel va To dafdcete Eovd.

- Edv éxete mepontépw amopieg, poTNGTE TOV Y1OTPO 1 TOV PAPHOKOTOLO GOC.

- Edv mopatnpnoete kKamolo avemBOuntr eVEPYELQ, EVIILEPMGTE TOV YATPO 1) TOV QUPLAKOTOLO
G60c. AVt 1oyvEL Kot Yo KABe mBovn avemBOUnT evEPYELo TOV OV AVAPEPETOL GTO TAPOV
@OAAO 0OMy1dV ypriong. BAéme mapdypago 4.

T epLéyeL 1o TapoOv UALO 00NYLOV:

T etvan o Pyzchiva kot mota givor n xpron tov

T npémet va yvopilete Tpv ypnoponoiioete to Pyzchiva
I yopnyeitan o Pyzchiva

MBovég avemBOunTeg evépyeteg

Mo va pvidocete to Pyzchiva

[epreydpeva g cvokevOTing Kot AOUTEG TANPOPOpies

S N

1. T givan To Pyzchiva kot wowa givan 1 xpiion tov

T givan To Pyzchiva

To Pyzchiva mepiéyet tn dpooTiki 0v6i0 «OVGTEKIVOLUAUTNY, £VO LOVOKA®VIKO avticopa. Tao
HOVOKA®VIKA OVTICOUATO EIVAL TPOTEIVES TOL ovayvopilovy Kot GuVOEOVTOL EOTKA LE OPLOUEVES
TPWOTEIVEC GTOV OPYAVIGUO.

To Pyzchiva aviket o€ puo opddo gopuakmy Tov ovopaiovTol «avoGoKATAGTUATIKAY. AVTA T
QapuoKa dpovv e£0cBEVOVTAG LEPOC TOV BLVOGOTOTIKOD GOG GUGTILLOTOG,.

Mo givar n xp1jon Tov Pyzchiva

To Pyzchiva ypnowomoteitol yio Ty avTipeT®nion Tov akoAov0mv QAEYUOVOSIOV VOoWOV:
. ¢ pérprag ¢ Papidg voésov tov Crohn - 6g evihikeg

. ™G HETPLOG £C Papldg EAKDOOVE KOMTIO0NC — O€ EVIAMKEC

Nodoog Tov Crohn

H v6c0g Tov Crohn givat piia @Aeypovadng vocsog tov evtépov. Edv €yete voco tov Crohn, apyucd Bo
cag 60000V Al edpuaxa. Edv dev avianokpibeite apketd kaAd 1 v £xete dvcavetio o€ avTd TO.
eappaxa, propei va cog 600l Pyzchiva yio m peioon tov onpeiov kot COUTTOUATOY TG VOGOL 6aG.

EAk@ong koAiTio0

H eAxdong kolitida givar pio pAeyHOVOONG vOoOG TOV gVviépov. Eqv €xete EAKmOn KoAITIdN, apyIKa
0o oag 0oBovv i papuaka. Edv dev avtarokpiBeite apketd KoAd 1 edv €xete dvoaveio og avtd
To apuaka, uropel va cog do0ei Pyzchiva yio ) peiowon tov onueiov Kot Tov cOUTTOUITOY TNG
VOGOL GaG.
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2. T npémer vo, yvopilete Tpwv ypnopomouicete To Pyzchiva

Mnv ypneponronjocte to Pyzchiva

. Y& TEPITTMON OAAEPYIOG GTNV OVGTEKIVOVUANTI 1] GE OTOLOONTOTE GAAO OTTO TO, GVGTOTIKG.
aVTOV TOV PAPLAKOL (OVAPEPOVTOL GTIV TOPAYPAPO 6).
. Eav éyete gvepyn Aoipowén mov o yiatpdg cag motedel OTL Eivor GNUOVTIKY.

Edwv dev glote oiyovpot av 1oy0EL 0OTOL0INTOTE OO TA, TOPATAV® YO GG, WANGTE LE TOV Y10TPO 1)
TOV PUPUOKOTOLO Gag TPV yprolponooete to Pyzchiva.

Ipocidomomoerg Kot TpoPuvAGEeLg

Amevbuvieite otov yaTpod M TOV Qapuakonold oag Tpy ypnoipomomoete o Pyzchiva. O yiotpdc cag
0o eréy&el mOG0 KoAG eloTte Tpv amod T Oepaneio. Befaimbeite 6T1 Exete evnuep®GEL TOV YLOTPO GOG
vl omoladnmote achévela napovotilete mpv and ) Oepancia. Eniong evnuepmote tov yotpd oog
€y &yete €pbel TPOGPATH OE EXAPT |LE OTOLOONTOTE ATOLO TOL UopEl va £yl pupatioon. O yaTpdg
cag Oa cag e€etdoet Yo pupatioon kot Oa Tpayuatomolioel pio eEEtacn Yo vo det edv €xete
oupatioon Tpwv napete to Pyzchiva. Edv o yiotpdg cog miotevet 0Tt Statpéyete Kivouvo gupatinong,
umopet va oag yopnynOei Bepameia yio tnv avTILET®TION TNG.

Ipocéite Y10 cofapéc avemBounTeg evépyeieg

To Pyzchiva umopei va npokarécst copapég avembdunteg evépyeleg, cupmeptAapuBovouivey
OAAEPYIKADV aVTIOPACE®V Kol AOUDEEWVY. TIpémetl va Tpocéyete yia opiopéva onueia acévelog evo
naipvete to Pyzchiva. BAéne «Zofapég avemBounteg evépyetegy otny mapdypapo 4 yio TAnpn
KOTAAOYO OUTMV TV AVETIBOUNTMOV EVEPYELDV.

Ipw ypnowomoujcete To Pyzchiva svnuepdote tov yotpod cac:

. Eav giyote moté aliepyucn) avtidopaon 6tny oveteKivoopapn. Potote tov yiatpd cog av
dev giote PEParot.
. Eav giyote moté 0m010vONTOTE TOTO KOPKIVOV — EMELDN] TOL VOGOKOTAGTOATIKA OTMG M

ovoteKvoupaunn eEacBevohv LEPOG TOV VOCOTOMTIKOD GLGTHUATOG. AVTO pmopel vo dvENGEL
ToV Kivouvo Yo Kapkivo.

. Eav éyxete Maper Oepameia yio tnv yopioon pe driio froroyikd @appoka (£vo ¢appaKo Tov
mapdyeTon oo pio ovoio froroyikig TPoéievong Kol cuvii0wg yopnyeitor pe éveon) — o
Kivduvog Yo kapkivo uropei va givar vynidtepoc.

o Edv éyete 1 eiyate mpoéo@ata AoipmEn 1) edv £xete omoradnmToTe TaOoA0YIKA avoiypoTH 6TO
oéppa (ovpiyya).

. Edv éyete véeg | petofarropeves prapec péca otig meployéc mov ndoyovy amd yopioon 1
GTO PUGLOAOYIKO SEPLLOL.

. Edv naipvere kdmowo aAln Ogpaneio Yo TNV yopioacn Ko/ TNy yoprociky apdpitidoo —

OT®G KATO10 GALO VOGOKATOCTOATIKO 1 pmTobepameia (6TaV TO COUN GG VTOPAAAETAL G
Bepameio pe éva gldog vrepidoovg (UV) pmtdg). Avtég o1 Bepameieg pmopovv emiong va
eEaoBeviioovy LEPOG TOV OVOGOTOMTIKOD Ga¢ GVoTHHOTOC. H Tantdypovn yprion ovtdv Twv
Oepameldv e ovotektvovuaunn dev £xel peketndel. Qotdco eivar mBavo va avénoet tnv
mBavotnta acbeveldv mov oyetifovral pe acHevESTEPO 0VOCOTOMTIKO GUGTNLLA.

o Edv hapPavere | MdPate oto mapehdov evéseic yia 1 Ogpomeia airepyrdv — dev etvan
YVOOTO €QV 1] OVGTEKIVOVLLAUTT LITOPEL VO TIG EXNPEACEL.
. Eév 1 nhkio ocog sivar dve tov 65 eTdv — umopet va etvat mo mbavo va mabete AomEELS.

Edwv dev elote oiyovpot av 1oydEL 0OTOL0ONTOTE OO T TOPATAV® Yo EGAS, WANGTE LE TOV YIOTPO N
TOV PUPUOKOTOLO GO¢ TPV Yprolponooete To Pyzchiva.

Opiopévorl acBeveic mapovsiacav avidpacelc TPOGOUOIALOVGES e AVKO, CUUTEPIAUUPOVOLEVOD
SEPLOTIKOD AVKOV 1] GLVOPOLOL TPOGOUOLALOVTOG [LE AVKO Katd T didpkela TG Oepaneiog pe
ovotekvovpaunn. Evnuepdote apuécmc tov yuotpo cag edv epeavicete £va, epupd, ennpuévo,
POMOMOES EEAVON O LEPTKES POPES LLE TTLO GKOVPO TEPTYPULLLO, GE TEPLOYES TOV OEPUOATOG TOV
extifevtal 6Tov A0 M pe TOVOUG oTIS 0pHPDOOELC.
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Kapowuk wpoofoin] kon ayyerokd eYKEQUIMKE ETELGOOL0.

Koapdiakn TpocBoin Kot ayyelakd eyKEQPAAKO enelcodia, Exovv topatnpndel o pio perétn oe
aocBeveic pe yopioorn mov Ehafav Oepaneia pe ovotektvovudunn. O yiotpog oag 0o EAEYYEL TOKTIKA
TOVG TOPAYOVTEG KIVODVOL GOG Y10l KOPOLOKT VOGO KOl AYYELNKO EYKEPOAIKO ETEIGOOI0 TPOKELUEVOD VL
draoeariletl 6Tt avtipetonilovral kotdAAnio. Avalntmote ouéowg wtpikn fondeia edv Tapovcldcete
ovo 610 6TNH00G, advvapio 1 U ELGLOAOYIKY aicOnom ot pio TAEVPA TOL GOUATOS GOC, TAPAAVON
TPOCHOTOL, 1| AVOUOAES GTOV AOYO 1] TNV OpaoT).

IMowora ko Epnpor
H ovotekivoopdumn dev cuviotdtot yio ¥pron o€ Toudid Kato tov 18 etdv pe voco tov Crohn 1)
EAKMOMN KOAITIOO EmE1dN dev €xel pehetnBel o avT TNV NAKLOKN OpASQ.

Alha @appoxe, eppéire ko Pyzchiva
Evnuepaote tov yatpd 1 ToV QOPUOKOTOL0 GOG:

. Edv maipvete, £xete mpocpata Tapel | Lopel va Tapete GALA GAPLOKO.

o Edv kdvate npoéceata 1 tpdkerton va Kavete pporto. Opiopévor Tomot epuforimv (epfora
{OVIOV HKPOOPYOVIGUDV) dEV TIPETEL VAL YopnyodvTal evad ypnotponoteite To Pyzchiva.

. Edv Adfate Pyzchiva evoom Noaotov £€yKuog, EVIUEPMDGTE TOV YIATPO TOL UMPOD GO CYETIKA

ue ) Bepancio cog e to Pyzchiva mpwv 10 popd cog Aafet orolodnmote epporto,
ocvpmeprropfavouévev tov (dviav euporinv, 0tmg eival to eufdio BCG (mov
YPNOLOTOLEITAL Y100 TNV TPOANYT TG Pupatioong). Ta {dva epuPfoiia dev cUVIGTOVTOL Y10 TO
Uopd 6ag KATh TOVg TPMOTOLE £E1 LAVES UeTA TN Yévynon dv AaPate Pyzchiva katd ) didpketa
NG EYKLUOGVHVNG, EKTOG EAV O YIOTPOG TOL UOPOV GO GUGTNHGEL KATL SL0POPETIKO.

Kinon ka1 Oniaopdg

. Eivat kodvtepa va omo@iyete ) xpron tov Pyzchiva otny eykvpooivn. Ot emidpaoelg tng
OVGTEKIVOVLLAUTING O EYKVEG YUVaiKeC gV ival Yvootég. Edv elote yuvaika 6€ avomapaymykn
NAKia, GLVIGTATAL VO ATTOPVYETE VO PEIVETE £YKVOG Kol TPETEL VAL (PNCLOTTOLEITE
OTOTELEGULATIKY] OVTICOAAN YT EVOC® YPNCLOTOLEITE OVGTEKIVOLUAUTT KO Yiot TOLAGYIoTOV 15
eBoopadeg petd v teAevtaio Oepameio e OVGTEKIVOLLALTT).

. Evnuepmote tov yiatpd cog edv elote Eykvog, vouilete 0TL pmopel va giote £yKvog 1 oyedldlete
VOl OTOKTNGETE TOUOH.
. H ovotexvovpdpumn pmopel va Tepacel Pésa amd TOV TAAKOVVTO KOl VO TAGEL GTO OyEVVITO

pwpd. Eav Adpate Pyzchiva kotd t d1GpKeia TG €YKVHOGUVIG GOG, TO HOPO OO UTOPEL VoL
Statpéyetl peyarhtepo Kivouvo yia TV epeavior AoipnméEng.

. Eivatl onpovtikd vo evnpep®oete Toug Y1aTpods TOL LOPOD GG Kol TOVS GAAOVS ETAYYEALATIEG
vyeiag ebv MaPate Pyzchiva kotd ) didpketo Tng €yKOHOGHVIG GOG, TPV TO UOPO AGPet
omolodnmote euPorto. Ta {ovra epPfoia 6mmg gival to euforto BCG (mov ypnoiponoteitan yio
TNV TPOANYT| TNG PLUOTIOONG) OEV GLVICTMOVTAL Y10, TO HOPO GOG KATA TOVG TPAOTOVS £EL UNVEG
uetd ) yévvnon gdv AMaPate Pyzchiva kotd ) didpketo Thg eyKupocHvng, £KTOG GV 0 Y10TPOG
TOV L®POV C0G GUGTNGEL KATL SIULPOPETIKO.

. H ovotexvovpdunn pmopel va TEPAGEL GTO PNTPIKO YOAO OE TOAD UIKPEG TOGOTNTEC.
Evnuepoote tov yuotpd oag edv Onialete 1 oyeordlete va Onidocerte. Eoeig kot o yiatpog oog
Ba Tpémel vo amoacicete ov Ba mpénet va OnAdoete N av o ¥pNOYLOTOGETE
OVGTEKIVOVLLAUTN - UMV KAVETE KoL T0, 000 TAVTOYPOVA.

001yNoN Kot YEPIGROS POV LATOV
H ovotekivoupdumn dev £xel kapio 1 €€l 0CHULOVTN EXIOPACT GTNV TKAVOTNTO 001 yNOTG KO

YEPLGUOD UNYOVILATOV.

To Pyzchiva ngpiéyst vatpro

To Pyzchiva mepiéyet AMydtepo amd 1 mmol vatpiov (23 mg) avd d6om, givar avtd Tov ovopalovpe
«eXevBepo vaTpiovn. Qotdc0, TPy cog xopnyndei to Pyzchiva, avapuyvietan pe éva didAvpa, To
omoio meptéyel vatplo. Evnuepmote tov yotpd oag edv akorovbeite dlatta pe younin tpdécinym
dAaTog.
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3. Iog yopnyeitor To Pyzchiva

To Pyzchiva evésikvotar yia ypiion vid v kabodiynomn kot v nipreyn yotpod pe euneipio ot
SUyvmOoT Kal TV OVIILETOMIOT TG vOGov Tov Crohn 1] TG EAKMI0VE KOMTIOAG.

To Pyzchiva 130 mg mokvo SiGAlvpa yio Topackenn] S1oAdpatog tpog Eyyvon 0o cag yopnyndel amd
TOV Y1Tpo Gag, HEcm otdraing otn eAERa Tov Ppayiovd cog (EvoopAERLa €yyvon) Yol TOLAGYIGTOV
pio opa. MIANGTE Pe TOV YIoTpO GOG GYETIKA LE TO TOTE Bl KAVETE TG EVECELS GOG KoL Y10l TO pOovTEPOD
mapakoAovOnoNg ¢ mopeiag coc.

Ioco Pyzchiva mpémer va yopnysiton
O ywtpds oag Oa amopacicst Toco Pyzchiva ypelaleote vo AdPete kat yio 1660 d1GoTNa.

Evijlikeg nuxkiog 18 eTav 1 avo
o O ywrpdc Ba vroroyicel T cvVIcTOUEVT SO0T EVOOPALPLOG EyYLoNG Yo €60G, PAoEL TOV
COUOTIKOV Gag Papoug.

To copotikd oag Bapoc Adon
<55Kkg 260 mg
> 55 kg émg < 85 kg 390 mg
> 85 kg 520 mg
o Metd v apyikn evéoeréPia 6o, Ba mdpete TNV enduevn 66on Pyzchiva tov 90 mg péow
éveong kbto and 1o déppa cag (vTodopia Eveon) 8 efdonddec apydtepa Kot 6T CLVEYELD KAOE

12 gfdopddec.

Iog yopnysitor To Pyzchiva

o H mpmdtn d60m tov Pyzchiva yio v avtipetdnion g vosov tov Crohn 1 tng eEAkdd0vg
KOAITId0GC yopnyeitat amd yotpo otdydnv otn AEPa Tov gvog Ppayiova (evoopiéfia £yyvon).

Milfote pe ToV YITpo GoG av EYETE OTOLECONTOTE amopiec oyetikd pe ™ Aqyn tov Pyzchiva.

Eav Egyaoete va ypnoyporonjoste To Pyzchiva
Edv Egxdoate 1 ydoate 1o pavtefod yuo T Ay pog 06oMG, EXIKOIVOVNOTE [LE TOV YTPO GOG Y10 VOl
npoypoppatioete Eavd to pavtefod coag.

Eav otapatiicete va ypnoepornoteite to Pyzchiva

Agyv gival emikivéuvo Vo GTOUOTNGETE VO YPNCIUOTOLEITE TNV OVOTEKIVOLUAUTY. Q6TOGO, EdV
GTOAUOTIOETE, UTOPEL VO ETAVELPOVIGTOVV TO COUTTOUATA Goc. Edv &xete meptocoTepeg EpOTNOELS
GYETIKA LLE TT) YPTOT) AVTOV TOL PAPUAKOV, POTIOTE TOV YATPO 1] TOV POPLOKOTOLO GUS.

4, MBavég avemBOUNTES EVEPYELEG

Onwg 6Aa To. pAPLOKOL, £TCL KOL AVTO TO QAPIOKO UTOPEL VO TPOKAAEGEL OVETLOVUNTEG EVEPYELES, OV
Ko 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMITOVC.

Yopapég avemOOUNTES EVEPYELEG
Opiopévorl acBeveic pmopet va €govv cofapég avemBOUNTES EVEPYELIEG TOL UTOPEL VA YPELOGTOVY
enelyovoa Bepaneio.

AddepyIkég avTIOPAGEIS — PTOPEL VO Y PELOTOVY eeiyovoa Oepaneio. Eviuepdote Tov yioTpod

oag 1 avalnmyote engiyovoa 1WTpiki) Pon0sio apécms pOMG TOPATNPGETE OTOLOONTOTE AT T

ako6rovBa onpeia.

. Ot coPapég alhepyikég avtidpdoetg («avapuia&ion) eivol ondvieg ota dTopa Tov TaipvouV
ovotekvovpaunn (uropet va ennpedoovy £og kot 1 ota 1.000 dropa). Ta onueio
TePLOUPavouVv:
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O OLOKOAID GTNV AVATVON 1 TNV KATATOOT)
O YOUNAN aptnploxn wieon, mov propel va mpokaréoet (an
o mPNEWO 610 TPOGMOTO, TA YEIAN, TO GTOUA 1 TO AOUO.
o Ta cuyva onueio aAlepykng avtidopaong tepthapupdvovy deppatid eEavinua Kot kvidwon
(umopel va exnpedoovy £oc kot 1 ota 100 dtopa).

AvTidpacels oyeTiiopeveg pe Ty £yyvon - Eav Aappavere Ogpancia yio vooo tov Crohn 1)
EMK®ON KOATIOU, 1] TPAOTN 0061 0VOTEKIVOVRAUTNG YopNYEiTOL NEC® EVOTALOENS o€ pia QAEPa
(evdopLrépra éyyvon). Opropévorl acleveic £xovv Tapovordost cofapic ahiepyIKES avTIOPaGELS
KOt TN O1dpKela TG £yyvonc.

2.g OTLAVIEG TEPITTAGELS, TVEVUOVIKES UALEPYIKES AVTIOPAGELS KOl PAEYILOVI] TOV TVEDHOVO. £0VV
avapepOei og acBeveig mov Aappfavovv ovetekivoopdpnn. Evipepaote apéocmg Tov yatpo cog
€0V TOPOVGLAGETE CUUTTAONATO. OTOS 10, OVGTVOLO. KOl TVPETO.

Edv eppavicete coPapr arlepyikn avtidpact, o yTpoOg GOG LTOPEL VAL OTOPAGIGEL OTL OEV TPENEL VUL
ypnoponooete Eavd to Pyzchiva.

AopndEELS — propel va yperaotodv eneiyovoa Oepancio. Evnpepdote apécmg Tov YoTpo 6og €4y
TAPATIPICETE OTOLOONTOTE 0O TO. GKOAOVOO onpeia.

. Eivatl cuyvég ot AotudEeic tng LHTnNg 1| ToL AGLLOD KoL TO KOO KPLOAGYN LA (LTopel va.
emmpedoovy ém¢ kot 1 ota 10 dtopa)

. Ot homéelg tov Bdpaka oev eivar cuyvég (Lmopel va ennpedoovy €o¢ kot 1 ota 100 dtopa)

. Ot eAeYHOVEC TOV 10TOV KAT® amd To OEpa. («KuTTOPiTIONN) deV givarl ocvyveég (Lmopel va
emmpedoovy émg kot 1 ota 100 dropa)

o O épmng Loompag (Eva €idog endduvov e&avOnpatog e PLGOAISES) dev gival ouyvoc (umopel

va ennpedoet £oc kot 1 ota 100 dtopo)

H ovotekivoupdumn uropei va 60¢ KataoTioel AyOTePO KAVOHS VO KOTOUTOAEUNCETE AOIUMEELS.
Kamoleg dowpwméeig o propovsav va yivovv cofapég Kot pmopel va meptiapfavouy AoumEelc o
TPOKOAOVVTAL OO 100G, POKNTES, Paktipla (cvumeptiapfovouévng e euuationg), | Topactta,
ovumepAoUBavopévev AOUOEEDY TOV KVpimg Tapovstalovtal o avOpmmovg e eEacbevnuévo
aVOGOTOMTIKO GO, (EVvkatplakég Aotudéels). Evkaplokég AoumEelc Tov eyKe@aiov
(eykepaiitida, unviyyitida), TV TVELHOVOVY Kol Tov 0QBaALoD £xovv avaeephel og acbeveig Tov
Aapavouvv Bepameio e OVOTEKIVOVLALTN.

[pénet va mpocéyete Yo onpeia AoiLmENG EVD YPNOYLOTOLEITE OVGTEKIVOLUAUTN. AVvTd
eplopPavouv:

TVPETO, CUUTTOUOTO TOL HOLALOVV UE YPITN, VOKTEPIVEG EPLOPADCELS, OTMAELN PApovg
aicOnon konwong M Aaydviacua, Pyoag mov dev mepvd

Oepo, KOKKIVO Kol ETddVVO dEPLa, 1) EMDIVVO eEAVON L 0TO dEpLA LE PLOAAIDEG
aicOnuo Kavcov katd tnv obpnon

Suappota

OTLTIKT] OLOTAPOYN 1] ATMOAELL OPAONG

KePaAadyio, ovyevikn dvokapyia, valcnoio oTo S, vavTia 1 GOYYLOT).

Evnuepoote apéomg Tov yotpd 60g €4V TapatnpGETE OTOLOONTOTE 0md AVTA T onpeio Aoipnméng.
Avtd pmopel va etvar onpeio Aopuméemv, 6nwg Aotudéemv Tov Bdpaka, AOUDEEDY TOV dEPUATOG,
épmnta {OoTAPO 1 EVKOUPLUKES AOUOEELS TOV B LTopovcay Vo £X0VV GOPUPES EMUTAOKEG.
Evnuepmaote tov yrotpd oag eGv £YETE 0OMOL00NTOTE €160G AoTUmMENG OV dev TEPVE 1} EMAVEPYETAL
ouvey®c. O YoTpog 60 UToPel VoL amoPacicel 0Tl SV TPEMEL VAL (PT|CLOTOUGETE OVGTEKIVOV LA
uéxpt va tepdoet n Aoipwén. Emiong evnuepmdote Tov y1aTpd G0G GV £XETE AVOIKTEG TANYEG M)
TPOOLOTA, KOOMG Uropel vo LoALVOOHV.

AToQOMO®GN dEPRATOS — ADENGN TS EPLOPOTNTOG KL TG ATOPOLIOMGNGS TOV OEPRATOG GE
EKTETUNEV] TTEPLOYN] TOV COUATOG EVOEYETAL VO EIVUL CUUTTONATO EPLOPOSEPIIKN G YOpilaons 1)
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UTOPOMIMTIKIG OEPRATITIONG, OL 07ToiEg eivar coPapés deppaTonddsies. Oa mpémer va
EVI|UEPDGETE OUECMG TOV YLATPO GG EAV TAPATIPCETE OTOLUONTOTE OO AVTA T CUELO.

Addeg avemOOUNTES EVEPYELEG

Yoyvég avemBopnteg evépyeteg (Umopel va emnpedoovy ém¢ kat 1 ota 10 dtopa):
Aldppota

Noavtia

"Epetog

AicOnua k6Tmong

AtoOnpo Laang

[Tovoxépatog

Dayodpa («Kvnoproc»)

[16vog ot péom, Toug LG 1 Tig apBpdoelg
[Tovoratpog

EpvBpotnta kot movog oto onpeio mov yivetal n £veon
Aoilpwén otovg mapappiviovg KOATOVG

Oy ovyvég avemBopnteg evépyeles (Lmopet va ennpedoovy £oc kot 1 ota 100 dropa):

Odovtikég AOUDEELS

Kohmin poxntiacikn Aoipumén

KatdOiwyn

Dpaypevn N Poviopévn potn

Awoppayio, HOA®TES, GKANPLVOT, TPNELLLO KAl poryovpa eKel OTTOL YiveTon 1) éveon

AioOnpo advvapiog

[MTtdon Prepdpov kot YaAdpwon LGV otr pic TAEVPE TOV TPOSHOTOL (KTAPAAVOT| TPOCOTUKOV

vevpouy N «mapdivon Bell»), mov givar cuvnBwg mapodkn

o Metafoln oty yopioon pe epuBpdtnta Kot VEEG LIKPES, KITPIVES 1] AEVKES PAVKTUIVESG, LEPLKESG
POPEG CLVOOEVOEVEG OO TLPETO (PAVKTALVADING Ympiaon)

. Amoproimon tov déppatog (amo@oAidmor dEpUATOC)

*  Axun

Yrdvieg avemBounteg evépysaieg (umopel va ennpedoovv £oc kat 1 ota 1.000 dropa)

. EpvOBpotnta kot amo@olidmon Tov dEPOTOG O EKTETANEVT] TEPLOYT] TOV COMUOTOC, 1) OTOl
umopet va Tapovstdlel payovpa 1 Tdvo (amoPordmTiky deppatitida). [Tapduoia countmdpato
AVOTTOOGOVTOL OPICUEVEG POPEC MG PLGTKT LETAPOAT GTOV TOHTO TOV GUUTTOUATOV TNG
yopiaong (epuBpodepuikn ywopiaon)

o DAeypovn LIKPAOV aLOPOP®V ayYei®V, 1 oTtola pmopel vo 00Ny oel og depproTikd eEAvOnua pe
UIKPEG KOKKIVEG 1| LoP povokdAes, Tupetd 1| TdVo oTig apBpdoelc (ayyeutidn)

oAb omavieg avemBovunTeg evépyeles (Umopei va emmpedoovy Emg kot 1 oto 10.000 dropa)

o DovoKkdAeg TOV SEPUATOC, O1 OTOlEg Lmopel va eivat epuBpEg, KVOUMDIELG KOl EXDIVVES
(ITopporvymoeg mepP1yoeldéq).

o Agppoticdg Akog 1 cOvOpopo mpocopotdlov pe Avko (epubpo, ennpprévo PoMdddeg eEavOn o
G€ TEPLOYEC TOV SEPLOTOG TTOL EKTIOEVTAL GTOV A0 TOAVDG LE TOVOVS OTIC 0pBPDOELS).

Ava@opd avemBOuNTOV EVEPYELOV

Edv mapatnproete kdmoto avemBOun T EVEPYELN, EVILEPMDOCTE TOV YIATPO 1} TOV PUPUAKOTOLO GO,
AvT0 1oy0eL Kot Yo kEOe Thavi avemBountrn VEPYELD TOL OEV AVOQEPETUL GTO TOPOV PVAAO 0O YIOV
ypnonc. Mropeite eniong va avapépete avembounteg evépyeieg anevbeiog, LEow Tov Bvikod
GULOTILOTOG OVAPOPAG ToL avaypdpeTol oto [lapdptnua V. Méowm tng avapopds avembountov
gvepyelmv umopeite va fondnoete otn cLALOYN TEPIGGOTEPOV TANPOPOPLOY GYETIKG [LE TNV AGPAAELD
TOV TOPOVTOG PAPUAKOL.
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5. Iog va puidescete To Pyzchiva

o To Pyzchiva 130 mg mukvd 81dAvpa yio TopaoKELT SLOADIOTOG TPOG £YYLOT XOPNYEITOL GE
VOGOoKOUEiD 1 KAVIKY Kot o1 acOeveic dev ypeldletar vo 10 QUAGEOLV 1 VoL TO XEPIGTOVV.

. To @appako ovtd TPETEL VAL UAACCETAL GE LEPT TTOV OgV TO PAETOVY Kot dgv TO POGVOVY Ta,
TodLd.

o dvidocete og yoyeio (2 °C-8 °C). Mnv katayvyeTe.

o Dvidocete T0 PLAdI0 6T0 EEMTEPIKO KOVTI Y10 VOL TPOGTOTELETAL ATTO TO PG,

. Mnv avokwveite ta grodidia tov Pyzchiva. TTapatetapuévn dvvath avakivnon pumopsi vo

wpokarésel {nud 6To PapHLaKo.

Na pn ypnoponoleite avté To QappROKo:

. Metd v nuepopnvio ANENS TOL AVAQEPETAL GTNV EMGHUOVOT] KOl GTO KOVTL HETE TNV
«AHEH». H nuepounvia AEng eivan 1 tedevtoio NHéPa TOL UHVO TOV oVOPEPETAL EKEL.

o Edv 1o didivpa givan amoypopaticpévo, Bodo 1 av givar opatd dila Eéva copatide to onoia
almpovvtal péco og avtd (PAéne mapdypapo 6 «Eupdvion tov Pyzchiva kat nepieydpevo tng
GLOKEVAGIOGY).

. Edv yvopilete, | vopilete 6Tt umopet va €xet extebel oe akpaieg Oeprokpacieg (0nme va £xet
Katd AdBog katayvydei 1 Oeppovosi).

o Edv to mpoidv éxel avakivnbei duvatd.

o Edv n ooppayida acpareiog £xel mapofroctei.

To Pyzchiva givar povo yuo puo yprion. Kébe apaiopévo didAvpa mpog £yyvon 1 Tpoidv mov dev £xet
ypNooToINnOel Kot TapapEVEL 6TO PLOAIBI0 KO TN GUPLYYO TPETEL VO ATOPPITTETOL GOUPOVA LE TIC
KOt TOTOLS 10YVOVCEG CYETIKES StTAEELC.

6. Mepreydpeva TG cVOKEVOGING KOl AOWTES TANPOPOPIES

T wgpréyer to Pyzchiva

. H dpaoctikn ovoia eivar 1 ovotekivoopdaunr. Kabe eioridio tepiéyet 130 mg ovotekivouaunng
oe 26 ml.
o Ta GAAa cvotaTikd givar 1) 10TIdivn, N LovobopPIKN VOPOYAW®PIKT 16TISIVTY, 1| nebetovivn, To

€0€TIKO OVATPLO, 1 caKyapoln, To moAvsopPuco 80 kat to HOWP Yio EVESUO.

Epgavion tov Pyzchiva ko Tepieydpeve T 606KEVAGING

To Pyzchiva givot d1owy£g, Gypopo og ovorytd Kitptvo Tukvo 1AV Y10 TOPUCKELT SLOAVLOTOG
npog Eyyvon. Awrtifeton o€ yapTvo kovti mov mepiExet 1 epamal ddomn og yvdivo eraridio twv 30 ml.
Ka0e praridio mepiéyetr 130 mg ovotekivoopdunng o€ 26 ml wokvold SoADLOTOG Y10 TOPUCKELT
SLAVIOTOG TPOG EYYVOT).

Karoyog Adcrog Kvkhogopiog ko Iapackevaostiig
Samsung Bioepis NL. B.V.

Olof Palmestraat 10

2616 LR Delft

OAMavdia

I"o omoladnmote TANPOPOPin, GYETIKG [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEISTE VOl
amgvBuvbeite otov Tomikd avtimpdommo tov Katdyov tng Adsiog Kvuihopopiog:

Belgié/Belgique/Belgien Lietuva
Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037
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bbarapus
Canno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EA\rada

SANDOZ HELLAS MONOITPOXQITH A.E.

TnA: +30 216 600 5000

Espafa
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 14964 48 00

Hrvatska

Sandoz d.o.o0.
Tel: +3851 23 53 111

Ireland
Rowex Ltd.
Tel: + 353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvmpog

SANDOZ HELLAS MONOIIPOZQITH A.E.

TnA: +30 216 600 5000

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romaéania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

United Kingdom (Northern Ireland)
Sandoz GmbH
Tel: +43 5338 2000

To wapdov @UAA0 00N YOV yp1ions avaBewp1Onke Yo TelevTaio opd otic MM/EEEE.

AALeg TNYES TANPOPOPLOV
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Aemtopepeic TAnpopopieg yio 1o Pappoko avtod gival dSabéciueg oto diktvakd tomo Tov Evporaikon
Opyaviepov Ooppdxev: http://www.ema.europa.eu/.

O TAnpogopieg mov akorlovBovv amevBivovtal povo ce enayyehpatieg vysiog:

IyvnioowotnTo:

[poxepévov va Bertiwbdel 1 yyvynAoonotnta Tov PLOA0YIKOV GOPUAKEVTIKGV TPOTOVI®MV, TO OVOLLOL
Kot 0 aplfpog mapTidag TOL YOPTYOULEVOD PAPUAKOV TPETEL VO KATAYPAPETOL LE COPTVELD.

Odnyiec opoimonc:

To Pyzchiva mokvo didAvpo yio mapaokev] SItADUATOC TPOg £YXLOT TPETEL VO OPULDVETAL, VO,
TPOETOALETOL KO VoL gYYEETON A0 EMAyYEAUOTION DYELOG [LE XPAOT AOTTTTNG TEXVIKTG.

1. Yroloyiote T 600m Ko Tov apfud tev eraAdiov Pyzchiva mov arartodvon fdoet Tov Bdpovg
oV a60evoig (BA. mapdypago 3, ITivaxa 1). Kabe praridio Pyzchiva tov 26 ml mepiéyet
130 mg ovoTeKVOULLANTNG.

2. Ao tov acko Eyyvong Tov 250 ml, apapéote Kot amoppiyTe VoV OYKO SLOADUATOC
yrwprovyov varpiov 9 mg/ml (0,9%) ico pe tov dyko tov Pyzchiva mov Oa npootedei
(omoppiyte 26 ml YAwprovyov vatpiov yia kébe praridio Pyzchiva mov amarteitar, yio 2
Quokida amoppiyte 52 ml, yia 3 @rokidio anoppiyte 78 ml, yia 4 rolidio anoppiyte 104 ml).
Evollakticd, propet vo ypnoonomdei aokdg yyvong tov 250 ml wov va tepiéyet 0,45%
EVEOILO YAmpLovyo vatplo, USP.

3. AdPete 26 ml Pyzchiva arno xdfe graAidio mov anatteiton kol tpocbéote ta 6Tov aoKO £YXVong
twv 250 ml. O telikdg YKo oTov acko Eyyvong Ba mpénet va etvar 250 ml. Avapite amald.

4. EXéyEte omtid 10 apaimpévo S1dAvpa TPy amd TV Eyyvon. Mnv 1o ¥p1GILOTOUGETE EGV
TOPUTNPNOETE EUPAVDG OO10POVT COUATIOW, amoYpOUATIoU ) EEva cOUATIO0.

5. Eyybote 10 apoarmpévo Sidivpa yio pio epiodo TovAhayiotov piog mpog. Metd v apainon, n

£€yyvon Oa mpémel va £xel oAokANpmOel eviog 72 wpdv and TV apai®on 6Tov aoko Eyyvuonc.
Edv givar amapaitnto, to apaiopuévo dtdAvpa tpog Eyyvon uropei va dtotnpnbei otovg 2 °C
€w0¢ 8 °C v ém¢ évav pnva kat otovg 30 °C yia emumAéov 72 dpeg UETA TNV APAIPEST] OO TO
yoyelo, copmeptiapPoavopuévng g teptddov Eyyuong.

6. XP1GUYLOTOLELTE LOVO GET EYYVONC UE EVOOUATMOUEVO, GTEIPO, [T TUPETOYOVO, YAUNANG
TPOTEIVIKNG déopevang eiltpo (Léyebog mopwv 0,2 pukpdpetpa).

7. Kd&be grarido mpoopileton yio pia ypnon LOVO Kot TuXOV un YPNOYLOTOMUEVO PUPLAKEVTIKO
TPO1oV B0 TPEMEL VoL ATOPPITTETOL COUPOVA LLE TIC KATE TOTOVG 10YV0VCEG GYETIKEG OLUTAEELS.

Doraén

To aporwpévo ddlvpa Tpog Eyyvon uropei va dwotnpndei o Oepuokpacio dopatiov mg 30 °C yia
¢wg 72 dpeg, copmeprrapPavopévng g meptodov £yyvong. Edv etvat amapaitnrto, 10 apaiopévo
dulopa Tpog Eyyvon uropei va dwotnpn et otovg 2 °C €wg 8 °C yia éwg 1 pnva kot og Beppoxpacio
dopoatiov £m¢ 30 °C yio emmAéov 72 dpeg petd v agaipeon and 10 yoyeio copmeptiapfovousvng
NG TEPLOSOV Eyyvonc. Mnv katayOyeTe.
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http://www.ema.europa.eu/

®viro oonyr@V rpiong: IIAnpogopisg yia Tov ypnotn

Pyzchiva 45 mg gvéopno Sidlopa o€ Tpoyspispéiviy copryya
OVGTEKIVOULLOLUTT

vTo @Aapproko avtd TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVOTGN. AVTO Ba EMITPEWYEL TO YPTYOPO
TPOGOLOPIOUO VEDV TANPOPOPL®Y acPaAEldG. Mmopeite va fondncete Héom TG avapopag mbovaoy
OVETIOOUNTOV EVEPYELDV TTOV EVOEXOUEVAS TTapovotdlete. BA. T€log tng mapaypdeov 4 yio Tov TpOTo
avaQopdg avemBOHUNT®V EVEPYELDV.

AP AOTE TPOGEKTIKG OAOKANPO TO QVALO 0ONYLAV YP1 OIS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO
TO QOPRAKO, OLOTL TEPAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GUC.

AvTO TO QUALO 00NYIAV EYEL YPAPTEL Y10 TO TPOSOTO TOV Aapfdver To gdppoko. Edv sicte 0
yovéag 1| gpovTioTiG 0 omoiog 0o dmdest Pyzchiva g éve mandi, mapokorovps va dwopdocste
TPOCEKTIKA QVTEG TIS TANPOPOPIES.

- DuAGETe aVTO TO PUALO 00N YLDV YpNoNG. 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 TPOKOAEGEL BAGPT, AKOLO KOt OTOV TO GUUTTMLOTO TNG
acBéveldg Toug etvar 1010 pe T Sk cag.

- Ed&v mopatnpnoete kKamolo avemBOuntr eVEPYELD, EVIILEPMGTE TOV YOTPO 1) TOV QUPLAKOTOLO
G0c. AVt 1oy0EL Ko Yo KABe mhavn avemBOUNT vEPYELD TOV OV AVUPEPETOL GTO TAPOV
@OALO oONyLDV Ypione. BAéme mapdypapo 4.

T Tepréyer To mapév evAro 0dNYLOV:

T1 eivon o Pyzchiva kat mowa givon 1 ypron tov

T npémer va. yvopilete Tpv ypnoponotioete to Pyzchiva
[og vo. ypnoonooete to Pyzchiva

[MBavég avemBounteg evépyeteg

Mo va pvidoocete to Pyzchiva

[epreydpeva g cvokevOTing Kot AOUTEG TANPOPOpPieg

oarLNE

1. Tu givar To Pyzchiva kon wova givan 1 ypijon tov

T givor to Pyzchiva

To Pyzchiva mepiéyet tn 6pactiki 0voia «OVGTEKIVOLUAUTNY, VO LOVOKA®VIKO avticoua. To
LOVOKA®MVIKG aVTICOUATO VoL TPOTEIVEG TOL aAvayvmPILovy Kot GUVOEOVTOL EIOIKA [LE OPIGUEVESG
TPWOTEIVEC GTOV OPYAVIGUO.

To Pyzchiva aviikel o pio opddo gopudkmv mov ovoudloviol «ovoooKaTAGTAATIKGY . AVTE Ta
Qappaka 6povv e£0c0EVAOVTIC HEPOG TOL AVOGOTOINTIKOD GOG GUGTNHOTOG.

ITowo sivar n xprion tov Pyzchiva
To Pyzchiva ypnowomoteital yio v avTipueTdnion Tov akOAov0mv EAEYUOVOIGV VOCWOV:

o Yopioaon katd TAAKaG - o8 EVAAIKEG Kot Toud1d NAKiag 6 ETOV Kol Gvm
o Yopracwn apbpitida - o€ evilikeg

o Métpua £og coPapn vosog tov Crohn - g evijhikeg

o Métpro £mg cofapn eAk®ONG KOAITION — GE EVIAIKEG

Yopioon katd ThAdkog
H yopiaon kot mAdiog eivon pia deppatikn tadnon n omoia Tpokorel Aeypovi mov exnpedlet To
déppa ko To, voyo. To Pyzchiva Oa peiwoet ™ @Aeypovn kot Ghia onpeio e acbévetog.

To Pyzchiva ypnowomnoteital o€ evilikeg pe péTpio ém¢ coPapn ywpioorn Kot TAAKAC, TOL dev
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UTopohV VA YPTCILOTOGOLY KuKAoGmopivn, pebotpeédtn 1 potobepaneia, 1| 6 TEPITTOON TOV
avtég o1 Bepameieg dev elyav amotérecpa.

To Pyzchiva ypnowomoteitol o€ mondid kot epnfovg nAikiag 6 etV Kot Gvm pe pétplo, £ coPapn
yoploon Katd TAdKag, Ta omoia dgv umopovv va avexBouv tn potobepameio 1 GALEG GLOTNLOTIKEG
Oepameieg 1 6tav o1 Bepaneieg AVTEG eV L0V OMOTEAEGLAL.

Yoproow) apbpitioa

H yopuocikn apbpitida sivar pio pAeypovadng vocog towv apfpdcewv, Tov cuviBmg cuvodeveTol and
yopiaon. Edv éxete evepyn yoplacikny apbpitida tpodta Ba cag yopnynbodv dila gdppakxa. Eqv dev
AVTATOKPIVESTE KOAG 68 T ToL appaka, uropel va cag xopnynbei to Pyzchiva mote va:

. Mewwoet o onpeio Kot T0 CUUTTOUATA THG VOGOL GOg.

o BeATidhoel T COUOTIKY GO AELTOVPYIKOTNTA.

o EmBpadover  PAAPN otig apbpmaoeic cog.

Noéoog Tov Crohn

H v6c0¢ tov Crohn gival po pAeypovmdng vocog tov eviépov. Edv €xete voco tov Crohn, apyikd 0o
oag 60000V dAha pappaka. Edv dev avtamokpiBeite apketd kald 1 v £xete duoaveio o ovTd TO
eappoko, propet va cog d00etl Pyzchiva yua t peimon tov onueiov kot cLUTTOUAT®V TG VOGOV GOG.

Elk®ong koritidn

H elk®dng Koritida givar pio AEYLOVOING VOGOG TOV evTépov. Edv £yete eAkddN KOMTISN, 0pyiKd
Ba cag 60000V dALa pdppoka. Edv dev avtoanokpifeite apketd Kahd 1 edv Exete dvoavelio o€ avtd
To appaka, uropel va cag do0ei Pyzchiva yio ) peioon tov onueiov Kot 1oV GUUTTOUATOV TNG
VOGOL GaG.

2. T apémer vo, yvopilete Tpwv ypnopomounicete To Pyzchiva

Mnyv ypnoiporoumjsete To Pyzchiva

. Yg mePinTmon aArepyiog 6TV OVGTEKIVOVUANTI 1] GE OTOOOMTOTE GALO OO TOL CLGTAUTIK(
aVTOV TOV PAPUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).
. Eav éyete evepyn Aoipowén mov o yiatpdg cag motedel OTL ivar GNUOVTIKY.

Edv dev glote oiyovpol av 1oyHEL 0m01001TOTE GO TO TOPATAV® Y10 EGAC, WANGTE LE TOV Y1TPO M
TOV PUPUAKOTOLO GOG TPV Yproluonocete To Pyzchiva.

Ipogrdomonoeis kot TpoPVAGEELS

Amevbuvieite otov yaTpo M TOV Qapuakonold oag Tpy ypnoiporomoste o Pyzchiva. O yiotpdc cag
0o eréy&el mOG0 KoAG elote Tpv amod kabe Oepaneio. Befarmbeite 6T evnuepdoate TOV Y10Tpd GOG Yo
omotladnmote acBéveln Tapovoialete Tpv and kébe Oepaneia. Emiong evnuepmote Tov yotpod cog edv
&xete £pBel TPOGPOTO GE EMOPN L€ 0OTO100MTOTE ATOLO OV UTopel va €xel pupationon. O yiatpdc cog
0o oag e&etdoet Yo upatioon Kot Oo TpaypoTomotoet pio eEETaom Yo vo el 0V £xETE PLUOTIOGN
npw mapete o Pyzchiva. Edv o y1atpog cog motedel 0Tt Statpéyete Kivouvo puuatioong, umopei va
oo yopnynOei Bepameia yio TV OVIILETOTION TNG.

Mpoocétte Y10 coPapés avemOOUNTES EVEPYELEG

To Pyzchiva pmopei va npoxarécel coPapég avembounteg evépyeleg, GUUTEPIAAUBOVOUEV®V
OAAEPYIKADV aVTIOPACE®V Kol AOUDEEWV. TTpémel va TpocEyeTe Yia opiopéva onueia acbévelog evo
naipvete to Pyzchiva. BAéne «Zofapéc avemBounteg evépyetecy otny mapdypapo 4 yio TAnpn
KATOAOYO VT®V TOV OVETIOOUNT®V EVEPYELDV.

ITpw ypnoipomonjcete To Pyzchiva evnuepdote Tov ylatpo cog:

. Eav giyote moté aliepyuc] avtiopaon 6ty oveteKivoopaun. Potiote tov yiatpd cog av
dev giote PEParot.
. Eav giyote moTté 0m010vONTOTE TOTO KOPKIVOV — EMELDN] TOL OVOGOKOTAGTAATIKA OTMG M

ovoTeKVoLHAUT €0cBevohv LEPOG TOV 0VOGOTOMTIKOD GLGTHUATOG. AVTO pmopel vo avENGEt
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TOV Kivouvo Yo Kopkivo.

. Eav éyete Maper Oepomeia yio Tnv yopioon pe drio froroyikd eappoka (£vo ¢appRaKo Tov
napaysran amd pio ovcia froroyukig Tpoéievong Kot cvvil0mg yopnyeitor pe £veon) — o
KivOLVOG Y10 KapKivo pmopel vo eitvar vynAotepog.

. Eav éyete 1 eiyorte mpécspata Aoipmén

. Eav éyete véeg | petafarropeves prapes péca otig meployéc mov ndoyovy amd yopioon 1
GTO PLGLOAOYIKO GEPLLOL.

. Eav naipvere kdmowo aAln Ogpaneio Yo TNV yopiacn Ko/ Ty yopracikl apdpitioa —

OGS KATO0 GALO 0vOCOKATAGTUATIKO | poTobepaneia (OTav T0 cOUA G0G VTOPAAAETOL G
Oepamneia pe Eva idoc vepid@dovg (UV) pwtdg). Avtéc o1 Bepaneieg umopovv emiong vo
eEaoBeviioovy LEPOG TOV OVOGOTOMTIKOD Ga¢ cuoTHHOTOC. H Tantdypovn yprion ovtdv TV
Bepameldv e ovotektvoupaunn dev Exet peretndel. Qotoc0 givor mbavo va avénoegt v
mhavoTTa acbeveldv Tov oyetilovial e acHEVEGTEPO AVOGOTOMNTIKO GUGTLLO.

. Eév AapPavete | LMapate 610 maper0ov evéserg Yo ) Ogpameio alrepyrt®dv — dev givat
YVOOTO €GV 1] OVGTEKIVOVLLAUTT LITOPEL VO TIG ENNPEACEL.
. Edav n nhkio ocag sivan dve tov 65 eTdv — umopet va etvar o mbavo va mabete AopmEerg.

Edv dev glote olyovpot av 10y0EL OTOL0ONTOTE OO T TOPATAVED Y10 EGAC, MANGTE LLE TOV YUTPO 1
TOV PUPUOKOTOLO GOg TPV Yprolponooete to Pyzchiva.

Opopévor acBevelg mapovoioacay avtdpacels TPOoGopolalovoes pe AVKO, CUUTEPIAAUPAVOUEVOD
depUATIKOD AVKOV 1] GUVIPOLLOL TPOGOLOLALoVTOG e AVKO KOTA TN didpketa TG Oepaneiag pe
ovotekvovpaunn. Evnuepoote apéowc tov yuotpo cag edv gppavicete £va epubpd, ennpuévo,
POMOMOEG eEAVON O LEPTIKEG POPEG LLE TTLO GKOVPO TIEPTYPAULD, GE TEPLOYES TOV OEPUATOG TOV
extifevtal 6Tov A0 M pe TOVOoVG oTIS 0pHPMOCELC.

Kapdwoki) wpocsfoin] kon ayyelokd eyKe@alKd ETE160010

Koapdiokn mpocfoin Kot ayyelakd eyKeEPAAIKA enelcodia Exovv tapatnpndel o pio perétn oe
acBeveic pe yopioon mov Ehafav Bepaneia pe ovotekvovpdpmn. O yatpdc cog Oo eAEyyeEL TAKTIKG
TOVG TTOPAYOVTEG KIVODVOU GOG Y10 KOPOLUKT] VOGO KO OYYELNKO EYKEPAAIKO ETEIGOOI0 TPOKELUEVOD VL
dtoporiletl 6t avtipetonifovral katdAinia. Avalntote apéowns wTpikn fondela edv napovoidcete
ovo oto otfoc, advvapia 1| U eucsoAoYKY| aicBnorn oty pio TAELPE TOV GOUATHS GOC, TAPAALOT
TPOGMTOVL, 1] AVOUUMES 6TOV AOYO 1) TNV OpaoT).

Moora kon £pnpor

H ovotexivoopdumn dev cuviotdTot yio ypron o€ Todld KAT®m Twv 6 eTdV e yoplaomn 1 Yo xp1non o€
Tod1d kGt Tov 18 eTdv pe yoplacikn apdpitida, voco Tov Crohn 1} eAk®ON KOATION ETELON dEV E)EL
peAetn et oe vt TNV NAMKIOKT OpAda.

Alha @appoka, eppoire ko Pyzchiva
Evnpepmaote tov yiatpd 1 TOV QOPUOKOTOO GOG:

. Edv maipvete, £xete mpoGPATO TAPEL 1] LTOPEL VO, TAPETE GALO PAPHLOKAL.

o Edv xévate npocparta 1 poxetol va kavete eupforio. Opiopévor tomot pforimv (epupforiia
{OVIOV HKPOOPYOVIGUDV) dEV TIPETEL VaL YopNyohvTal evad ypnotpomoteite to Pyzchiva.

. Edv AaBoate Pyzchiva evoowm oactav £yKvoc, EVIUEPOGTE TOV YIUTPO TOV LMPOD GOG GYETIKA

ue ) Bepancio cog pe to Pyzchiva mpv 10 popd cog AMafet otolodnmote epPorto,
cvumeprropfavouévev tov (dvtav euporinv, 0ntmg eival to eupfdio BCG (mov
YPNOLOTOEITAL Y10 TNV TPOANYT TNG Pupatinong). Ta {dvia euforiia dev CLUVIGTOVTOL Y10 TO
UOPO 6ag KATA TOVG TPMOTOLE £E1 LAVES UETA TN Yévynon dv AaPate Pyzchiva katd ) didpkeio
NG EYKLUOGVVIG, EKTOG EAV O YIOTPOS TOL UMPOV GO GUGTHGEL KATL SL0POPETIKO.

Kitnon ka1 Onraocpég

. Eivon koAvtepa va amophyete ) xpnon tov Pyzchiva oty eykuposivn. Ot emidpacels e
OVOTEKIVOVUAUTNG G€ £YKVEG YOVOIKEG dev eivat yvmotéc. Edv giote yuvaika o€ avamopayoykn
NAkia, GLVIGTATAL VO ATTOPVYETE VO PEIVETE £YKVOC KOl TPETEL VAL (PNCUOTOLEITE
OTOTELEGULATIKY] OVTICOAANYN EVOC® YPTCULOTOLEITE OVGTEKIVOLUAUIT KO Yio TOLAGYIoTOV 15
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ePdouGoeg petd v TeEdevtaia Oepaneio Le OVGTEKIVOVLLAUTN.

. Evnuepaote tov yrotpd oag edv giote £ykvog, vouilete 6tL umopei va giote £€ykvog 1 oxed1alete
VO OTOKTNOETE T,
. To Pyzchiva propei va nepdoet péoa and Tov mAakodvta Kot Vo OTAGEL 6TO ayEvvnTo HopO.

Edv Aafate Pyzchiva kotd tn SidpKeia tng €YKLHOGOVNG 606, TO Lopd 6ag UTopel vo dtatpéyet
UEYOADTEPO KiVOUVO Yo TNV ENPavion Aoipnwéng.

. Eivat onuavtikd va eviuep®ceTe TOVG YLOTPOVS TOL LOPOV GOG KO TOVG GAAOVS ETOYYEALOTIEG
vyelog eav AaPate Pyzchiva katd ) didpkelo ng €yKLHOGHYNG GOC, TPV TO HmPO AGPEL
omotodnmote eUPoro. Ta {ovta eppforto dmmg eivar to gufdiio BCG (mov ypnoipomoteital yio
™V TPOAN Y TS PLHOTIOGTC) OEV CLUVIGTMOVTOL Y10 TO LMPO GAG KOTH TOVG TPDTOVG 61 Uveg
petd  yévvnon eav AaPote Pyzchiva katd ) didpkeia g €ykupoodving, eKTog v 0 YoTpog
TOL U®POV GG CVGTNOEL KATL O10LPOPETIKO.

. H ovortexwvoopdunn pmopel va Tepacel 6To PUNTPLKO YOAL G€ TOAD PIKPES TOGOTNTEC.
Evnuepmote tov yiatpd cog ebv Onralete 1 oyedialete va Onidoerte. Eceic kot o yratpodg oo
0o mpénel vo amopacicete av Oa mpémel va Onldcete 1 av Ba ypnoyLoroioete
OVGTEKIVOUUALTT - UMV KAVETE KO TAL JVO TAVTOXPOVOL.

0onynon Ko YEPIGROS POV RATOV
H ovotekvovpdpnn dev €xet kapia 1 £xel acUOAVTIN EXIOPAOT OTIV KOVOTNTA 00N Y1ONG KO

YEPIGUOD UNYOVILATOV.
3. Iog va ypnoporonjcete to Pyzchiva

To Pyzchiva evésikvotar yia yprion ved v kabodiynon kot v enifreyn yiorpod pe gpmelpio oty
OVTILETMORTION TOV KOTOOTAGEMV Yo TI¢ omoieg mpoopiletar to Pyzchiva.

[Tévtote va pNOILOTOLEITE TO PAPLAKO AVTO CVGTNPE COUPOVO LE TG 00N Yieg TOV YloTpo¥ cag. Edv
éxete ap@lPorieg, p@TNGTE TOV Y1TPO 600G MIANGTE LUE TOV YIOTPO GOC GYETIKA UE TO TOTE O KiveTe
TIG EVECELG GOG KOl Y10, TO, POVTIEPBOL TAPAKOAOVONGNG TG KATAGTACNS GOG.

Iléco Pyzchiva mpémel va yopnysitan
O ywtpdg oag Bo amopacicel toco Pyzchiva ypeldleote va AdPete kot yio OG0 didotnua.

EvijMkeg nukiog 18 etdv 1) avo
Yopiaon 1 Yoproociky ApBpitida

. H ovvietduevn apyikn d6omn givar 45 mg Pyzchiva. Ot acBeveig mov Quyilovv mepiocdtepa. omd
100 yioypappa (kg) pmopei va Egxtvioovy pe pia doom tov 90 mg avti yio 45 mg.
o Metd v apykn 6601, Oa ndpete v endpevn doom o€ 4 gfdondades Kot PeTd kabe

12 e¢Bdopades. Ot emaxdrovbeg d6celg eivar cuvBwg 101eC e TV apykn d6o.

Nodoog Tov Crohn 11 EAk@ong Koritioa

) ¥t dudpkela g Bepaneiog, n TpdTn 600M TV TEPiTov 6 Mg/kg Pyzchiva Ba yopnynBei amo
TOV Y1Tpd oag oThydnv o€ po pAEPa Tov Ppayiova cag (evoopAéPia Eyyvon). Metd T d6om
gvapéne, Oa AaPete tnv emduevn doon Pyzchiva twv 90 mg petd and 8 fdopnddeg kat ot
ocuvéyeln kabe 12 gfdopndadec p€cm Eveong KAT® omd 10 dEpua («VTOSOPIWC»).

. Y& oplopévoug acbevels, petd v Tpadtn £veon kdto and 1o dépua, o 90 mg Pyzchiva uropel
va yopnynBovv kdébe 8 efdopddes. O yuutpodg cog Bo aropacicel mote O mpénet va, Adfete tnv
eNOUEVT 00O GG,

Mawora ko £pnpor nikiog 6 etov 1 dve

Yopiaon

. To Pyzchiva dev npoopileton yio maidiatpikode acbeveic pe yopioon katd mtidkag wov {uyiCovv
Myotepo and 60 kg kabmg to Pyzchiva datifetar pdvo og npoyspiopéveg ovpryyeg tov 45 mg
kol 90 mg yia vroddpia Eyyvon. Eropévamg, dev eivar duvatod va yoprnyesitan Pyzchiva ce
aoBeveic mov ypetdlovtarl 66om PIKpOTEPT aTd TNV TANPN 0601 Twv 45 mg. Edv aratteitol
EVOALOKTIKY 000, O Tpémel va ypnoonoteital GAho Tpoidy ovotekivovudunng 45 mg

81



EVEGIUOV SHADHOTOG G PLOAISIO TOV TOPEYOVY d0G0A0YIN PAGEL fApoug.

. O yiatpog o voroyicel TV KATAAANAN 066N Y10 £6GC, GUUTEPIAUUPAVOUEVIC TG TTOGOTNTOG
(6yKxov) Tov Pyzchiva mov Ba mpénet va evebei yio va ddoetl T cwotr 66on. H cwoth 6601 yia
€06g e&aptdrtal and T0 COUATIKO oG PAPOG KATA TN YOpnYNoN TG EKACTOTE SOGTG.

o Edv Quyilete and 60 kg émg 100 kg, n cuvictdpevn d6om givan 45 mg Pyzchiva.

o Edv Quyilete mve and 100 kg, n cuvictdpevn d6on eivar 90 mg Pyzchiva.

o Metd v apykn d6om, Ba AdPete v endpevn d0om 4 £B6opddes apydTEPa, Kot OTI GUVEXELD
k&g 12 gfdopddec.

Mo yopnyeitan To Pyzchiva

o To Pyzchiva yopnyeitat og éveon kdtm amd to déppa («vmodopion). Xmv Evapén g Bepanciog
o0G, UTOPEL TO 1TPIKO 1| VOOTIAEVTIKO TPOS®TIKO Vo, Yopnynoet ue éveon 1o Pyzchiva.
. Q61000, £0E1G KOL 0 YIOTPOC GUG LITOPEL VO, AmOQUGIGETE OTL UTOPELTE VA KAVETE Ot 1101 TNV

¢veon tov Pyzchiva otov eantod cog. e avtiv tnv miepintwon, 8o ekmatdguTeite yio Tov TpOTo
nov Bo kavete TNV €veon tov Pyzchiva otov gavto cog.

o I T1g 0dNyieg yia 10 mhG va kavete v éveon Tov Pyzchiva, BAéne «Odnyieg yopnynong» oto
TEAOG 0VTOV TOL PVALOL OONYIDV.

MANGTE LE TOV YLOTPO GOG OV EYETE OTOECONTOTE OMOPIEG OYETIKA LLE TN YOPNYNON TNG EVECTG GTOV

€0VTO 00G.

Eav ypnoeiwpononjocte peyadvtepn d6en Pyzchiva and Ty kevoviki
Edv ypnowomomoarte 1 oag xopnynoav peyorvtepn d0on Pyzchiva, wiinote apéomg pe évay yotpod 1
eoppoxomotd. Na €xete mévta To eE@TEPIKO KovTi TOV Papudkov pali cac, axdpa Kt ov givar ddegto.

Eav Egyaoete vo ypnoiponomoste To Pyzchiva
Edv Eeydoote pio 5001, ETKOWVOVAGTE UE TOV YIOTPO 1 TOV QOPLOKOTOI0 GOc. Mnv dpete dutAn
3001 Y10 VoL avamANpAOCETE T d00T oV Eeydoarte.

Eav stapatieste vo gpnoiponoteite To Pyzchiva

Agyv givan emikivouvo v GTOUOTGETE VO YPNCIUOTOLEITE OVGTEKIVOLUAUTY. L20TOGO, EGV
GTAUOTICETE, UTOPEL VAL ETAVEUPAVIGTOVV TOL GOUTTOUATA coc. Edv &xete meptocodTepeg EpOTNOELS
GYETIKA LLE T YPNOT QVTOV TOL PUPUAKOV, POTHGTE TOV YIOTPO 1) TOV PUPLOKOTOLO GOG.

4, IMBavég avemOBOUNTES EVEPYELEG

Onwg 6ha 1o PAPLOKO, £TCL KOL 0VTO TO PAPUOKO UTOPEL VoL TPOKAAEGEL AVETLOVUNTEG EVEPYELES, OV
KoL 0gv mopovotdlovial o€ OAOVE TOVS 0VOPDOTOLG,.

Yopapég avemOBOUNTES EVEPYELEG
Opiopévor acBeveic pmopet va €govv coPapég avemBOHUNTEG EVEPYEIEG TOV UTOPEL VAL YPELOGTOVV
eneiyovoa Oepameio.

Alrepyikég avTidpdosis — propei va yperactovv enciyovoo Oepancia. Evipepoote tov yrotpéd
oug 1 avalnmiote exciyovoa TPk fo0sia apécmc €AV TAPATPICETE 0TOLOONTOTE OO TO.
axérovBa onpeia.

o Ot coPapég arlepyikég ovTidpaoelg («avaeuiosion) eival omavieg 6Ta GATOUN TOV TOIPVOLY
ovoteKvoupaunn (uropel va emnpedoovy £og kat 1 ota 1.000 dropa). To onueio
epLopPavouv:

0 JLOKOAID GTNV AVATVON 1 TNV KATATOOT)
O YOUNAN apTNPLOKN TIEST, TOL UTOPEL VoL TPOKOAEGEL {GAN
o mpn&o oto TPOcWNO, TA XEIAN, TO oTOMA 1) TO AOLLLO.

o Ta ovyva onpeio aAlepykng avtidpaong tepthappdvovy deppatid e&dvinua Kot kvidwon

(umopet va emnpedoovy €mg kot 1 oto 100 dropa).

Y€ OMAVIEG TEPUTTAGELS, TVEVHOVIKEG AAAEPYIKEG AVTIOPAGELS KU1 QAEYHOVI] TOV TVEVHOVA £YOVV
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ava@epBei o€ acBeveic mov Aappdvovv ovetekivoopapnn. Eviiuep®ote apécws Tov Y10Tpo 6og
€0V TAPOVGLAGETE CUUTTONATO. OTOS P10, OVCTVOLH KO TVPETO.

Edv gpeavicete coPapr oAdhepyikn avtidpao, 0 yloTpog 6o UTopel va amopacicel 0Tl dgv TPENEL vVal
ypnopomnooete Eava to Pyzchiva.

AonOEELS — propel va yperactolv ensiyovoa Oepareia. Evnpepdote apécms Tov Y1oTpo 6og €4V
TAPUTIPICETE OTOLOONTOTE 0.0 TG, AKOAOVOO onpeia.

. Etvatn ovyvég o1 AotumEeig tng poTng 1 T0v Aotptol Kot To Koo kpuoroynua (pmopet va
emmpedoovy ém¢ kat 1 ota 10 dtopa)

. Ot homéelg tov Bmpaka dev eivar cuyvég (Lmopel va exnpedoovy £o¢ kot 1 ota 100 dtopa)

. Ot QAEYHOVEC TOV 10TOV KAT® od TO dEPLO. («KLTTOPITIONN) OeV givarl cvyveg (Lmopel va
emmpedoovy émg kot 1 ota 100 dropa)

. O épmneg Lowotpog (€va €1dog emddvvoL eEavONaTOC e puoaiideg) dev glval cuyvog (Umopel

va enmpedoet £og kKot 1 ota 100 dropa)

H ovotexvoopdunn unopel va 6og KaTooToEL AMyOTEPO IKAVOVS VO KATOTOAEUNGETE AOUMEELC.
Kamoleg Mowpuméeig Oa pmopovsav va yivouv cofapég Kot pmopel va meptiiapfavouy AoumEelc o
TPOKAAOVVTOL A0 100G, LOKNTES, PakTiple (CLUTEPILOLPAVOLEVIG TNG PUHATIOONS), 1] TAPACLTA,
ouuTEPIAOUBAVOLEVOY AOIUOEEMY TTOV KVPimG Tapovstalovtal o avOpmmovg pe eEacdevnuévo
ovocomonTikd cVoTNHO (EVKoPLaKES AOMEELS). Evkatplakés AodEelg Tov eyke@diov
(eykeparitida, unviyyitida), TV TVELHOVOVY Kol ToV 0@OaALOD £xovy avaeephel oe acbeveig mov
AapBavoovv Bepameio e OVGTEKIVOVLALTN.

[pénetl va Tpocéyete Yo onueia LoiLENG EVD YPNOUYOTOLEITE OVGTEKIVOLUAUTN. AVvTd
nepAappavouv:

TVPETO, CUUTTOMOTO TOL POLALOVV LE YPITN, VOKTEPIVEG EPLOPAOCELS, OTMOAELN BApovg
aicOnon konwong 1 Aoydviacua, fyog mov dev Tepvd

Oepo, KOKKIVO OEPUO TOV TOVAEL, 1| EXDOOVVO e£AVON UL GTO dEPLA e PLOAAIDEG
aicOnuo Kavcov katd Ty obpnon

Suappota

OTLTIKT JLOTAPOYT T} ATMOAELD OPACNG

KePaAadyia, ovyevikn dvokapyia, evachnoio 0To S, vavTia 1 GOYYLOT).

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,
épmnra {OoThpa, 1 EVKOIPLOKES AOUMEELG TOL Ba LTopovGaY va £x0VV GoPapég EMMAOKEG.
Evnuepdote 10 yatpd 6og edv £xete 0MO100NTOTE €100¢ AOTHMENG TTOL deV TEPVA 1) EMAVEPYETAL
ovvey®c. O YoTpog 60 UToPEl Vo amoPacicel 0Tl OV TPEMEL VUL (PTCIUOTOGETE OVGTEKIVOV LA
péypt va tepdcetl 1 Aoipwén. Eniong evnuepdote Tov y1atpd oag eqv EXETE AVOIKTEG TANYEG M)
TpavUATO, KOODC pmopel va, poivvOoov.

ATOQOMO®SN dEPRATOS — ADENGN TS EPLOPOTITOG KL TG UTOPOLIOMGNG TOV FEPRATOG GE
EKTETAPEVT] TEPLOYN] TOV CANATOG EVOEYETAL VO EIVUL COUTTONATA EPVOPOIEPIIKNG YOPpiaog 1]
UTOPOMOMTIKIG OEPRATITIONG, OL 0TToiEg eival coPapéc deppaTonddsies. Oa mpémel va
EVI|LEPAGETE APEGMG TOV YIO.TPO 60G EAV TAPATNPICETE OTOLAONTOTE OO AVTA TO ONpEiQ.

AMLeg aveEMOVUNTES EVEPYELEG:

Yuyvég avemOOpunTeg evépyeieg (Umopei va emnpedoovy £mg kat 1 ota 10 dtopa):
Aldppora

Noavtia

"Epetoc

Alobnpo k6Tmong

Atobnpo CaAng

[ovoképaiog
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Dayovpa («Kvynopdc»)

[T6vog ot péom, Tovg Pog M T1g apbpaacelg
[Tovorarpog

EpvOBpdmra kou mdvog 6to onueio mov yivetarl n éveon
Aolpwén Tov tapappiviov KOATOV

Oy ovyvég avemBopnteg evépyeles (Lmopet va ennpedoovy £oc kot 1 ota 100 dropa):

Odovtikég AodEelg

KoAmikn| poknrioctkr] Aoipnmén

Kotalwym

DOpayuévn 1 Poviopévn pot

Awoppayio, pHOAOTES, GKAPLVOT], TPNELLO Kot @ayovpo eKEL OOV YiveTal 1) éveon.

AicOnua advvapiog

[Ttdon PAepdpov Kot YaAAP®OT VOV 0T Uio TAEVPE TOV TPOSHTOV («TAPAAVGT TPOCHOTIKOV

vevpouy N «moapdAivon Belly), mov givar cuvnBwg Tapodikn

. MetapoAn oty yopioon pe epudpdTnTa Kot VEES JUKPES, KITPIVEG 1| AEVKEC PAVKTALVES, LEPIKES
(POPEC GLVOSEVOUEVEG ATTO TVPETO (PAVKTAVAOING WYpioon)

o Amoploimon Tov 6£pratog (AmToPoAId®mGT OEPUATOS)

*  Axun

Yravieg avemBounTeg evépyereg (Umopet va emnpedcovy mg kot 1 ota 1.000 dropa)

. EpvBpomnta kot amo@oridwon 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 (epvBpodepukn yopiaon)

. DAeyHOVT] LIKPDV OLOQOPOV ayYeimVy, | oToio LTopel vo. 00Ny oEL 6€ dEPLOTIKO eEAvON LA LE
UIKPEG KOKKIVEG 1| LoP povokdAeg, Tupetd 1| Tdvo oTig apBpdoelc (ayyeutidn)

IMolv omavieg avemBovunteg evépyeres (Umopel va ennpedoovy Emg kot 1 oto 10.000 dropa)

o DovokdAeg TOv dEPUATOC, O1 OToieg pumopel va eivarl epuBpég, KvnoUdOELS Kot ETDIVVES
(IToppoAvymOEG TEUPLYOEIEC).

. Agppatikdg AKo¢ 1| cUVOPOUO TPosouoldlov pe Avko (epvBpd, emnpuévo EoAdMOES e&AvOT L
G€ TEPLOYEC TOV OEPLTOC TOV KTIOEVTOL GTOV A0 TOAVDS e TTOVOVG OTIC 0PHPDOGELS).

Ava@opd avemBOunTOV EVEPYELOV

Edv mapotnpnoete kdmola avemBountn evépyela, EVUEPDOGTE TOV YIUTPO 1 TOV PAPUOKOTOLO GOG.
AvT0 1oyveL Kot Yo kaOe mhavi avemBountr VEPYELD TOL OEV OVOQEPETOL GTO TOPOV PLAAO 0O YOV
yponc. Mmopeite eniong va avagépete avembounteg evépyeleg anevbeiag, Hécw Tov Bvikod
GLOTNLOTOG OvVOPOPEG Tov avaypdeetar oto [apdptnua V. Méow g avapopdg averiBountmy
gvepyelmv umopeite va fonbnoete otn cVALOYN TEPIGGOTEPOV TANPOPOPLDOY GYETIKG LLE TNV AGPAAELDL
TOL TAPOVTOG PAPLLAKOL.

5. &g va puidooete To Pyzchiva

o To @dppaxo ovtd TPEmeL va puAGcoETAL GE PUEPN TTOV Ogv TO PAETOVV Kot dev TO POAVOLV TaL
TOLO14L.

o dvrdooete og yoyeio (2 °C-8 °C). Mnv katayOyeTe.

. DVAAGGETE TNV TPOYEUITUEVT] GUPLYYQ GTO EEMTEPIKO KOVTL Y10l VO TPOCTATEVETOL OO TO PG,

. Egpbdoov amoatteital, pepovouéveg mpoyepouéveg ovptyyeg Pyzchiva propotv eniong va

ovracoovtal o€ Bepuokpocio dopatiov Emg 30 °C yia pio péylot pepovouévn Tepiodo £mg

1 pva, 010 apyKd KOVTi TPOKEUEVOL Va TPposTaTeHovTaLl and 10 ws. Kataypdyte Tnv
nNuepounvio Katd TNy omoia 1 TPOYEUIGUEVT GVPLYYQ BYNKE 0o TO YLYELD Yo TPMTN GPOPA Kol
™V nuepopnvia amdppyng 6To YOPO TOL TUPEXETAL GTO EEMTEPIKO KOLTI. LTO TEAOG OVTAG TNG
7EPLOO0L, TO TPOIOV Umopel va enavatonobetndel oto Yoyeio. Amoppiyte T cvpLyyd €Gv dev
&xel ypnopomoindel evtog 1 piva amd v anobrkevon og Beppokpoacio dopatiov 1 Emg TV
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apytkn nuepopunvia Anéng, 6moto £pbel vopitepa.
. Mnv avokwveite Tig mpoyspcpuéves ovptyyeg tov Pyzchiva. Tapatetapévn duvotn avakivion
umopel va Tpokorécetl {nud 6To eApUaKo.

Na pn gpnoponoigite avté TOo QAPRUKO:

. Metd tnv nuepoumvio ARENG TOL AVOPEPETAL GTNV EMIGHUAVOT] KOl GTO KOVTL UETE, TNV
«AHEH». H nuepounvia Aéng eivan 1 tehevtaio npépa TOL UIVO TOV AVAPEPETOL EKEL.

o Edv 1o dtdivpa givan amoypopaticpévo, Bodo 1 av givar opatd dila Eéva copatide to onoia
almpovvtal péco og avtd (PAéne mapdypapo 6 «Eupdvion tov Pyzchiva kat nepieydpevo tng
GLOKEVAGIOGY).

. Edv yvopilete, 1 vopilete 6Tt umopet va £xet extebel oe akpaieg Oeprokpacieg (0nme va €xet
xatd Aabog katayvyBel v OeppavOet).

o Edv 1o mpoidv £xet avokivnfet duvard.

To Pyzchiva givat povo yio puo xprion. Ipoidv mov dev éxet ypnotponondei kot Tapapével on
oupyyo Tpénel vo, amoppinteTor. Mnv metdte ApLOKe GTO VEPO TNG OTOYETEVOTG 1) GTO OIKIOKE
amoppippata. POTNote Tov @oprokonold 6og yio To TMs Vo TETAEETE TA PAPLLOKA TOV dEV
ypnoonoteite mo. Avtd ta pétpa Ba fondncovy oy Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpevo. TS GVOKEVOGIUG KO AOLTES TANPOPOPIES

T ngpréyer to Pyzchiva

. H dpactikn ovcia eivar ) ovotekvovudunn. Kabe mpoyepuspévn coptyya mepiéyet 45 mg
ovotekvoopdunng o 0,5 ml.
. Ta dAlo cvoTaTIKA Elval 1 16TISIVY, 1| LOVOLOPIKT VIPOYA®PIKN 16TISIVY, TO ToAvcopPikd 80, 1

coKyapoln Katl To VOWP Yo EVESLAL.

Epgavion tov Pyzchiva ko Tepieydpeve TG 606KEVAGING

To Pyzchiva givat diawyég, dypmpo wg avoryto Kitpvo gvéoipo dtdAvpa. To didlvpa propet va
TEPIEYEL Aya Lkpd Nudlo@avny 1 AevKa couatiow Tpoteivng. Alatifetal o€ xapTivo KOVTi TOV
nepiéxetl 1 epdmaé 06on og yodhvn Tpoyspicpévn cvpryyo tov 1 ml. Kabe mpoyepuouévn oopryya
nepiéyel 45 mg ovotekivovpdunng og 0,5 ml evéciov StoAdpHATOG.

Karoyoc Adcroc Kvkhogopiog ko Iopaockevaotiig
Samsung Bioepis NL. B.V.

Olof Palmestraat 10

2616 LR Delft

OAavdia

INao omoladnmote TANPOPOPin, GYETIKG. LLE TO TOPOV PAPUAKEVTIKO TPOTOV, TAPUKAUAEIGTE VO
amevBuvleite otov Tomiko avimpdswno Tov Katodyov g Adetag Kvkhopopiog:

Belgié/Belgique/Belgien Lietuva

Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037

Buarapus Luxembourg/Luxemburg

Canno3 bearapus KUT Sandoz nv/sa

Ten.: +359 2 970 47 47 Tél/Tel.: +32 2 722 97 97

Ceska republika Magyarorszag

Sandoz s.r.o. Sandoz Hungéria Kft.

Tel: +420 225775 111 Tel.: +36 1 430 2890
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Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EAlLada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espafia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 64 48 00

Hrvatska

Sandoz d.o.o.
Tel: +3851 2353 111

Ireland
Rowex Ltd.
Tel: + 353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvnpog

SANDOZ HELLAS MONOIIPOZQIIH A.E.

TnA: +30 216 600 5000

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Roméania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

United Kingdom (Northern Ireland)
Sandoz GmbH
Tel: +43 5338 2000

To mapév pvAiro 0dNYLOV yprioNS avadewpOnke yia Televtaia gopd otic MM/EEEE

Addeg TNYEG TANPOPOPLOV

Aemtopepeic TAnpopopieg yia 1o phppoko avtod gival Stabéoiueg oto diktvakd tomo Tov Evporaikon
Opyavicuod Oapudxwev: http://www.ema.europa.eu/.
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Odnyieg yopiiynong

v évopén e Bepaneiog, o emayyeipatiog vyeiag cag 0o cag fondnoet pe Ty TpmdT GO¢ Eveo.

Q61660, 08I KoL 0 YIOTPOG GO UTOPEL VO ATOPAGIGETE OTL UWTOPEITE VO KAVETE 01 10101 TNV £VECT] TOV

Pyzchiva ctov eontd cag. Av cupPei avtod, Bo. EKTOISEVTEITE Y10 TO TMOG VOL KAVETE TNV £VEGT] TOV

Pyzchiva. MiMote pe ToV YloTpd 60G AV £XETE OTOLECONTOTE AOPIES GYETIKG LUE T YOPTYNON TNG

£€VEDTG OTOV €E0VTO GG,

o Mnyv avauryvoete to Pyzchiva pe dAla vypd yia éveon

. Mny avaKkiveite Tig Tpoyepiopéveg cvptyyeg tov Pyzchiva. O Aoyog gival 6t 1 duvoty
avakivnon propei va tpokoiécet {nud oto eappoKo. Mn yprnoIHLOTOUGETE TO PAPHOKO EQV
£yetl avokivn0el dvvartd.

H Ewova 1 deiyvel midg givar 1 Tpoyepicuévn copryya.

MteplyLa
Napabupo 2 npootatsuTikol BeAdvng
TapakoAouBnong 2pa
| = ‘Epporo
e
, : o
KaAvppa Behovng  BeAovn ETIKETQ
Kedodn
gppoAou
Ewova 1

1. EAéyEte Tov aplOpnd TOV TPOYERIGUEVOV CUPLYYDV KUL TPOETOINACTE T VAIKA:

IIpogtoacia yio T ¥p1HoN NG TPOYEUGHEVIS GUPLYYOS

. Bydite mv(tig) mpoyepuiopévn(eg) oupryya(eg) amd o youyeio. AQNoTe TNV TPOYEUICUEVN
oLPLYYO Vo, PLEVEL EKTOG KOVTIOV Yo TEPITOL o ®pa. AvTo Oa emTpEWEL GTO LYPO Vo PTAGEL
o€ pio guydpiot Beppokpacia yio v Eveon (Bepuokpacio dopatiov). Mn Oepuaivete v
TPOYEUGUEVT] GUPLYYO LE KAVEVOY GALO TPOTO (). OE POVPVO WKPIKLUUATOV 1| o€ {E0TO
vepd). Mnv apaipeite to KaAvppa g BeELOVNG TG chPLYYOS EVA TNV OQNVETE VAL PTACEL GE
Bepuokpacio dopotiov.

. Kpatfote v Tpoyepiopévn chpyyo amd To GO TG COUPLYYOS LE TNV KAADUUEVT BeAdvn va
delyvel Tpog T TV

. Mnv Vv KpatNoETE amd TNV KEPAAN TOL gUPOAOV, TO ERPoAO, TA TTEPVYLN TPOGTATEVTIKO
Beldvng 1 to KGAvupa g feAovng

o Mnv tpapri&ete mpog ta wicw T0 EUPOAO GE OTOLNONTOTE OTIYUN

o Mnv apopécete To KGAvpUpo TG BEAOVNG amd TNV TPOYEUIGUEVT GVPLYYO UEYPL VO GG dobel N
odmyia va To KAveTe

EXéyEre tv(Tig) mpoyepopuévn(eg) ovpryya(ec) dote va PePfaiwbeite ot

. 0 0plOUOC TOV TPOYEMIGUEVOV GLPLYYDV Kol 1] TEPLEKTIKOTNTA EIVOL COGTN

o Edv n 600on oag givan 45 mg Ba wdpete pia mpoyepuopévn ovpryyo Pyzchiva tov 45 mg

o Edv n 860on cog eivar 90 mg Oa mépete 600 mpoyepopéves cvpryyeg Pyzchiva tov 45 mg
kot Oo ypelacTel vo KAvETE 6TOV €0VTO GOg 600 evécelg. Emléte 000 drapopetikég
0éoe1g yuo avTég T1g evéoels (.Y, o £veot) ato 6e510 Unpo Kal Ty GAATN £vEST OTOV
apLoTEPO UNPO) KOl KAVETE TIC EVECELG TN Hio OpUES®mG LETA TV GAAN.

TPOKELTOL Y10l TO COGTO QAPLLOKO

dev €yel mepdoet N nuepounvia ANENG Tov

1 TPOYEUIGHEVT] GUPLYYO OEV EIVOL KATEGTPOUUUEYN

70 SIIAVUO TNV TPOYEUICUEVT] GUPLYYO EIVOL SLVYEG KOl GYPOUO £MG OVOIKTO KIiTPvo

7O SIIAVULO GTNV TPOYEUIGUEVT] GUPLYYO OEV EIVAL OTOYPMOUATIGUEVO 1) BOAO Kot dev TEPLE)EL
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omoladnmote £Eva GOUOTIOW
TO SLIAVUO GTNV TPOYEUIGHEVT] GUPLYYO OEV EIVOL TAYMDUEVO.

YuyKevipmote OAa 0ca Bu ypelacteite kal amAdoTe To o€ o, kabapn exipdvela. e avtd
TEPILOUPAVOVTOL OVTIONTTIKE HOVTIAGKLA, £V KOPUATL BapBdit 1 yala Kot Evag TepEkTng atyunpmv
OVTIKELLEVOV.

2. Emuéfre ko mpoctoypndote T 0om TG éveong:
EmiiéEre tn Béom éveong (PAéne Ewcova 2)

To Pyzchiva yopnyeitat pe éveon kdtm amd tnv emdeppioo (vrodopio)

KaAég meproyés yio v éveon givat o aveo unpdg 1 yopo ond v Kotid (KooK yopa),
TOLAGYIGTOV 5 cm poakpld amd Tov opEaAd (apaid)

Edv givar dvvato, punv ypnoiponomcete meployés g emdepuidos mov mapovsialovy onuddia
yopiaong

Edv mpoxerton va cog fondnoet kdmolog, Kavovtag cag tnv £veon, Tdte ovTog 1 avtr| Oa
umopovoe va emhéEel mg BEom Yo Ty £veon To ave PEPOG Tov Ppayiova

*O1 meployég He YKPL YpOHO SuVISTOVTOL O OE0ELS TG EveoT|C.
Ewoéva 2

[Ipogtopdorte ) B¢om €veong

w

[MAvvete ta yépro cog ToAD Kahd pe comovvt kot {eaTtd vepo.
KoBapiote 10 d0éppa ot B€om €veong e Eva avTionTTIKO HOVTIAGKL
Mnyv ayyiéete v meployn avtn Eava Tpv KAVETE TNV £veon

Mnyv aepilete | pucdte v Kabopn Teployn

Agarpéote To KGAvppo s Berovng (Préne Ewéva 3):

To kGAvppa TG BEAOVNG €V TTPEMEL VoL apatpeiTal HEYPL Vo, EIGTE ETOLLOL VOL KAVETE TNV €VECT
mg 86ong

[Tapte v TpoyeGPEV GUPLYYO, KPOTNOTE TO GO TNG GUPLYYOS LLE TO €Vl YEPL

Tpapr&re to KGAvppa g BeAdVNS e pia Kivnon mpog ta £Em Kot teTdéte to. Mnv ayyilete to
£uPoro evd To KhveTe 0VTO

Ewoéva 3

Mmopei va TapatnpioeTe i QUGOAIdN 0EPO GTNV TPOYEMGUEVT] GUPLYYa 1] pio GTayOVA VYPOD
otV axpn g Perdvne. Kot ta 600 avtd gival puoioroyucd Kot dev ypetaletat va, apatpefovy
Mnv ayyiete ) Beddva Kot LNV TNV 0QNGETE VO AKOVUTNGEL GE KA ETLQAVELNL
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. M %PTCULOTIOGETE TNV TPOYEUIGLEVT] GUPLYYO, AV GG TEGEL YOPIG TO KUAVppO TG PEAdVNG
o1 0éom tov. Av cvufel aVTo, TOPUKAAOVUE ETKOVMVIOTE LLE TOV YIOTPO 1) TOV POPUAKOTOLO
o0,

o Kévte éveon pe tn 6001 apéomg LOALG ApalpECETE TO KAAVLLUO TNG PEAOVNG.

4. Kavte éveon pe m d60m:

. Kpatfote v Tpoyspiocpévn obptyya e To Eva ¥EPL OVAUESO GTO LEGO Kol TO OEIKTT Kot
TomofETOTE TOV AVTIXEPA TNV KOPLON TNG KEPAANG TOV EUPOAOV KoL YPNCILOTOMGTE TO GALO
YEPL YL VO TGWUTNGETE amaAd TNV KaBUPIGUEVT] TEPLOYN TOL SEPHOTOG AVAUESH GTOV OVTiyELpaL
Kol To Ogiktn cog. Mnv  opilyyete duvatd

. Mnv tpapr&ete mpog ta Ticm 10 ERPOAO GE OTOLONTOTE GTIYUN

. Me pio povadikn Kot ypryopn kivinon, eioayete m Perdva péca oto déppa 6co Pabid pmopet
va umet (BAéne Ewcova 4)

Ewoévo 4

. Evéote 6M0 to pdppoko mElovtag To EpPporo péypt va Ppebei n kepain Tov guPdriov tereimg
OVAESH GTO TTEPVYLN TPOSTATEVTIKOV TNG PeAdvng (BAéne Ewcova 5)

Ewova 5

o Otoav 10 £uPolro xel meotel pEYPL LEGO, GUVEXIOTE VO, ACKELTE TTEGT GTNV KEPUAT TOL EUPOAOL,
Byddte tn Perdva ko apnote to déppa (PAENE Ewcova 6)

Ewoévo 6
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5.

6.

Bydite apyd Tov avtiyelpd oag amd TV KEPAATN ToV EUPOLOL DOTE VO, UPNGETE TNV ASELN
ovpryya vo KivnOel Tpog ta Tavm, pExpt va kaAveoel OAn 1 PeAdvn and TO TPOCGTATEVTIKS TNG
BeAlovng, 0nmg eaivetar oty Ewova 7:

Ewova 7

MeTd v éveon:
[Tiéote éva avtionmTikd povtiddkt Tévo and T B€om tng éveong yia Alya devtepOrenta PeTA
v éveon.
Mmopel va vdpéet pikpn TocoTNTA 0itaToc 1 VYPoD o1 BEon g éveonc. Avto ivon
(QLGLOAOYIKO.
Mropeite va miéoete éva koppdtt Bopfaxt 1 pia yalo mdve omd ) 0€om g £veong kal vo To
Kpatoete Yo 10 devteporenta.
Mnv tpifete to déppa otn BEom g Eveonc. Mmopeite va kaAbyete tn 0€on g veong pe Eva
piKpd avtokdAANTO EMideco, av ival amapaitnTo.

Amoppwyn:
O1 XPNOUOTOMUEVES GUPLYYES TPETEL VAL TOTOOETOVVTOL GE EVOV AVOEKTIKO GTO TPLTLLOTOL
TEPLEKTN, OGS Evay TEPLEKTN Yo aryunpd avtikeipeva (BAéne Eucova 8). Iloté pnv
XPNO OO CETE Eava TNV 1010 GUPLYYQ, Y10, T OIKT| GOG AGPAAELD KOl VYEio Kot Yo TV
AGPAAELD TOV GAADV. ATOPPIYTE TOVG TEPIEKTEG Y10 ALYUNPA OVTIKEIUEVH GOUPOVO, LE TIG KATH
TOMOVG 10YHOVGEG GYETIKEG SIATAEELS
Ta avtionnrikd emBépato Kot dAlo vroieippata pmopovv va aropplphodv 6Ta amoppippatd
GOG.

Ewoéva 8
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®viro oonyr@V rpiong: IIAnpogopisg yia Tov ypnotn

Pyzchiva 90 mg gvéopo Sidlvpa o€ Tpoyspispéivi copryya
OVGTEKIVOULLOLUTT

vTo @Aapproko avtd TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVOTGN. AVTO Ba EMITPEWYEL TO YPTYOPO
TPOGOLOPIOUO VEDV TANPOPOPL®Y acPaAEldG. Mmopeite va fondncete Héom TG avapopag mbovaoy
OVETIOOUNTOV EVEPYELDV TTOV EVOEXOUEVAS TTapovotdlete. BA. T€log tng mapaypdeov 4 yio Tov TpOTo
avaQopdg avemBOHUNT®V EVEPYELDV.

AP AOTE TPOGEKTIKG OAOKANPO TO QVALO 0ONYLAV YP1 OIS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO
TO QOPRAKO, OLOTL TEPAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GUC.

AvT0 TO PUALO 00NYIAOV EYEL YPAPTEL Y10 TO TPOSOTO TOV Aopufdver To pappoko. Eav eicte 0
yovéog 1| @povTioTiG 0 omoiog 0o ddest Pyzchiva g éva mandi, mapokoreiote 6mme dSrofacste
TPOCEKTIKA QVTEG TIS TANPOPOPIES.

- DuAdETe avTd TO PUALO 03N YLDV XpHonc. Tows ypelaotel va To dafdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV Y1OTPO 1 TOV POPUOKOTOLO GOG.

- H cvvtayn yio avtd 10 QappoKo xopnyndnke amokAeloTikd yio cog. Agv mTpénel vo, SOCETE TO
QappoKo og aAhovc. Mmopel va Toug TpokaAésetl BAAPT, axdpa Kot OTOV T CUUTTOUOTO TG
acBéveldg Toug elvar id1a pe Ta Sikd oag.

- Ed&v mapatnproete kdmoto avemBOunT eVEPYELD, EVIUEPMDOTE TOV YITPO 1] TOV PUPLAKOTOLO
oag. Avtd oyvet Kot yo kaOe mbovr avemBOUNTN EVEPYELD TOV JEV AVOPEPETOL GTO TOAPOV
@OALO oONyLDV Ypionc. BAéme mapdypago 4.

T egpréyer 1o Tapov UALO 00NYLOV:

T1 eivon o Pyzchiva kot mowa ivan 1 ypron tov

Timpénetl va yvopilete Tpv ypnopomomoete to Pyzchiva
I va ypnoiponomoete o Pyzchiva

[MBavég avemBounteg evépyeteg

[og va puidooete to Pyzchiva

[Tepieydpeva TG CLOKELOGING KOl AOITEG TANPOPOPIES

o E

1. T givor to Pyzchiva kou wova givon 1 ypijon tov

T givor To Pyzchiva

To Pyzchiva mepiéyet tn dpooTiki 0v6io «OVGTEKIVOLUAUTNY, £Va LOVOKA®VIKO avticopa. Tao
LOVOKA®VIKA OVTICOUATO EIVAL TPAOTEIVES TOL ovoryvopilovy Kot cuveEovTal E0IKA LE OPIOUEVES
TPWOTEIVEC GTOV 0PYAVIGUO.

To Pyzchiva aviiketl o€ pio opddoa gopudkov mov ovoudloviol «ovosoKaTaoTAATIKGY . AVTH Ta
Qappaka 6povv e£0c0EVOVTIC HEPOG TOL AVOGOTOINTIKOD GO GUGTNLOTOG.

Iow gival n xpiien Tov Pyzchiva
To Pyzchiva ypnowomotgiton yio Ty avTipeTdnion 1oV akOAov0mv eAEYUOVOSIOV Voo V:

o Yopioon katd TAaKag - o€ EVAAIKES Kot Tod1d NAKiag 6 TV Kol Gvm
o Yopracikn apbpitida - € evitikeg

. Métpia émg coPapn vocog tov Crohn - g evijhikeg

o Métpro £mg cofapn eAk®ONG KOAITION — GE EVIAIKEC

Yopiaon katd TAaKag
H yopioon katd midikog eivor pia deppotiki manon n oroia tpokoiel pAgypovn mov ennpedlet To
dépua ko To, voyto. To Pyzchiva Oa peiwoet ™ @Aeypovn kot Ghia onueio e acbévetog.

To Pyzchiva ypnowomnoteital o€ evilikeg pe péTpio émg coPapn ywpioorn Kot TAGKC, Tov dev
UTOPOoHV Va. YPTCILOTOGOVY KukAoamopiv, pebotpeédtn 1 potobeparneia, | 6e TEPITTOON TOV
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avTég o1 Bepameieg dev elyav amotélecpa.

To Pyzchiva ypnowomnotieital o€ maidid kot epffouvg nAikiag 6 eTdv Kot dve pe pétpro, £ coPapn
yoploon Katd TAdKag, To omoia dgv uwopov va avexBovv tn potobepameio 1 GALEC GLOTIUOTIKEG
Oepaneieg N 0Tav o1 Bepaneieg avTég Sev elyov amotérecpa.

Yoproocu) apdpitioa

H yoplocikn apbpitida eivar pio pAeyHOVOOING VOGOG TV apOpdceny, Tov cLVHOME GUVOSEVLETOL A0
yopiaon. Edv éxete evepyn yoprlacikny apbpitida tpodta o cag yopnynbodv diia edppaka. Eav dev
AVTAIOKPIVESTE KOAG 08 aT ToL apuaka, umopel va cag xopnynbei to Pyzchiva dote va:

. Meiwoetl To onpeio Kot T0 COUTTOUAT TG VOGOU GG,

. BeAtuidoet T coUATIKN GOG AEITOVPYIKOTNTA.

. EmiPpadvver ) AEPN otig apbpbdoelg cog.

Noéoog tov Crohn

H v6c0¢ tov Crohn gival po pAeypovmdng vocog tov eviépov. Edv €xete voco tov Crohn, apyikd O
cag 0000V ahda dapuaxa. Edv dev avtomokpiBeite apketd Kahd 1 edv Exete dvsaveéio o ovTd TaL
eapupoka, propet va cog 600et Pyzchiva yuo t peimon tov onpeiov kot COUTTOUATOV TG VOGOL GOG.

EAk®Ong KoAition

H eAxdong kolitida givar pio pAeYHOVOONG VOoOS TOV gviépov. Eqv €xete EAkmon KoAiTIdN, apyIKa
Ba cog 600ovv dAla pdppoka. Edv dev avtanokpifeite apketd Kahd 1 €dv Exete dvoavelio o€ avTd
o apuaka, uropel va cog do0si Pyzchiva yio ) peiowon tov onueiov Kot Tov GOUTTOUATOY TNG
VOGOL GaG.

2. T apéner vo, yvopilete Tpwy ypnoporomieete To Pyzchiva

Mnyv ypnewpomouicete To Pyzchiva

o Yg TEPITTMOT OALEPYIOS GTNV OVGTEKIVOULANTI 1] GE OTOLOONTOTE GAAO OO TO GUCTOTIKG
aVTOV TOV PAPLUAKOL (OVAPEPOVTIOL GTIV TOPAYPUPO 6).
. Eév éyete evepyn Aoipwén mov o yiatpdg cag motedel OTL Elval GNUOVTIKY.

Edv dev giote oiyovpot av 10y0EL OTOI00MTTOTE OO TO TUPOUTAVE® Y10 EGOC, LIANOTE LE TOV YIOTPO 1)
TOV PUPUOKOTOLO 60G TPV Yprolponooete to Pyzchiva.

Iposdomomoels kKot IPoPLAGEELS

AmevBuvBeite otov yatpd 1 ToV QaprOKOTOLO 60¢ TP Ypnoporomoete to Pyzchiva. O yiotpdg cog
Ba eléyéel mOoo kald elote mTpv amd Kabe Bepaneio. BePaimbeite 6T evnpepdoate TOV Y10TpO GOG Yo
omoladnmote acBéveln Topovoialete Tpv amd kdbe Oepancia. Exiong evnuepmote Tov yiotpod cog edv
éxete épbel IpOGEUTO GE ETAPY| [LE OTOLOONTOTE ATOUO TTOV Umopel va £xel pupatioon. O ylTpdg cog
Ba cog eEetdoet Yo pupatioon Kot O Tpaypatomoioet pia eEETaom Yo va del €6V £xETE GUUATIOON
npw mhpete o Pyzchiva. Edv o y1atpog cog motedel 0Tt StatpEyete Kivouvo QUUOTI®oNG, UTopel va
cag yopnynOei Oepameia yio TNV avTipeTdmON TG,

Ipocéite Y10 cofapéc avemOounTeg evépyeieg

To Pyzchiva umopei va npoxarécel coPapég avembbunteg evépyeleg, GOUTEPIAAUPBOVOUEV®V
aAhepyik@v avtidpdoewv Kot Aotpatemv. [pénet va mpocéyete yio opiopéva onpeio acévelng evm
naipvete to Pyzchiva. BAéne «Zofapéc avembounteg evépyetecy otny mapdypapo 4 yio TAnpn
KATOAOYO VT®V TOV AVETIOOUNTOV EVEPYELDV.

IIpw ypnoipomonjcete To Pyzchiva evnuepdote Tov yotpo cag:

. Eév giyote moté aliepyki] avtiopaon 6Ty oveTeKvoopuaumy. Potiote tov yiatpd cog av
dev giote PEParot.
. Eav giyote m0oté 0m010VONTOTE TOTO KOPKIVOV — EMELDN] TO OVOGOKOTAGTAATIKA OTTMG 1

ovoTeKIVOLUAUT €0cBevohy LEPOG TOV 0VOGOTTOTIKOD GLUGTHUATOG. AVTO pmopel vo avEncet
ToV Kivouvo Yo Kopkivo.
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. Eav éyxete Maper Oepoameia yio Tnv yopioon pe driio froroyikd eappoka (£vo ¢appaKo Tov
mapayeTor oo pio ovoia froroyikig Tpoéievons Kol ovvii0mg yopnyeitor pe éveon) — o
Kivduvog Yo kapkivo propei va glvat vynidtepoc.

o Eav éyete 1 eiyate mpoéos@ata AoipmEn

o Eav éyete véeg N petafariopeves Prafeg péoa otig meployég mov TAGoLvY amd Yopioon 1
GTO QLGLOAOYIKO GEPLLOL.

. Edv maipvere kdmowo GAln Ogpameia yio TNV yopiacn Ko/ Ty yopracikl apdpitidoa —

OT®G KATO10 GALO CVOGOKATOCTOATIKO 1 emTobepamneia (6Tav TO COUN GG VTOPAAAETAL GE
Bepamneia pe éva gidog vepiddovg (UV) pmtdc). Avtég o1 Oepaneieg pmopovv emiong va
eEacBeviicovy HEPOC TOL BVOGOTONTIKOL GaG GLGTHLOTOC. H Tautdypovn yprion avtdv tov
Oepameldv LLE TNV OVGTEKIVOLLLAUTT OeV €xel peaetnBel. Qotdc0 givan mBovo va avéncet v
mBavotnta acheveldv mov oyetiCovrat pe acBevESTEPO CVOGOTOMTIKO GUGTN LA,

o Eav Loppavere | AMafate 610 Taperhdov evéceis ywa T Oepameia airepyr@v — dev eivar
YVOOTO €QV 1] OVGTEKIVOVLLAUTT LITOPEL VO TIG EXNPEACEL.
. Eév n nhkio cog sivar dve Tov 65 TV — umopet vo etvat o mbavo va mabete AomEels.

Edv dev giote oiyovpot av 1oy0EL OTOI0OMTTOTE OO TO TUPOTAVE® Y10 EGOC, WANOTE LE TOV YLOTPO 1
TOV PUPUOKOTOLO GOG TPV Yp1olLonomceTe To Pyzchiva.

Opiopévorl acBeveic mapovoiacav avidpacelc TPOGOUOIALoVCES [LE AVKO, CUUTEPIAUUPOVOLEVOD
deppaticod ADKoL 1 GuvOPOLLOL TPOGoLoovTog Le AVko Katd T didpketa g Oepanciog pe
ovotekvovpaun. Evnuepdote apuécmc tov yuotpo cag edv peavicete £va, epudpd, ennpuévo,
POMOMOES eEAVOM LA LEPIKEG POPES LE TTO GKOVPO TTEPTYPOLLLLO, GE TEPLOYES TOV OEPHOTOG TOV
extifevtal otov A0 N pe TOVoVg 6TIS apfpdCELC.

Kapdwoki) Tpocsfoin] kKo ayyslokd eYKe@aAKE ETELGO0L0

Kopdiakn TpocBoin Kot ayyelakd eYKEPUAKA enecodla, Exovv Topatnpndel o pio perétn og
aocBeveic pe yopioorn mov éhafav Bepaneia pe ovotekvovpdpmn. O yatpog cog Oo eAEYYEL TAKTIKG
TOVG TOPAYOVTEG KIVODVOL GOG Y10l KOPOLOKT VOGO KOl AYYELNKO EYKEPOAIKO ETEIGOOI0 TPOKELUEVOL VL
dtopolrilet 6Tt avtipetomilovral katdAinia. Avalnmote apéong wTpikn fondela edv napovoidcete
ovo oto 6Tfog, advvopia 1§ U PLGLOAOYIKY aicBnor oty pio TALLPE TOV GOUATOS GOC, TOPAALOT
TPOCAOTOL, 1) AVOUIAES GTOV AOYO 1] TNV OpAoT).

Howowd ko £épnpor

H ovotexvovpdpnn dev Guvicotdtol yio (promn o€ Todid KAT® Tov 6 ETdV L yopiaon 1 yio xpron o€
ool Katw tov 18 etdv pe yoplactkr apbpitida, voco tov Crohn 1 eAk®dOT KOAITION £TELDN OV €L
peietn et oe ot TNV NAMKIOKT OpAda.

AMo @appoxa, eppéia kot Pyzchiva
Evnuepdote Tov y1oTpd 1 TOV QOPUOKOTOL0 GOG:

. Edv maipvere, éxete mpodcata mApEL 1] LTOPEL VO TAPETE GANO PAPLLOKAL.

. Edv kavate mpdoeata 1) mpdkettol va kavete epforto. Opiopévol tomot epforiov (eufoiia
LOVTOV KPOOPYAVIGU®OV) OEV TPETEL VO, OPNYOUVTOL EVG Ypnoiponoteite to Pyzchiva.

. Edv Aafoate Pyzchiva evoom N6aotov £€yKD0g, EVIILEPMOTE TOV YIATPO TOL UMPOD GO CYETIKA

ue tn Bepancia oag pe o Pyzchiva mpwv 1o pwpd cog Adpet orolodnmote epporto,
ovumeptioppavopévev tov (dvtov epforlav, dnwg sival to epufoito BCG (wov
YPMNOLOTOLEITAL Y10 TNV TPOANYT TG Pupatinong). Ta (dvia euPforiia dev GLUVIGTOVTOL Y10 TO
UOPO 060G KATE TOVG TPMOTOVS £E1 UVES LETA TN Yévynon dv AaPate Pyzchiva katd ) didpketa
NG EYKVUOGHVNG, EKTOG €AV 0 YIATPOG TOL PO GOC GVGTNOEL KATL SLUPOPETIKO.

Kinon ka1 Oniaopdg

. Eivon kodvtepa va amophyete T xpnon tov Pyzchiva otny gykupocsvvn. Ot entdpacels e
OVGTEKIVOLUAUTING O EYKVEG YUVOIKES gV givarl Yvootég. Edv glote yuvaika 6€ avomapaymykn
NAIKIO, CUVIGTATOL VO OTOPVYETE VO LEIVETE £YKVOG KOl TPETEL VOL YPTCLLOTOLEITE
OTTOTEAEGLLOTIKY OVTICOAANYN EVOC® YPTCLOTOLEITE OVGTEKIVOVUAUTIKOL Y10 TOVAG IGTOV 15
ePdopdoeg petd v TeEAevtaia Bepaneio Le OVGTEKIVOUULAUTN.
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. Evnuepaote tov yrotpd cag edv giote £ykvog, vouilete 6t1 umopel va eiote £ykvog 1 oxedialete
VOl OTOKTNGETE TOUOH.

. To Pyzchiva uropei va nepdoet péoa and tov mAakodvta Kot vo pTAGEL 6TO ayévvnTo Hopo.
Edv Aafote Pyzchiva kotd tn SidpKed Tng €YKVHOGHVNG GaG, TO LOPO 60 UTOPEL Vo, SLoTpEYEL
UEYOADTEPO KIVOUVO Y10 TNV EUPavion Aoiuwméng.

. Eivat onpovtikd vo evnpep®doete Toug Y1atpods TOL HoPOoD GaG Kol TOVS GAAOVS ETAYYEALOATIEG
vyeiag ebv MaPate Pyzchiva kotd ) didpketo tng €yKupocHVIG 60G, TPV TO LOPO AGPet
omotodnmote gpPoro. Ta Lovta epPoria 0nmg ivar To pforio BCG (mov ypnotponoteiton yio
™V TPOANYT| TNG PLUOTIOONG) OEV GLVICTMOVTAL Y10, TO LOPO GOG KATA TOVG TPAOTOVS £E1 UNVES
ueta ™ yévvnon gdv AMapate Pyzchiva kotd ) didpkeio g eyKupocivng, £KTOG GV 0 Y10TPOG
TOV LOPOD GOG GLGTNOEL KATL SLOPOPETIKO.

. H ovotekvovpdpnn pmopet va tepdcel 6To UNTpkd YAAo o€ TOAD HIKPEG TOCOTNTEG.
Evnuepoote tov yuatpd oag edv Onialete 1 oyedrdlete va Onidacerte. Eoeig kot o yiatpog cag
Ba pénel vo amopacicete ov Ba mpénet va OnAdoete 1§ av o xpnoYLOTOGETE
OVGTEKIVOLLUAUTN — UMV KAVETE Kol To. 6VO0 TOaTOYPOVA.

001 yNoN Kot YEPIGUOS POV LATOV
H ovotekivoupdumn dev £xel Kapia 1 €€l 0CHULAVTY EXIOPACT GTNV IKAVOTNTO 001 yNOTG KO

YEWPIGHLOV punyovnudtov.

3. Iog va ypnoporonjcete to Pyzchiva

To Pyzchiva evésikvotar yia yprion ved v kabodiynon kot v enifreyn yiorpod pe gpmelpio oty
OVTILETMORTION TOV KOTOOTAGEMV Yo TI¢ omoieg mpoopiletar to Pyzchiva.

[Tévtote va pNOILOTOLEITE TO PAPLAKO AVTO CVGTNPE COUPOVO LE TG 00N Yieg TOV YloTpo¥ cag. Edv
éxete ap@lPorieg, p@TNGTE TOV Y1TPO 600G MIANGTE LUE TOV YIOTPO GOC GYETIKA UE TO TOTE O KiveTe
TIG EVECELG GOG KOl Y10, TO, POVTIEPBOL TAPAKOAOVONGNG TG KATAGTACNS GOG.

Iléco Pyzchiva mpémel va yopnysitan
O yuwtpdg cag Oo amopacicsl toco Pyzchiva ypeldleote vo Aappdavete kat yio 1660 didotnua.

EvijMkeg nukiog 18 etdv 1) avo
Yopioon 1 Yoproowun ApBpitida

. H ovvietduevn apyikn d6omn givar 45 mg Pyzchiva. Ot acBeveig mov Quyilovv mepiocdtepa. omd
100 yioypappa (kg) pmopei va Egxtvioovy pe pia doom tov 90 mg avti yio 45 mg.
o Metd v apykn 6601, Oa ndpete v endpevn doom o€ 4 gfdondades Kot PeTd kabe

12 e¢Bdopades. Ot emaxdrovbeg d6celg eivar cuvBwg 101eC e TV apykn d6o.

Nodoog Tov Crohn 11 EAk@ong Koritioa

) ¥t dudpkela g Bepaneiog, n TpdTH 660M TV TEPiTov 6 Mg/kg Pyzchiva Ba yopnynBei amod
TOV Y1Tpd oag oThydnv o€ po pAEPa Tov Ppayiova cag (evoopAéPia Eyyvon). Metd T d6om
gvapéne, Oa AaPete tnv emduevn doon Pyzchiva twv 90 mg petd and 8 fdopnddeg kat ot
ocuvéyeln kabe 12 gfdopndadec p€cm Eveong KAT® omd 10 dEpua («VTOSOPIWC»).

. Y& oplopévoug acbevels, petd v Tpadtn £veon kdto and 1o dépua, o 90 mg Pyzchiva uropel
va yopnynBovv kdébe 8 efdopddes. O yuutpodg cog Bo aropacicel mote O mpénet va, Adfete tnv
eNOUEVT 00O GG,

Mawora ko £pnpor nikiog 6 etov 1 dve

Yopiaon

. To Pyzchiva dev evdeikvotal yio maidlorpikong acbeveic pe yopioon katd tAdkag wov {uyiCovv
Myotepo and 60 kg kabmg to Pyzchiva datifetar pdvo og npoyspiopéveg ovpryyeg tov 45 mg
kot 90 Mg yia vroddpia Eyyvor. Emopévmg, edv amarteitor evaAlaktiky do6o, 0o wpénet va
YPNOLLOTOM B0V GAAL TPOIOVTU OVGTEKIVOVLUALTNG TOV TPOSPEPOVY QLTI TNV ETAOYT.

o O y10tpog Bo vToroyicel TNV KATAAANAN 066N Yo £6GG, GUUTEPIAAUPOVOLEVIC TG TOGOTNTOG
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(6yKxov) Tov Pyzchiva mov Ba mpémetl va evebei yia va dwoel ™ cwoth 60om. H cwoth 6601 yia
€06g e&aptdral and T0 COUATIKO oG PAPOg KATA TN YOpnYNoN TG EKACTOTE SOGTG.

o Edv Quyilete and 60 kg émg 100 kg, n cuvictdpevn d6om givan 45 mg Pyzchiva.

o Eav Quyilete mavo and 100 kg, | cuvictodpevn d6on givar 90 mg Pyzchiva.

o Metd v apykn 66om, Oo AaPete v endpevn 06on 4 efSopddeg apydTeEPH, Kol GTN GUVEXELD
kG0Oe 12 gfdouddec.

Mog yopnyeitan To Pyzchiva

o To Pyzchiva yopnyeitat og éveon kdtm amd to déppa («vmodoplon). Xy Evapén g Bepanciog
o0G, UTOPEL TO 1TPIKO 1| VOOTIAEVTIKO TPOSMTIKO Vo, Yopnynoet ue éveon 1o Pyzchiva.
. Qc1000, £0E1G KOL 0 YIOTPOC GOG LITOPEL VO, AmOQUGIGETE OTL UTOPELTE VA KAVETE Ot 1101 TNV

¢veon tov Pyzchiva otov eantod cag. e avtiv tnv miepintwon, 8o ekmatdguteite yio Tov TpOmo
nov Ba Kdvete v éveon tov Pyzchiva otov 0wt cag.

o IMa 116 00N yieg Yo T0 OGS var kdvete TNV €veon tov Pyzchiva, fAéne «Odmyieg yopnynong» oto
TEAOG 0VTOV TOL PUALOL 0ONYIDV.

MANGTE LE TOV YLOTPO GaG OV EYETE OTOECONTOTE OMOPIEG OYETIKA LLE TN YOPNYNON TNG EVECT GTOV

€0DTO GOG.

Eav ypnoipononjoete peyordtepn 60on Pyzchiva amé thv kavoviki
Edv ypnowomomoarte 1| cag yopnynoav peyorvtepn d0on Pyzchiva, winote apéomg pe évay yotpod M
eoppoxomotd. Na €xete mavta To eE®TEPIKO KoLTi TOV Papudkov pali cac, axdpa Kt ov givar ddegto.

Eav Egyaoete vo ypnoiponomoste To Pyzchiva
Edv Egydoote pio 5001, EMKOWVOVAGTE UE TOV YIOTPO 1 TOV PAPUOKOTO0 60.G. MnV Ttapete dmAn
5001 Y10 VO OVOTTANPMOOETE TN dO0T oL EEXACATE.

Eav stapatioste va ypnoiponoteite To Pyzchiva

Agyv gival emikivouvo v GTOUOTGETE VO YPNCIUOTOLEITE OVGTEKIVOLUAUTY. L20TOGO, EGV
GTAUOTIOETE, UTOPEL VAL ETAVEUPAVIGTOVV TOL GOUTTOUATA coc. Edv &xete meptocodTtepeg EpOTNOELS
GYETIKA LLE T YPNOT AVTOV TOV PAPUAKOVL, POTHGTE TOV YIOTPO 1) TOV PUPLOKOTOO GOG.

4, IMBavég avemOBOUNTES EVEPYELEG

Onmg 6ha To eAPLOKO, £TOL KOL QVTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
KoL 0gv mopovotdlovtal 6e OAOVE TOVS 0VOPDOTOLG,.

Yofapég avemOBOUNTES EVEPYELEG
Opiopévor acBeveic pmopet va €govv coPapég avemBOHUNTEG EVEPYEIEG TOL UTOPEL VAL YPELOGTOVV
eneiyovoa Oepameio.

Alrepyikég avTidpdosis — propei va yperactovy enciyovoo Oepancia. Eviuepoote tov yrotpéd
o0g 1M avalnmiote exciyovoa TPk fon0sia apéc®c €AV TAPATPICETE 0TOLOONTOTE OO TO.
axérovBa onpeia.

o Ot coPapég arlepyikég ovTdpaoelg («avaeuiosion) eival omavieg 6Ta GATOUN TOV TOIPVOLY
ovoteKvoupaunn (umopel va emnpedcovy £og kat 1 ota 1.000 dropa). To onueio
mePAAUPavouv:

0 JLOKOAID GTNV AVATVON 1 TNV KATATOOT
O YOUNAN apTNPLOKY TIEST, TOL UTOPEL VoL TPOKOAEGEL {GAN
o mpn&po oto TPOcWNO, TA XEIAN, TO OTOMA 1) TO AOLLLO.

o Ta ovyva onpeio aAlepykng avtidpaong tepthapupdvovy deppatikd e&dvinpua Kot kvidwon

(umopet va emnpedcovy €mg kot 1 ota 100 dropa).

Y. OMAVIEG TEPUTTAGELS, TVEVHOVIKEG AAAEPYIKEG AVTIOPAGELS KU1 QAEYHOVI] TOV TVEVHOVA £YOVV

ava@epBei o€ acBeveic Tov Aappdavovv ovstekivoopapny. Eviiuep®ote apécms ToV Y10Tpo 6oG
€0V TUPOVOLAGETE CUUTTAONATO. OTOS 1]y 0, OVGTVOLO. KOl TVPETO.
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Edv gpeavicete coPap oAdhepyikn avtidpao, 0 YloTpog 6o UTopel Vo amopacicel 0Tl dev TPENEL VO
ypnoponoioete Eava to Pyzchiva.

AopndEeg — propel va yperaotodv eneiyovoa Oepancia. Evnpepdote apécmg Tov YoTpo 6og €4V
TOPATNPIGETE OTOLOONTOTE OO TA aKOAOVO onpeio.

o Eivar ouyvéc o1 Aoudéeig tng potng 1 tov Aaptod Kot To Koo Kpvoldynua (Umopei va
emmpedoovy émg 1 ota 10 dropa)

. Ot homéelg tov Bmpaka dev eivar cuyvég (Lmopel va exnpedoovy £o¢ kot 1 ota 100 dtopa)

. Ot EAEYHOVEC TOV 10TOV KAT® ad TO dEPLO. («KLTTOPITION) OeV givorl cvyveg (Lmopel va
emmpedoovy émg kot 1 ota 100 dropa)

. O épmng Lowotpog (€va €1dog emddvVoL eEavONUaTOC e puoaiideg) dev glval cuyvog (Umopel

va gnnpedoet £ kat 1 ota 100 dropa)

H ovotexvoopdunn unopet va 6og KaTooToEL MyOTEPO IKAVOVE VO KATOTOAEUNGETE AOUMEELC.
Kamoteg Mowméeig Oa pmopovsav va yivouv cofapég Kot pmopel va Teptilapfavouy AoumEelc o
TPOKAAOVVTOL OO 100G, LOKNTES, PakTiple (CLUTEPIAOLPAVOLLEVIG TNG PUHATIOONS), 1] TAPACLTA,
ovumeptAopuBavoprévey AodEeny Tov Kupimg Tapovstdalovtal o avOpmmovg e eEacbevnuévo
VOGOTOMNTIKO GUGTNUO, (EvKatplakég AoUdEELS). Evkaiplokég AoumEelc Tov eyKeQAAOL
(eykepaAitido, pnviyyitida), TV TVELUOVOV Kol TOL 09BaALov Exovv avapepBel oe aobeveic mov
AapBavoovv Bepameio e OVGTEKIVOVLALTN.

[pénetl va Tpocéyete Yo onueia AoiHENG EVD YPNOUYOTOIEITE OVGTEKIVOLUAUTN. AVvTd
TEPAAUPAVOLV:

TVPETO, CUUTTOUATO TOV LOLALOVV LE YPITN, VOKTEPIVEG EQPLOPDGELS, ATMAELN Pépovg
aioBnon konwong N Aaydviosuo, fryoc Tov dev Tepvd

Oepud, KOKKIVO dEPLLO TOV TOVAEL, N ETOIVVO EAVON UL 0TO dEPLAL LE PUCAAIDES
aicOnuo Kavcov katd tnv ovpnon

Suappota

OTLTIKT] OLOTAPOYN 1] ATMOAELL OPAONG

KePaAadyio, ovyevikn dvokapyia, evalcnoio 0To PMC, vavTia 1 GVYYLOT).

Evnuepoote apéomg Tov yiotpd 6og €4V TapatnpiGETE 0TOL0ONTOTE 0td AVTA To onpeia Aoipnméng.
Avtd pmopel va etvan onpeio Aopuméemv, 6nwg AotudEemy Tov Bdpaka, AOUOEEDY TOV dEPUATOG,
épmnta {OoTpa, 1 EVKOPLUKES AOUMEELS TTOL Ba piropovsay va £xovv coPapéc EmMTAOKEC.
Evnuepmaote tov yuatpd cag edv Exete 0mo100MmoTE 100G AoimENG oV dev TEPVA 1| EMAVEPYETAL
ouvey®c. O YoTpog 600G UTOPEL VoL AmoPacicel OTL OV TPEMEL VUL (PT|CILOTOUGETE OVGTEKIVOV LALITT
péypt va tepdcetl n Aoipwén. Eniong evnuepdote Tov y1atpd oag Qv EXETE AVOIKTEG TANYEG
TpaOUATO, KOODG pmopel va, oAvvOoov.

ATo@oAO®GN dEPRATOS — ADENGN TS EPLOPOTNTOG KL TS ATOPOLIOOGNGS TOV OEPRATOG GE
EKTETUNEV TTEPLOYN] TOV COUATOG EVOEYETAL VO EIVUL CVUTTONATO EPLOPOIEPIIKN G YOpilaons 1)
UTOPOMOMTIKIG OEPRATITIONG, OL 0TT0iES eival coPapés deppaTonddsies. Oa mpémel va
EVI|LEPAGETE UPEGMG TOV YIO.TPO 60G EAV TAPATNPICETE OTOLAONTOTE OO AVTA TO ONpEiQ.

Addeg avemMOVUNTES EVEPYELEG:

Yoyvéc avemBiunteg evépyereg (Umopel va emnpedoovy £mg kot 1 ota 10 dropa):
Aldppora

Nowrtia

"Epetoc

Alobnpo k6Tmong

Atobnpo CaAng

IMovoképaiog

Dayovpo («kvnopocy)

[16vog ot péom, Tovg pog 1 Tig apBpaoelg

[ovérapog
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. EpvOBpdmra kou mdvog 6to onueio mov yivetar n éveon
. Aolpwén Tov tapappiviov KOATOV

‘O ovyvég avemOBuunTeg evépyeles (Umopel va emnpedoovy émg kot 1 ota 100 dropa):

Odovtikég AoMEELG

Kohmin poxntiacikn| Aoipmén

KatdOiwyn

DOpayuévn 1 Poviopévn po

Awoppayio, HOAOTES, KA PLVOT], TPNELLO Kot @ayovpo eKEL OOV YiveTal 1) éveon.

AicOnua advvapiog

[Ttdon Prepdpov Kot YaAAP®ON LL®OV 0T Uio TAEVPE TOV TPOSHTOV («TAPAAVGT TPOCHOTIKOD

vevpouy N «moapdivon Belly), mov eivar cuvnBog mapodikn

. MetapoAn oty yopioon pe epulpodTnTa Kot VEES JUKPES, KITPIVEG 1| AEVKEC PAVKTALVES, LEPIKES
(POPEC GLVOOEVOUEVEG ATt TVPETO (PAVKTAVAOING WYpioon)

o Amoploimon Tov 6£pratog (AmToPoAId®mGT OEPUATOS)

*  Axuf

Yravieg avemBounTteg evépyereg (Umopet va emnpedcovy mg kot 1 ota 1.000 dropa)

. EpuBpotnra kot amo@oridmon Tov dEPOTOG O EKTETANEVT] TEPLOYT] TOV COUOTOC, 1| OTOl
umopei va Tapovctdlel eayovpa N TOVo (amoPoAdwTiky depuatitidn). [Tapduola copnTdpoT
AVOTTOGOOVTOL OPIGUEVEG POPES MG PUOIKT LETABOAT GTOV TOTO TOV CUUTTOUATOV TG
yopiaong (epvBpodepukn yopiaon)

. DAeyHOVT] LIKPDOV OLOQOPOV ayYeimVy, | omoio Lropel vo. 00N YHoEL 6€ dEPLOTIKO eEAvON LA e
HUKpEG KOKKIVEG 1| LoP povokdAeg, Tupetd 1| Tdvo oTig apBpdoelc (ayyeutidn)

Mol omavieg avemBounteg evépyeres (Umopei va emmpedoovy Emg kot 1 ota 10.000 dropa)

o DovokdAeg Tov dEPLATOG, O1 OToieg pumopel va etvat epuBpés, KVNoUMOELS Kot ETMOVVES
(IToppoAvymOEG TEUPLYOEIDEC).

. Agppatikdg AVKoG 1| cUVOPOUO TPosopoldlov pe Avko (epvBpd, emnpuévo PoAdMOES e&AVOT L
G€ TEPLOYEC TOV OEPLTOC TOV KTIOEVTOL GTOV A0 TOAVDS e TTOVOVG OTIC 0pHPDOGELS).

Ava@opd avemBounTOV EVEPYELOV

Edv mapoatnpnoete kdmola avemBountn evépyela, EVUEPDOGTE TOV YIUTPO 1 TOV PAPUOKOTOLO GOG.
AvT0 1oyveL Kot Yo kaOe Thavi avemBountr VEPYELD TOL OEV OVOPEPETAL GTO TOPOV PLAAO 0O YOV
yponc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiog, Hécw Tov Bvikod
GLOTNLOTOG OvVOPOPEG Tov avaypdeetar oto [apdptnua V. Méow g avapopdg avemBountmv
gvepyelmv umopeite va fonbnoete otn cVALOYN TEPIGGOTEPOV TANPOPOPLDOV GYETIKG [LE TNV AGPAAELD
TOL TOPOVTOG PAPUEKOL.

5. &g va puidooete To Pyzchiva

o To @dppoaxo ovtd TPEmeL va puAAcCETAL GE PLEPTN TTOL Ogv TO PAETOVY Kot dev TO POAVOLVY TaL
TOLO14L.

o dvidooete og yoyeio (2 °C-8 °C). Mnyv kataylyeTe.

. DVAAGGETE TNV TPOYEUICUEVT] GUPLYYQ GTO EEMTEPIKO KOVTL Y10l VO, TPOGTOTEVETOL OO TO PG,

. Egpdoov amotteital, pepovopéveg mpoyepiouéveg ouptyyeg Pyzchiva propoiv eniong va

ovracoovtal o€ Bepuokpocio dopatiov Emg 30 °C yia pio péylom pepovouévn Tepiodo £mg
1 pva, 010 apyKd KOVTi TPOKEUEVOL VA TPposTaTeELOVTAL and T0 Pws. Kataypdyte Tnv
nNuepounvio Katd Ty omoia 1 TPOYEUIGUEVT GVPLYYQ BYNKE Ao TO YLYELD Yo TPMTN GPOPA Kol
™V nuepopnvia amdppyng 6To YOPO TOL TUPEXETAL GTO EEMTEPIKO KOLTI. LTO TEAOG OVTAG TNG
TEPLOO0L, TO TPOIOV Uopel Vo emavatomobeteital 6To Yuyelo. Amoppiyte T cVPLYY GV dev
&xel ypnopomoindel evtog 1 piva amd v amobrkevon og Beppokpacio dopatiov 1 Emg TV
apytkn nuepopunvia Anéng, 6moto £pbel vopitepa.

. Mnv avokwveite Tig mpoyspicpuéveg ovptyyeg tov Pyzchiva. Tlapatetapévn duvotn avekivion
umopel va Tpokorécetl {nud 6To eApUaKo.
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Na pn xpnoponoieite avtod 170 PappoKo:

. Metd v nuepounvio ARENG TOL AVOPEPETAL GTNV EMICTLLOVOT KOl GTO KOLTI HETA TNV
«AHEH». H nuepopnvia AMéng eivor n televtaio nuépa Tov PiRva. Tov ovoeEPETOL EKEL.

. Edv to dudlvpa givar amoypopoticpuévo, 0oro 1 av givarl opotd dAro EEva copatidl To onoia
atwpovvtat péca o€ avtd (PAéne mapdypapo 6 «Eugdvion tov Pyzchiva kat mepieydpevo g
GLGKELUGIOC).

o Edv yvopilete, | vopilete 0Tt pmopel va Exet extebel o axpaieg Oeppokpacieg (0mws va €xet
Kkatd AdBog katayuyOei 1 OepuavOet).

. Edv 1o mpoidv €xet avakivnBel dvvatd.

To Pyzchiva givar povo yua pa xpromn. Ipoidv mov dev Exet ypnoonombel Kot Tapapévet ot
ovplyya TPEMEL va amoppintetal. Mnv metdte @ApUaKo 6To VEPS TNG ATOXETEVOTG 1 GTO OIKLOK(L
omoppippata. POTHoTE TOV QOPLOKOTOLO GOG Y10 TO TAG VO TETAEETE TOL PAPLOKO TOV OEV
ypnoonoteite ma. Avtd ta pétpa Ba fondncovy oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Mepreydpevo. TG CVOKEVOGING KOl AOWTES TANPOPOPIES

T ngpréye to Pyzchiva

. H dpaoctikn ovoia eivar 1 ovotekvovpaunn. Kabe npoyepiopuévn ovpryya mepiéyet 90 mg
ovotekvovpudumng og 1 ml.
. Ta dAAla cvoTatiKa gival 1 16Tdiv, 1 LOVOLOPIKY VIPOYA®PIKN 16TISIVY, TO ToAvcopPikd 80, 1

caKyopoln Kot To HOMP Yo EVEGULA.

Engavien tov Pyzchiva kot mepieyopeve TS 606KEVAGIOG

To Pyzchiva givat diowyég, dypopo g avorytd kitpvo evéotpo didivua. To didlvpe propei va
mePIEYEL AMya pikpd nudlo@avn 1 AevKa copatiow Tpoteivng. Alatifetal g xapTivo KOvTi TOV
nepiéyel 1 epdmaé 06on og yodhvn Tpoyepicpévn cvptyyo tov 1 ml. Kabe mpoyepuouévn oopryya

nepéxel 90 mg ovotekvovpdunng oe 1 ml evéoipuov SahduaTog.

Karoyog Adcrog Kvkhopopiog ko Iapackevaostiig

Samsung Bioepis NL. B.V.
Olof Palmestraat 10

2616 LR Delft

OX\avdio

INo omoladnmote TANPOPOPin, GYETIKE [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEISTE VO
amgvBouvbeite otov Tomiko avtimpdommo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tel/Tel: +32 2 722 97 97

bbarapus
Canno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta

Sandoz Pharmaceuticals d.d.
Tel: +35699644126
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Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EA\rada

SANDOZ HELLAS MONOITPOXQITH A.E.

TnA: +30 216 600 5000

Espafa
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 14964 48 00

Hrvatska

Sandoz d.o.o0.
Tel: +3851 23 53 111

Ireland
Rowex Ltd.
Tel: + 353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvnpog

SANDOZ HELLAS MONOIIPOZQITH A.E.

TnA: +30 216 600 5000

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romaéania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

United Kingdom (Northern Ireland)
Sandoz GmbH
Tel: +43 5338 2000

To mwapov @ULAo 00NYIOV yp1ions avaBswpnOnke Yo TeErevTaio eopd otic MM/EEEE

AlLeg T YEG TANPOPOPLAV

Aemtopepeic TAnpopopieg yio 1o Pappoko avtod gival Sabéciueg oto diktvakd tomo Tov Evpomaikon
Opyaviepov Ooppdxev: http://www.ema.europa.eu/.
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Odnyieg yopiiynong

v évopén e Bepaneiog, o emayyeipatiog vyeiag cag 0o cag fondnoet pe Ty TpmdT GO¢ Eveo.

Q61660, 08I KoL 0 YIOTPOG GO UTOPEL VO ATOPAGIGETE OTL WTOPEITE VO KAVETE Ot 10101 TNV £VEGT) TOV

Pyzchiva ctov eontd cag. Av cupPei avtod, Bo. EKTOISEVTEITE Y10 TO TMOG VOL KAVETE TNV £VEGT] TOV

Pyzchiva. MiMote pe ToV YloTpd 60G AV £XETE OTOLECONTOTE AOPIES GYETIKG LUE T YOPTYNON TNG

£€VEDTG OTOV €E0VTO GG,

o Mnyv avauryvoete to Pyzchiva pe dAla vypd yia éveon

. Mnyv avakiveite Tig Tpoyeiopéveg cvptyyeg Tov Pyzchiva. O Aoyog gival 6T 1 duvath
avakivnon propei va tpokoiécet {nud oto eappoKo. Mn yprnoIHLOTOUGETE TO PAPHOKO EQV
£yetl avokivn0el dvvartd.

H Ewova 1 deiyvel midg givar 1 Tpoyepicuévn copryya.

MteplyLa
Napabupo 2 npootatsuTikol BeAdvng
TapakoAouBnong 2pa
‘Epporo
|
— |
m e+ G !
, : m—
KaAvppa Behovng  BeAovn ETIKETQ
Kedodn
gppoAou
Ewova 1

1. EAéyEte Tov aplOpnd TOV TPOYERIGUEVOV CUPLYYDV KUL TPOETOINACTE T VAIKA:

IIpogtoacia yio T ¥p1HoN NG TPOYEUGHEVIS GUPLYYOS

. Bydite mv(tig) mpoyepuiopévn(eg) oupryya(eg) amd o youyeio. AQNoTe TNV TPOYEUICUEVN
oLPLYYO Vo, PLEVEL EKTOG KOVTIOV Yo TEPITOL o ®pa. AvTo Oa emTpEWEL GTO LYPO Vo PTAGEL
o€ pio guydpiot Beppokpacia yio v Eveon (Bepuokpacio dopatiov). Mn Oepuaivete v
TPOYEUGUEVT] GUPLYYO UE KAVEVOY GALO TPOTO (.Y, O POVPVO WIKPOKLUUAT®OV 1 o€ (€6TO
vepd). Mnv apaipeite to KaAvppa g BeELOVNG TG chPLYYOS EVA TNV OQNVETE VAL PTACEL GE
Bepuokpacio dopotiov.

. Kpatfote v Tpoyepiopévn chpyyo amd To GO TG COUPLYYOS LE TNV KAADUUEVT BeAdvn va
delyvel Tpog T TV

. Mnv Vv KpatNoETE amd TNV KEPAAN TOL gUPOAOV, TO ERPoAO, TA TTEPVYLN TPOGTATEVTIKO
Beldvng 1 to KGAvupa g feAovng

o Mnv tpapri&ete mpog ta wicw T0 EUPOAO GE OTOLNONTOTE OTIYUN

o Mnv apopécete To KdAvpupo TG PEAOVNG amd TNV TPOYEUIGUEVT GVPLYYO UEYPL VO 6o dobel 1
odmyia va To KAveTe

EAéyEre v(TiQ) mpoyeuopévn(eg) ovpryya(ec) dote va Pefatwbeite Tt

. 0 0plOUOC TOV TPOYEMIGUEVOV GLPLYYDV Kol 1] TEPLEKTIKOTNTA EIVOL COGTN

o Edv n 600n oag givar 90 mg Ba népete pia mpoyepuopévn ovupryyo Pyzchiva tov 90 mg
TPOKELTOL Y10l TO COCTO PAPLLOKO

dev &yel mepdoet N nuepounvia AnENG Tov

1 TPOYEUIGHEVT] GUPLYYO OEV EIVOL KATESTPOUUEYN

TO SLIIAVUO GTNV TPOYEUICHEVT GUPLYYO EIVOL SLAVYEG KO AYPOUO £MG OVOIKTO KIiTPIVO

TO SLIAVUO GTNV TPOYEUIGHEVT] GUPLYYO OEV EIVAL OTOYPOUATIGUEVO 1) BOAO Kot dev TEPIEYEL
omoladnmote EEva GOUOTIOW

. 70 O1AVLO OTNV TPOYEUGUEVT cVPLYYa OEV Eivol Toy®UEVO.

YuyKevipmote OAa 0oa Bu ypelacteite Kol omA®OTE TO 08 o kabapn empavela. e avtd
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TEPILOUPAVOVTOL OVTIONTTIKE POVTIAGKLE, £V KOPUATL BapPdit 1 yala Kot Evag TepEktng atyunpmv
OVTIKELLEVOV.

2. Emuiéfte ko mposToypndote T 0€om TG éveong:
EmiéEre T Béom éveonc (PAéne Ewova 2)

To Pyzchiva yopnyeitat pe éveon kdtm omd v emdeppido (vTodopia)

KaAég meproyés yio v éveon givat o aveo unpog 1 yopo ond v Kol (KOokn yopa),
TOLAGYIGTOV 5 cm pokpld amd Tov opEaAd (apaid)

Edv givar dvvato, punv ypnoiponomcete meployés g emdepuidos mov mapovsialovy onuddia
yopiaong

Edv mpoxetton va cog fondnoet kdmolog, Kavovtag cag tnv £veon, Tdte ouTog 1 avtr| Oa
uropovoe va emMAEEEL oG BEom Yo TV €veon To Gve PEPOG Tov PBpayiova.

*O1 TEPLOYEG e YKPL PO CLVIGTOVTOL WG BEcELG TG Eveong.
Ewoévo 2

IIpoetoldote ™ B€om éveong

w

[TAvete ta yépro cag moAd Kahd pe comovvt kot {eoTtd vepo
KoaBapiote 10 déppa ot B€om €veong pe éva avTIoNTTIKO LOVTIAGKL
Mnyv ayyi&ete v meployn avtn Eava Tpv KAVETE TNV £veon

Mnv aepilete | pucdte v Kabap Teployn

Agarpéote To KGAvppo g Perovng (Préne Ewéva 3):

To kddoppa g Perdvrg dgv TpEmet va aporpeitan LEYPL va. £l0Te £TOLOL VO KAVETE TNV EVEOT
g 600MG

[Tapte v TpoyeGUEVN GUPLYYO, KPOTNGTE TO GO TNG GUPLYYOS LLE TO €Vl YEPL

Tpapr&re to KGAvppa g BeAdvNS e pia Kivnon mpog ta £Em Kot teTdéte to. Mnv ayyilete to
£uPolo evd 1o Kdvete aVTO

Ewoéva 3

Mmopei va TapatnpioeTe o GUGOAIdN aEPO OTNV TPOYEMGUEVT GUPpLYYa N pic oTaydva vypoD
otV axpn g Perdvns. Kot ta 600 avtd gival puoioroyd kot dev ypetaletat va, apatpedovy
Mnv ayyiete ) Beddva Kot Uny TNV 0Q1GETE VO OKOVUTNGEL O€ KOO EMQAVELOL

Mn ¥PNGULOTOGETE TNV TPOYEUICUEVT] GUPLYYQ OV GG TEGEL YWPIC TO KAAvppa TG BeEAdVNG
o 0éom tov. Av cvufel aVTo, TOPUKAAOVUE ETKOVMVIOTE LLE TOV YIOTPO 1) TOV POPUAKOTOLO
G0,

Kdévte éveon pe tn 6001 apéomg LOALG ApalpECETE TO KAAVLLUA TNG PEAOVNG.
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4. Kavte éveon pe m o60on:

. Kpatfote v Tpoyspicpévn cbplyya pe To Eva ¥EPL OVALESO GTO LEGO KOl TO OEIKTN Kot
Tomo0ETAOTE TOV AVTIXEPO GTNV KOPLEN TNG KEPAANG TOV EUPOAOV KoL YPNCILOTOMGTE TO GALO
YEPL Y10 VO TOWUTNGETE AmOAd TNV KaOUPIGUEVT] TEPLOYN TOV dEPUATOG OVALEST GTOV OVTiYELPL
Kol to dgiktn 0. Mnv tn opiyyete dvvatd

o Mnv tpapn&ete Tpog ta micw 10 EPPOAO GE OTOOONTOTE GTIYU

o Me pio povadikn kat ypryopn xivnon, eicdyete ) felova péca 6to dépua 660 Babid pmopsei
va pnetl (BAéne Ewova 4)

Ewova 4

o Evéote 6Mo to pappako melovtag to EpPforo péxpt va Bpebdel n kepain tov pforov tedeing
OVALESH GTO TTEPVYLN TPOSTATELTIKOV TG Behdvng (BAEne Eucova 5)

Ewoéva 5

o Otoav 10 £uPolro €xel meoTel PEYPL LEGO, GUVEXIOTE VO, 0CKELTE TTEGT GTNV KEPUAT TOL EUPOAOL,
Bydite tn Perdva ko agnote to déppa (PAEne Ewova 6)

Ewoévo 6

. Bydite apyd Tov avtiyelpd oag amd Ty KEPAATN ToV EUPOLOL DOTE VO, UPNGETE TNV ASELN
ovpryya vo KivnOel Tpog ta Tavm, pExpt va kaAveoel OAn 1 Peddvn and T0 TPOCGTATEVTIKS TNG
Bedlovng, 0nmg eaivetar oty Ewova 7:
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5.

6.

Ewoévo 7

Metd v éveon:

[Tiéote éva avtionmTikd povtiddkt Tévo arnd T B€om tng éveong yia Alyo devtepOrenta PETA
™V éveon.

Mmnopel va vdpéet pikpn TocoTNTA 0ilaToc 7 VYPoL o1 BEon g éveonc. Avto ivan
(QLGLOAOYIKO.

Mmnopeite va méoete Eva koppdtt Bappdxt 1 pio yala médve and t B€om tng Eveong Kot va 1o
Kkpatioete yia 10 devtepoienta.

Mnv tpifete 10 déppa otn BEon g éveong. Mmopeite va KaAvyete T B€om g éveong e éva
HIKPO 0VTOKOAANTO EMIOEGO, av eivan amapaitnTo.

Amopprym:

O1 XpNOIUOTOMUEVES GUPLYYES TPETEL VAL TOTOOETOVVTAL GE EVOV AVOEKTIKO GTO TPLTILLOTOL
TEPLEKTN, OGS Evay TEPLEKTN Yo aryunpd avtikeipeva (BAéne Eucova 8). Iloté pnv
ypnoonoioete Eava v 0o GOPLyya, Yio. Tn O1KT GOG ACOAAELD, KOl VYELD KO Y10 TV
AGPAAELD TOV GAADV. ATOPPIYTE TOVG TEPLEKTES Y10 ALLYUN PG OVTIKEIUEVH GOUPOVE, LLE TIG KATA
TOMOVG 10YHOVGEG CYETIKEG SIATAEELS

Ta avtionnrikd embépato Kot dAlo vroAeippato pmropovyv va amoppipovv ota amoppippoatd
o0,

Ewoévo 8
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