ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



V To @dpuaxo avtd TeEAEL VIO GUUTANPOUATIKN ToPAKOA0VONGT. AVTo Ba emtTpéyel TO Yp1YOpO
TPOGIOPIoUO VEDV TANPOPOPLOV ACOAAELNG. ZNTEITOL OO TOVG EMAYYEALATIEG VYELNG VO AVOPEPOVY
omoleconTote ThovoLloyoOpeveg avemBounteg evépyeiec. BA. mopdypapo 4.8 yia tov tpdno avapopdg
AVETOOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 130 mg mokvé StGAVO Y10 TOPACKEDT SLOADLOTOG TPOG £YXLOT

2. MOIOTIKH KAI ITOXOTIKH XYNGEXH

Ka0e prariolo mepiéyer 130 mg ovotekvovpdpnn o€ 26 ml (5 mg/ml).

To ovatekvoupdumn eivon Eva TAMpwg avOpdTvo povokimvikd IgGlk aviicopa Evavtt g
wtepAevkivng (IL)-12/23 mov mopdyetol 6e Uid KUTTOPIKN YPOLUUN LWOEADLOTOC TOVTIKIDV UE YPToM

Teyxvoroyiag avacuvovacuévov DNA.

IMa Tov TA7pN KatdAoyo TV ekdoywV, BA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

[Mokvo duddlvpa yio TapackeLT SIOADUATOG TPOG EYYLON.

To dibdivpa givon drowyég, ayxpopo Emg wypokitpvo Kot mapackevaletal oe pH 5,7 émo¢ 6,3. H
OCUOYPAUHOUOPLOKOTNTA TOV S10ADUATOG eivar 266 €mg 326 mOsmol/Kg.

4. KAINIKEYX TIAHPO®OPIEX

4.1 OsgpomevTIKEG EVOEIEELS

Noéooc tov Crohn

To Usrenty gvdeikvotat yio tn Ogpameio eviiAikov aclevdv te petpiong émg cofapd evepyn vOGo Tov

Crohn, o1 o700t ELPAVIGAV AVETAPKT OVTOTOKPLOT), OTOAELN OVTOTOKPLoNG ) dvcaveéio o
ocvppatikn Oepaneia 1 o€ avrayoviet) tov TNFa.

4.2  Aocoloyio ko TpéTOS YOPNYNONS

To Usrenty mokvo SidAvpa Yo mapackent] SteAdaTog Tpog £yyvon tpoopiletar yio xpnon vo Ty
KaBodnynon kot v enifreyn wrpmv, EUnelpwv ot didyvoon Kot T Bepaneio g vésov tov Crohn.

To Usrenty mokvo S1GALLE Y10 TOPACKELVT SIOADUATOG TTPOg £yyvon B TpENeL va, ypnoIoTolEiTol
puovo yuo v evooeAEPia 6601 enaymyNng.

Aocoloyia

Noéoog tov Crohn

H Oepomeio pe Usrenty npémet va Egxva pe pio epdmaé evoo@AéPia 6om PAcel TOL COUATIKOD
Bapovc. To divpa mpog Eyyvon mpémet va meptrappdaver tov apBud eraidiov tov Usrenty 130 mg
onmg kabopiletar otov Iivaka 1 (BA. mapdypago 6.6 ylo TNV TPOETOUATIA).




Hivakxag 1 Apyixn evdopiéfia doon tov Usrenty

Yopotkd papog ac0evovg katd ™ Lopiynon g Yuviotopevn ApOpég proidiov 130 mg
066M¢g o6on* Usrenty
<55kg 260 mg 2
> 55 kg émog < 85 kg 390 mg 3
> 85 kg 520 mg 4
o Iepinov 6 mg/kg

H mtpdytn vmoddpia 660m wpénet va, yopnyeital tnv efoopdda 8 petd tnv evoopréPio doom. I )
docoroyia Tov enakdA0VOOV VTOSOPLOL OGOAOYIKOD GYNATOS, PA. mapdypaeo 4.2 tng [IXII tov
Usrenty evéotpo dtdivpa (9roridio) kot eVEGLILO SIIAVUO GE TPOYEUIGUEVT] CVPLYYC.

Hlikiowouévor
Agv amauteitan Tpooappoyn g d6ong yio acbeveic nlikiog 65 eTdv kot dve (PA. Topdypapo 4.4).

Neppixh ko nrotiky ovoisitovpyio.
To Usrenty dev £xet peketnbei oe avtovg toug mAnbucpovg acevmv. Aev UTopovV va, yivouv
GLOTACELS GYETIKA e T1) d0coAOYia.

Houdrarpixog ninBvouog
H aoopdlera kot n aroterespatikotnta tov Usrenty yia ) Ogponeio g vocov tov Crohn o€ mordid
nAkiog pukpotepnc v 18 eTdv dev £xouv akdpa TekUnPLmbel. Agv vTapyovv dtobéoia dedouéva.

Tpdmog yopnynong

To Usrenty 130 mg mpoopiletot yio evoopAEPLa xprion Lovo. Oa mpémetl va yopnyeital o€ SLAGTNHLO
TovAdyloTov piag mpoc. o 0dnyleg oyetikd pe TNy apoimaen Tov PAapUAKELTIKOD TPOIOVTOG TPV 0Td
TN yopnyNnom, PA. mapdypapo 6.6.

4.3 Avtevosigeg

YrepevaicOnoio otn dpacTiKn 0vGio 1 0 KATOL0 and T0 EKS0Y0 TOV AVOPEPOVTOL GTNV TAPAYPOPO
6.1.
KAwikd onpavtikn, evepyn Aoipwén (m.y. evepyn eupotioon, PA. tapdypoo 4.4).

4.4 E101kég TPoEdOTOMGELS KUl TPOPUAGEELS KUTA TN (p1ion)

Iyvniacotnta
[pokeyévov va Pertinbdel  vNAaSILOTNTA TOV PIOAOYIKOV QAPUOKELTIK®OV TPOIOVI®MV, TO OVOLLA
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVLEVOL PUPLAKOL TPETEL VO KATUYPAPETOL LLE GOPTVELQL.

Aowwméeig

To ovotekvovpdpumn propel SuVNTIKA VoL ALENGEL TOV KivOuvo AOIUMEE®V KAl VO EVEPYOTTOMGEL €K
véov AavBavovsec AomEELS. Xe KAVIKEG LEAETEC Kot G€ o LEAETN TTAPOTPTONG LETA TNV
KuKlopopia o€ acbeveig pe yopiaon, cofapég PakTnplokés, LUKNTILOIKEG KOt 10YEVEIS AOIUMEELG
&yovv mapatnpnbei o acbeveic mov Aapfdvovv ovotekvovpdumn (BA. mapdypapo 4.8).

"Exovv avagepbei evkaiplarég AomdEels, GOUTEPTAOUPAVOUEV®Y TNG ETAVEVEPYOTOINGNG TNG
QLUATIOONG, AAA®V EVKOIPLOKOV BaKTnploKk®y Aoudéemy (cupneptiapfavopévng g Aoipméng and
dtomo pokoPaxtnpidio, Tng unviyyitdog and Listeria, tng Tvevpoviag amd AEYIOVEALD Kot TNG
VOKapOIWONC), EVKAPLOIKDOV HUKNTILCIK®OV AOUDEEWV, EVKAIPLOKDV 10YEVAOV AOUOEEDV
(cvumepriapfovouévng e eYKEPUAITIONG TOL TPoKAAEiTAL OO TOV 10 TOL ATAOV £PANTO TOTOV 2),
KoL TOPACITIKGOV AOMEE®V (cuumepthapavopévng e o@BaAkng Toomhdcumong) o acbeveic
mov éhaPav Beponeia e ovoTeKvoLLAUTY. ATtatteiton Tpocoyr| otav eEetdletan 1) xprion Tov Usrenty
o€ ao0eveig e ypovio Aoipmén 1 pe 1otopikd vrotponidlovsos Aoinwéng (BA. Tapdypapo 4.3).

[pw and v évapén ™ Bepaneiog pe Usrenty, ot acBeveic mpénet va eEgtdlovtan yra Aolpwén amod
ovpotioon. To Usrenty dev mpémet va yopnyeitol o€ acbeveig pe evepyn eouatioon (BA. Tapdypoago



4.3). H Bepancio tg AovOdavovoag pupationong ntpénet vo EeKiva Tpv amod T yoprynon tov Usrenty.
To evdeyopevo Bepameiog katd tng upoTioong tpénet eniong va e&etaletot Tpv and v Evapén
yopnynong tov Usrenty o€ acBeveig pe 1otopikd AavBdvovsag 1 evepyod @LUOTIOONG, Y10 TOVG
omoiovg dev pmopei va emPBeformbei pio emapxng mponyoduevn Bepaneia. Acbeveic mov Aappdvovy
Usrenty 0o mpénetl vo mapoakorlovfoivtor 6Tevd yio onpelo KOl CUUTTOUOTO EVEPYOV PUUATIOONG
KaTA TN O1dpKeln Kot petd to Téhog TG Bepameiag.

®a wpémel va yivel vddelEn otovg acbeveic va avalntioovy 1Tpiky GLUPOVAN €AV EUPAVIGTOVV
ONUELN T} COUTTOUATO TOV VITOINAGVOLY AoipmEn. Edv évag acBevig avartoéel po cofopr| Aoipmén,
0 acBevng Ba pémel va Taparxorovdeitor otevd Kot to Usrenty dev Oa mpémetl va yopnyn et péypt va
VIOY@PNOEL 1 AoTUwEN.

KaxonBeieg
Ta 0VOGOKATAGTUATIKG OTIMG TO OVGTEKIVOLUAUTT aVEAVOUY SUVNTIKA TOV KiVOLVO Koo 0€10G.

Opiopévor acBeveic mov AdpPovay OVGTEKIVOVUAUTY OTA TANICLO KAVIKOV LEAET®OV Kol G pia
UEAETN TTOPUTPNONG LETA TNV KVKAOQOPiL Ge aoOeVelC e yoplaor avERTLEAY OEPUOTIKEG KOl N
deppotikég kokoneieg (PA. mapdypaeo 4.8). O kivdvvog kakondeog uropel va givar vynidtepoc o€
aocBeveig pe yopioon wov Exovv Aafet Bepomeio pe GALOLG roAoyIKOVG TOPAYOVTEG KOTA TN dldpKELN
™G aoOEVELDG TOVG.

Agv &yovv de&ayDel peréteg mov va meptiapuPdvouy acOeveig e 16ToPIKO Kakonelog 1 LEAETEG TTOV VA
ovveyifouv ) Bepamneio o aceveic TOL AvanTOGGOVY KakonOeld KaTd T AqYT TOL OVGTEKIVOLUAUTT.
Xovenamg, 0o mpémel va eEgtaletol TpooekTiKd 1) xpron Tov Usrenty 6tovg acbeveig avtovg.

Ohot o1 acbeveic, 13img ot acbeveic nhkiog dve tov 60 etdv, o1 achevel [e 10TPIKO 1GTOPIKO
TOPUTETUUEVTG OVOGOKATOGTAATIKNG Oepameiog 1 o1 acOeveic e 1otopikd Bepanceiag pe PUVA, Ba
TPEMEL VO TAPAKOAOVOOVVTAL Y10, TNV ELPAVIOT LN LEAAVOUATIKOD KapKivoy Tov déppatoc (PA.
opaypaeo 4.8).

ZVOTNUOTIKES KO OVOTTVEVOTIKES OVTIOPAGELC VITEPELUIGONGlag

200THUOTIKES

"Exovv avaeepBel coPapéc avtidpdoelg vaepevaicinoiag Katd v mepiodo HETA TV KUKAOQOpPIo TOV
TPOIOVTOC, GE PEPIKES TEPUTTAGELS OPKETES NUEPES PeTd T Bepamneia. Exovv eppoaviotel avagpuiaio
Kot ayyerooidnua. Edv eppavictel avapuiatio 1 dAAn cofapn avtidopaon vrepevaicOnaiog, 0o mpémnet
va Eekivioet kaTaAANAN Bepameio Kot va dtokomel 1 yoprynon tov Usrenty (BA. mapdypago 4.8).

AvTtidpacelg oyeTilOIEVEG PE TNV EYYVOT

AvTtidpaoelg oyeTilOueveG e TNV £yxvon £xovv mapatnpndel og KAvikég dokpég (BA. mapdypapo 4.8).
YoPapég avtidpdoelg oyeTILOUEVES e TNV £YXVON, CUUTEPIAAUBOVOUEVOV OVOQPLAOKTIK®Y
avTIOPACE®V GTNV £YYVON, £X0VV avapepOel KaTd TNV TEPI0d0 PETA TNV KVKAOPOPio TOV TPOIOVTOG.
X mepintwon mov mapoatnpndel cofopn N anetintikn yio ™ {on avtidpaon, O tpémel va Eekvd
KOTAAANAN Oepameio Kot TO OVGTEKIVOLLAUTT B0 TPETEL VO, SIAKOTTTETOL.

Avamvevotikeg

"Exovv avapepbei mepiotatind aAlepyikng KOWeMIITIONG, NOCIVOPIAIKNG TVELUOVIOG KO 1N
AOLLOOOVE OPYAVOVLEVTG TVEVLOVIOG KOTE TN YP1O1 TOL OVGTEKIVOVUALIT LETA TN YOpTyNomn Adelog
KuKhopopiag. Ot KAvikég ekdnAdoelg mepledapfovay Priya, dvomvola Kot diapeseg dmbnoelg petd
amo pia €06 Tpelg 80oels. Ot coPapéc ekPAcElS TEPLEAAUPAVOV AVOTVEVGTIKY|] OVETAPKELN KO
mopateTonévn voonieia. Bektioon avaeéptnke PHETA T S10K0TH TOV OVOTEKIVOVUAUT KOl ETIONG, G
OPIOUEVEG TEPMTMOELS, TN YOPNYNOT KOPTIKOGTEPOEWADV. LE TEPITTM®GN 7OV 1] WOAVOTNTO AOTHUWOENC
€xel anokAelotel kot 1) Sidyvoon etvor emPeformpévn, S10KOYTE TO OVOTEKIVOLUAUTY Kot EEKIVIOTE
KOTAAANAN Oepameio (BA. mapdypapo 4.8).

Kapdwyyeiakd copfauata
Kopdiayyeloxd copufapoto copmeptAapifovouévav eLepiyLotog Tov HVokapdiov Kot oyYELKo
EYKEPAAIKOV €melc0diov Exovv mapatnpnbel oe acbeveig e ympioon mov ektédnkay 610




OVGTEKIVOVUAUTN O€ pio LEAETN TTopaTPTONG HETA TNV KuKAoPopia. Ot mapdyovTeg KIvOUVOL i
Kapdeloyysokn voso Ba mpémet va aloloyodvral Taktikd Katd ) diipkea e Oepaneiog pe Usrenty.

Eupoiacpoi

Yuvietdtol vo un cuyyopnyovvral eppoia Loviev iwv i faktnpiov (6nwg o Bakiliog tov Calmette
kot Guérin (BCG)) pe to Usrenty. Agv £xovv die&aryBel e1d1kéc peléteg o asbeveic mov elyav
npoceato Aapet epuPoria pe (ovteg 1006 1 {dvTo Paktiplo Aev VTAPYOLY SESOUEVE Yo TN
devtepoyevn petddoon Aoipwéng and (ovta eufoiio oe acbeveic Tov AAUPavOY OVGTEKIVOLUAUTT.
IIpwv amd tov epPforacud pe {dvteg 100¢ 1 {ovta Paktipia, 1 Oepaneia [Le TO OVGTEKIVOLLLAUTY)
TPEMEL VoL O10KOTEL Y100 TOVAd LoTOoV 15 €Bdoudoeg puetd v tedevtaio d6omn kot puropei va Eovapyicet
TovAdyiotov 2 efoopddeg petd tov epPforiacud. Ot Guvtayoypaeot 10Tpol TPETEL Vo, GLUBOLAEDOVTOL
v [epiinym tov Xapoktnpiotikdv Tov [Ipoidvtog Tov cuykekpipévou epfoiriov yio tpochetn
TANPOPOPNON KOl 0ONYIEG OYETIKA LLE TNV TAPAAANAN YPTOT] VOCOKOTAGTUATIKOV TAPAYOVTIDV LETA
TOV EUPOAAGHO.

H yopriynon {oviov epforiov (6nmg to epfoiio BCG) oe Bpépn mov extédnkav in utero oto
OVGTEKIVOVULAUTT OEV GUVIGTATOL Y10 SDIEKN PNVEG LETA TN YEVVTIOTN T} LEYXPIC OTOV Ta ETITES N TOV
OVGTEKIVOVULAUTN GTOV 0pd TOL Ppépoug va, eivar pun aviyvevoiuo (PA. Tapaypaeovg 4.5 kot 4.6). Edav
VILAPYEL CAPEC KAVIKO OQENOG Y10 TO LELOVOUEVO BpEpog, 1 yoprynon evoc (dvtog epfoliov pmopel
va g&gtaletol vopitepa, €4V To EMITESN TOL OVGTEKIVOLLLAUTT GTOV 0pO TOL PBpEpoug eivar pn
oVLVELGLULA.

Ot acBeveig mov AapPavouv Usrenty pmropovv va Aaouvv Tautdypovo adpavomompéva 1 un Covio
gupora.

H poxpoypovia Bepomeio |Le OVGTEKIVOVUAUTN dEV KATAGTEAAEL T1) YVULKT] VOGOAOYIKT OTAVINGT GTO
TOAVGOKYOPLOKS EUPOMO Yo TOV TVELLOVIOKOKKO 1) TO UPOAL0 Yo Tov TéTavo (PA. Tapdypogo 5.1).

IHopdAinAin avocokotoctaltikn Oepameia

X HEAETEG Y10 TNV YOPTOoT), N ACQAAELN KOL 1] OITOTEAEGLATIKOTITA, TOV OVGTEKIVOVUAUTY| GE
GLVOLOCUO UE OVOGOKOTAGTAATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| Le pmTobepamneia, dev
&xovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n wapdAinin ypion MTX dev pdvnke
va ennpedlel TNV AGQAAELD 1 TV OTOTELECUATIKOTITO TOV OVGTEKIVOLUAUTTY|. X€ LEAETES Yia TN VOGO
tov Crohn kot TV eAK®ON KOALTION, 1) TRLTOYPOVY YPNOT| VOGOKOUTAGTUATIKAOV 1] KOPTIKOGTEPOELODY
dgv PAvNKe Vo eMNPeGLEL TNV AGPAAELD 1] TNV OTOTEAECUATIKOTITO TOV OVGTEKIVOVUAUTY. ATtorteiton
TPocoyn Otav eE€TAlETOL ) TOPAAANAT XPNOT GAL®Y OVOGOKATUCTUATIKMV KOL TOV OVGTEKIVOLLLALTN
N Katd ™ petdfaor and aAla Poloyikd avocokatacToAtikd (BA. Tapdypao 4.5).

Avocofepaneio
To Ovotektvoopdaunn dev €xetl aglohoynbei o acbeveic mov £yovv voPAndel oe avocobepameia yio

oAdepyio. Agv givol YVOGTO €4V TO OVGTEKIVOV UGN UTOPEL VO EXNPEACEL TNV avocobepameio yio
aArepyia.

2oBapéc depuotomdBeieg

e aoBeveic pe yopiaon, £xel avapepbel amropoldwTiky deppatitido petd omd Oepameio pe
ovotekvoopaunn (BA. mapdypago 4.8). Ot acleveic pe yopioorn Katd TAAKAG EVOEXETAL VO
ovartuEouy epuBpodepIKT YmPIooT, e CUUTTMOUOTA TOV EVOEYETOL VO, UMV OlaKpivovTol KAVIKE oo
TNV OTOQOAMOMTIKN dEPUOTITION, GTO TAAIGIN TNG PLGIKNG TOPEing ToV voonpatdg tovg. Katd v

T paKolovONoN ™G Yopilaong Tov 0cBeVOVG, Ol 10Tpol Oa TPETEL VAL EXAYPLTTVOVV Y10, GUUTTOLATO.
£pLOPOOEPUIKNG Yopiaong 1 amo@oMIOTIKNG depuatitidoc. Edv avtd To COUTTOUATO ELPAVICTOVY,
Ba pémet va axorlovdnBel katdAAnin Oepancio. To Ovotekvoopdunn Bo tpémel va S10KOTTETOL EAV
VILAPYEL LIOVOLL AVTIOPOCTG OTO PAPUAKO.

Kotaotdoeic mov oyetilovrtat pe tov AVKo

"Exovv avaeepbei Tepimtdoeig koTooTdcewy moL oyetilovtal pe Tov Abko o€ acbeveig mov Erafav
Oepameio e OVGTEKIVOLUAUTY, CUUTEPIAAUPOVOUEVOD TOV SEPUATIKOV EpLONUATMOSIOVE ADKOV KOl TOV
oLuVOpHOL TPosooldalov e Avko. Edv eppaviotodv BAAPES, 101KA G€ TEPLOYES TOV GEPLOTOG TOV




extifevtal 6Tov A0 1 €4V cuvodebovtal amd apBparyia, o acBevic Ba Tpémet va avalntiosl apécwg
wzpikn Pondeto. Eqv emPefaiwbel n didyvoon pog katdotaong Tov oxeTileTat e Tov AVKo, T0
0VLOTEKIVOLULAUTT Ba TPEMEL VoL d1akOTTTETOL Kot VoL, EeKvd kKaTaAANAN Bepoameia.

E1dwkoi mAnfucuoi

Himiwuévor

Agv mapotnpnOnioy cGUVOAIKEG SIOPOPEG TNV AMOTEAEGLOTIKOTNTO 1] TNV 0oPAAELn G€ acbeveig
NAiag 65 eTOV Kol Ave Tov EAAPAV OVGTEKIVOVUAUTTY], GE GUYKPLION UE VEOTEPOVG aobeveic o€
KMVIKEG LEAETEG OTIC EYKEKPLILEVES eVOEIEEIC, ®GTOCO 0 aPBLOC TV 0cBevmY NAIKiag 65 eTdV Kat
v dev NTav ETAPKNG dote va kabopiotel edv o1 asBeveic avtol avtomokpivovtal d1a@opeTIKA omd
TOVG VEOTEPOLG 0lo0eVElG. AOY® TNG VYNAOTEPTG ENMTOOTG AOIUMEEDV YEVIKA GTOV NAIKIOUEVO
mAnBuopod, n Bepaneio Tpémet va YiveTal Le TPOGOYT GTOVS NAIKIOUEVOLG.

Hepextikdtnto og moAvcopPikod 80 (E 433)

To Usrenty mepiéyet 10,4 mg molvcopPucod 80 (E 433) oe kdbe praridio 130 mg/26 ml, to onoio
toodvvapet pe 0,4 mg/ml (0,6 mg/kg/muépa). To molvsopPikd pmwopei vo TPoKOAEGOVY AALEPYIKEG
avTIOPAcELC, EMOUEVMS 0 acBEVIC/PPOVTIGTNC TPETEL Va. AGPEL 0dNYieg VoL EVIUEPDGEL TOV 10.TPO TOV
€4V €xel YVOOTEG OAAEPYIES.

Hepieyduevo oe vatplo

To Usrenty nepiéyet Arydtepo and 1 mmol vatpiov (23 mg) avd d6om, ival 0vtd Tov 0voUALovE
«erebBepo vatplovn. Qotdco, o Usrenty apormdveral pe dtdivpa yAmplovyov vatpiov tpog Eyyvon 9
mg/ml (0,9%). Avto Ba mpémnel va AapPdvetor vmoyn Tpokepévo yia acheveic mov akoAovdovv
dlorto pe eeyyouevn Tpdoinyn vatpiov (PA. mapdypapo 6.6).

4.5 AlMnAiemOpacelg pe GALO QUPUIKEVTIKA TPOTOVTH KO AAAES POPPES aAMNAETIOpaONG

Z@®vto euPforia dev TPETEL va YOP1YODVTOL TOPGAANAO LLE TO OVCTEKIVOLLALLTT.

H yopnynon {ovtav gpPorinv (0nws to epporo BCG) og Ppéepn mov ektébnkav in utero oto
OVGTEKIVOVULAUTT OEV GLVIGTATOL Y10, dOMOEKA Ve LT TN Yévvmon 1 £0¢ OTOL Ta TSN TOV
OVGTEKIVOVUAUTN GTOV 0pd TOL PBpépoug va gival un aviyvevoiuo (BA. Tapaypdeovg 4.4 kot 4.6). Edav
VILAPYEL CAPEG KAMVIKO OPELOG Y10l TO LEUOVOUEVO BPEPOC, 1) yopnynon evog {dvtog epforiov pmopel
va eEetaletal vopitepa, AV T ETITEDN TOL OVGTEKIVOLLAUTT GTOV 0pd TOV Ppépovg glval pun
OVIYVELGILLAL.

2T1G AVOAVGELS PUPLLOKOKIVITIKNAG TANOVGHOD TV peheTtdv @dong 3, diepeuvinOnke n enidpaocn Tov
O GLYVA YPNOUYLOTOLOVLEV®V TOLTOYPOVA PUPLOKEVTIKAOV TPoidvTwV o€ acbevelg e ympioon
(cvumepAapBOVOUEVOV TN TAPOUKETAUOANG, TNG POVTPOPAIVNG, TOV OKETVAOGOAKVALKOD 0&€0G, TNG
peteopuivng, g atopPaoctativng, tng Aefobupo&ivinc) oTn PUPUOKOKIVITIKY TOV OVGTEKIVOLUAUTT.
Agv vmnp&av evoeiEelc OAANAETIOPAONG LLE QLTA TOL TOVTOYPOVO YOPTYOVLEVO POPLOKEVTIKA
mpotdvta. H Baomn yuo v avéivon avt frav 6tL tovddyiotov 100 acbeveig (> 5% tov peietoduevon
mAnBvopov) EhaPav Bepameia pe TALTOXPOVI XOPNYNOT CVTAOV TOV PUPLOKEVTIKOV TPOTOVIMV Yo
TovAdyiotov to 90% g mepiddov perétng. H papporxokivnTikn tov ovetektvovpdumn dev
emmpedotnke omd TV tavtdypovn ypnon MTX, un otepoed®v aVTIPAEYLOVOIDOV QapUAK®OY 6-
pepromTomovpivng, alabetompivng kat omd GTOUATOG KOPTIKOGTEPOEWMV GE 0IGOEVELG |LE WYOPLUGTKT
apBpitda, voso tov Crohn 1 eAk®IN KOALTIdA, 1 OO TNV TTPONYOLLEVT EKDEGT GE TAPAYOVTES OVTL-
TNFa, og acBeveic pe yopraoikr apdpitda 1§ voco tov Crohn 1 amd v mponyoduevn ékbeon oe
Broroyucovg mapdyovteg (dnA., mapdyovteg avtli-TNFa fi/kan fedollovpdunn) o acbeveig pe eAKmon
KOAITIOO.

Ta amoteléopota piog peAETNG in vitro Kot piog PEAETNG eaons 1 o cuppeTéyovteg e evepyr VOGO
tov Crohn dev vodekvhovy TNV aVAYKN Yo TPOGAPLOYT TNG 800mg og acbeveic mov Aapupdvovy
TaTdYpova vtooTpopate Tov Kutdypoua P450 (CYP450) (BAéne. mapdypago 5.2).

Y& peAéTeg Yo TNV Yopiaon, 1 0oQUAELN KOl 1) OTOTEAEGUOTIKOTITO TOV OVGTEKIVOVLAUTN GE
oLVOLOCUO UE OVOGOKOTAGTAATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| Le pmTobepamneia, dev
&yovv agloroynel. Xe peréteg yio TV ymplooikn apbpitida, n tavtdypovn ypnon MTX dev pavnke



va ennpedlel TNV AGQAAELD 1) TV OTOTEAECUATIKOTNTO TOV OVGTEKIVOVUAUTTY]. X€ LEAETEG Y10, T1) VOGO
tov Crohn Kot TNV gAK®ON KOAMTIOM, 1) TRLTOYPOV XPNOT| OVOGOKATAGTAATIKAV 1] KOPTIKOGTEPOELODV
dev pavnke va ennpedlel TNV 0cEAEAELD 1] TNV OTOTEAECUATIKOTITO TOV OVGTEKIVOLUAUTN (BA.
mopaypapo 4.4).

4.6 T'ovipétnTo, KNG KO Yorovyio
T'uvaikec 6e ovamapoy®ytkn nitcio

O1 yovaikeg o€ ovOmapoy®YIKn NAKio O TPETEL VoL YPNGILOTOL0VV ATOTEAEGLLOTIKT] OVTIGOAANYN
Katd T ddpkela TG Bepomeiog Kot Yo TovAdyiotov 15 fdouddeg puetd m Bepomeia.

Kdnon

Agdopéva Tov CLALEYONKAY TPOOTTIKE OO GYETIKG TEPLOPIOUEVO aplOId KUNCEWV UETH amd EkBeom
GTO OVGTEKIVOLUGAUTT LLE YVOOTH ATOTEAEGLOTA, CUUTEPIAAUPOVOUEVOV TEPIGGOTEPOV amtd 450
KUNGEMV OV EKTEONKOV KOTA T1) S1APKELD TOV TPMTOV TPUNVOL, OEV KATASEIKVDOLV 0LENUEVO
kivouvo peilovov cuyyevmv SUGTAUGLOY GTO VEOYVO.

Meléteg oe {ma dev katédel&oy aueon N Eupecn To&kdTTa 6TV KOG, GTNV TPOLUN
UPPLAKH/OYIUn UPPLOKN aVATTLEY, GTOV TOKETO 1) OTN LETOYEVVITIKY avartuén (BA. mapdypapo
5.3).

Qo1600, 1 Swbéoun KAvikn eunepia givar meplopiopév. g TPOANTTIKO HETPO, EIVOL TPOTIUNTED VL
OTTOPEVYETOL 1] YPTOT] TOL OVGTEKIVOVUAUT KOTE TNV KONOT).

To ovoTeKvOLUAUTN dtoTEPVA TOV TAOKOVVTO Kot EXEL aviyveLOel oTov 0pd Ppepdv Ta omoia
yevvionkav amd yovaikeg mov Elapav Oepameio pe ovotexkvoupdumn kotd tn didpkela g komong. H
KAWVIKT €TTTOON OVTHS TG TOPATHPNONG OEV Elval Yvmotn, ®@oTdG0 0 Kivouvog Aoiuwéng yio Bpéon
T ool EKTEOM KAV in utero 6TO OVGTEKIVOVUAUTT EVOEXETAL VO EivOl avENpévog petd tn yévvnon. H
yopnynon Lavtaov guforiov (0nwg To guforio BCG) oe Ppéon mov extédnkav in utero 6o
OVLGTEKIVOVULAUTT OEV GLVIGTATOL Y10, dOMOEKA UVEG LETE TN Yévvnon 1 LEXPIS OTOV Tl EMIMEdD TOV
OVGTEKIVOVLAUTN 6TOV 0pd TOL Ppépovug va eivat un aviyvevoipa (PBA. mapaypaeovg 4.4 ko 4.5). Eav
VILAPYEL GAPES KAVIKO OPEAOG Y10 TO HELOVOLEVO BPEPogc, 1| yopnynor evog Lmvtoc eppoiiov pmopet
va g€etaletal vopitepa, €6V T, ETIMESN TOV OVOTEKIVOVUAUTN GTOV 0pO TOL BpEPovg givat un
ovIYVELGILLAL.

OnAacpog
[Tepropiopéva dedopéva amd tn nNuUoctevpévn BipAtoypapio VITOSEIKVIOVY OTL TO OVGTEKIVOV LA

EKKPIVETOL GTO OVOPAOTIVO UNTPIKO YOAO GE TOAD LUKPEC TOGOTNTEG. AgV Elval YV®GTO AV TO
OVGTEKIVOVULAUTY ATOPPOPATAL GUGTNUATIKA LETE TNV KATATOOT|. AOY® TOV £VOEXOUEVOD
OVETIOOUNTOV OVTIOPAGE®Y OO TO OVGTEKIVOVAUTN o€ Ppépn Tov OnAdlovy, Tpémel va amoPacioTel
av Oa dlakomel 0 OnAacpog Kotd T didpkea g Bepameiog Kot Eog 15 efdopddeg petd  Bepomeio M
av Ba dwokomei 1) Bepaneia e TO OVOTEKIVOLUAUTY, AapPAvoVTag VTOYT TO OPELOG TOV TAdLOY OO TO
OnAacpd kat To 0QeA0G TG Yuvaikog amd T Bepameio [Le OVGTEKIVOVUAUT.

Fovydémra

H enidpaon tov ovatektvovpdpnn oty avBpamvn yovipotnta dev Exel a&loAoynel (BA. mapdypopo
5.3).

4.7 Emopaoceig oty IKAVOTITA 001]Y1|61|G KOL (EIPIGHOD PUNYOvVI|HATOV

To Usrenty dev €yet kapio 1 £l 00UAVTN ENTLOPOACT GTNV IKOVATITO 00N YNONG Kol YEIPIGLOD
UnyovnUéTmy.

4.8 AvemOOuNTES EVEPYELES

2HVOWN TOL TPODIA ACOAAELOC
O1 o cvyvég avemBOUNTES EVEPYELES (> 5%) OTIG EAEYYOLEVES TEPLOSOVG TV KAVIKMV LEAETMV TNG




yopilaong, e voplacikig apbpitidag, g vocov tov Crohn Kot TG EAKDOOI0VE KOMTIONG O EVIAIKEG
L€ TO OVGTEKIVOLUAUTT TAY PLVOPapLYYITIdN Kot KePaAaAyia. Ot mepIocdTEPES OO AVTEG
BempnOnkav Mmiec kat dev eméPoatav tn dwakony| g Bepaneiog g perétnc. H mo coPapn
avemBountn evépyela Tov £xel avapepbel yio 1o OvoteKivoupaunn eivarl cofapéc avidpacels
vrepevarcnociog copmeprrappovopévng g avaguiasiog (PA. tapdypapo 4.4). To cuvoAiko Tpopir
0oQAAELOG TAV TOPOLOL0 YIo 00OEVEIC [l WwpiaoT, Ymplootkn apbpitida, voco tov Crohn kot
EAKMDON KOAITION.

Kotdhoyog avemBountwv gvepyeldv oe mivoko

Ta 6edopuévo ac@AAELNG TOV TEPLYPAPOVTOL TAPUKAT® ovTikaToTpilovy Ty £kbeon evnAikwv 6To
ovoTeEKIVOLUAUTN o€ 14 pedéteg pdong 2 kot edong 3 oe 6.710 acbeveic (4.135 pe yopiaon kavnm
yoplackn apbpitda, 1.749 pe voco tov Crohn kot 826 acbeveig pe eAkmon koAitida). Avtd
TEPAMAUPAVOLY £KBECT] GTO OVGTEKIVOVLLALTT OTIG EAEYYOUEVES KO 11 EAEYYOLEVEC TEPLOSOVS TWV
KAMVIKQOV pedetodv o acbeveic pe yopiaon, yvoploctkn apbpitida, voso tov Crohn 1 eAkddn koAitida
v TovAdyoTov 6 unves (4.577 acBeveig) M| Yo TovAdyiotov 1 €10g (3.648 acbeveic). 2.194 acbeveig
ue yopiaon, voco tov Crohn 1 EAkdOn KoAlTdo ekTéONKAY Yio TovAGyloTov 4 £t evd 1.148 acBeveig
pe yopioaon 1 véco tov Crohn ektébnkayv yio TovAdylotov 5 &

O ITivakag 2 mapéyet Evav KATAAoYo TV aVETIBOUNTOV EVEPYELDMV OO KAMVIKEG HEAETEG Y10 TNV
yopilacn, TNV yoplaciky apdpitida, T voco tov Crohn kot Ty EAKDON KoAiTId0 6g eviAKeS, KAO®DC
emiong kot avemBOunTeg EvEPYELES TOL avapEpOnKay amd v eumelpio petd v Kukiogopia. Ot
avemBounTeg evépyeteg tastvopovvtat katd v Koatmyopia Opydvov Zvothipatog Kot T suyvotnto
EUPAVIONG, YPNOWOTOLDOVTOC TNV akOAovOn cuvOnkn: TToAd cuyvég (= 1/10), Zuyvég (= 1/100 éng <
1/10), Oy ovyvég (= 1/1.000 g < 1/100), Zrdvieg (= 1/10.000 £mg < 1/1.000), [ToAd ondvies (<
1/10.000), un yvootg cuyvotntag (dev umopolv va ekTiunbovv pe Baon ta dtobéoia dedouéva).
Evtdc ke katnyopiog cuyvoétntog epedviongs, ot avemBounteg evépyeieg mapatiBevton katd
eBivovca celpd coPapdtnrTag.



Iivakxac 2

Katdloyos Tov avemBountwy evepysrmy

Katnyopia/Opyoviké
Yvotnuo MedDRA

oyvoTnTa ERPavicns: AvemOountn evépysia

IAOUMEELS KAl TOPAUCITOGELG

Poyvég: AolumEn TNEC aVATEPTG AVOTVEVGTIKNG 0500, ptvoeapuyyitida,
TOPOPPIVOKOATITION

Oy ovyvég: Kuttapitida, Lopnodéels tov 0dovimv, Epnng (ooTthpag,
AOILLMEN TOL KOTMOTEPOL OVOTVEVGTIKOD GUGTNOTOC, 10YEVIG AoTU®wEN
TOV OVATEPOV AVOTVEVGTIKOD GUGTILOTOC, AOOIOKOATIKY LUK TIOGT

Alotapoyég 0voGomomTIKOL
GUOTNLOTOG

Oy cuyvéc: Avtidpdoeig viepevarctnoiog (cvumeptiapupavouévoy
eEavOnpotog, Kvidmong)

Emaviec: ZoPapég avTidpacelc vTepeLUIoONGiog
(cvumepiapfovouévav avapuiaéiog, 0yyEl00dNUaTOC)

Poylatpikég droTaporyEg

Oy ovyvée: KatdOiwm

Atotapoy€g ToL VELPIKOD
GUOTILOTOG

Zoyvéc: ZAaAn, kepalolyio
Oy ouyvéc: Hapdivon tpocsmmov

IAVOTTVEVGTIKEG, Oopakikég
olatapoyéc kot - droTapoyég
Lecobmpaxiov

Puyvég: ZTopato@apuyyko diyog Oyt cuyvég: Pvikn coppdpnon
Emaviec: AAAEPYIKT KOYEALSITION, NOGSIVOPIAKT TTvevpovia [ToAn
onavieg: Opyoavoduevn Tvevpovia*®

CaoTpeviepkéc SlaTapayg

Poyvéc: Aldppota, voutio, ELETOC

Al0Topay€G TOV OEPUATOG KO
TOV VTTOJOPIOV 1GTOV

Poyvés: Kvnopdg

Oyt cuyveg: DAVKTAVOONG YOPIOoT], ATOPOAIOMGCT) SEPLOTOC, OKUT
Eravieg: ATo@oMdwTiKn deppatitida, ayyelitida amd vrepevocnacio
[ToAv omavieg: [TopupoAvymoec TEPPTYOEIDES, OEPLLOTIKOG
epLOnpaTdONG AOKOG

Alotapoyég Tov
LLLVOGKEAETIKOV GUGTNLOTOG
KOl TOV GUVOETIKOV 16T0D

Zuyvég: Ocpuadyia, pooiyio, apBpaiyio
[ToA¥ omdviec: XOvopopo tpocopotdlov e Ako

Cevikég Srotapayés Kot
Kataotdoelg otn Béomn Oyt
GUYVEG

Puyvég: Konwon, epbbnua otn 0éon éveong, dlyog ot 0éom

Eveoncg

Oy cuyvéc: Avtidpdoelg otn Béon éveong (cupmeplhapuPovopévoy g
LLOPPAYIOG, QUATMOIOTOS, GKANPLVGTC, SIOYKWOOTG Kol KVNGUOoD),
e€achévnon

*

BA. mopdypo@o 4.4, ZooTNUOTIKEG KOl OVOTVEVGTIKEC OVTIOPAGELS VITEpEVALIGONGloC.

IIeprypaen emheyusvay avemBOUNTOV EVEPYELDY

Aowdéeig

2T1C ELEYYOUEVES LE EIKOVIKO QAPLOKO LEAETEG G acbeveic e yopiaon, yoplacikn apbpitida, voco
tov Crohn Kot EAK®ON KOATIOA, TO TOGOGTH AOUMEE®V 1) GOPapdV AoudEemv NToV TapdoLd
UETAED TV AoOEVDV TOV AAUPAVEY OVGTEKIVOV UGN Kol EKEIVOV TOV AABovoy EIKOVIKO QAPULAKO.
2NV EAEYYOLEVT LLE EIKOVIKO PAPUOKO TEPTIOO0 AVTAOV TOV KAMVIKOV UEAETAOV, TO TOGOGTO AOIUMEEDV
ntav 1,36 avd avlpomoétog Tapakoiovdnong yio Toug 0cheveig mov AdpPovay oOVGTEKIVOL AU Kol
1,34 yia tovg aobeveic mov Aappavay eikovikd apuraKko. ZoBapés AOUMEEIS ELEAVIGTNKOY G
1060076 0,03 avd avBpmroétoc Tapakoioinong yio toug acbeveic mov AQUPavay OVGTEKIVOLUAUTN
(30 coPapég Aoyméelg o 930 avBpwmoét Tapakorovdnong) kot 0,03 yia Tovg acbeveic mov
Adupavav guwcoviko edpuaxo (15 coPapég opméelg og 434 avBpomoétn tapakorovnong) (BA.
TopaypaQo 4.4).

2116 ELEYYOUEVES KO U1 ELEYYXOUEVES TEPLOOOVS TOV KAVIKADV LEAETOV Y10 TNV YOPioon, TNV
yoplaoikn apbpitida, tn véco tov Crohn kat v eEAKdON KOAITION, TOV aviurpocwrevovy 15 227
avBpomoétn €kbeong oto ustekinumab ce 6.710 acBeveic, 1| dibpeon ddpkelo TapaKolovONoNC NTOV
1,2 étoc, 1,7 €t 1o TIg PEAETEG Y10 TV YOPLIOIKT VOG0, 0,6 £t Yo TI¢ HEAETEG Yo TN VOGO TOV
Crohn kot 2,3 £€10¢ Y10 TG LEAETEG Yia TV EAK®OT KoAiTIda. To mocootd AomEemy ftav 0,85 avd



avBporoétog mapakoiovOnong yio Tovg acheveic Tov AAUPAVOY OVGTEKIVOVUAUTN KoL TO TOGOGTO
cofapov Aoméewv ftav 0,02 avd avBpomoitoc Tapakorovdnong yio tovg acbeveic mov Adpupavay
ovotekvovpaunn (289 coPapég Aoméelg oe 15 227 avBpomoétn mapakorodBnong) kat ot coPapég
AOUDEELG TTOV avaPEPONKaY TEPLEAGUPAVAY TVELHOVIA, ATOGTI IO TOV TPOKTOV, KLTTAPITION,
EKKOATIOUOTITION, YOOTPEVTEPITION KAl 10YEVELG AOUMEELG.

e khMvikég perétec, aoBevelg e AavBdvovsa guuatioon mov topdAinio AdpPoavay aywyn pe
toovialion dev avérTuEay eLUATIOGCT.

KoakonBeieg
2NV eAeYYOUEVT LE EIKOVIKO PAPIOKO TTEPI0O0 TOV KAWVIK®DV HEAET®V 0€ acbeveig pe yopiaon,

yoplackn apbpitda, voco tov Crohn kot edk®ddn KoAitida, 1 enintwon kakon ey, eEapovievon
TOV U1 HLEANVOKLTTOPIKOD KopKivov Tov déppatog, ftav 0,11 avd 100 avBpwmoén mapakoiovbnong
v Tovg aebeveig mov AduPovay ovotektvovudpnn (1 acbevig o 929 avBpwmoétn Topakoiovdnong)
oe ovykpion pe 0,23 yia Toug acbeveig mov AdpPovay gikoviko eapuaxo (1 acBevig og 434
avBpomoétn mopakorlovdnong). H enintwon tov pun HELOVOKLTTOPIKOD KAPKIVOL TOV EPLOTOC NTAY
0,43 avé 100 avBpomoétn mapakorohOnong yio tovg acbeveic mov Aaupavay ovotekivooudunn (4
aocBeveic og 929 avBpwmoétn Tapakorovdnong) oe ovykpion pe 0,46 yia Tovg acbeveig mov Adpupavay
gKovikd pdppoko (2 acbeveic oe 433 avBpomoétn TapakorovONoNg).

2T1C EAEYYOUEVES KO U1 ELEYYXOUEVES TTEPLOGOVE TOV KAVIKADV LEAETOV Y10, TV YOpPiaon, TNV
yoplookn apbpitida, tn voso tov Crohn kot tnv eAk®dN koAlTida, Tov aviurpocsmrevovy 15 205
avBpwmoétn £kBeong oto ustekinumab og 6.710 acbeveic, n d1dpeon didpkela TopakKolovOnong TV
1,2 étog, 1,7 €1 yuo T1g LEAETEG Y10 TNV YOPLoIKY vOco, 0,6 £ yia T HEAETES Yia TN VOGO TOV
Crohn ko 2,3 €10¢ yio T1G LEAETES Y10 TNV EAKOOT KOA{Td0. AvapépOnkav kakonbeiec, e&apovpévon
TOV U1 HEANVOKVTTOPIKOD KOPKIVOL TOV dEpOTOC, o€ 76 acbeveig ae 15 205 avOpmmoén
mapakorovOnong (erintwon 0,50 ava 100 avBpwroétn Taparkorovdnong yio tovg acbeveic mov
£\oPoav ovatextvovudunn). H enintoon kaxondeimv mov avaeépbnie otovg acbeveic mov Elafov
OVGTEKIVOVLULAUTN NTOV GUYKPIGLUT LE TNV ETUATMOGN TOV OVOUEVETOL GTO YEVIKO TANBvoud
(mpotummpévo mnAiko enintwonc= 0,94 [dibotua eumotoocvvng 95%: 0,73, 1,18], Tpocappocsuévo
Yo TNV NAIKia, To eOA0 kat 1 eLAN). O 7o GUYVE TP TNPOVUEVEG KakoNOELES, E£AIPOVUEVOL TOV
LN LEAOVOKLTTAPIKOD KAPKIVOL TOV SEPLOTOG, NTOV KaPKIvOg TOV TPOSTAT, HeAdvopo opBokoAkoc
Kopkivog, Kot kapkivog Tov poaotov. H enintmon tov un HeAavoKLTTOPIKOD KOPKIVOL TOL dEPLOTOG
nrav 0,46 avé 100 avBpwmoétn Tapakolovdnong yia Tovg acbeveig mov Ehafov ovotektvoopaun (69
aocBeveic og 15 165 avBpwmoé mapakorovdnong). H avaloyia tov acBevav pe factkokuttapikod
évavtt akavlokuTTaptkov KapKivov tov 6éppatoc (3:1) eivar cuykpicun pe v avapevouevn
avoroyio oto Yeviko minbocud (BA. mapdypaeo 4.4).

Avtidpdcels vrepevonshnoiog kot avtidpacels 6TV €YYo

2T1G LEAETEG ETOY®YNG He EVOOQAEPLa yopriynom Yia tn vdcso Tov Crohn kot tnv eAKOON KoAMTida, dev
avaépOnkay enelcodlo avaeurosiog 1 GALeC coPfapéc avTIOPAGELG OTNV £YYLCT LETA A0 TNV EPATOE
evOoQAEPLO SO0T. X aTES TG peréTeg, 2,2% amd tovg 785 acbevelg mov Ehafav eKovikd APHLOKO
xat 1,9% amo tovg 790 acBeveig mov Edafav Tn GUVICTOUEVT HOCT) OVGTEKIVOVLAUTT AVEPEPOY
avemBOUNTEG EVEPYELEG O1 OTtOlEG CLUVEPN OOV OTN dLapKELD TNG £YYVONG 1 EVTOG Mg dpag amd avTnv.
YoPapég avtidpacelg oXETILOUEVES LE TNV £YXVOT], GUUTEPTAOUPBOVOUEV®Y OVOPUAAKTIKOV
avTdpdoemv otV &yyvor, £Xouv avapepBel KoTd TNV TEPI0d0 HETA TNV KVKAOPOPIO TOL TPOIOVTOG
(PA. mapdypago 4.4).

Houdrwotpkdc tAnfovcuoc

Haudrozpiroi 0.60eveic nAikiog 6 etV Kol GV UE WYWPIOOH KOTO, TAGKOS

H acedlela Tov ovotekivoopaunn £xel peretn0el og 000 @dong 3 puekétec o€ modlTpIkovg aobeveic
pe pétpla £og cofapn yopioon kot tidikoc. H tpomtn pedémn dieénydn oe 110 acbeveic 12-17 etmv
mov élaPav Bepameia yia dtdotnpa Eog 60 efdopadec kat n devtepn LeAETn deENyOn oe 44 acBeveic 6
¢w¢ 11 etddv mov EAaPav Oepameio yia dStdotnuo £0¢ 56 eBoonddes. e YeVikég YPOUUES, Ot
avETOVUNTEG EVEPYELES TOV AVOPEPON KAV GE QVTEG TIG dVO PEAETEC [LE OEOOUEVA Y10 TV OICQAAELD EMG
1 é10Vg NTOV TOPOHOLES LE EKEIVEC TOV TaPOTNPNOMNKAY GE TPONYOOUEVES LEAETEG OE EVIAIKEG E
yopioon Katd TAGKOG.

10



Avooopd mbavoroyoduevav avemduntwy EVEPYELHV

H avagpopd mbavoroyoduevmv averiBountoy eVEPYEIDY LETH amd TN XOPTYNOT AOEWNG KUKAOPOPIOG
TOV QAPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénetl n ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOIOVTOC. ZNTEITaL 0O TOVG EXAYYEALATIEG LYELOG VO
avVaQEPOVY OOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOVL £0VIKOD GLGTNLATOG
ovopopdg Tov avaypdeetor oto [Hapdptnpa V.

4.9 Yngpoocoroyio

e KAMvikég peréteg yopnynonkav evooprefing epanal doceig uéypt 6 mg/kg yopig va meploptotei n
3001 AOY® ToEIKOTNTOG. € TEPIMTOOT VIEPOOCOAOYING, CLVICTATAL 1] TAPAKOAOVON O™ TOV 0I60EVOVG
Yo TUYOV oTUEinl 1] CUUTTOUATO AVETIOOUNTOV EVEPYEIDV KAOMDS Ko 1) Apeon Evapén KaTaAANANG
CUUTTOUOTIKNG Oepomeiog.

5. DAPMAKOAOI'IKEYX IAIOTHTEX

5.1 @oppoKodVVEUIKES 1O1OTNTES

Doppokobepamentikn Katryopio: AVOCOKATOUGTOATIKA, OVOCTOAELG tvtepAevkivng, Anatomical
Therapeutic Chemical Kwdwog (ATC).: LO4ACOS.

To Usrenty givot fro-opoetdég @appakevtikd mpoidv. Aemtopepn mAnpoeoplakd ototyeio givol
dwbéoua 6Ny 1otoceAida Tov Evponaikod Opyaviopov Papudkev https:/ www.ema.europa.eu.

Mnyoviopudg dpdong

To ovoteKvovpaunn eivat Eva TANpmg avBpdmivo povokAwviko IgGlk avticopa Tov cuvdéetar Pe
E101IKOTNTA LE TNV KOWI TPOTEIVIKT vITopovada p40 TV avOpOTIVEV KOTTOPOKIVAV VIEPAEVKIVN
(IL)-12 ko IL-23. To ovotekivoupduny avacstéArel T Prodpactikdtnta TV avipomvey IL-12 ko
IL-23 gpmodiovrag v p40 va cvvdebel pe tov tpoteivikd vmodoyéa IL-12RB1 mov exppdletor otnv
EMPAVELL TOV 0VOGOKVTTAP®V. To ovoTeEKVOLUAUTN dev pmopel va ocuvdebel pe tnv IL-12 1§ v IL-23
7OV €lval 01 CUVOESEUEVECS [LE EMPAVELNKOVG KLTTOPLKOVG vtodoyeic IL-12RB1. Tvvenmg, to
OVLGTEKIVOVUAUTT OV elvart TBOVO Vo GUVEICOEPEL GTY) LEGOAAPOVUEVT OO OVTICOMOTA 1] 0T TO
GUUTAN PO KUTTUPOTOEIKOTNTO TV KVTTAP®V pe Toug vodoyeig IL-12 ko [L-23. Ot IL-12 kon
IL-23 givon eTepodipepeis KVTTAPOKIVEG TOV EKKPIVOVTOL OO T EVEPYOTOUNUEVA
OVTLYOVOTOPOVCIUCTIKA KOTTOPO, OTTMG TO LOKPOQAYO Kot Ta, 0eVOPLTIKA kuTTapa. Kot ot dvo
KLTTOPOKiveS AapPdvouv pépog otig avocsoroyikég Aettovpyiec. H IL-12 dieyeipel ta kdtropa-
euowkovg poveig (NK) kot mpowbet T dapopomoinon twv CD4+ T kuttdpov Tpog To gavoTumo Tmv
Bonontikadv kuttdpwv T 1 (Thl), n IL- 23 endyst v 086 TV fondntikedv kuttdpov T 17 (Th17).
Qo1660, N U voloroyikn puduton tov IL-12 kot IL-23 €yel cuoyetiotel pe avoco-
dwapecoraPovpeves achévetes, Onmg 1 yopiaon, N yopacikr| apdpitda kot n vocog tov Crohn.

Me ) ovvdeon oty ko vtoopdda p40 g IL-12 kot ¢ IL-23, 10 ovoTekvoLpAUTT Popel va
0OKNGEL TIG KAIWVIKEG TOV EMOPACEIC GTNV YOPILNGT, OTNV Yoplacikh apdpitda, ot voco tov Crohn
LEC® TN O10KOTNG T®V 00DV TmV oxeTI{opevav pe 11§ kuttopokives tov Thl kot Th17 kuttdpav, ot
omoieg dtadpapatilovv Kevipikd poro oty Taforoyio aVT®OV TOV VOSUATOV.

2tovg acbeveic pe voso tov Crohn, n Bepaneio pe ovoteKvovudpunn 0dNynoe o€ pelon TV SEIKTMOV
™G eAeYHovNic, ovumeptlappavopévne g C-ovtidpaoocag tpmteivig (CRP) kot tng KaAmpotektivig
KOTPAV®V, GTN SLAPKELD TN PAONG ETAYMYNGS, Ol 00101 6T GLVEYELN dtatnpNONKoY Kab’ OAN T
duapketla e eaong cvvtipnons. H CRP a&lohoynnie katd tnv didpkelo g HEAETNG EMEKTAONC KOt
0l HELDGELS TTOL TTAPATPHONKAV KOTA TNV SIIPKELN TNG GLUVTHPNOTG YEVIKA StotnpnOniay Emg tnv
gpdoopada 252.

Avoconoinon
Kota ™ didpketa tng poakpoypoviag exéktaocng g Merémg Yopiaong 2 (PHOENIX 2), ot eviiikeg
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aocBeveic mov Ehafav Bepameio Pe OVOTEKIVOVUAUTT Y10, TOLAGYIGTOV 3,5 ¥POViK TAPOLGIACV
TOPOUOIEG OVTICOUATIKES OTTOVTIGES TOGO GTO TOAVGAKYAPIOKO EUPOAL0 Y10t TOV TVEVUOVIOKOKKO
000 Kol 6T0 EUPOALO Y10 TOV TETAVO OTTMG 1 OLLAdA EAEYYOL acBevdV e yopiaomn Tov oev ElaPe
ocvotnpatikd Oepameio. [apopoto avaroyia evniikov acbevov epeavice TPOSTATELTIKG ENITEIA
OVTICOUATOV KATO TOL TVELHOVIOKOKKOV KOl TOV TETAVOL KOl Ol TITAOL AVTICOUATOV TAV TEPOUOIOL
UETOED TV 000eV®Y OV EA0PAY OVOTEKIVOVUAUTY KOl T®V ac0evdy otnv opdda eAEyyov.

KMvikn aroteleopotikdTnTo,

Noéococ tov Crohn

H acpdAeio kot 1 amoTEAEGLOTIKOTITO TOV OVGTEKIVOLUAUTT a&loloynOnkay 6g TpElS
TUYOLOTOMUEVES, SUTAG TOVPAEG, EAEYYOUEVEG LLE EIKOVIKO PAPLOKO, TOAVKEVIPIKEG LEAETEG OF
eviihikeg aoBevelg pe petpimg Eoc soPapd evepyn vocso tov Crohn (Babuoioyia oto Agiktn
Evepyotnrag g Nocov tov Crohn [CDAI] > 220 kot < 450). To mpdypappo KAMVIKAG avamTuéng
nepAdpPave 600 perétes 8 efdopadwv evdopréPrag emaywyng (UNITI-1 ko UNITI-2),
aKoAovBovpevec amd o peAEn 44 efOoHAS MY LITOSOPLAG TVYALOTOINUEVIS OTOGVPCTG CLVTIPNONG
(IM-UNITTI), mov avtimpocmmrevav 52 gfdopddeg Depomeiog.

O peréteg emayoyng mephappovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPOTEVOV KATOANKTIKO GNUEIO KOl Y10 TIG OVO HEAETEC EXAYMYNG NTAV TO TOGOGTO GUUUETEXOVTIWV LE
KAvikn avtomokpion (opiotnke og peimwon g Pabuoroyiag CDAIL > 100 Babpovg) tnv efdoudda 6.
Agdopéva amoTeEAESHOTIKOTNTAG CLAAEXOMKAY Kot avalvdnkay Emg tnv efdopdda 8 Kot yio Tig VO
perétec. H tautdypovn yopnynomn amd GTOUATOS KOPTIKOGTEPOEWOMY, VOCOPPLOUICTIKMV
TOPAYOVIOV, OLUVOGOMKVAMKGV Kol avTiBloTikKav enttpendtay kot 75% twv achevodv cuvéyioay va
Aappdvovv tovidyiotov éva and avtd Ta eappaka. Kai otig dvo pekéteg, ol aobeveig
TuYoOTOM N KAV v AGBovy pia eamas evOoPAEPLA YOpYNoN TNG CLVIGTOUEVNC Olafabucuévng
doong tev mepimov 6 mg/kg (BA. IMivaxa 1, tapdypago 4.2), uia otabepr 66on 130 mg
OVGTEKIVOVUAUTN T EIKOVIKO Qappoko Ty efdoudada 0.

Ot aoBeveic otn pehétn UNITI-1 elyav amotidyel N lyav eppavicet dvcovetio oe mponyodevn
Oepancio pe avti-TNFa. [Tepimov 48% tv acbevav elyav amotoyet pue 1 Tponyoduevn Oepomeio pe
avti-TNF ko 52% etyav amotoyet pe 2 1 3 mponyovpeves Bepameies pe avti-TNFo. Ze avtiv
HeAETT, 29,1% 1oV acbevav elyav avemapkn apyiky aviamdKpion (TpOTELOVIMS Un
avTamoKkpvopevol), 69,4% avtamokpifnioyv aAld Eyacav TV avTamoOKplon (deVTeEPELOVIMG U
avtomokpvopevor) kot 36,4% elyav ducavetia otig Oepamneieg pe avti-TNFa.

Ot aoBeveic otn pehétn UNITI-2 elyav amotiyel o€ Tovddyiotov pio cuppatikn Bepamneia,
GUUTEPTLOUPAVOUEVDY TOV KOPTIKOGTEPOEIOMY 1| TOV OVOGOPPLOLUGTIKGOV TapayOvVI®V, Kot EiTE OV
glyav AaPet oo maperdov avti-TNFa (68,6%) eite eiyov Adfet oto maperdov Bepaneio pe avti-TNFa
oArd dev améruyov (31,4%).

Toéoo ot perétn UNITI-1 660 kot ot perétn UNITI-2, 10 Tocootd TV 060evidv mov epgdvile
KAWVIKT] 0VTOTTOKPLOT| Kol DPEST] TOV GNUOVTIKE LEYOADTEPO GTNV OUAON TOV OVGTEKLVOVUAUTY EVAVTL
ToV €KoVIKoV appdxov (ITivaxag 3). H kvikn avtamdkpion Kot 1 HOecn NToV GNUAVTIKEG 101 ord
v efdoudda 3 otovg acheveic Tov AdUPovay OVGTEKIVOVUAUTT Kol GUVEXICAY VO BEATIOVOVTOL £MC
TNV ePdopdda 8. Xe avTéc TIg HEAETEG EMAYWOYNG, ] AMOTEAEGHOTIKOTITO, ITAV VYNAOTEPT KOl

St pndnke mep1ocdTEPO otV OpAda TG daPadpcuévng 06ong, 6 CUYKPLOT LLE TNV OULAdM TOV
é\afe ) 06om tev 130 mg, Kot cuvenmg 1 SoPfaduicuévn 666n ival 1 GUVIGTOUEVT EVOOPAEPLL
d00M emaymYNG.
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Iivakxag 3: Ernaywyij klvikng avranokpions kot vpeons oty ueiéty UNITI-1 kou oty peléty

UNITI 2
UNITI-1* UNITI-2**
Ewoviko TUVIGTONEVN Ewoviké | Zovietdpevn d6om
QOappraKo o060 QAPROKO | OVGTEKLVOUPAUT N
n =247 ovoteKwvoopdur| n =209 =209
nn=249
KMvikn Y ogon, efdouddo 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"

KAk Avtandkpion (100
Babuoi), efdouada 6

53 (21,5%)

84 (33,7%)°

60 (28,7%)

116 (55,5%)"

K\vikn Avtoamoxpion (100
Babuoti), efdouado 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

121 (57,9%)"

Avtomokpion 70 Babuav, 67 (27,1%) 101 (40,6%)* | 66 (31,6%) 106 (50,7%)*
eBoopdoa 3
Avtandkpion 70 Babudv, 75 (30,4%) 109 (43,8%)" | 81 (38,8%) 135 (64,6%)"
eBooudoa 6

H «Awvikn vepegom opiletar wg fabuoroyio CDAI < 150. H khwvikn avtamoxkpion opileton o¢ peimon
¢ Pabuporoyiog CDAI katd tovAdyiotov 100 Babpovg 1 we mapovsio kiwvikng veeong H
avtamoxkpion 70 Babudv opiletal w¢ peimon g Pabuoroyiog CDAI katd tovAdyiotov 70 Babpoig

* Amotuyia og avti-TNFa

**  Amotuyio otn cvpfotikn Oepoamneio
a p <0,001

B p<o01

> perém ovvmpnong (IM-UNITI), a&oroynOniay 388 acbeveig mov métuyav KAVIKY avTamdKpion
100 Babpav v efdopdada 8 g enaywyng pe ovotekvovpdunn otig peréteg UNITI-1 ko UNITI-2.
Ot aoBeveic ToyotomomOnkay va AdBovv vToddpila aymyr cuvtipnong pe 90 mg oVGTEKIVOLUAUTN
KkéBe 8 efdopadeg, 90 mg ovotekvovpdunn kabe 12 gfdopddec 1 euovikd eappoko yio 44 gfdopddeg
(Y10 T ovvieTOpEV doGoloYia cuvtipnoNg, PAETE Tapdypapo 4.2 tng IIXII tov ovatektvov b
€vESO StaALOL (PLOAID10) Kot EVESIUO O1AAVLO GE TPOYELUGLEVT] GVPLYYO)

ENUOVTIKG VYNAOTEPO TOGOGTA acHevmVy Slotproay KAVIKY DOECT KOl OVTATOKPION OTIS OUAOES
7oV £A0POV OVGTEKIVOVUAUTT GE GUYKPLOT LE TV OUAS0 TOL EUKOVIKOD QappdKov TV efdopdada 44

(BA. ivaxa 4).

Ilivaxag 4: Awetijpyon tys Kiwvikijg avranokpiong kai bpeong oty ueiéty IM-UNITI (efdoudda
44,52 gfidouaddeg amo tny Evapén TnS 06NS EXAYWYNS)

Ewoviké 90 mg 90 mg
QPOPRUKO®  |OVGTEKIVOUUANTT | OVGTEKIVOOANTT
KGO0z 8 efoopadeg KGO 12
n=1317 n = 128" epdopadeg
n = 1297
KMvikn Y pgon 36% 53%" 49%"
KMvikn Avtomokpion 44% 59%" 58%°
KAvikn Y pgon Xopig pTikootepoetdég 30% 47%" 43%"
KAwikn Y peon o€ aoBeveic:
oV NTaV o€ BPECT KOTA TNV EvapEn NG 46% (36/79) 67% (52/78)* 56% (44/78)
Oepaneiog cuvtnpnong
mov elonydncay omd T uehétn CRD3002* 44% (31/70) 63% (45/72) 57% (41/72)
mov Ogv £yovv AdPel 1o mapelBov avti- TNFol 49% (25/51) 65% (34/52) 57% (30/53)
mov 1o ydnoav omd ) uerétn CRD3001° 26% (16/61) 41% (23/56) 39% (22/57)

H «Avikn vopegon opiletar wg Pabuoroyio CDAI < 150. H kKhvikn avtamokpion opiletot og peimon
¢ Paduoroyiag CDAI katd tovAdyiotov 100 Babpodg 1 og Tapovsios KAVIKAG VPECTG
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* H opéda tov gikovikod poppdakov tepildpfove acbeveig ol omoiot epedvifay avtamdkpion 6To
OVGTEKIVOLLULAUTT KOt TUYooToOnKoy va AGdfovv eIKoviKd pApUaKO Katd TV Evapén tng
Bepamneiag cuvinpnong.

Acbeveig mov gpeavilav KAwvikn avtamokpion 100 fabudv 6To 0VGTEKIVOLHAUTN KOTA TNV
évapén g Bepameiog cuvtnpnong

Acbeveig mov amétuyav pe tn ovuPotikn Oepaneio oA oyt pe ) Oepamneia pe avti-TNFa

—r

Aocbeveig mov gpoavifovv avBektikotnta/dvoaveéio otoug avti-TNFa
p <0,01
p <0,05

OVOLOOTIKA onuavTko (p < 0,05)

< ™ Q w 4+

> pedém IM-UNITI, 29 and tovg 129 acbeveig dev dwatrpnoay tnv avioandKkpion 6To
0VOTEKIVOLUAUTN pe TN Ay Bepameing KaOs 12 gfdopddeg Kot EMTPATNKE 1) TPOCSAUPULOYN TNG SOOTG
wote va AdPovv ovotektvouudunn kaoe 8 efOopadec. ATMAELN OVTATOKPIONC OPIOTNKE MG,
Babporoyia CDAI pe Babpote > 220 kot avénon > 100 Babudv and v fabporoyio CDAI katd v
évapén. Xe avtolg ToVg acbeveis, KMvikn Voeon emtedydnke oe 41,4% tov acbevav 16 fdopnadeg
LETA TNV TPOGAPUOYT TNG OOONC.

Ot acBeveic Tov dev epeaviiay KAVIKN avTOTOKPIOT GTHV EX0YMYN L€ OVGTEKIVOLUAUTN TNV
epdopada 8 tov peretdv enaywyng UNITI-1 xor UNITI-2 (476 acBeveic) etonybnoav oto pn
Toyoomompévo Tunpa g peAétng cvvripnong (IM-UNITI) ko édafov pua vrodopia Eveorn 90 mg
OVGTEKIVOVULAUTN GE 0L TO TO YPoviKo onueio. Oxtd efdopddeg apyotepa, 50,5% tov acbevaov
TETLYOV KAMVIKT] AvTAmOKPLoT Kot GuvEyLoay va Aappdvouv ) 66om cuvtipnong kabe 8 efdondades —
omd avTovC TOVG 0eOeVEIC TOV GLUVEYIGAV TN 0OGT CLVTHPNONG, N TAELOYN PN STHPNCAV TV
avtonokpion (68,1%) kot métvye Voeon (50,2%) v efdopdda 44, 6 TOGOGTAE TOL NTAV TAPOULOLD LLE
ToVg acbeveic TOV ovTOTOKPIONKAY OPYIKE OTNV EXAY®YT LE OVGTEKIVOLLAUTN.

Amo toug 131 acBeveig mov avtamokpiOnkay otnv emoywyn Le OVGTEKIVOVLALITTY, KO TTOV
TUYOLOTOMONKOAV GTNV OLAS0. TOV EIKOVIKOD QUPHAKOL TNV Evapén Tng LEAETNG GuvTpnong, S1
€Yaooyv ot cLVEYELWD TNV avTamokplon Kot EAafov 90 mg ovoTtekivoupapnT vtodoping kdde 8
gpoopdoes. H mietoynoia tov acbevdv mov Egacay v aviandkpion kot Eavasexivinoay 1o
OVGTEKIVOVULAUTN TO EKavay 0vTd vTOg 24 eBSOUAd®V Ao TNV £YYLON EXAYOYNS. ATO AVTOVG TOVG
51 acBeveig, 70,6% méTuyav KAviKn avtamokpion kot 39,2% nétuyav kKAvikr veeon 16 efdopddeg
LETE TN ANy NG TPAOTNG VITOSOPLUG HOGNG TOL OVGTEKIVOVLALLTY).

> peiétn IM-UNITI, ot acBeveic mov olokAfpwoay tn HeEAETN Emg TV efdopdda 44 Ntav
KaTdAANAoL Yio vo cuveyicovv T Bepaneio og pia peAétn enéxtaonc. Meta&d tov 567 achevav Tov
glonABav ko Edafov Bepameio e OVGTEKIVOVUAUTN OTN LEAETT EMEKTAONG, 1| KAWVIKT DQEST Kol M
AVTOTOKPLOT) YEVIKA dlatnprOnkav £mg v efdopdda 252 1660 atovg acheveic Tov elyov AmoTOYEL LE
Oepaneiec-TNF 000 Kot o€ gkeivoug mov giyav amotiyet pe cupPatikéc Oepameiec.

Agv gvtomiotnKav véa Bépata acedielag og avn ™ peAéTn eméktoong Le Bepameio didprelog £wg S
¢t og acbeveic pe Noco tov Crohn.

Evéoorornnon

H evdookomikn ewdva Tov PAevvoydovov a&loroyndnke oe pio vtopeiétn o€ 252 acbeveic mov giyav
KATOAANAN EVOOCGKOTIKY EVEPYOTNTA TNG VOGOV otV £vapén. To mpmtedov KataAnKTikd onueio nrav
N petaPorn, oe oyéon pe v Evapén, otv Arronompévn Babupoioyio Evoookomikng Bapitnrog
Noécov yia ™ voécso tov Crohn (SES-CD), o odvvOetn Babuoroyia o€ 5 €1A£0-KOAKE TURUOTO, TOV
eplopfavet Ty Topovcio/to péyehog EAK®V, T0 TOGOGTO PAEVVOYOVIKNG ETPAVELNS TOV KOADTTETOL
omd €Ak, T0 T0G00TO PAEVVOYOVIKNG EMPAVELNG TOV TPOSPAAAETOL A GAAEG PAGPeC Ko TV
TOPOVGia/ToV TOTO GTEVOGNC/oTEVOUATOY. TNy efdopndda 8, uetd amd pa epdmas d6oN emaywyng, N
petafoin g Pabuoroyiag SES-CD ftav peyodvtepn otny opdda Tov ovotektvovpaunn (n = 155,
péon petafoin = -2,8) amd 6,11 6TV OUAdH TOL EIKOVIKOD Qapudkov (n =97, uéon petaforn =-0,7,p
=0,012).
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Avtamokpion ovpryyicov

Y o vroopdda acbevdv pe mtapoyetevpéva cupiyye otnyv Evapén (8,8%, n = 26), 12/15 (80%) amd
ToVG 0eBeveic Tov AAUPOVAY OVGTEKIVOLUAUTY TETVYAY OVTATOKPION TOV cuptyyimv o€ dtdotnpo 44
epdopadwv (opiotnie mg > 50% peiwon Tov aplflod TV TOPOYETEVUEVOV GUPLYYiWV, OE OYEoN L
v évapén e LeAéng enaywyng), évavtt 5/11 (45,5%) and tovg acheveic mov Adpupavay gucovikd
(QOPLOKO.

Towotnta (g mov cyetileton pe v vyeio,

H mowdtta {ong mov oyetiCetar pe v vysia a&todoyndnke pe to Epotnuatoidylo yio
DOAeypovmon Noco tov Eviépov (IBDQ) kot 1o epotnuatordyo SF-36. Tnv efdopdda 8, ot acbeveig
7OV AGUPOVAY OVGTEKIVOVUAUTT TUPOVGINCOY GTATIGTIKMG OT|LLOVTIKG LEYOAVTEPEG KOl KAIVIKY
ONUAVTIKEG BEATIDGELG TNG GuVOAKTG Pabpoloyiag IBDQ kot tng Xvvontikng Babpoioyiog g
Yoykng Zvvietdcog tov SF-36 1660 ot perétn UNITI-1 660 ko ot pedétn UNITI-2, kabBdg kot
ot Zuvontikn Babpoloyia tg Zopatikig Zuvictdcog tov SF-36 ot pedétn UNITI-2, og obykpion
LLE TO gwoVIKO papuako. Ot BeATidoelg avTég yevikd dtatnpndnkay kaddtepa otovg acheveic Tov
AdpBavav ovotekvoopdunn otn peAétn IM-UNITI éwc v efdoudda 44, oe GUYKPLOT LE TO EKOVIKO
odpuoko. H Behtimon oty modtnta {ong mov oyetiletat pe v vyeia yevikd diatnprdnke ot
dupkeln TG emEKTAOTG EmG TNV gfdopada 252.

Avocoyovikoémra

Koatd ™ d1dpketa tng Oepaneiog e ovGTEKIVOV AT EVOEXETAL VO, AVOTTLUYOOVV OVTICOUATO EVOVTL
TOV OLOTEKIVOLUAUTT Kot Ta TEPlocOTeEPA givar eovdetepmtikd. O oynuationds anti-
OVGTEKIVOV LA OVTICOUATOV OYETICETOL LE TNV ALENUEVT] KABOPOT) TOL OVGTEKIVOVLLALITT GTOVG
aoBeveic e voco tov Crohn. Agv Topatnpndnke peimon oy amoTeAecUATIKOTNTO. AgV VIGPYEL
TPOPOVNG CLGYETION UETAED TG TOPOVGIOG anti-OVGTEKIVOVULAUTY] OVTICOUATOV KOl TNG ELPAVIONG
avTdpacewv ot Béomn g Eveong.

Hondratpiicds TAinBuouog

O Evponaikoc Opyaviopog @apudkmv Exel SOGEL avoPoin amd TV VITOXPEWST VITOPOANG TV
OTOTEAEGUATOV TOV PHEAETAOV LLE TO OVGTEKIVOVUAUMN GE Hia 1} TEPIOCCOTEPES VITOKATNYOPIES TOV
Tod1aTpIKov TANBvooY Yo Tt voco Tov Crohn (BAéne Topdypago 4.2 yio TANPOPOpPIieg GYETIKA LE
TNV TS0 TPIKN YP1on).

5.2 @oppoKoKVITIKEG 1OWOTNTES

Metd ) cuVIGTOUEVT EVOOPAEPLO OGN ETOY®YNG, 1 OLAUEST] LEYIOTI CLYKEVIP®GT] TOV
OVGTEKIVOLLLAUTT 6TOV 0pd oL TtopatnpiOnke 1 dpa petd v yyvon Nrov 126,1 ug/ml ce acbeveic
pe vooo tov Crohn.

Kartavopn
O 3141e60G OYKOG TNG KATAVOUNG KOTA TN dldpKela TG TEMKNG @dong (Vz) Emetta and pio pamas
evoopAEPLa xoprynon oe acbBeveig pe yopioon koudvinke and 57 émg 83 ml/kg.

Buoopetaoymuotiopde
H axpipng petaforixn 060G TOV OVGTEKIVOVUAUTT EIVOL AYVOOTT).

AmofBol

duapeon ovotnuotikny kdbapon (CL) énerta amd po epanal evoopAEPia yoprynon os acheveic pe
yoplaon Kopdvinke amd 1,99 éog 2,34 ml/ nuépa/ kg. H didpeon nuicewa {on (t1/2) tov
OLGTEKIVOVUAUTN ATy KoTd Tpoctyyion 3 efdouddeg og acheveig e, voso tov Crohn, yopioon ko
YopLooikn apbpitida, kopovopevn amd 15 Eoc 32 nuépec oe OAEG TIG LEAETEG Y10 TNV YopiooTn Kot
™V yoplacikn apdpitida.

poppucodto d6ong

H ocvotuotikn ékBeon tov ovoteKvOUUAUTN (Crax Kot eufadov kT and v kaumvAin (AUC))
avéfonke Kotd évav avaioykd pe ™ 800M 1pomo Emerta and pio epdmal evoALBio xopiynon oe
docelg mov kopavinkay and 0,09 mg/kg émg 4,5 mg/kg.
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Ewwoi tAnfuopoi
Agv vtapyovv StoBECILO POPLOKOKIVITIKA 0E00UEVA GE 0IGOEVELG [LE LEIOUEVT] VEPPIKT 1| NTTATIKY|
Agttovpyia.

Agv €yovv deboyBel 101Kéc peréteg e EVOOPAEPLO OVGTEKIVOVUAUTT GE NAIKIOUEVOVG T
TOALOTPIKOVE aoOevels.

e aoBeveig pe vooo tov Crohn, n petafintdtra oty KAOopoT TOV OVGTEKIVOVUAUTT EXNPEACTNKE
omd 10 COUATIKO BAPOG, TO EMIMESD AEVKOUATIVIIG 0pOV, TO GVAO KOl TV TOPOVGI0 OVTICMOUATOV
£VAVTL TOV OVGTEKIVOVUAUTY, EVO TO GOUATIKO BApoc NTav 1 KOPLO GCUUUETAPANTH oV ennpéale ToV
oyko katavoung. EmmAéov, otn voco tov Crohn, ) kdBapon ennpedotnke and v C-avtidpooa
TPOTEIVN, TNV KOTAGTAON ¢ TPog TNV amotvyio TNF aviayovietdv kot tn euin (Aclatikn évovTt un
Acwtikng). H emidpaon avtdv tov coppetafAntdv frav evidc £20% g Tumikig TnG 1 g TG
avapopdg g avtiotoyng mapapétpov PK kat, mg ek tovtov, dev amatteitol Tpocapproyn g 006nG
Y aLTEG TIg cvppeTaPAntég. H tanutodypovn xpnon avocoppubUicTiKov mapoyovtoy dev gixe
ONUOVTIKY EMIOpaon oTn S1A0EG TOV OVGTEKIVOVUALT.

PoOwon tov eviopmv tov CYP450

Ot emdpaceig g IL-12 ) g IL-23 ot pobuon tov eviduwy tov CYP450 a&loroyndnkav g pio
UEAETT in vitro otV omoia ypnoomomnkay avhpamive nratokvTTopa, 1 oroia £de1ée otin IL-12
koM M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpucég dpaotnpiotnteg tov CYP450

(CYP1A2, 2B6, 2C9, 2C19, 2D6, | 3A4, BL. mapdypagpo 4.5).

Mia @dong 1, avoiktrg emionpoveng, LEAETN aAAnAenidpaong apuakoy, Meiém
CNTO1275CRD1003, 61e&nybn vy va. a&lohoynoet tnv enidpoon tov ustekinumab otic eviupukég
dpaoTNPLoTNTEG TOL KLTOYPOHOTOC P450 petd and docoroyia emaywyng Kol cuvtpnong o€ acevelg
ue evepyn voco tov Crohn (n=18). Aev mapatnpnnkay kKAvikd onpovtikég petaforég oty ékbeon
g kapeivng (vrootpopa CYPLA2), g Bapeapivig (vrootpope CYP2CI), e openpalding
(vmootpopo CYP2C19), g de&rpopeboppdvng (vrdotpopa CYP2D6) 1§ g mdaloAdung
(vméotpope CYP3A) 6tav ypnoyomolovvrol tavtdypova pe ustekinumab otnv eykekpiuévn
oLVICTOEVT d0G0A0Yio o€ acBevelg pe vooo tov Crohn (BAéme mapdypago 4.5).

5.3 Ipoxivikd dedopéva Yo TNV 0oPIAELN

Ta, pun Khvikd dedopéva dev amoKaAdTTOVV 11itePo Kivouvo (). ToEIKOTNTA 0PYAV®OVY) Yo TOV
avBpomo pe Paon Tig peréteg ToSkoTNTAG EMUVOLAUPAVOLEV®Y OGE®V, AVATTLELNKNG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV OVOTOPOY®YIKT] IKAVOTNTO, COUTEPIAAUPOVOUEVOV TOV 0EI0A0YNCEDY
(POPLOKOAOYIKNG AOPAAELOG. L& HEAETES OVATTTLEINKNGC TOEIKOTNTAG Kol TOEIKOTNTAG OTNV
OVOTTOPOY®YIKT IKOVOTNTA G€ TONKOVG cynomolgus dev mapatnpriOnKoy avemBOunteg evépyeteg
GTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG AVOUOAIEG I avorTuélokn ToSKOTNTO. Agy
mapatnpiOnKay avemBountes emMIPACELS 6TOVG delkTeg ONAVKIG YOVILOTNTAG [E YPNOT OVAAOYOV
avticopatoc tov 1L-12/23 oe movrikia.

Ta enineda 60cemV oTIG pEAETEG o€ (DA NTOV KOTA TPOGEYYion £m¢ 45 popég vynAoTEPD Amd TNV
VYNAOTEPT 150VVALT 0OGT TTOL TPOOPILeTaL Yiao YopTynomn o€ acbeveic pe yopiaon Kot elyov g
OTOTEAEGILO OVDTATEG GVYKEVTPMOELS GTOV 0pd G€ MBNKOLE oL NTo TTEPLocdTEPO amd 100 popég
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv deEnynocav LeAéTeg KAPKIVOYEVESTG LLE TO OVGTEKIVOVUAUTY AOY® EALEWYNG KATAAANA®Y
HOVTEL®V €VOG OVTICOUOTOC Y®Pig dtacTavpovpevn avtidpaon pe tic IL-12/23 p40 tov TpoKTIKOV.

6. DOAPMAKEYTIKEX IAHPO®OPIEX

6.1 Kotahloyog ekdoymv
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AHopko dvatplo ahag tov EDTA

L-1ot1divn

Movoidpoyrlmpikn povoddpikni L-iotidivn
L-uebelovivn

[TolvcopPko 80 (E433)

Zakyopoln

Yopoé&eidro tov vatpiov (yia pvbuion tov pH)
Ydpoyrwpikd 0&D (yio pyBuiom tov pH)
"Ydwp yio evéoipa

6.2 AovpPatotnTeg

ElMetyel pedetdv oyetikd pe 1 cupufatdTtnta, T0 TopoOV QUPLOKEVTIKO TPOTOV OeV TPETEL VUL
avaperyvoeTol pe Ao oppoakentikd Tpoiovta. To Usrenty Oa mpénel va apoid@vetat Hovo pe dStdAvpa
yAoplovyov vazpiov 9 mg/ml (0,9%). To Usrenty dev mpénet va yopnyeitan tavtdypova oty idio
EVOOQAEPLO YPOUUN HE BALD QOPUAKEVTIKA TPOIOVTAL.

6.3 Awpkewn {ong

2 xpovia. .
Mnv Katoyiyete.

H ymukn ko puotkn otabepdtnta Katd tn ypnomn Exet amoderydei yia 12 dpeg atovg 25°C. Mnv 10
EMOTPEYETE GTO YYELo.

Amo pikpoPloroyikn dmoym, €kTO¢ Kot av 1 HEB0d0g apaimong amokAgiel Tov Kivduvo UIKPoPLoknig
empodivvong, 1o Tpoidv Ba mpémel va ypnopomoteitor apéows. Edv dev ypnoipomombel apécme, ot
¥xPpOVOL Kal 01 GLVONKES SlaThpnoNg KATA TN XPHOT ATOTEAOLY EVOVVT TOV YPNOTY.

6.4 Iowitepeg mpo@uAGEEIS KaTa TN QUAAEN TOV TPOTOVTOG

Pvrdooete og yoyeio (2°C — 8°C). Mnv kotayvyete.
DvAdooete T0 PLIAIS0 0TO EMTEPIKO KOVTL Y10, VO TPOCTOUTEVETOL OO TO PG,
IMa 116 cvVOTKES draTNPNONG LETE TNV 0POLOGCT) TOV PAPLOKEVTIKOV TPOTOVTOG, PA. Tapdypapo 6.3.

6.5 @YHon KOl GVGTUTIKA TOV TEPLEKTT

26 ml dwoivpatog o€ Praridto tov 30 ml and yvori ToToL I KAEIGUEVO [E IO EXUKOAVUUEVO LIE
BovtvAikod kaovtcovk. To Usrenty dtatiBeton o cuokevacio 1 graiidiov.

6.6 Iowitepeg mpo@urdierg amdppyns Kol GAAOG YEPIONOG

To d1dAvpa oto Plaridio Tov Usrenty dev mpémet va avakwveitat. To didAvpa mpénel va eEgTootel
OTLTIKG, Y10, L®POVUEVT COUATIOIOKT VAN 1] OTOYPOUATIGUO TPV amtd TNV yopnynon. To didAvpa sival
dloyég, dypopo £mg oypokitpvo. To popprokeuTikd Tpoidv dev Tpémetl va ypnoipomombei edv 1o
dilvpa glval oToyp®UATIGUEVO 1 BOAO, 1| €0V LTLAPYEL EEVI ALOPOVUEVT] COUATIOOKT VAT).

Apoinon
To Usrenty mokvo d1dAvpa yio TopoackeLt] SIOAVLOTOS TPOG £YXVOT TPENEL VO APOLMDVETOL KL VOL
poeTodleTal amd emayysApaTioo vyelog Le ¥pon AonTTING TEXVIKNG.

1. Ynoloyiote T d6om Kat tov apfpd tov eraidiov Usrenty mov amoitovvral fdoet tov Bapovg
Tov acBevoic (PA. mapdypapo 4.2, [Tivaka 1). Kabe praridto Usrenty tov 26 ml wepiéyet 130
mg oVGTEKIVOLUAUTN. Xpnolonoleite povo TAnpn eroridio Usrenty.

2. A76 Tov aoko £yyvong Tv 250 ml, avappoenote Kal amoppiyte Evav OYKO SLAVUOTOS
yAopovyov vatpiov 9 mg/ml (0,9%) ico pe tov dyko tov Usrenty mov Ba mpootedet (amopplyte
26 ml yhoprovyov vatpiov yia kdbe plaridio Usrenty mov amarteitat, yio 2 @loAidle amoppiyte
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52 ml, yw 3 prodidwo amoppiyte 78 ml, yio 4 prokidwo amoppiyte 104 ml).

3. Avappoonote 26 ml Usrenty and kdBe @laridio mov amorteitol kot tpocHEcTe T 6TOV oK
£yyvong tov 250 ml. O 1eliog 6yKog 6Tov aoKd Eyyvong Ba tpénet va eivon 250 ml. Avopi&te
OTOAG.

4. EXéyEte omtid o apoiopévo dtdAvpa Tptv amd T Xopnynor. Mnv 1o yprcUILOTOGETE EQV
TOPATNPNOETE EUPOVDG APV COLATIOW, ATOYPOUATICHO 1) EEva cOOTIOW.

5. Xopnynote To apotmpévo SIAVH Yo o TEPi0d0 TOLAGYIoTOV Hiag dpag. Metd v apaiwon,
N &yyvon o Tpémel vo Exel ohoKANPp®OEL EVTOG ODOEKD POV Od TNV APOimGCT) GTOV 0ICKO
gyxuong.

6. Xpnoomoteite LOVo GET £yYLONG LLE EVOOUATOUEVO, GTEIPO, U1 TVPETOYOVO, YOUUNANS
TPOTEIVIKNG déopevong eidtpo (uéyebog mopwv 0,2 pikpdueTpa).

7. KaBe praridro mpoopiletar yio pia ypion HOVO Kol TUYOV Un XPNOLLOTOMUEVO QOPHUOKEVTIKO
TPOioV Bo TPEMEL VO OTOPPITTETAL GOUPOVOL LLE TIG KOTA TOTOVS I0YVOVGESG OYETIKEG OLATAEELC.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX
Biosimilar Collaborations Ireland Limited

Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1973/004

9. HMEPOMHNIA ITPQTHE EI'KPIXHX / ANANEQXHYX THX AAEIAX

Hpepopnvia mpdtng éykprong: 17 XertepPpiov 2025

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
<{HH pnvag EEEE}>

Aemtopepeic TANPoPOpPiES Yo TO TAPOV POPLOKEVTIKO TPOioV gival S100£01HEG GTOV SIKTLOKO TOTO
tov Evpomrdaikod Opyavicpov Gappdkov: https://www.ema.europa.eu.
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V To pappoko avtd teLel VIO CLUTANPOUATIKY TAPOKOAOVONGN. AVTO Ba EMTPEYEL TO YPIYOPO
TPOGOLOPICUO VEDV TANPOPOPLOV ACPAAELNG. ZNTEITOL OO TOVG ENAYYEALOTIEG VYELNG VO AVOPEPOVY
omoleconmote mhovoloyoleveg avemBounteg evépyeieg. BA. mapdypapo 4.8 yio tov tpoéno
avaQOPAg AVETIOOUNT®V EVEPYELDV.

1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX
Usrenty 45 mg evécio dtdAvpo

Usrenty 45 mg gvéGipo 01aAva. G€ TPOYEUIGUEVT cOPLYYQ
Usrenty 90 mg evEGL0 S1GAV U GE TPOYEUITUEVT GOPLYYQL

2. IOIOTIKH KAI ITIOXOTIKH XYNOGEXH

Usrenty 45 mg gvéoiuo dSidloua
Kda0e praridio mepiéyet 45 mg ovotekvoopdunn o 0,5 ml.

Usrenty 45 mg evésyo d1dAvpo 6€ TPOyEUoUEVT) GUPLYYO
Ka0e mpoyepiopévn cbpryya mepiéyet 45 mg ovotekvovudunn o 0,5 ml.

Usrenty 90 mg evéouo 1AV OE TPOYEMGLEVT] GUPLYYO.
Ka0e mpoyeucpévn ovpryya mepiéyet 90 mg ovotekivovpdunn og 1 ml.

To ovotekvovpdpnn gtvat Eva Tinpog avBpamvo povokiwviko IgGlk avticopa Evavtt g
wtepievkivng (IL)-12/23 mov mopdystol € Pio KOTTOPIKT YPOUUN HVEADUOTOC TOVTIIKIMY LE XP1oN
Teyvoroyiog avacvvdvacpévou DNA.

[N tov TApn KaTdAoyo TV ekdoy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Usrenty 45 mg gvéoo dtdAv o,
Evéowo sidAivpa.

Usrenty 45 mg evéoo d1dAvpa 6 Tpoyscévn copryyo
Evéowo sidAvpa.

Usrenty 90 mg evéouo S1AAVLOL OE TPOYEMOUEVH GVPLY YO
Evéowo sidAivpa.

To didAvpa givar dtavyég, dypopo Emg avorytod kitpvo kot tapoackevaletal oe pH 5,7 éwg 6,3. H
OCUOYPOUUOUOPLOKOTNTO TOV SaAdpoToC givar 274 €m¢ 342 mOsmol/Kg.

4. KAINIKEXZ ITAHPO®OPIEX
4.1 OgpamevTikéc gvoeitelg

Yopioon katd nAdkag

To Usrenty gvosikvota yia ) Oepaneio g péTplog wg coPfapng ymplaong Kotd TAAKOG 6 EVIAIKES
7oL dgv avtamokpiOnkav, § Tapovstalovy avievoeiEelg | Exouv dvsavesio oe AAAEG GUOTNUOTIKEG
Oepaneiec, coumeprapfavouévav g kKukhoomopivng, e pebotpe&dtng (MTX) 1 tng pwtobepamneiog
(PUVA, yoparévio kot vrepiddng axtivoforia A) (BA. mapdypago 5.1).

TToudraTpikn ympioon Kot TAAKOS
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To Usrenty evdeikvutot yia T Ogpamneio TG péTprog og cofapng yoplaong Katd TAGKAG 68 TodLd Kot
¢pnPovg acbeveig amd v Nhikia TV 6 TOV KOl Avm, 01 0Toiol SV EAEYYOVTAL ETAPKMG LE, 1 £XOVV
dvoavetia oe dAAeg cvotnuatikég Bepaneieg 1 pwtobepaneiec (PA. mapdypago 5.1).

Yopocikn apbpitdo (PsA)

To Usrenty, uévo tov 1 6€ cuvovaouod pe MTX, evdeikvotor yia ) Bepaneio tng evepyod YoPLOCIKNG
apBpitdag oe evihikeg aobeveic OTav N avtamokpion o€ Tponyobuevn Oepaneia pe un- Poloyikod
OVTIPEVHATIKO TPOTOTOTIKO TG VOGoL pdppoko (DMARD) vip&e averapkng (BA. mapdypapo 5.1).

Noéococ tov Crohn

To Usrenty evdeikvotat yio ) Oepomeio evilikov acbevav pe petpimg Emg coPapd evepyn vOGo Tov
Crohn, o1 omoiot epEAvVIGaV AVETAPKT OVTOTOKPIOT), OTOAELD OVTOTOKPLONG ) dvucavesia og
ovuPatikn Bepancio ) g aviayovior tov TNFa.

4.2  Aocoloyio Ko TPOTOG YOPNYNONS

To Usrenty tpoopiletat yio yprion vid v kaboonynon kai Ty enipreyn wwtpov, EUTEP®Y 6N
duryvaon kat tn Bepaneio katacTdoemy Yo TI¢ omoieg gvdeixkvutal to Usrenty.

Aocoloyia

Ywpioon kotd TAdkoc
H ovvictodpevn dosoroyia Tov Usrenty sivor ol apyiki 6601 twv 45 mg yop1nyovLEVN VTodopLa,
akolovBovpevn omd pio d6on TV 45 mg petd amod 4 efdopdades Kot otn cvvEyeln kabe 12 fdouddec.

e aobeveic mov dev mapovsiacay avtanoKkplon oe Bepaneio didprelag Eoc 28 efSopradwv Tpémel va
eEetdletal To evdeyoOUEVo dlakomng TG Bepameiag.

Aaobeveis yue owuorzixo papog > 100 kg

INo acBeveic pe copotikd Papog > 100 kg 1 apyixn 06on givar 90 mg yopryoduevn vrodoping, M
omoia axolovBeital amd pio d6om T@v 90 mg petd amd 4 efdouddeg kat ot cuvEKELn KAOe 12
efdopddeg. Xe avtovg Toug acbevelg, Ta 45 mg £yovv emiong amoderybel amotelecpatikd. Qotd6GO, TAL
90 mg mapovciacav peyalvtepn amotereopuatikotnta (BA. Tapdypago 5.1, Iivaka 4).

Ywprocikn apbpitida (PsA)

H ovvictodpevn docoroyia tov Usrenty sivou pio apyiki 6601 twv 45 mg y0p1nyovLeEVN VTOdopLa,
akolovBovpevn omd pia d6on TV 45 mg petd amd 4 efoopddeg Kot ot cuvéyeln kabe 12 gfdopddec.
EvoAdoktikd, uropei va ypnoomombovv 90 mg oe acheveic pe copatico Bapog > 100 kg.

e aobeveic mTov dev mapovsiacay avtantokplon oe Bepancio didprelag Eoc 28 efSopnadwv Tpémel va
e€etaletal To evoegyoUeVo dlakomng TG Bepamneiog.

Hurkiouévor
Agv amarteiton Tpooapuoyn g doong yuo acbeveic nhikiog 65 etdv kot dve (BA. Topdypao 4.4).

Negpirn koi nrotiky dvolertovpyio
To Usrenty dev £xet peietndei o awtovg toug TAnfuepuoic achevav. Agv pmopolv va yivouy
GLOTAGELS GYETIKA LE TN H0G0A0Yid.

THaoudrozpixog wAnBoouog

H acpdlela kot 1 amotedeopatikdmta Tov Usrenty o Toudid pe yopioon nikiog pkpotepng tov 6
€TMV N 0€ TdLd Pe Yoplaoikn apbpitida niwiog pikpdtepng tav 18 etdv dev £xovv akdpo
TEKUNPLOOEL.

Hodratpikn yopioon KoTd mAdiog
H ovvietdpevn 86om tov Usrenty yia 6 etdv Kot dve, Bacet Tov copatikob Bdpovg eaivetot
mapokato (Mivaxeg 1 kor 2). To Usrenty pémet va, yopnyeitar otig EBdopddeg 0 kot 4, kot 6t
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ocuvéyeln kKabe 12 efdopades.

Hivaxag 1: Xvvictousvy docn tov Usrenty yia waidiatpixy wwpioocn

YOPOTIKO Bapog KaTa TV Lop1yNoN TGS 6001G 2OVICTONEVT] 060
<60 kg 0,75 mg/kg
>60-<100kg 45 mg
> 100 kg 90 mg

IMoa vo voloyiotel o dykog tng éveong (ml) yio acbeveig < 60 kg, ypnoonomote Tov akdAovbo
Tomo: copatikd Papog (kg) x 0,0083 (ml/kg) 1 deite Tov [livaka 2. O vroloyiopévog 6ykog B mpémnet
va oTpoyyvAomoteitol oto TAnciéotepo 0,01 ml kot va yopnyeitor pe xpnon Padpovounuévng
ovpryyag tov 1 ml. AwatiBeton eroridio Tov 45 mg yio Taudiotpikovg acbeveic mov ypetdleTon va,
AdPovv Arydtepo amd v mAnpn doon Tov 45 mg.

Hivakxag 2: Oyxog éveangs tov Usrenty yia acOeveic ue mordiatpixny wopioocny kot fapog < 60 kg

2oOpoTko Bapog katd v Adon (mg) ‘Oykog éveong (ml)
xopnynon g doong (kg)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 13,5 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 233 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
42 31,5 0,35
43 323 0,36
44 33,0 0,37
45 33,8 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 37,5 0,42
51 38,3 0,42
52 39,0 0,43
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2oORoTko Bapog katd v Ao6on (mg) ‘Oykog éveong (ml)
xopiynon g d6eng (kg)

53 39,8 0,44

54 40,5 0,45

55 41,3 0,46

56 42,0 0,46

57 42,8 0,47

58 43,5 0,48

59 44,3 0,49

O npémnel va e€eTaoTel T0 evOgXOUEVO dlaKomNG TG Oepaneiog oe acbeveig mov dev Exovv deilel Kopia
avTomOKploT £m¢ kol Tig 28 gfdopdadec Oepaneiog.

Noocog tov Crohn

> BepamevtiKng aymyn, N TpdTn 666m Tov Usrenty yopnyeital evdoprefimg. [a ) docoroyia g
evdopAEPrLog aymyng, BA. mapdypapo 4.2 e IIXII tov Usrenty 130 mg mukvo SidAvpa yio TopacKevn
StoAbpOTOG TPOG EyyLo.

H mpdtn vrodopia yoprynon twv 90 mg Usrenty mpénet vo mparypotonoteitol tnv fdopdda 8 petd v
evOOoQAEPLa dOOT. MeTd omd avTd, GLuVIeTATAL YopTyNnon kébe 12 gfdouddec.

Acbeveig Tov dev £(OVV TOPOVGLAGEL EXOPKN AVTUTOKPLOT| OTIG 8 EfOOUAdES LETA TNV TPOTN
VodopLe 060, puropel va AaPovv pia de0TEPT LTOGOPLE BOGT AVTN TN YPOVIKT oTLyun (PA.
Topaypapo S5.1).

Acbeveig mov yavouv TV avtamdkpion oTny docoroyia ava 12 efdopddeg pmopel vo enweeinfodv
oamd TV avénon g ouyvotTog TG docoroyiag oe avd 8 efdopddes (PA. mapdypapo 5.1, mapdypapo
5.2).

Ot aoBeveig umopet o1 cuvéyeta va, AapPdavovy 66on kabe 8 efdopdoeg 1 kébe 12 efdoudoeg
oVUO®VA e TNV KAVIKY ektipmon (PA. mapdypoeo 5.1).

Oo npénel va e€etaotel To gvdeyduevo dokomng g Bepomeiag otovg acbeveic mov dev eppaviCovv
evdeielg opélovg omd T Bepameia 16 efdopadeg petd v IV 86on emaywyng 1 16 efdouddeg petd v
aAdoyn o€ ava 8 efdopddeg docoloyia GuvtipnoNg.

Ot avoGoppLOLGTIKOL TAPAYOVTEC KA/ TO KOPTIKOGTEPOELIN LITOPOVV VO GUVEYIGTOVV OTI OAPKELDL
¢ Bepamneiog pe to Usrenty. Xtovg acBeveig mov £xovv avtoanokpifel otn Oeponeia pe Usrenty, Ta
KOPTIKOGTEPOELDT] UTOPOVV Vo LELMOOVV 1] VO S10KOTOVV COUPMVO LE TO TPOTVTO PPOVTIOAS.

21 voco tov Crohn, gdv 1 Beponeia dakomel, n emovévapén g Oepamneiog e vTodopLa YOPNYNOoN
KGO 8 efOOpAdES EIVOL ATPAANG KO ATOTEAEGLLOLTIKT.

Hlrkiwouévor
Agv amaiteitol Tpocappoyn g 60omg Yo acbeveic nhikiag 65 etdv kat ave (PA. Tapdypago 4.4).

Neppixn ko nwotikiy ovoieitovpyio,
To Usrenty dev £xet pedetn0ei og avtog 100G TANOLGLHOVG acBevdy. Agv UTOpOoVV va YiVOUV GUGTAGELG
GYETIKA LE TN d0GOoAOYiaL.

Toudrotpixos mAnBoouog
H acedieln kot 1 arotelecuatikotnta tov Usrenty yio tn Oepaneio tng vosov tov Crohn o€ modid
nikiog pikpodtepng tov 18 etdv dev £xovv akdpa texpnpimbel. Aev vapyovv dtobéotpa dedopéva.

Tpomog yopnynong
To Usrenty 45 mg og puoAidia 1| 45 mg kot 90 mg e TpoyeoéEVEG cOPLYYES YopTMYyEiTaL Le VoSO
éveon povo. Edv eivar duvato, meployég Tov d€pHatog mov epeavilovv yopiaon Tpénet vo
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amoevyovTal oG BEcelg Eveong.

Metd and KatdAANAN eKTaideLoN GTNV TEXVIKN TNG LITOOOPLOG £VECTG, O1 0IGOEVEIC 1] O1 PPOVTIOTEG
TOVG UITOPOVV Vo KAvoLv TtV éveon Tov Usrenty edv 1o kpivel cmotd o Bepdnav 10tpog. 261660, 0
Oepanv 10tpog Ba Tpémet va StacParicet TV KATdAANAN TapakoiovOnor tov acbevov. Ot acbeveig
N 01 PPOVTICTEC TOVG Ba TpEMeL va KaBod1YoOVTaL MOTE VA KAVOLV TNV £VECT] LE TN
GLVTAYOYPOPOVLEVT TOGOTNTA TOL Usrenty cOLQOVA LE TIC 00TYIEC TTOV TAPEXOVTUL GTO PVAAO

00N YLDV YPNONG. AVAALTIKEG 00TYiES Y1l TN YOpN YN oM didovTal 6To PVAAO 0dNYLDV Y¥PNONG.

TMa mepattépm 00Myieg TOL APOPOVY TNV TPOETOLLAGIN KOt TIG 1O1ITEPEG TPOPVAAEELS Y10 TO YEPIGUO,
BA. mapdypopo 6.6.

4.3 Avtevosigelg

Yrepevaicnoio otn SpacTiKn 0VGio 1 G KATOL0 0o TO, £KS0Y0 TTOV OVOPEPOVTUL GTNV TAPAYPOPO
6.1.
KAwikd onpavtikn, evepyn Aoipwén (m.y. evepyn evpotioon, PA. mapdypaeo 4.4).

4.4 E101kég TPoEd0TOMGELS KUl TPOPVAGEELS KATA TN (p1ion)

IyvnAaciotnta

[Ipokeévov va Pertinbdel n vNAASIHOTNTO TOV PLOAOYIKOV QAPUOKELTIKOV TPOIOVI®OV, TO EUTOPIKN
ENOVLLIO Kol 0 aptOudg TOPTIONG TOL YOPNYOVLEVOL PAPUAKOD TPETEL VA, KOTOYPAPETAL LLE

GO VELL.

Aownéelg

To ovoTEKIVOLUAUTN UTOPEL SUVNTIKG VoL LENGEL TOV KivOuvo AOTUDEEMY KOl VO EVEPYOTOCEL EK
VvEoL AovOavovoeg AOWMEELS. e KAVIKEG LEAETEG Kol G€ [0, LEAETN TTOPUTHPNONG LETA TNV
Kukhopopia o acBeveig pe yopiaon, coPapég PakTnplokés, LUKNTIHOIKEG KOt 10YEVEIS AOUMEELG
&yovv mapatnpndel o acbeveic mov Aappdvovyv ovotektvoopaunn (BA. Tapdypago 4.8).

"Exovv avapepBei evkaiplorég AodEeLs, GOUTEPTAAUPOVOLEV®V TG EMAVEVEPYOTOINGNG TNG
QLUOTIOONG, GAL®V EVKUPLAK®OV BaKTNplok®V AOLdEE®Y (cuumeptlappavouévng g Aoipnwéng and
dtumo pukoPaktnpidio, Tng unviyyitdag and Listeria, Tng mvevpuoviog omd AeylovEALD Kot TNG
VOKOPII®GOTNG), EVKAIPLUK®OV LUKNTINGIKOV AOUDEEDV, EVKAUPLOKDY 10YEVOV AOUOEEDV
(ooumepAapPavouéving TG EYKEQOAMTIONG OV TPOKAAEITOL ATO TOV 10 TOV ATA0D £PTNTO TOTOL 2),
KOl TOPACITIKOV Aodéemv (cuuneptlapfavopévng g opBoipikng toomhdcumong) o acheveic
7ov Ehafav Bepameio e OLOTEKIVOL AT,

Amnoteitanl mpocoyn otav eEgtaletal n yprion Tov Usrenty o ac0eveic e xpovia Aotpnwén 1 pe
10T0p1K6 VIToTpOoTIAlovoag Aoipnméng (PA. mapdypaeo 4.3).

IIpwv amd v évapén g Bepaneiag pe Usrenty, ot aobeveic mpénel va eEgtalovtat yio AoipnmEn amd
ovuatioon. To Usrenty dev mpémet va yopnyeitol oe acOeveic pe evepyn oupotioon (BA. mapdypago
4.3). H Bgpancio tng AavOdavovcag pupationong rtpénet vo Eekiva Tpv amod tn yoprynon tov Usrenty.
To evdeyopevo Bepameiog katd tng upoTioong npénet emniong va e&etaletot Tpv and v Evapén
YOPNYNONG TOV OVGTEKIVOVUAUTT 6 acOeveic pe 16Topikd Aavldvovcag 1 evepyod @uuaTioong, Yo
TOVg omoiovg dev umopei va emPePaiwbel o emapkng tponyovuevn Bepomeio. Acbeveig Tov
AapBavovv Usrenty Qo mpémet va TapakorovBodvial 6Teva o onpein Kot GUUTTOUATO EVEPYOD
QLUOTIOONG KATA TN S1apKELO Kot PETA TO TEAOG TNG Bepameiog.

Oa pémet va yivel vddeln otovg acbeveic va avalntioovy TPtk cVUPOVAR €4V ELPAVIGTODV
ONUELN T} COUTTOUATO TOV VITOONAGVOLY AoipmEn. Edv évag acBevig avarntoéel puo cofapr Aoipmén,
0 acevng Oa Tpémet va mapokorovdeitar otevd kot o Usrenty dev Oa mpémet va yopnyn0el puéypt va
VIOY®PNOEL 1 AOTUEN.

Koakonfeteg
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Ta vOGOKATOGTAATIKA OTTOG TO OVGTEKIVOLUAUTT aEAVOLY SUVNTIKG TOV KivOLVo Kakon0etog.
Opopévol aoBeveig mov Adpfovoy oveTEKIVOLUAUTT 6TA TANICLH KAVIKOV HEAETOV Kol o€ pio HEAETN
TOPATHPNONG LETE TNV KLKAOPOpia o acBeveic pe woplaon avErTLENY dEPLATIKES KO LT OEPUOTUKES
kaxon0eteg (BA. mapdypapo 4.8). O kivovvog kakondeiag pmopel va gival vynAdtepog o€ acbeveig pe
yopilaon Tov £xovv AdPetl Oepameia pe GAAOLS Ploloyikohg mapdyovTeg KaTd T S1GPKELD TG
000EVELHG TOVG.

Agv &yovv de&ayDel peréteg mov va teptAapuPdvouy acOeveig e 16TopIKO KakonOgtog 1 HEAETEG TTOV Vo
ocvveyilouv T Bepaneia o€ aobeveic TOL AVOTTOGGOLY KAKONOELN KATH T AYT) TOV OVGTEKIVOULLAUT.
Yvvenmg, Oa mpénel va e€etdletonl mpooekTikd 1 xprion tov Usrenty otovg aobeveic avtoic.

O)ot o1 acbeveig, 10img 6001 eivor nAkiog peyaivtepng twv 60 eTdv, 0cBevelg e 10TPIKO 1GTOPKO
HAKPOYPOVIAG AYNG 0VOCOKATAGTAATIKNG Oepameiog 1 650t Exovv 16T0ptkd pmtobepanciag (PUVA),
0o Tpémel va TapakoiovBodvTal yio TV ELPAVIOT KapKivov Tov déppatoc (PA. mapdypapo 4.8).

2VOTNUOTIKES KOl OVOTVEVGTIKES AVTIOPACELG VtepevacOnGiog

200THUOTIKES

"Exovv avaeepbei coPapic aviidpdoeic viepevatcnciog Katd v mepiodo HETA TNV KVKAOPOpPI TOV
TPOIOVTOC, OE PEPIKEG TEPUTTAOGELS OPKETES NUEPES LeTd TN Bepameia. 'Exyovv eppaviotel avagpuiatio
Ko ayyerooidnua. Edv epeavictel avapuiatio 1§ dAAn coPapn avtidpacr vrepevaictnociog, Oo mpénet
va Eektviogtl KatdAANAn Bepameia kot va dtokomei 1 yopnynon tov Usrenty (BA. mapdypago 4.8).

AvorvevoTikég

"Exovv avapepbei meptotatind aAlepytkng KOWEMSITIONG, NOCIVOPIATKNG TVEVIOVIOG KO N
AOUMS0VG 0PYOVOVLEVIG TVEVUOVIOG KOTE T YP1|OT] TOL OVGTEKIVOLUALUTT LETA TN YopNyNon Goelog
Kukhopopiag. Ot KAviKéEG ekdnAdoelg Tepleldpupavay frixa, SOGTVola Kol SIAUECES dINONCEIC LETA
oamd pia mg tpelg 00celc. O coPfapés exPaoelg TEPIEAGUPOVOY OVOTVEVGTIKNY OVETAPKELD KO
TopOTETOUEVT VoonAgio. BeAtioon avapépOnke petd tn S10Kom TOL OVGTEKIVOVUAUTT KOl ENIGNG, OE
OPICUEVES TEPITTAOCELS, T YOPNYNON KOPTIKOGTEPOEWDV. Xg TEPIMTMOOT OV 1 TOAVOTNTA AOTUWOENG
€xel amoxdetotel ko 1 ddyvoon etvar emiPePfaiwpéve, S1AKOYTE TO OVGTEKIVOVLLAUTT KOl EEKIVIOTE
KatdAAnAn Oepomeio (BA. Tapdypao 4.8).

Kopdiayyeioxd copfapata

Kopdiayyeiokd coufauoto coumepAapufovouévay eLepiyLotog TOV HVOKAPSion Kot 0y YELKOD
EYKEPAAIKOV EMEIG0010V £yovv mapatnpn el oe acbevelg pe yopioon mov ekTédnKav 610
OVOTEKIVOVLLATT GE [iol LEAETT TOPATAPNONG LETA TNV KukAopopia. Ot TapdyovTES KIVOLVOL Yio
Kapdelayyelakn voco Oa mpémet va a&l10AoyodvTol TaKTIKG Kot T didpkela e Oepaneiog pe Usrenty.

Eupoiacpoi

ZovictdTot vo un cvyyopnyovvtatl epforta Loviov 1ov i Baknpiov (6mwg o Bakiilog tov Calmette
kot Guérin (BCQ)) pe to Usrenty. Agv &yovv die&ayDel e101kéc peréteg oe aobeveic mov giyav
Tpoopato Adafet epuPforia pe (ovteg 100g 1 Lovta faktipra. Agv vrdpyovv dedopéva yia T
devtepoyevn petddoon Aoipméng amd (dvta epPoria o acHeVEIC TOV AGUPOVIY OVGTEKIVOLLLALTT).
IIpwv and tov epforacpod pe {dvteg 100¢ 1§ Lovta Paktipia, n Oeponeia pe to Usrenty mpénet va
dwokomel yio TovAdyiotov 15 efdouddeg petd v teElevtaio d6om Kot puropei va Eovapyioet
TovAdyoTov 2 gBdopnddeg petd tov epforacud. Ot cuviayoypaeovtes WTpol Tpémet va,
ovpPovievovtor v [epiinym tov Xapakmpiotikodv tov IIpoidvtoc tov cuykekpipévov gppoiriov
Yo TPOGOETN TANPOPOPT O KOl 00T YIEG GYETIKA UE TNV TOPAAANAN XPTOT OVOGOKATASTAATIKAV
ToPayOVIOV PETA TOV EUPOALOGHO.

H yopriynon {oviov epuforiov (6nwg to epfoiio BCG) oe Ppéen mov extédnkav in utero oto
OVGTEKIVOLULAUTT EV GUVIGTATOL Y10 SMOEKN UAVES LETE TN YEVVTION 1 HEXPIS OTOV TOL ETTEDA TOV
OVOTEKIVOLLLAUTT GTOV 0pO TOL PBpEpovg va etvar un aviyvedoiua (PA. mapaypdeovg 4.5 kot 4.6).

Edv vrapyet copég kKAvikd 6pehog Yo To HEPOVOUEVO BpEPoc, 1 yopnynon evog Lmvtog epfoiiov
umopel va e€etdletal vopitepa, GV T EMIMEGO TOV OVGTEKIVOVLAUTT GTOV 0pO TOL Bpépovug etvar un

aVLVELGILLOL.
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O1 aoBeveig mov AapBavovv Usrenty pmopodv va Adfovv tavtdypova adpavomompéva 1 un Lova
gupora.

H poaxpoypovia Bepameia pe 0VGTEKIVOLUAUTN OEV KATUCTELAEL TN YVUIKT 0VOGOAOYIKN OTAVTNOY| GTO
TOAVGOKYOPLOKO EUPOAO Y10 TOV TVEVHOVIOKOKKO 1) TO EUPOAL0 Yo Tov TéTavo (PA. Tapdypogo 5.1).

HapdAinin avocokotaotoltikn Oepamneio

X HEAETEG Y10 TNV YOPIOoT), N ACQAAELN KOL 1] OITOTEAEGLOTIKOTITA, TOV OVGTEKIVOLULAUTY| GE
GLVOLOCUO UE OVOGOKOTUGTAATIKA, CUUTEPIAAUPUVOUEVOY TV BLOAOYIKOV, 1| He pmTobepamneia, dgv
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n wapdAinin yprion MTX dev pdvnke
va ennpedlel TNV aGQAAELN 1) TV OTOTEAEGUATIKOTITA TOV OVGTEKIVOULLAUTT).

e peréteg yio ™ voco tov Crohn Kot TV EAK®OT KOAITIdN, 1 TOVTOYXPOVN XPNOT
OVOGOKOTAGTOATIKOV 1] KOPTIKOGTEPOEIDV OEV PAVNKE VO, EXNPEALEL TNV ACPAUAELN 1} TNV
OTOTEAECUATIKOTITO TOV OVGTEKIVOVUAUTN. ATtouteiton Tpocoyn 0tav eEetdletan n TapdAANAN ¥p1on
GAA®V 0vOCOKATACTAATIK®OVY Kot Tov Usrenty 1 kotd ) petdPfoaon and dAia froloyikd
0VOGOKOTAGTAATIKA (BA. Tapdypago 4.5).

Avocobfepaneio
To Ovotekvovpdunn dev £xet aloloynbdei oe acbeveig mov Exovv voPAindei oe avocobepameia yio

aAkepyia. Agv gival YvooTO €4V TO OVGTEKIVOVUANTT UTOPEL VoL EXNPEATEL TNV ovocoBepameio Yo
oAAepyia.

YoBopéc depuatonddeiec

e aobBeveig pe yopiaon, &gl avapepbel amo@oAd®mTIKN depuatitidn LETA amd Bepamneia, e
ovotekvoopaum (BA. mapdypago 4.8). O acOeveic pe ympioon katd TAAKAG EVOEYETAL VO,
avamtOEOVY epLOPOdEPLUKT YOPINOT], LE CUUTTOUATE TTOV EVOEYETAL VO UMV SlakpivovTol KAVIKE omd
TNV OTOQOAMOMTIKN dEPUOTITION, GTA TAAIGLN TNG PLGIKNG ToPEiag Tov voonpatdg tovg. Katd tnv
mapakoAovOn o g ywpiaong Tov acevog, ot wTpol Ba TPEMEL Vo, ETOYPVTVOVV Y10l GUUTTMLOTOL
gpLOPOdEPUIKNG Ympiaong 1 aTo@oMd®mTIKNG deppotitidas. Eqv avtd To COUTTOUOTO ELPAVIGTODY,
B0 mpémet va akolovdn el katdAinin Oeponeio. To Usrenty Oa mpénet va dtaxdnteTon EGv VILAPYEL
VIOVOLOL AVTIOPOOTC GTO PAPLLOKO.

Kartaotdoeig mov oyetilovton pe tov Ako

"Exovv avaeepBel mepimtdocic kataotdoemy mov oyetioviot e Tov A0Ko o€ acsbeveic mov Elafav
Oepameio e OVGTEKIVOVUAUTY, CUUTEPIAAUPOVOUEVOD TOV SEPUATIKOD EPVONUATM®OIOVS ADKOV Kal TOV
oLVOPOOL TPpocouolalov pe Avko. Edv eppavietouv PAaPec, 101KA o€ TEPLOYEG TOV OEPHATOG TOL
extifevtal 6Tov fA10 1 €4V cuvodevovtal and apBparyia, o acBevig Ba Tpémetl va avalntioet apécwc
Tpikn Pondeta. Edv emPePaimbel n d1dyvoon piog Katdotaong mov oyetiletol pe Tov AVKo, To
OVGTEKIVOLLLAUTN B0 TPETEL Vo StakOTTETAL Kol VoL EEKVE KaTdAAnAn Oepameia.

Edikoi minBuopoi

Hlixiowouévor

Agv mapotnpfOniay GUVOAIKEG SIOPOPEG OTNV AMOTEAEGLOTIKOTNTO 1] TNV A0PAAELD GE acbeveig
NAkiag 65 eTOV Kol Ave Tov EAAPAV OVGTEKIVOVUAUTY], GE GUYKPLON UE VEOTEPOVG aobeveic o€
KMVIKEG LEAETEG OTIC EYKEKPLUEVES £VOEIEEIC, ®GTOCO 0 aPBUOC TV acBevdY NAKiag 65 eTdv Kat
v dev NTav EMOPKNG dote va kabopiotel edv ot acbeveic avtoi avtamokpivovtol SopopeTIKE omd
TOVG VEOTEPOLG 0oBevelg. AOY® TNG LYNAOTEPTG ENMMTOOTG AOUMEEDV YEVIKA GTOV NAIKIOUEVO
TANOvoLO, 1 Bepaneio TPEMEL VO YIVETAL LLE TPOGOYT GTOVE NAKIOUEVOUG.

TeprektikdnTo o€ morAvcopPucd 80 (E 433)

Mo 45 mg PFS kot guokido

To Usrenty mepiéyet 0,02 mg molvcopPikd 80 (E 433) oe kabe 45 mg/0,5 mL PFS/poAido, to omoio
wodvvapet pe 0,02 mg/0,5 mL (0,0003 mg/kg/muépa). Ta molvcopPikd propet va TpoKaiEGOLY
OAAEPYIKEG AVTIOPAGELS, EMOUEVAOC O 0oOEVIG/PPOVTIOTNC TTPETEL VL AAPEL 00T YIEC VO, EVIUEPDGEL TOV
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10Tpd TOL €4V 0 1010¢ 1} TO TALdT TOV EYOVV YVWOOTEG AAAEPYIEG.

I'ia 90 mg PFS

To Usrenty mepiéyet 0,04 mg morvcopPikd 80 (E 433) og kaOe 90 mg/ml PFS, 1o omoio 1codvuvapel pe
0,04 mg/ml (0,0004 mg/kg/mpépa). Ta moAvcopPucd pmopel va TpokaréGouy AAAEPYIKEG AVTIOPACELS,
EMOUEVAS O A0OEVIC/PPOVTIOTNG TPEMEL VoL AGPEL 00MYiEG VL EVILEPMDTEL TOV Y1UTPO TOV €AV 0 1010¢ M
TO TOdL TOV £YOVV YVOOTEC OAAEPYiEC.

4.5 AlMniemopdaceig pe GALo QUPUIKEVTIKA TPOTOVTOH KoL AALES POPQES dAMNAETIOPOOTS
Z@®vto euPoria dev TPETEL va YOp1YOHVTOL TOPAAANAN LLE TO OVGTEKIVOLLALLTT).

H yopiynon {ovtwv epuforiov (6nmg to epporto BCG) oe Bpéopn mov extédnkay in utero cto
OVGTEKIVOLLLAUTN OEV GUVICTATOL Y10 SMOEKA UNVEG UETE TN YEVYNON 1 £®G OTOV TO ETITEDD TOL
OVGTEKIVOLUAUTN GTOV 0pd TOL PBpépovug va givar pun aviyvevoipo (BA. Ttapaypdeovg 4.4 kot 4.6). Edv
VILAPYEL CAPEG KAVIKO OQELOG Yo TO LEUOVOUEVO BpEpog, N yoprynon evoc (dvtog epfolriov pmopel
va eEgtaletal vopitepa, AV T ETITESD TOL OVGTEKIVOLLLAUTT GTOV 0pd TOV Bpépovg glval pn
OVIYVELGIULAL.

. 2T1¢ aVOADGELS QAPLOKOKIVITIKNG TANOLGLOD TV HEAETOV QAaonG 3, dlepevuviOnike 1 emidpaot Twv
7O GLYVA YPNCUOTOLOVUEVAOV TOVTOYPOVE PAPUUKEVTIKMY TPOIOVTOV Ge acheveic e ympiaon
(ovumepriapfavopévav TG TOPOKETAULOANG, TG LPOVTPOPAIVIG, TOV AKETVAOGUAMKVAIKOD 0&£0C, TNG
peteopuivng, g atopPactativng, g AefoBupo&ivic) o1 PUPLOKOKIVITIKY TOV OVGTEKIVOVUAUT.
Agv vmnp&av evoei&elg aOAANAETIOpaONG e OVTA TO TAVTOYPOVO YOPTYOOUEVO QOPLOKEVTIKA
npoidvta. H Baon yuo v avéioon avt frav 6Tt tovddyiotov 100 acbeveig (> 5% tov peretodpevov
mAnBvcpov) ElaPav Bepomeia e TOVTOYPOVY YOPIYNOT QVTAOV TOV PAPLUKEVTIKOV TPOIOVTOV Y10
TovAdytotov To 90% g mEPLOdOL PEAETNG. H QopLakoKvnTIKN TOV OVGTEKIVOVUATT eV
EMNPEACTNKE A0 TNV TAVTOYPOVT ¥p1ion MTX, un 6TEPOEIdDY AVTIPAEYUOVOIDY QUPUAKOV, 6-
pepKomToTovpivng, alabetompivng kot omd oTOUATOG KOPTIKOGTEPOEWOMV G 0GOEVELG [LE YOPLUGTKN
apBpitida, voco tov Crohn 1 eAk®dOT KOAiTION, 1 OO TV TPONYOOLEVT EKBEGT GE TOPAYOVTEG AVTL-
TNFa, og acbeveig pe yoplacikn apbpitida 1 voso tov Crohn 1 amd Ty Tponyoduevn éxbeomn og
Broroyucovg mapdyovies (dnA., mapdyovteg avili-TNFa ko Bedollovpdunn) oe acbeveig pe eAKmon
KOALTLOA.

Ta amoteAéopato piag LeEAETNG in vitro kot piag HeEAETNG Qaomg 1 68 GUUUETEYOVTES LE EVEPYN VOGO
tov Crohn dev vodekvhovv TNV avAyKN Yo TPOGAPOYESG TG 000N G o€ acBeveig mov Aapfdvouvy
Tavtoypova vroostpoduate Tov CYP450 (BA. mapdypago 5.2).

g HEAETEG YO TNV YmPLaoT), 1) 0CPAAELD KO 1) OTOTEAEGLATIKOTITO TOV OVGTEKIVOLUAUT O
GLVOLOCUO LE OVOGOKOTAGTAATIKA, CUUTEPIAAUPOVOUEVOV TV BLOAOYIKOV, 1| L pmTobepamneia, dev
&yovv a&loroynOel. Xe peréteg yio v yoplootkn apbpitida, n tavtdypovn ypnon MTX dev pdvnie
va ennpedlel TNV AGQAAELD 1) TV OTOTEAEGUATIKOTNTO TOV OVGTEKIVOVUAUTTY|. X& LEAETEG Y10, T1) VOGO
tov Crohn Kot TNV gAK®ON KOAMTIOM, 1) TOLTOYPOVY XPNOT| OVOGOKATACTAATIKAV 1] KOPTIKOGTEPOELODV
dev pavnke va ennpedlel TNV 0oQAEAELD 1] TV OTOTEAECUATIKOTITA TOV ovoTeKivovudunn (PA.
mopaypapo 4.4).

4.6 T'ovipétnTo, KNG KO Yorovyio
T'vuvaikec og ovamapay®ytkn nikio,

O1 yuovaikeg o€ ovOmapoy®YIKn NAKio O TPETEL VoL YPNGLOTOI0VV ATOTEAEGLLOTIKT] OVTIGOAANYN
Katd Tt ddpkela TG Oepomeiog Kot Yo TovAdyiotov 15 fdouddeg petd m Oepomeia.

Kdnon

Agdopéva Tov GVAAEYONKOY TPOOTITIKA GO GYETIKA TEPLOPIGUEVO aPOO KUNGEDVY HETA amd £kbeom
GTO OVGTEKIVOLUGAUTT LLE YVOOTH ATOTEAEGLOTO, CUUTEPIAAUPOVOUEVOV TTEPIGGOTEPOV amtd 450
KUNGEMV OV EKTEONKOV KOTA T S1APKELN TOV TPMTOV TPUNVOL, OEV KATAIEIKVDOLV 0LENUEVO
kivouvo peilovav cuyyevdv SUGTAUGLOV GTO VEOYVO.
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Meléteg og Lma dev kKatédel&ov ApeoT 1 EUUEST] TOEIKOTNTA GTNV KV, GTIV TPOIUN
guPpoakn/oyun euppovaxn avantoén, oTov TokeTO 1| 6T HeTAYEVVNTIKN avamrtuén (PA. mapdypo@o
5.3).

Qc1600, 1 d100Eciun KAVIKY epmelpio lval TEPLOPIGUEVN. ¢ TPOANTTIKO LETPO, EIVOL TPOTIUNTED VO
OTOPEVYETOL 1] XPTOT TOL OLGTEKIVOVUAUTT KOTE TNV KONO).

To ovoTeKIVOLUAUTN SLOTEPVE TOV TAUKOVVTO Kot £XEL aviyveVDEL GTOV 0pO PPePdV TaL OToOiN
yevviOnkayv amod yvvaikeg mov Ehafav Oepaneio e ovotexkvovpdumn kotd tn ddpkela g komong. H
KAMVIKN ETIMTOGCT VNG TNG TOPOTNPNONG OEV EIVOL YVOOTY, ®GTOGO 0 Kivouvog Aoipuméng yio Bpéen
T ool EKTEOMKAY in utero 6T0 OLOTEKIVOVUAUTT EVOEXETAL VO EIVOl ALENIEVOG PETE TN YEVVNOT).

H yopriiynon {ovtav epporiov (0nmg to eufoio BCG) ce Ppépn mov extébnkay in utero 6to
OVGTEKIVOVLLLAUTY OEV GUVIGTATOL Y10 SMOEKN UVES PETA TN YEVVIION 1) LEXPIS OTOL TO. EMMEDD TOV
OVGTEKIVOLLLAUTT GTOV 0pO TOV PBpépovg va eivor un aviyvevoiua (BA. mapaypdeovg 4.4 kot 4.5). Edv
VILaPYEL GOPEG KAVIKO OPELOC Y10, TO PLEHOVAOUEVO BpEPOg, 1| xopnynom evog Lovtoc epfoiiov pmopet
va e€etdleTol vopitepa, €0V T EMIMESN TOV OVGTEKIVOVUAUTN GTOV 0pd TOL PPEPoug givar un
OVLYVEVLGILLOL.

Oniacuog
[Tepropropéva dedopéva amd tn dnpoctevpévn PipAloypapic VITOSEUVOOVY OTL TO OVGTEKIVOV LA

EKKPIVETOL 0TO aAvVOPAOTIVO PUNTPIKO YA GE TOAD WKPEC TOGOTNTEC. AV £lval YvmoTO av TO
OVGTEKIVOVLLAUTY OTOPPOPATAL GUGTNUATIKG UETE TNV KATATOOT). AOY® TOV EVOEYOUEVOD
AVETOVUNTOV OVTIOPAGEWDY OO TO OVGTEKIVOVHAUTT o€ Bpéen mov OnAalovv, TPEMEL Vo AMOPACIOTEL
av Ba drokomel 0 OnAacudg katd T didpkelo TG Bepomeiag kot Eo¢ 15 efdopdadeg petd tn Oepaneio M
av Bo drakomel 1 Bepameia e TO OVGTEKIVOLLAUTT), AAUPAVOVTAG VTOYT] TO OPELOG TOV OO0V Ao TO
OnAoouod Kot To 6QEAOG TG Yuvaikog omd T Oepameia [Le OVGTEKIVOL LA,

Tovipdma
H enidpaon tov ovatektvovpdunn oty avlpamvn yovipotnta dev Exel a&loAoynel (PA. mapdypopo
5.3).

4.7 Emopacels 6Ty IKOVOTITO 0017161 KL YELPLGHOD UNYOAVIIRLATEOV

To Usrenty dev €xet Kapio 1} £XEL AONLLOVTY EXIOPACT] GTNV IKOVOTNTO 0O YOG KOL XELPLGLOV
UnyovnuaToy.

4.8 AvemOOunrteg evépysereg

20VoYT) TOL TPOQIA AGQAAELNS

O1 o ovyvég avemBOunTeg evépyeieg (> 5%) oTig eEAeYYOUEVES TEPLOSOVG TV KAVIKMV LEAETMV TNG
yopilaong, g Yoplactkng apbpitidag, g vésov tov Crohn kot Tng EAKMO0VE KOATIONG G€ EVIIALKES
LE TO OVGTEKIVOLUAUTN HTAY PvoPapLYYiTIda Kot KeaAiaAyia. Ot meptocdTEPES amd OVTEG
OepnOnray Nmieg kot dev eméParav T drokomn g Bepaneiog tng perétng. H mo coPapn
avemBountn evépyeta Tov £xel avapephel yio To ovoteKvoupaun ivatl GoPapés avTdpaoelg
vrepevasnoiog copmeptiapPoavopévng g avoaevia&iog (BA. tapdypaeo 4.4). To cuvoAikd mpopir
ao@iAelng NTav TOPOUOL0 Yio 0oOEVELg Le WyaopiaoT, yoplaciky apbpitida, voco tov Crohn kot
EAKMDON KOAITION.

Kotdhoyog avemBountav evepyeldv oe mivako

Ta 6edopévo acPAAEL0g TOV TEPLYPAPOVTOL TAPUKAT® avTikaTonTpilovy v £kBeon evnAikwv 6To
ovotekvovpaunn os 14 pekéteg paonc 2 kot eaong 3 o€ 6.710 acbeveig (4.135 pe yopioon kounm
yoplacikn apbpitda, 1.749 pe voco tov Crohn kot 826 acbeveig pe eAkmon koAitida). Avtd
TEPLOUPAVOLY EKOECT] GTO OVGTEKIVOVUAUTT OTIG EAEYYOMEVEG KOl U1 EAEYYOUEVEG TEPLODOVE TOV
KAMVIKOV pedetdv o acbeveic pe yopiaon, yoplacikn apbpitida, voco tov Crohn 1 elkddn KoAiTida
Y TovAdyotov 6 punveg (4.577 acbeveic) N yia tovAdyiotov 1 €tog (3.648 acheveic). 2.194 acbeveic
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ue yopiaon, véso tov Crohn 1

EAKMOOM KOAITION eKTEOMKAV Y100 TOVAG IGTOV 4 €11 evd 1.148 acOeveig

pe yopiaon 1 voco tov Crohn ektédnioav yio tovAdytotov 5 €.

O IMivakag 3 Tapéyet Evov KOTAAOYO TV aVETIOOUNT®V EVEPYELDY OO KAIVIKEG LEAETEG Y10 TNV
yopioon, TNV yoploowkn opbpitda, T voco tov Crohn kot tnv eAkddN KOAITION GE EVAAIKES, KaBMg
EMIONG KO OVETIOOUNTEG EVEPYELEG TTOL OVOPEPONKAY OO TNV EUTEPIN LETA TNV KuKAOPopia. Ot
avemBvunteg evépyeteg tastvopovvtot katd v Koatnyopia Opydvov Zvotrpatog Kot t suyvotnto
EUPAVIONGS, YPNOYOTOIDOVTOS TNV akOAovOn cuvOnkn: [Todv cuyvég (= 1/10), Zuyvég (= 1/100 éng <
1/10), Oy ovyvég (= 1/1.000 g < 1/100), Zrdvieg (> 1/10.000 émg < 1/1.000), [ToAd ondvieg (<

1/10.000), un yvootg cuyvot

tag (0ev pmopov va ekTiunBovv pe Bdon ta dtubécipa dedopéva).

Evtog ka0 kotmyopiog ocuyvotnTog EUPAVIONS, Ol avemBounTeg evépyeleg Topatifevtal katd

oBivovca celpd coPapdtnTag.

Hivaxag 3 Katdloyos twv avemBountwy evepyermy
Katnyopia/Opyoaviko ZoyvoTnTa epeaviens: Avem@ountn evépyela
Xvotnuo MedRA

AOUDEEIC KO TOPACITOCELG

Poyvés: Aolpmén avadTepng aVATVEVCTIKNG 0000, PLVOPapLYYITIOQ,
TOPOPPIVOKOATITION

Oy ovyvég: Kuttapitida, Lopndéels tov 0dovimv, Epnng (ooTthpag,
AOILL®EN TOL KATMOTEPOL OVOTVEVGTIKOD GUGTNLOTOC, 10YEVIG AOTU®EN
TOV AVATEPOV AVOTVEVGTIKOD GUGTAIATOC, AOOIOKOATIKY LUK TIOGT

Alotapoyég 0voGomomTIKOL
GUGTNLOTOG

Oy cuyvéc: Avtidpdoeig viepevarctnoiog (cvumeptiapupavouévoy
eEavOnpoTog, Kvidmong)

Emaviec: ZoPapég avTidpacelc vTepevUIoONGiog
(cvumepiapfovouévav avapuiaciog, oyyEl0010NUaToC)

Poylatpikég droTaporyég

Oy ouyvéc: Katdbiwn

Atotapoy€G Tov VELPLKOD
GUGTILOTOG

Zoyvég: ZAaAn, kepoiodyio
Oy cvyvéc: [apdivon tpocdnov

IAVOTTVEVOTIKEC, Bopakikég
dlTopayés Kot - dtoTopayéqg
Lecobmpaxiov

Poyvéc: Ztopatoopuyykd aryog Oyt cuyvéc: Pivikn copgopnon
>ravieg: AAMepYKN KOYWeMSITION, NOCIVIPIMKY TTvevpovia [ToAy
onavieg: Opyovoduevn Tvevpovia*

CaoTpeviepkéc SlaTapayEg

Poyvéc: Aldppota, votia, ELETOC

Al0Topoy£G TOV OEPULATOG KO
TOL VITOSOPLOV 1GTOV

Zoyves: Kvnopdg

Oyt cvyvéc: DAVKTOUVAOING YopiooT, OTOoPOAId®MGT dEPLITOG, OKLN
Eravieg: AToQoMd®TIKY depuatiTidn, ayyeltido amd vrepevaictncio
[ToAv ondvieg: [Toppoivymoec TEPPTYOEIDES, HEPLLOTIKOG
£pLONUOTOING ADKOG

Alotapoyég Tov
LLVOGKEAETIKOV GLUGTNLOTOG
KOl TOV GUVOETIKOV 16T0D

Zuyvég: Ocpuadyia, pooiyia, apOpaiyio
[ToAv omavieg: ZOvOpopo Tpocopoldlov pe Avko

Cevikég dratapoyés Kot
KaTOoTACELG OTn Béom
Xopiymong

Poyvég: Konwon, epbnuo otn 0éom éveong, dAyog ot 0éom éveong
Oy ouyvéc: Avidpdoelg otn Béon éveong (cuoumeptlapfoavopévoy g
OLLOPPAYIOG, OLLATMHIOTOS, GKAPLVOTG, OLOYKMGNG KOl KVIGLLOD),

eEacbévnon

*

BA. mapdypago 4.4, ZooTNHOTIKEG KO AVOTVEVCTIKESG OVTIOPACELS VITEPELUIGHNGIOG.

IIeprypaen emieyuévav overtlfbuntmy VEPYELMV

Aowméeig

2TIG EAEYYOUEVEG LE EIKOVIKO PAPLOKO HEAETEG o€ aobeveic Le yoplaomn, yoplacikn apbpitida, voco
tov Crohn kot eAK®ON KOALTIOA, TO TOGOGTH AOIUMEEDV | GOPAPDOY AOUDEEDY NTOV TOPOUOLN
petaéd tov actevdv Tov AGUPavay 0VGTEKIVOLUAUT Kot EKEIVOV OV AGUPovay EIKOVIKO QAPUOKO.

2NV EAEYYOLEVT LLE EIKOVIKO PAPUOKO TEPTOO0 AVTAOV TOV KAMVIKGV UEAETAOV, TO TOGOGTO AOUMEEDV
nrav 1,36 avé avBpomoétoc mapakorohnong yia tovg acbeveic mov AAuPavay OVGTEKIVOVUAUTN Kol

28



1,34 y1o. tovg acBeveic mov Adpupavay giKoviko eappako. Zofapéc AoDEELS ELEOVIGTNKAY GE
10600710 0,03 avd avBpomoétoc mapakorlovnong yio Tovg acheveic Tov AAUPavay OVGTEKIVOLAUTN
(30 coPapég Loudéelg og 930 avBpmmoén mapakoiovdnonc) kot 0,03 yia Tovg acbeveic mov
Adpupavav gucoviko edpuaxo (15 copapég Lopmnéelg og 434 avBpmmoétn mapakorovnong) (PA.
Tapdypoeo 4.4).

2T1G EAEYYOUEVEG KO L] EAEYYOLEVESG TEPLOOOVG TV KAVIKMOV PEAETAOV Yia TNV Ympiaon, TNV
Yoplaoikn apbpitida, T voco tov Crohn kot v EAKOON KOAITION, TOVL AvVTITPOSmOIELOLY 15 227
avOpomoétn €kbeong oto ustekinumab cg 6.710 acBeveic, 1| didpeon didpkelo TapaKoAOVONGNC NTOV
1,2 étog, 1,7 €1 yuo T1g LeAETEG Y100 TNV YOPLaotky voco, 0,6 £ yia Tic HeAETES Yia TN VOGO TOL
Crohn a1 2,3 £tog Yo Ti¢ peAETeG Yo TNV €Ak®dN kKolitda. To mocootd Aowwméemv nrav 0,85 avd
avBpomoétog mapakorovOnong yio Tovg acheveic mov AGUPAVOV OVGTEKIVOLUAUTN KOl TO TOGOGTO
coPapmv Aoméemv frav 0,02 avd avBpwmoétog tapakolovdnong yio Tovg acbeveig mov Adupovoy
ovoteKvoupaum (289 cofapéc Aopméelg og 15 227 avBpmmoétn mapakorovdnong) kot ot coPapég
AOUMEELG TTOV avaPEPONKaY TEPLEAGUPOVAY TVELHOVID, OTOGTILLO TOV TPOKTOV, KLTTAPITIOO,
EKKOATOUOTITION, YOOTPEVTEPITION Kol 10YEVEIG AoUDEEIC. Xe KAMVIKEG pedéteg, achevelg pe
AavBdvovsa puuatimor mov TapdAinia AdpuPoavay aywyn pe woovialion oev avérTuEay euuatioon.

KoaxonBeieg
2NV EAEYYOUEVT LLE EIKOVIKO PAPUOKO TEPI0O0 TV KAWVIK®DV LEAET®V 6€ acbeveig ue yopiaon,

yoplacikn apbpitda, voco tov Crohn kot elk®@dn KoAitida, 1 enintwon kaxonfeidv, eEapovevon
TOV UM HEAOVOKVTTAPIKOV KapKivov Tov 6éppatog, oy 0,11 avd 100 avBpwomoétn tapakorovdnong
yia Tovg aobeveic mov Aappavay ovotekivooudunn (1 acBevig oe 929 avBpwmoétn mapakoroHonong)
o€ ovykpion pe 0,23 yia Tovg acbeveig mov AdpPavay ikoviko eapuaxo (1 acBevig o 434
avBpomroétn mapakorovnong). H enintoon tov un pelavokutropikon kopkivov Tov SEpUATOG NTOV
0,43 ava 100 avBpomoén TapakoAovnong yia Tovg aodeveic mov Adupavay ovotekivovudunn (4
acBeveic og 929 avBpwmoétn Tapakorlovdnong) oe cvykpion pe 0,46 yo Tovg acsbeveic mov AdpPavay
€IKOVIKO dpuaxo (2 acbeveig oe 433 avOpomoétn mopakorovinong).

2T1G EAEYYOUEVEG KO L] EAEYYOLEVES TEPLOOOVG TMV KAVIKMOV HEAETAOV Y1a TV YmPIiaon, TNV
yoplaoikn opbpitida, T voco tov Crohn kot v EAK®OON KoAiTIdA, TOV avTimpocmreovy 15 205
avBpomoétn éxbeong oto ustekinumab o€ 6.710 acbeveic, 1 dudpeon didpkeilo TopakolovOnoNg NTOV
1,2 étog, 1,7 étn yia Tig LEAETEC Y100 TNV Y®PLOGIKT VOG0, 0,6 £T1 Y100 TIG LEAETEG Y10, TN VOGO TOV
Crohn ka1 2,3 £t0¢ 1o T1¢ LEAETEG Y1 TNV EAKOON KOAITION. AvapépOnkay Kakondeieg, alpovuévon
TOV UM UEAOVOKVTTAPIKOD KOPKIVOL TOL d€pHaTog, e 76 acbeveig og 15 205 avBpomoét
mapakorovOnong (emintwon 0,50 avd 100 avBpwmoétn Tapakolovdnong yia tovg acbeveic mov
élapav ovotekivovpdunn). H enintoon kaxonBeidv mwov avagpépnke otoug acheveic mov Eaafav
OVGTEKIVOLLLAUTN TV GUYKPIGIUN LE TNV ETATMOGN TOV OVOUEVETOL GTO YEVIKO TANBLoUO
(mpotumwpévo mnAiko enintwong 0,94 [Sidotnua epmictosvuvng 95%: 0,73, 1,18], mpocappocuévo yia
™V NAia, To EOA0 Kot T UAR). O 70 GUYVE TOPATPOVIEVES KOKONOEIES, EEQLPOVEVOD TOV LN
UEAOVOKVTTAPIKOD KOPKIVOL TOV OEPLATOC, NTOV KOPKIVOG TOV TPOGTATY, LEAGVOUL 0pOOKOAIKOG
Kapkivog, Kot kapkivog Tov pootov. H enintmon tov pn pHeAavokuTTopikoy Kopkivov Tov dEPUATOC
nrav 0,46 avd 100 avBpwmoétn Tapakolovdnong yio Tovg acbeveig mov Ehafov ovotektvoopaunn (69
aocBeveic og 15 165 avBpomoén napakorovdnonc). H avaioyio twv acBevov pe Bacikokuttopikod
&vavtt akaviokvTTopikoD Kapkivov Tov dépuatog (3:1) etvar cuykpiciun pe TV avouevopevn
avaloylo 6to yevikd mAnBuopd (PA. mopdypago 4.4).

Avtidpdcels vepevonchnociog kot avIpAcEels 6TV £yyLon

Kotd ) d1dpketa tov eAeyyOUEVOV TEPLOIMV TMV KAVIK®OV HEAETMV Y10 TNV WOPLUGT KoL TV
YOPLIGIKN apBpiTida ToOV OVGTEKIVOLUAUTTY), TapoTPONKay e£AvOn L Kot Kvidmon, To Kabéva og
1060610 < 1% TV acbevav (BA. Ttapdypago 4.4).

Hodrarpikodg minbuopde

Hodrarpixoi aobeveic nlikiog 6 etV kol Gvw Ue WwPIaoH KOTA TAGKOS

H aopddeia tov ovotekivovpdunn xet peretnel og 600 pdong 3 pekéteg o€ mOdATPIKOVS 0oDEVEIQ
pe pétpla £og cofapn yopioon katd midikos. H tpotn pedétn dieénydn oe 110 acbeveic 12-17 etmv
mov éhaPav Bepaneia yio drdotnua £0g 60 efoopdades kal n devtepn peAétn deENydn oe 44 acBeveic 6
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¢wg 11 etdv mov élafav Bepameio yio dStdotnua £m¢ 56 eSoUAdES. Xe YEVIKEG YPOUUES, OL
avemBoUNTEG EVEPYELES IOV aVOPEPON KOV GE AVTEG TIG dVO PEAETEG [LE OESOUEVA Y10 TV OCPAAELD MG
1 étovg oV mapOUOLES e EKEIVEC OV TTaPATNPNONKAY GE TPONYOVUEVEG LEAETEG GE EVIAIKEG LLE
yopioon Katd TAdKkag.

Avopopd mbavoroyoduevev avemBOuNTmV EVEPYELDV

H avagpopd mbavoroyodpevmv averiBountoy EVEPYEIDY LETH amd TN XOPTYNOT AOEWNG KUKAOPOPING
TOV QUPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénet n ovveyn mapakorlobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITUL At TOVG EMAYYEALOTIES VYELNG VOl
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTNLATOG
ovopopds mov avaypdeeton oto [Hapdptnpa V.

4.9 Yngpoocoroyio

e KMvikég peréteg yopnynonkav evooprefing epanal dooeig uéypt 6 mg/kg yopig va mepropiotei 1
d60m AOY® TOEIKOTNTOC. XE TEPIMTWON VIEPOOGOAOYING, CLVIGTATOL 1) TAPAKOAOVON O™ TOV aGHEVODC
Yo TUYOV orueio 1] CLUTTOUATO AVETIBOUNTOV EVEPYEIDY KAODS Ko 1) Apeon Evapén KaTdAANANG
CUUTTOUOTIKNG Oepameiog.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX

5.1 @oppoKodVVEUIKES 1OIOTNTES

Dapuaxobepomevticn KoTnyopio: AVOGOKATUCTAUATIKA, OVAGTOAELS vTEpAeLKivIC, KwdKOg ATC:
LO4ACO0S.

To Usrenty givot f10-oUOEOEG POPUOKEVTIKO TPOiOV. AETTOUEPT) TANPOPOPLOKE GTOLYElN Elvat
dwbéoua 6Ny 1otoceAida Tov Evponaikod Opyaviopov Pappdkev https:/ www.ema.europa.eu.

Mnyovicudg dpdong

To ovoteKvovpaunn eivat Eva TANpmg avBpdmivo povokiwviko IgG1lk avticopa mov cuvdéetar e
€01KOTNTA LE TNV KON TPOTEIVIKN VITOUoVAda p40 TV avOpOTIVOV KUTTOPOKIVAOVY IVTEPAEVKIV
(IL)-12 ko IL-23. To ovotektvouudumn avactéliel T Plodpactikotnta Tov avipodmivoy 1L-12 kot
IL-23 gpmodiovrag v p40 va cuvdebel pe tov tpmteivikd vmodoyéa IL-12RB1 mov exppdletol otnv
EMPAVELD TOV avocoKVTTAP®Y. To ovotekvovpdunn dev pmopel va cuvdebel pe tnv IL-12 7 v IL-23
7OV €lval 0N CLVOEDEUEVES LE EMPAVELNKOVG KLTTOPKOVG VITodoyeilc IL-12RB1. Zuvenmg, to
OVGTEKIVOLLAUTN dEV givatl TOOVO VO CUVEIGPEPEL OTI LECOAAPOVUEV GO OVTICMDUOTO 1) OO TO
GUUTAN PO KUTTAPOTOEIKOTNTA TV KVTTAP®V L ToLG vrtodoyeic IL-12 kavn IL-23. O IL-12 ko
IL-23 givon eTepodipepeis KVTTAPOKIVEG TOV EKKPIVOVTOL OO T EVEPYOTOUNUEVA
AVTIYOVOTOPOVGLUGTIKG KOTTOPW, OTMG TO LOKPOPAYQ Kot To dEVIPLTIKA KuTTapa. Kot ot dvo
KuTTOPOKives Aappdvouv pépog otig avocoroyikég Aettovpyiec. H IL-12 Seyeipel ta kdtTopa
@Lvokovg poveic (NK) kot mpowbel tn dtapoponoinon twv CD4+ T kuttdpmv Tpog To GavOTLTO TOV
Bondntikadv xvuttapwv T 1 (Thl), n IL- 23 endyet tnv 066 tv Bondntikdv kuttdpov T 17 (Thl7).
Qo61660, N U uoloroyikn pduton tov IL-12 kot IL-23 €yel cuoyetiotel pe avoco-
dwapecoraPovpeves achévetes, Onmg N yopiaon, N yopacikr| apbpitda kot 1 vocog tov Crohn.

Me 1t ovvdeon oty kown vroopudado p40 g IL-12 kot g IL-23, 10 ovotekvovudunn propet va
OOKNOEL TIG KMVIKES TOV EMOPACELS OTNV YOPLaoT, 6TV yoplaoikn apbpitida, tn voso tov Crohn
UEC® TNG O1UKOTNG TV 00MV T®V oYeTIopEVOV Ue TIC KutTapokivec twv Thl kot Th17 kuttdpov, ot
omoieg dtadpapatilovv Kevipikd poro oty Tafoloyia aVTOV T®V VOSUATOV. ZToVG acdevelg pe
voco tov Crohn, 1 Begpaneio [Le OVOTEKIVOLUAUTT 0OT|YNOE GE PEIOT] TV JEIKTMV TNG PAEYHOVNC,
ovumeptioppavouévne g C-avtidpaoocag tpmteivig (CRP) kot g KOATPoTEKTIVIIG KOTPAVOY, 0N
SlapKeL TNG PACNC ETAYMYNG, TOV GTH GLVEXELN dlatnPNONnKe Kab’ OAN TN StdpKeln TG PACNC
ocvvtipnong. H CRP a&oloyntnke katd trnv S14pKela Tng LEAETNG EXEKTACTG KOL Ol LEUDGELG TOV
TapatnpiOnKay KoTd Ty StipKe TG GLUVTIHPNONG YEVIKA Statnpndnkav €wc v efdopdda 252.

30



Avoconoinon
Kotd ™ didpketa tng pakpoypoviag enéktaong g Merémg Yopiaong 2 (PHOENIX 2), o1 evijAikeg

aoBeveic mov Erafav Bepameio e OVGTEKIVOLUAUTN Y10 TOLAGYIGTOV 3,5 XPpOVIK TOPOVCIACHY
TOPOUOIEG OVTICOUATIKES OTTOVTIOEIS TOGO GTO TOAVGAKYAPIOKO EUPOAI0 Y10l TOV TVEVHOVIOKOKKO
0G0 KOl 6TO EUPOALO Y10 TOV TETAVO OGS 1) OAd EAEYYOV acBevmv pe ympiaor mov dev Elafe
ovotnuotikd Oepamneio. ITapopolo avaloyio evnAikmv acBevdv ELEAVICE TPOCTUTEVTIKA EMIMESA.
OVTICOUATOV KOTE TOL TVELHOVIOKOKKOV KO TOV TETAVOL KOl Ol TITAOL OVTICOUATOV TOV TOPOLOLoL
petaéd tov acfevav mov EAafov OVGTEKIVOVUAUTT KOl TV AGHEVOY GTIV OPAd EAEYYOV.

KAwikn aroteleopatikotnTa,

Ywpioon katd tAdkac (Evaikec)

H acpdieio kot amoTeAeGLATIKOTNTO TOV OVGTEKIVOLLAUTT alloloynonke oe 1.996 acbeveic ota
mAaiolo 600 TVYALOTONUEV®Y, SUTAG TVPADV, EAEYYOUEVOV LE EIKOVIKO QAPHLOKO HEAETOV o€ acbeveic
Le péTpla ¢ cofopn Yopioon Katd TAAKS, 01 0010l fTa VITOYN POt Yio pmTobepamneio 1
ovotnuotikn Bepaneio. Emmpocheta, pio Tuyoomompévn, LOVOTAELPO TOQAY], EVEPYDG EAEYXOLEVN
UEAETN GUVEKPIVE TO OVGTEKIVOLLALTY] KOl TO ETAVEPCENTT GE aoBeVEIG e PHETPLo E0¢ coPapn
yopioon Kot TAGKOS Tov OgV EYOV TKOVOTOMNTIKT AVTATOKPIoT, eiyov dvcavetio 1 avtévoelén otnv
Kvukhoomopivn, Tnv MTX 1 v PUVA.

¥m Merém Yopiaong 1 (PHOENIX 1) a&ohoynOnkav 766 acBeveic. To 53% tov acbevav avtdv
gite dgv avtamokpivovtay, gite NTav SUGAVEKTIKOL, 1] Elyov avtévoelln og GALEC GLOTIUOTIKEG
Oepamneieg. O acBeveig mov TuyoomombnKay og ovotekvovudunn Erapav docelg Twv 45 mg 1 90 mg
otig EBoopdadeg 0 kot 4 axolovBolpeveg amd v idia d6om kabe 12 gfdopddeg. Ot acbeveic mov
TuyoomomOnkav vo Aappdvovv gikovikd eappako otig EBdopndades 0 kot 4 aAla&ov oe Aqym
ovotekvoopaunn (gite 45 mg gite 90 mg) otig ERSopddeg 12 kot 16 axolovBodueveg amd Aym
d00mc¢ kéBe 12 gfdopddes. Ot acBeveig mov eiyov apyucd Tuyalomoindel 6& OLGTEKIVOLLLAUTT Kot
métuyov avtamokpion tov Agiktn Extaong kot Baputntog Yopiaong (Psoriasis Area and Severity
Index, PASI) 75 (Bertimon tov PASI tovAhdyiotov Katd 75% o€ GYEon LE TNV apyIKi Tun) Kot OTIG
o000 EBdoudioeg 28 kat 40, exavo-tuyotoromdnkay otn Ayn Tov oveteKvoupdunn kéoe 12
gBdouddeg N TOL EIKOVIKOD PapPUAKOL (dNA. amdsvpon g aymyng). Acbeveig mov emava-
TuyotoTomOnKav o€ gucovikd eappako otnv ERSopdda 40 Eekivnoay ek VEOL TO OVGTEKIVOVUALTT UE
TO aPYIKO 60GOA0YIKO oyNua OTav eLEavicay Leimon Kotd Tovidyiotov 50% ot Bertioon Tov PASI
nov mopovciacay otnv ERdopdada 40. Olot o1 acBeveig frav vd TapakoiovOnon yio Héyoto
dtlotnua 76 efOOUASMOV LETA TNV TPMTN YOPNYNOT| OYDYNG OTN HEAETN.

> Melét Yopioong 2 (PHOENIX 2) a&ioroynOnkav 1.230 acBeveic. To 61% twv acbevov avtdv
gite dgv avtamokpivovtay, €ite NTAV SVGAVEKTIKOL, 1} Eiyov avtévOelln e GALEC GLOTILOTIKEG
Bepaneieg. O1 aobeveic mov TuyaomomOnkav 610 ovotekvovudunn Elafav d6cels Tov 45 mg 1 90 mg
o115 EPdopddeg 0 xat 4 axorovBovpeves amd po copmAnpopatiky 06on og 16 gfdopddec. Ot
acleveic mov TvyotomToMONKaY 6To ElKOVIKO PapuaKo otig ERdouadeg 0 kot 4 dAla&av g Aqyn
ovoteKvoupaunn (gite 45 mg gite 90 mg) otig Efdopnadeg 12 kot 16. Olot ot acBeveic nTov vrd
mapakorlovOnon yia péyioto didotna 52 efSopddwv HeTE TV TPDOTN YOPNYNON AYWOYNS OTN UEAETN.

H Merét Yopiaong 3 (ACCEPT) a&iohdynce 903 acbeveic pe pétpia émg cofapr yopiaon mov dev
OVTOTOKPION KOV KOVOTONTIKA, giyov dvsavesia 1 avtévoelsn og dAleg cuoTnoTikég Bepameieg,
GLYKPIVOVTOC TNV OTOTEAEGLOTIKOTITO TOV OVGTEKIVOVLLALTT LE TO ETOVEPGENTN Kol AELOAOYDOVTOG
TNV 0OQAAELN TOV OVGTEKIVOVUAUTT Kal Tov gtavepaéntt). Katd ) didpkeln tov 12 gfdouddwmy g
(AoTG EVEPYOL EAEYYOL TNG LEAETNC, O1 aoBeveig TuyaomomOnkay dote va Adfovv etavepoéntn (50
mg 300 Qopég TNV gfdopndada), ovotekvoopaunn 45 mg tig Efdopnddec 0 kot 4, 1 ovotekivovpaunn 90
mg ti¢ EBdopddeg 0 ko 4.

Ta yopaktnpiotid g acBévelog Katd v Evapén TV PEAETOV TOPOVGIOCHY YEVIKA GLUVOYT GE OAEG
T1g opdoeg Bepamneiag otig Meréteg Ympiaong 1 ko 2 pe pa dtdpeon apykn Badpoloyia tov deiktn
PASI am6 17 éwg 18, didueon apywkn tiun Emedvelog Zopatog (BSA) > 20 kat dtakdpovorn tov
dtdpesov Aeppatoroyikov Agiktn [owdmrag Zong (Dermatology Life Quality Index, DLQI) a6 10
¢wc 12. Katd mpocéyyion 1o éva tpito (Merétn Yopioong 1) kot 1o éva tétapto (Merlétn Yopioong
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2) 1ov acBevav siyav Yoploowm ApBpitida (PsA). [apopota fapdtnta T vOGoL dlomotddnke Kot
ot MeAétn Yopiaong 3. To kbplo KataAnktikd onpeio oTig LEAETES ALTEG NTAV 1] avadoyio acBevov
7OV TETLYOV AVTATOKPloN ToL Ogiktn PASI 75 amd v évapén éwg tnv EPoopdada 12 (PA. livakeg 4

Ko 5).

Hivarxag 4 Iepilinyn thes Kivikis avraroxpions oty Meléty Pwpioons 1 (PHOENIX 1) kot ot
Melétn Yopiaons 2 (PHOENIX 2)

75 n (%)

EBdopada 12 EBdopada 28
2 d6oe1g (EBdopdoda 0 kar ERdopdda 4) 3 dooeig (EBdopdda 0,
EBdoudoa 4 ko EBdopddo
16)
Ewoviko 45 mg 90 mg 45 mg 90 mg
PAPLOKO
Merétn Yopioong 1
Ap1OUOC TUYOOTTOINUEVDY 255 255 256 250 243
acOevav
IAp1Opog avtamokpiong PAST 50| 26 (10%) | 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)
n (%)
IAp1Bpog avtamdkpiong PASI 8 (3%) 171 (67%)* | 170 (66%) | 178 (71%) | 191 (79%)
75 n (%)
Ap1Ou6g avtamoxpiong PASI 90| 5 (2%) 106 (42%)° | 94 (37%)* | 123 (49%) | 135 (56%)
n (%)
ApOuoc PGAP yopic 1 ue 10 (4%) 151 (59%)% | 156 (61%)* | 146 (58%) | 160 (66%)
eAdiotn voco n (%)
ApBuog achevav < 100 kg 166 168 164 164 153
IAp1Ou6e n avrarndkpiong PASI 6 (4%) 124 (74%) 107 (65%) | 130(79%) | 124 (81%)
75 (%)
Ap1Budc acBevav > 100 kg 89 87 92 86 90
IAp1Op6g n avtandkpiong PASI 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)
75 (%)
Merétn Yopioong 2
IAp1OUOG TUYOOTTONUEVDY 410 409 411 397 400
acOevav
IAp1Opog avtamokpiong PAST 50| 41 (10%) | 342 (84%)* | 367 (89%)“ | 369 (93%) | 380 (95%)
n (%)
IAp1Ou6¢ avtamokpiong PASI 15 (4%) 273 (67%)* | 311 (76%)* | 276 (70%) | 314 (79%)
75 n (%)
IAp1Opog avtamokpiong PASI 90| 3 (1%) 173 (42%) % | 209 (51%)* | 178 (45%) | 217 (54%)
n (%)
Ap1Opdc n PGAP yopic 1 pe 18(4%) 277 (68%)* | 300 (73%)° | 241 (61%) | 279 (70%)
eldyiotn voco (%)
ApBuog achevav < 100 kg 290 297 289 287 280
IAp1Bpog avtamdkpiong PASI 12 (4%) 218 (73%) 225 (78%) | 217 (76%) | 226 (81%)
75 n (%)
ApOuoc acbevav > 100 kg 120 112 121 110 119
Ap1Bu6¢ avtamokpiong PASI 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)

0]

B PGA = Xvvolikn Extipumon lotpod (Physician Global Assessment)

Ilivakxag 5
(ACCEPT)

p <0,001 y1a. o ovotekvoopdunn 45 mg 1 90 mg 6€ cOyKplon LE TO EIKOVIKO QAPLOKO

Hepilnyn tnes Kvikys avranokpions tyv Efdoudoa 12 oty Meiéty Yowpiaons 3

Meréty Yopiaong 3

Etavepoéntn 24 d6c¢e1g
(50 mg 800 Qopég TV

Ovotektvoopdipmn

2 d6o¢e1c (EBSopada 0 kot EBdoudoa 4)
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efdopada) 45 mg 90 mg

Ap1OUOS TV OO UEVDV 347 209 347
acOsvav
IAp1Ou6¢ avramoxpiong PASI 50 n 286 (82%) 181 (87%) 320 (92%)*
(%0)
IAp1Buog avtamokpiong PASI 75 n 197 (57%) 141 (67%)" 256 (74%)"
(%0)
IAp1Ou6¢ avramoxpiong PASI 90 n 80 (23%) 76 (36%)* 155 (45%)*
(%0)
Ap18u6g N PGA yopic 1 pe 170 (49%) 136 (65%)" 245 (71%)"
eldyiotn voco (%)
ApBuog acBevav < 100 kg 251 151 244
Ap1Ou6¢ avtamokpiong PASI 75 n 154 (61%) 109 (72%) 189 (77%)
(%0)
ApOuoc acbevav > 100 kg 96 58 103
Ap1Bu6g avtamokpiong PASI 75 n 43 (45%) 32 (55%) 67 (65%)
(%0)
a < 0,001 ywo to ovotekivooudunn 45 mg 1 90 mg 6e GLYKPLON UE TO ETAVEPCETT).

p Y HOpT gn g YKpon K p m
B p = 0,012 ywo To ovotektvovpudpnn 45 mg 6 GUYKPIOT| LLE TO ETOVEPCETTN.

X Melét Yopiaong 1 n cvvtipnon tov PASI 75 ftav onpavtikd ovatepn Le GLUVEYT Ay®OYN GE
oLYKPLoN pE TNV amocvpon TS oy@yng (p < 0,001). [Tapdpola amotedéopata mapotnpiOnKay pe
ka0 d60m 1oV ovoTEKVOLUAUTN. ZTO0 | £Tog (EPdopdda 52), To 89% TmV EMAVA-TUYOOTOUUEVOY
acfevav og aymyn cuvtnpnong topovciacay avtamokpion tov PASI 75 og cOykpion pe to 63% tov
EMOVO- TUYALOTONUEVOVY aGBEVDV GE g1KOVIKO QapuaKo (amdcvpon aywyng) (p < 0,001). Ztovg 18
uveg (ERdopdda 76), to 84% tmv emava-TuXOI0TOMUEVOV ACOEVAOV GE Oy®YN) GLVTNPNONG
napovsiacav aviandkpion tov PASI 75 e avykpion pe to 19% tov enava-tuyatomompévoy
acBevov o gikovikd pdpuoko (ardécvupon aywync). Zta 3 &t (ERdoudda 148), to 82% twv enava-
TUYOOTOMUEVOVY 0GBEVOV € ay@yn cuvINpNoNG Tapovsiacay aviarokpiorn tov PASI 75. Zta 5
xpovia (EBSopdda 244), to 80% tov acbevav mov enavatvyoorombnkay o Oeponeio cuvinpnong
mopovsiacay avtardokpion tov PASI 75.

Y& EMAVO-TUYOOTOMUEVOLS aoBEVELS GE ELKOVIKO PAPLLOKO, 01 0oio1 EEKIVIGAY €K VEOL TNV OPYLIKN
BepamenTikn| oywyn Le ovoTeKvoLUaunn petd ond peimon > 50% g Pektioong tov PASI, to 85%
EMAVEKTNGE TNV avTamoOKplon Tov PASI 75 péca og 12 gfdouddeg petd v enavévapén g Bepaneiog.

2m Merém Yopiaong 1, tv EBSopdda 2 kot v Efdopdda 12, onueiddnkav onpovtikd
peyaAavtepec Pertivoelg and v Evapén otov DLQI og kdBe opdda Oepameiog e 0vGTEKIVOLLLAUT
o€ GUYKPIoN UE TO EIKOVIKO papuako. H Bedtioon datnpnonke émg kot tnv Efdoundada 28.
[Mopopoimg, onuaviikég Pertinoelg napatnpndnkav ot Meiétn Yopioong 2 v Efdopdda 4 kon 12,
ot omoieg dratnpnOnkav Emg kot v ERSopdda 24. £t Mehétn Ywopilaong 1, o1 BeAtidoelg otnv
yopioon tov voyuwv (Nail Psoriasis Severity Index), 6tn cuykevipotikn BabpoAioyio TV COUOTIKOV
KO YOYIKOV GUVIGTOOHV TOL ep@TNaToroyiov SF-36 kot otnv Ontik) Avaroyun Kiipoka (VAS)
tov Kvnopov ftav eniong onpavtikéc o ke opdda Bepameiog Le OVGTEKIVOLUAUTT GUYKPITIKE [LE
T0 €1KOVIKO Qdppako. Xtn Merétn Yopioaong 2, n Kiipaxke Nocokopetokod Ayyovg kot Katdabiwyng
(KAipaxe HADS) kot to Epomuoatoroyio Epyaciaxav [eplopiopuav (WLQ) fitav eniong onuavtikd
BeAtiopéva oe kdbe opdda Bepaneiog L OVGTEKIVOV AT GUYKPITIKA LE TO EIKOVIKO QAPUAKO.

Yopracikn apbpitida (PsA) (Eviiikec)

To ovotekvovpaunn €xet amoderydel 6TL felTiDVEL TOL oMUEiD KOL TO CUUTTOUATO, TH COUATIKY
AELTOLPYIKOTNTA KO TNV oXeTILOMEVN LE TNV vYela TotdTNTa TG {ONG Kot LELMVEL TO T0G0GTO eEEMENC
TV PAaPOV TV TEPIPEPIKOY apOphoeny e eviAikeg acbeveic pe evepyd PsA.

H aoc@dieia Kot 1 amoTeEAEGLOTIKOTNTA TOV OVCTEKIVOVUAUTN a&l0A0yONKE GE dVO TUYULOTOIIEVEC,
OTAG TOPAEC, EAEYYOLEVES LE EIKOVIKO QAapLaKo LeAéTec o€ 927 acbBeveic pe evepyd PsA (=5
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owdnuatddels apfpmoeis kot > 5 gvaicOnteg apbpmoeig) aveEdpnta and ) Oepaneio pe pn
o1epoEldN avTipAeypovadn (NSAID) 1 pe Ttporomomn ik TnG VOoOU avTIPELUATIKY Oepameia
(DMARD). Ot acBeveig mov cvppeteiyov og avtég Tic peAéteg eiyav dyvmotel pe PsA tovddyiotov 6
puniveg Tpwv v évraén tovg otig peaétes. EviayOnkav acleveic pe kb vrotumo PsA,
ocvpmeprhapfavopévev e morvapbpikng apbpitidog xwpis évoelln pevpatoedmv olwdinv (39%), g
onovOVAITIONG e Teprpepikn apbpitida (28%), Tng acvupeTpng meprpepikng apbpitdos (21%), g
anm peco@arayykng cvppetoxns (12%) xai g axpotnploctikng apbpitidog (0,5%). Kat otig dvo
peAéteg mova amd to 70% kot 10 40% tov acbevav giyav evhesitida Kot daKTLUAITION avTicTOoLKO,
Kot TV Evopén tov peretdv. Ot acbeveic TuyatomomoOnkoy og Aqyn LITOSOPIWS YOPTYOVLEVOD
ovotekwvovpaunn 45 mg, 90 mg, 1 sikovikod eapudkov T Efdoudoeg 0 kot 4 akolovBoduevn and
yopnynon doong kdbe 12 efdouddes. [epimov to 50% tv acbevadv cuvéyioe T AMyn ctabepmv
d6cemv MTX (<25 mg/eBdopdda).

>m Merém 1 v v PsA (PSUMMIT I) kot t MeAétn 2 yuo tnv PsA (PSUMMIT 1), to 80% xot to
86% tov acbevov, avtiotoya, eiyav Aapet Oepancio oto Topeldov e DMARD. Zn Melétn 1 dev
EMETPATT M TPONYoOUEVT Bepomeia Le avacToréa Tov Tapdyovto vékpwong 0ykov (TNF)a. Xt
Melétn 2, n mietoynopio Tov acBevav (58%, n = 180) eiyav Adfel Bepancio oto mapehBov e va 1
neplocdtepovg avtl-TNFa mapdyovro(eg), amd tovg omoiovg dvm tov 70% diékoyav tn Bepaneia Tovg
pe tov avti-TNFa Adym éAlenyng omoteAeoatikdtnTog 1 SuoaveEiog Tov ERPAVIGTNKE OTOLONTTOTE

oTLYL.

2nueio Kol COUTTOUOTO.

H Bepancio pe ovoTEKIVOLUAUTN 001YNOE GE CNUAVTIKEG PEATIDGELS OTIC LETPNOELS TNG
dpacTNPLOTNTOG TN VOOOL G GUYKPIoN HE TO EIKOVIKO pappako tnv ERdopndada 24. To kvplo
KOTOANKTIKO GNUEID NTOV TO TOGOGTO TOV AGHEVMOV TOV TETLYOV AVTATOKPIOT| KATA TO AUEPTKAVIKO
KoAréyo Pevpatoroyiag (ACR) 20 v EBSopdda 24. Ta Pacikd aroteléopata yio tnv
amotedecpatikéTnTa Tapovstalovrol otov Iivaka 6 TopaKdTo.



ITivakxoc 6

kot oty Meiéry 2 (PSUMMIT II) nia tyy Yopraociky ApOpitida Ty,

Ap1Buos aclevav mov métvyay Kiwikij avrororxpion oty Meiéty 1 (PSUMMIT 1)
v Efdouddo 24

v v Yopracikn ApBpitida

v v Yoprocikny ApOpitida

PBO 45 mg 90 mg PBO 45 mg 90 mg
ApLOpdg ToyatoTopéveV 206 205 204 104 103 105
aoOevav
Avtamokpion ACR 20, n 47 87 101 21 45 46
(%) (23%) | (42%)* (50%)" (20%) (44%)" (44%)"
Avtanokpion ACR 50, n (%) 18 51 57 7 (7%) 18 24
(9%)  1(25%)*  [28%)" (17%)" (23%)*
Avtamorkpion ACR 70, n 5 (2%) 25 29 33%) | 7(7%) | 9 (%)
(%) (12%)" (14%)*
Ap10udc aolevarv ue > 3% BSA° 146 145 149 80 80 81
Avtamokpion PASI 75,1 (%) 16 83 93 4 (5%) | 41 45
(11%) [(57%)*  1(62%)" (51%)° (56%)*
Avtamorpion PASI 90, n (%) 4(3%) | 60 65 3(4%) | 24 36
(41%)"  [(44%)" (30%)" (44%)"
Zvvdvaopévn Avtamokpion PASI | 8 (5%) | 40 62 2(3%) | 24 31
75 ka1t ACR 20, n (%) (28%)"  [(42%)" (30%)* (38%)*
ApOpdg aoBevov < 100 kg 154 153 154 74 74 73
IAvtamokpion ACR 20, n (%) 39 67 78 (51%) 17 32 34
(25%) (44%) (23%) (43%) (47%)
Ap1Ouoc acbevarv e > 3% BSA° 105 105 111 54 58 57
Avtamokpion PASI 75, n (%) 14 64 73 (66%) | 4 (7%) 31 32
(13%) (61%) (53%) (56%)
Ap1Opég acBevav > 100 kg 52 52 50 30 29 31
Avtamokpion ACR 20, n (%) 8 20 23 (46%) | 4 (13%) 13 12
(15%) (38%) (45%) (39%)
Ap1Quog aclevarv ue > 3% BSA° 41 40 38 26 22 24
IAvtamokpion PASI 75, n (%) 2 (5%) 19 20 (53%) 0 10 13
(48%) (45%) (54%)

@ p<0,001
B p<o00s
Y p=NS

5

™me perétng

Ap1Budc aoBevav pe > 3% BSA npocfoln empdvelag 6£ppatog ond yopiaon kotd v évopén

Ot avtamoxpioeig ACR 20, 50 ko 70 e&axolovOncay va BeAtidvovtor 1 datnprdnkay péypt tnv
EBdopdda 52 (Mehétn 1 kot 2 yio tnv PsA) ko tnv EBoopdada 100 (Meré 1 yo tnv PsA). X

Merétm 1 yia v PsA, avtanokpiceic ACR 20 v EBdopdda 100 enetevydnooav and to 57% won
64%, ota 45 mg kot ta 90 mg, avtictoya. Xn pehétn 2 v v PsA, avtamoxpiceig ACR 20 v
EBoopdda 52 emetedybnoav and to 47% kot 48%, ota 45 mg kot 90 mg, avtictouya.

To 1060616 TV 060eVOV TOL TETLYOV AVTATOKPIOT KATA TO TPOTOTONUEVE KPLTHPLO. AVTATOKPIONG
v v PsA (PsARC) fjtav eniong onpovtikd peyaldtepo oTig Opdoeg TOL OVGTEKIVOVUGUTT OE
oVYKPLoN e TO ekovikd eappako v ERdoudda 24. Ot avtamokpicelc PSARC drotnprinkav péypt
T1g EBdopnddeg 52 kar 100. Eva vynAdtepo 1060016 060eVAOV IOV £1)0V GTOVOLAITION [LE TEPLPEPTKN
apBpitido o¢ KOO EKONAMOT KOl AVTILETOTIGTNKAY L€ OVOTEKIVOLUAUTY, EnEdei&ov 50 kot 70 Totg
ekato Bertiooon pe Paon tig fabporoyieg Tov Agiktn ApactnplotnTog AYKVAMTIKAG XTOVOLAITIONG
Bath (BASDALI) cvuykpirikd pe 1o gikovikd eappako v Efdopdda 24.

Ot avtamoxpicelg Tov TapatnpiOnKav otig opdoeg mov hafov Bepameia e OVGTEKIVOVULALT HTOV
TOPOUOIEG AVAUESH 0TOVG aoBeveic Tov Elafav Kat oTovg acbeveic mTov dev Edafav Tavtoypova MTX
ra draenprOnrav péypt 1ig EBSonddeg 52 xan 100. Or acBeveic mov elyoav Adfet 610 mapeAdov
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Oepaneio pe mapdyovieg avil-TNFa kot ELafov 0UGTEKIVOLUAUTN TETVUYOV LEYAADTEPT] AVTATOKPION
v EBdopdda 24 o oyéon pe toug acbeveig mov Edafav eikovikd eappoko (1 avtorndkpion ACR 20
v ERdopdda 24 ya ta 45 mg kot ta 90 mg vjrav 37% kat 34%, avtictoyo o€ chykpion e T0
€KoVIKO @dpuaxo 15%, p < 0,05) kot o1 avtanokpicelg datnpnonkay péypt v ERdoudada 52.

X Melét 1 yio v PsA, yia tovg acBeveic pe evBeoitida ko] SaKTuAiTidon Kotd Tnv évapén e
peAéng, mapotnpndnke onuoavtiky Pertioon o Pabporoyia g evBesitidag Kot TG dOKTLAITIONG
OTLG OUAOEG TOV OVGTEKIVOLUAUTT GE GUYKPLGT] LLE TO EIKOVIKO @appoko v ERdoudda 24.
Melkét 2 yia v PsA mapatnpnnke onuoavtikn Bertioon ot Pabporoyia tng evhesitidng Kot
opOunTikn PBeitioon (Un otaTioTikd onpaviki) otn fabpoioyio T SaKTLVAMTIONG GTNV OUAdN TOV
ovoTteKvoupaumn 90 mg ce chyKpIomn LE TO EIKOVIKO edppoko v ERdoudada 24. Ot fertidoeig ot
Babuoroyia g evheoitidog kot ot Pabporoyia tng daktvditidag datnpndnkav péypt Tig ERSopddeg
52 ko 100.

Axtivoloyikn Aviorokpion

Ot dopikég PAGPec TOGO 0T YEPLA OGO KAl GTO TOSU EKPPAGTNKOY MG GAANYT| OTI] GUVOALKT
Babuoroyia van der Heijde-Sharp (Badupoioyia vdH-S), tpomomomuévn yio v PsA pe mv tpocOnkn
TOV GO LEGOPUAAAYYIKOV apOpDCEMV TOV XEPLOV, GE GYECT Ue TNV Evapén g perétng. Ae&nyon
pio TpokaBoPIGIEVT] OAOKANP®UIEVT OVAAVGT GLUVOVAGLOV TV dedouévav amd 927 dtopa kot ot
Merétn 1 ko o1 2 yio v PsA. To ovotekivoupdumn onpeiowoe pio 6TaTIoTIKE oNHovTiKng peiwon
670 10606TO e£EMENG TNC dopkNG PAGPNG G€ GYEOT LLE TO EIKOVIKO QAPUOKO, OTMG LETPNONKE pE TN
petaforn and v Evapén mg peréng émg v Efdopdda 24 otn cuvolikn tporomompévn vdH-S
BaBuoroyia (Lécog 6poc Paduoroyiag £ SD frav 0,97 £ 3,85 otnv oLdda TOL EKOVIKOD QOPUAKOL GE
oyéon pe 0,40 £2,11 kot 0,39 £ 2,40 ot opdoeg Tov ovatekvovpdunn 45 mg (p < 0,05) kot 90 mg
(p <0,001), avtiotorya). To amotédlecpa ovtd Tposkvye amod tr MeAétn 1 yia v PsA. To amotélecpa
Bewpeiton 6T amodekvieTorl aveEdptnta and TNy TovtdYpovn xpnon MTX kot datnpnonke €wg tig
EBdopdoeg 52 (oroxkAnpopévn avaivon) kot 100 (Merétn 1 yuo tnv PsA).

2oty AertovpyikdtyTo. kol Tolotnta {mNS mov GYETILETOL UE THV DYELO.

Ot acBeveic mov EhaPav Bepameio pe ovotekvovudunn £5€1&av onuavtiky BeEATiOoN 0T COUATIKN
Aertovpykotnta, 6nwg a&loroyndnke pe 1o Epommuatoloyio A&oddynong g Yyeiag-Agiktn
Avammpiag (HAQ-DI) v EBdopdda 24. To 1060616 TV ac0evdY TOV TETLYOV KAVIKE GTLOVTIKNI
Beitioon > 0,3 ot Pabuoroyioo HAQ-DI and tnv évapén g neléng nrav emiong onuovTikd
HEYOADTEPO OTIC OUAOES TOV OVOTEKIVOVUAUTN GUYKPITIKA LE TO EIKOVIKO pdppako. H Bertioon ot
Babuoroyia HAQ-DI amo v apyikn tiun dwetnpnonke péypt tig Efdopdadec 52 kon 100.

[MopatnprOnke onuavtiky Pektioon otig Pabporoyieg DLQI 6Tig opddeg T0V 0VGTEKIVOVUAUTN GE
GUYKPLON ME TO EIKOVIKO pappoko tnv Efdopndda 24,  onoia dotnpndnke péypt 1ig Efoopnadeg 52 kot
100. Xt Meiét 2 yio v PsA mapatnpnbnke onuavtikn Peitioon otig Pabpoloyieg Agitovpyikng
A&oloynong g Oepanciog Yo Xpovia Noco - Koénwon (FACIT-F) otig opddeg tov
OVGTEKIVOVLAUTN GE GUYKPLION UE TO EUKOVIKO dapuaxo tnv ERdopndda 24. To 1060616 T0dv acbevov
OV TETVY OV KAWVIKA onuovTiky Bedtiomon oty komwon (4 povadeg otn FACIT-F) ftav eniong
ONUOVTIKA LEYOAVTEPO GTIG OUASEG TOV OVOTEKIVOVHALTT GE GUYKPLOT UE TO EIKOVIKO @appako. Ot
BeAtiwoelg otig fabporoyiec FACIT dwatnprnkav péypt v ERdoudda 52.

Hodrarpucos minduoudg

O Evponaikoc Opyavioudg Gapudkmv Exel 0OGEL avaPoin amd Ty vIoYPEMoT VTOPOANG TV
OTOTELECUATOV TOV HEAETMV LLE TO OVGTEKIVOVLAUTN GE [io 1] TEPIOCOTEPES VITOKATIYOPIEG TOL
TS0 TpIKov TANBuoHoL e veavikn Womabn apbpitida (BAEne mapdypapo 4.2 yio TANPOQOpies
GYETIKA LLE TNV TOOLOTPIKT XPNoN).

Toudiazpicny yawpioon kota TAdKkog

To ovotekvovpdpumn €xet oamoderybel 6TL feEATIOVEL TOL ONHELD KAl TO COUTTOUATO, KOL TV
oyeTilopevn pe v vyeio modtnta {ong o€ modtotpikos acbeveic nlkiog 6 TV Kot dve pe
yopioon KoTd TAGKAS.

Eonpor ooOeveic
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H amoteleopatikotnta T0U 0VGTEKIVOLUAUTN peAethOnke oe 110 madiatpikovg acbeveic nAkiog 12
¢wg 17 etdv pe pétpla £og cofapn yopioon KoTd TAGKAS, GE L0 TOAVKEVIPIKN, Aong 3,
TUYOLOTOMNUEVT], OITAG-TVPAN, eAeYXOLEVN LE elKoViKO pdppako perétn (CADMUS). Ot acBeveig
TuyatomomOnkav va Adpovv gite eiovikd appako (n = 37), 1§ T GLVIGTOUEVT 6OGT) TOV
ovoteKvoupaunn (BAéne mapdypaeo 4.2, n = 36) 1§ T0 UGV TNG CLVICTMOUEVNG dOONG TOV
ovotekvovpaunn (n = 37) e vmodopia éveon otig ERdouddeg 0 kot 4 akoiovBovpeves amd Ay
Kké0e 12 efdoudoeg (q12w). Tnv EBdoudda 12, ot acBeveic mov Adpfavay ekovikd eappoko dAla&ay
G€ AYN OVOTEKIVOLUGLUTT.

Ot aoBeveic pe PASI > 12, PGA > 3 kot mpocsfoin empaveiog copatoc BSA tovidyiotov 10%, mov
NTOV LIOYNPLOL Y10 GLGTNHOTIKY Oepameio 1| potobeparneio, OepnOnkav KaTdAANAOL YioL TN LEAETT.
[epimov T0 60% TtV acbevav elyav Tponyovpéveg ektebel oe cupPatikn cvotnpotiky Bepameio
ootobepaneia. [Tepinov 10 11% tv acBevov elyav mponyoduevn ékbeomn o€ PloA0YIKOVG TOPAYOVTES.

To mpwtevov KaToAnKTkd onpelo fTav 10 T0c0oTd TV acdevav mov téTvyxav Baduoroyia PGA
yopig (0) 1 pe eddyiom (1) voco oty EBdoudoa 12. Ta devutepedovto KOTAANKTIKA onueio
nmepdpPavayv to PASI 75, o PASI 90, v adiayn and v apyikn tiun otov [odatpikd
Agppotoroyikd Agiktn Iowdtnrag Zong (CDLQI), v aAloyn amd TV apyikn T 6T GUVOAIKN
Babuoroyia g kKAipakag PedsQL otnv EBSopdada 12. Tnv ERdoudda 12, ot acbeveic mov Elafay
Oepamncio pe ovotekvouudumn £0e1&av oNUavVTIKE peyaivtepn Bertioon otny yopiaon kot Tnv
oyeTilopevn pe v vyeia wodtnta {ong oe cOykpion e to eikovikd edppoako (Iivakag 7).

‘O)ot o1 asBeveic mapakoAovONONKAY YO ATOTEAEGLATIKOTITO LEYPL Kot 52 efdopadeg petd v
TPAOTN YOPNYNON TOL VIO PeAéTn mopdyovta. To mocootd TV acBevav pe fabporoyio PGA ywpic (0)
1N pe eddyiort (1) voco kot 10 mocooto mov mETvyav PASI 75 £de1&e dropopd petald g opddog mov
€Laffe OLOTEKIVOLULAUTT KO TNG OULASOG LLE TO EIKOVIKO PAPUOKO KOTA TNV TPAOTN LETE TNV £vapén
emiokeymn otV ERdoudda 4, pBdvovtag oto péyioto v ERdoudda 12. O Bertidoelg omnv PGA, v
PASI, tov CDLQI kot tnv PedsQL dwatnpndnkav péxpt tnv Efdopada 52 (Ilivakag 7).

Hivaxag 7: Iepilnyn TV IPOTEVOVTOV KAl OEVTEPEVOVTOV KOATAANKTIKDV CHUEIWY GTHY
Efoouada 12 kou atnyv Efdoudda 52

Merétn Hadwatpikis Yopiaong (CADMUS) (Huxkiag 12-17 gtav)
Epdopada 12 Epdopada 52
Ewoviko edppaixo ZuVIeTOUEVT SO0 ZuVIeTOUEVT SO0
OvoTeKvou UGN Ovotektvouudumn
n (%) n (%) n (%)
Ap1OUOC TUYOOTTOINUEVDY 37 36 35
acBsvav
PGA
PGA yopic (0) 1) pe Ao 2 (5,4%) 25 (69,4%)* 20 (57,1%)
voco (1)
PGA ywpig (0) voco 1 (2,7%) 17 (47,2%)* 13 (37,1%)
PASI
IAcBevelg pe avtamokpion 4 (10,8%) 29 (80,6%)” 28 (80,0%)
PASI 75
IAcBeveig pe avtamokpion 2 (5,4%) 22 (61,1%)* 23 (65,7%)
IPASI 90
IAcBevelg pe avtamokpion 1(2,7%) 14 (38,9%)" 13 (37,1%)
PASI 100
CDLQI
CDLQI Bofpov 07 1° | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
PedsQL
AALOYT OTO TNV OPYLKT TLUT 3,35(10,04) 8,03 (10,44)° 7,26 (10,92)
Mécog 6pog (Tumikn amdKAMon-
SD)°
% p<0,001
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B CDLQI: O CDLQI eivor évag deppotoroycog deiktng ywoo va extiunBel n emidpaon &vog
TPOPANLOTOC TOV OEpUOTOc oTn oyetillopevn pe v vyela motdtnto (ONC GTOV TUdTPIKO
mnOvopd. H Babuoroyia CDLQI 0 1} 1 katadeikviel T un exidpacn otnv modtra g {ong Tov
o100,

Y p=0,002

6 PedsQL: H Zvvoiikn BaBpoioyia tng KAipakog PedsQL sivou pia yevikn pétpnon g oxetilOpevng
ue v vyeio TotdtnTog {ong mov &xel avamtuydel yia ypron oe mandid kot eprifove. o v opdda
TOV EIKOVIKOV Qapudiov v gfdopdada 12, n=36

€ p=0,028

Koatd v eheyyduevn pe gikoviko edppaxo mepiodo émg kot tnv ERSopdda 12, n aroteleopatikdotnta
TOGO GTNV OUASN LE TN GLUVIGTAOUEVT 006N 00O KOl GTNV OULAdW LLE TN HIGT] CUVIGTMOUEVT SO0 fTaV
YEVIKA CUYKPIGIUEG OTO TPMTEVOV KATAANKTIKO onueio (69,4% kot 67,6% avtictoya), oV Kot VInpyYe
€voeldn piog 6060e£0pTOUEVNG ATOKPLONG Y10l KPLTHPLO VYNAOTEPOV EMTESOV AMOTEAEGLATIKOTITOG
(m.y. PGA yopic voco (0), PASI 90). Metd v EBdopdda 12, n amoteAeoHatikdTnTo TV YEVIKA
VYNAGTEPT KO SLoTPNONKE KAADTEPA GTNV OLLADA LLE TN CUVICTMUEVT OOCT GE GUYKPIOT] LE TNV
OUAdO LE TN UIOT) GUVIGTOUEVT] 60T, GTNV 0Ol TAPATNPNONKE TO GUYVE Lol LETPLOL ATTMOAELD TNG
OTTOTEAEGUATIKOTNTOG TPOG TO TELOG TOV KABE LEGOIAGTHUATOC Yopynons tov 12 gfdopddwv. Ta
TPOPIA ACPAAELNG TG GUVICTMOUEVNG 0OGTG KO TNG UIOTG CUVICTMUEVNS 00GNG TAV CLYKPIGTLL.

T

H amoteAeopatikdtnTto TOL OVCTEKIVOVUAUTN LEAETNONKE o€ 44 Tad1TPIKOVG aoBeveig nAKiag 6 £
11 etdv pe pétpla £mc cofopn Yopioon Katd TAAKAS G€ Hio 0VOIKTH, LOVOD OKEAOLS, TOAVKEVTPIKN
eaong 3, perétn (CADMUS Jr.). O acBevelg EhaPav Bepaneia pe ) cuvictdpevn dOGN TOL
ovotekvovpaunn (BA. mapdypago 4.2, n = 44) yopnyovuevn pe vwodoplo Eveon Tig efSopdadec 0 ko 4
akoAlovBodpevn amd yopnynon 66cewv kébe 12 gfdopddeg (q12w).

Ot acbeveig pe PASI > 12, PGA > 3 kot mpoofefinuévn BSA tovddyiotov 10%, Tov fTov vToynelot
v cvotnuatikn Oepaneia 1 potobepaneio, BewpnOnray KatdAiniot yuo t pedén. [lepimov to 43%
TV acBevov glyav ektebel Tponyovpéveg oe cuuPatikn cuotnuotikn Bepaneia | potodepamneia.
[epinov to 5% TV acbevav giyav extebel TponyovuEvmg o PLOAOYIKOVG TOPAYOVTES.

To mTpOTEVOV KATAANKTIKO GMLUELD NTAV TO TOGOGTO TV acBevdV mov TETLYoY Babduoroyia PGA
xopig (0) 1 pe eddyiom (1) voco oty efdopndda 12. Ta devtepedOVTa KATAANKTIKA onpeio
neprapfavoy to PASI 75, to PASI 90 kot tnv adldayn amd tnv apykn T otov Hoadotpikod
Agppotoroywco Asiktn Iowdtrag Zong (CDLQI) oty eBdopdda 12. Tnv efdoudda 12, ot
ovupetéyovteg mov ElaPav Bepameio e OVGTEKIVOLUAUTT EULPAVICAY KAVIKA CTLLOVTIKEG BEATIDCELS
otV yopioon kot v oxetillopuevn pe v vyeia mowdtta {ong ([Mivakag 8).

‘O)ot ot aoBeveic TapakorovBNONKAY OC TPOS TNV UTOTEAECUATIKOTNTO LEXPL KOt 52 eROOUAdEC LETA
TNV TPDTN YOPNYNON TOL VIO HEAETN TTapdyovTa. To T0600T0 TV acbevav pe faduoroyio PGA
yopic (0) 1 pe eddyom (1) vooo v efdopdada 12 frav 77,3%. Anotedespotikotnta (opiletor og
PGA 01 1) mopoatnpnfnie 1M amd v TpdTn enickeyr HeTd TNV Evapén e perétng v efdopdda
4 Ko 10 106061 TV acBevdv Tov TETVYoV Babuoroyia PGA 01 1 avénbnke éog v efooudda 16
K0l 6T CUVEYELD TOPEUELVE OYETIKA oTafepd £mc TNV gfdopdada 52. Ot feltinoelg oty PGA, PASI
rat CDLQI swatnpndnkav péypt v gfdopdada 52 (Ilivakag 8).
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Ilivaxac 8 2vvoyn mpmTELOVTOS KAl OEVTEPEVOVTOV KATAANKTIK®DY CHUEIWY TNV gfidoudda 12 Kar

)y gfidoudoa 52
Merétn Howdwetpikilg Yopioaons (CADMUS Jr.) (Hukia 6-11 e1v)
Epoopaoa 12 Epoopdoa 52
ZuvieTouEV SO0 SuVIeTMOUEVT dOCT
OvoTEKIVOLUAUTT OVoTEKIVOLLAUT
n (%) n (%)
IAcBeveic mov evtdyOnkav 44 41
PGA
PGA yopic (0) 1 pe eldryiotn voco 34 (77,3%) 31 (75,6%)
@)
PGA yopig (0) voco 17 (38,6%) 23 (56,1%)
PASI
IAcBeveig pe avtamoxpion PASI 75 37 (84,1%) 36 (87,8%)
IAcBeveig pe avtonokpion PASI 90 28 (63,6%) 29 (70,7%)
IAcBevelg pe avtamokpion PASI 100 15 (34,1%) 22 (53,7%)
CDLQI*
IAcbeveig e CDLQI> 1 otnv (N=39) (N=36)
EvapEn g perémg
CDLQION 1 24 (61,5%) 21 (58,3%)
a

CDLQI: O CDLQI &ivon éva deppatoroykd epyareio yio v a&lohdynon g enidpaong evog
TPOPANLOTOG TOV dEPUATOG 0TI GYETILOMEVN UE TNV VYEla ToldTnTo (™1 OTOV TOdLOTPIKO
mnOvopd. H Babuporoyio CDLQI 01 1 kotadeikviel tn pn exidpacn otny moldtta ¢ {ong
TOV TOLO10V.

Nocog tov Crohn

H acpdAeio kot 1 amoTEAEGUOTIKOTITO TOV OVGTEKIVOLUAUTT a&loloynOnkay Ge TpElS
TUYOLOTOMUEVES, SUTAG TOPAEG, EAEYYOUEVEG LLE EIKOVIKO PAPLOKO, TOAVKEVIPIKEG LEAETEG OF
eviihikeg aoBevelg pe petpimg éoc soPapd evepyn vocso tov Crohn (Babuoioyia oto Agiktn
Evepyotnrag g Nocov tov Crohn [CDAI] > 220 kot < 450). To mpdypappo KAMVIKAG avamTuéng
nepAdpPave 600 perétes 8 efdopadwv evoopréPrag emaywyng (UNITI-1 ko UNITI-2),
aKoAovBovpevec amd o peAEn 44 efOoUAS®MY LITOSOPLAG TVYALOTOINUEVIC OTOGVPCTG CLVTIPNONG
(IM-UNITTI), mov avtimpocmrevav 52 gfdopddeg Depomeiog.

O perétec emayoyng mephappovay 1409 (UNITI-1, n = 769, UNITI-2 n = 640) acBeveis. To
TPOTEVOV KATOANKTIKO GNUEIO KOl Y10 TIG OVO HEAETEC EXAYMYNG NTAV TO TOGOGTO GUUUETEXOVTIWV UE
KAk avtomokplon (opiotnke og peimon g Pabuoroyiag CDAI > 100 Babpovg) tnv efdoudda 6.
Agdopéva, amoTeEAESHOTIKOTNTAG CLAAEXOMKAY Kot avadlvudnkay Emg tnv gfdopdda 8 Kat yio Tig VO
perétec. H tautdypovn yopnynomn amd GTOUATOS KOPTIKOGTEPOEWMY, AVOCOPPLOUICTIKMV
TAPAYOVTOV, OUIVOGOMKVAIK®V Kol OVTIPLOTIK®V EMLTPETOTOV Kot 75% Tov acbevdv cuvéyicay va
Aappdvovv tovidyiotov éva amd avtd Ta eappaka. Kai otig dvo pekéteg, ol aobeveig
TuYooTO N KAV va AGBovy pia eamas evOoPAEPLA YOpTYNON TNG CLVIGTOUEVNC Olofabucévng
doong twv Tepimov 6 mg/kg (BA. mapdypago 4.2 g I[IXIT tov Usrenty 130 mg wukvo dtdlvpa yio
TOPUCKELT SIHAVLOTOC TTPOG €YYLGT), Ui 6Tabepn door 130 mg OVGTEKIVOLUAUTT 1] EKOVIKO
@appoko v efdoudoa 0.

Ot acBeveic o perétn UNITI-1 eiyav amotoyel 1) giyav epeavicel ducaveio o€ Tponyoduevn
Oepaneio pe avti-TNFa. [Tepimov 48% twv acbevav elyav amotoyet pue 1 Tponyoduevn Bepomeio pe
avtt-TNF ko 52% etyov amotoyet pe 2 1 3 mponyodpueveg Bepamneieg pe avti-TNFa. Ze vty
perén, 29,1% tov acbevav elyov avemapkn apyikn ovIardKplon (TpOTELOVIMS UN
avTOTOKPVOLEVOL), 69,4% avtamokpifnkay aAld Exacav TNV aviamdkpion (SeVTEPELOVIMG UN
avtamoxkpvopevor) kot 36,4% styav dvcaveéio otic Oepoaneieg pe avti-TNFa.
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Ot acBeveic o perétn UNITI-2 eiyav amotoyel o tovAdyiotov pia cupfotikn Oepaneio,
GUUTEPTLOUPOVOLEV®V TOV KOPTIKOGTEPOEWMV 1| TOV 0VOGOPPLOUGTIKOV TOPpayOVI®V, Kol EiTE OgV
elyav LaPet oto maperBov avit-TNF-a (68,6%) eite eiyav Aapet oto maperBv Oepamneia pe ovi-TNFa
oAra dev anétuyav (31,4%).

Toco ot pedétn UNITI-1 6c0 kat ot peaétn UNITI-2, to 0606t TV acBevdv mov epugdvile
KAVIKT 0vTOTTOKPLOT Kol VPECT] NTOV CNUUVTIKA LEYOADTEPO GTNV OUAON TOV OVGTEKIVOVUAUTT EVAVTL
TOV gKovikov eappaxov (Iivakag 9). H khvikn avtamdkpion Kot 1 DOECT] NTOV OTULAVTIKEG 1101 0T
™V gfdoudda 3 otovg acbeveic Tov AAUPavaY OVGTEKIVOVUAUTY KOl CUVEYIGOV VO, BEATIOVOVTOL MG
™V gPfdopdda 8. e avtég TIG HEAETEC ETAYMYNG, 1] ATOTEAEGLLATIKOTITO 1TAY VYNAOTEPT KOl
dtnpnOnke mepiocdtepo otV opdda g dfadpiopuévng 66omg, o cHYKPIoT LE TNV OUAda TOV
é\afe t 06on tov 130 mg, Kot cuvenmg 1 SPaduicpévn 660N Eival 1] GUVIGTAOUEVT EVOOPAEPLY
d001 EMAYWOYNGS.

Iivaxag 9: Emaywyij kiivikig avranoxpions kor vpeons oty ueiéty UNITI-1 kor oty ueiéty
UNITI 2

UNITI-1* UNITI-2**
Ewoviko ZUOVIGTONEVY Ewoviko ZUVIGTONEVT
Pappoxo n = ddon pappoxo n = ddon
247 0VGTEKLVOUILGUTN 209 0VGTEKIVOVILANTTY)
n =249 n =209

KAwvikn Y peon, efdopdada 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
K\vikn Avtamoxpion (100 53 (21,5%) 84 (33,7%)" 60 (28,7%) 116 (55,5%)"
Babuoi), efooudada 6
KAwwn Avtarndkpion (100 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)"
Babuoti), efdopdda 8
IAvtomokpion 70 Babuav, 67 (27,1%) 101 (40,6%)" 66 (31,6%) 106 (50,7%)*
eBoouada 3
Avtomokpion 70 Babpav, 75 (30,4%) 109 (43,8%)" 81 (38,8%) 135 (64,6%)"
eBooudoa 6

H «Avikn vopeomn opiletar wg Pabuoroyio CDAI < 150. H khvikn avtamoxpion opiletot og peimon
¢ Pabuoroyiag CDAI katd tovAdyiotov 100 Babpodg 1 og Tapovsio KAvikng veeong H
avtomokpion 70 fabudv opiletar og peimon g paduoroyiog CDAI katd tovidyiotov 70 fabuovg

*  Amotuyia og avti-TNFa
** Amotuyia otn copPotikn Bepaneio

@ <000l
B p<o001

2 perémn cvvrnpnong (IM-UNITI), a&rorloynOnkav 388 acbeveig mov méTuyav KAVIKY avTamoKpion
100 BaBudv v efdopdda 8 g eraywyng pe ovotekivovpdunn otig peréteg UNITI-1 ko UNITI-2.
O1 aoBeveic ToyotomomOnkav va Adfovv vrodopia aywyn ocvvinpnong pe 90 mg ovGTEKIVOLLLAUTN
k&g 8 efdopddec, 90 mg ovotekvovudunn Kabe 12 fdopddec ) eikovikd edppako Yo 44 efoopadeg
(Yo ™ ovvictopevn docoroyia cuvtipnong, PA. Tapdypoeo 4.2).

ZNUOVTIKG VYNAOTEPO TOGOGTA aGHEVAOY SloTPN GV KAVIKT DPECT KOl AVTATOKPIOT| OTLG OUAOES

oL EAAPOV OVGTEKIVOVUALTT GE GUYKPLOT] LE TNV OULASM TOV EIKOVIKOD Qapudkov TV gfdouddo 44
(BA. ITivaxa 10).
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Iivaxag 10: Avatipnon ths KAvikns avranokpions kot veeons oty ueiéty IM-UNITI (sfdoudda
44, 52 gfidouadeg aro Ty évapln tns doons emaywYNg)

Ewoviké 90 mg 90 mg
QAPROKO*  |OVGTEKIVOUUANUTIOVGTEKIVOULANTTY)
KGO0 KGO0
n=131" 8 epdonadec n = 12 efdonddec n =
1281 1297
KMvikn Y gon 36% 53%" 49%P
KMvikn Avtomokpion 44% 59%° 58%"
KAvikn Y peon Xwpig Koptikootepogdég 30% 47%" 43%"
KAwikn Y peon o€ aoBeveic:
oV NTaV g VPEST KATA TNV EvapEn TNg 46% (36/79) |  67% (52/78)" 56% (44/78)
Oepaneiog cuvtnpnong
mov glonyOnoav amd T pHeém 44% (31/70) | 63% (45/72)" 57% (41/72)
CRD3002¢
mov Ogv £yovv AdPetl oto maperBov avt- TNFa 49% (25/51) |  65% (34/52)" 57% (30/53)
mov glonyOnoav amd T pnerém 26% (16/61) 41% (23/56) 39% (22/57)
CRD3001°

H Kl wvikn vpeon opiletatl og Babuoroyia CDAI < 150. H khvikn avtoamdkpion opileTon wg peimon
g Baduoroyiog CDAI katd TovAdyiotov 100 Babuovg 1 og mapovsio KAVIKNAG HOEGNG

* H opdda Tov g1Kovikov eappakov eptiapfave acbeveig ot omoiol epedavilav avtamdKpion 6To
OVGTEKIVOV LA KOl TUYOLOTO BN KAy v AABouV EKOVIKO PApLLOKOo KATA TNV Evapén Tng
Oepaneiog cuvtnpnonG.

Acbeveig mov gppavilay kKAvikn avtarokpiorn 100 fabudv oto ovstekivoupdunn Katd v Evapén
¢ Bepameiog cuvtypnong

Acbeveig mov amétuyav pe tn ovuPotikn Oepameio oAAG oyt pe ) Oepaneio pe avti-TNFa
AcBeveig mov eppaviovv avlextikdtnta/dvcavetio otovg avil-TNFa

p <0,01

p <0,05

ovopooTikd onuavtiko (p <0,05)

<= ™ Q w 44+ —-

Yt pedétn IM-UNITI, 29 and tovg 129 acBeveig dev drotnpnoay v oviamdkpion 6To
OVOTEKIVOLLLAUTT HE TN Ay Oepomeiog kabe 12 eBOOAdES KOl EMTPATNKE 1) TPOGAPUOYT| TG OOCTG
wote va AdPovv ovotektvoupdunn kébe 8 efOopnadec. ATmAELN OVTATOKPIONS 0PIoTIKE MG,
Babuoroyioa CDAI pe Babupodg > 220 kot avénon > 100 Babumdv and v Pabuoroyia CDAI kot v
évapén. Xe avtolg Toug acbeveic, Khvikn Voeon emtedydnke og 41,4% tov acbevav 16 gfdopadeg
LETE TNV TTPOGAPUOYT TNG OOONC.

O1 aoBeveic mov dev epEaviCoy KAVIKY oVTOTOKPIoT OTNV EXOYMOYN LE OVGTEKIVOVHAUTT TV
gBdopada 8 twv peretdv emaymyng UNITI-1 kor UNITI-2 (476 acBeveic) eionydnoay oto un
Toyoomompévo Tunpa g peAétng cvvripnong (IM-UNITI) kot édafov pua vrodopia Eveorn 90 mg
OVGTEKIVOVULAUTN GE 0L TO TO XPoviKO onueio. Oktm gfdopddeg apyodtepa, 50,5% twov acbevav
TETLYOV KMVIKT OVTOTOKPLoT KOl GLVEXLGAY va Aapfavouv T 66on cuvnpnong Kabe 8 efdonddec —
omd avtovg ToVg 0eheveiC TOV CLVEYIGAV TN 0OGT CLVTIPNONG, N TAEOYN PN SATHPNGAV THV
avtomokplon (68,1%) kot TéETvye Voo (50,2%) v efdopdda 44, 6€ TOGOGTA TOL NTAV TAPOUOLN UE
ToVg aofeveic TOL avTamoKpiONKay apYIKA TNV EMAYMYN LE OVGTEKIVOLULAUTN.

Amo toug 131 acBeveig mov avtamokpiOnkay otV emoywyn Le OVGTEKIVOV AL, KOl TTOV
TUYOLOTOM BN KOV GTNV OLLASO. TOV EIKOVIKOD QUPHAKOL 6TV Evapén Tng LEAETNG GuvTpnong, 51
€yacov otn cuvEyed TV avtamokpion Kot Erafov 90 mg ovstekivoupapunn vrodoping kade 8
eBoopadec. H mistoynopio tov aclevdv mov éxacav v avtardkpion Kot Eava&ekivnoay to
OVGTEKIVOVLLAUTN TO EKavay ovTd evtog 24 efdouddwmv and v £yyvon enaymync. Amd ovtovg toug S1
aoBeveic, 70,6% méTuyxav KAVIKT avtomdkpion kot 39,2% nétuyav KAvikn veeon 16 efdopddeg petd
TN AW TG TPOTNG LITOSOPLG OOGNE TOL OVGTEKIVOLLLALTT).
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> peiétn IM-UNITI, ot acBeveic mov olokAfpwoay tn peAETn Emg v efdopdda 44 Ntav
KatdAAnAot yio vo cuveyicovv T Bepaneio og pio peAétn enéxtaonc. Meta&d tov 567 achevav Tov
glonABav ko Edafov Bepameio e OLGTEKIVOLUAUTN GTY LEAETT EMEKTAONG, 1] KAVIKT DPEST Kol 1
AVTOTOKPIoT) YEVIKA dlatnpnOnkav £mg v efdopdda 252 1660 atovg acheveic Tov elyav AmoTOYEL L
Oepaneieg -TNF 000 kot og ekeivoug mov glyav amotiyel pe ovpfotikég Oepaneieg. Agv evromicTnKay
véa BELOTO ACQAAELNG GE QLT TN HEAETN emékTaomg Le Oepameio didprelag Eog 5 £t oe aobeveic pe
Nogco tov Crohn.

Evdooxornnon

H evdookomikn| eikdva tov fAevvoyovov a&loroyndnke og o vopeAétn oe 252 acBeveic mov eiyov
KATOAANAN EVOOGKOTIKY EVEPYOTNTA TNG VOGOV otV £vapén. To Tpmtedov KataAnKTiKO onueio ftav
N petaforn, o oyéon pe v évopén, otnv Arlomomuévn Babuoloyia Evdookomikrg Baputntog
Noéoov yua 1 voco tov Crohn (SES-CD), o oovBetn Babuoroyia oe 5 elhe0-KOAMKH TUNLOTO, TOV
neplapPavel Ty Topovcio/to pEyebog eEAK®V, T0 TOGOGTO PAEVVOYOVIKNG ETPAVELNG TOL KOADTTETOL
amo €AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV TPOSPAAleTan amd AAAeg PAGPES KoL TNV
TOPOVGIN/TOV TOTO oTéEVMONG/oTevoudtoy. Tnv efdopndda 8, pnetd and o epdnal 66omM eTaymYNS, N
petaBoin g Baduoroyiag SES-CD ftav peyoddtepn otny opdda tov ovstektvoopaunn (n = 155,
péon petaforn = -2,8) amd 6,1t 6TV OLASH TOVL EIKOVIKOD Gappdakov (n =97, uéon petapoin =-0,7,p
=0,012).

Avtarmokpion ovpryyiov

Y o vroopdda acOevav pe mapoyetevdpeva cupiyyia oty Evapén (8,8%, n = 26), 12/15 (80%) amd
ToV¢ 0obeveic Tov AAUPavaY OVGTEKIVOVUAUTN TETVYOV OVTATOKPLON TOV cLpLyYimv o€ dtdotnua 44
efdopddav (opiotnre mg > 50% peiwon tov aplduod TV TaPOYETELOUEVOV GLPLYYi®VY, GE GYEOT UE
v évapén g HeAETNG emayyng), Evavtt 5/11 (45,5%) and Tovg acbeveig mov AdpuPavay eucoviKo
(QOPUOKO.

THowotnta {owng mov cyetileror pe v vyeio,

H mo6tnta {ong mov oyetiletan pe v vyeia a&loloynonie pe to Epotnuatodoyio yio
DOAeypovmdn Noco tov Eviépov (IBDQ) kot to epwtnpatordylo SF-36. Tnv gfdoudda 8, ot acbeveig
OV AGUPOVAY OVGTEKIVOVUAUTT TOPOVGINGOY GTUTIGTIKMG CTLOVTIKG, LEYUADTEPEG KO KAVIK
ONUOVTIKEG BEATIDGEL TNG GLVOAIKTG Babporoyiag IBDQ kot tng Xvvontikng Babpoioyiog g
Yoyung Xvviotocag tov SF-36 1600 otn pedétn UNITI-1 600 kot otn perétn UNITI-2, kobmg kot
o1 Xvvontikn Babpoioyia tng Zopatikng Zuviotdoag tov SF-36 ot pedétn UNITI-2, g cuykpion
Ue 10 ekovikd eappako. Ot BEATIOGEIS 0VTEG YEVIKA dtoTtnprOnkay kaAvtepa atovg acheveic mov
Adppavav ovoetekivoopdunn ot perétn IM-UNITI éog v efdopdda 44, oe chykpion LE TO EKOVIKO
odapuoko. H Beltimon oty mototnta {onc mov oyetileton pe tnv vyeia yevikd dtatnpnonke o1
SupKeln TG EMEKTAOTG EmG TNV gfdopada 252.

Avocoyovikoto

Kotd ™ didpketo g Oepaneiog [Le OVGTEKIVOV AT EVOEXETAL VO, AVOTTUYXHOVV OVTICOUOT EVAVTL
TOV OLOTEKIVOLUAUTT Kot Ta TEPlocOTeEPA givar eovdetepmtikd. O oynuationds anti-
OVGTEKIVOV LA AVTICOUATOV GYETILETAL TOGO e aLENUEVT KABOPOT| 0G0 KOl [LE LELOUEVT
OTOTELECUATIKOTITO TOV OVGTEKIVOLUAUTN, EEALPOVUEVOV TOV acOevdV e voco Tov Crohn 6tovg
omoiovg dev TapaTnpNONKe PeEI®ON GTNV ATOTELEGUATIKOTNTO. AEV VIAPYEL TPOPUVIG GLOYETION
peta&d g Topovciog anti-oVGTEKIVOVUAUTT OVIICOUATOV KoL TNG ELPAVIONS avTdpdcemVy otr 0o

g éveong.

Houdwotpucdc TAndvcuoc

O Evponaikdg Opyoviopog Poappdkmy €xel 0mdoel avaBoln omd Ty vIoypEmon LITOPOANG TWV
OTOTEAEGUATOV TOV PHEAETAOV LLE TO OVGTEKIVOVUAUMN GE Hia 1] TEPIOCCOTEPES VITOKATNYOPIES TOV
TodtoTpkov TANBLG oL Yo T voco tov Crohn (PAéne Tapdypopo 4.2 Yo TANPOPOPIES CYETIKA Le
TNV TOSL0TPIKY Xp1on).

5.2 @OoppoKoKIVITIKEG 1O1OTNTES
Amoppoonon
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O 314 pecog xpOVoC Yo TNV enitevén TG HEYIOTNG CLYKEVTPMONG 6TOV 0p0 (tmax) nTav 8,5 nuépeg
petd v epdmaé vodopia yopnynon 90 mg o vy dropa. Ot didpeceg TYHEG tmax TOV
OVGTEKIVOLUAUTN ETELTO. ad pio, pAmas viodopua yopriynon eite 45 mg eite 90 mg oe acbeveig pe
YopIloon NTOV CLYKPICLUES LE EKELVEG TTOVL TTAPATPNONKAY GE VYU ATOLL.

H amdéAvtn Prod1obeotindtnTa ToV 0VGTEKIVOVUAUTT ETELITO OO L0 EPATOE VTOSOPLO. YOPNYNOT
ekTunnke otLNTav 57,2% oe acbevelg pe yopilaon.

Katavoun
O 314 e60G OYKOG TNG KATAVOUNG KOTA T d1dpKea TnG TEMKNG pdong (Vz) émetta and pio epimas
evOOQAEPLa Yopnynon o€ acBeveic pe yopiaon kopavinke and 57 éoc 83 ml/kg.

Buopetaoymuatiopde
H axpipng petaforkn 060¢ 10V 0VGTEKIVOVIALTY ivat dyvmoT.

Amofoln

dugpeon ovotnuatikn kabapon (CL) énetta amd po epanal evoopALPia yopnynon oe acBeveic pe
yopioon kKopavnke amod 1,99 éwg 2,34 ml/ nuépa/ kg. H d1dpeon nuiceia {on (t1/2) Tov
OLGTEKIVOVUAUTN NTay Katd Tpoceyyion 3 efdouddeg o acheveic e yopiaon, yopraciky apbpitida,
v660 tov Crohn, kopaivopevn amd 15 g 32 nuépeg e OAEG TIG LEALTEG Y10 TNV Yoplaomn Kot TV
Yoplaoikn apbpitida. Ze po popUoKoKvnTIKn aviivorn TAnducpov,  eawopevikn kdbapon (CL/F)
Kot 0 eovopevikog dykog koatavouns (V/F) ftav 0,465 Imuépa kat 15,7 1 avtictotya oe acbeveic e
yopiaon. H CL/F tov ovetekvovudunn dev ennpedotnke amd to pvAo. H pappakoxivntikny avdiven
TAnNBvucpov £de1&e 6TL VI PEE TAGT TPOS oL LEYAADTEPT] KADAPGT) TOL OVOTEKIVOLUAUTT oE aobeveig
mov Ppébnkav Betucol HETA TOV EAEYYO Y10 OVTICOUOTH GTO OVGTEKIVOVLGLLTT.

Cpaypiké o do6ong

H ovompatikr ékBeon tov ovotekvoupdpnn (Cmax kot AUC) avénbnke katd Evav avoloytko e
d0om 1pomo Enerto omd pia pdmol ev8o@ALBio yoprynon ot ddcelg mov koudvonkay and 0,09 mg/kg
€w¢ 4,5 mg/kg 1 énerta omd o ePATos vVTOdOPLO YOPNYNOT GE OOGELS TOL KLUAVON KAV KOTA
npocéyylon and 24 mg émg 240 mg oe acbeveic pe yoplaon.

Eodnaé 6601 évavtt moAarTA®V 00GEmV

To mpoPik GLYKEVTP®GNG GTOV 0PO TOL OVGTEKIVOVLLAUTT GE GYECT LE TO YPOHVO NTOV YEVIKA
TPOPAEY O ETELTA OO YOPNYNOELS €QATAE 1) TOAAUTADY VTOSOPLOY dOGEWMY. TOVG acbeveig pe
Yoplaon, 0l GLYKEVIPMGELS TOV OVGTEKIVOVUAUNT GTOV 0pO G€ otabeptn KATAoTAOT ENLTELYONKOV
puéxpr v EBdopdada 28 petd tig apykcéc vrodopieg 06oelg otic EBdopdoeg 0 kot 4 akohovBodeveg
amo 06c¢el; kKabe 12 gfdopadec. H didpeon katdtatn cuykévipwor o€ otafepn KOTAGTOOT KOUAvOnKe
a6 0,21 pg/ml éwg 0,26 pg/ml (45 mg) ko amd 0,47 pg/ml €wg 0,49 pg/ml (90 mg). Aev vnpée
EUGAVIG GLCCMPELCT GTI| GVYKEVIPMOOT] TOL OVGTEKIVOVUAUTT 0TOV 0pd 6€ Bdbog ypdvou Katd TNV
V0dopLY Yoprynomn kéoe 12 efdoudoss.

Y aobeveig pe vooo tov Crohn, petd and o evoopréPia d0on ~6 mg/kg, Eekvadvtag amd v
gBdopada 8, yopnyndnke vroddpia 66om cuvripnong 90 mg ovotekvovpdumn kKabe 8 1 12
gfdoudoes. H cuykévrpmon Tov 0veTEKIVOLHAUT o€ 6TabepT| KatdotaoT emtedydnke Emg v
évapén g devTepTg 600MG GuvTipNoNG. Xe achevelg e voco tov Crohn ot dibipeces KaTOTOTEG
GLYKEVIPMOELS oTOfEPNG KatdoTaong kopaivovtay amd 1,97 pg/ml €wg 2,24 pg/ml kot and 0,61

ug/ml émg 0,76 pug/ml yio to. 90 mg ovotekivovpaunn kébe 8 efdopnadeg N ke 12 efdouddeg,
avtiotoiywe. Ta KatdToto eninedo TOL OVGTEKIVOLUAUTT G 6TOOEPT KATAGTAGT T OTOl0 TPOEKLY ALY
omd ta 90 mg ovoteKvovudunn Kabe 8 efOOAdEC oYETIOTNKAY e VYNAOTEPO TOGOGTH KAMVIKNG
VEEONG, G€ CLYKPLOT| LLE TO KATMTOTO ENIMEdD o€ oTafepT| KaTAoTAoT HeTd and 90 mg kb 12
gfdoudoec.

Enidpaon tov Bépovg otn @opuoKoKvnTiKn

e Uio QP UOKOKIVITIKY avaAven mAnbucuod 6ty omoia ypnoiponomdnkay dedopuéva amd acbeveig
Le Ypiaot, To cOUATIKO Bapog Bpédnke va eivat 1 To oNUOVTIKH GUPUETAPANTA Tov ennped el TV
KkdBapon tov ovotekvoopaunr. H péon CL/F og acBeveig pe fapog > 100 kg tav katd mpocéyyion
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55% vymAotepn oe cuykplon e Tov acbevav pe Bapog < 100 kg. O pécog V/F o acbeveic pe Papog
> 100 kg nrov xatd mpocéyyion 37% vyniotepog 6e cUYKPIoN pe Twv achevav pe Bapog < 100 kg. Ot
HEGEG KOTADTUTEG CLYKEVIPMGELS TOV OVGTEKIVOLUAUTY 6ToV 0pd G€ acBevelg pe vyniotepo Bapog (>
100 kg) otnv opdda T@v 90 mg Ntav cuykpiclueg pe ekeiveg o aobeveic pe yauniotepo Papog (< 100
kg) otnv opdda twv 45 mg. [lapopoa anoteréopota eAn@Oncay and pio emPefoiwticyg
QOPUOKOKIVNTIKY avaALGeT TANBLGHOD 6TV onoia ypnoipomomonkay dedopéva amd acbeveig e
YopLootkn apbpitida.

[pocappoyn ¢ cuyvotnTag YopNynong Tov d06Emv

Y& aobeveic pe vooo tov Crohn, pe Baon ta mapatnpovueva dedopuéva Kot Tig avoivoelg PK
TANOVGLOV, 01 TVYALOTOINUEVOL GUUUETEYOVTEG TTOL £X0GOV TNV aVTATOKPIoN 0T Bepoameia eiyav
YOUNAOTEPEG CUYKEVIPMGELG OVGTEKIVOVUGUTT GTOV 0pO GE GLUVAPTION LE TO YPOVO GE GVYKPLON LE
TOVG GUUUETEYOVTEG TTOV OV EYOCAV TNV AVIATOKPLoT. 11 voco tov Crohn, n wpocappoyn e 66ong
a6 90 mg kabe 12 efdopadeg oe 90 mg kabe 8 efdoddeg cuoyeTioTNKE Pe AHENOT TOV KOTOTUTMV
GLYKEVTIPMGE®V TOL OVGTEKIVOLUAUTY GTOV 0pd KOt ELAKOAOVON adENCT TG UMOTEAEGUATIKOTNTAS.

Educoi minBuopoi
Agv vapyovv SLaBECILA POPLOKOKIVITIKG 0E00UEVO GE OIGOEVELG LE LEIOUEVT] VEPPIKT 1| NTTATIKY|
Aettovpyia. Agv Exovv dteEoyDel e10ucég peATeC o€ NMKIOUEVOLS 0oOeVELS.

H poppokokiyntikn Tov 00GTEKIVOVUAUTT TAV YEVIKA GLYKPIGIUN HETOED ACLOTOV KOl Un-AcloTOV
acfevav pe yopioon.

Y& aobeveic pe vooo tov Crohn, n petafintdtra oty KAOoPoT TOV OVGTEKIVOVUAUTT EXNPEACTNKE
oo TO COUOTIKO BApOg, Ta EMMEIH AEVKMUATIVIG 0pOV, TO PVAO KOl TNV TOPOVGIN AVIICOUATOV
£VAVTL TOV OVOTEKIVOVUAUTY], EVED TO COUATIKO BApog NTav 1 KOpLo GUUUETOPANTY oL ennpéale Tov
oyko katavoung. EmmAéov, otn voco tov Crohn, n kdOapon ennpedotnke and mv C-avtidpooa
TPOTEIVN, TNV KOTAGTAGN ¢ TPog TNV amotvyios TNF aviayovietov kot tn euAn (Aclatiky EvovTt un
Aocwtikig). H enidpaon avtdv tov coppetafAntadv nrov vrog +£20% tng Tumikng Tng 1 tng TnG
avapopdg ™ avtictoyyng mapapétpov PK ki, o¢ ek to0Tov, dev amatteital Tpocapproyn g d0omg
Yo aLTEG TIg cvppeTaPAntég. H tantodypovn ypnon avocoppubUicTiKOY mopoyovimy dev gixe
OMUOVTIKT EMOPOCT] OTN SAHECT TOL OVGTEKIVOVLLAUT.

2N QOPUAKOKIVITIKY ovaAvon TANBVGHOD, OV vnpEay evoei&el enidpaonc Tov Kamvo 1 Tov
OWVOTIVEVLOTOG GTIG POPUOKOKIVITIKEG IOIOTITEG TOV OVGTEKIVOLLAUTT).

H B106100e0116TNTO TOV OVGTEKIVOVUALIT LETE OO YOPNYNON LE GUPLYYO CLYKPIGLU).

O1 6VYKEVIPMGELG OVGTEKIVOVULAUTTN GTOV 0pO G€ TadlaTpikovs acbevei Le ymplaon nikiog 6 €wg 17
eTmV, Tov EAaPav Bepameio pe T cVVICTOUEVT LE BAoT TO BAPOg dOGT NTAV YEVIKA GUYKPICIUES UE
ekeiveg Tov evijlikov TAnBvucpov pe yopioon wov Ehafav tn 6601 TV evnAikav. Ot GUYKEVIPAOGELS
OVGTEKIVOLAUTT OTOV 0pO GE TAdLOTPIKOVG acBeveig nhikiog 12-17 etddvv (CADMUS) pe yopiaon
nov €haPav Bepaneia pe TN (o GLVIGTONEVT e Pdom To Bapog SOoM fTay YEVIKA YOUNAOTEPES OO
exeiveg TV evnAikov.

PvOuon tov evlduwy tov CYP450

Ot emdpacelg g IL-12 ) g IL-23 ot pobuon tov eviduwy tov CYP450 a&loroyndnkav g pio
UEAETT| in vitro oty omoia ypnoomomnkay avhpamive nratokvTTopa, 1 oroia £deiée otin IL-12
kavn M IL-23 o¢ enineda tov 10 ng/ml dev petéfarrav tig evivpucég dpaotnpiotnteg tov CYP450

(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1| 3A4, BL. mapdypagpo 4.5).

Mia @dong 1, avoiktrg emionpoveng, LeAETN aAAnAenidpaong upuakoy, Meiém
CNTO1275CRD1003, 61e&nydn ywo va. aglohoynoet tnv enidpoon tov ustekinumab otic eviupukég
dpaoTNPLoTTEG TOL KLTOYPOHOTOC P450 petd and docoroyia emaywyng Kol cuvtpnong o€ acevelg
ue evepyn voco tov Crohn (n=18). Aev mapatnprinkay kKAviKd onpovtikég petaforég oty ékbeon
g kapeivng (vrootpopa CYPLA2), g Bapeapivig (vrootpope CYP2CI), e openpalding
(vmootpopo CYP2C19), g de&rpopeboppdvng (vrdotpopa CYP2D6) 1§ g mdaloAdung
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(vméotpopo CYP3A) 6tav ypnoyorotovvrol tavtdypova pe ustekinumab oty eykekpiuévn
cuviotdpevn docoroyia oe acbeveig e voco tov Crohn (BAéne mapdypago 4.5).

5.3 Ipoxivikd dedopéva yio TNV doQAELN

Ta pun Khvikd dedopéva dev amokaAdTTOVV 131aitepo Kivouvo (). ToEIKOTNTA 0PYAV®OV) Yo TOV
avBpomo pe faon Tig peréteg ToSiKOTNTAG EMUVOLAUPAVOLEV®Y OGE®V, AVATTLELOKNG TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV OVATOPAYMYIKT] IKOVOTNTO, CUUTEPIAAUPAVOUEVOV TOV AEIOAOYGEDY
QOPUOKOAOYIKNG UOPAAELNG. L€ HEAETEG AVATTLELOKNG TOEIKOTNTOG KOl TOEIKOTNTOG GTNV
OVOTOPOY YK KOVOTNTO 0€ TONKOLG cynomolgus dev mapatnpOnkay avemtbOunTeg evépyeleg
GTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG AVOUOAEG 1] avorTuélokn ToEKOTNTO. Agy
TopaTnPNONKay avemBounteg EMOPACELG 0TOVG dgikTeg ONAVKNG YOVILOTNTOG LE YPIOT AVAAOYOV
avticopatoc tov 1L-12/23 og movrikia.

Ta enineda 0cemV oTIG PEAéTEG GE (DA NTOV KOTA TPOSEYYIon £0¢ 45 popég vYNAdTEPQ OO TNV
VYNAGTEPT 16000VaUn 30T oL TTpoopiletal Yia yopynon o€ acheveig e yopioon Kot Elyov ¢
OTOTEAEGILO OVDTATES GVYKEVTPMOELS GTOV 0pd G€ MOKOLVE TOL NTaY TTEPLlocOTEPO amd 100 popég
VYNAOTEPEG OO EKEIVEG TTOV TTAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv dieEnyOnoay pehéTeg KapKIVOYEVESTG LE TO OVGTEKIVOLUAUTY AGY® EAAEIYNG KOTAAANA®Y
UOVTEA®DV EVOG OVTICOUATOG XOPIC dlacTavpoduevn avtidpaon pe tig IL-12/23 p40 tov TpoKTIKGV.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotaroyog ekddymv

L-totdivn

Movoddpoyrwpikn povotidpikn L-iotidivn
IToAvcopPikd 80 (E433)

Saxyopoln

Ydpo&eidro tov vatpiov (yio pvbuion tov pH)
Y dpoyropikd 0&D (yio pyBuior tov pH)
"Yowp yuo evéoia

6.2 AovpfatdtnTeg

EXeiyel peletmv oyetikd pe m cuuPatdtnra, To Tapov POPUIKEVTIKO TPOIOV OeV TPETEL VAL
OVOLELYVOETOL UE GALD POPLOKEVTIKA TPOTOVTOL.

6.3 Awdpkero Long

Usrenty 45 mg gvéotpo didAvpa
2 ypévia

Usrenty 45 mg evéoio StdAvpa € TPOYEUIGLLEVT] GUPTYYO
3 xpovia

Usrenty 90 mg evéoio StdAvpa G€ TPOYEUIGLLEVT] GUPTYYO
3 xpovia

Mepovmpéveg TpoyepGUEVEG GUPLYYES LITOPOVV Vo puALccovtal g Beppokpacio dmpatiov £wg 30°C
v pio péylotn pepovopévn tepiodo £mg 30 nuéPES, 6To apykd KOVTL Yol VO TPOGTOTEVOVTL OO TO
owc. Kataypdyte v nuepounvia Katd tnv omoia n Tpoyepucpévn oopryya Bynke amd 1o yoyeio yuo
TPMTN POPE KaL TV NUEPOUNVID, ATOPPIYNC GTO YDPO TOL TOPEYETUL 6TO EETEPIKO KovTi. H
nuepopnvio amdppymg dev TPEMEL Vo, LITEPPAivEL TNV apYIKN NUEpOUNVia ANENG TTOL elval TVTTOUEV
670 KOVTi. ATO TN GTIyUn oL i cupryyo £xel amodnievtel og Bepuokpacio dwpatiov (€wg 30°C),
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dev Ba pémel va emavartomobeteital 6To Yuyeio. Amoppiyte T cOpLyya edv dgv £xel yxpnotponom el
evtog 30 nuepdv amd v amobrkevon og Beppokpacio SOUATION 1| £®G TNV APYIKN NUEPOUNVia
ANENg, 6moto etvar vopitepa.

6.4 Iowitepec TPoPULAEELS KATA TN QULAEN TOV TPOIOVTOG

Ddvrdaccete og yuyeio (2°C — 8°C). Mnv katayyeTe.

DuAdoceTe TO PLOAISIO0 1) TNV TPOYEUIOUEVT GUPLYYO 0TO EEDMTEPIKO KOVTI Y10l VO TPOGTATELETAL OO TO
PG,

E@doov anotteital, LeLovOUEVES TPOYEUICUEVES CVPLYYEG UTopEl va. @LAGoCOVTOL GE Beppokpacio
dopoatiov £émc 30°C (BA. Tapdypagpo 6.3).

6.5 @von Kol GVGTUTIKA TOV TEPLEKT
Usrenty 45 mg evéouo didhoua,

0,5 ml dwAvpartog og PlaAidio Tov 2 ml and yvaAi Tomov I KAEIGHEVO Le TAO EMKAAVILUEVO LE
BovtuAkd KUOVTGOVK.

Usrenty 45 mg evéoylo SidAvpo 6 TPOYEUGUEVT] GUPLYYaL
0,5 ml droAvpatog o€ cOpryya tov 1 ml omd yvoki Tomov I pe otabepn avo&eidw atodivn Berdva
Kot kGAvppo ferdvac. H ovpryya eivan eEomhiopévn pe ouotnuo modnTikng Tpootociog.

Usrenty 90 mg evéoyio SidAvpo 6 TPOYEWGUEVT GUPLYYaL
1 ml Stohdpatog e cHpryyo tov 1 ml amd yvadi tomov I pe otabepn avoéeidmn atcdivn Perdva kot
kéAoppo Belovag. H copryya eivar eomhiopévn pe cuotnpa TodnTikng Tpoctaciog.

To Usrenty dwatifetal o€ cuokevacia 1 praiidiov 1| oe cuokevacio 1 TpoyepcUEVNG GOPLYYOC.
6.6 Iowitepeg TPOPVAAEELS AOPPIYNGS KAL AALOG YEPLONOG

wTo dtdAvpa 6To ELoAidS10 1 TNV TPoYeGopUEVT cvptyya Tov Usrenty dev mpémel va avakiveitat. To
Stdlvpo TPEMEL VoL eEETAGTEL OMTIKA Y10 OLOPOVUEVT] COUATIONOKT VAT 1 ATOYPOUATIGUO TPV Ao TNV
vroddpia yopnynon. To didAvpa givat dtavyéc og eElappmg 1p1dilov, dypmpo g avorytd KiTpvo Kot
umopel va TepLéyel Alya wikpd nudtoeovi 1 Aevkd copatiot tpmteivng. H epedvion avt dev gival
acvvnOeT Yo TpoTEIVOLYO dtoAvpata. To paprakenTIKd TPOIOV OV TPEMEL VO YPNCLOTOLEITOL EGV
70 O1dAVLO Elval amOYPOUATIGUEVO 1] BOAD, 1) €V VITAPYEL EEVI aLmPOVEVT COUATIOWKT VAN. [Tptv
TN yopNynon, to Usrenty Oa mpémet vo aprvetat vo, Tacel o€ Oepuokpacio tepipdilovtog (tepimov
pion opa). AerTopepeig 0dnyieg yio T XpNoT TAPEXOVTOL GTO PUAAO 0dNYIDV.

To Usrenty dev mepléyel GLVINPNTIKA, GUVETMG OGO QPUPLAKEVTIKO TPOTOV dev €xel ¥pnoiponmombet kot
TOPOUEVEL GTO PLOAISI0 Ko TN cvptyya dev Oa mpémet va ypnoiponoteitatl. To Usrenty diatiBetot g
OTOCTEPMUEVO PLOAISI0 PG XpIoMG 1 MG TPOYEUGUEVT cVptyya piog xprions. H cvpryya, n Berova
KoL TO PLOALD10 dgv Tpémel TOTé va emavaypnoporotovvtatl. Kabe aypnoylonointo eopuokenTiko
TPOTOV 1] VITOAEULO TPETEL VO OTOPPINTETAL COUPOVO LE TIC KATA TOTOVS IGYVOVGEG CYETIKEG
dTaéels.

Kozd ) ypfion tov graidiov piog d6ong cuviatdtol cuptyya tov 1 ml pe feddva pueyébovg 27 gauge,
Y tvtoag (13 mm).

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

IpAavéia, D13 R20R
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8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

Usrenty 45 mg gvéoiuo didhvuo
EU/1/25/1973/001

Usrenty 45 mg gvéoiuo d1dlvuo 6€ TPOYEUOUEVH GVPLYYO.
EU/1/25/1973/002

Usrenty 90 mg gvéoiuo didlvuo 6€ TPOYEUMOUEVH GLPLYYO.
EU/1/25/1973/003

9. HMEPOMHNIA [TPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Hpepopnvia mpdtng éykprong: 17 XertepPpiov 2025

10. HMEPOMHNIA ANAGOGEQPHXHX TOY KEIMENOY
<{HH pnvog EEEE}>

Aemtopepeic TANpoPopieg yio To TapOV PUPUAKEVTIKO TPOiodV gival S100£c1eg GTOV SIKTLOKO TOTO
tov Evponaikov Opyaviopod Oapudkmv: https://www.ema.europa.eu.
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V To @dpuaxo avtd TeEAEL VIO GUUTANPOUATIKN TOPAKOA0VONGT. AVTo Ba emtTpéyel TO Yp1YOpO
TPOGIOPIoUO VEDV TANPOPOPLOV ACOAAELNG. ZNTEITOL OO TOVG EMAYYEALATIEG VYELNG VO AVOPEPOVY
omoleconTote ThovoLloyoOpeveg avemBounteg evépyeiec. BA. mopdypapo 4.8 yia tov tpdno avapopdg
AVETOOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 45 mg €v€o10 S1AAVLLOL GE TPOYEUIGIEVT] GUGKELT] TOTTOV TEVOLG
Usrenty 90 mg evéoiplo SIIAVO GE TPOYEUGHEVT] GUGKELT] TUTTOL TTEVOG

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Usrenty 45 mg evéoiuo didAvuo 6 TPOYEMGUEVN GLGKEVT TOTOL TEVAS
Ka0e mpoyeucpévn ocvokevn Tomov wévag mepiéyel 45 mg ovotekvovpdunn o€ 0,5 ml.

Usrenty 90 mg ev€G110 SLIOAVUO GE TPOYEULGLEVT GUGKELT] TUTTOL TEVOS
Ka0e mpoyepicpévn cuokevn tomov mévoc nepiEyel 90 mg ovotekvoopaunn oe 1 ml.

H ovotekivoopdaumn givor éva minpag aviponvo povokimvikd IgGlk avticopa Evavtt tng
wtepAevkivng (IL)-12/23 mov TopdyeTol Gg Pict KUTTOPIKH YPOUUN HVEAMDUOTOC TOVTIKIDV LE YP1oN
TeXvoAOYing avacvvdvacuévou DNA.

"o tov TApn KatdAoyo TV ekdoy®v, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Usrenty 45 mg evécouo S1IGAVUO GE TPOYEUOUEVT] GLGKEVT) TOTOL TEVOC
Evéowo sidAivpa.

Usrenty 90 mg evéoluo S1GAVLLO. OE TPOYEUOUEVT] GLOKELT TUTTOV TEVOC
Evéoyo d1GAvpa.

To didAvpa givar dtavyéc, dypopo mg vokitpvo Kot mapackevaletal oe pH 5,7 ém¢ 6,3. H
0oUOTIKOTNTA TOL dtoAdpaTog eivan 274 émg 342 mOsmol/Kg.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikéc gvoeitelg

Yopioon katd mAdkag

To Usrenty gvdeikvotat yio ) Ogpaneio g pétplog mg coPapng Wwopioong Kot TAAKS 68 EVAAKES
7OV gV avTOTOKPiONKav, 1 Tapovstilovy avievdeilelc 1| Exovv ducavetio o€ AAAEG CLGTNUATIKES
Oepamneieg, copmeptiapPovopévav g kokhoomopivig, g pnebotpeEdng (MTX) 1 tng pwtobepomeiog
(PUVA, yoparévio kot vrepiddng axtivoforio A) (PAére mapdypapo 5.1).

Yopuown apbpitida (PsA)

To Usrenty, povo tov 1| o cuvdvacud pe MTX, evdeikvutar yio tn Oepameio g evepyol YopPLOGTKNG
apBpitdag oe evihikeg aoBeveig OTOV 1 AvTATOKPIOT| G TPOTNYOLLEVT] Bepameia pe un- Bloroyiko
OVTIPEVLOTIKO TPOTOTTOMTIKO TNG vosov edapuako (DMARD) vimpée avenapkng (BAéme Tapdypopo
5.1).

Nébooc tov Crohn
To Usrenty gvdeikvotat yio ) Ogpaneio evidikmv acfevav pe petping Eog cofapd evepyn voco Tov
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Crohn, o1 07oiot ELPAVIGAV AVETAPKT OVTOTOKPIOT), OTOAELN OVTOTOKPLONG ) dvcaveéio og
ovpupartikn Oepaneia 1 o€ avrayovior) tov TNFa.

4.2  Aocoroyio ko TpOTOS YOPNYNONG

To Usrenty mpoopiletat yio xpnon vad v kabodnynon kai tnv exifreyn wtpmv, EUTEPOV OTN
duyvoon kat tn Oepaneio katacTdoemy yio, TI¢ omoieg gvdeikvutal to Usrenty.

Aocoloyia

Ywpiaon Kotd midicag
H ocuvictdpevn docoroyia tov Usrenty eivan o apyikn 66om tov 45 mg yopnyoduevn vroddpia,
aKoAovBovpevn amd pio 66on Tov 45 mg petd and 4 efdouddes Kot 6t cvvEyela kKabe 12 gfoopddss.

Y acbeveic Tov dev mapovsiocay aviondkpion o€ Oepaneio didpkelag £mc 28 gfdopadmv npénel va
g€etdletal To evdeyoOUEVO dlokomng TG Depameiag.

Aaobeveis e owuorzixo popog > 100 kg

INa acBeveic pe copotco Bapog > 100 kg 1 apykn 66on gival 90 mg yopnyov eV VITOJOPIMS, M
omoia axolovBeitar amd pia 66om tv 90 mg petd and 4 efdopdoeg Kot 61 cvvEyeln kébe 12
gfdouddec. Xe avtovg Toug acbevelg, Ta 45 mg £yovv emiong amoderybel amoteleopatikd. QotdG0, TO
90 mg mapovciocav peyadvtepn anoteiespatikotnta (PAéne mapdypaeo 5.1, [MTivaxa 2).

Yopuocwn apbpitda (PsA)

H ocuvictdpevn docoroyia tov Usrenty givon pio apyikn 66om tmv 45 mg yopnyoduevn vmodopia,
oKoAovBovpevn amd pia 66on Tov 45 mg petd omd 4 efoopnddeg Ko ot cuvéyeto Kabe 12 efdopdadec.
EvoAdoktikd, umopei va ypnoomombovv 90 mg oe acheveic pe copatid Bapog > 100 kg.

Y acbeveic Tov dev mapovsiocay aviondkpion o€ Oepaneio didpkelag £mc 28 efdopddmv Tpénel va
eEetdletal To evdeyoUEVO dlokomng TG Bepameiag.

Himiwouévor
Agv amoatteitol Tpocappoyn g d0ong yio aceveic nikiag 65 etmv kot dve (PA. mapdypoo 4.4).

Negpixn kot nrotixy dvelertovpyio.
H Usrenty dev £xet peletndei o€ avtovg Toug TANBLGHOVG achevdv. Zuvenms, dev Lmopohv va yivouv
GUGTAGELC GYETIKA LE TN 00GOAOYiaL.

Houdrazpikog tinBoouog

H aocedieia kot 1 arotehespatikdtnto tov Usrenty o€ modid pe ympioon nAKiog pukpotepns twv 6
ETMOV N 6€ TOdLd pe Yoplaoikn apbpitida niwiag pikpdtepng tav 18 etdv dev £xovv akdpa
tekunpwbei. H tpoyepiopévn cvokevn tomov mévag dev £xet pedetn el otov Toudtotpikd minbovopod
KOl 0EV GLVIGTATOL Y10 PO OE TALSUTPIKOVS 0loOeVEic.

BAéne mapaypoeo 4.2 g IIXII yio tnv mpoyeicuévn cupLyyo GYETIKA Ue Tr S0COA0Yia KoL TOV
TPOTO YOPNYNONG O€ TAUSTPIKOVS aeBeveig nAkiog 6 ETOV Kot Ave pe yoploon.

Nocog tov Crohn

21 Bepoamevticn aymyn, N Tpodt d6on tov Usrenty yopnyeiton evdopiefiong. [a ) docoroyia tng
evOOQAEPLOC aymyngs, PAEme mapdypapo 4.2 e IIXII tov Usrenty 130 mg mokvo didAvpa yio
TOPUCKELT SIHAVUATOC TPOC £YYVOT).

H mpodn vwodopa yopnynon tov 90 mg Usrenty Bo mpémel va mpaypoatomoteital tnv efdouddo 8 HeTd
™V evOoPAEPLa 66om. Metd amd avtd, cuvictdtor yoprynon Kabe 12 efoopdodes. AcBeveig mov dev
£YOVV TAPOVCIAGEL EMAPKT OVTATOKPLOT OTIC 8 EBSOUAdEG UETE TNV TPDTT VTTOJOPLL. OGT, UTOpPEL va
AdPovv pa devTEPN LTOOOPLA dOGT AT TN XPOVIKY oTiyun (BAEre Tapdypago 5.1).

49



Acbeveig mov yavouv TV avtamdKpion ot docoroyia avd 12 efdopddeg pmopel vo wpeAnBobv amod
v avénomn g ovyvotnTog TG 60c0A0YinG og avd 8 gfdoundades (PAéne mapdypapo 5.1,
Topaypapo 5.2).

O1 aoBeveig pmopei otn cvvéyeia va AapPdvovv d6omn kdabe 8 efdonddec 1 kKabe 12 gfdopddeg
oOUP®VA e TNV KAMVIKY ekTipumon (PAére mapdypago 5.1).

Oa mpénel va e€etaotel To gvdeyOUEVO dlaKomNG TG Bepaneiog otovg acbeveic mov dev gppavifovy
evdei&elg opéhovg omd T Bepameia 16 efdopadeg petd v IV 86on emaywyng M 16 efdouddeg petd v
aAAayn o€ avd 8 efdopddec 600 0Yio GLVTHPNONC.

O1 avocoppudLoTIKol TAPAYOVTES KOUT TO KOPTIKOGTEPOEDT UTOPOVV VO GUVEXIGTOVV GTI| SLOpPKELN
™G Oepameiag Le TV OVGTEKIVOVUAUTY. ZTOVG aoBeVEIC TOV £yovv avTamokplOel ot Bepaneia e
OVGTEKIVOV AU, TO. KOPTIKOGTEPOELON UTOPOVV VO, LE®OOVV 1] VO H10KOTOVY GOUPOVO. LLE TO
TPOTLTOL PPOVTIONS.

21 vooo tov Crohn 1) otny, €dv 1 Ogpancio dtokomel, | emavévapén g Bepaneiog pe vrodopla
yopnynon kabe 8 efSopAdES EIVOL AGPAANG KOl ATOTEAEGLLOTIKT.

Himiwpévor
Agv amaiteitonl Tpocappoyn g 60omg Yo acbeveic nhikiag 65 etdv kot ave (PA. mapdypoaeo 4.4).

Neppixn kot nwotiky ovoieitovpyio,
H Usrenty 6¢ev &xet peletnBel oe avtovg tovg TAnBuopove acBevdv. Xovendg, oev pmopoldv va yivouv
GLGTACELS GYETIKA L TN d0oc0A0Yia.

Toudrozpixos wAnBoouog
H aopdleio ko n amoteleouotikotyro e Usrenty oty Oepameia tns vooov tov Crohn o€ moudid, kGtw
v 18 etV dev Epovv axdun tekunpimbel. Aev vrdpyovv dabéolo dedouéva.

Tpomog yoprynong

To Usrenty 45 mg kot 90 mg o€ TPOYEUIGUEVES CUGKEVEG TUTOV TTEVAG XOPNYELTOL [LE VTOOOPLL £VEDT
uoévo. Edv givor duvato, meployég Tov 0EpUatoc mov epgavilovy ywplaorn TpETeL va amoPehyovIol Mg
0éoeig éveong.

Metd and KatdAANAN EKTAidELON GTNV TEXVIKN TNG LITOSOPLUG EVECTG, OL 0GHEVEIC 1} OL PPOVTIGTEG
TOVG PmopoBv va, kvouv Tnv €veon tov Usrenty v 10 Kpivel 60otd 0 Bepdnmv wtpdc. 261660, 0
Oepanv 10tpog Ba Tpémet va StacPaiicet TV KaTdAANAn Tapakoiovdnon tov acbevav. Ot acbeveig
1 ot PpovTIoTEG TOVG Ba TPémel va KaBodnyodvTal dGTE va KAVouV TV £VEST UE TN
GUVTOYOYPOPOVLEVT] TOGHTNTO TOL Usrenty cOLQ@VO LE TIC 0NYIEG TOV TOPEXOVTAL GTO PVALO

odnydv yprongs.
AvoAvuTikég 0dnyieg Yo T yopnynomn divoviol 6To GUAAO 0ONYIHV YPNOTG.

Mo mepartépw 0dnyieg TOL APOPOVV TNV TPOETOUAGTN KO TIC IOIAITEPES TPOPVAGEELS Y10 TO XEPIGUO,
PAéme mapdypopo 6.6.

4.3 Avtevoeilelg

YrepegvarcOnoio o1 SpacTiKy 0VGio 1 6€ KATO10 0 TO EKO0Y TOV OVOUPEPOVTAL GTIV TOPaypapo 6.1.
KAwikd onpavtikn, evepyn Aoipwén (m.y. evepyn eupotioon, PAEne mapdypapo 4.4).
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4.4 E101kég TPoEdoToM6Els Kol TPOPUAGEELS KATA TN Yp1)on)

Iyvynioocipuét o
[pokeévou va Pertiwbdei n yvnrlooldtta TV PLOAOYIKOV QOPUOKEVTIKOV TPOIOVIMV, 1] EUTOPIKT|
ovopacio kot 0 apliuds maptidag Tov YopnyoOUEVOL TPOIOVTOC Ba TPETEL VAL KATAYPAPOVTUL GOPMGS.

Aowdéeig

H ovotekivoopaumn pmopei duvntikd vo avéNoet Tov Kivouvo AOUDEEDMVY KAl VO EVEPYOTOGEL EK
vEOL AavBAavovsec AOUMEELS. Xe KAVIKEG LEAETEC KOl GE o LEAETN TTOpATPNONG LETA TNV
Kukhopopia oe acBeveic pe yopiaon, coPapés PakTnplokes, LUKNTIOOIKES KOl 10YEVEIS AOUMOEELS
&yovv mapatnpnbei oe acbeveic mov Aapfavovv ovatektvovudunn (PAEre mapdypagpo 4.8).

"Exovv avaeepBel sukaptokég AOIUDEELS, COUTEPIAAUPAVOUEVOV TNG EMOVEVEPYOTOINCNG TNG
QLUATIOONG, GAA®V EVKOIPLOKOV BaKTnplak®y AoudéemVy (cupmeptiapfoavouévng g Aoipméng ord
atumo puKoPakTnpidia, TG UNVIYyiTdos omd AMoTéPLa, TNG TVELUOVING amd AEYIOVELAL KoL TNG
vokapdiaong), EVKOIPLUK®Y LUK TIONCIKOV AOUMEE®MVY, EVKOIPLOK®Y 10YEVOV AOUMEEDY
(ovumepriapPovouévng g eYKEQOMTIONG OV TPOKAAEITOL A TOV 10 TOV ATA0D EpTnTo TOTOL 2),
Kol TOpuoITIKOV Aouméemv (cvupmepiiapfovouévng e opboduikng tofomAdcumaong) o acbeveig
oL EAaPav Bepomeia [Le OVGTEKIVOLLALTT).

Anarteitar Tpocoyn otav e€etaletal ) xpnon tov Usrenty oe acOeveic pe ypovia Aoipwén M pe
16TopIKO VIOTpOoTIAovcag Aoipwéng (PAEre Tapdypago 4.3).

IIpwv and v évapén g Bepaneiog pe Usrenty, o1 acBeveig npénet va e€etdlovton yio Aoipwén ond
eupotioon. To Usrenty dev mpénet va yopnyeiton o acBevelg pe evepyn popotioon (PAéne
mapaypago 4.3). H Oepaneio tng AavBdvovsog eupatioone Tpénel va EEKivd mTpty amd T Yopnynon
tov Usrenty. To evdeydpevo Bepaneiog katd e pupotioong npénet eniong va eEetdletat mpv and tnv
évapén yopnynong tov Usrenty oe 060gveig pe 16T0p1kd AavOavovoag 1 EveEPyoD QUUOTIOONG, Yo
TOVG 0moiovg dev pmopel vo emPePformbetl o emapkng Tponyovpevn Bepaneia. AcBeveic mov
AapPavouvv Usrenty Bo tpémel va topakorovBohvtal 6Ttevd yio VOEIEELS KOl GUUTTMOLOTO, EVEPYOD
QUUOTIOONG KOTA TN S1dpKeELn Kot PETE TO TEAOG TNg Depameiag.

Oa mpénet va yivel vTddelEn otovg acheveic va avalnticovy wTpiki GLLPOVAN £V ELEAVIGTOVV
ONUELR T} COUTTAOUATO TOV VTOONADGVOLY AoipmEn. Edv évag acBevig avantiéel ua cofapn Aoipmén,
0 ao0evng Oa mpémel va mapakorovbeitar otevd kot o Usrenty dev Oa wpémet va yopnyndei puéypt va
vroywpNoeL N Aoinwén.

Kakonfeteg
To 0VOGOKATAGTAATIKA OTMG 1) OVGTEKIVOV AU avEdvouy duvnTikd Tov Kivduvo kakondetog.

Optouévol aobeveic mov AAUPavaY OVGTEKIVOVUAUTN OTA TACIGLO KAVIK®V LEAETOV Kol G€ [
UEAETT TapaTpNoNG LETE TV KukAopopia o€ acheveic pe wopioon avErTuEAY SEPLOTIKEG KOL 1N
deppotikég kokoneieg (PAéme mapdypapo 4.8). O kivouvog kakonbeiag pmopel va givat vynmAdTEPOC
o€ acbevelg pe ympioon mov Exovv AdPel Bepaneia e dAAovg Broloyikodg Topdyovteg Katd )
ddpketa TG acBéveldg Toug.

Agv &yovv de&ayBel peréteg mov va meptiapuPfdvouy acbeveig e 10TopiKo Kakon0glog 1 HEAETEG TTOV Vo
ovveyiCouv ) Bepaneio og acbeveic mov avorTicooLVY KakKonBew KOTE TN AW OLGTEKIVOLLAUTNG.
Yuvenmg, 0o mpémet va eEeTAlETOL TPOGEKTIKG 1 YPNON TS OVGTEKIVOLUAUTNG GTOVG acBeVeiG avTovg.

‘O)ot o1 acsBeveic, 16img 6c0t glvar nAtkiag peyaddtepnc twv 60 eTmdv, acbeveic e 1Tpkd 16TOPIKO
HAKPOYPOVIOG AYNG 0VOCOKATAGTAATIKNG Oepameiog 1 6501 Exovv 16Toptkd pwtobepanciog (PUVA),

Oa Tpémel va TapakoiovBodvTal yio TV ELPAVIOT KaPKivov Tov dépuatog (PAEme mapdypopo 4.8).

2VOTNUOTIKES KO OVOTTVEVOTIKEC OVTIOPAGELC VITEPELULoONGIag

200THUOTIKES
"Exovv avaeepBel cofapéc avtidpdoelg vrepevoicinoiog Katd v mepiodo HETE TV KVKAOQOpPio TOV
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TPOTOVTOC, G LEPIKEG TEPIMTMGELG OPKETEG NUEPES LETE TN Oepameia. ‘Exovv eupavictel avapuiatio
Kot ayyeooidnua. Edv eppaviortel avapuiatio 1 dGAAn cofapn avtidpacn vrepevarctnaiog, 0o mpémnet
va Eekivnoetl kaTdAANAN Bepameio Kot vo dtokomel n yoprynon tov Usrenty (BAémemapdypaeo 4.8).

Avorvevotikéc

"Exovv avagepbel meptotatikd aALEPYIKNC KOWYEMTIOOC, WGIVOPIAIKNG TVELLOVIOG Kol 1) AOUDS0VG
OPYOVMTIKNG TVELUOVIOG KATE TN XP1ON TNG OVGTEKIVOVUAUTN LETA TN YOPTyNomn Goelg

kv opopiag. Ot kKAvikég ekdnAdoelg mepredapfovay friya, dvomvola Kot dtdpeseg dmbnoelg petd
omd pia g Tpelg 00celc. O coPapég ekPaoelg TEPLEAGUPOVOY OVOTVEVGTIKT OVETAPKELD KO
mapatetopévn voonieio. BeAtioon avaeépOnke HeTd T S10K0MH TNG OVGTEKIVOVUAUTN Kol ETIONG, OE
OPIOUEVEC TTEPITTAOCELS, T YOPNYNON KOPTIKOOTEPOEWDV. Xg TEPInTOT oV N ThavOTTA AoTU®ENG
€xel amokAelotel Kot 1) O1dyvoon givorl emPefortmpév, S1okOWTE TNV OVGTEKIVOLUAUTT Kot EEKIVIOTE
KOTAAANAN Oepamneio (PAéne Topdypopo 4.8).

Kapdwyyeiakd couBduata

Kopduayyetoaxd copfapoto couneptlaifavorévemy eLepayIoToc ToL HLOKApdion Kol ayyelokon
EYKEPAUAIKOV €MEIG0010V £yovv mapoatnpn el o€ acbeveig pue yopiaon mov extédnkay oty
OVGTEKIVOVULAUTN O€ [io LEAETN TTOpOTPTONG HETA TNV KuKAoPOopia. Ot mapdyovTeg KIvOUVOL Yia
Kapdelayyelakn voco Ba mpémel va 0EloloyodvTal TAKTIKA Katd T didpketo g Oepamneiag pe Usrenty.

EufoMacpoi

YuvioTtdtal vo un cuyyopnyovvral eppora Loviov imv i aktnpiov (6nwg o Bakiliog tov Calmette
kot Guérin (BCG)) pe to Usrenty. Agv £yovv dieEaryBel e1d1kéc peléteg o asbeveic mov elyav
Tpoceato AdaPet epuPoria pe (odvteg 100¢ M Lovra faktipla. Agv vdpyovy dedopéva yia T
devtepoyevn petddoon Aolpméng and Covta epPoita og acheveic Tov AAUPavVOY OVGTEKIVOLUAUTT.
IIpwv amod tov epforacpod pe (dvteg 100¢ 1§ Ldvta Paktipia, 1 Oeponeia pe To Usrenty mpémet va
dwakomel yio tovAdylotov 15 gfdopddeg petd v terevtaio 66on Kot pmopel va Eavapyioet
TovAdyioTov 2 efdopddeg petd tov euforiacud. Ot GuvtayoypapOVIES 10TPOl TPETEL VA
ovppovievovror v [epiinyn tov Xapaktnpiotik®v tov [Ipoidviog Tov cuykekpiévou gufoiiov
Yo TPOGHETN TANPOPOPNOT) KO 00MYIEG OYETIKA [LE TNV TAPAAANAN P10 OVOCOKATAGTAATIKMDY
TOPUYOVTOV PETA TOV EUPOAAGHO.

H yopriynon Loviov epporiov (6nmg to eufoio BCG) oe Ppéen mov extédnkav evdountpikd (in
utero) 6TV OVGTEKIVOVUAUTN SV CLUVIGTATAL YO MK UVEG LETE TN YEvVnon 1 HEYPLS OTOL Ta
EMIMEDN TNG OVGTEKIVOVUAUTTG GTOV 0pO TOV PpEPoug va givar pn aviyvedoa (PAETE Topaypaeovg
4.5 ka1 4.6). Edv vdpyet capéc kKAvikO 0QeA0G Yo TO LELOVOUEVO BPEPog, 1 xoprynon evog {wvtog
guPoriov pmopet va eetdleton vopitepa, eqv To EXITESQ TG OVOTEKIVOVUAUTNG GTOV OPO TOV
Bpépovg etvar un aviyvedoiua.

Ot acBeveig mov AapPavouv Usrenty pmopovv va Adovv tontdypova adpavoromuéva 1 un (ovra
gupoi.

H poxpoypovia Bepaneia pe Usrenty dev KOTAGTEALEL TN YVLUKT 0VOGOAOYIKT OTTAVTIOT GTO
TOAVGOAKYOPLOKO EUPOMO Y10 TOV TVEVIOVIOKOKKO 1) TO EUPOAL0 Yo ToV TéTavo (PAETE TOPAYPOPO
5.1).

Hopdhinin avocokotoctahtikn Oepaneio

e HEAETEG Y10 TNV YOPLOOT], 1 ACPALELN KL T) OTOTEAEGUATIKOTITA TNG OVGTEKIVOLUAUTNG OE
oLVOLOCUO e OVOGOKATAGTAATIKA, cupmeptlapfavopévev Tov foloyikdv, 1 pe potodepansio, dgv
&yovv a&loroynel. Xe peréteg yio TV Yoplacikn apbpitida, 1 wapdAinin ypnon MTX dev pdavnke
va ennpedlel TNV AGQAAELD 1 TV OTOTEAECUATIKOTNTO TNG OVGTEKIVOVUAUTNG. Z€ LEAETEG Y10 TN VOGO
tov Crohn xat v EAKDIN KOALTION, 1| TAVTOYXPOVT YPTOT] AVOCOKATAGTUATIKOV 1| KOPTIKOGTEPOEODV
dev eavnke va ennpedlel TNV AoPAAELD 1] TNV OTOTEAECUATIKOTITO TNG OVGTEKIVOLUAUTNG. ATtouteiton
npocoyn otav e&eTdleTon ) TOPAAANAN XPNON GAL®Y 0VOGOKATACTOATIKGV Kot Tov Usrenty 1 Katd
petdfoomn and dAra froroyikd avocokatactodtikd (BAETE Topdypago 4.5).

Avocobfepaneia
H ovotekivoopaumn dev €xetl a&loroyn0ei og acbeveic mov £yovv vroPAndel oe avocobepameia yio
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arkepyia. Agv givar yvooto dv to Usrenty pmopei va ennpedostl nyv avocobepameio yio adiepyia.
YoBopéc depuatonddetec

e aoBeveic pe yopiaon, £xel avapepbel amopoldwTiky deppatitido petd omd Oepaneio pe
ovoteKvoopaunn (PAéne mapdypapo 4.8). Ot acBeveic pe yopioor Katd TAGKLG EVOEXETAL VO
avorTuEOVV pLBPOdEPUIKT YMPIOGT), LLE CUUTTMOLOTA TTOL EVOEYETOL VO, LNV dlaKpivovTol KAVIKE amd
TNV OTOQOAMOMTIKN SEPUOTITION, GTA TAAIGLN TNG PLGIKNG TOPEing ToV voonuatdg tovg. Katd v
TapaKolovOnon g Yopiaong Tov 0achevong, ot Yiotpol Oa TPETEL VoL ETAYPLTTVOVV Y10 GUUTTOUOTO
£pLOPOOEPUIKNG Yopiaong 1 amo@oMIOTIKNG depuatitidoc. EAv avtd To COUTTOUATO ELPAVICTOVV,
Ba pémet va axorlovnBel katdAAnin Oepancio. To Usrenty Bo mpémet va S10KOTTETOL EQV VITAPYEL
VITOVOLN AVTIOPACNG GTO PAPLLOKO.

Kotaotdoeig mov oyetilovtan pe Tov AVKO

"Exovv avaeepbei Tepimtdoeig koTooTdcey TOL oyeTilovTal pe Tov Abko o€ acbeveig mov Erafav
Oepameio e OVGTEKIVOLUAUTY, CUUTEPIAAUPOVOUEVOD TOV SEPUATIKOV EpLONUATMOOOVE ADKOV KOl TOV
ouvdpdoL Tpocouolalov e Avko. Edv epoaviotodv PAAPES, £101KA G€ TEPLOYES TOV SEPLOTOG TOV
extifevtal oTov A0 1 €4V cuvodgbovtal omd apBparyia, o aclevic Oa Tpémet va avalntioel auéomg
wtpiky fonbewa. Edv emPefarondel n didyvoon pog Katdotaong mov oyetiletal pe Tov AbKo, 1
OVOTEKIVOLLLAUTT B TPETEL VO, S1aKOTTTETOL Kol Vo EeKivd KOTAAANAN Oepameio.

Ewdwoi mAnfvopoi

Hiiwuévor

Agv mapotnpnOnikay GUVOAIKEG SIOPOPEG OTNV ATOTEAEGLOTIKOTNTO 1] TNV 0oPAAELn 6€ acbeveig
NAkiag 65 eTdV kol Ave Tov LAV OVGTEKIVOVUAUTY], GE GVYKPLON LE VeOTEPOVG aobeveic og
KMVIKEC LEAETEG OTIC EYKEKPLUEVES eVOEIEEIC, ®GTOCO 0 aPBUOC TV 0cBevmdY NAIKiag 65 TV Kat
v dgv NTavV ETOPKNG dote va kKabopiotel edv o1 asBeveic avtol avtomokpivovtal S1apopeTiKd ond
TOVG VEOTEPOLG 0loBeVElG. AOY® TNG LYNAOTEPTG ENMTOOTG AOIUMEEDV YEVIKA GTOV NAIKIOUEVO
mAnBuopod, n Bepaneio Tpémet va YiveTal Le TPOCOYT GTOVS NAIKIOUEVOLG.

IIegprexTikoTnTo o€ moAvcsopPiko 80 (E 433)

o 45 mg Hpoysuiouévy ovokevn TOmov TEVOS

To Usrenty mepiéyet 0,02 mg morvcopPikov 80 (E 433) g k0 mpoyeuGUEVT] GUGKELT] TOTTOV TEVOG
v 45mg/0,5 ml, n omoia 1oodvvaypei pe 0,02 mg/0,5 ml (0,0003 mg/kg/muépa). Ta TolvcopPikd
UTOPEL VO TPOKAAEGOVY AAAEPYIKEC AVTIOPACELS, ETOUEVMG 0 0GBEVIS / PPOVTICTNG TPEMEL VL
KaBodnyeitol va eVLEPADGEL TO Y1OTP TOV AV EXEL YVMOTEG OAAEPYIEC.

Tia 90 mg poyeriouévy ovokevy] THmoOv TEVOS

To Usrenty mepiéyet 0,04 mg molvcopPikov 80 (E 433) og KaOe TPOoyEUIOUEVT] GUOKEVT] TUTOV TEVAG
v 90 mg/ml, 1 omoia wodvvapei pe 0,04 mg/ml (0,0004 mg/kgmuépa). Ta moAvcopPikd umopei va
TPOKOAEGOVV OALEPYIKES AVTIOPACELS, ETOUEVMG O acoBEVIS / PPOVTIOTNG TPEmeL va kabodnyeitol va
EVIUEPDGEL TO YIATPO TOV €AV EXEL YVOOTES QALEPYIEC.

4.5 Aliemopdcsig pe GAra QUPUUKEVTIKA TPOTIOVTOH KO AAheg pop@Eg aAAnLeTiopaog
Zmvto epuPoria dev Tpémet vo yopryouvtol TopdAinia pe to Usrenty.

H yopnynon Coviev epPorimv (0nmg to epupoio BCG) oe Ppépn mov ektébnrav evéountpikd (in
utero) 6TV OVOCTEKIVOLUAUTY OEV GUVICTATAL Y10 SMIEKN UNVEG LETA TN YEVVIION 1] £0G OTOV TO
EMMEDO TNG OVOTEKIVOVUAUTNG GTOV 0pd TOV PBpépoug va eivar un aviyvevoiua (PAETE mopaypaeovg
4.4 xo1 4.6). Edv vrapyet capég kKAvikd 0QEAOG Y10 TO HEUOVOLLEVO BPEPOC, 1 Yop1ynon evog CavTog
guPoriov pmopei va e&etdleton vopitepa, £4v Ta eXimEdQ TG OVOGTEKIVOVUAUTN GTOV 0pO TOL BPEPovg
glva pun aviyvedoua.

2TIG QUPUOKOKIVITIKES OvaADGELS TANOLGLLOV TV LEAETOV (AoTS 3, diepevviOnke 1 enidpacn twv
O GLYVA YPNOUYLOTOLOVLEV®V TOVTOYPOVA PUPLOKEVTIKOV TPoidvTtwv o€ acbeveig ue ympioon
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(cvumepAapPovVOUEV@V TG TAPAKETAUOANG, TNG POVTPOPAIVIG, TOV AKETVAOGUAIKLALKOD 0EEOC, TNG
peteopuivng, g atopPactativng, tng Aefobupo&ivic) o PUpPUOKOKIVITIKY TG OVGTEKIVOVUGLLTT.
Agv vmnp&av evoei&elg aAANAETIOpaON G e QVTA TO TAVTOYPOVO YOPTYOVUEVO QOPLLOKEVTIKA
wpoidvta. H Baomn yuo v avéivon avt ftav 6tL tovddyiotov 100 acbeveig (> 5% tov peretodpevon
mAnBucopov) Elafav Bepameia pe TOLTOYPOVI YOPNYNOT CLTOV TOV POPUOKEVTIKMV TPOIOVIMV Y10
TovAdyiotov to 90% g mepiddov perétng. H gappokokivnTikn tng ovotektvou b dev
emmpedotnke omd v tavtdYpovn ypnon MTX, un otepoeld®V aVTIPAEYLOVOI®OV PAPUAK®YV, 6-
HEPKOTTOTOVPIVIG, alabet0ompivng Kol 0d GTOUATOG KOPTIKOGTEPOEIWOMV GE 0IGOEVELS LLE WOPLOGTKN
apBpitida, voco tov Crohn 1 eAk®dON KOAiTION, 1 0O TNV TPONYOOUEVT EKOECT OE TOPAYOVTESG AVTL-
TNFa, og acbeveig e yoplacikn apbpitida 1 voso tov Crohn 1 omd Ty mponyoduevn éxbeon og
Broroyucovg mapdyovteg (dnA., mapdyovteg avtli-TNFa ko Bedollovudunn) oe acbeveig pe eAkmon
KOAITIOA.

Ta amotedéopata piag HeEAETNG in vitro Kot piog LEAETNG @AM G 1 08 GUUUETEYOVTES LIE EVEPYN VOGO
tov Crohn dgv vTOdeKVHOLY TNV AVAYKN Y10 TPOCAPLOYES TG dOoMG o€ aobevels mov Aappdvouvy
tavtoypova vrootpmpato Tov CYP450 (BAéne mapdypapo 5.2).

e peAéteg ylo TNV yopiaon, 1 0cPUAELN KoL 1) OTOTEAEGUOTIKOTITO TG OVGTEKIVOVUAUTNG GE
GUVOVAGUO LE OVOCOKATACTOATIKA, GUUTEPILOUPAVOLEV®Y TV Brodoyik®v, 1 LE poTobepaneia, dev
&yovv aloroynel. Xe peréteg yio v yoplooikn apbpitida, n tavtdypovn ypnon MTX dev pavnke
va ennpedlel TV AGQAAELD 1) TV OTOTEAECUATIKOTNTO TG OVOTEKIVOVUAUTTG. € HEAETEG YO TN VOGO
tov Crohn Kot v eEAK®ON KOALTIW, 1) TOVTOYPOVT| YPTOT] VOCOKATAGTUATIKAOV 1] KOPTIKOGTEPOEDDV
dev eavnke va ennpedlel TNV 0oQAAELD 1] TNV OTOTEAECUATIKOTTA TNG OVOTEKIVOLUAUTNG (PAETE
mopdypapo 4.4).

4.6 Tovipétra, Kinon Kot yorovyia
Tvuvaikec og ovamapaywyikn nikio,

Ot yvvaikeg og avamapoy@ykn nAkio 0o Tpémet va ¥pnGIHoTolo0V ATOTELEGUATIKT OVTIGOAAYN
KaTd TN O1dpkela g Bepameiag Kot yio TovAdyiotov 15 efdopddeg petd ) Bepamneio.

Kdnon

Agdopéva mov CLALEYONKAY TPOOTTIKE OO GYETIKG TEPLOPIOUEVO aplOId KUNCEWV UETH amd £kBeom
GTNV OVGTEKIVOLUAUTN UE YVOGTA OTOTEAECUATA, GUUTEPIAAUPAVOUEVDY TEPIoTOTEPV OO 450
KUNGEWMV OV EKTEOMKOV KOTE TN S1APKELN TOV TPATOL TPUIVOL, EV KATASEIKVOOLY 0uENUEVO
kivouvo peilovov cuyyevmv SUGTAUGLOV GTO VEOYVO.

Meléteg oe {ma dev katédel&ov Aueceg N EUIECES EMKIVOVLVES EMMTMGELS GTNV KON GT), GTIV TPOUUN
euPpoaxn/dyun epppovaxn avantuén, 6Tov TOKETO 1| 0T PETAYEVVITIKY avanTuén (PAETE mapdypopo
5.3).

Qo16060, N Swbéoun KAvikn eunepia givan meplopiopév. g TPoANTTIKO PHETPO, Eival TPOTIUATEPO
va amogevyeTan 1 ypron Tov Usrenty Katd tnv Komon.

H ovotekivoopdunn dtomepva Tov Thakovvta Kot el aviyvevbel atov opod Bpe@dv ta omoia
yevvnniayv arnd yovaikes mov Elafav Bepameio e ovotektvovpdumn katd tn didpkela g komong. H
KMVIKN EXNTOOT QVTNG TG TAPOTPNONS 0LV EIVaL YVOOTY], ®GTOGO 0 Kivouvog Aoipméng yia Bpéen
Ta omoia eKTEOM KOV EVOOUNTPIKA (in utero) GTNV OVGTEKIVOLUAUTT EVOEYETAL VO Elvan avENUEVOG LETE
™ vévvnon. H yoprynon Laviev epporiiov (6nmg to eupoéio BCG) oe Bpépn mov extébniav
evoouNTPIKaA (in utero) GTNV OVGTEKIVOLLAUTT OEV GUVICTATAL YioL SMOEKO UVEG LETA TN YEVVNON )
UEXPIC OTOV TA ENITESN TNG OVGTEKIVOVUAUTNG GTOV 0pO TOL PpEpoug va eivar pun aviyvedopa (PAére
napaypaeovs 4.4 kot 4.5). Edv vrapyet capéc kKAvikd O6QeLOG Y10 TO LELOVMOUEVO PBPEPOG, 1
yopnynon evog Lmvtog epuforiov pmopei va eetdleton vopitepa, 0V T ETIMEIN TNG OVGTEKIVOVUALTN
GTOV 0p0 TOL PpEPovug givar pun aviyvedsIa.

OnAacpog
[Tepropiopéva dedopéva amd T MNUOGIELIEVT BIPAIOYPaPic VTOSEIKVIOUY OTL ] OVGTEKIVOV AL
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EKKPIVETOL GTO OVOPAOTIVO UNTPIKO YOAN GE TOAD LUKPEC TOGOTNTEG. AgV glval YV@GTO av I
OVGTEKIVOLULAUTY ATOPPOPATAL GUGTNLOATIKA LETA TNV KATATOGT). AOY® TOV EVOEXOLEVOL
OVETIOOUNTOV OVTIOPAGE®Y OO TNV OVOTEKIVOLUAUTN 6€ Bpéopn mov OnAalovy, tpénel va
amooototel av Oo dtakonel 0 ONAacuodg katd tn didpkela g Oepaneiog kot mg 15 efdouddeg petd
™ Bepamneio M av Bo dwokonel | Oepaneio pe o Usrenty, Aappdvovtag vroyn to 6@eA0G TOL mad1ol
omd 1o OnAacpd Kot to 6¢pelog TG yuvaikog and tn Oeponeia pe Usrenty.

Tovipodmta
H enidpaon g oveTeKtvoupdumne otny avlpamivn yovipodtnta dev £yt alohoynet (PAéme
Topaypapo 5.3).

4.7 Emodpdaceig oty IKAvOTITA 001]Y1|61G KOL EIPLGROD PUNYavI|HATOV

To Usrenty dgv éyet kapio 1 £l AGHUOVTN ETIOPAOT GTNV IKAVOTNTA OO YNGNG KOl XEIPIGLOD
UnyovnuaTmy.

4.8 AvemOOuNTES EVEPYELES

2HvoyN 1oV TPOPIA AGQAAELNS

O1 o cvyvés avemBOUNTES EVEPYELES (> 5%) OTIG ELEYYOLEVES TEPLOSOVG TV KAVIKMV LEAETMV TNG
yoplaong, e voplacikig apbpitidag, g vocov tov Crohn Kot TG EAKOO0VE KOMTIONG O EVIAIKECG
LLE TNV OVGTEKIVOVLLAUTT HTOV PVOQapLYYITIda Kot KePaAaAyic. Ot TEPIGGOTEPEG GO AVTEG
BempnOnkav Mmiec kat dev eméPotav tn dakont| g Oepaneiog g perétnc. H mo coPfapn
avemountn evépyeto Tov £xel avapepel Yo TO OVGTEKIVOLUAUTT] ival GOPapES avTIOPACELS
vrepevarctnociog copmeptrapPavopévng g avapuiasiog (BAére Tapdypapo 4.4). To cuvoriko
TPOPIA acPAAeLOC TAV TAPOLO10 Y10 AoBEVEIS e Yopiaon, yoplactkh apbpitida, voco tov Crohn
Ko EAKDON KOATIdN.

Katdhoyoc avemQountmv evEPYEIDV GE TiVOKQ

Ta 6edopévo ac@AAELNG TOV TEPLYPAPOVTOL TAPAKAT® avTiKaToTTpilovy TNV £kBeon evnhiik@v otnyv
ovoTeKIVOLUAUTN o€ 14 pedéteg pdong 2 kot edong 3 oe 6.710 acbeveig (4.135 pe yopioon Kavnm
yoplacikn apbpitda, 1.749 pe voco tov Crohn kot 826 acbeveig pe eAkmon koAitida). Avtd
TEPAAPAVOLY £KDECT] GTNV OVGTEKIVOVLALTY OTIC EAEYYOLEVES KOl LT EAEYYOUEVES TTEPLOOOVE TOV
KAMVIKGOV pedetav o acbeveic pe yopiaon, yoplootkn apbpitida, voso tov Crohn 1 elkddn KoAitida
Yo TovAGyLeToV 6 unveg (4.577 acbeveig) N yio tovAdyiotov 1 €10g (3.648 acbeveic). 2.194 acbeveig
Le yopiaon, voco tov Crohn 1) eAk®dOT KoATION EKTEON KAV Yo TOVANYIoTOV 4 £ evd 1.148 acBeveig
pe yopioaon 1 véco tov Crohn ektédnkav yio TovAdy1oToV 5 £11).

O ITivaxag 1 mopéxet évay katdAoyo Tmv avemBOUNTOV EVEPYELDV OO KMVIKEG LEAETES Y10 TNV
yopioon, TV yoplacikn apbpitida, tn voécso tov Crohn kot Ty EAKdON KOMTION 08 EVAMKEG, KAONDC
emiong Kot avemBounteg evépyeteg mov avaeEpbnkay and v eumelpio LET@ TNV KukAopopia. Ot
avemBounteg evépyeieg ta&vopovvral katd v Kamnyopio Opyoavikod Zuothpatog kot T cuyvotnta
EUPAVIONG, YPNOWOTOIDOVTOS TV akOAovOn cuvOnkn: TToAd cuyvéc (> 1/10), Zuyvéic (> 1/100 éng <
1/10), Oyt ocvyvég (= 1/1.000 émg < 1/100), Zravieg (> 1/10.000 éwc < 1/1.000), [ToAd omdvieg (<
1/10.000), un yvootg cuyvotntag (dev pmopovv vo ektiunBovv pe faon ta dtobéoipa dedopuéva).
Evtog k40 katnyopiog cuyvotnTog EUPAVIoNS, Ol avemBOunTeg evépyeleg Topatifevtal katd
pBivovca cepd coPapdTnTag.
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Ilivakac 1

Kardloyog twv avembountwv evepyeidv

Katnyopio/Opyoviké Zvotnua

ToyvotnTo Epeaviens: Avem@ountn evépysea

Aowuawleis ko TopaoiTwoels

2oyvée: Aoiumén Tov avaTEPOD OVATVEDOTIKOD GOOTHUOTOS,
pvopapvyyitida, rapappivorxodritida Oyt ovyvég: Kotrapitioa,
0dovtikes Aowuamdeis, Eprng (wothp, Loiuwdn tov kaTwTePov
OVATVEDOTIKOD CUOTAUOTOS, 10VEVHS Aoiuwln Tov avatepon
OVATVEVOTIKOD GUOTHUOTOS, OOOLOKOATIKY HOKNTIOON

A10T0poyéS T00 AVOCOTONTIKOD
OVOTHUOTOS

Oyt ovyvég: Avtidpdoeic vmepevoioOnoiog
(ovureprlopfovouévav eCavinuozog, kvidwong) Xravieg:
2ofopég avtidpaoceis vrepevaladnaiog (coumepiloufovousvwv
avagvioadiog, ayysl001dnuaTog)

Poy1otpikés S1aTopoyés

Oy1 ovyvég: KozaBliyn

Arozapoyés Tov vevpikov
OVGTIUOTOS

2oyveg: Zody, kepalaiyio Oyt ovyves: Hopalvoon mpocwmikod
VEDPOL

Avarvevotikég, Qwpoaxikés
O10TOPOYES KL O10TOPOYES
ueoobwpaoriov

2oyvég: Zrouatopopoyyiko dlyos Oyt ovyvég: Prvikn ovupopnon
Zravieg: Aldepyixn koyeditida, nwotvipidikn mvevuovio Iolo
onavies: Opyavoduesvy mvevpovio™

Taotpeviepixéc diarapayéc

2oyvég: Aappoia, vavtia, EUETOS

M0TOpOoyES TOV OEPUATOS KO TOD
VITOOOPIOV 16TOD

2oyveg: Kvouog Oyt ovyvés: DAloktorvaddng wwpioon,
omopolidwon oépuortog, oxun Lrovieg: AropolidwTtikn
depuoitioo, ayyetitido amd vaepevaiadnoio I1oAD omovieg:
Toupoivywoes meupryogldés, depuaTiKog epLONUOTAONS ADKOS

M0TOpOoYES TOV HVOOKELETIKOD
OVOTHUATOS KL TOD GOVOETIKOD
16700

2oyveg: Oopvadyia, pvalyia, apbpalyio [1oAd ondvieg:
2vvdpouo wpooouoidlov ue Loko

Tevikég dratapoyés kot
KOTOOTAoELS 0TH Bé0n YopRynons

2oyvée: Komawan, epdOnuo. oty Géon éveong, alyog e Béong
éveang Oyt ovyvég: Avtidpaoeis oty Oéan éveong

(OOUTEPLLOUPOVOUEVDV THS QLULOPPOYIAS, OIUATOUATOS,
OKANPOVONG, O10YKWaNS Kol Kvhouoo), eCoabévnon

*  BMéme mopdypapo 4.4, ZuoTNUOTIKES Kl OVOTTVELGTIKEG avTIOPAcEIC VIepevatcOnaiag.

Teprypaon emheyuévov ovemBountmy EVEPYELDV

Aowdéeig

211G ELEYYOUEVEG LE EIKOVIKO QAPLOKO LEAETEG OE aobeveic e yoplaon, yoplacikn apbpitida, voco
tov Crohn kot EAkdON KOAITION, TA TOCOGTH AOUDEEWV 1 cOBapdV AoudEemy NTay Tapdioto
petaéd Tov actevamv Tov AAUPavay 0VGTEKIVOVUAUT Kot EKEIVEOVY OV AdUPovay EIKOVIKO QapUaKO.
2NV EAEYYOLEVT L€ EIKOVIKO PAPUOKO TEPTOO0 AVTAOV TOV KAVIKAV LEAETOV, TO TOGOGTO AOUDEEDV
nrav 1,36 avé avBpomoétoc mapakorohOnong yia tovg acbeveic mov AAuPavay OVGTEKIVOV AT Kol
1,34 y10 tovg acBeveic mov AapuPavay eikovikd eapuroko. ZoPapés AOUMEEIS ELEAVIGTNKAV GE
1060070 0,03 avd avBpomoéToc Tapakorlovnong yia Tovg acbeveic Tov AAUPAVOY OVGTEKIVOLIAUTN
(30 coPapég Aoyméelg o 930 avBpwmoétn Tapakoiovdnong) kat 0,03 yia Tovg acbeveic mov
AdpBavav eikovikd edppoko (15 coPapés Aouméelc og 434 avBpwmoén tapakorovdnong) (PAére
Topaypapo 4.4).

2TIG EAEYYOUEVEG KO L] EAEYYOUEVES TEPLODOVE TOV KAVIKMOV LEAETAOV Y1 TNV Ympiloon, TV
yoplaoikn apbpitida, T véco tov Crohn kot v eEAKdON KOAITIdN, TOV aviurpocmnevovy 15.227
avBpomoétn £kBeong oty ovotekivoopaunn o€ 6.710 acBeveic, n didueon didpkela TapaKorovOnoNg
ntav 1,2 €, 1,7 £ yuo Tig peAETeG Yo TNV Yoplaciki voco, 0,6 £ yia Tig HEAETEG Yia TN VOGO TOL
Crohn kot 2,3 £t yuo T1¢ HEAETEG Yio TNV EAKMOT KoAiTId0. To 1060016 Aowméewv rav 0,85 ava
avOpomoétog mapakorovOnong yio tovg acbeveic mov AdpPovay OVGTEKIVOVUAUTT Kol TO TOGOGTO
cofapmv Aoudéewnv ftav 0,02 avd avBpomoitog Tapakorovdnong yio tovg acbeveig mov Adupovay
ovotekvoupaunn (289 cofapés ouméelc og 15.227 avBpmmoén Tapakoiovdnonc) Kat ot cofapéc
AOLMEELS TOV avaPEPONKaY TEPLEAGPOVOY TVELOVIO, ATOGTNILO TOV TPOKTOV, KLTTOPITION,
EKKOATIOUOTITION, YOOTPEVTEPITION KO 10YEVEIG AOIUMDEELG.

Ye kKhvikég perétec, aobeveig pe Aavidvovso gupatioon mov mapdAinia Adpoavay aywyn pe

56



toovialion dev avérTuEav euUATIOGT.

KokonBeieg
2NV eAeYYOUEVT LLE EIKOVIKO PAPLOKO TTEPI0O0 TOV KAWVIK®DV HEAET®V 6€ acbeveig pe yopiaon,

yoplackn apbpitda, voco tov Crohn kot edk®ddn KoAitida, 1 enintwon kakondeimv, eEalpovievon
TOV U1 HLEANVOKLTTOPIKOD KopKivov Tov déppatog, ftav 0,11 avd 100 avBpwomoén napakoiovbnong
Yo Tovg aobeveic mov AdpPovay ovotekvovudunn (1 acbeving oe 929 avBpwmoétn tapakorovdnong)
og ovykpion pe 0,23 yia Toug acbeveig mov AdpPavay gikoviko eapuaxo (1 acBevig oe 434
avBpomoétn mapakolovdnong). H enintwon tov pn pelavokuttapikold KopKivov Tov dEPUATOC TV
0,43 ava 100 avBpomoétn TapakoAovBnong Yo Toug acheveic Tov Adupavay ovotekvovudunn (4
aocBeveic og 929 avOpwmoétn Tapakorovdnong) oe cvykpion pe 0,46 yia Tovg acbeveig mov Adpupavay
€KOVIKO Qdppaxo (2 acbeveig og 433 avOpaomoétn mopakolovdnong).

2T1C EAEYYOUEVES KO U1 ELEYYXOUEVES TTEPLOGOVE TV KAVIKADV LEAETOV Y10, TV YopPiaon, TNV
yopookn apbpitida, tn voso tov Crohn kot tnv eAk®dN kKoAlTida, Tov aviurpocmrevovy 15.205
avBpwomoétn £kBeong oe 6.710 acbeveic, N didpeon didpkela wapakorovOnong rav 1.2 ét, 1.7 £ ya
TIG MEAETEC Y100 TNV YOPLUGIKT VOG0, 0,6 £ yia T1g peAéteg yia T voco tov Crohn kot 2.3 £t yio Tig
UEAETEG Y10 TNV EAKMOT KOAITIOO. AvapépOniay kakonele, Eapovpévon Tov U HEAXVOKLTTOPLKOD
Kapkivov Tov dépLOTOC, o€ 76 acbeveig og 15.205 avBpwmoétn tapakorovdnong (exintwon 0,50 avd
100 avBpwmoétn mapakolovBnong yia tovg acbeveic mov Ehafav ovotektvoopdunn). H enintoon
KakonOeidv Tov avaeépnke 6tovg acbeveic Tov EAafov OVGTEKIVOLUAUTN HTAYV GUYKPIGIUN UE TNV
EMIMTMON TOL OVAPEVETOL GTO YEVIKO TANBVoUO (TpoTLIT®pEVO TAiKO emintwong 0,94 [didotnpa
gumotoovvng 95%: 0,73, 1,18], mpocapprocuévo yia tnv nikia, To eUAO Kot Tr GLAN). Ot o cuyvd
TOPOTNPOVUEVES KOKONOEIES, EEAPOVLEVOL TOV U1 LEANVOKVTTOPIKOV KOPKivOL TOV dEpLaTOg, NTav
Kapkivog Tov TpooTdtn, peldvopa, ophokoiikog kapkivog kat kapkivog tov pactov. H enintwon tov
U1 LEAAVOKVTTOPIKOD KapKivov Tov dépuatog nTav 0,46 avd 100 avBpwmoétn mapakolovOnong yio
Tovg asBeveic mov ElaPav ovotektvovpdunn (69 acbeveic oe 15.165 avBpmmoétn Tapakorovdnonc).
H avaioyio tov aclevov pe Bactkokuttaptkd Evavtt okovlokuTTaptkoy kapkivov tov dépuartog (3:1)
gtvan ovykpiown pe v avopevopevn avoroyia oto yevikd minbuopd (PAéne mapdypagpo 4.4).

Avtidpdoeis vrepgvoncbnaciog

Kotd m dibpkela Tov eEAeyXOUEVOV TEPLOSMY TMV KAVIKOV LEAETMV TG OVGTEKIVOV LAUTNG Y10 TNV
yoploon Kot v yoplactkr| apbpitida , eEdvOnpa kot kvidmon éxovv mapatnpndel e <1% tmv
acBevav (PA. Tapdypago 4.4).

Avoopd mbavoroyoluevev avemBHunNTmV EVEPYELDY

H avagpopd mbavoroyoduevmv averiBountoy eVEPYEIDY LETH amd TN XOPTYNOT AOEWNG KUKAOPOPIOG
TOV QUPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emitpénetl n ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEITaL 0O TOVG EXAYYEALATIEG VYELOG VO
avVaQEPOVY OOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOVL £0VIKOD GLGTNLATOG
ovopopds mov avaypdeeton oto [Hapdptnpa V.

4.9 Yngpoocoroyio

e KAMvikég peréteg yopnynonkav evooprefing epanal doceig uéypt 6 mg/kg yopig va meploptotei 1
3001 AOY® To&IKOTNTOG. € TEPIMTOOT VIEPOOCOAOYING, GLVIGTATAL 1] TAPAKOAOVON O™ TOV 0I60EVOVG
Yo TUYOV orueio 1 CLUTTOUATO AVETIBOUNTOV EVEPYEIDY KAODS Ko 1) Apeon Evapén KaTdAANANG
CLUTTOUOTIKNAG Oepameiog.

5. DAPMAKOAOI'IKEX IAIOTHTEX

5.1 @oppoKodVVENIKES 1OIOTNTES

Ddoppokobepamentikn Katryopio: AVOcOKATUGTOATIKA, 0VOGTOAELG tvTepAevKivng, Kodikog ATC:
LO4ACO5.
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To Usrenty givot évo Blooptogldéc papuakenTikd mpoidv. Aemtopepeic mAnpoeopieg eivar drabéotpleg
o1ov 1otoTomo Tov Evpwnaikod Opyavicpod Oopudkov https:/www.ema.europa.eu.
Mnyovicuog dpdong

H ovotekvoopdpnn eivat éva mAnpwg avBpdmivo povokiwviko avticopa IgGlk mov cuvdéetan pe
€101KOTNTO LE TNV KON VIOROVAdQ TPOTEIVIG p40 TV avBpdTIVOV KUTOKIVOV tvtepAevKkivng IL-12
kot IL-23. H ovotekvovpdumn avaotéliel T Prodpactikotnto e avOpomvng IL-12 ko IL-23
gumodiCovrog v p40 va cvvdebel pe v mpwteivn vrodoyéa g IL-12Rb1 mov ekppaleton oty
EMPAVELD TV 0vocoKVTTAP®V. H ovotektvoopaunn dev pmopei va cuvdebet pe v IL-12 1 v IL-23
7oV gival 10N cLVOEdEUEVN UE TOVG LTTOJOYELS TNG KVTTAPIKNG emtpavelag e IL-12Rb1. 'Etot, n
OVGTEKIVOLLAUTN deV givar mBvO vo cupPdAiel 6TV KLTTAPOTOEIKOTNTO KUTTAP®V LE VTodoyelg IL-
12 kavn IL-23 péow cvpminpopotoc | avticopdtov. H IL-12 ko 1 IL-23 givon etepodipepeig
KLTOKIVEC TOL EKKPIVOVTOL OO EVEPYOTOINEVA KOTTOPA TTOV TALPOVGSLALOVV OVTLYOVO, OTWC
LOKPOQAYQ, KoL OEVOPITIKG KOTTOPA, KOl 0L V0 KUTOKIVEG GUUUETEXOVV OTIG AVOGOAOYIKES
Aertovpyieg. H IL-12 deyeipet To kdTTOpA pUGIKOVG doAopovoug (NK) kot odnyel otn Stapoponoinon
twv CD4+ T kuttdpwv tpog tov eatvoétomo tov T Bonbov 1 (Thl), H IL-23 endyest v 056 twv
Bonbntikadv kuttdpov T 17 17 (Th17). Qotoéco, 1 un eucioroykn puduion g IL-12 ko g [L-23
€xel oLOYETIOTEL Le 0BEVEIEG TTOL TPOKOAOVVTAL OTO TO OVOGOTOUTIKO GOOTNUA, OTTOC 1) Yopioot, 1
yoplooikn apbpitda kot 1 vésog tov Crohn.

Me 1t ovvdeon oty kown vroopuado p40 g IL-12 kot g IL-23, 1 ovetektvovuduan puropel va

Q0K OEL TIG KMVIKES TOV EMOPACELS OTNV YOPLaoT|, 0TV yoplaoikh apbpitida, tn voso tov Crohn
KoL TNV EAKOON KOAITION HEG® TNG SLOKOMNG TV 00MV TOV OYETILOUEV®V LE TIG KuTTopokiveg Tv Thl
xot Th17 xuttdpwv, o1 onoieg dadpapatiCovv keviptkd porio oty maforoyia aVTOV T®V VOSUATOV.

21oug acBeveig pe voso tov Crohn, 1 Oepameio e OVGTEKIVOVUAUTN 001YNOE GE LEIDOT TV JEIKTOV
QAeYHOVNIG, ovumeptlappavopévng g C-avtidpacac tpoteivinc (CRP) kot tng KaArpotekTivig
KOTPAV®V, GT1 O1APKELL TNG PAONG EXOY®YNG, TOV GTN GLUVEXELD dtoTnprOnke Kah’ OAN TN didprela
™™g eaomng cvvrnpnonc. H CPR a&oloynOnke katd tv didprela Tng LEAETNG EMEKTAONS KoL O
HELDCELG TOV TOpATNPNONKOY KATA TV O1APKELN TNG CLUVTHPNONG YEVIKE dtatnpiOnKay £mg TV
gfdoudoa 252,

Avocomoinon
Kota ™ didpketa tng poakpoypoviag exéktaocng g Meréme Yopiaong 2 (PHOENIX 2), ot eviiikeg

aocBeveic mov Ehafav Bepameio e OVOTEKIVOVUAUTT Y10 TOLAGYIGTOV 3,5 ¥POViK TAPOVGIACV
TOPOUOLEG AVTICMOTIKEG ATOVTNGELS TOGO GTO TOAVGOKYAUPLOKO ELPOALO Y10 TOV TVEVLOVIOKOKKO
000 Kol 6T0 EUPOALO Y10 TOV TETAVO OTTMG 1 OLLAdN EAEYYOL acBevdV pe yopiaon Tov dev ElaPe
ovotnpatiky Oepameio. [apouoto avaroyia evniikov acbevodv epedvice TPOGTATEVTIKG ENITEd
OVTICOUATOV KATO TOV TVELHOVIOKOKKOV KOl TOV TETAVOL KOl O TITAOL AVTICOUATOV TAV TEPOUOIOL
UETOED TV 000evmVY OV EA0PaYV OVOTEKIVOVUAUTY Kol T®V ac0evdy oty opdda eAEyyov.

KA amoterleouatikdTnTo

Yopioon katd mAdkag (Evilkec)

H acpddeio kot omotelecpatikdTra TG ovotektvouudumng aloroynonke oe 1.996 acbeveic ota
mAoiola 600 TVYALOTOMUEV®V, SUTAG TVPADV, EAEYYOUEVOV LE EIKOVIKO QAPHLOKO HEAETOV GE acbeveic
He HETPLo ¢ coPapn woplaor Katd TAGKAS, 0l 07010l TaY LTOYNPLOL Yo P®ToBEPaTELD 1)
cvotnpatiky Oepaneio. Emmpocheta, pio Tuyotomompév, LovomAELpa TVQAY], EVEPYDG EAEYYOUEVN
LEAETY] GUVEKPIVE TIV OVGTEKIVOLLLAUTY KOL TV ETAVEPGENTY G€ 0obevelg pe pétpla €mg coPfopn
Yopiloon Kotd TAAKAG TOV JEV ELYOV IKAVOTOINTIKY AVTATOKPLoN, elyav dvcavesio 1 avtévoelén oty
Kukhoomopivn, v MTX 1 v PUVA.

2 Merém Yopiaong 1 (PHOENIX 1) a&oroynOnkav 766 acBeveic. To 53% tov acbevdv avtdv
glte dev avroamokpivovtay, €ite NTav OLGOVEKTIKOL, 1 elyov avTévoelln o€ GALEC GLOTNLATIKES
Oepaneiec. Ol acbeveig mov TuyatoTOONKOY GE oVOoTEKIVOLUAUTN EAafav dOcel; Tov 45 mg i 90 mg
ot EBdopadeg 0 kot 4 akolovBovpeveg and tnv ida 60om kabe 12 gfdopadec. Ot aobeveic mov
TuyoomomOnkay va Aapfdvouy gikovikd eapuako ot Efdopddec 0 kot 4 aAla&av og Ay
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0VoTEKIVOLHAUTING (eite 45 mg eite 90 mg) otig EBSdouddeg 12 kan 16 axolovBodueveg amd Anym
d0oong ke 12 efdopades. Ot aocbeveig mov giyav apyucd Tuyaomoinel 6€ OLGTEKIVOVUAUTY] Kot
métuyov avtamokpion tov Agiktn Extaong kot Baputntoc Yopiaong (Psoriasis Area and Severity
Index, PASI) 75 (BeAtimon Tov PASI tovddyiotov katd 75% ce oxéon pe v apytkn Tn) Kol oTig
dvo EBdopdoeg 28 kat 40, emava-tuyalonomOnkay otn ANy Tng OVGTEKIVOLUAUTNG KABe 12
€BOOLAdES 1 TOV EIKOVIKOV PAPUAKOD (ONA. amdcvpoT TG ayDynGg). AcBevelg mov emava-
ToyaromotOnkav og giovikd eappako otnv ERdoudda 40 Eekivinoav ek véov Tn Bepareio pe

OUOTEKIVOUPAUTIN HE TO opyIkd 0c0hoyikd oyfjua dtav epupavicay peimon katd tovAdyiotov 50%
ot Peltioon tov PASI nov mapovsiacav otnv ERSopdada 40. Olot o1 acBeveig tav vid
TapaKkolovOnon yio péyioto Sdotnua 76 BSOUAd®V UETE TNV TPATN YOPNYNOT AY®YNG OT HEAETT).

> Merém Yopiaong 2 (PHOENIX 2) a&iohoynOnkav 1.230 acbeveic. To 61% tov acbevav avtdv
gite dev avroamokpivovtay, gite NTavV SVCAVEKTIKOL, N} Ely0v avTtévoelsn o AAAEC GUGTIIOTIKEG
Oepamneieg. O1 acbeveig mov TuyaoTOMONKAV GTNV OvGTEKIVOVIAUTN EAafay ddcel; Tov 45 mg 1 90
mg otic EBdopdodeg 0 kat 4 axolovBodpeveg omd po copminpopatiky d6on oe 16 gfdopdoeg. Ot
aocBeveic mov TuyotomomOnKay 6To glKOVIKO dpuaKo otig ERdouddeg 0 kot 4 dAla&av oe Anym
ovoteKvovpaunng (eite 45 mg eite 90 mg) otig ERdopddeg 12 xon 16. Ohot o1 acbeveig tav vod
mopakoAovOn o ylo LEyioTo dtdotnio 52 eBOOUAS®mY HETA TNV TPMTI YOPNYN O OY®YNG OTN UEAETN.

H Melém Yopiaong 3 (ACCEPT) a&oldynoe 903 acbeveic pe pétpra éwc cofapr| yopioon mov dev
OVTOTOKPIONKAY IKOVOTOMTIKA, slyov dvcovetia 1 avtévieltn oe dALec cuoTNUOTIKEG Bepomeiec,
GLYKPIVOVTOG TV OOTEAEGLOTIKOTNTA TG OVGTEKIVOVLLLAUNG LLE TNV ETOVEPGETTN Kl AELOAOYDVTOG
TNV 0CQAAELD, TG OVGTEKIVOLUAUTNG Kot TG eTavepaéntng. Kotd m didpkela tov 12 efdopuddmv g
(OACNG EVEPYOL EAEYYOL TG LEAETNG, O1 0.oBEVELg Ty oTOMONKaY MoTe Vo Adfovv etavepaéntn (50
mg 000 Qopéc TV efdopdoa), ovotektvoopaunn 45 mg tic EBdopdoeg 0 ko 4, 1§ ovotektvoopdaunr 90
mg 11 Efdopddeg 0 ko 4.

Ta yopokTnploTiKd TS aobévelog KaTd TV Evapén TV LEAETMV TOPOVCINCAY YEVIKA GUVOYN O OAEC
Ti¢ opdioeg Bepameiog otig Medétrec Yopiaong 1 kon 2 pe o dtdpeon apyikr Badporoyio tov deiktn
PASI an6 17 éwc 18, didpeon apywkn tiun Emedavelog Zopatog (Body Surface Area, BSA) > 20 xon
Srokdpaven Tov dibpesov Agpuatoroykov Agiktn [Howdtntag Zong (Dermatology Life Quality Index,
DLQI) a6 10 émg 12. Katd tpocéyyion to éva tpito (MeAiétn Ywpilaong 1) kat to éva tétapto
(Merém Yopiaong 2) tov acbevav eiyav Yopracikn Apbpitda (PsA). [apouowo Bapdtnta g
vooov dwmotmbnke kot ot Merét Yoplaong 3.

To K0p1o KATUANKTIKO GNUEID OTIC LEAETEG AVTEG HTAV 1] AVOAOYIOL ACOEVAOV TOV TETVYOV AVTATOKPIOT|
tov deiktn PASI 75 amd v évapén émg v Efdopdda 12 (BAére [Tivaxeg 2 kot 3).
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Ilivakac 2

Melrétn Yawpioons 2 (PHOENIX 2)

Hepilnyn s kKhivikng aviarokpions oty MeAéty PYwpiaons 1 (PHOENIX 1) kot oty

EBooudda 12 EBdoudoa 28
2 dooeig (EBdoudda 0 kot EBdoudda 4) 3 doceic (Epdopada 0,
EBSopdda 4 o
EBdoudoa 16)
Ewoviko 45 mg 90 mg 45 mg 90 mg
(OAPLLOKO

Merétny Yopioong 1
IAp1OUOG TUY QOO UEVDV 255 255 256 250 243
acOsvav
Ap1Opog N avTomokpiong 26 (10%) | 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)
(%) PASI 50
IAp1Ou6g N avtamoxpiong (%) 8 (3%) 171 (67%)¢ | 170 (66%)* | 178 (71%) | 191 (79%)
PASI 75
Ap1Ou6c N avtamdkpiong 5 (2%) 106 (42%)% | 94 (37%)* | 123 (49%) | 135 (56%)
(%) PAST 90
Ap10uog N PGAP yopic 1 pe 10 (4%) 151 (59%)¢ | 156 (61%)* | 146 (58%) | 160 (66%)
eldyiotn voco (%)
Ap1Buog acBevav < 100 kg 166 168 164 164 153
IAp1Ouog N avtamoxpiong PASI| 6 (4%) 124 (74%) 107 (65%) | 130(79%) | 124 (81%)
75 (%)
ApBuoc acbevav > 100 kg 89 87 92 86 90
IAp1Ouoe N avtamoxpiong PASI| 2 (2%) 47 (54%) 63 (68%) 48 (56%) | 67 (74%)
75 (%)
Merétn Yopiaong 2
IAPOLLOC TUYOLOTOMUEVDV 410 409 411 397 400
acOsvav
IAp1Buog N avtandkpiong (%) | 41 (10%) | 342 (84%)* | 367 (89%)“ | 369 (93%) | 380 (95%)
IPASI 50
IAp1Ou6g N avtamoxpiong (%) 15 (4%) 273 (67%)* | 311 (76%)* | 276 (70%) | 314 (79%)
PASI 75
IAp1Ou6g N avtamoxpiong (%) 3 (1%) 173 (42%)* | 209 (51%)* | 178 (45%) | 217 (54%)
IPASI 90
ApOpodc N PGAP yopic ) pe 18(4%) 277 (68%)* | 300 (73%) | 241 (61%) | 279 (70%)
eldyiotn voco (%)
Ap1Buog acBevav < 100 kg 290 297 289 287 280
Ap10u6g N avtamokpiong PAST | 12 (4%) 218 (73%) 225 (78%) | 217 (76%) | 226 (81%)
75 (%)
Ap1Oudc acbevav > 100 kg 120 112 121 110 119
IAp1Ouo6g N avtamoxpiong PASI | 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)
75 (%)
o

B PGA = Xvvolum Extipnon latpov (Physician Global Assessment)
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Ilivakxag 3 Hepilnyn s Klmikis avramorpions Ty Efooudda 12 oty Meiéty Yopiaons 3
(ACCEPT)
Meiétn Yopioong 3
Etavepoéntn 24 d6c¢eic Ovotektvovpdipn
(50 mg 600 popég v | 2 d6ceig (ERsopdda 0 xar EBdoudda 4)
efdopada) 45 mg 90 mg
IAp1OUOC TUYOOTON UEVDY 347 209 347
acfevav
IAp1Buog N avtandkpiong PASI 286 (82%) 181 (87%) 320 (92%)*
50 (%)
Ap1Ouoe N avtamokpiong PASI 197 (57%) 141 (67%)" 256 (74%)"
75 (%)
Ap1Bu6g N avtarokpiong PASI 80 (23%) 76 (36%)* 155 (45%)"
90 (%)
Ap1Ouog N PGA yopign pe 170 (49%) 136 (65%)* 245 (71%)*
eldyiotn voco (%)
ApOuoc acBevov < 100 kg 251 151 244
Ap1Ou6g N avtamoxpiong PASI 154 (61%) 109 (72%) 189 (77%)
75 (%)
Ap1Budc acBevav > 100 kg 96 58 103
Ap1Ou6g N avtamokpiong PASI 43 (45%) 32 (55%) 67 (65%)
75 (%)
o

p <0,001 yia ovotekivoupdumn4s mg 1 90 mg ce GOYKPION LE ETAVEPGENTN

B p =0,012 ywo. ovotekvovudunn 45 mg o€ cHYKPION PE ETAVEPGEMTN

2t Merém Yopiaong 1 n cvvtiypnon tov PASI 75 ftav onpoavtikd avadtepn e GuveyT aymyn o€
oVYKpPLoT e TNV amdcvpon ¢ oyoyns (p < 0,001). [Tapdpota aroteAécpata mopatnpnonKoy pe
KkéBe 060mM NG ovotekivovudunn. Xto 1 étog (EBdopdoda 52), 1o 89% tmVv €nava-TUXOOTOMUEVOV
acfevav og aymyn cuvtnpnong topovciocay avtamdkpion tov PASI 75 og chykpion pe to 63% tov
EMOVA- TUYALOTOMUEVOV 0oOEVDV oE EIKOVIKO pdpuako (amdcvpon aywyng) (p < 0,001). Ztovg 18
unves (Edopdda 76), to 84% t@V €Xava-TUYOOTOMUEVOV 0GOEVDVY GE 0ywyn CUVTIPNONG
napovciacav avrardkpion tov PASI 75 og ovykpion pe to 19% tov enava-tuyotonompévay
acBevav og gIKoviKO PAappoKo (amocvpon aywyne). Xta 3 £tn (ERSopdada 148), o 82% twv enava-
TUYOLOTIOMNUEVOV 0GOEVDY GE 0y®YN CUVINPNONG Tapovsiocay aviamdkpion tov PASI 75. Xta 5
ypovia (EBdopada 244), 1o 80% tov acbevdv mov enavatvyatonombnkav oe Bepaneio cuvinpnong
napovciacav aviondkpion tov PASI 75.

€ EMAVO-TUYOOTOUNUEVOVS ACOEVEIC G EIKOVIKO PAPLOKO, 01 0TTOT01 EeKivioay €K VEOL TNV aPYLKN
OepamEVTIK OY®YN LE OVOTEKIVOLUAUTY] HeTd amd peimon > 50% g Bertimong tov PASI, to 85%
EMAVEKTNOE TNV avtamokpion tov PASI 75 péoa oe 12 gfdopddec petd v enavévapén g Oepaneioc.

¥m Merém Yopiaong 1, tv EBSopdda 2 kot tnv Efdopdda 12, onueiddnkoy onpovticd
peyorvtepeg Pehtidoelg amod v Evapén otov DLQI og kdbe opdda Oepaneiog e ovotektvov
o€ oUYKPLoN LE TO €1KOVIKO Qapuako. H Beltioon dwotnpndnke £wg ko v EBdoudda 28.
ITapopoimg, onpavtikég Pektiwoelg mapatnpnnkoyv ot Merétn Yopiaong 2 v EBdoupdda 4 ko 12,
o1 omoieg dratnpnOnkav mg kot tnv ERSoudda 24. Lt Mehétn Yopiaong 1, o1 Pertidoelg otnv
yoplaon Tov voylov (Nail Psoriasis Severity Index — Agiktng Zopapdtrag g Yopiaong tov
Noyudv), 611 GVYKEVTPOTIKY PaBIOA0YIN TOV COUOTIKMOY KOl YOYIKOY GLUVIGTOG®Y TOV
gpotnuoatoroyiov SF-36 kot otnv Ontikny Avaroywkr Kiipoka (Visual Analogue Scale, VAS) tov
Kvnopov ftav eniong onpavtikég o kdbe oudda Bepaneiog e OLOTEKIVOVUAUTT GUYKPITIKA UE TO
€KoVIKO @dpuaxo. Xt Merétn Yopiaong 2, n Kiipake Nocokopegtakod Ayyovg ko KatdOinymg
(Hospital Anxiety and Depression Scale, Kiipoaka HADS) kot 1o Epotnpatordyio Epyaciokdv
[epropopmv (Work Limitations Questionnaire, WLQ) fitav eniong onpavtikd Beitiopéva o€ kdbe
opada Bepomeiog e OVGTEKIVOUUAUTY GUYKPLTIKA LLE TO EIKOVIKO (PAPLLOKO.

61



Yopracikn apbpitda (PsA) (Eviiikec)

H ovotekivoopdapnn éxet amoderybei 6T1 feATidvEL TO oMpEin KOL TO, GUURTOUATO, TH COUOTIKY
AgltovpyIKOTNTA KoL TV oXeT{OEVN Le TNV vyeia TotdTnTa TG {ONG Kot HELMVEL TO T0G06TO eEEMENC
TV PAaPdV TV TEPIPEPIKOY apbpdoeny e eviAikeg acbeveic pe evepyd PsA.

H aoc@dieia Kot 1 amoTeEAEGLOTIKOTNTA TG OVOTEKIVOVUAUTNG AE0A0YNONKE GE dVO TUYALOTOINUEVEC,
AL TVPAEG, EAEYYOUEVEG UE EIKOVIKO PApuako pelétec o€ 927 acbeveic ue evepyd PsA (> 5
ownuatddels apfpmoeis kot > 5 gvaicOnteg apbpmoeig) avesdpnta and ) Oepancia pe pn
oTePOEdN] OVTIPAEYLLOVDOT (NSAID) 1 Le TPOTOTOMTIKY| THG VOGOU aVTIPEVUATIKY Depameio,
(DMARD). Ot acBeveig mov cuppeteiyov o€ avtég Tic peréteg elyav dayvaootel pe PsA tovddyiotov 6
puniveg Tpwv v évraén tovg otig perétes. EviayOnkav acleveic pe kdbe vrotumo PsA,
ovpmeprhapfoavopévev e morvapbpikng apbpitidog xwpis évoeiln pevpatoedmv olwionv (39%), g
onovOVAITIdNG pe Teprpepikn apbpitida (28%), Tng acvupeTpng meprpepikng apbpitdos (21%), g
anm peco@arayykng cvppetoyxns (12%) kat tng axpotnplactikng apbpitidog (0,5%). Kat otig dvo
peréteg mave and to 70% kar 1o 40% tov acbevav eiyav evBesitida kot doktvAitida avtictorya,
KaTd TV Evopén tov peletdv. Ot acbeveig TuyatomomonKoay 6g Aqyn vTodopimS YOPTNYOVLEVS
ovotekvovpaunng 45 mg, 90 mg, 1§ ecovikov eappdrov tig ERSopdadeg 0 kot 4 arxolovboduevn amd
yopnynon doong kdbe 12 efdouddes. [epimov to 50% tv acbevadv cuvéyioe T AMyn ctabepmv
do6cev MTX (<25 mg/efoopdda).

>m Merém 1 v v PsA (PSUMMIT 1) kot t MeAiétn 2 yuo tqv PsA (PSUMMIT 1), to 80% kot to
86% tov acBevov, avtiotoya, eiyav Aapet Oepancio oto Topeldov e DMARD. Ztn Melétn 1 dev
EMETPATT M TPONYoOUEVT Bepomeia e avacToréad Tov Tapdyovto vEkpwong 0ykov (TNF)a. Xt
Mehétn 2, n mietoyneio Tov acBevav (58%, n = 180) eiyav Adfel Bepancia oto mapehBoOV e va 1
neprocdtepovg avtli-TNFa mapdyovro(eg), amd tovg omoiovg davm tov 70% dékoyav T Bepaneia Tovg
pe tov avti-TNFa Aoym éddetymg amoteAeopatikdtnTag 1 Sucaveiog mov ELPAVIGTIKE OTOLONTOTE

oTLYL.

2nueio Kol COUTTOUATO.

H Bgpamncio pe ovoTEKIVOLUAUTN 001YNCE GE CNUAVTIKEG PEATIDGELS OTIC LETPNOELS TNG
dpaoTNPIOTNTOG TNG VOGOL GE GUYKPLOT| LLE TO EIKOVIKO pappako tnv Efdoundada 24. To kvplo
KOTOANKTIKO GNUEID NTOV TO TOGOOTO TOV AGHEVMOV TOV TETLYOV AVTATOKPIOT] KATH TO AUEPTKAVIKO
KoAréyo Pevpoatoroyiag (ACR) 20 v EBSopdda 24. Ta Bacikd aroteléopata yio tnv
oamotelecpatikéTTa Tapovstalovrol otov Iivaka 4 Topakdato.
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Iivoxog 4

ot Merétn 2 (PSUMMIT 11) yio. tyv Pwpraoixn ApOpitido v Efdouddo 24

Ap18uog aobevav mov wétvyav kliviky oaviomokpion oty MeAétny 1 (PSUMMIT 1) xou

v v Yoprocikn ApBpitida

v v Yoprocikny ApOpitida

Merétm 1 Merétn 2
PBO 45 mg 90 mg PBO 45 mg 90 mg
ApLOpdg ToyatoTopéveV 206 205 204 104 103 105
aoOevav
IAvtandkpion ACR 20, N (%) 47 87 101 21 45 46
(23%) [(42%)"  [(50%)° (20%) |(44%)* (44%)"
Avtamokpion ACR 50, N (%) 18 51 57 7 (7%) 18 24
(9%)  1(25%)*  [28%)" (17%)" (23%)*
Avtomoxpion ACR 70, N (%) 52%) | 25 29 33%) | 7(7%) | 9 (%)
(12%)*  [(14%)"
Ap10udg aclevarv ue > 3% BSA° 146 145 149 80 80 81
IAvtomokpion PASI 75, N (%) 16 83 93 4 (5%) | 41 45
(11%) [(57%)*  [(62%)" (51%)° (56%)*
IAvtamokpion PASI 90, N 4 (3%) 60 65 3 (4%) 24 36
(%) (41%)" (44%)" (30%)" (44%)"
>uvdvacuévn Avtamokpion PASI | 8 (5%) | 40 62 2(3%) | 24 31
75 kot ACR 20, N (%) (28%)"  [(42%)" (30%)“ (38%)*
Ap1Opég acevarv <100 kg 154 153 154 74 74 73
Avtomoxpion ACR 20, N (%) 39 67 78 (51%) 17 32 34
(25%) (44%) (23%) (43%) (47%)
Ap1Ouég aclevarv ue > 3% BSA° 105 105 111 54 58 57
IAvtomokpion PASI 75, N (%) 14 64 73 (66%) | 4 (7%) 31 32
(13%) (61%) (53%) (56%)
ApOnoc acdevarv > 100 kg 52 52 50 30 29 31
Avtomokpion ACR 20, N (%) 8 20 23 (46%) | 4 (13%) 13 12
(15%) (38%) (45%) (39%)
Ap10udc aolevarv ue > 3% BSA° 41 40 38 26 22 24
IAvtomokpion PASI 75, N (%) 2 (5%) 19 20 (53%) 0 10 13
(48%) (45%) (54%)
o p <0,001
B p<00s
Y p=NS
5 ApBuog achevav pe > 3% BSA mpocfoin empdvelag 0éppotog and yopioaon Kotd tnv
évapEn g perétng

O1 avtamoxpiogig ACR 20, 50 ko 70 eEaxorovOnoav va Beltidvovtar 1) Statnpndnkov péxpt tnv
EBooudda 52 (Merétn 1 ko 2 yio trv PsA) ko v EBdoudda 100 (Merétn 1 yio tv PsA). Zn

Melét 1 yia v PsA, avtamoxpioeig ACR 20 v EBoopdda 100 enetevydnooav and 1o 57% kai
64%, ota 45 mg kot ta 90 mg, avtictoyo. Xn pekétn 2 yio v PsA, avramoxpiceig ACR 20 v
EBdopada 52 emetevynoav and to 47% wor 48%, ota 45 mg kot 90 mg, avrictoya.

To 1060676 TV 0GHEVOV TOV TETLYOV AVTATOKPICT KOTH TO TPOTOTONUEVE, KPLTHPLO VTATOKPIONG
v v PsA (PsARC) fitav emiong onpovtikd peyaldtepo oTig Opddes TOL OVGTEKIVOVLLAUTT GE
GUYKPLOT HE TO EKOVIKO dppoako v ERdoudda 24. Ot avtanokpicelg PSARC dwatnpndnkav péypt
Tic EBoopdodeg 52 ko 100. 'Eva vynAdtepo 10600t acBevdv mov elyov 6TovOLAITION LLE TEPLOEPIKN
apBpitida e KOpa EKONAMOT Kot OVTIUETOTIOTIKAY e OvoTeEKVOLUAuTY, enedeiéav S0 kot 70 Toig
ekato Bertioon pe Pdon tig fabporoyieg Tov Asiktn ApacTnpoTNTog AYKUAMTIKAG ZTOVOLAITIONG
Bath (BASDAI) cuykpttikd e to gikovikd eappako tmv ERdopdada 24.

O1 avtoamokpiocelg Tov mapatnpndnkay oTig opdadeg mov Erafav Bepancio pe ovoTeKVOLULAUTN HTAV
TopOLO1EG avapeso oTovg acbeveig mov Elafav kol otovg acbeveic mov dev Ehafav Tavtdypove MTX
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Ko drotnprOniay péypt tig ERdoudadeg 52 kar 100. Or acBeveic mov giyav Aapel 6to maperdov
Oepaneio pe mapdyovies ovil-TNFa kot EAafov 0UGTEKIVOLUAUTN TETVUYOV LEYAADTEPT] AVTATOKPLION
v ERdopdda 24 e oyéon e tovg acbeveic mov Erafay eucovikd eapuaxo (n avtamokpion ACR 20
v Edopdda 24 yuo ta 45 mg kot ta 90 mg rav 37% kot 34%, avtiotoyo 6€ GUYKPION UE TO
gloviko @dppako 15%, p < 0,05) kot ot avramokpicelg dwatnprnkav péypt nv ERdopdda 52.

> Merém 1 yo v PsA, yo tovg acBeveic pe evheoitida Kavn oaxtuAitida katd TV évopén g
UEAETN G, mapatnpOnke onuavtikny Peitioon otn Pabuoroyio g evhesitidng Kot TG SOKTLAITIONG
OTIG OMLAOEG TNG OVOTEKIVOVUAUTNG GE GUYKPLOT LE TO EIKOVIKO @dppoko v ERdoudda 24. Tt
Melrétn 2 yia v PsA mapatnprnke onuoavtikn Bertioon o Pabporoyia g evBesitidag Ko
aplOunTiky Pertioon (Un oTOTIOTIKA GNUOVTIKY) oTN Badpoioyio TG SaKTUATIONG GTNV OUAda TG
ovotektvoupapmng 90 mg og cOyKpion He To eKoViKO pdppako v ERSopdda 24. Ot ehtidoeis o
Babuoroyia tng evBeositidag Kot ot Padporoyio T daktvAitidag dtatnphiOnkav péypt tig EBdounddsg
52 xon 100.

Axtivoloyikn Aviamoxpion

Ot dopkég PAGPec TOG0 oTa Y€PLA OGO KAl GTO TOSN EKPPAGTNKOV MG OAANYY| GTI] GUVOAIKT
Babuoroyia van der Heijde-Sharp (BaBpoioyia vdH-S), tpomomompévn yio v PsA pe v tpocOnkn
TOV IO LEGOPUALAYYIKDOV 0pBPDOCEDV TOV YEPLDV, € oYEom e TNV Evapén g ueAétnc. Ae&nyon
pia TpokaBopIGEV OAOKANP®UIEVT OVAAVGT CLUVOLAGHOV TV dedopévav amd 927 dropa kot ot
Merét 1 kou ot 2 yio v PsA. H ovatektvovudpnn onueiooe pio TOTIGTIKG GNUOVTIKY HEIDOT
070 TOG0GTO £EEMENG TG dopKNG PAGPNG o€ oyéon e To guKoviKO Qaplako, OTmg LETpBnKe pe
petaBoin amd tnv évapén e Herétng émg v EBdoudda 24 otn cuvolkn tpomomomuévn vdH-S
BaBuoroyia (Lécog 6poc Paduporoyiag £ SD ftav 0,97 £ 3,85 otnv opdda TOL EKOVIKOD QOPLUAKOL GE
oyéon pe 0,40 2,11 ko 0,39 + 2,40 otig opddec g ovotektvovpdunng 45 mg (p < 0,05) kot 90 mg
(p <0,001), avtioctoya). To amotéAecpa owtd Tposékuye amd T Melétn 1 yia v PsA. To
amotédecpa Bempeiton 0Tt amodeikvoetal aveaptnta amd Ty TovTodYpovn yprion MTX kot
Stnpnonie €og Tig EPoopadeg 52 (odoxinpopévn avaivon) kot 100 (Merét 1 yio tnv PsA).

2 oUoTIKN AEITOVPYIKOTHTO KOl TOI0THTO, (NS TOV GYETI(ETAL UE THY VYELOL

O1 acbeveig mov ElaPav Bepameio pe oVOTEKIVOLUAUT £6E1E0YV ONUOVTIKT PEATIOON OTN GOUATIKN
Aertovpykotnta, 6mwg a&loloyndnke pe 1o Epomuatoloyio A&oddynong tng Yyeiog-Agiktn
Avammpiag (HAQ-DI) v EBSopdda 24. To 1060616 TV acfevdv Tov TETuyov KAVIKE GMUaVTIKI
Bektioon > 0,3 ot Padporoyio HAQ-DI and v évapén e HeAETnG fTav eMioN ONUOVTIKA
UEYOAVTEPO OTIG OLADEG TNG OVGTEKIVOVLAUTNG GUYKPITIKA UE TO EIKOVIKO pdapuaxo. H Bedtioon ot
Babporoyia HAQ-DI amd v apyur Tyun dwatnpnonie péxpt tig ERdopddeg 52 wan 100.

HopoatpnOnie onuavtikn Bertioon otig fabuoroyieg DLQI otic opddeg tng ovoTEKIVOVUAURNG OE
oLYKPLOT LE TO EIKOVIKO @dpuaxo v ERdopdda 24, n oroia dtoetnpnonie péxpt 1ic EBSopddeg 52 won
100. Xt Meiém 2 v v PsA mapatnpnfnke onuavtikn Pektioon otig fabporoyieg Asttovpyikig
A&ordynong g Oepameiog yio Xpdvia Noco - Konwon (FACIT-F) otig opddeg tng
OVGTEKIVOVUAUTNG GE GUYKPIOT UE TO EIKOVIKO @dppako tnv ERdopndda 24. To m0600t6 TV acbevmv
OV TETLYOV KAVIKG oNUovTiKh Bedtioon oty komwon (4 povadeg ot FACIT-F) fitav eniong
ONUAVTIKA LEYUADTEPO OTIC OUAOEG TNG OVOTEKIVOVUAUTNG GE GUYKPLOT HE TO EKOVIKO dppako. Ot
Bertiwoeig otig Pabuporoyieg FACIT dwatnpndnkav uéypt tnv Efdoundada 52.

Houdarpicodg minbvoude

O Evponaikoc Opyaviopuog Gapudkmv Exel SOGEL avaPoin amd TNV VITOXPEWGCT) VITOPOANG TV
OTOTELECUATOV TOV PLEAETMV LE OVGTEKIVOVUAUTY| GE Hid 1) TEPIOCCOTEPEG VITOKATIYOPIES TOV
TOdL0TPLKoV TANBVGHOD pe veavikn 10tomadn apbpitida. H mpoyeiopévn cuokevn TOTTOL TEVAG OEV
éxel pedetn el otov TodtoTpiko mAnbvoud pe yopioon Kot SgV GUVIGTATOL Y10 YPOT Ao
Tod10TpIKovg acbeveic.

Noocog tov Crohn

H aocpdelo kot 1 amoTEAEGUOTIKOTITO TG OVCTEKIVOVHAUTNG 0EI0A0YRONKOY OE TPELg
TUYOLOTOMUEVES, SUTAG TOVPAEG, EAEYYOUEVEG LLE EIKOVIKO PAPLOKO, TOAVKEVIPIKEG LEAETEG OF
eviihikeg aoBevelg pe petpimg éoc coPapd evepyn vocso tov Crohn (Babuoioyia oto Agiktn

64



Evepyotmtog g Nocov tov Crohn [CDAI] > 220 kot < 450). To mpdypappto KAWVIKNG ovamTuéng
neptAdpPave 600 perétec 8 efdopadwv evdopréPrag enaywyng (UNITI-1 ko UNITI-2),
akoAovBovpevec amd po perétn 44 efOopad v LITOOOPLAG TVYALOTONUEVIS OTOGVPCTG CLVTIPNONG
(IM-UNITTI), mov avtimpocmrevav 52 gfdopddeg Oepomeiog.

O perétec emayoyng mephappovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) acbeveic. To
TPMTEVOV KATOANKTIKO GNUEID KOt Y10 TIG dVO HEAETEC EXAYMYNG NTOV TO TOGOCTO GUUUETEYOVI®V UE
KAvikn avtomokplon (opiotnke og peimwon g Pabuoroyiag CDAIL > 100 Babpovg) tnv efdoudda 6.
Agdopéva amOTELEGLOTIKOTNTAG CLALEYONKAY Ko avaAlvOnKay Emg Tnv efdopdada 8 Kot yia Tig 6vo
perétec. H tautdypovn yoprynomn amd GTOUATOS KOPTIKOGTEPOEWMY, 0VOCOPPLOLICTIKMV
TOPUYOVTOV, OUIVOGOMKVAIK®V Kol ovTIPLOTIK®V EMLTPETOTOV Kot 75% Tmv acbevdv cuvéyicay va
Aappdvovv Tovddyiotov €va amd avtd Ta eappaka. Kat otig dvo pekéteg, ol acbeveig
TUYOTOONKAY Vo AGBoVY pia eamas evOoPAEPLA YOPTYNON TNG CLVIGTOUEVNC OlofobucéEVNg
(tiered) 60omg TV Tepimov 6 mg/kg (PAéne napdypapo 4.2 g [IXIT tov USRENTY 130 mg mokvo
StAvpa Yo TOPACKELT SIOADHOTOS TTPOG £YXLOoT), Lo oTabepr d6omn 130 mg ovotektvovudpumang M
€IKoVIKO pdppoko v gfdoudoa 0.

Ot acBeveic o perétn UNITI-1 eiyav amotoyel 1 giyav epoavicel ducaveio o€ Tponyovduevn
Oepaneia pe avti-TNFa. [Tepimov 48% tov acBevov elyav amotoyet pue 1 mponyoduevn Bepaneio e
avtt-TNFa kot 52% eiyav amotioyet pe 2 1 3 mponyovueveg Bepaneieg pe avti-TNFa. Ze avtiv
peAETn, 29,1% 1oV acbevav elyav avemapkn apyiky oviardkpion (TpOTELOVTIMS UN
avTamoKpvopEVol), 69,4% avtamokpifnioy aAld Eyacav TV avTamoOKplomn (deVTEPELOVIMG U
avtomokpvopevor) kot 36,4% elyav dvcavetia otig Oepamneieg pe avti-TNFa.

Ot aoBeveic otn pehétn UNITI-2 elyav amotiyel o€ Tovddyiotov pio cuppatikn Bepaneia,
GUUTEPTLOUPAVOUEV®Y TOV KOPTIKOGTEPOEIWOMV 1| TOV OVOGOPPLOGTIKGV TapaydvImy, Kot gite dgv
glyav AaPet oto maperdov avil-TNF-a (68,6%) gite giyav Aapel 610 moperBov Oepamneia pe ovii-TNFa
oAra dev anéruyav (31,4%).

Téoo ot perétn UNITI-1 660 kar ot perétn UNITI-2, 10 m0c00Td TV 060evidv Tov epngdvile
KAVIKT] 0vTOTOKPLOT] Kol VPEST NTOV ONUOVTIKA LEYAADTEPO GTNV OUASA TNG OVGTEKIVOVUAUTNG
€vavtt Tov gikovikov eappdkov (Ilivaxog 5). H khvikn) avtomndkpion kot 1 0Qeon NTOV GNUAVTIKEG
Nnon amwd v Rdoudda 3 otovg acheveic Tov AGUPavay OVGTEKIVOVUAUTT KOl GUVEYIGAY VO
BeAtidvovtan £mc v eRSopdda 8. Xe avTég TIg HEAETEG EMAYMYNG, 1) OTOTEAECUATIKOTITA TOV
VYNAGTEPT KoL TN prOnKe TEPIOGOTEPO GTNV OpAda TNG drofabucuévng (tiered) 06omg, o€ GOYKpLon
ue v opdda mov Edafe t 66on tev 130 mg, kot cuvendg 1 doPaduicuévn d6omn sival n
GULVIGTAOUEVN EVOOQAEPLL SOOT ETOYOYNG.

Iivoxog 5: Emaywyn khivikng aviarokpiong kor vpeong oty uelétn UNITI-1 koi oty uedety UNITI 2

UNITI-1* UNITI-2**
Ewoviko Yuviotopev  [Ewoviko TovioTOpevY
oappoko N = o060 oappoko N = o6on
247 0VoTEKLVOLPAUTNCG209 OVGTEKIVOLLANUTNG
N =249 N =209
KAwvikn Y peon, efdopdda 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"

KAwvum Avtandxpion (100 53 (21,5%) 84 (33,7%)" 60 (28,7%) 116 (55,5%)"
Babuoi), efdouada 6

KAvikn Avtomokpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)"
(100 Babuot), efooudda 8

Avtandkpion 70 Babudv, 67 (27,1%) 101 (40,6%)° 66 (31,6%) 106 (50,7%)*
eBoouada 3

Avtomokpion 70 Babpav, 75 (30,4%) 109 (43,8%)° 81 (38,8%) 135 (64,6%)"
eBooudoa 6

H «Awvikn vepegomn opiletar og fabuoroyio CDAI < 150. H kAwvikn avtamoxpion opiletot og peimon
g Padporoyiog CDAI katd TovAdyiotov 100 Babuovg 1 og mapovsio khvikng veeong H
avtamokpion 70 Babudv opiletar w¢ peimon g Pabuoroyiog CDAI katd tovAdyiotov 70 Babpoig
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*  Amotvyio o€ avti-TNFa
** Amotuyla og cupfotikn Oepomeio

@ <0001
B p<o001

2t pedétn ovvripnong (IM-UNITI), a&oroynbnkav 388 acheveig mov métvyay KAVIKN avTomdkpion
100 BaBudv v efdopdda 8 g emaywync e ovotekivovudunr otic peréteg UNITI-1 kot UNITI-2.
Ot aoBeveic ToyotoromOnkay va AdBovv vToddpia aymyr| cuvtpnong pe 90 mg oveTEKIVOLHAUTNG
K0 8 efdopadeg, 90 mg ovoteKvoLUAUTNG KAOE 12 efdopddeg 1 E1KOVIKO PAapuako Yio 44
gBdopadeg (Yo ™ cvvicTdpevn docoroyio cuvinpnong, PAEne Tapdypopo 4.2).

ZNUOVTIKG VYNAOTEPO TOGOGTA aclevmvy Slotproay KAVIKY HOECT KOl OVTATOKPIoN OTIS OUAOES
7oV £A0POV OVGTEKIVOVUAUTN GE GUYKPLOT LE TNV OUAS0 TOV EIKOVIKOD Qappdkov TV efdopdada 44
(PAéme Iivaka 6).

Ilivaxag 6: Awotipnon tg KAIVIKHG ovTamokpions kot Dpeons oty peAéty IM-UNITI (gfdouddo 44, 52
gfdouadeg amod v Evapln s 00onNs EXOYwYNS)

Ewoviké 90 mg 90 mg
QPAPRUKO*  |OVGTEKIVOURANTNGOVOTEKIVOURANTYG
KGO0 KGO0
N =1317 8 epoonadec N = (12 efdopadeg N =
1287 1297
KMvikn Y gon 36% 53%" 49%"
KAwvikn Avramdkpion 44% 59%° 58%"
KAvikn Y pgon Xwpig Koptikootepogidég 30% 47%" 43%"
KAwikn Y peon o€ aoBeveic:
oV NTaV o€ DPECT KOTA TNV EvapEn NG 46% (36/79) |  67% (52/78)" 56% (44/78)
Oepaneiog cuvtnpnong
mov gloNyOncav omd T pueré 44% (31/70) |  63% (45/72)" 57% (41/72)
CRD3002¢
mov dgv €yovv AdPel 1o mapelOov avti- TNFo  [49% (25/51)|  65% (34/52) 57% (30/53)
mov gonyOncav amd T pHerém 26% (16/61) 41% (23/56) 39% (22/57)
CRD3001°

H «Avikn vopegomn opiletar wg abuoroyio CDAI < 150. H khvikn avtamoxpion opiletot og peimon
¢ Paduoroyiag CDAI katd tovAdyiotov 100 Babpodg 1 o¢ Tapovsion KAVIKAG VPECTG

* H opddo Tov €1KoviKov @appakov eptiaupoave acbeveic ol omoiot eueavioy aviamoKpion 6Ty
OVGTEKIVOLLLAUTT KOt TUXOOTTOON KOV v AGBoVV E1KOVIKO APLOKO KOTH TV Evapén Tng
Oepamneiog cuvinpnong.

Acbeveig mov epeavilay kKAvikn avtamokpion 100 fabudv oty oveTEKIVOVUAUTT KOTE TV
évapén g Bepaneiog cuvtnipnong.

Acbeveig mov anétuyav pe T ovuPatikr Oepameio aAAid Oyt pe ) Bepomeio pe avti-TNFa.
Acbeveig mov gpoavifovv avhektikotnto/dvcaveio otovg avti-TNFa.

p <0,01

p <0,05

ovopootikd onpavto (p <0,05)

< ™ Q w ++ —-

2 perétn IM-UNITI, 29 and tovg 129 acbeveic dev dwotrpnoay Ty aviamdKpiorn 6TV
OVGTEKIVOLUAUTN pe TN Ay Oepameiog kKGO 12 efoopddeg Kot EXTPATNKE 1) TPOCSUPUOYN TNG SOOTG
®ote vo, AdPovv ovotekvoupdunn kKabe 8 efdopddes. ATdOAE AvTOTOKPIONG OPIGTNKE MG,
Badporoyia CDAI pe Babuode > 220 kot adénon > 100 Babpav omd v Pabporoyio CDAI kotd v
évapén. Xe avtovg Toug acbeveic, KAvikn Voo enttevydnke o 41,4% tov acOevadv 16 gfdondadeg
LETA TNV TPOGOPLOYT TNG OOONG.
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Ot acBeveic Tov dev eppaviiay KAVIKN 0VTOTOKPIOT GTNV EX0YMYN LE OVGTEKIVOLLAUTN TNV
epdopada 8 tv peretdv enaywyng UNITI-1 xor UNITI-2 (476 acBeveic) etonydnoav 6to pn
Tuyoomompévo Tunpa e peAétng cvvripnong (IM-UNITI) ko édafov pua vrodopia £veorn 90 mg
OVGTEKIVOVLLAUTING GE€ 0VTO TO YPOVIKO orueio. Oktd efdonddeg apyotepa, 50,5% v acbevav
TETLYOV KMVIKT OVTATOKPLON KOl GLVEXIGAV Vo Aapfdvouv T 06on cuvinpnong kabe 8 efdouddeg —
omd avTovC TOVg 0obeveic TOV cLVEYLIGAV TN 0OGT CLVTHPNONG, N TAELOYN PN STHPNCAV TV
avtanokpilon (68,1%) kot tétuyxe vVeeon (50,2%) v efdopdda 44, G TOGOGTA TOL NTOV TOPOLOLN LLE
Tovg acbeveic TOV OVTOTOKPIONKAY OPYKE OTNV EXAY®YT LE OVGTEKIVOLLAUTN.

Amo toug 131 acBeveig mov avtamokpiOnkay oTnv emory®yn e OVGTEKIVOVLALITY, KOl TTOV
TUYOLOTOMONKOAV GTNV OUASO. TOV EIKOVIKOD QUPUAKOL 6TV Evapén Tng LEAETNG GuvTpnong, S1
€yaoov otn cLVEYELWD TNV avtamokpion Kot EAafov 90 mg ovotekivoupaunr vtodoping kdde 8
gBdopadec. H mistoynopio tov acbevdv mov éxacav v avtardkpion Kot Eavasekivnoay tnv
OVGTEKIVOVUAUTN TO EKavay 0vTd vTOg 24 BSOUAd®V Ao TNV £YYVON EXAYMYNS. ATO AVTOVG TOVG
51 aoBeveic, 70,6% méTvyav KAviKN avtandkpion Kot 39,2% métuyav kKAvikn veeon 16 gfdopddes
UETA TN ANY1 TS TPDTNG VTOdOPLOG 0OCNG OVOTEKIVOVUAUTNG

> perétn IM-UNITI, ot acBeveic mov olokAfpwoay tn peAET Emg tnVv efoopdada 44 Ntav
KOTAAANAOL Y10, va. cuveyicovy T Bepameia oe pio peAétn enéktaonc. Meta&d tov 567 acbevamv mov
glonABav ko Edafov Bepameio e OVGTEKIVOLUAUTN OTY LEAETY EMEKTAONG, 1] KAVIKT DOECT KOl 1
AVTOTOKPLOT) YEVIKA dlatnprOnkav £mg v efdopdda 252 1660 atovg acheveic Tov elyov AmOTOYEL L
Oepamneiec -TNF 660 kot og gkeivoug mov giyav amotoyel pe cupPatikég Oepaneies.

Agv gvtomiotnKay véa BEpata acparelog o€ AVt T HEAETN enékTaong e Bepaneia didpkelag Emg S
¢t og acbeveic pe Noco tov Crohn.

Evoooiornon

H evdookomikn ewdvo Tov Prevvoydvou a&loroyndnke oe pio vtopeiétn o€ 252 acbeveic mov giyav
KOTOAANAN EVOOGKOTIKY] EVEPYOTNTA TNG VOGOV otV £vapén. To mpmtedov KataAnKTiKo onueio frav
N petaPorn, oe oyéon pe v Evapén, oty Amhomompuévn Babuoioyio Evdookomikng Bapivtntog
Noécov yia ™ voécso tov Crohn (SES-CD), o odvvOetn Pabuoroyio o€ 5 €1Ae0-KOAKE TURUATO, TOV
eplopPavel Ty Tapovcio/to pEyehog EAK®V, T0 TOGOGTO PAEVVOYOVIKNG ETPAVELNG TOL KAADTTETOL
amo €AKT), TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TTOV TPOSPAALETOL 0O AAAEG PAGPES KoL TNV
TOPOVGIN/TOV TOTO oTéEVMONG/otevoudtoy. Tnv efdopdda 8, pnetd and po epdnal 66oM ETaymYNS, M
petafoin g Pabuoroyiag SES-CD ftav peyodvtepn otny opdda tng ovatekvovpdumang (n = 155,
péon petaforn = -2,8) and 6,11 6TV ORAdA TOL EWKOVIKOD PappdKkov (n =97, uéon petafoin =-0,7,
p=0,012).

Avtarmokpion ovpryyicov

g o VToOpAda AcOEVMV LE TaPOYETELOLEVA GLPTYYL otnV Evapén (8,8%, n = 26), 12/15 (80%) and
ToVG a6beveic TOL AQUPAVOY OVGTEKIVOLUAUTN TETVYAY OVTOTOKPLoT TV GLPLYYioy ot dtdotnua 44
gpdopadwv (opiotnie mg > 50% peiwon Tov aplBpod TV TOPOYETEVOUEVOV GUPLYYI®V, GE GYEoN LE
™mv évapén e HeAéng emaymyng), Evavtt 5/11 (45,5%) and tovg acbeveic mov Adppavay grkovikd
QOPLOKO.

Toiotyro. (s mov ayetiletor ue v vyeia

H mowdtta {mng mov oyetiletan e v vysia a&todoynonke pe to Epotnuatoidylo yo
Ddreypovndn Noco tov Evtépov (IBDQ) kot to epotnpatordyto SF-36. Tnv gfdopdda 8, ot acheveic
OV AGUPOVAY OVGTEKIVOVUAUTT] TUPOVGINGOY GTATIGTIKMG OT|LOVTIKG LEYOADTEPEG KOl KAIVIKA
oNUOVTIKESG PEATIDGEL TNG GuVOAKTS Babporoyiag IBDQ kot tng Xvvontikng Babpoioyiog g
Yoykng Zovietdoog tov SF-36 1660 ot peaétn UNITI-1 660 ko ot perétn UNITI-2, kabBodg kot
ot Zuvontikn] Babpoloyia tg Zopatiig Zuvictdcog Tov SF-36 ot pedétn UNITI-2, og cOykpion
pe 10 eikovikd eappako. Ot BEATIOOEIS VTG YeVIKA dtotnprOnkay kaAvtepa otovg acheveic mov
AdpBovav ovotektvoopdunn otn perétn IM-UNITI éw¢ v efdopdoa 44, oe GUYKPLON LE TO EIKOVIKO

OAapLOKO.

H Beitioon omv modtnrta {ong mov oyetileTon pe TNV vyeia yevikd dotnpnonke ot StpKeLd e
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EMEKTAONG £0G TNV RSOGO 252,

Avocoyovikoémra

Kotd ™ dibpkela g Oepameiog [1e OVGTEKIVOV AT EVOEXETAL VO AVOTTUYXHOVV OVTICOUOT EVAVTL
TOV OLOTEKIVOVUAUTT Kot To TEPLocOTEPX Elvar £0VdeTEPOTIKA. O GYNUATICUOS OVIICOUATOV KOTA
TNG OLGTEKIVOLLLAUTNG oYETI(ETOL TOCO LE avENUEVT KABapOoN OGO Kot LLE LELMIEVN
OTOTELECUATIKOTITO TN OVGTEKIVOVLAUTNG, EEapovpévey Tov acbevav e voco tov Crohn gtovg
omoiovg dev TapaTnpNONKe PeEI®ON GTNV ATOTELECUATIKOTNTO. AEV VIAPYEL TPOPUVIG GLOYETION
UETAED TNG TOPOVGING OVTICOUATOV KATH TNG OVGTEKIVOVUAUTNG KOl TNG ERPAVIONG AVTIOPACE®Y OTN|
0éom g éveonc.

Houdrwotpucdc TAnfovcuoc

O Evponaikdg Opyoviopog Poappdkmy €xel 0mdoel avaBolr amd Ty vToypEmot LTOPOANG TWV
OTOTELECUATOV TOV HELETMV LE TNV OVGTEKIVOVUAUTT| GE 0 1) TEPICCOTEPEG VITOKATIYOPIES TOV
modtoTpkov TANBLo oL Yo T voco tov Crohn kot H mpoyepuopévn cuokeun tomov mévag dev €xet
peretn et otov TOdATPIKO TANBVOUO KOl OEV GUVIGTATOL Y10, XPTION OO TOUIIATPIKOVG ACHEVEILG.

5.2 @oppoKoKIvITIKEG 1O1OTNTES

Amoppdonon

O d1dpecog xpovog yio TV emitevén g HEYIOTNG GLYKEVTPMOTG 6ToV 0pO (tmax) NTov 8,5 nuépeg
HeTd Vv e@dama vrodopia xopriynon 90 mg oe vy dropa. Ot Sidpecseg TIHES tmax TG TG
OVGTEKIVOVUAUTNG ETELTA 0t o @amas vroddpia yoprynon eite 45 mg gite 90 mg oe acbeveic pe
Yoploon NTav GVYKPICIUES e EKEIVEG TOL TapATNPNONKAV GE VY GTOUC.

H amdéAivtn Prodobectitdtnta Tng OVGTEKIVOVUAUTNG EMELTA OO Lo EQATAE VTOSOPLL YOPT YoM
ekTiunOnke ot nTov 57,2% oe acbevelg pe yoploon.

Katavoun
O 314 e00G OYKOG TNG KOTAVOUNG KOTA T d1dpKea TnG TEMKNG pdong (Vz) émetta and pio epimas
evOoQAEPLa yopnynon o€ acBeveic pe yopiaon kopavinke and 57 éoc 83 ml/kg.

Bopetaoymuotiopog
H axpipng petaforixn 080G tng 0OVGTEKIVOLUAUTNG ival AyvmoT.

Amofoln

H dudpeon ovotuotikn kdBapon (CL) érerta and pia epdana evooréPia xoprynon o acbeveic pe
yopioon Kopdvinke amd 1,99 éwg 2,34 ml/ nuépa/ kg. H didpeon nuioceia {on (t1/2) g
OVGTEKIVOVLLAUTING NTAV KOTA TPpocEyyion 3 efdouddeg e acheveic pe wopiaon, yoploctkn
apBpitda, voso tov Crohn, kopovopevn omd 15 émg 32 nuépeg o OAEG TIC LEAETEG Y TNV Ypiaon
KoL TNV Yoplaoikn apdpitida. Xe pio popuokoKvnTiky oviivon TAnducpov, 1 eatvopevikn Kabapon
(CL/F) ka1 o pavopevikog 0ykoc katavoung (V/F) nrov 0,465 I/muépa kar 15,7 1 avtictorya o€
acOeveic pe yopioaorn. H CL/F g ovotekivoupdunng dgv exnpedotnke and 1o guio. H
(QOPLOKOKIYNTIKN avdAvon TAnBvopov £dei&e 0T vanpée TAom TPog pa LeYoADTEPN KABapor g
OVOTEKIVOLLLAUTNG € acBevelg Tov Ppédniav Oetikol LeTd TOV EAEYYO Y10 AVTICMUATO CTNV
OVGTEKIVOVLLATT).

T'papukdnTo ddonc

H ovotnpatikn ékbeon g ovotekivoopudunng (Cmax kot AUC) awéndnke katd Evav avaioykd pe
d00M 1podMo metta omd o epamal eviopAEPia yopynomn oe 86ce1g mov KopdvOnkay and 0,09 mg/kg
éwg 4,5 mg/kg M énerto amd po €@anaé vIoddpla YopNYNoN o€ SOGES TOV KLUAVONKAY KoTd
mpocéyyion and 24 mg Emg 240 mg o acbeveic pe yopioon.

E@dma d6on évavtt modlamhomv d6cemv

To TpoPil cLYKEVTP®ONG GTOV 0P TNG OVGTEKIVOVUAUTNG GE OXECT LE TO XPOVO MTAV YEVIKA
TPOPAEYLO ETELT OO XOPNYNOELS QAT 1) TOAAATADY VITOSOPLOY dOGEWMY. TOVG aobevelg pe
YopLloon, 01 GUYKEVIPMGELS TG OVGTEKIVOVLAUTNG GTOV 0pO GE GTOOEPT] KATAGTACT EXLTELYONKAV
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péypt v EBSopdda 28 petd tig apyikég vrodopieg 06oelg otig Efdopnades 0 kan 4 axoAovBovueveg
amo 06c¢€1g Kabe 12 gfdopnades. H didpeon katdtatn cuykévipwor o€ otafepn) KOTAGTUOT KOUAVONKe
am6 0,21 pg/ml éwg 0,26 pg/ml (45 mg) ko a6 0,47 pug/ml £wg 0,49 pg/ml (90 mg). Aev vinpée
EUPAVIG GLGCOPEVGT GTN CLYKEVTPMOT TNG OVGTEKIVOLUAUTN 6TOV 0pd o€ Bdbog xpdvov Katd Tnv
VIodopLa Yoprynomn kébe 12 efdopdosgs.

Y& aoBeveig pe vooo tov Crohn, petd amod o evooeAEPia d6on ~6 mg/kg, Eekivdvtag amd TV
gBdoudoa 8, yopnynnke vroddpia doomn cuvtipnong 90 mg ovotektvovpdpnn kabe 8 1 12
gBdopadec. H ouykévpmon ¢ 0VGTEKIVOLUAUTNG GE oTabepn KOTAGTOUON EMTEVYONKE £WC TNV
évapén g debtepng 66on¢ suvThpnong. Xe achevelg pe voso tov Crohn o1 d1dpeses KOTOTATES
GLYKEVTPMGELS 6TabEP g KOTAGTOONG KupaivovTay amo 1,97 pug/ml éwoc 2,24 pg/ml kot and 0,61
pg/ml émg 0,76 pg/ml yuo to 90 mg ovotekivovpaunn kébe 8 efdopnddeg N kdbe 12 efSopddeg,
avTIoTOlYMC. Xe 000eveic e EAKDON KOAITION, 01 SIAIEGES KOTOTUTEG CLYKEVIPDOGELC OTADEPNC
KatdoToong Kopaivovtay amd 2,69 pg/ml éwg 3,09 pg/ml kot ard 0,92 pg/ml éoc 1,19 pg/ml yo ta 90
mg ovoTEKVOLHAUTN KAOe 8 efdopndadec N kdOe 12 gfdopddec. Ta KatdTOTO ETIMES D TOV
OVOTEKIVOLUAUTT OE oTAfEPN KATAGTAON T 0Tolo TPoskvyay amd To 90 mg oVGTEKIVOLLAUTY KAOE
8 efoopdoeg oxetiotnioy pe VYNAITEPH TOCOGTH KAVIKNG DPEGNS, GE GUYKPIOT] LLE TO KATMOTOTO
enineda o€ otabepn katdotoon petd and 90 mg kabe 12 efdouddec.

Enidpaon 1ov BApovg 6T QopUaKOKIVNTIKY

e o OPHOKOKIVITIKY oviAvon tinbucuod oty onoio ypnoiporotdniay dedopéva omd acbeveig
Le yopioor, To copatikd Bapog Ppébnke va givor ) mo onuavtiky cvppetafinti mov enxnpedlet v
kdBapon g ovotekvoopdunns. H péon CL/F og acBeveig pe Bapog > 100 kg ftav kotd mpocéyyion
55% vynAdtepn og cvyKplon e Tov acbevav pe Bapog < 100 kg. O pécoc V/F oe acBeveic pe Papog
> 100 kg fjrav kotd mpocéyyion 37% vyniotepog o cuYKplon Le Towv acbevav pe Bapog < 100 kg. Ot
HUEGEG KATMTATEC CLUYKEVIPADGELS OVGTEKIVOVUAUTN GTOV 0p0 € aobeveic pe vynidtepo Papog (> 100
kg) omv opddo Tov 90 mg ftav cvykpiciueg pe exeiveg og acleveic pe yauniotepo Papog (< 100 kg)
oV opdda v 45 mg. [Mapopota amoteréopato eEAEONcav amod pio emPBEPot®TIKY QAPUOKOKIVITIKA
avéAivon TAnBovcpov oty omoia ypnoioromdniay dedopéva amd acheveis e yoploocikn apdpitida.

[pocappoyn g cuyvoTNTaC YOPNYNOoNG TOV SOGEMV

Y& aoBeveig pe voco tov Crohn, pe faomn ta mapatnpovpeva dedopéva Kot Tig avoivoelg PK
TANOLGLOV, Ol TVYOLOTOMUEVOL GUUUETEYOVTEC TTOL EXAGAV TNV avVTOTOKPIoN 6T Oepomeia elyav
YOUNAOTEPEG GVYKEVIPMGELS OVGTEKIVOVUAUTNG GTOV 0pO GE GLVAPTNON LE TO XPOVO GE GUYKPIOT| LE
TOVG GUUUETEXOVTEC TTOV OEV £X0CAV TNV avTamTOKpIon. N voso tov Crohn, 1 Tpocapuoyn tng 066MG
omd 90 mg kabe 12 gfoopddeg oe 90 mg kabe 8 efdouddeg cvoyeTioTNKE e AHENCT TOV KOTDOTATOV
GUYKEVIPMGEMY OVCTEKIVOVUAUTNG GTOV 0pO Kol EMAKOAOVON aOENGN TNG OTOTEAEGLOTIKOTNTOG.

FEidwoi mAinbvcuoi
Agv viéipyovv S100£G1L0 PAPLOKOKIVIITIKA 0E00UEVA O OGOEVEIC [LE LELOIEVT VEQPIKT] 1] NTTOTIKN
Agttovpyia.

Agv &yovv dte&ayOel e1d01kég LeAéTeC o€ NAMKIOUEVOLS 0oOEVELS.

H gpoppokokiyntikni Tng 0VGTEKIVOL AU NTOV YEVIKE GLUYKPIGUUN HETOED ACATMV KOl Un-AcloTdv
acfevav pe yopioon.

Y& aoBeveic pe vooo tov Crohn kot ehik®dn KoAitida, 1 petafAntoTnTa 6TNV KABopon g
OVGTEKIVOVUAUTNG EXNPEAGTNKE OO TO COUATIKO PAPOG, TO EXITEIA AEVKMOUATIVIG OPOV, TO PVLAO Ko
TNV TOPOVGIN AVTICOUATOV £VOVTL TG OVGTEKIVOVLAUTNG, EVEO TO COUOTIKO BAPOg NTaV 1) KOpLo
SLUUETOPANTA oL emnpéale Tov 0YKo katavounc. EmmAéov, otn voco tov Crohn, 1) kdBapon
emnpedotnke and v C-aviidpdoa TPMTEVN, TNV KoTdotaon o¢ tpog v anotvyic TNF
OVTOYOVICTOV Kot 1 LAN (Actatikn Evavtt un Actatikic). H enidpaon avtdv tov cuppetapfintov
ntav evtog £20% g TLTIKNG TIUNG 1 TNG TWNG ovapopds TS avticTtoyng mapapétpov PK kat, og ex
TOVTOV, OEV AMUITEITOL TPOGOPLOYT TNG 0OGNG Yot AVTEG TIC GVpETAPANTEC. H Tautdypovn yprion
OVOGOPPLOUGTIKGOV TOPAYOVI®V OEV E1YE ONUOVTIKY NIOpOoT) 0T 6140€5M TG OVGTEKIVOLHAUTNG.
2N QOPUAKOKIVITIKY ovAAvon TANBVGHOD, OV vnpEay eviei&el enidpaonc Tov Kamvo 1 Tov
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OWOTVEVDLOTOG OTIC POPULAUKOKIVITIKES OLOTNTEG TIG OVGTEKIVOULLALLTT).

H Brodiafecipdétta g 00GTEKIVOVUAUTNG HETE 0md YopryNomn Le cVPLYYO N LE TPOYEUIOUEVT
GLOKELY] TOTOL TTEVOG MTOV CLYKPIGIU.

H mpoyepucpévn cuokeun| tomov mévog dev Exet peretndet otov moudiatpikd mAnducpd Kot dev
GUVIOTATOL Y10 YPNOT| ad TOdTPIKoVS acOeveic.

PyOion tov eviduwv tov CYP450

Ot emdpacelg g IL-12 1 g IL-23 ot pdbuon tov eviduwv tov CYP450 a&oroyndnkav g pio
UEAETT| in vitro otV omoia ypnoomomnkay avhpamve nratokvTTopa, 1 oroia £deiée otin IL-12
koM M IL-23 og enineda tov 10 ng/ml dev petéfarlav tig eviopkég Spactnprotntes tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1| 3A4, PAéne mapdypago 4.5).

Mo, avolKTG ETICTUOVOTG, LEAETN POPUOKEVTIKNG OAANAETIOpaong @dong 1, Melé
CNTO1275CRD1003, 61e&nybn Yo v a&oAdynon g enidpacng TG OVGTEKIVOLLAUTNG OTIG
dpacTnpoTTES TOL EVEDIOV TOL KLTOYXP®UTOG P450 Hetd amd emaywyn Kot GUVTNPNOT TG
docoroyiag og acheveic pe evepyn vocso tov Crohn (n=18). Agv mapoatnpnniay KAMVIKE GNUAVTIKEG
aAAayég otny €kBeon oty kaeeivn (vrdctpopa CYP1A2), Bapeapivng (vrdotpopa CYP2C9),
openpaloing (vrooctpopa CYP2C19), de€tpoucbopopiavng (vtdootpopa CYP2D6) 1 mdaloAdung
(vméotpope CYP3A) 6tav ypnoiorotfnie Tautdypova e OVGTEKIVOVUAUTT GTNV EYKEKPIUEVT]
oLVICTOEVT d0G0A0Yio o€ acBevelg pe voco tov Crohn (BA. mapdypago 4.5).

5.3 Ipoxivikd dedopéva Yo TNV 0oQOAAELN

Ta pun Khvikd dedopéva dev amokaAdTTOVV 11aitepo Kivouvo (). ToEIKOTNTA 0PYAV®OVY) Y TOV
avBpomo pe Baon Tig peéteg ToEikoTNTag EMAVOAAUPAVOLEV®Y 0GE®V, AVATTLELOKNC TOEIKOTNTOG
Kot TOEIKOTNTOG GTNV OVOTOPOY®YIKT IKAVOTNTO, COUTEPIAAUPOVOUEVOV TOV 0EI0A0YNCEDY
(POPLOKOAOYIKNG AOPAAELOG. L& HEAETES OVATTTLEINKNG TOSIKOTNTOG Kol TOEIKOTNTAG OTNV
OVOTTOPOYWYIKT IKOVOTNTA 6€ TONKOVG cynomolgus dev mapatnpriOnkoy avemBounteg evépyeteg
OTOVG OEIKTEG APGEVIKNG YOVILOTNTOC, OVTE YEVETIKEG AVOUOAEG 7| avorTuélokn ToSKOTNTO. Agy
mapatnpiOnkay avemBountes emdpAcElS 6TOVG delkTeg ONAVKIG YOVILOTNTAG [E YPNOT OVAAOYOV
avticopatoc tov 1L-12/23 oe movrikia.

Ta enineda 60cemV oTIG pEAéTEG 6€ (DA NTOV KOTA TPOGEYYion £mg 45 popég vynAoTEPD Amd TNV
VYNAOTEPT 1I50dVVaLT OGN TToL TPoopileTal yia Yoprynon o€ acbeveic pe yopiaon kot elyov mg
OTOTEAEGLO OVMDTATES GVYKEVTPMOELS GTOV 0pd GE MOKOVE TOL NTaY TEPLlocOTEPO amd 100 popég
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv deEnyOnocav LeAETeS KAPKIVOYEVEDTG LLE OVCTEKIVOLULAUTN AOY® EAAENYNG KOTAAANA®V LOVTEA®DY
€VOC OVTIOMUATOC Y®PIG dtaoTovpovpevn avtidpaon pe Tig [L-12/23 p40 tov TIpeKTIKOV.

6. DOAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahloyog ekdoymv

L-iot1divn

Movobdpoyrwpikn L-1o116ivn povoiddpikn
IToAvcopPikéd 80 (E 433)

Zaxyopoln

Ydpo&eidro tov vatpiov (yro pvubuion tov pH)
Yopoyropikd o0&V (Yo pOOuon tov pH)
Yomp yio evéaipo

6.2 AovpPatétnreg
El\elyet peretdv oyxetikd pe ) cuppatotnra, To TopoOV QUPUAKELTIKO TPOIOV eV TPEMEL VO
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OVOUETYVOETOL LUE GAND QOPLOKEVTIKE TPOTOVTAL.
6.3 Awpkewa {ong

Usrenty 45 mg evéotplo S1GAVLUO GE TPOYEUIGLLEVT] GUGKELT] TOTOV TEVOG
3 ém

Usrenty 90 mg gvéciplo S1dAVL0 GE TPOYEUICUEVT] GUGKEDT] TOTTOV TEVAG
3 &t

Ol 0TOUIKEG TPOYELGUEVEG GUOKEVEC TOTTOV TEVOG UTOPOVV VO pUAGCGOVTOL G Beppokpacio
dwpatiov £0g 30°C yio péyrotn pepovopévn mepiodo £0g 30 nuepdY 610 apyIkd KOLTL, OCTE Vo
TPOGTATELOVTAL 0O TO PMC. Kataypdyte Tnv nuepounvio Katd Ty omoia 1 TPOYEUICUEVT] GVOKEVT
TOTOL TTEVOG aPaLpEiTaL Y10 TPMTN POPE ad To Yuyeio Ko TV nuepounvia andppiyne. H nuepopnvia
amoppLYNG Oev TPEMEL Vo VITEPPaivel TNV apyikn nuepounvia AENS Tov avaypaeeTal 6To KovTi. AQov
Lo TPOYEUIGEVT] CLOKELT TOTOV TTEVOC PLAAYDEL og Beppokpacia dopatiov (€wc 30°C), dev mpémel
Vo EMOTPEPETAL GTO Yuyeio. AmoppiyTe TNV TPOYEUICUEVT] GUGKEDT TOTOV TEVAG, EAV OEV
ypnowomoindei evtog 30 nuepmdv g Beprokpacio dopatiov yio amrodnKevon 1 £mc TV opyIKN
nuepounvio ANENG, avaloya Le To oL NUEPOUN VI Elval TPpoyEVESTEPN.

6.4 Iowitepeg mpo@urdiers KaTd 11 QUAAEN TOV TPOIOVTOG
dvldcoete og yoyeio (2°C — 8°C). Mnv KatayvyeTe.
DVAAGGETE TNV TPOYELUGLEVT CLGKELT TOTTOV TEVOC 6TO EEMTEPIKO KOVTI Y10 VO TPOGTOTEVETOL AT TO

Pg.

E@boov anatteital, HEPOVOUEVES TPOYEMGUEVEG CLGKEVEC TOTTOV TEVOC UITOPEL VO PLAAGGOVTAL GE
Oepuoxpacio dopatiov £og 30°C (PAéne Tapdypao 6.3).

6.5 @von Kol GVGTUTIKA TOV TEPLEKT
Usrenty 45 mg evéoulo S10AVO. OE TPOYELUGLEVT) CUOKEVT) TOTOV TEVOC

0,5 ml ddAvpa oe cvpryyo 1 mL amd yvord tomov I pe otabepn Peddva and avoleidmto ydAvPa gival
GUVOAPHOAOYNUEVO LE TTPOYEIGUEVE EEQPTHLOTA TTEVOLG.

Usrenty 90 mg gvéoipo didAvpo 6 TPOYEUGLLEVT) GUGKELT) TOTOV TEVAC
1 ml dulvpa o€ ovpryye 1 mL amd yvari tomov I pe otabepn Perdva amd avoleidwto ydAvPa sival
GUVOPUOAOYTUEVO UE TPOYEMOUEVO EEQPTHUOTO TTEVAG.

To Usrenty diatifetal oe cuokevacia Tov 1 TpoyeUIiopévng GVGKELNG TOTTOV TEVAG.
6.6 Iowitepeg TPOPVAAGEELS AmOPPIYNGS KAL AAAOG YEPLOGPUOG

To d1dAvpa oty mpoyeopév cuokevn Tomov mtévag Usrenty dev mpémel va avokiveital. To didivpo
0o Tpémel vo emBe@peitan OTTIKG Y10 COUOTIONW 1] OTOYPOUATICUO TPV amd TNV VITOSOPLL YOPN YT oN.
To dudvpa givar dStowyég, dypopo £mc vokitpvo oty eueavion. To eopraKeLTIKO TPoidv dev
TPEMEL VAL YPNCLUOTOLEITAL EAV TO SIAAVHLA EVaL AmOYP®UATICHEVO 1] BOAD 1 €dv VIapPYOLY Eva
copatidw. [pv amd tn yopnynon, to Usrenty tpénel va apebel va gtdoel oe Beppoxpacio dopatiov
(mepimov pon dpa). Aentopepeic 0dnyieg ypMoNG TAPEXOVIUL GTO PVUAAO 0INYIDV YPNONG.

To Usrenty dev mepiéyel GUVINPNTIKA. LVVETMOC, OEV TPETEL VO, YPT|CUYLOTOIEITOL OTTO100NTOTE
OLYPNCLOTOINTO PAPUOKEVTIKO TPOIOV TOPAUEVEL GTNV TPOYEMGUEVT] GLOKELN TOTTOV TTEVOC. To
Usrenty d10Ti0€T0l (0C OTOGTEPMUEVT TPOYEUICUEVT] GVOKEVT TUTTOL TEVAG piag yprions. H
TPOYEUIOUEVT) GLOKELT TOTTOV TEVAG OEV TPEMEL TOTE VAL EMavaypnotomoteital. Kdbe aypnopomrointo
(POPUOKEVTIKO TTPOTOV 1) VITOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LLE TIG KATH TOTOVE 1GYDOVGEG
OYETIKEG OLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
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Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Ireland, D13 R20R

8. APIOMOZX(OI) AAETAYX KYKAO®OPIAX

Usrenty 45 mg ev€G110 SIOAVUO GE TPOYEULGLEVT GUGKEVT] TUTOL TEVOC
EU/1/25/1973/005

Usrenty 90 mg ev€G110 S1IOAVUO GE TPOYEUGLEVT GUGKELT] TUTOL TEVOC
EU/1/25/1973/006

9. HMEPOMHNIA ITPQTHE EI'KPIXHX / ANANEQYXHX THX AAEIAX

Huepopnvia Ipmwtnc Eykprong: 17 ZentepPpiov 2025
10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoPopieg yio To TapOV PUPUAKEVTIKO TPOiodV gival d100£c1eg GTOV SIKTLOKO TOTO
tov Evponaikov Opyoaviopod Gapudkmv: https://www.ema.europa.eu
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ITAPAPTHMA 11
IHAPAXKEYAXTEX THX BIOAOT'TKQX APAXTIKHY OYXZIAX KAI
IHHAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITIOAEEMEYXZH TQN
ITAPTIAQN
OPOI H IIEPIOPIEMOI XXETIKA ME TH ATAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®QOPIAX

OPOI'H HEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHX OYXIAYX KAI
ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN

‘Ovopo kot 81€00VVeT TV TOPAGKEVAGTOV TNE FLOAOYIKOS dPOCTIKNG OVGIOG

Biocon Biologics Limited.

Block No. Bl, B2, B3, BS Q13 of Q1 and W20 &
Unit S 18, 1st Floor, Block B4

Special Economic Zone,

Plot No.2. 3,4 & 5, Phase IV,
Bommasandra-Jigani Link Road,

Bommasandra Post,

Bengaluru-560 099

Ivdia

‘Ovopa kot 61e00vven Tov TOPUCKEVOGTN TOL Eival VITELOLVOC Y10 TNV OTOOECUELCT TOV TAPTIOMV

Biosimilar Collaborations Ireland Limited
Block B,The Crescent Building,

Santry Demesne,

Dublin,

D09 C6X8

IpAavdio

B. OPOI 'H HEPIOPIZMOI XXETIKA ME TH ATIAOGEXH KAI TH XPHXH

DopHoKEVTIKO TPOTOV Y10, TO OTTOI0 aaLTeEiTal TEPLOPIOUEVT 1aTPIKT| cuvtayn (BA. mapdapTtnua I:
[epiinym tov Xopaktnpiotikedv tov [Ipoidvtog, mapdypaeog 4.2).

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢ce1g meprodkig mapakorovdnong g aceaielag (PSURs)

Ot amoitioelg yio vroPfoir, twv PSURS y1o. To &v Ady® @apurakentikd npoidv mov opiloviotl 6tov
KOTAAOYO LE TIG NUEpOoUNVieg avapopag ¢ Evoong (katdioyoc EURD) mov mapatifetot oty
mapdypoeo 7, tov apbpov 107y g odnyiog 2001/83/EK kot kdbe emaxolovdng entkalpomoinong 6mme
OMNUOGIEDETOL OTNV EVPOTAIKT SIKTVOKN TOAN Y10 TO PAPLLOKCL.

A. OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Xyé010 drayeipiong Kivovvou (XAK)

O Karoyog Adeiag Kvkiogpopiag (KAK) Ba die&aydyet Tig amattodueveg SpactnploTnTeS Kot
TOPEUPAGELS PAPLAKOETAYPOTVIONG OTMG TAPOLGLALoVTal 6To SLHEMVNOEV ZAK Tov Tapovcialetan
otV evotnta 1.8.2. ¢ ade10c KuUKAOPOPING Kol GE OTOEGONTOTE EXUKOAOVOES EYKEKPLUEVES
avabempnoelg tov TAK.

‘Eva emkaipomoinuévo XAK Ba mpémet va kototedet:

. Metd and aitnua tov Evporaikod Opyavicpod @apudkov,

. OnotednToTe TPOTONOLEITOL TO GUOTN A dLayelptong KivdOvov, E101KE Mg amoTéEAEG LA ANYTG
VE®V TANPOPOPIDV TOL UTOPOVV VO, ETLPEPOVY GNUAVTIKT AALOYT GTI GXECT 0PEAOVG-KIVOVVOL
N ®OG OTOTELEG O TNG EMITEVLENG EVOG GNUAVTIKOD OPOCT|LOL (PUPHOKOETOYPVOTVIION N
€AA(LOTOTOINGT) KIVOVVOV).

74



ITAPAPTHMA III

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

EEQTEPIKO KOYTI (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 130 mg mokvo StdAvpa yio TopacKeLT SI0ADUOTOG TPOG EYXVOT)
OVGTEKIVOV AT

2. XYNOEXH XE APAXTIKH(EX) OYZIA(EY)

Kabe prariolo mepiéyel 130 mg ovotekvovudunn o€ 26 ml.

3. KATAAOTI'OX EKAOXQN

"Exdoya: Atévodpo dvatpio aiag EDTA, L-iotidivn, povoidpikn povovdpoyropikn L-1totidivn, L-
pebelovivn, moAvcsopPikd 80, cakyapoln, VOPOEEISI0 TOL VOTPiov Kot VIPOYAWPLKS 0&D, HOWP Yia
eV

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

[Tokvé ddAlvpa o TopacKeLT] SIHAVLOTOS TPOS £YYLON
130 mg/26 ml
1 gloAido

5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avakiveite.

Awfaote T0 POALO OONYIDV XPHONG TPV A6 TN (PN OT).
IMo pio ypron povo.

EvdopAéPia yprion petd and apaioomn.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO ITPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA
AEN BAEIIOYN KAI AEN IPOXEITIZOYN TA TTAIAIA

7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHIH(EIX), EAN EINAI ATTIAPAITHTH(EY)

8. HMEPOMHNIA AHEHX

AH=EH
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9. EIAIKEX XYNOHKEX OYAAZHX

dvidooete og yoyeio.
Mnv KatoyOyeTe.
DdvAidocete To PLOALSI0 6TO EEMTEPIKO KOVTL Y10 VAL TPOGTATELETAL OO TO PG,

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1973/004

13. APIOMOX ITAPTIAAX

Ioptida

14. TENIKH KATATAZEH I'A TH AIAGEXH

15. OAHI'IEX XPHXHX

16. HAHPO®OPIEX XE BRAILLE

H attiohdynon yia va pnv meptnedei n ypoaen Braille eivon amodekr).

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX
IPAMMOQTOX KQAIKAY (2D)

A16d100T0TOC YPAUUOTOG KMdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVASTKO OVAYVOPIGTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA
AIIO TON ANOPQITO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAYX ®IAAIAIOY (130 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Usrenty 130 mg mokvo S10Avpa Y10 TopacKeLT SI0ADUOTOG TTPOG £YXVOT
OVGTEKIVOV LA

2. TPOIIOX XOPHI'HXHX

T IV ypnon petd amd apaioon. Mnv avakiveite.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

130 mg/26 ml

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

KEIMENO KOYTIOY ®IAAIAIOY (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 45 mg evéotplo StdAvpa
OVLGTEKIVOLLLAUTT

2. YXYNGEXH XE APAXTIKH(EX) OYXIA(EX)

Kda0e praridio mepiéyet 45 mg ovotekvoopaunn o 0,5 ml

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zaxyapoln, L-iotidivn, povoddpoyrmpikni povoidpikn L-iotidivn, E 433, vdpo&eidio tov
vaTpiov Kot VOPOYAMPIKO 0ED, VIMP Y10 EVEGILLAL.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoo didivpa
45 mg/0,5 ml
1 puoAido

| 5. TPONOZX KAI OAOX(OI) XOPHTHEHX

Mnv avaxveite.
Ymodopia ypnon.
AwPaote 10 OALO 0ONYIDV XPNONG TPV ATTd TN YOPNYN oM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO IPOION IPENEI NA ®YAAXXETAI XE OEXH THN
OITOIA AEN BAEIIOYN KAI AEN ITPOXEITIZOYN TA ITAIATA

Na purdccetar o€ BEom v omoia dev PAETOVY Kot gV TpooeyYilovy Ta Tadtd.

7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHEIH(ELE), EAN EINAI ATIAPAITHTH(EY)

8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZHX

dvidooete og yoyeio.
Mnv KatoyoyeTe.
DdvAidocete To PLOAISI0 6TO EEMTEPTKO KOVTL Y10 VAL TPOGTATELETAL OO TO PMG,.

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON

11. ONOMA KAI AIEYOYNZH KATOXOY THX AAEIAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1973/001

13. APIOMOZX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Usrenty 45 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX
I'PAMMOQTOX KQAIKAX (2D)

A163100T0TOG YPAUU®OTOG KOOWKAS (2D) mov pépet Tov TEPIANPOLVTO LOVASTKO OVAYVOPIGTIKO KOOKO.
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18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA

AIIO TON ANOPQIIO

PC
SN

83




EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAY. ®IAATAIOY (45 mg)

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

Usrenty 45 mg evéotpo dSidAvpa
OVGTEKIVOLLLAUTN
SC

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

45 mg/0,5 ml

6. AAAA XTOIXEIA




ENAEIZEIX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KEIMENO KOYTIOY IPO'EMIXMENHX XYPITTAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 45 mg evéGUO SLIAVLO GE TPOYEUICUEVT] GOPLYYOL
OVGTEKIVOU LA

2. XYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Kabe mpoyepiopévn cbpryya mepiéyet 45 mg ovotekvovpdunn o 0,5 ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Zaxyapoln, L-iotidivn, povoddpoyrwpikn povovdpikn L-1otidivn, molvcopPiko 80 ,
VOPOEELSI0 TOL VaTPiov Kot VIPOYADPIKO 0EL, VOMP YLl EVEGILAL.

| 4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo dudlvpa oe mpoyepicuévn obplyya
45 mg/0,5 ml
1 mpoyepiopévn cupryya

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avokiveite.
Yrodopia ypnon.
AwPaote 10 GOALO 0N YLDV XPNOTG TPV ATO TN YOPNYNoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO ITPOION IPENEI NA ®YAAXXETAI E OEXH THN OIIOIA
AEN BAEIIOYN KAI AEN ITPOXEITIZOYN TA ITAIAIA

Na puAhdccetar o€ B€om v omoia dev PAETOVY Kot eV TpooeyYilovy Ta Tadid.

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

8. HMEPOMHNIA AHEHX

AHZEH
Huepopnvia amodpprync, epdcov anobnkevtel o Beprokpacio dmopatiov:
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9. EIAIKEX XYNOHKEX OYAAZHX

dvAdooete og yoyeio.

Mnv katayiyete.

DVAAGGETE TNV TPOYEULTUEVT] GUPLYYQ GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL OO TO (PG,
Mropei va purdcoetal o€ Oepuokpacio dopatiov (€ng 30°C) yia pia pepovouévn nepiodo mg 30
NUEPESG, QALG Oyl TEPAV TNG APYIKNG MUEpounviog ANENG.

10. JAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

IpAavdia, D13 R20R

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1973/002

13. APIOMOX ITAPTIAAX

IMoptida

14. TENIKH KATATAZEH I'TA TH ATAGEXH

15. OAHI'IEX XPHXHX

16. IMAHPO®OPIEX XE BRAILLE

Usrenty 45 mg

17. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AIXAIAXTATOX
I'PAMMOQTOX KQAIKAX (2D)

A163106T0TOC YPAUU®OTOS KOOKAS (2D) mov pépel Tov TEPIANPOEVTO LLOVAOTKO AVAYVOPIGTIKO KMOKO.
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18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA

AIIO TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX KYWEAEX 'H XTIX
TAINIEX ME KYWEAEX ME XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 45 mg evéoipo dtdivpa
OVGTEKIVOUULALTN

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

IToaptida

S. HEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

45 mg/0,5 ml

6. AAAA XYTOIXEIA

Y7modopia yprion

Mdoe edw

88



EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAYX IPOTEMIXEMENHX XYPITTAX (45 mg)

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

Usrenty 45 mg gvéoipo didivpa
OVLGTEKIVOLLLAUTT
SC

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

oprtida

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

45 mg/0,5 ml

6. AAAA YXTOIXEIA
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ENAEIZEIX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KEIMENO KOYTIOY IPO'EMIXMENHX XYPITTAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Usrenty 90 mg evécio S1dAVLO GE TPOYEULITUEVT] GVUPLY YO
OVGTEKIVOV AT

2. LYNOEIH XE APALTIKH(EZ) OYXIA(EX)

Ka0e mpoyeucpévn cvopryya mepiéyet 90 mg ovotekvoopdunn o 1 ml

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zaxyopoln, L-iotidivn, povodopoyrwpikn povoiidpikn L-iotidivn, moivcopPuco 80,
VOP0o&eidilo Tov vaTpiov Kot VIPOYAMPIKO 0ED, VOWP YL EVECTLL.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo duidlvpa og mpoyepiouévn ovplyya
90 mg/1 ml
1 Tpoyeucuévn cHpryyo

S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mnv avokiveite.
Ynodopua yprion.
AwBdote T0 @OALO OONYLOV YPNONG TPV OO T YOPTYNON.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXZEITIZOYN TA ITAIAIA

Na purhdccetal o€ B€om v omoia dev PAETOVY Kot eV TpooeyYilovy Ta madid.

7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHIH(EIX), EAN EINAI ATTIAPAITHTH(EY)

8. HMEPOMHNIA AHEHX

AHEH
Huepounvia andppryng, epodcov amodnievtel oe Oepuokpacio dopartiov:
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9. EIAIKEX XYNOHKEX OYAAZHX

dvidooete og yoyeio.

Mnv KatoyoyeTe.

DuAGocETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OTO TO PWC.
Mmnopei va purdooetal o€ Oeprokpacio dopatiov (€ng 30°C) yia pia pepovopévn nepiodo mg 30
NUEPES, AAAA OYL TEPOV TNG OPYIKNG NUEPOUNVIOG ANENC.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

IpAavdio, D13 R20R

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1973/003

13. APIOMOX ITAPTIAAX

Hoptida

14. TENIKH KATATAZEH I'TA TH ATAGEXH

15. OAHI'IEX XPHXHX

16. ITAHPO®OPIEX XE BRAILLE

Usrenty 90 mg

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

A163100T0TOG YPAUU®OTOG KOOWKAS (2D) mov pépet Tov TEPIANPOEVTO LOVASTKO OVAYVOPIGTIKO KOOKO.

91



18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA

AIIO TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX KYWEAEX 'H XTIX
TAINIEX ME KYWEAEX ME XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Usrenty 90 mg evéoipo dtdivpo
OVGTEKIVOULLALTT

2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

MMoprioa

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

90 mg/1 ml

6. AAAA XTOIXEIA

Ymodopia yxpron

Mdoe edw
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAYX ITPOTEMIXMENHX XYPITTAX (90 mg)

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

Usrenty 90 mg gvéoipo dtdAvpo
OVGTEKIVOV AU
SC

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

90 mg/1 ml

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

KEIMENO KOYTIOY ITIPO'EMIXMENHX XYXKEYHX TYIIOY IIENAX (45 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 45 mg evéGo SIIAVUO GE TPOYEUIGUEVT] GLGKELT TOTTOL TTEVAG
OVGTEKIVOULAUTY|

2. YXYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e mpoyepiopévn ocvokevn Tomov évag mepiéyel 45 mg ovotekvovudunn og 0,5 ml.

| 3. KATAAOI'OX EKAOXQN

"Exdoya: Zakyapoln, L-iotidivn, povovddpoyrwpixn L-1ot1divn povotiidpikr|, moAvcopPucod 80 (E433),
VOPo&eidio Tov vaTpiov, VIPOYA®PLKO 0EL (Yio phBuon Tov pH), VWP Yo evéciua.

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoyo d1dAvpa og TpoyeUGHEVT] GLGKELT TOTOV TEVOG
45 mg/0,5 ml
1 Tpoye o UEVT GUGKELT TVTOL TTEVAG LG 0OONG

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

Mnv avakveite.
Ymodopla ypnon
Awpdote 10 POALO 0dNYLBV YPNONG TPV ATO T YPTIoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA ITAIAIA

Na euAdccetar o€ BEom v omoia dev PAETOVY Ko dev Tpoaceyyilovy Ta Tad1d

7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHEIH(ELE), EAN EINAI ATIAPAITHTH(EY)

8. HMEPOMHNIA AHEHX

AHZEH
Huepopnvia amdppryng, epdcov anobnkevtel o Beproxpacio dmpatiov:
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0.

EIAIKEX XYNOHKEX OYAAZHX

dvidooete o€ Yoyelo.
Mnv KatoyoyeTe.

DVAGGGETE TNV TPOYELGUEVT] GUGKELT TOTOV TEVAG 6TO EMTEPIKO KOLTI Y10, VO TPOGTATEVETAL OO TO

PoG.

Mmnopel va puridooetal og Beppokpacio dopatiov (€mg 30°C) yu pia pepovopévn mepiodo mg 30

NUEPES, AAAG Ol TEPAV TNG OPYIKNG NUEPOUNVIAG ANENG.

10. JAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Ireland, D13 R20R

12. APIOGMOZX(OI) AAEIAYX KYKAO®OPIAXZ
EU/1/25/1973/005
13. APIOMOZX ITAPTIAAX
Moptida
14. TENIKH KATATAEH I'lA TH ATAGEXH
15. OAHI'IEX XPHXHX
16. TIAHPO®OPIEX XE BRAILLE

Usrenty 45 mg

17.

MONAAIKOX ANATNQPIETIKOX KQAIKOZ — AISAIASTATOX
TPAMMOQTOX KQAIKAY (2D)

A16d100T0TOG YPAUU®OTOG KMOWKAS (2D) mov pépet Tov TEPIANPOLEVTO LOVAITKO OVAYVOPIGTIKO KOOKO.

18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA
AIIO TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITIPOTEMIXMENHX XYXKEYHX TYIIOY IIENAX (45 mg)

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

Usrenty 45 mg gvéoio dtAvpa
OVLGTEKIVOLLLAUTT
SC

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. HEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

45 mg/0,5 mL

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

KEIMENO KOYTIOY ITIPO'EMIXMENHX XYXKEYHX TYIHHOY IIENAX (90 mg)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Usrenty 90 mg evécio S1AVO G TPOYEUICUEVT] GUGKELT] TOTTOL TTEVAG
OVGTEKIVOVLAUTT

2. LYNOEIH XE APALTIKH(EZ) OYXIA(EX)

Kda0e mpoyepiopévn ocvokevn tomov mévag mepiéyxet 90 mg ovotekvovpdpnn o€ 1 ml.

| 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: Zaxyoapoln, L-1otidivn, povotidpoyropikr| L-1oTidivn povovdpikr, moivcopPucod 80 (E433),
V3Po&eidlo Tov vaTpiov, VEPoYAWPLKO 0ED (Yo pBpiom Tov pH),, HéWp Yo evéoia.

4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo didivpa o TPOYEUIGUEVT] GUGKELT] TOTTOV TEVOG
90 mg/1 ml
1 TpoyeGUEVT] GLGKELT TOTTOV TTEVAG UG 0OGNC

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

Mnv avakiveite.
Ymodopia ypnon
Awpdote T0 @OALO 0ONYLDV YPHONG TPV OO T YPTIoN

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAhdocetal o€ B€om v omoia dev PAETOVY Kot eV Tposeyyilovy Ta madtd.

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

8. HMEPOMHNIA AHEHX

AHEH
Huepopunvia amdpprync, epdcov anobnkevdei oe Bepprokpacio dmpatiov:
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9. EIAIKEX XYNOHKEX OYAAZHX

dvidooete og yoyeio.

Mnv KatoyoyeTe.

DVAGGGETE TNV TPOYELUGUEVT] GUGKELT TOTOV TEVAG 6TO EMTEPIKO KOLTI Y10, VO TPOGTATEVETAL OO TO
@G,

Mmnopel va puAdooetal oe Beppokpacio dmpatiov (€mg 30°C) yua pia pepovopévn mepiodo mg 30
NUEPES, AAAG Ol TEPAV TNG OPYIKNAG NUEPOUNVIAG ANENG.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN IMPOIONTQN 'H TOQN
YIHOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA. E@OXON

11. ONOMA KAIAIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Ireland, D13 R20R

12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1973/006

13. APIOMOZX ITAPTIAAX

Moprioa

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

15. OAHI'IEX XPHXHX

16. ITAHPO®OPIEX XE BRAILLE

Usrenty 90 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX
I'PAMMQTOX KQAIKAX (2D)

A163106T0TOC YPAUUOTOS KOOKAS (2D) mov eépel Tov TEPIANPOEVTO LLOVAOTKO OVAYVOPIGTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA
AIIO TON ANOPQITO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX [TIPOTEMIXMENHX YXYXKEYHX TYIIOY IIENAX (90 mg)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Usrenty 90 mg evéayo dtdivpa
OVGTEKIVOL AU
SC

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

90 mg/1 mL

6. AAAA YTOIXEIA
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B. PYAAO OAHI'IQN XPHXHX
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®VYALo 00OV ypnong: [Iinpogopisg Yia Tov ypioTn

Usrenty 130 mg Tokvo6 o10AVp0 Y10 TOPAGKEVT] OLEADNATOS TPOS £YYVOT)
OVGTEKIVOULALTY

V¥ To @apuoko avtd TeAEl VIO GUUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba EMLTPEYEL TOV YPIYOPO
TPOGOIOPIoUO VEDV TANPOPOPLDY acPdAelac. Mropeite va fondnoete péosm g avaeopdg mbavav
AVETIOOUNTOV EVEPYELDV OV EVOEYOUEVMS Tapovatilete. BA. Téhog e mapaypdpov 4 yia Tov TpOTo
AVAPOPAG AVETIOVUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKG OALOKANPO TO PULAO 0ONYLOV YP1 GG TPLY UPYICETE VA Y P CLUOTOLEITE AVTO
T0 QApPoKo, H16TL TEPLLARPAVEL ONUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 T0 QULAO 00N YLOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV AApPAVEL TO PEPRAKO.

o  DvldEte avtd T0 PUAAO 0dNYIDV XpNong. Tomg ypelaotel va To dwuPdoete Eava.

o Edv éyete mepartépm amopiec, pOTNGTE TOV Y1ATPO 1 TOV POPLAKOTOLO GOC.

o Edv mapatnpnoete kdmola avemBountr evEPYeLn, EVIILEPADOTE TOV YIATPO 1] TOV PAPUOKOTOLO GOG.
AT 1oyveL Kat Yo KEOe mhovn avemBOuN T EVEPYELD TOV OEV OVAPEPETOL GTO TAPOV PUALO
oonyldv ypnons. BAéne mapdypago 4.

T epréyer To mapév A0 00NYIOV:

. T etvar to Usrenty ko mota givo 1 yp1or Tov

. Timpénrer va yvopilete mpiv ypnopomomoete to Usrenty
. Ilog yopnyeitat to Usrenty

. IIBavég avemBountec evépyeteg

. Ilog va pvidooete o Usrenty

. [epreydpeva e cvokevaciog Kot AouTég TANPOPOpieg

AN N AW =

1. T eivon To Usrenty kot wola givan 1) yp1jon Tov

Th givan 1o Usrenty

To Usrenty mepi€yetl T SpOaoTIKT 0VGI0 KOVGTEKIVOLUAUTNY, EVO LOVOKAWOVIKO avTticopa. Ta
LOVOKAMVIKY OVTICOUATO EIVOL TPOTEIVEG TOL AvayV®PILoLY Kol GUVIEOVTOL EOIKA [LE OPIGLEVEG
TPOTEIVEG GTOV OPYOAVIGUO.

To Usrenty aviKel 6€ pio OpLado apUiK®V Tov OVORALOVTOL «0VOGOKOTAGTIATIKA» . AVTH TaL
Qappaka dpovv e£0cOeVAOVTUG LEPOG TOV AVOGOTONTIKOD GUGTHLLOTOG.

IIowa givan n yp1on Tov Usrenty
To Usrenty ypnoyLOTolElTAL Y10l TV OVTLILETMOTLION TOV 0KOAOVO®OV PAEYLOVOIDV VOGOV TNG PETPLOG
£m¢ Paprag vosov tov Crohn - o€ evijAikeg

H vbéoog tov Crohn givan e pAeypovddng vocog tov eviépov. Edv €xete vocso tov Crohn, o cog
d0Bovv mpidTa AL edppaka. Edv dev avtamokpibeite apketd kald 1 edv €xete ducavedia o€ AVTA TO
oapuoka, propel va cag 000eil Usrenty yia tn peimon tov onpeinv Kot GUUTTOUATOV TG VOGOL GG,

2. T péner va yvopilete Tpv ypnopononjoete To Usrenty

Mnyv ypnopomomjoete to Usrenty

o Y& mepinT®GT] 0AAEPYIOS 6TO OVGTEKIVOVANTI 1| GE OTOLOONTOTE AALO OO TOL GUGTATIKA
oVTOD TOV PAPLAKOL (AVAPEPOVTAL GTNVY TOPAYPUEO 6).

o Eav éyete gvepyn AoipmEN ov 0 Y10TpdG GOC TIOTEVEL OTL EVOL OTLLOVTIKT.

e  Edv dev glote olyovupot av 1oy0EL 0OTOOINTOTE OO TO TAPUTAV® Y10, EGAC, WANGTE LLE TOV Y1ATPO
1 TOV EOPUOKOTOLd oG TPV ypnoiponocete to Usrenty.
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IIposgidomou|oels Kol TPOoPUAGEELS

AmevBuvleite otov yoTpd 1| TOV QOPHAKOTO0 Gag TPV yprolonomoete o Usrenty. O yotpdc cog
Ba erléyéel moco kald elote pv amd ) Bepaneio. BePoawmbeite 6T evnuepdoate ToV Y10Tp0 GOG Y
omotladnmote acBéveln Tapovoialete mpv amod T Oepaneia. Eniong evnuepmote tov yiotpod cog e6v
éxete €pbel TIPOCPATA GE EXOPT LLE OTOLOONTOTE ATONO OV PTopel va Exel pupatiomon. O yioTpds cag
0a cog e&etdoel Yia Qupatioon Kot o Tpaypoatomomoset pio eEETaom Yo va det €6V €xETE PLUATIOON
npwv mapete to Usrenty. EQv o ylotpo¢ 6oc ToTevEL 0TL SaTpEYETE KivOuvo QuUaTimong, LTopet vo
cag yopnynbei Oepameia yio TNV AVTIUETOTION TNG.

IIpocétte Y10 coPapéc avemBounTeg vEpyeLEg

To Usrenty pmopel va mpoxarécel coPapés avemBounteg evEPyeles, CUUTEPILOUPAVOUEVDV
oAdepyik@v avtidpdoewv Kot Aotudéemv. [pénet va mpocéyete Yo oplopéva GNUELD 1] GUUTTOLOTO
aoBévelag evad maipvete to Usrenty. BAEme «ZoPapég avemBOounteg evEpyeles» otny mopdypapo 4 yio
TANPN KOTAAOYO OUTMV TV OVETIOOUNTOV EVEPYEIDV.

Mpw ypnocrpomomcete To Usrenty eviiuep®GTE TOV YIOTPO GOG:

o Eav ciyote moté arhepywi] avriopaon oto Usrenty. Potiote 1ov yo1pd cag av dgv glote
BéParot.

o Eav giyote moté omorovonmote TOTO KOPKIvVOL — ENELON] TAL 0VOCOKOTAGTOATIKGE OTT®G To Usrenty
e€acBevohv PéEPOC TOL AvOcOTOMTIKOD GLOTHUATOG. AVTO UTopel v avéNGEL Tov Kivouvo Yo
KapKivo.

o Eav &ete Maper Ospameia yio v yopioon pe diio froloyikd eappoka (£vo ¢apRoKo TOV
napdyeTon 0o pio ovoio froroyiki)g Tpoéievong Kol cuvi@mg yopnysiton pe éveon) — o
KivoLVOog Y10 KapKivo umopel va etvat vymAdTtepoc.

o Eav éyete 1 eiyorte tpdos@ato hoipmEn 1 av £xe1e 0To100MTOTE TAOOLOYIKE GVOIYNOTO GTO
oéppa (ocvpiyyra).

o Eav &yere véeg | peroPariopeves PraPeg péca otig meployég oL TAGKOLV amd Yopiaon 1 6To
PLGLOAOYIKO SEPLLL.

o Eav maipvete kdmoro aAin Oepomeia yio TV yopiaon Ko/ Ty yopLocikl opdpitidoo —
OT®G KATO0 GAAO AVOGOKATOGTAATIKO 1 poTofepameio (0TaV T0 MO 00g VTOPAALETOL GE
Bepamneia pe éva gidog veprd@dovs (UV) pmtdg). Avtég ot Bepaneieg Lmopovv emiong va
eEacBevioovy LEPOG TOV OVOCOTOMTIKOD ca¢ GVoTHHOTOC. H Tantdypovn yprion ovtmdv Tev
Bepaneidv pe 1o Usrenty dev €xet peletndel. Qotoco givarl mbavd vo avénoet v mbovotnto
acOeveldv Tov oyetilovtol pe 0o0eVESTEPO OVOGOTOMTIKO GOGTLLO.

e Eav hapPavere | MaPate oo mapehBov eviseig Yo ) Ospameio arliepyr®dv — dev ival yvooto
€dv to Usrenty pumopel va T1g ennpedocel.

e  Eévn nhkia ocag givan dve Tov 65 etddv — pnopei va etvor mo mihavd va ndbete AotumEelg.

Edv dev elote Giyovpot av 16yHEL 0OTOL0ONTOTE OO TO TOPATAV® Y10 EGAS, WMANGTE LE TOV YIOTPO N TOV
(OPLOKOTTOLO GOg TPV YpnoyLomomoete to Usrenty.

Opiopévorl aoBeveic mapovciocay avidpacels TPocoUoldlovoeg e AVKO0, GUUTEPIAOUPBOVOUEVOL
SEPLOTIKOD AVKOV 1] GUVIPOUOV TPOCOHOLALoVTOG e AVKo Katd Tn ddpkela tng Bepaneiog pe
ovoteKvovpaumn. Evnuepdote apécme Tov yatpd cog e6v sppavicete Eva epubpd, ennpuévo,
POMOMOES eEAVOT L LEPIKEC POPEG LE IO GKOVPO TEPTYPULLLLLL, GE TEPLOYES TOV OEPLLOTOG TTOV
extifevtal otov A0 N} pe TOVOLS 6TIS apfpdCELC.

Kapdwoki) Tpocfoii] Kol ayyelokd EYKEQUAKE ETELGCOOLT,

Koapdiakn mpocsfodn Kot ayyeloKd eyKeQaAKa eneicodio Exovv TapatnpnOel o pia perétn oe
acbBevelg pue yopilaon mov Elafav Oepaneia pe Usrenty. O yratpdg cog Bo eAEyyeL TAKTIKAE TOVS
TOPAYOVTES KIVODVOL GOG Y10 KOPOLOKT VOGO KoL Oy YELKO EYKEQPOUAKO EMEICOOI0 TPOKEILEVOL VOl
doeariletl 6Tt avtpetomiloviot katdAAnia. Avalntote apéong wtpikn fondeta ebv mopovoidoete
ovo oto otNhog, advvapia 1 U PLGIOA0YIKY aictnorn ot pio TAEVPA TOL CAOUATOG GOC, TOPAALOT
TPOCMTOL, 1] AVOUUAMES GTOV AOYO 1) TV OpaoT).

Howowa ko Eenpor
To Usrenty dgv cuviotdtot yio xpfion o€ moudid kéto tov 18 etdv pe voco tov Crohn eneidn dev €xet
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peAetn et o€ VTN TNV NAKIOKT OpAda.

Adlha @appoka, epnpforra kar Usrenty

Evnuepmaote tov yratpd 1 Tov pappokomold cog;

o  Edv maipvete, £xete mpoOcOATO TAPEL 1] UTOPEL VO, TAPETE GALO QAPLLOKAL.

e  Edv xdvate npocpata 1 Tpoketol va kdvete epforto. Opiopévol Tomot epforimv (epuforia
{Ovtov HKpoopyavioLdV) dgv TPETEL VoL XopnyoLVToL EVA ypnotpomoteite to Usrenty.

e  Edv AdPate Usrenty evOcm NoaoTay £YKLOG, EVILEPDOTE TOV YIOTPO TOV LMPOV GOG CYETIKA LLE
) Bepaneia cog pe To Usrenty mpv to pmpod cag Aapel onotodnmote gpporto,
ocvumeptiappavopévev tov (dvtov epfolav, dnwg sival to epfdio BCG (wov yproiponoteital
v TNV TpoANYM G eupatioong). Ta (dvta eufoiio dev GLVIGTOVTAL Yio TO LOPO GOG KATH
TOVC TPAOTOVG dMOEKO UNVEG UETA TN YEVYN 0T €dv AdPate Usrenty katd T SidpKelol TG
EYKVUOGHVNG, EKTOG €6V 0 Y1ATPOS TOL HMPOD GO GVGTHGEL KATL SLOPOPETIKO.

Kotnon ko Oniacpég

o Edv giote éykvog, vopilete 611 pmopei va giote £ykvog 1 oYedALETE VO OTOKTNGETE TOdL,
{ntote 1 GLUPOVAT TOL YLITPOD GOG TPLY TAPETE AVTO TO PAPLLAKO.

o Aev éyer mapatnpnOel vynAoTEPOG KIVOLVOC YEVETIKOV OVOUOADY GE LOPE TOV eKTEOMKAV
gvoountpla oto Usrenty. Qotd60, vtapyel teploptopévn eumeipio pe 1o Usrenty o€ €ykveg
yovaikes. Emopévac, etvon mpotiuntéo va amo@evyeton 1 ypfion tov Usrenty 6tnv €yKupoGOV.

e  Edv giote yuvaixka og avamapoymykn nAkio, GUVIGTATOL VO, 0ToPUYETE VO LEVETE £YKLOG Kot
TPEMEL VAL YPTCLUOTOLEITE UMOTELEGUATIKY AVTIGOAAN YT EVOC® Ypnoiponoteite To Usrenty kot
yio tovAdytotov 15 efdopddeg petd v tehevtaio Oepamneio pe Usrenty.

e  To Usrenty pmopel va mepacel péca amd Tov TAAKOVVTO KOl VoL OTAGEL 0TO ayEvvnTo pLopod. Eqv
MiPate Usrenty xatd tn StpKee TG EYKVHOGVUVNG GOG, TO LMPO GG HTOPEL VoL S1oTpEYEL
UEYOADTEPO KIVOLVO Yo TNV EULPAVIOT AOTHOENC.

e  Eivol onuovTiKo va eVUEPDOETE TOVE YIOTPOVG TOV LMPOV GOG KO TOVG GAAOVG ETQYYEALOTIEG
vyelag edv AdPate Usrenty Kotd tn d1dpKeLd TG EYKVHOGHVNG GOG, TPV TO Lpd AdPet
omolodnmote euPorto. Ta {ovra epPfdia 6mmg gival to euforto BCG (mov ypnoiponoteital yio
NV TPOAN YN TNG PUUOTIOCTG) SEV GUVIGTMVTOL Y10 TO HMPO GOG KOTA TOVS TPADTOVS dMOEKA
Unveg petd ) yévvnon edv AdPate Usrenty Katd tn SLAPKELD TNG EYKLVLOGVVIG, EKTOC €AV O
YTpOG TOV LOPOD GAG GUGTNGEL KATL SLUPOPETIKO.

e  To OVGTEKIVOLUAUTN UTOPEL VO TEPAGEL GTO UNTPIKO YAAL GE TOAD WIKPEG TOGHTNTEG,
Evnuepdote tov yotpd cag edv Onialete 1| oyeddlete va Oniacete. Eogic kot o yiotpodg cog Oa
TPEMEL VO omoPacioete av Ba mpémel va Onidocete N av Oa ypnopomocete to Usrenty - punv
KAvETE Kot ToL 500 TALTOYPOVAL.

0dnynon Kot yeplopdg pnyavnpdTov
To Usrenty dev €yet kopio 1 £xel 0oNUAVIN EMLOPOACT GTNV IKOVITNTO 00N YNONG Kol YEIPIGHLOD

pnyovnpéTmy.

To Usrenty nepiéyel vatpiro

AvT10 TO QAppaKO TTEPLEYEL AMYOTEPO atd 1 mmol vatpiov (23 mg) avd 6o, givar ovtd Tov
ovopalovpe

«ehevbepo vatpiovy. Qotdc0, TPy oag xopnynOel to Usrenty, avapryvoetor pe Eva dStdlvpa, To 0roio
nepEYeL vatplo. Evnuepdote tov ylotpod oag edv akolovbeite dlatta pe younin tpocinym dAotog.

To Usrenty mepiéyer morvcoppiko 80

Av16 10 Qapuaxo mepiéyet 10,4 mg molvcopPikd 80 (E 433) oe kéBe proridio 130 mg/26 ml, To omoio
toodvvapet pe 0,4 mg/ml (0,6 mg/kgmuépa). Ta moAvcopPikd uropel va TPOKOAEGOVY OAAEPYIKES
avtdpdoeic. Evnuepmote tov 1Tpd 00 Qv EYETE OTOIECONTOTE YVMOTEG OALEPYIES.

3. Hog yopnyeitan 1o Usrenty

To Usrenty gvdgikvotal yia yprjorn vo v Kabodynon Kot v enifreym yatpol pe eumepio ot
SyvmOoT Kal TNV OVTILETONIGN TG VOGoL Tov Crohn.
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To Usrenty 130 mg wokvo dtdAvpa yio Topackevn StaAdIoToc Tpog £yyvon Oa cog yopnynbei and tov
YTpd 060G, LEG® 6TAAAENG 6T EAEPa Tov Ppayiovd cog (evooeAEPia £yyvomn) o€ didoTnua
TOVAQYLOTOV oG dpag. MIANOTE e TOV Y1oTpd oaG OYETIKA Le TO TOTE Ba KAVETE TIG EVEGELG GOC Kol
Yo T0. povTefov mapakolohnong e mopeiog Gog.

IM6co Usrenty yopnysital
O yatpdg cag Ba anmopacicel méso Usrenty ypetdletar vo AAPeTe Kol yio TOGO O1AGTN L.

EvijMkeg nhkiog 18 etdv 1] dvo
e O yutpdc Ba vroAoyicel TN GUVICTOMEVT OGN EVOOPAEPLAG £YYLONG Yo €0GG, BATEL TOV
COUOTIKOV GOg Bapovg.

To copatikd cag Bapog Adon

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

e Mertd Vv apykn evoopAéPia 66om, Ba mapete TV enduevn d06on Usrenty tov 90 mg pécw
éveong Katw amd to dEppa cag (VTodopla Eveon) 8 efOoUAdES apyOTEPO KOL GTT GUVEXELD KAOE
12 eBdouddec.

&g yopnyeitar To Usrenty
e  Hmpdt d6om tov Usrenty yio tnv avTyeT®nion tng vosov tov Crohn yopnysiton amod yotpo
oTayonVv ot eAEPa Tov evog Ppayiova (evoopAéPia £yyvon).

M1AnoTE e TOV Y10TPO GaG 0V £XETE OTOIECONTOTE OmOpieg GXETIKA L T Ay Tov Usrenty.

Eadv Eeydoete vo ypnopomonjcete to Usrenty
Edv Eeyaoate N ydoate to paviefoD yio T Ay pog S06ME, ETKOIVOVIGTE LE TOV YIUTPO CAG Yo VO
npoypoppatioete Eovd to pavtefol cag.

Edv stapatiocere va ypnoponorcite To Usrenty
Agv givar emikivduvo va otopatioete va ypnoyonoteite to Usrenty. Qo1060, €0V GTAUOTACETE,
UTOPEL VO ETAVELPOVIGTOVV TO GUUTTMOUATO GOG.

Edv éxete meplocoTEPEg EPOTAGELS GYETIKA LE TN YPTOT] CVTOV TOV PAPLLAKOV, POTHOTE TOV YOTPd 1)
TOV PUPHOKOTOLO GOC.

4. IMBavég avemOOUNTES EVEPYELES

Onwg 6Ma ta @dppoKo, £T61 Kot aVTd TO GAPUOKO UTOPEL VO TPOKAAESEL AVETOOUNTES EVEPYELES, OV
Kot 6gv TOPOVGLALOVTAL GE OAOVE TOVG AVOPMITOVC.

YoPapég avemOOunTES EVEPYELES
Opiouévorl aoBeveic umopet va Exovv 6oPapéc avemBOUNTEG EVEPYELEC TOV LITOPEL VAL YPELGTOVV
enelyovoa Oeponeia.

AdLePYIKES AVTIOPAGELS — PTOPEL VO YPELXGTOVY ENTElyovon Oepameia. Evnuep®dote Tov yiaTpod

oag 1 avalnmyote eneiyovoa Wtk Pon0sia apécme poéiig TapaTnpcETe 0TOL0ONTOTE U6 TA

ako6rovBa onpeia.

e Oroofapég ardepyikés avtidpaoels («avapuiacion) eivarl ordvieg 6ta dTopa Tov Taipvovy
Usrenty (umopei va exnpedoovv £o¢ 1 ota 1.000 dtopa). To onueia tepthapfavoovv:

e JLGKOAID TNV OVOTTVON | TNV KATATOGN

®  YOUMAN apTNPOKN TiEon, TOV propel vo Tpokoaiéssl {aAn

e mpN&Io 6TO TPOCMOTMO, TA. XEIAT], TO GTOUN ) TO AUUO.
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e  Ta ovyva onueio aAlepykng avtiopaong Teptiapufdvovy depuatikd e&avonua kot kvidmon
(umopei va ennpedoovy €émg 1 ota 100 dropa).

AvTidpaoels oyeTicopeveg pe v £yyvon - Edv Aappdavere Oepancia yia vocso tov Crohn, n potn
0601 tov Usrenty yopnyeitor pécm evetdrolng oe pio gréfa (evoo@réPra £yyvon). Opiopévor
ac0eveic £xovv TapovoLacel cofapis arlhepyIKES OVTIOPAGELS KOTA T1) OLAPKELX TNG £YYVONC.

2.g OAVIES TEPUTTMOELS, TVEVPOVIKES HAAEPYIKES AVTIOPAGELS KO PAEYILOVI] TOV TVEDUOVA £YOVV
avo@epBei og acbeveig mov Lappavovv ovetekivovpapnn. Evnuepoote apéocmg 1ov Y10Tpo cog
€0V TOPOVGLAGETE CUUTTAONATO OTMS P10, OVGTVOLN KUl TVPETO.

Edv eppavicete cofapn ariepyikn avtidpact, 0 ylotpodg 6o UTopel va amopaciostl 0Tt dev TPETEL Vo
ypnoponomoete Eava o Usrenty.

AopndEeg — pmopel va ypeLacTovy enciyovoo Ogpancia. Eviuepdote apéomg Tov yiotpo cog edv

TOPATNPIGETE OTOL0ONTOTE OO TA aKOAOVOO onueia.

o  Eivar ouyvéc o1 AoydEeig Tng poTng 1 Tov Aciptod Kot 1o Koo KpuoAdynua (Lmopet vo
emnpedcovy émg 1 ota 10 dropa)

o Ot Aoméelg Tov Bdpaxa dev eivar cuyvég (Umopel va emmpedoovy émg 1 ota 100 dtopa)

e Ot @AeyHoVEG TOV 10TOD KAT® 0d TO d€pLa («KkuTTapitiday) dev elval cuyveéc (Umopel va
emnpedoovy émg 1 ota 100 dropa)

o O épmng Lwotip (€va 1dog emdOLVOL e£avONLOTOG e PLGOAIDES) dev givarl cuyvog (Lmopel va
emnpedoet éo¢ 1 ota 100 dropa)

To Usrenty pmopei va 60 KATAGTACEL MYOTEPO KAVOVE VO KATATOAEUNCETE AOUDEELS. Kdmoteg
rouméelg o pmopovoay va yivouv coPapég kat pumopel vo tepthapuPdvouy AoUMEELG TOL
TPOKAAOVVTOL QO 100G, LOKNTES, PakTipia (CUUTEPIAAUPOVOLEVIC TN PVUOTIOONG), | TapdctTa,
SVUTEPIAOUPAVOLEV®Y AOUOEEDY TTOV KVPImG Tapovstaloviol oe avOpmmovg Le eEacbevnuévo
VOGOTOMTIKO cOGTNHE (EVuKaplakés AotudEELS). Evkaplarég Aotuadéelg Tov eykepaiov
(eykepaiitida, pnviryyitida), TV TVELHOVAOV KOl TOL 0QBaAlLoD Exovv avapepbel og acbeveig Tov
AapBavouv Bepomeio LE OVOTEKIVOVUAUT.

[pénet va mpocéyete yio onueio Aoipméng eved ypnowonoteite To Usrenty. Avtd meptlapfdvouv:
TVPETO, CLUTTAOUOTO, TTOL HOLALOVV LE YPITN, VUKTEPIVEG EPLOPMDCELS, OUTMAELN PAPOVG
aicOnon kémwong 1 Aayaviacua, friyag Tov dev mtepva

Oepo, KOKKIVO OEPUN TOV TTOVAEL, 1| EMMOVVO EAVOTLO 0TO dEPUA LE PLGOAIDES

aicOnpo Kavoov KaTd TNV ovPN O

dppoia

OTTIKT dloTaporyf] 1| ATMOAELD OPOOTC

KeQaAaAyia, avyevikn svokapyio, vasncio 6to pog, vavtio 1 Gyyvo.

Evnuepdote apécme tov ylotpd cog GV TapotnpGETE OTO0MTOTE md AVTA To onpeio Aoipméng.
Avtd pmopel va etvar onpeio Aopuméemv, 6nwg Aotudéewnv Tov Bdpaka, AOUOEEDY TOVL dEPUATOG,
épmmra {ooTpa 1 evKaplakég AoUmEEIS Tov Ba propovcay va, £xovv coPapég EMMTAOKEG.
Evnuepdaote tov y1atpd cog dv €xete omolodnmote £idog Aoipnméng mov dev mepva 1| ETavEPyETL
ocuvey®c. O Yotpog oag umopel vo amopacicel 6Tt dev Bo Tpémel va ypnotponomoete Usrenty uéypt
va tepdoetl 1 Aoipwén. Emiong evnuepdote tov yrotpd oag GV EXETE AVOIKTEG TANYEG 1) TPODLOTA,
KkaOdc pmopet va poilvvBovv.

AToQOLIO®ON 0£pROTOS — AOENON TNS EPUOPOTNTAS KAL TG ATOPOLIOMGTG TOV OEPUATOS OE
EKTETAPEVT] TEPLOYN] TOV CAONATOG EVOEYETAL VU EIVUL COPTTONATA EPVOPOSEPUIKIS YOPpiaong 1)
UTOPOMOMTIKIG OEPUATITIONG, OL 07T0iEg sivar coPapég deppaTonadsies. Oa mpémer va
EVI|LEPADGETE UPEGMGS TOV YLUTPO GUS EAV TAPATNPTCETE OTOLAONTOTE OO GVTA TA G UELC.

AlLec avemOounTeg evépyeieg
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Yoyvég avemOopnteg evépyeleg (Lmopel va ennpedoovy émg 1 ota 10 dtopa):
Awgppora.

Noavtia

"Epetog

AicOnuo k6Tmong

AioOnua {ong

[Movoképarog

Dayodpa («Kvnopdc»)

[Tovog ot péon, Tovg Hug 1 Tig apBpaoelg
[Movérayog

EpvOpdtnra kon mévog oto onpeio mov yivetal n éveon
Aolpuwén 6tovg Tapappiviovg KOATOVG

Oy ovyvég avemBopnteg evépyereg (Lmopei va emnpedoovy €wg 1 ota 100 dropa):

Odovtikég AoUMEELG

KoAmkn pokntiocikn Aoipnwén

Kotabiwn

Dpayuévn 1 BovAouévn pot

Awoppayio, pHOAOTES, GKAPLVOT], TPNEWO Kot eayovpa ekel dov yivetal 1 éveon

AicOnuo advvapiog

[Ttcdomn Prepdpov kot YoAdpmoN LO®OV 6T1 [Hio TAEVPE TOV TPOGMTOV (KTOPAAVGT TPOCOTIKOD
vevpou» N «mapdivon Belly), mov givar cuvifog mapodikn

Metafoin oty yopioon pe epuBpodTnTa Kol VEEG PIKPES, KITPIVES 1 AEVKEG PAVKTOIVEG, LEPIKEG
(OPEC GLVOOEVOUEVEG OO TVPETO (PAVKTOLVAOONG WYwpioo)

Amoproimon Tov 6£pratog (AmoPoAid®on dEPUATOS)

Axpn

Yravieg avemBounteg evépyereg (unopel va ennpedoovy éo¢ 1 ota 1.000 dropa)

o  EpuBpdmra kot amo@olidmon Tov SEPLOTOC GE EKTETAPEVT TTEPLOYT] TOV GMUOTOC, 1) OTOl0
umopel va Tapovctdlel payodpa 1 Tovo (amo@oAildwtikn depuatitida). [Tapdpola copntdpoTa
OVOTTTUGCOVTOL OPIOUEVEG POPEC MG PLGIKT LETABOAN GTOV TOHTTO TOV CUUTTOUATOV TNG
yopiaong (epudpodepikn yopioon)

o  dieyuovi UIKPOV CLOQOP®V oyYei®V, 1) 0Toio, Lwopel vo 00nyNoeL o€ depuatiko e&avOnua e
LIKPES KOKKIVEG 1| LOP POVGKAAEG, TUPETO N TOVO GTIS apBpdaels (ayyeuTidn)

IMoA0 omdvieg avemOounteg evépyereg (Lmopei va ennpedoovy émg 1 ota 10.000 dropa)

o  DovoKkAAEG TOV BEPUATOG, OL OTTOIEG UTOPEL VoL Elvar EpLOPEC, KVOUMOEIS Kol ETMOVVEG
(IToppoAvymoeg TEUPTYOEDEG).

o Agppotikdg AVKog 11 GLVOPOLO TPOGOUOIALoV e AVKo (epuBpod, emMpUEVO POAIdDOEG eEavOm o
0€ MEPLOYES TOL OEPLOTOC TOV €KTIBEVTOL GTOV A0 THOVAG [LE TOVOLG GTIC 0pOPDOGELS).

Ava@opd avemOOUNTOV EVEPYELDV

Edv mapatnproete kdmoa avemBOountn evépyela, EVIEPMOTE TOV Y1ATPO 1] TOV QOPLOKOTOLO GOGC.
AvT6 1oydeL Ko Yo kGO Tavi avemBountn evépyeila Tov OV AVAQEPETAL GTO TAPOV GVAAO 00N YLDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeing, LEow Tov Bvikond
GULOTNLOTOG OVAPOPAG TToL avaypdeetal oto [Tapdptnua V. Méoo tng avapopds avembountomv
gvepyeELmV umopeite va fondnoete 6T GLALOYT TEPIGGOTEPWOV TANPOPOPLDV CYETIKE LLE TNV OUCPAAELDL
TOV TOPOVTOG PAPUAKOL.

5. Ilog va pvridooete To Usrenty
e  To Usrenty 130 mg mokvo S1GAvUA Y10 TOPOCKEDT] SIHADUATOG TTPOG £YXVOT XOpPNYEiTUL O

voookopeio 1 kKhvikn kat ot acOeveig dev yperdletar vo To GUAGEOLY 1 VO TO YEPLGTOVV.
e To @dpupaxo ovtd TPEMEL Vo LAACCETAL G€ PLEPT TOV Ogv TO PAEMOVV Kol Ogv TO POAvVoLY Tal
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Toudid.

e  dvldoocete g Yyoyeio (2°C-8°C). Mnv katoyOYETE.

o  dvldoocete T0 PLAISI0 6T0 EEMTEPIKO KOVTI Y10 VAL TPOGTOTEVETAL ATTO TO PG,

e Mnv avakweite to graiidie tov Usrenty. [apotetapévn dvvatn avokivnon pwopel vo
TpoKoAETEL (N 6TO PAPHOKO.

Na pn ypnoyponoreite avtd TOo PAppoKo:

e Metd v nuepoumvic ARENG TOL AVOPEPETAL GTNV EMIGNUAVOT] KOl GTO KOVTL LETH TNV

e  «AHEHy». H nuepounvia Anéng givar n televtaio nUéEPA TOV UNRVO TTOV AVOPEPETAL EKEL.

e  Edv to vypo eivar amoypopaticuévo, Bodo 1 av gival opotd dAha EEva copaTidl To omoia
atwpovvtal péca og avtod (PA. mopdypago 6 «Epedvion tov Usrenty kou mepiexopeva g
GUGKEVAGIOGY).

e  Edav yvopilerte, 1 vouilete 60T1 pmopel va €xel extebel o€ axpaieg Oeppokpaciec (OTmg va Exet
Kkatd AdOog katonyvydei 1 Oeppavoet).

e  Edv to mpoidv éxet avokivndei duvatd.

e  Ed&vn oppayida acpareiog £xel mapaProctei.

e  To Usrenty givat piog ypfioemng povo. Kabe apatopévo dtddlvpa mpog £yyvuon 1 Tpoidv mov dev
&xel ypnotpomomBel Ko ToPAUEVEL GTO PLAAIDIO KoL Tr GUPLYY TPEMEL VO OTOPPITTETAL COUPDVOL
LLE TIC KATA TOTOVG 1GYVOVCEG OYETIKES OLATAEELC.

6. Mepreydpevo TS CVOGKEVLAGIOS KL AOUTES TANPOPOPIES

T gpréyer To Usrenty

e H dpactikn ovcia eivat To ovotextvovpdumnn. Kabe proridio mepiéyet 130 mg ovoTeKIVOLUAUTN
o€ 26 ml.

e Ta Ao cvotatikd givar To dtHdpkd dvarpilo diag tov EDTA, 1 L-iotidivn, 0
povoddpoyrwpikniy povovdpikn L-iotidivn, 1 L-peberovivn, to moivcopPuco 80 (E433), n
cakyapoln, vdpoteidio tov vatpiov (pvBuon Tov pH), VépoYAWPLKS 0ED (p¥BoN Tov pH) Ko
TO VOWP Yl EVESIUAL.

Epgavien tov Usrenty kon TepLefoleva TS GUGKEVAGILOG

To Usrenty givat éva S100Y£G, AYPOUO £0G WYPOKITPIVO GUUTVKVMUA Y10 SIAAVUA Y10 EYYVON.
Awtifeton o€ yaptivo Kovti Tov mepiEyel 1 epdmal 66om o€ yvdvo ploAidlo Tov 30 ml. Kabe
@loAidio mepiéyet 130 mg ovotekvovudunn o€ 26 ml Tokvol S0ADIATOS Y10 TOPACKELT SLUADUATOG

TPOG EYYLOT).

Karoyog Adsrag Kvkhogpopiog

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

IpAavdia, D13 R20R

Hopackevaotig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

Iphavdia

I'a omoladnmote TANPOPOPin GYETIKE [LE TO TOPOV POPUAKEVTIKO TPOIOV, TAPUKAAEITTE VO,
amevBuvbeite otov Tomiko avtimpdéosmmo tov Katdyov g Adeiag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva
Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
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Tél/Tel: 0080008250910

Buarapus
Biosimilar Collaborations Ireland Limited
Temn: 0080008250910

Ceska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Danmark
Biocon Biologics Finland OY
TIf: 0080008250910

Deutschland
Biocon Biologics Germany GmbH
Tel: 0080008250910

Eesti
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

EA\Lada

Biocon Biologics Greece MONOITPOXQITH
IL.K.E

TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvmpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910
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Tel: 0080008250910

Luxembourg/Luxemburg
Biosimilar Collaborations Ireland Limited
Tél/Tel: 0080008250910

Magyarorszag
Biosimilar Collaborations Ireland Limited
Tel.: 0080008250910

Malta
Biosimilar Collaborations Ireland Limited
Tel.: 0080008250910

Nederland
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Norge
Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910



To map6v pOAL0 00N YLOV YpN oS avade®pr)OnKe Y10 TeEAEVTALN POpd 6T 02/2025.
AlLec INYEG TANPOPOPLAOV

Aentopepeic mAnpoopieg yia to edppoko avtd gival dabéoipeg oto diktvakod tomo tov Evparaikoh
Opyaviopov @apudimv: https://www.ema.europa.eu/.
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Ot mAnpoopieg Tov akoAovBovv amevfhvovTal HOVO GE EmAYYEALOTIEG LYEING:

IyynAocipudtnTo:
[Mpokeyévov va Pertindel n yvnAacOTNTO TOV BIOAOYIKOV QAPUOKELTIKMOVY TPOIOVI®OV, TO OVOLL
Kol 0 aplOpog TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETOL e CAPTVELD.

Odnyiec apainongc:

To Usrenty mukvd SIGAVUO, Y10 TAPOCKEVT SIHAVLATOG TPOG EYYVOT TPEMEL VAL OPULDVETAL, VO,

TPOETOALETAL KO VO, EyYEETOL OO emayyeAoTio vYElag Le YpNoT AoNTTING TEXVIKNG.

1.  YmoAoyiote T 860M Kot Tov apfud Tov eloAdiov Usrenty wov amaitodviol BAGEL Tov fApovg
T0v acBevoig (BA. mapdypago 3, ITivaxa 1). Kabe praiidio Usrenty tov 26 ml nepiéyet 130 mg
OVOTEKIVOVLLALLTT).

2. Amo tov aoko £yyvong tov 250 ml, avappopnoTe Kot amoppiyte Evay 0YKO S0ADUATOG
yrAoplovyov vazpiov 9 mg/ml (0,9%) ico pe tov 6yKo tov Usrenty mov Oa npootedel (amoppiyte
26 ml yYAmprovyov vatpiov yia kébe proridio Usrenty mov omorteitat, yio 2 QloAide amoppiyte
52 ml, yia 3 @oAidwe anoppiyte 78 ml, yia 4 @loAiow anoppiyte 104 ml).

3. Avoppoonote 26 ml Usrenty amd k0 graridto mov amarteitol kol 1pocdEote T0. GTOV 00KO
&yyvong twv 250 ml. O teA1kd¢ 6YKOg 6ToV 0ok Eyyvong Ba tpémet va eivar 250 ml. Avapi&te
OTTOAQL.

4. EAéy&te ontikd t0o apoiopévo dtdAvpa Tpy amd v £yxvor. Mnv to ypnoIHoTomceTe 0V
TOPATNPNCETE EUPAVOG OOLOPAVT] COUATIOW, OTOYPOUATIONS 1) EEva cmOUATIOO.

5.  Eyydote 10 apatopévo dtddlvpo yio po tepiodo TovAdyotov piag dpag. Metd tnv apaimon, n
&yyvon Ba pémet va £xel OLoKANPmOEL EVTOG dMOEKD WPDV OTd TNV 0PAiGCT GTOV AoKO £YYLOTNC.

6. Xpnowomoleite LOVO GET £YYVONG LE EVOOLATOUEVO, GTELPO, T TUPETOYOVO, YOUNANG
TPOTEIVIKNG déopevong eidtpo (Léyeboc mopwv 0,2 LUKPOUETPA).

7.  KdéBe proridio mpoopiletor yia pio ypnon LOVO Kot TUYOV 1N YPNCLLOTOMUEVO QOPLOKEVLTIKO
TPOTOV B0l TPETEL VO, ATOPPITTETAL COUPOVA LE TIC KATH TOTOVG 10(D0VGEG GYETIKEG SATAEELS,

DvAaén

Edwv givar amapaitnto, 10 apaiopévo didhvpa pog Eyyvon umopel va dtatnpndei oe Oepuokpacio
dopatiov. H éyyoon Ba mpénet va £xel ohokAnpwbei evtog 12 mpdv amd v apaimon 6Tov ackd
£yyvone. Mnv katoyovyete. Mnv emotpéeete 6To Yoyeio Petd v apainocn.@HAL0 0dnyimdv yprong:
ITAnpoeopieg yio Tov yprot
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®VYALo 00OV ypnong: [Iinpogopisg Yia Tov ypioTn

Usrenty 45 mg gvéoipno ordivpa
OVGTEKIVOVLAUTY|

V 0 apuaKko avtd TeEAel VIO GUUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba EMLTPEYEL TOV YPIYOPO
TPOGOLOPIOUO VEDV TANPOPOPLDY acPdAelag. Mropeite va fondnoete pécm g avaeopdg mbavov
AVETOVUNTOV EVEPYELDY TOL EVOEXOUEVMG TTopovatalete. BA. TEhog g mapaypdpov 4 yio Tov TpOTOo
ovVOQOPAS AVETIBOUNTOV EVEPYELDV.

AP aoTe TPOGEKTIKG OALOKANPO TO PUAAO 0ONYLOV PGS TPLY UPYICETE VA YPNCLUOTOLEITE AVTO
T0 QApRoKo, H16TL TEPLAPPAVEL ONUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 TO PVALO 00N YOV £YEL YPAPTEL Y10. TO TPOS®TO OV Aappaverl To eappako. Edv gicte 0
yovéag 1 povTioTiig 0 omoiog Ba daosl Usrenty og éva moundi, mapakareiote 6mmg owupaocere
TPOGEKTIKA QVTEG TIS TANPOPOPIES.

o  OvAdEte aTd TO PUAAO 0N YDV YpNoNG. Towg ypelaotel va 1o dwuPdoste Eava.

o  Edv éyete mepartépm amopiec, pOTAOTE TOV Y1OTPO 1) TOV POPLOKOTOLO GOG.

e H ovvtayn ywo avtd to @ApUaKO YopnyRONKE amoKAEIGTIKA Y10 060G AEV TPETEL VO, ODGETE TO
@approko og dAlovg. Mmopet va Tovg TpokoAEsel PAAPT, OKOMO Kot OTOV TO GUUTTMLOTO, TNG
ac0éveldg Tovg gival idla pe ta Sk Gog.

o  Edv mopommpnoete kdmola ovemBountn evépyela, EVUEPDGTE TOV YIUTPO 1) TOV PUPUOKOTOLO
G0c. AVt 1oybEL Kot Yo KABe mhovn avemBOuntn evEPYeLn TOv OV AVOPEPETOL GTO TAPOV
@OALO oONyLdV Ypione. BAéme mapdypago 4.

Tvagpiéyer To Tapov pvAro 0oNYIOV:

Tt eivou To Usrenty Kot oo €ivar 1 yprion tov

T mpéner va yvopilete Tpv ypnowonomosete 1o Usrenty
[wg va ypnopomocete To Usrenty

[TBavég avemBounteg evépyeteg

[Iwg va puAdooete to Usrenty

[epieydpeva g cLoKeEVAGING KOt AOUTEG TANPOPOPiEg

AN S e

1. T eivar To Usrenty kot wola givan 1) yp1jon Tov

Tu givan To Usrenty

To Usrenty mepi€yel T SpOCTIKN 0VGI0 KOVGTEKIVOLUAUTNY, £V LOVOKAW®VIKO avticoua. Ta
LOVOKAMVIKA VTICOUATO. VoL TPOTEIVEG TOL avayvmpilovy Kot GUVOEOVTUL EOIKE LLE OPICUEVEG
TPOTEIVEC 6TOV OpyavIoUO.

To Usrenty avikel o€ pio opado QopuiKmy mov oVopaLovIol «0VOGOKOTOGTUATIKA». AVTA TO QOPLLOKOL
dpovv eEachevdvtog LEPOG TOV AVOCOTOMTIKOD GUGTNLOTOG.

owa givar n yp1on Tov Usrenty

To Usrenty ypno1HOTOLEITOL Y10 TNV AVTILETOTION TOV 0KOLOVOOV PAEYLOVOOIDV VOCM®V:
o  Yopiaon katd TAAKaG - 68 EVAAIKEG Kot Toudld nAKiog 6 TV Kol Avem

o  Yopaown apbpitida - oe EVAAIKES

e Métpra émg soPapn vocog Tov Crohn - og evijlikeg

Yopioon kKotd TAdKag
H vopioon katd mAdkag gival pio deppatikn tadnon n onoio mpokaiel pAeypovn Tov exnpedletl To
déppa kot o voyo. To Usrenty B peidoet T @Aeypovn kot dAla onpeio tng acbévetog.

To Usrenty ypnoiponoteital o evilikeg pe pétpio £0g cofapn yopioon Katd TAGKAS, TOV OV
UTopoHV Vo ¥PNCILOTOM GOV KUKAOGTOPivN, uebotpeldtn 1 epotobepaneia, 1 6€ mepinT®GOT OV
ovTéG o1 Bepoameiec dev glyav amoTELEGLOL.
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To Usrenty ypnoiponoteital o€ moidid kot eprfouvg nikiog 6 eTdv Kol Gve e HETPLO. EOG GoPapn
yoploon Katd TAdKag, To oroia dgv uropov va avexfodv m pwtobepaneia 1 AAAES GLOTNUATIKEG
Oepameieg ) 0TV 01 Bepameieg avTEG OV ElyavV AMOTEAEGLA.

Yopracwi] apOpitidn

H yoprocikn apbpitida gival pio pAeyHovmong vOGog TV apBpmdoemy, Tov cuviBmg cuvodehETAL 0T
yopiaon. Edv éxete evepyn yvoplacikn apbpitida Ba cag d08ovv mpdta dAla edppaka. Edv dev
avTomoKpOEiTe apKeETA KOAG GE aVTA TO PapUaKe, puropel vo oag dobei To Usrenty mote voi:

. Mewwoet ta onpeio Kot To GOUTTOUATA TNG VOGOV GOG.

. Beltiddoel T copATIKN GOG AEITOVPYIKOTNTA.

. EmBpadover mn BAAPTN o115 apBpdoeig cag.

Noéoog Tov Crohn

H v6c0oc¢ tov Crohn givon puo pAeypovaong vosog tov eviépov. Edv éxete vooo tov Crohn, Oa cog
80000V TpdTa dAla edppaka. Edv dev avtamokpifeite apketd kald 1 edv Exete Suvoaveéio og avtd To
oapuoka, propel va cag d0o0etl Usrenty yia Tn pelmon TV oNUEIOV Kol GUUTTOUATOV THG VOGOV GaG.

2. T péner va yvopilete apv ypnopomroncete To Usrenty

Mnyv gpnoiponomocete 1o Usrenty

o Y& mepinTt®oT) 0AAEPYINS 6TO OVGTEKIVOVRANUTN 1| GE OTOL0ONTOTE AALO OTO TO. GUGTOTIKA
oVTOD TOV PAPLAKOL (AVAPEPOVTAL GTNV TOPAYPOPO 6).

o Eav éyxete gvepyn AoipmEN mov o Y1aTpdg G0C TIGTEVEL OTL EVOL OTLLOVTIKT.

Edv dev giote olyovpot av 15y0EL 0T0100NTOTE GO TO TOPATAV® Y10 EGAS, WANGTE LE TOV YLOTPO 1 TOV
(OPLOKOTTOLO GOg TPV YproyLomomoete to Usrenty.

Ipogidonomoeig Kol TPoPUAGEELS

AmevBuvleite oTov YoTpo 1) TOV PUPHOKOTOW0 GaG TPV ¥pnoomomoete o Usrenty. O yiotpdc cog
Ba eréyEel mOGo KoAA elote mpv amd kdbe Bepaneio. Befawmbeite 6T evnuepdoate TOV YoTpd GOG Yo
omoladnTote acfévetlo mapovsialete mpv amd Kabe Bepaneia. Emione evnuepmote tov yiatpd cog edv
&xete €pbel TPOGPATA GE EMAPT |LE OTOLOONTOTE ATOUO TOV UTOPEL Vo €Yl upatioon. O yiutpdg cag
Ba cag e€etaoet Yo pupatioon kot Ba Tpaypoatonomoet pia eEETacm yio vo Ogt Qv £(ETE PUUOTIOON
npwv mapete to Usrenty. EQv o yotpodc 6oc moTtevetl 0Tt SlatpeyeTe Kivouvo puuaTimong, LTopet vo
cag yopnynOei Oepameia yio TV aVTIUETOTION TNC.

Ipocééte Yo coPapéc avemBOUNTES EVEPYELEG

To Usrenty pumopel va mpokarécel coPapéc avemiBounteg evépyelec, COUTEPILOUPAVOUEVDV
aAdepyik@v avtidpdoewv Kot Aopnatemv. [pénel va mpocéyete yio optopéva onpeio 1] GOUTTOUATA
aoBévelng evod maipvete to Usrenty. BAEme «ZoPapég avemBountec evEpyeles» otnyv mopdypao 4 yio
AN PN KOTAAOYO QLTOV TOV AVETIOOUNTOV EVEPYELDV.

Hpw gpnopomonjoete 10 Usrenty evipuep@oTte ToV Y10TPO 00OC:

e Eav ciyore moté ahrepywn avtidpoon oto Usrenty. Potiote tov yatpd cog av dev giote
BéParot.

e Eav giyote moté omorovonmote TOTO KAPKIVOL — ENELON TAL OVOCOKOTAGTOATIKGE OTT®G To Usrenty
e€acbevolv PEPOC TOL AVOCOTOMTIKOD GUGTAUATOS. AvTd pmopel vo avénoel tov kivouvo yia
Kapkivo.

o Eav éyxete Laper Ogpancia yro v yopiaon pe drio froloyikd oappoka (éva @appoxo wov
mapdayetTon 0o pia oveio froroyikig Tpoéievong Kot cuviBmg yopnysiton pe éveon) — o
kivduvog yia kapkivo pmopet va etvar vynAotepog.

o Eav éyxete N giyote mpéooata hoipmin.

o  Eav éyete véeg | petaPairopeves BraPeg péoa oTic mEPLoyEg TOL TAGYKOVY ad Ympioon 1| 6To
(PLGLOAOYIKO JEPLAL.

e Eav maipvetre kdmown aAin Oepancio yio Ty yopicon kovn ™y yopractkl apdpitida —
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OIS KATO10 GALO 0VOCOKATUCTOATIKO 1 pmTobepameia (6TaV TO COUN GG VTOPAAAETAL O
Bepamneia e éva gidog vrepr@dous (UV) pmtdc). Avtég ot Bepaneieg pumopovv emiong va
eEacBeviioovy LEPOG TOV OVOGOTOMTIKOD GO GVoTHHOTOC. H Tantdypovn yprion oavtdv TV
Oepameimv pe to Usrenty dev €xet pedetnfel. Qotdco givar mbavo vo avénoet Ty mboavotnta
acBevelmv mov oyetiloviot pe 0oOEVESTEPO AVOGOTONTIKO GUGTN L.

o Eav hapPavere 1] hapate 6to mapehBov evéseic yia ) Ogpameio ariepyri®dv — dev etval yvooTto
edv to Usrenty umopet v T1g ennpedoel.

e Eavn nhkio cog gival avo Tov 65 TV — pmopel va givat mo mbavo va mdhete Aopumelc.

Edwv bev giote olyovupot av 10Y0EL OTO100MTTOTE GO T TOPATAV® Yo GGG, MANGTE UE TOV Y1OTPO 1) TOV
QOPUOKOTOL0 oaG TPV ypnoipomocete to Usrenty.

Opiopévol acBeveic mapovoiacav avidpacels TPosoUo1alovoeg e AVKO, GUUTEPTLOUBAVOUEVOL
depLOTIKOD AVKOV 1] GLVIPOLOL TPOGOUOLALOVTOG [LE AVKO KaTd T didpkela Tng Oepaneiog pe
ovotekvoopaunn. Evnuepmote apéosmg tov yiatpd cog edv epeavicete £va epubpo, ennpuévo,
POMOMOES EEAVON IO LEPTKES POPES LLE TILO GKOVPO TEPTYPOLLLO, GE TEPLOYES TOV OEPLLOATOS TOV
extifevtal 6Tov A0 N e TOVOVG OTIS 0pHPDOOELC.

Kopowkn Tpocfoii] Kot oyyslokd EYKEQUAKE ETELGOOL0,

Kopdiokn TpocsPoin Kot ayyelakd eyKePAAIKA enelcodia Exovv tapatnpndel og pio perétn oe
aoBeveic pe yopiaon mwov EhaPav Oepomeio pe Usrenty. O yiatpdg cag Bo eEAEYYEL TOKTIKA TOVG
TAPAYOVTEG KIVODVOL GOG Y10 KOPOLOKT] VOGO KOt Oy YELOKO EYKEPUAMKO EMEIGOOI0 TPOKEUEVOL VOl
daopodrilet 6Tt avtipeTomilovtol KatdAAnia. Avaintiote apécns wTpikn fondeia dv TopovcliceTe
novo 610 6TNhoG, aduvapia 1 Un puoloroyikn aicOnon ot pio TAELPE TOL CAONATOG GAG, TAPAAVCT
TPOCMIOV, 1| AVOUOAEC 6TOV AOYO 1) TNV OpaoT).

Hoowd ko Epnpor

To Usrenty dev cuviotdral yio ypnon o€ Todld KATo TV 6 ETdV Le yopiaon 1 Yo xprion o€ Todid
KéTo Tov 18 €TV e yoplacsikn apbpitida, voco tov Crohn eneidn dev Exet peletn el oe avtn) v
NAMKLKY opdda.

Alro pappoka, eppoéria kar Usrenty

Evnuepmote tov yotpd 1 Tov eapprokomold cog:

o Edv maipvete, £yete TpOoOOTO TAPEL 1) LWTOPEL VO TAPETE AALN POAPLLOKOL.

o Edv xdvate mpocpata 1 Tpokertol va kavete euforto. Opiopévorl Tomot epPforiov (epuforia
{OVTOV IKPOOPYOVIGU®MYV) OV TPETEL VO YOPTYOUVTOL VG Ypnoipomoteite To Usrenty.

e Edv AdPate Usrenty evOcm NoOCTOV £YKLOG, EVIUEPDGTE TOV YLOTPO TOV LMOPOV GOG CYETIKA [LE
) Bgpaneia cag pe to Usrenty mpv 10 popd cag AdPet onorodnmote oo,
ovuneptloppavopévev tov (dvtov euforiov, dnwg sivat to epffdéio BCG (mov ypnoiponoteital
Yo TNV TPOANYM TG eupationong). Ta (dvta eufoiia dev GLVIGTOVTOL Yi0 TO LOPO GOG KOTA
TOVG TPATOVG ODOEKA UNVES LETA TN Yévvnor ebv AdPate Usrenty katd tn Sidpreia tng
EYKVHOGUVNG, EKTOG €AV O Y1IATPOG TOL LMPOV GO GVGTNHGEL KATL SL0POPETIKO.

Kionon ko Onhaocpég

o  Edv giote éykvog, vopilete 6T1 pmopel va giote £ykvog 1 oyedALETE VO OMOKTHOETE T,
{ntote 11 GLUPOVAT TOV YLUTPOL GUG TPLV TAPETE AVTO TO PAPLAKO.

o Aev &gl mapatnpnBel vyYMAOTEPOG KIVOLVOC YEVETIKMV OVOLOALDV GE LOPE TOL EKTEOM KOV
gvoountpla oto Usrenty. Qot660, VITApYEL TEPLOPIGUEVT eumelpia e To Usrenty o€ £ykveg
yovaikes. Emopévemg, ivan mpotiuntéo vo amo@evyetol 1) ypnon tov Usrenty 6Tnv €yKopocsuvn.

o Edv giote yovaiko og avamopoymytkn nAkio, cuvViGTATOL VO amo@OYETE Vo PEIVETE £YKLOG Kot
TPENEL VAL YPT|CLOTOLEITE OMOTELECUATIKT AVTIGVAANYT] EVOS® ypnoyomoteite To Usrenty kot
v ToVAdoToV 15 efdopddeg petd v tedevtaio Bepaneia pe Usrenty.

e  To Usrenty pmopel va mepaoet péca amd Tov mAaKoHVTA Kol Vo PTAGEL 6TO ayEvvnTo Lopd. Edv
AdGBate Usrenty katd tn S14pKELR TNG EYKLHOGVVIG GOG, TO LOPO COG UTOPEL VoL SIOTPEYEL
peyoATEPO Kivouvo yia tnv epedvion Aoipwéng.

o  Eivat onpavtikd va evpepdoete Tovg YoTpoHs TOV HmpPov Gag Kol TOVG GAAOVG eTayyeEALATIES
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vyeiog ebv AdPate Usrenty katd Tn S14pKELN TNG EYKLUOGVVIG GOG, TPV TO LOPO AdPeL
omotodnmote euPorto. Ta Lovra epPfoia 6mwg givar to epforio BCG (mov ypnoiponoteitan yo
™V TPOANYT TG PLHOTIOGCTC) OEV GLUVIGTMOVTOL Y10 TO LMPO GG KOTO TOVG TPDTOVS dDIEKN
Uveg Petd T yévvnon edv Aapate Usrenty Kotd tn S1GpKELD TNG EYKVUOGVVIG, EKTOG EAV O
YTpOG TOL LOPOD GAG CVGTNOEL KATL dLUPOPETIKO.

e  To 0VOTEKIVOLUAUTN UTOPEL VO TEPAGEL GTO PUNTPIKO YAAX GE TOAD PKPEG TOGHTNTEG,.
Evnuepmote tov yatpd cog edv Onhalete 1 oyedialete va Oniacete. Eceig kot o yotpog cog 0o
pEmeL va amopacioete av Ba mpénel va Inidacete N av Ba ypnoipomomcete to Usrenty - punv
KAVETE Kot T0 OVO TOVTOYPOVOL.

001N 61N Kol LEPLoP6g pyovpdTmy
To Usrenty dgev £xet kapio 1 £yl 0oLOVTN ETIOPACT GTNV IKAVOTNTO 001 YNONG KOl XEIPIGLOD

pUnyovnLéTmy.

To Usrenty wepiéyel molvoopPuké 80 (E433)

Avtd 10 pappoxo mepiéyet 0,02 mg moivcopPucd 80 (E 433) oe kabe 45 mg/0,5 mL PFS/prahidio, o
omoio wwodvvapel pe 0,02 mg/0,5 ml (0,0003 mg/kgmuépa). Ta molvcopPikd pmopel va Tpokarécovy
oAAEPYIKES avTOpaoels. Evnpepdote Tov 10tpd cag edv £xete 1] T0 TOdL GOG £YEL OTOIEGONTOTE
YVOGTEG aAlePYiES.

3. og va gpnopomoujoete 1o Usrenty

To Usrenty gvdeikvotat yia ypriorn vo v kabodynon kot v enifreym yatpo pe eumepio otnv
OVTILETATION TOV KATAGTACE®V Yia TIC omoieg Tpoopiletar To Usrenty.

[Tavtote va ypnoyomoteite To PAPUAKO AVTH AVGTNPA GOUPOVA LE TIS 0dNYieg Tov Yiatpod cac. Edv
€xete auEPoMiec, pMTNOTE TOV YOTPO GOG. MIMNGTE LE TOV Y1UTPO GOg GYETIKA [E TO ToTE OOl KAVETE
TIG EVEGELG GOG KOl Y10, TO povTEPOV TapakolohONGNG TNE TopEing Gag.

IIéc0 Usrenty yopnysiton
O ywTpdg coc Bo amopacicel oco Usrenty ypeldletol vo AdPete kat yio OG0 S10oTnUa.

Evijlikeg nhkiog 18 etav 1 ave

Yopiaon 11 Yoproocwn ApBpitioa

e H ovviotdpevn apykn 66on eivarl 45 mg Usrenty. Or acBeveic mov (uyilovv mepiocdtepa amd
100 yuoypappa (kg) umopet va Eekivioouv pe po d6om Tov 90 mg avti yio 45 mg.

e Metd Vv apywn 66om, Oa mapete TV endpevn doon o€ 4 gfdopndadeg Kot petd kdbe 12
efdopddes. Ot emakdlovbeg 600e1g eivar cuvnBwGg 1d1eg P TV apykn S6o).

Noéoog tov Crohn

e X didpkela g Oepomeiag, 1 TpmTn 660m MEpinov 6 mg/kg Usrenty 0o yopnynOei and tov
YwTpd 60g 6TAYdNV og pia AERa Tov Bpayiova cag (evooeAéPia Eyyvon). Metd T d6om
évapéng, Ba AaPete v enduevn d6on Usrenty twv 90 mg petd amd 8 efdopddes Kot ot
ocuvéyeln kKabe 12 gfdopdadec pEcm Eveong KAT® omd 10 dEpUa («VTOSOPIMT»).

o Xg oplopévoug aobevelg, HETA TNV TPAOTN £veon KAT® omd To déppa, To. 90 mg Usrenty umopei va
yopnynBovv kabe 8 gfdopadec. O yotpog cag Oa anopacicel mote O Tpémel va AaPete v
eMOUEVT 000N GOG.

Howa kot Eenpor nikiog 6 eTov | avo Yopioon

e O ylatpog Bo vroroyicel TV KATAAANAN dOGN Yo €6GG, CLUTEPIAAUPAVOUEVTG TG TOCOTNTOG
(6ykov) Tov Usrenty mov Ba mpémet va eyyvbel yia va dmaoel ) oot 86on. H cwotr d6om yuo
€06G eEapTdTol amd T0 COUOTIKO 6ag BAPOG KAT TN YOpnYyN o TG EKAGTOTE OOGNG,.

e  Edv Quyilete Myotepo and 60 kg, | cuvietdpevn d6on givor 0,75 mg tov Usrenty ava kg
oOUOTIKOV Bapovg.

o  Edv Quyilete 60 kg émg 100 kg, n cuvictdpevn d6on givor 45 mg Usrenty.

e  Eav Quyilete mavm and 100 kg, n cuvictdpevn doon givar 90 mg Usrenty.
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e Metd v apykn d6om, 0o Aapete tnv enoduevn 06om 4 BSouddeg apydTEPQ, KOl GTN GUVEXELD
Kk@0e 12 efdouddec.

Iog yopnysitor 1o Usrenty

e  To Usrenty yopnyeiton og éveon kdto amd to d€ppa («omodopon). Xtnv Evapén e Bepameiog
600G, LTOPEL TO 1TPIKO 1 VOGNAEVTIKO TPOCOTIKO Vo yopnyNnoet pe éveon to Usrenty.

e 001660, £08IC KAl 0 YIOTPOG GOG LTOPEL VO ATOPAGIGETE OTL UWTOPEITE VO KAVETE Ot 10101 TNV
éveon tov Usrenty 6Tov €00TO GOG. X QUTIHV TNV TEPINTMOT, Ool EKTOOEVTELTE Y100 TOV TPOTO TOL
Ba kdvete v éveon Tov Usrenty 6Tov £00TO GO,

e T TIg 00MYieC Yo TO TAOC Vo KAvete TV éveon Tov Usrenty, PAéme «Odnyiec yopynong» 6to
TEAOG AVTOV TOL PVAAOL 0ONYIDV.

e  Mu\ote LE TOV Y10TPO GOC OV EXETE OTOIECONTOTE OMOPIES GYETIKA LE T1) YOPNYNOT TG EVEONS
GTOV £0VTO GG,

Eév ypnopomoujoete peyarivtepn 666m Usrenty amd Tnv Kavoviky
Edv ypnowomomcate 1 cog yopnynoav tapa toid Usrenty, WANGTE AUECOS LE EVOV YIOTPO M
oappakomold. No £yete mhvto to eEmTePKO Kovti Tov Papudkov pali cog, akopa Kl av givat adeto.

Eav Eeydoete va ypnoponomoeete to Usrenty
Edv Egxdooate pio 366N, EXIKOIVAOVAGTE LLE TOV Y1OTPO N TOV PAPUAKOTOL0 6ag. Mnv mépete dutAn
5001 Y10 VO OVOTTANPOOETE TN dOOT OV EEXACATE.

Eav ctapatioere va ypnoponoreite 1o Usrenty
Agv givar emikivovvo va otapatinoete va ypnoiponoteite to Usrenty. Q6T6G0, 0V CTALOTIOETE,
UTOPEL VO ETOVELPAVIGTOVV TO GUUTTMOUATH GO,

Edv &yete mepiocdtepeg EpMTNOELS GYETIKA LLE TN (PTIOT WTOD TOV PAPHAKOV, PMTHGTE TOV YOTPO M
TOV PUPLOKOTOLd GOC.

4. MBavéc avemOvuNTES EVEPYELES

Onwg 6lo To @dpuaKo, £T61 KoL 0VTO TO PAPROKO UTOPEL VO TPOKOAESEL AvETIBOUNTES EVEPYELES, OV
Kot eV Tapovctdfoviarl og OAOVG TOVG AvOPMOTOVG.

Yopapég avemOounTeg evEPYELES
Opiopévor acBeveic pmopei va Exovv cofapég avemBOUNTES EVEPYEIEG TTOL UTOPEL VO YPELOCTOVV
enciyovoa Oepameio.

AlrepYiKéG OVTIOPAGELS — NTTOPEL VO, YPELIGTOVV enciyovosa Oepaneio. Evnuep®ate Tov y1otpo
oog 1 avalnriote exeiyovsa wotpikn Po10sia apécmc pOMS TaPATPNGETE 0TOLOINTOTE GTTO T
ak6iovBa onpeia.

o OtocoPapéc ahlepykés avTdpacels («avauiation) elval 6IAVIEG GTA ATOLN TOV TOipVOLV
Usrenty (umopei va emnpedoovy €éog 1 ota 1.000 dropa). Ta onueio teptropfavouv:

dvoKoAio, GTNV OVOTTVOT 1] TNV KOTATOGN

YOUNAR apTNPLoK” TTieon, mov umopel va mpokoréoetl {AAn

TPNEWO 6TO TPOGMTO, TA YEIAT], TO GTOLA 1) TO AUUO.

Ta cvyva onueio aAlepykng avtiopaong Tepiapufdvovy depuatiko e&avOnua Kot kvidmon
(umopel va emnpedoovy éwg 1 ota 100 Gropa).

2.g OMAVIES TEPUTTMOELS, TVEDPOVIKES AAAEPYIKEG AVTIOPAGELS KOL PAEYIOVI] TOV TVEDHOVA £YOVV
avo@epBei og acOeveig mov Lappavovv ovetekivovpapnn. Eviuepoote apéocwmg Tov Y10Tpl cog
€0V TOPOVGLAGETE CUUTTAONNTO OTMS P10, OVGTVOLN KUl TVPETO.

Edv eppavicete cofapn arlepyikn avtidpact, o yloTpog 6o LTopEl va amopocicel OTL OV TPEMEL va
ypnoonmooete Eava to Usrenty.
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AopndEelg — pmopel va peLacTovy enciyovoon Ogpancia. Eviuep®dote apéomg Tov yrotpo cog edv

TOPATNPIGETE OTOL0ONTOTE OO TA aKOAOVOO onpeia.

o  Eivar ouyvéc o1 AoydEeig Tng poTng 1 Tov Adpod Kot To Koo KpuoAdynua (Lmopet vo
emnpedcovv €mg 1 ota 10 dropa)
Ot Aoméeig tov Oopaka dev eivarl cuyvég (umopet va exnpedcouvy éog 1 ota 100 dtoua)

o Ol QAEYUOVEC TOV 16TOV KAT® 00 TO 6EPU («KLTTOPITIONN) deV eivar cuyvég (Lmopel va
emmpedoovy émg 1 ota 100 drtopa)

o O épmng Lowomp (éva €idog emmddvvoL e&avONUaTOG e PLGOAISES) dev elval cuyvOg (UTopel va
ennpedoet £o¢ 1 ota 100 dropa)

To Usrenty pumopei va, 6og KOTooTHOEL AYOTEPO 1KOVOVE VO KATATOAEUNGETE AotudEeic. Kdmoteg
roudéetg Ba pmopovoay vo yivouv coPapéc kot pmopet va mephapBdvouy AOUMEELS TTOV
TPOKAALOVVTAL A6 100¢, LOKNTES, fakTiplo (CUUTEPIAUUPBAVOLEVIC TG PVUATI®OONG), | TAPACLTA,
ouuTEPIALOUPAVOLEV®V AOUDEEDY TTOV KUPIMG TapovGtdaloviol oe avOpmdTovg Le eEachevnuévo
AVOGOTOMNTIKO GVOTNUA (EVKAPLakEG AOMDEELS). Evkaiplokég AoumEelc Tov eyKeQAAOL
(eykepaAitido, unviyyitida), TV TVELHOVOVY Kol Tov 0@BaAloD £xovv avapepbel oe acbeveig Tov
Aappavouvv Bepameio e OVGTEKIVOVUAUT.

[Ipénel va mpocéyete yio onpeio Aoipwéng evd ypnoiponoteite to Usrenty. Avtd mepilapfdavouv:
TVPETO, CUUTTOHOTO TOL HOLALOVV LE YPITN, VOKTEPIVES EPLOPAOCELS, OTMOAELL BApovG
aioBnon koémwong 1 Aayaviacua, Pyog Tov dev TepvA

Beppod, KOKKIVO dEpU TOV TOVAEL, 1| EMMOVVO EAVONLO 0TO dEppa e PLOOAIDES

aicOnpo kavoov KATd TNV 0VPN O

dippota

OTLTIKT] J1OTAPOY 1] ATMAELD OPAONG

Ke@aAadyia, ovyevikn dvokapyia, evoaistncio 6to Pmg, vavtia 1 GVYYVOT).

Evnuepmote apécmg Tov y1oTpd Gog AV TapUTNPIOETE 0OTO00MTOTE Ao avtd ta onueio Aoipwéng.
Avtd pumopel va givar onpeio Aoipuméemv, 6w AoU®EEDY TOV Bdpaka, AOUOEEDY TOV dEPUATOG,
Epmnta {OoTpa, 1 EVKUPLUKES AOMEELS TTOVL Ba pmopodoay vo £xouy coPapéc ETITAOKEG.
Evnuepmote tov yiatpd cag edv £xete onotodnmote 160 AoipmEng mov dev mepva 1| emovEpyeTaL
ouvey®c. O y1oTpog oag Umopel vo amopacicstl 6TL dev Ba Tpémel va ypnoporomoete Usrenty péypt
va tepdoet 1 Aoipwén. Eniong evnuepdote tov yuotpd cog GV EXETE AVOIKTEG TANYEG 1) TPOVLLOTOL,
KaBmg propet vo poAvveovv.

Amo@oridmon déppatog — avénon s epLOPOTNTAS KA TGS ATOPOAIOMGIG TOV dEPNATOG O
EKTETUPEV] TEPLOYN] TOV CAOUATOS EVOEYETAL VU EIVAL GUUTTORAT, EPLOPOIEPIIKIG YOIpioons )
OTOPOMOMTIKNG OEPUATITIONG, O1 0TTOiES Eival coPapéc deppaTondOsiec. Qo mpémel vo.
EVI|UEPADGETE UPEGMS TOV YLUTPO GUS EAV TUPATNPTCETE OTOLAONTOTE U6 QVTA TA GNUELD.

AdLeg avemOUOUNTES EVEPYELES

Yuyvéc avemOounteg evépyeres (Lmopel va emnpedoovy £og 1 ota 10 dropa):
Awgppora.

Nowvrtia

"Eperog

AloOnpa k6Tmong

AtoOnpua {ong

[Movoképaiog

Ddayovpa («kvnopodc»)

[16vog ot péon, Tovg Hog 1 Tig apBpioelg
[Hovérapog

EpvOpdtnra kon mévog oto onpeio mov yivetal n éveon
Aolpoén tov mopappiviev KOAT®V

O ovyvécg avemBopnteg evépyereg (Lmopei va enmnpedoovy €wg 1 ota 100 dropa):
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Odovtikéc AoumEELg

KoAmkn pokntiocikn Aoipnwmén

Koatd0iwym

Dpayuévn 1 Boviouévn pot

Awoppayio, HOAOTES, GKAPLVOT], TPNEYLO Kot eayovpo kel 6ov yiveTon 1 éveon.

AicOnuo advvapiog

[Ttdom Prepdpov Kot YeAdpmon LO®V 6T1| Hio TAEVPE TOV TPOGOTOV (KTOPAAVGT) TPOCOTIKOD

vevpouy» N «mapdivon Belly), mov gival cuvibwg mapoduc.

e  Metafoln otV ympioorn Pe epuOpOTNTA KOl VEEG LIKPES, KITPIVES 1) AEVKEG PAVKTUIVEG, LEPUKEG
QOPEG CLVOOEVOEVEG OO TLPETO (PAVKTALVOING Ywpiaon).

o  AmopAioimon Tov dEpUATOG (ATOPOAOMGOT dEPLATOC)

e Axpn

Yrawvieg avemOopnteg evépysies (Lmopel va emmpedoovy £o¢ 1 ota 1.000 dropa)

e  EpvBpdmra kot amopolidmon Tov SEPHOTOC GE EKTETAWEVT TTEPLOYT] TOV CMOTOC, 1) OTOld
umopel va Tapovctdlel payodpa 1| Tovo (amo@oAildwtikn deppatitida). [lapodpola copntdpota
OVOTTTUGGOVTOL OPLIOUEVEG POPEC MG PVGIKY] LETABOAN GTOV TOHTO TOV CUUTTOUATOV TNG
yopiaong (epudpodeppikn yopioon)

o  dleyuovn LIKPOV QLOQOP®V yYEI®V, 1) 0TToia, umopel vo odnynoet o€ deppratikd e&avOnua pe
LIKPES KOKKIVEG 1] LOP pOVGKAAES, TUPETO 1| TOVO GTIS apBpdaels (ayyetTidn)

IloA0 omdvieg avem@ounteg evépyereg (Lmopei va emnpedoovy €wg 1 ota 10.000 dropa)

o  DovoKAAEG TOV OEPUATOG, OL OTTOIEG UTOPEL VO Elvart EpLOPEC, KVNOUMOEIS Kol ETMOVVEG
(ITopporlvymdeg TEUPTYOEIDES).

o Agppotikdg AdKog 1 GUVOPOLO TPOGOUOIALoV e AVko (epubpod, emNpréEVO POALdDOEG eEavOM L
G€ TEPLOYES TOV SEPLLOTOG TOL EKTIOEVTAL GTOV NAL0 TOAVMG LE TOVOLS OTIC 0pOPDOELS).

AvaQopd avemOOUNTOV EVEPYELDV

Edv mapatnproete kdmola avemBOountn evépyela, EVUEPMOTE TOV YATPO 1] TOV QOPLOKOTOLO GOGC.
Av16 1oydeL Ko Yo kGO Thavi avemBountn evépyeila IOV OV AVAQEPETAL GTO TAPOV GVAAO 00N YLDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, Léocw Tov Bvikond
GULOTNLOTOG OVAPOPAG TToL avaypdeetal oto [lapdptnua V. Méoo tng avapopds avembountomv
gvepyeElmV umopeite va fondnoete 6T GLALOYT TEPIGGOTEPWOV TANPOPOPLDOV CYETIKE LLE TNV OCPAAELD
TOV TOPOVTOG PAPUAKOL.

5. Iog va pvrhdooete To Usrenty

e To @dapuako ovtd TPETEL VO LAACCETAL GE PEPT TTOV OgV TO PAEMOVV Kal Ogv TO POAvVoLY Ta
Tod1d.

e O®vlaocoete ot yoyeio (2°C-8°C). Mnv katayOyETE.

e  Duldooete T0 PLAd0 6T0 eEMTEPIKO KOVTI Y10 VAL TPOGTOTEVETAL A0 TO PG,

e Mnv avaxiveite o graAidia Tov Usrenty. [apatetapévn duvarn avaxivion pmopet va
Tpokaréoel (Nl 6TO QAPLLAKO.

Na pn xpnoyponoleite avtd 70 QAPpROKoO:

e Metd v nuepopnvio ANENG TOL AVOPEPETAL GTNV EMICTUAVOT] KOl GTO KOVTL HETH TNV

o  «AHEH». H nuepounvia Anéng eivar n tedevtaio nUéPA TOV UNVO TTOV AVOPEPETAL EKEL.

e  Edv to vypo givar amoypopaticpévo, Boro 1 av gival opatd dAha EEva copoTidla To omoia
atwpovvtal péso og avto (PA. mapdypago 6 «Epgdvion tov Usrenty Kot TepleyOUeva TNG
GLGKEVLOGIOGY).

e  Edav yvopilerte, 1 vopilete 011 pmopel va £xetl extebel o axpaieg Beppokpaciec (0nmg vo Eyel Katd
AGBoc katayvyBel | Oeppoviet).

e  Edv to mpoidv éxet avakivnOei duvartd.

e  Ed&vn ooppayida acpareiog £xel mapaProcTei.

e  To Usrenty givat piog ypfioemg povo. Ipoidv mov dev Exet ypnoiponom el kot Tapapével GTo
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QLOALB10 KO T GOPLYYO TTPETEL VO AmoppinTeTaL. MNV TETATE PAPLOKO, GTO VEPO TNG ATOYXETEVCNG
1 oto owKlokd anoppippato. Potnote Tov goprokomold c6ag Yo T0 TMG Vo TETAEETE TO, PAPLOKOL
7oL dgV YpNoLoTolEite T Avtd To péTpa 8o fondncovy oty tpoctacio Tov TePPdAiovTog.

6. Mepreydpevo ™G GVEKEVUGINS KOL AOWTES TANPOPOPIES

T wgpréyer To Usrenty

e H dpaotikn| ovcia givar o ovotekivovpaunn. Kabe giorioo nepiéyet 45 mg ovGTEKIVOLUAUTN GE
0,5 ml.

e Toa dAa ovotatikd eivar 1 L-1oT1divn, 1 povoddpoylmpikn povoddpikn L-1otidivn, 0
moAvcopPucod 80 (E433), n cakyapoln Yopoteidio tov vatpiov (yio pbbuion tov pH),
Ydpoyropkd 0&D (Yo pvOuion tov pH) kot 1o Hémp yia evéoyua.

Epeavien tov Usrenty Kot wepLEYOIEVA TG CVGKEVUGIOG

To Usrenty givat éva S1avy£g, AxpoUO £0G @YPOKITPIVO eVESLIO dtdAlvpa. AlatiBetat og apTivo KovTi
mov mepigyet 1 epamnal doomn og yudAivo eroridlo tov 2 ml. Kabe prokidio mepiéyet 45 mg
ovotekvovpaunn og 0,5 ml evésipov S1aAVIATOG.

Karoyoc Adcrog Kukhogopiog

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R

HopackevasTig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

IpAavdio

Mo omoladnmote TANPOPOPIC GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TUPUKIAEIGTE VO
angvBouvbeite otov Tomiko avtimpdsmmo tov Katdyov g Adetag Kuihopopiag:

Belgié/Belgique/Belgien Lietuva

Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
Tél/Tel: 0080008250910 Tel: 0080008250910

Buarapus Luxembourg/Luxemburg

Biosimilar Collaborations Ireland Limited Biosimilar Collaborations Ireland Limited
Ten: 0080008250910 Tél/Tel: 0080008250910

Ceska republika Magyarorszag

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel.: 0080008250910

Danmark Malta

Biocon Biologics Finland OY Biosimilar Collaborations Ireland Limited
TIf: 0080008250910 Tel.: 0080008250910

Deutschland Nederland

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel: 0080008250910

Eesti Norge
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Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

EALGOO

Biocon Biologics Greece MONOITPOXQITH

LK.E
TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvmpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910

To map6v OAL0 00N YOV AP oG avade®pONKe Y10 TEAEVTAIN POPE GTIC

Alrec INYEG TAPOPOPLAOV

Aemtopepeic TAnpopopieg yio To PAappako avTd givar S1afESIEG 6TO d1KTVOKO TOTO TOL Evpmmaikod

Opyaviopov @apudimv: https://www.ema.europa.eu/.
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Odnyieg yopiynong

v évapén g Bepaneiag, o emayyeipnatiog vysiog o cog Bondnocet pe Ty TpdTn GOG £VEST).

Q61660, £08iC KOl 0 Y1ATPOS GOG UTOPEL VO ATOPUCIGETE OTL LWTOPEITE VoL KAVETE 01 10101 TNV £VEST TOL

Usrenty 6tov £0010 60G. Av oupufet avtd, Bo exmodevteite Yo TOV TPOTO TOL YIvETAL 1 EVEST] TOVL

Usrenty. MIAN0OTE LE TOV YLOTPO GOG OV EYETE OTOECONTOTE OMOPIEG CYETIKE LIE TN YOPNYNON TNG

£€VEGTG OTOV EQVTO COG.

e  Mnv avapryvoete to Usrenty pe GALo vypd yio €veon

e Mnv avaxkiveite ta @raAidie tov Usrenty. O Adyog eivat 6TL 1 dSuvath avoKivnon wropel vo
npokorécel {nud oto eappoKo. M xpnOIHLOTOUGETE TO PAPUOKO €AV EXEL avakivnOel duvartd.

1. EAéyEre Tov aprOpd TV QLOAMOTiOV KO TPOETOLPAGTE TA VKA

Bydite to(a) proridio(a) omd to yoyeio. Apnote 1o eloridio o 6pOia BEom Yo Tepimov pion dpa. Avto
Ba emtpéyel oto VYPO va @TAcel og pio gvydplotn OBepuoxpacia Yo v €veomn (Beppokpacio
nepPoAlovtog).

EMéyEte to(ar) prarido(a) yio va Beformbeite ot

e 0 0pudC TOV PLOASI®Y KoL 1) TEPLEKTIKOTNTA EIVOL CMOOTN

e  Edvn doomn cag sivan 45 mg 1 Mydtepo, Oa mépete Eva graridio Usrenty twv 45 mg.

e  Edvn d6om cag eivan 90 mg Ba mapete 600 proridia Usrenty tmv 45 mg kot Oa ypelaotel va
Kévete oTOV €0VTO oaG dV0 gvéoelg. EmléEte 600 dtapopetikéc Bl yio avTég TG evéaelg (Yo
TopadELy Lo pio €veon oTo 0e&l0 Unpo KoL TNV GAAT EVECT] GTOV aPILOTEPO UNPO) KOl KAVETE TIG
evéaelg T Uia apéoms LeTd TNV GAAT. Xpnotuomoleiote Kovovpla Beldva Kot cOptyya Yo KGO
éveon.

To @laAidio dev Tpémel va, PN CLOTOIEITOL KOt TPETEL VO OTOPPITTETAL EAV:

dgv elval To GmOTO PAPLLOKO

&xel mapéAel N nuepounvia ANENG

TO PLOAIS10 elvol KATEGTPOUUEVO Kal 1] GEPAyida £xel GTACEL

70 O1dAVO 6TO PLOAISLO OeV eivart SlowYES, Axpoo ¢ WYPOKITPIVO

T0 O1dAVp Elval amoyp®UATIGHEVO 1 BOAS Kot Tepi€yet E€va cwpatiow

T0 O1dALp Elval TOY®OUEVO.

Ta mtoidrd mov Luyilovv Ayotepo and 60 kg yperdlovrar po 06on pkpodtepn amod 45 mg. Befarwbeite
ot yvopilete v KatdAAnAn mocodtTa (dyK0) TOL TPEMEL va apalpedel amd 1o PLOAISIO KOl TOV TOTTO
NG GUPLYYOG TOL omatteital yia Ty yopnynon. Eav dev yvopilete v mocdTNTa 1 TOV TOTO TNG
oVPLYYOG TOV OTALTEITOL, EMKOWVOVIOTE UE TOV EMAYYEALATIOG VYELOG GOG Y10 TEPUITEP® 0dNYiEC.

2VYKEVTPOOTE O 000 Oa YPENGTEITE KOl AMAMGTE TO G€ Lo KaBopr| ETPAVELD. X QVTA
neprropfavovral po cOptyyo, pio BeEAOVa, avtionmTikd povTiddkia, Eva Koppdtt Bopufakt 1§ yala kot
évag mePLEKTNG ayunpov aviikelpnévav (PA. Ewova 1).

O

Ewova 1

)

2. EmléEte kan mpogTopdote T 06on TG éveong:

Emiéére ) 0éom éveong (BA. Ewova 2)
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To Usrenty yopnyeitai pe éveon kdto omd tnv emidepuion (vVwoddpia)

KoaAég meployéc yuo tnv €veon givat o aGve punpog 1 yopw amd Ty KotAld (KooK yopa),
TOVAGIGTOV 5 cm HoKpLd oo TOV OPUPAAD (Apalo)

Edv givan duvato, pnv xpnoilonooete Teployég TS ENOEPUISNG TOL Topovslalovy onueia
yopiacng

Edv mpdkerton va cag fonbnoet kdmolog, kvovidg cog v £veon, Tote avtdg 1 avtn o
umopovoe va emAéEel mg BEom yia Ty €veon 1o ave péPog Tov Ppayiova

=5 ({4

*Or T2p1oy8s Pe YKPL PO CUVIGTOVIOL 005 TBPLOYES
Yia ™MV &veon).

Ewova 2

IIpoctoldote 1 Béon éveong

w

[TAbveTe T ¥€PLa Gag TOAD KOAG e camovvi kKot (eoTd vePO.
KoabBapiote to déppa otn BEom Eveong e Eva OVTIONTTIKO LAVTIAGKL
Mnv ayyiEete v meployn avt) Eavd mpv KAVETE TNV £veoT

IpogToydote T 6601

Aoaipéote To TOUO Amd TNV KopLPR ToL PlaAdiov (BA. Ewkova 3)

Ewova 3

Mnv apoipeite 10 TOUO

KoabBapiote to mdpo pe €vo enibepio EUTOTIGUEVO UE AVTIONTTIKO

TomoBetote TO PLAAiIdI0 o€ Lo eMimedn empdvela.

[Tapte T GVPLYYQ Kot 0poLpECTE TO KAAVLLA TNG PeAdvog

Mnyv ayyi&ete ™ Pehdva Kot pnv aenoete T BELOVO VO 0KOVUTGEL OTIONTOTE

Erpwéte ) Peldva Yo va TEPAGEL LEGH OO TO AUGTIYEVIO DL

I'vpiote 10 PLOAISI0 KO TN GVPLYYO OVATOdN

Tpapnéte 1o EUPoro TG GVPLYYAS Yo VO YEUICEL | GUPLYYO LE TV TOCOTNTO TOV VYPOV IOV EYEL
ocuvtayoypoaendei amd Tov Y1uTpd Gog

Eivar onuavtikd va givail n edova mhvto péco 6to vypd. Avtd eumodilel To oynuatiopd
QLoaAid®V aépa péca otn cvptyya (PA. Ewova 4)
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Ewova 4
Aopaipéote 1 Berova amd To Praridio
Kpamote ) cOptyya pe ™ PeAdva Tpog To TAV® yio vo OEiTe av Exel LESH PLGOAIDEC aEpal
AV VTapYovV ELGOMOES, XTVINGTE EAAPPA GTO TANL DGTOV Va, AvEPOLY 01 PLGAAIDEC 0EPA GTO
Tavo pépog g ovpryyog (BA. Eucova 5)

Ewova 5
‘Eneita méote 1o £uPolro péypt va aparpedel 6Aog o aépag (aAAE KaBOAov VYPO)
MnVv aKOVUTNGETE T GUPLYYO KAT® KOl UV 0QNGETE TN PEAOVA VO KOV GEL OTIONTOTE.

Kavte éveon pe ) o601

Towmnote anaid tnv kabapiopévn emdepuida avapecsa otov avtiyelpa Kot Tov dgiktn cag. Mn
™ opiyyete duvatd

[Tiéote ) Berdva pLEGO GTNV TOURNIEVN EMOEPUIdQ

[Tiéote 0 £UPolo e ToV avTiyelpd ooc MG EKEL TOL PTAVEL Yo va €yyvoeTe OA0 T0 VYPO. [Ti€ote
TO apyd Kot otafepd, KPUTOVTOC TNV EMOEPUISN EAAPPA TOUTTUEV

Orav 10 £uPolo meotel mg ekel TOV PTAVEL, aPUpEoTe TN feAoOva Kot ELeLOEPDGTE TNV
emdepUida

Metd Vv éveon:

[Méote éva avtionmTikd PovTIAAKL Tve amod T 06om g Eveong Yo Alyo devtepdienta PHeTd TV
éveom

Mropei va vtap&et pikpr| ToGOTNTO Aipatog 1 vYPoL otr B€om g éveong. Avto gival
QLGLOAOYIKO

Mmropeite va méoete va koppdtt Bappakt 1 pio yélo mdvo amd t 6éon g €veong Kal va o
kpotnoete yuo 10 devtepdrenta

Mnv tpifete to déppa otn BEom g Eveonc. Mmopeite va kaAbyete tn 0Eon g Eveong pe Eva
UIKPO ALTOKOAANTO EMIOEGO, AV VOl ATapaiTnTO.

Améppwyn:

O ypnoipomompéves cuptyyes kot feAdvec mpémel va tonobetovvtal o€ évav aviekTikd oTa
TPUTLLOLTA, TEPLEKTN, OTIMG VAV TEPLEKTN Y10, YL pd avtikeipeva. [Toté unv ypnopomocete
Eava Tig 101eg PeAdveg Kol cVPLYYES, Yo TN OIKN GO ACPAAELN KOl LYEID, KOl Y10 TNV ACQAAELN
TOV GAA®V. ATOPPIYTE TOVG TEPLEKTEG Y10 OLYUNPE OVTIKEILEVE, COUPOVOL LE TIG KOTA TOTOVG
OYVOVGES GYETIKES SLOTAEELG

Ta ddela PloAidi, To AVTIGNTTIKA EMOEUATA KOl AAAN VTOAEILIOTA LTOPOVY VO ATTOPPLPOoHV
OTO OTOPPIUATH COG.
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Kotookevdletan ano:

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

IpAavdio

AwtifgTon 6T0 EpumTOPLO UTTO:

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R
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®VYALo 00OV yp1ong: [Iinpogopisg Yia Tov ypioTn

Usrenty 45 mg gvéopo S1dAvpa o€ Tpoyspiopuévn cupLYYd.
OVGTEKIVOULAUTY

\ 4 To @dppoko ovTd TEAEL LITO CLUTANPOUOTIKY TOPAKOAOVONGN. AvTd Ba emiTpéyet Tov
YPYOPO TPOGOOPIoUO VEDV TANPOPOPLOY acpdAcloc. Mropeite va fondnoete péow e avagopdg
TOAvVAOV avemBOUNTOV EVEPYEIDY OV EVOEYOUEVDS Tapovatalete. BA. Télog g mapaypdpov 4 yia
TOV TPOTO OVOPOPAS AVETIOOUNTOV EVEPYELDV.

AP aoTte TPOGEKTIKG OLOKANPO TO GUAAO 0ONYLAOV PGS TPLY UPYICETE VA Y PN CLUOTOLEITE A VTO
T0 QApRoKo, H16TL TEPLAPPAVEL ONUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 TO PUALO 00N YOV £XEL YPUPTEL Y10. TO TPOS®TO OV Aappaverl To edppaoko. Edv gicte 0
yovéag 1 povTioTiig 0 omoiog Ba daogl Usrenty og éva moudi, mapakareiote 6mmg owupaocere
TPOGEKTIKA QVTEG TIS TANPOPOPIES.

o  OvAdEte avTd TO EUAAO 0N YDV YpNoNG. Towg ypelaotel va 1o dwuPdoste Eavda.

o Edav éyete mepatépm amopiec, pOTAOTE TOV Y1OTPO 1) TOV QOPLOKOTOLO GOG.

e H ovvtayn ywo avtd to @ApUaKO YopnyRONKE amOKAEIOTIKA Y10 600G AEV TPETEL VO, ODGETE TO
@approko og dGALovG. Mmopel va Tovg TpokoAEGEL PAAPT], OKOMO KOt OTOV TO GUUTTMLOTO, TNG
ac0Eveldg Tovg gival idla pe ta Sk Gog.

o  Edv mopotnpnoete kdmola ovemBounTn eVEPYELD, EVIUEPDGTE TOV YIUTPO 1] TOV PUPUOKOTOLO
G0c. AVt 1oyvEL Kot Yo KABe mhovn avemBOunTn evEpyela Tov OV AVOPEPETOL GTO TAPOV
@OALO oMYV Ypiong. BAéme mapdypago 4.

Tvagpiéyer 10 Tapov POALO 0ONYIOV:

Tt eivon To Usrenty Kot oo €ivae m ypron tov

T mpénel va yvopilete mpv ypnoyonomoete to Usrenty
Iag va ypnoponomcete to Usrenty

[TBavég avemBOuNTEG EVEPYELEG

[Tog va puAdooete to Usrenty

[epieydpeva g cuoKeEVAGING KOt AOUTES TANPOPOPiEg

ANl S e

1. T eivan 1o Usrenty kot wowa gival 1) yp1jon Tov

T givon To Usrenty

To Usrenty mepiéyet T 0pOooTIKY 0VGI0 KOVGTEKIVOVUAUTN, £VO LOVOKA®VIKO avticopa. Tao
LOVOKAMVIKY OVTICOUATO EIVOL TPOTEIVEG TOL AvayvmPILovV Kol GUVOEOVTOL EOIKE [LE OPIGLLEVEG
TPOTEIVES GTOV OPYOVIGUO.

To Usrenty avikel o€ pio opado gopuaKmy 1ov ovopaloviol «0VOGOKOTOGTUATIKA». AVTA TO. POPLLOKOL
dpovv eEachevdvtog LEPOG TOV AVOGOTOTIKOD GUGTILOTOG.

Iowa givar n xp1on Tov Usrenty

To Usrenty ypno1HoToteiTol 1o TNV QVTLLETOTION TOV 0KOAOVO®Y PAEYLOVAOIDV VOC®V:
o  Yopiaon kotd TAdKaG - o eviiAkeg Kot Tondld nAkiog 6 ETOV Kot Gve

o  Yopaown apbpitida - o€ evijhkeg

e Métpra émc coPapr vocog tov Crohn - 6g evijhikeg

Yopioon kotd TAdKag
H wopioon katd mAakag ival pio deppotikn tadnon n onoio TpokaAel pAeypovn Tov exnpedletl To
dépua kot o voyo. To Usrenty Ba peidoet T @Agypovn kot dAla onpeio g acbévetog.

To Usrenty ypnoiponoteital o evilikeg pe pétpio £0g cofapn yopioorn Katd TAGKASG, TOV OV
UTopohV va ¥pNCILOTOM GOV KUKAOGTOPivN, uebotpeldtn 1 pmtobepaneia, 1| 6€ TepinT®oT OV
ovTéG o1 Bepoameiec dev glyav aAmOTELEGLOL.
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To Usrenty ypnoiponoteital o€ moidid kot eprfouvg nikiog 6 eTdv Kol Gve e HETPLO. EOG GoPapn
yoploon Katd TAdKag, To oroia dgv uropov va avexfodv m pwtobepaneia 1 AAAES GLOTNUATIKEG
Oepameieg ) 0TV 01 Bepameieg avTEG OV ElyavV AMOTEAEGLA.

Yopracwi] apOpitidn

H yoprocikn apbpitida gival pio pAeyHovmong vOGog TV apBpmdoemy, Tov cuviBmg cuvodehETAL 0T
yopiaon. Edv éxete evepyn yvoplacikn apbpitida Ba cag d08ovv mpdta dAla edppaka. Edv dev
avTOTOKPOEITE APKETA KOAG GE aVTA TO PApUOKe, pUropel vo oag xopnynOel to Usrenty dote va:

e  Mewwoel ta onpeia Kot T0 CUUTTOUOTA TG VOGOL GOC.

e Beltmoel ™ copatikn 60g AeTovpykoT IO,

o EmPpadiver  PAAPN oTig apbpdoelg cog.

Néoog Tov Crohn

H v6c0¢ tov Crohn givat po pAeypovmong vocog tov eviépov. Edv éyete vooo tov Crohn, Oa cag
80000V TpadTa dAla edppaka. Edv dev avtamokpifeite apketd kald 1 edv Exete Svocaveéio g avtd To
oapuoka, propel va cag 600etl Usrenty yia Tn pelmon Tov oNUEIOV Kol GUUTTOUATOV TG VOGOU GOg.

2. Tvpéner va yvopilete mpv ypnopomonjoere to Usrenty

Mnyv ypnopomomcete To Usrenty

o Y& mepinTOGT 0AAEPYING OTO OVGTEKIVOVAUTN 1| GE OTOLOONTOTE AAAO OO TOL GUGTATIKA
oVTOD TOV PAPLAKOL (AVAPEPOVTAL GTNV TOPAYPUQPO 6).

o Eav éyete gvepyn AoipmEN ov 0 Y10TpdC GOC TIGTEVEL OTL EIVOL OTLLOVTIKT.

Edwv dev giote Giyovpot av 1o 0EL OTOI00NTOTE OO TO TOPATAV® Y10 EGAC, LANGTE LLE TOV Y1OTPA 1) TOV

(QOPLOKOTOLO GOG TPV yproiporomoete To Usrenty.

IIposgidomou|6ELS Kol TPOPVAAEELS

AmevBuvbeite 6TOV Y10TpO | TOV QOPLOKOTOLO GOG TPV Ypnoiponooete To Usrenty. O ylotpdg cog
Ba eréy&el mOGo KoAG elote Tpv amd kdbe Oepaneio. BePaimbeite 6T evnuepdoate Tov yloTpd cog yio
omotadnmote acBéveln Tapovclalete mpv amod kdbe Oepaneio. Eniong evnuepmdote tov yatpd cag edv
€xete £pBel TPOCPUTA GE EMOQT| [LE 0TO100MTOTE dTOpO OV Umopel va €xel pupatioon. O yatpdg cag
0o oag e&etdoet Yo pupoTioon Kot Bo TpaypoTomotost pia EETaoT Yo va OEL AV EXETE PLUOTIOON
npwv mhpete 1o Usrenty. EGv o yiotpdc oog motevet 6t dratpéyete kivouvo pupatinons, pmopet va
cog yopnynOet Bepamneia yio TV AVIIHETOTION TNG.

[pocéEte Yo cofapéc avemOOUNTES EVEPYELEG

To Usrenty pmopel va tpoxarécel coPapés avemBounteg evépyelec, cuumeptlopuBavopévov
OAAEPYIKADV aVTIOPACGE®V Kol AoUdEEWV. [Ipémel va mpocEyeTe Yia 0pioEVA GNUEIN 1] CUUTTOLOTO,
acBévelong evod maipvete to Usrenty. BAéne «Zofoapéc avembBounteg evépyeileg» otnyv mapdypapo 4 yuo
AN PN KATAAOYO QUTMV TV OVETIBOUNTOV EVEPYELDV.

I pw ypnorponomoscte To Usrenty evijuepmoTe TOV YIOTPO 60G:

o  Eav siyate moté alrepyucy avtidpaon oto Usrenty. Potiote tov yotpo cog av dev iote fEPartot.

e Eav giyote moTé 0O10VONTOTE TOTO KAPKIVOL — ENEDN TO OVOGOKATAGTAATIKG O0Ttmg To Usrenty
e&aobevolv PEPOG TOL OVOCOTOMTIKOD GLUOTAUATOS. AvTd pmopel vo avénoel tov kivéuvo yua
Kapkivo.

o Eav éyxete Aaper Oepameia yia v yopioon pe dhla froroyikd eappoka (£ve @apRoKo TOV
napdyeton a6 pio ovoia froroyikig Tpoéievong kot ovvi|0mg yopnyeital pe £veon) — o
Kivouvog yio KapKivo umopel va eivat vymidtepoc.

o Eav éyxere siyote mpécs@ata Aoipwén.

o  Eav éyete véeg | petafairopeveg Prafeg péoa oTig TEPLOYES TOV TAGKOLV ATO YOPIKON 1) OTO
QLGLOAOYIKO dEPLLAL.

e Eav maipvere kdmoro aiin Oepomeia yio TV yopiao Ko/ Ty yoplociky opdpitidoo —
OM®C KATO10 GALO 0VOCOKATACTUATIKO 1 pwTofepameia (OTaV TO COUN GOg VTOPAAAETAL GE
Oepamneia pe éva gidog veptd@dous (UV) potdg). Avtég ot Bepameieg Lmopovv emiong va
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e€aobeviioovy HEPOG TOL BVOGOTONTIKOL GOG GLGTHOTOC. H Tantdypovn ypfon avtodv Tov
Bepameidv pe to Usrenty dev éxet peretnei. Qotdco eivar mbavo vo avénoet v mbavotnta
acBeveldv mov oyetilovrtal pe achevEsTEPO OVOGOTOINTIKO GUCTN L.

e Eav hapPavere ] Aapote 6to mapehBov evéseig Yo ) Ogpameio arlhepyridv — dev gival yvooto
edv to Usrenty umopet va t1g ennpedocet.

e Edavn nhxkio oog givar Gvo Tov 65 eTdv — umopel va givor o mbavo va tabete AoywdEes.

Edv dev giote oiyovpot av 1oy0EL OTOI00NTOTE OO TO TOPAUTAV® Y10 EGAC, LWANGTE LLE TOV Y1UTPO 1) TOV
QUPLAKOTOLO GOG TPV ypnoipomomoete To Usrenty.

Opiopévol aoBeveic Tapovsiacay ovTIoPAGEIS TPOGOUOIAL0VTES (e AVKO, CUUTEPIALUPOVOUEVOD
OEPLLATIKOD AVKOL 1] GUVOPOHOL TPOGOLO1ALoVTOG e AVKO KoTd TN dtdpketa TG Bepameiog pe
ovoTeKIVOLUAUT. Evuepdote apéoms tov yioatpd cog GV eLpaviceTe Eva epudpd, ennpuévo,
QOMOMOES eEAVON O LEPTKES POPES LLE IO GKOVPO TEPTYPULLLOL, GE TEPLOYES TOV OEPLLOTOG TOV
extiBevtal otov A0 M| Le TOVOUG OTIG apOpMOELS.

Kaporaxn TpooPoii] kot ayyerakd yKeQUAKA ETELGOOLN

Koapdiokn mposforn Kot oyyelokd YKEQPAALKA TGOS0 Exovv Tapatnpndel oe pio perétn oe
acBeveic pe yopiaon mov EhaPav Oeponeia pe Usrenty. O yiatpdg cag o eAEYYEL TOKTIKA TOVG
TOPAYOVTEG KIVOUVOL GOG Y10 KAPILOKT VOGO KOl OLYYELKO EYKEPOAKO ETEIGOO10 TPOKEIUEVOD VOl
doparilet 6Tt avtpetomiloviot KatdAAnia. Avalnmote opéowg wtpikn fondeia edv mapovoidoste
6vo 610 6T 00G, advvapio 1 U ELGLOAOYIKY aicOnon ot pia TAELPE TOL GMOUATOS GG, TAPAAVON
TPOCHTOV, 1| AVOUAAIEG GTOV AOYO 1) TNV OpOsT).

Moora ko Epnpor

To Usrenty dev cuvioTdTol Yia ypnor o€ Todld KATm Tov 6 €TV e yopiaon 1 yuo xpron og maidd
Kéto tov 18 etdv pe yoplactkn apbpitida, voco tov Crohn eneidn] dev €xet peken el o avty v
NAIKLOKT ORLAdaL.

Alro @appoxo, epporra ko Usrenty

Evnuepmote tov yuotpd 1 Tov gapprokomold cog:

o Edv maipvete, éxete mpoOGPATO TAPEL 1 LTOPEL VO TAPETE AAAC PAPLLOIKOL.

o  Edv kdvate npoécpata 1 Tpokertal va kavete epporo. Opiopévor tomot epPoriov (epuforta Loviov
HUIKPOOPYOVICUADV) OgV TTPETEL VOL YOp1YoUVTOL EVD Ypnoilponoleite to Usrenty.

e Edav AdPate Usrenty evOom fGaGTOV £YKVOC, EVILEPMGTE TOV YIUTPO TOV LLMPOV GO GYETIKE LLE TN
Oepamneio cag pe to Usrenty Tptv to popod cag AdPel omorodmote euforio, copmepiiapfavouévav
v (dvtev epuPoriov, 6ntmg ivar To eupfoito BCG (mov ypnoylomoteitat yio TV TpoAnyn g
ovpatioong). Ta Lovta epuPfoita dev CLVIGTAOVTOL Y10 TO LOPO GAG KATH TOLG TPMOTOVS dMIEKA
unveg petd ) yévvnon edv Aapate Usrenty Katd T S1IpKELR TN EYKVIOGVVNG, EKTOC €6V 0 YLoTpdg
TOL LOPOD GOG GLOTNGEL KATL SIPOPETIKO.

Kinon ko Onraopdg

e Edv elote éyxvog, vopilete 6T1 pmopel va giote £ykvog 1 oyedidlete va amoktioete Towdi, (ntote
1 GLUPOVAT TOV Y1TPOD GAG TPV TAPETE AVTO TO PAPUOKO.

o Agev &yl mapotnpn0el vYNAOTEPOS KIVOUVOG YEVETIKGV OVOUOAM®DY GE LpE Tov ekTédnKay
evdopntpla. oto Usrenty. Qo1060, vdpyet tepropiouévn eumeipia pe to Usrenty og £ykveg
yovaikes. Emopévag, etvor mpotiumtéo va amopebyetot 1 ypnon tov Usrenty 6Ty €yKupocHvY).

e  Edv elote yuvaika o€ ovomopaymyikn nAkic, GUVIGTATOL VO AmoQUYETE Vo PeiveTe £YKLog Kot
TPETEL VO, YPNCIUOTOIEITE AMOTEAECOTIKT OVTIGOAANYT EVOo® Yproyonoleite To Usrenty Kot yio
TovAGyIoToV 15 efdopddec petd v tehevtaio Oepaneio pe Usrenty.

e  To Usrenty pmopei va Tepioel HEGA 0O TOV TAOKODVTO KO VO, TAGEL 6TO ayévvnto pmpd. Edv
AdPate Usrenty katd  S1GpKELR TNG EYKVUOGVVIG GOC, TO LOPO GOG UTOPEL Vo SLTPEYEL
UEYOADTEPO KiVOLVO Yo TNV ERPvion Aolpnméng.

e Eivol onpoavtikd vo eVUEPMGETE TOVE YITPOVS TOV LOPOD GG KOl TOVG GAAOVG EMAYYEALOTIES
vyeiag ebv AaPate Usrenty katd ) S1GpKELQ TG EYKVUOGHVIG GOGC, TPV TO HOPO AdPer
omotodmote gpPoro. Ta {ovta gpfota 6mmg eivan to epupdio BCG (mov ypnoyomoteiton yio tnv
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TPOANYT] TG PLUATIOONS) OEV CLVIGTAOVTOL Y10, TO LOPO GG KATH TOVG TPMTOVS dMOEKO UNVES
petd ™ yévvnon eav Adafate Usrenty Kotd ) S10pKeLD TG EYKVHOGUVIG, EKTOC EAV O Y10TPOG TOV
LOPOL GOG CLOTNGEL KATL SL0POPETIKO.

e  To ovotekvovpdpmn pmopel vo TEPAGEL GTO PNTPIKO YOAO GE TOAD LUKPEC TOcOTNTEG. Evnuepmote
TOV Y1oTpo cog edv OnAdalete 1 oxeduilete vo Onihdocete. Eoeig kat o yiotpdg cog Oa mpémet va
anopooicete av Oa mpénst va Onidoete 1 av Ba ypnoyonomoete to Usrenty - unv kavete kot o
d00 TOLTOYPOVOL.

Oonynon kar yepopdc pnyovnpdrov
To Usrenty dev €yel kapio 1 £l AONUAVIN ETLOPOCT OTNV IKOVITNTO 0N YNONG KoL YEIPIGHLOD

pnyovnUaToy.

To Usrenty mepiéyer molveopfiké 80 (E433)

Av16 10 Qapudro mepiéyet 0,02 mg mtolvcopPikd 80 (E 433) oe kébe 45 mg/0,5 mL PFS/piaiidio, To
omoio toodvvapei pe 0,02 mg/0,5 ml (0,0003 mg/kg/muépa). Ta tolvcopPikd uropei va TpoKarécovy
oAhepykég avtidpacels. Evnuepdote Tov 10tpo cog edv £xete N T0 moidi cog £yl OTOEGONTTOTE
YVOOTEG QALEPYIEC.

3. I og va ypnoipomonjoete To Usrenty

To Usrenty gvdeikvotat yio xpnor vwo v kabodnynon kot tnv enifieyn ylotpov pe euneipio oty
QVTLLETMTION TMV KOTACTACEMV Y10 TG 0moieg tpoopiletar to Usrenty.

ITavrtote vo ypnoipomoleite To0 PAPHOKO aLTO AVGTNPA COUE®VA UE TIG 00N Yieg TOL YlaTpov cag. Edv
&xete apePorieg, potNoTE TOV Y10TPd GOG. MIANGTE LE TOV YIOTPO GOG OYETIKA Le TO TOTE Ba KAveTe
TG EVEGELG GOG KOl Y10 TO povTePoV Tapakolohbnong e mopeiog Gog.

IIéc0o Usrenty mpémer va yopnyeitan
O ywpog oog o anopacicel méco Usrenty ypeldletal vo AAPeTe Kot Yot OGO StdoTnUa.

Evijlhkeg nhkiog 18 etov 1 dveo Yopioon 1 Yoprocu Apdpitida

e H ovvictopevn apyum d6om givar 45 mg Usrenty. Ot acBeveic mov Luyilovv mepiocdtepa and 100
yoypappa (kg) pmopet va Egkivioovy pe pua 66om tv 90 mg avti yuo 45 mg.

e Metd Vv apyn d6om, Ba mhpete v endpevn doom o€ 4 efdondadeg Kot petd kabe 12 efdopddes.
O1 emakolovBeg d0oe1s etvar cuvnBmg 1d1eg pe TV apyikn dooT).

e  No6ocog tov Crohn

o X dubpkewn g Bepoameiog, n Tpd d60m mepimov 6 mg/kg Usrenty Oa yopryn0et amd tov yratpd
c0G oTdyonVv g o eAEPa tov Bpayiovd cog (evoopAéPia £yyvon). Metd ) d6on Evapéng, Ba
AGPete v emopevn d6on Usrenty tov 90 mg petd omd 8 fdopddeg Kot otn cuveEyelo kKabe 12
ePOopadeg HECH EveDTG KAT® amd TO OEPLO («VTTOSOPIME).

o Xgopwopévoug acbevei, petd v mpmtn Eveon KAT® oo to dépua, ta 90 mg Usrenty pmopet va
yopnynBovv kdbe 8 gfdopadec. O yutpog cog B amopaciost tdte Bo Tpémet va AdPete TV
eMOLLEVT OGN GOLC.

Howwa kot Eenpor nkiog 6 etov | avo Yopioon

e O yuwrpdg B vroroyicel TV KATAAANAN SO0 Y10 £50G, CLUTEPIAALPOVOLEVIG TG TOCOTNTOG
(6yKx0v) Tov Usrenty mov Oa mpénet va evebel yia va dmaoel T ocwoth 60on. H cwot 86om yio £66¢
e€optdTol amd T0 COUATIKO GOG PAPOG KOTH TN YOpP1YNoN TG EKAGTOTE HOOTG.

e 'Eva guoAido tov 45 mg givar dtabéoo yia Todid mov yperdletar va Adfovy Atydtepo amd v
mAnpn 660 TV 45 mg.

o Edv Quyilete Mydtepo and 60 kg, n cuvietdpevn doon givar 0,75 mg tov Usrenty ava kg
COMOTIKOD BAPOVG.

e  Edav Quyilete 60 kg ¢m¢ 100 kg, n cuvictdpevn d6on eivon 45 mg Usrenty.

e  Edav Quyilete mvo amd 100 kg, | cuvictdpevn 66om givar 90 mg Usrenty.

e Metd v apykn d6o, 8o AdPete TNV endpevn d6om 4 eBOopadES apyOTEPT, KOl TN GLUVEXELN KAOE
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12 efdopddec.

I og yopnysitor To Usrenty

e  To Usrenty yopnysiton g £veon KATw amd 10 dEpa. («Lmodoplon). Ztnv évapén g Bepanciog cog,
UTOPEL TO 10TPIKO 1) VOGN AELTIKO TTPOCHOTIKO Vo YopnyNoel pe éveon to Usrenty.

e 061000, E0EIC KO O YIOTPOG OOG UTOPEL VO, OMOPUCICETE OTL UTOPEITE VoL KAVETE O1 10101 TNV évean
tov Usrenty otov €00t0 GoG. Xg vty TV mepintwon, fo ekmondevteite yio tov Tpomo mov Ha
Kkévete TNV éveon tov Usrenty 6tov £00td 00,

e T Tig 00Myieg Yo TO TG VoL KAVETE TNV €veon Tov Usrenty, BAEre «Odnyieg xoprynong» oto té€Aog
0VTOD TOV POAAOL OOMYIDV.

MUANOTE pE TOV YITPO GOC OV EYETE OTOLECONTOTE OMOPIEG GYETIKA LLE TN XOPYNON TNG EVECNC GTOV
€aVTO GOC.

Eav ypnoypononicete peyorivtepn 66on Usrenty amd tnv Kavovuk
Ed&v ypnowomnomooate 1 oag yopriynoav mapa modd Usrenty, WANGTE QUECHG LE Evay YaTpd 1)
@oppoakonold. No éyete mhvto to eEnTepkd Kovti Tov Papudiov pali cog, akoua Kt ov givot adeto.

Edv eydoete va ypnoipomomjcete to Usrenty
Edv Eexdoate o 00601, ETKOIVOVIGTE LE TOV YLOTPO 1 TOV QOPUAKOTOL0 GaG. Mnv tdpete StmAn
d0GN Y10 VO AVATANPOCETE TN d00T TOV EEYAGATE.

Edv ctapatioete va ypnoponoreite To Usrenty

Agyv gival emkivduvo va otopatnoete va yprolonoteite to Usrenty. 61000, E0V GTAWOTIGETE,
UTOPEL VO ETOVEUPAVIGTOVV TAL GUUTTAOUATE GOG.

Edv éxete meplocoTEPES EPOTNCEIS GYETIKA LE TN YPTOT QVTOV TOV GOPUAKOV, POTNOTE TOV YITPO N
TOV QUPHOKOTOLO GOG.

4. IMBavég avemOOuNTES EVEPYELES

Onmg 6A0 T0 PApHOKE, £TCL KL AVTO TO PAPUOKO UTOPEL VO TPOKOAESEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0V mapovctdlovial 6e OAOLE TOVS AVOPMTOLG.

YoPapég avemOOuNTES EVEPYELEG
Opiopévorl acBeveic umopel va €xovv cofapés avemBOHUNTES EVEPYEIEG TOL UTOPEL VAL XPELOGTOVY
enetyovca Bepamneio.

AlrepYIKEG aVTIOPAGELS — NTTOPEL VO YPELOGTOVV eneiyovoa Oepareio. Evpepdote Tov yiatpo
cag 1 avalnmioTte enciyovoa TPk Po10sia apécme dv TaPATPNGETE 0TOLOMTOTE O.TO TO.
ak0iov0a onpeia.

o OrooPopéc arrepyikég ovtidpacels («avapuiation) eival 6Tavieg 6Ta ATOUE TOV TOiPVOLY
Usrenty (unopei va enmpedoovv €og 1 ota 1.000 dropa). To onpeio mepirappdvouv:

SLOKOALD GTNV AVOTTVOT| 1) TNV KOTATOGON

YOUMAN apTNPLOKY TTieoT), Tov Umopel va TpokaAésel {ain

TPNEWLO GTO TPOCMTO, TO, XEIAT, TO GTOLA 1] TO ACLUO.

Ta ovyvd onpeio oAlepycng avtidpaong tephapfavovy deppatikd eEavinua Ko kvidwon (pmopet
va emnpedoovy €wg 1 ota 100 dropa).

Y€ OTAVIES TEPIMTTAGELS, TVEVUOVIKES UALEPYIKES AVTIOPAGELS KOL QAEYILOVI] TOV TTVEDIOVE £(OVV
ava@epBel o€ acbeveic mov Aappdavovv ovetekivoopapusy. Eviiuep®ote apéc®s ToV Y10TPO G6OG
€0V TUPOVOLAGETE CUUTTAONNTO OTMS B0, OVGTVOLH KOl TVPETO.

Edv gpopavicete coPapn ardepyikn aviidpaon, o YaTpog 6ag UTOpEL Vo, amopucicel OTL OV TPETEL VoL
ypnoomooete Eava to Usrenty.

AOPOEELS — nopel va, ypeLacTov enciyovsa Oepansio. Evnuep®ote apéomng Tov yiotpd oog £av
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TAPUTIPNCETE OTOLOONTOTE 0TO TO. KOAOVOG onpeio.

e Eivou ovyvég ot Aoydéerg tng pdTng 1 Tov Ao Kot T0 KO KpuoAdym o (UTopel va, ennpedcovy
¢mg 1 ota 10 dtopa)

o O iodéeic Tov Bdpaka dev etvor cuyveg (Umopel va emnpedoovy émg 1 ota 100 droper)

o Ot @leyloVvEG TOV 16TOD KAT® 0o TO SEPLA («iuTTOpiTidnn) dev eivan cuyvég (Umopel va
emnpedoovy €wg 1 ota 100 dropa)

o O épmng Lwomp (éva €idoc emmdduVoL e£avONLOTOG e PLGAAIDES) deV ivail GuYVOG (UTopEl va,
emnpedoet £o¢ 1 ota 100 dtopa)

To Usrenty pmopei va 6og KOTAGTHOEL AYOTEPO IKOVOVS VO KATATOAEUNGETE AotudEeic. Kdmoteg
Aoméelg o pmopovoay va yivouv coPapég kat pumopel vo tepthapupdvouy AoU®EELS TOL
TPOKOAOVVTAL 0O 100G, POKNTES, Paktpla (cupumepiiapfovopuévng e euUatioong), | Topactta,
SVUTEPIAOUPAVOLEV®Y AOUOEEDY TTOV KVUPImG Tapovstaloviol oe avOpmTovg e eEacbevnuévo
ovocomoNTIkd GVoTNHO (EVKoPLaKEG AOUDEELS). Evkatplokég AotUdEELS TOV EYKEPAAOV
(eykepaAitida, unviyyitida), TOV TVELLOVAOV Kol TOL 0QBaAuoD Exovv avapepbel og acbeveic Tov
Aappdvovv Bepameia e OVOTEKIVOVUAUTT).

[pénet va mpocéyete yio onueio Aoipwéng eved ypnoyonoteite To Usrenty. Avtd meptlopfdvouv:
TVPETO, CUUTTAOUATO TOL POALOVV LE YPImN, VOKTEPIVEG EQPLOPADCELS, ATOAELD BAPOVS
aicOnomn kémwong N Aaydviacua, Prixag Tov dev Tepva

Bepo, KOKKIVO dEPA TOL TOVAEL, ) ETMOVVO e£AVOT L0 GTO SEPUA PUE PLGOAIDES

aicOnua kavcov KoTd TV ovpnon

dbppota

OTTIKN dloTapayn 1 ATMOAELL OPACTIC

Ke@oAoLyia, avyevikn dvokopyio, evaictncio 6To ewg, vovtia 1 GOy Lo.

Evnuepmote apécme Tov ylotpd cog AV TapoTnpCETE OTOLOOMTOTE OO AVTA To, onpeio AoipmEng.
Avtd pmopel va gtvor onpeio AoudEemv, dnwg AOUOEEDY TOV BdpaKa, AOUOEE®Y TOV dEPLATOG,
épmmra {OoTpa, 1 EVKALPLOKES AOUDEELG TTOL Bal pmopovoay va Exovv coPapég EMMAOKES.
Evnuepmaote tov yotpd cag edv £xete 0To10dNTOTE 100G AOTU®ENC TOL dEV TEPVA 1| EMUVEPYETOL
ovveymec. O yTpdg oag Umopel va amopacicetl 0Tt dev Ba pénet va yproiponomoete Usrenty péypt
va tepdoet 1 Aoipwén. Eniong evnuepdote tov yrotpd oag Qv EXETE AVOIKTEG TANYEG 1] TPODLOTA,
kafdc pmopet va poivvBovv.

AToQOLIO®ON d£pROTOS — aOENON TNS EPUVOPOTNTAG KAL TNG ATOPOLIOMGTG TOV OEPUATOS OE
EKTETOPEV TTEPLOYT] TOV CONATOG EVOEYETAL VU EIVOL COPTTAORATA EPVOPOSdEPIIKIS YOpiaong 1
UTOPOMOMTIKIG OEPUATITIONG, OL 0TTOiEG sival coPapég deppaTonadsies. Oa mpémer va
EVILEPADGETE UPEGMS TOV YLUTPO GOS EAV TAPATNPTCETE OTOLAONTOTE OTO GVTA TA G UELC.

AlLrec avemOounTeg evépyeieg

Yoyvég avemBOunTeg evépyereg (Umopet va ennpedoovy éog 1 ota 10 dropa):
Awppora

Nowria

"Epetog

AicOnpo koTmong

AioOnpo Cong

IMovoképaiog

Dayovpa («Kkvnopoe»)

[T6vog ot péom, Tovg pog M Tig apBpmaoelg
Iovoiaipog

EpvOpotnta kot movog oto onpeio mov yiveral 1 éveon
Aolpumwén tov Tapappiviov KOAT®V

Oy ovyvég avemBopnteg evépyereg (Lmopei va emnpedoovy €mg 1 ata 100 dropa):
e Oodovtikég Aoméelg
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KoAmu) poknriacikn Aoipmén

KotaOioym

DOpaypévn 1 fovhopévn pot

Ayoppayio, pOAoTES, GKANPLUVOT, TPNELLO Kol @ayovpa kel 6o yiveTa 1 £veon.

AioOnpo advvapiog

[Mtdon Preedpov Kot YeALP®OT LO®Y 6T Hio TAELPA TOV TPOSMTOV (KTAUPAALCT) TPOCMTIKOD

vevpouy 1 «mapdivon Belly»), mov givar cuviBwg Topodikn

e Metafoln oty yopioon pe epuOpdTTo Ko VEES PIKPES, KITPIVEG 1) AEVKES PADKTOIVES, LEPIKEG
POPEC GLVOOEVOUEVEG ATt TVPETO (PAVKTAUVOING WYwpioon)

e  Amopioiwomn tov dépUaTOG (OTOPOAd®ON dEPLOTOC)

e Axpn

Yravieg avemOopnteg evépysieg (Lmopel va emnpedoovy £o¢ 1 ota 1.000 dropa)

e EpuOpotmra Kot amo@oAidmon Tov dEPUATOC G EKTETAUEVT TEPLOYT] TOV GMOTOG, 1| OTTOi0 UTOPEl
va Tapovotdalel payovpa 1 Tovo (amopordwTikn depuartitida). [lopopola coprtdpato
OVATTOCCOVTOL OPICUEVES POPEC MG PLGIKT LETOPOAT GTOV TOHTTO TV GLUTTOUATOV TNG YOPIaoNg
(epvBpodeppikn ywopioon)

o  Dlieypovi] LIKPOV OLOPOPOV ayYEi®V, 1] 0TTol0. UTOPEl va. 001 YN OEL GE depraTikd e&dvinua pe
LKPEG KOKKIVEG 1] LOP pOVOKAAEG, TVUPETO 1) TOVO OTIS 0pOpdoels (ayyeliTidn)

oAb omavieg avemOOunTEg evépyereg (Lmopel va ennpedoovy €mg 1 ota 10.000 dropa)

o Dovokdreg TOL dEPUATOC, O1 0TTOlEC UTOPEL VO glvat epLOPEC, KVNGUMOEIG KOl ETMOVVESG
(ITopupoivyddeg TEPPTYOEIDES).

o Agpuatikdg AVKoG 1] cHVOPOUO TPOCOUOLaLov e AVKO (epuBpd, EmNpuréEVO POoAdMIES EEAVON L0 e
TEPLOYEC TOL SEPHOTOC TTOV eKTIBEVTAL GTOV A0 TOAVAC Le TOVOLS OTIG aPpOPDTELS).

Ava@Qopd aveTOOUNTOV EVEPYELDV

Edv mapatnproete kdmola avemBOopuntn evépyela, EVUEPMOTE TOV Y1ATPO 1] TOV QOPLOKOTOLO GOGC.
A1 1oy0eL Ko Yo, kGO Tavi avemBountn evépyeila Tov OV AVAQEPETAL GTO TAPOV GVAAO 00N YLDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeing, Léow Tov Bvikond
GULOTNLOTOG OVAPOPAG TToL avaypdpetal oto [lapdptnua V. Méowo tng avapopds avembountmv
gvepyeElmV umopeite va fondnoete 6T GLALOYT TEPIGGOTEPWOV TANPOPOPLDV CYETIKE LLE TNV OCOAAELDL
TOV TOPOVTOG PAPUAKOL.

5. Iog va pvrhdooete To Usrenty

e  To @dpuaKo ovTd TPETEL VO, PLAACCETAL GE PEPT TTOV OgV TO PAETOVY Kot deV TO POAVOLY T ToUdIAL.
e  dvAdooete og Yoyeio (2°C-8°C). Mnv katoyOyeTe.

o  DVAGCGCETE TNV TPOYEUIGUEVT] GUPLYYA GTO EEDTEPIKO KOVTI Y10, VO, TPOCTATEVETOL OO TO PG,

e  Eebdcov anarteitar, pepovopéves mpoysuopéves cupryyeg Usrenty pmopotv emiong va

puAdocovtal og Beppokpacio dwpatiov Emg 30°C yo pio péylot pepovopévn tepiodo £wg 30
NUEPES, OTO aPYIKO KOLTL TPOKEWEVO VoL TPOGTATEVOVTAL 0td TO PmC. Kataypdyte tnv
nuepounvio KoTd TV omoio 1 TpoyeouéVN cvptyya Bynke amd To Wuyeio Yo TpdTN Gopd Kol TV
NUEPOUNVID ATOPPIYNG GTO YDPO OV TAPEYETOL 0TO £EDTEPIKO kouti. H nuepounvia amdpprymng
dev mpémet va, vepPaivel TV apytkn nuepopnvia AENe mov gival Tomouévn 61o KovTi. ATo T
oTLyHn ov pia cupryya £xet amodnkevtel o Oeppokpacio dwpatiov (€wg 30°C), dev Ba mpémet va
emavatonobeteitan ato Yyoyeio. Amoppiyte Tn cOpiyyo edv dev €xel ypnoponombei evtog 30
NUeEPOV omod TV amobfkevon o Beppokpacio Sopatiov 1 £0g TV apyki nuepopnvia Anéne,
Omo10 givo vopitepa.

e Mnv avakiveite Tig mpoyepucpéveg oOptyyeg Tov Usrenty. [apatetapévn dvvarty avoakivnon uropet
va TpoKoAEceL (Nl 6To PApUAKO.

Na pn ypNOUOTOLEITE AVTO TO PAPROKO:
e Metd v nuepounvio AMENC TOV OVOPEPETOL GTNV ETICNLLOVOT) KAl GTO KOLTI LIETA TNV

e  «AHEH». H nuepounvia AMéng etvar n) tedevtoio nUEPO TOL VO TOL OVAPEPETOL EKEL
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e Metd Vv nuepounvio amdppyng oL AVayPAPETOL GTO KOVTI, EPOGOV 0modnKkevTel o€
Oepuokpacio dopatiov, dnAadn Yo tepiocdtepeg and 30 nuépeg otovg 30°.

e Edv 10 vypo eivan amoypopaticpévo, Boro 1 av gival opatd dAla EEva copatiow To onoio
armpovvtol péca og avtd (Préne mapdypogo 6 «Epedvion tov Usrenty kon mepieyopeva g
GLGKELAGIOG).

e Edav yvopilete, 1 vouilete 611 pmopet va €xet extebel oe akpaieg Oeppokpoacieg (Ommg va £xel Kotd
AGBog katayvydei 1 Oeppavet).

e Edv 10 mpoiov &yet avaxvnOei duvotd.

e  To Usrenty givar piog yprioemg povo. [poidv mov dev £xet ypnoyromombel Kot mopapével ot
ocupyya pénel va amoppintetal. Mnv netdte @appoko 6To vEPO TNG OMOYETEVONG 1| GTO, OTKLOKEL
amoppipporta. PoTHoTe TOV QOPLOKOTOL0 GOG Y10 TO TAC VO, TETAEETE TO PAPLLOKE, TTOV OEV
ypnoonoteite ma. Avtd ta pétpa Ba fondncovy oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreydpeva TG 6VEKEVAGINS KOL AOWTES TANPOPOPIES

T wgpréyer o Usrenty

e H dpaotikn ovaia givar o ovotekvoopdumnn. Kébe mpoyepiouévn copryyo mepiéyel 45 mg
ovotekvovpaunn o€ 0,5 ml.

e Ta dAla cvotatikd eivor 1 L-otidivn,  povoidpoylmptkn povobdpikn L-1otidivn, 10
moAvcopPuco 80 (E433), n caxyapdln, vdpo&eidio tov vatpiov (pubuion tov pH), vdpoyiwpikd 0&H
(pvOon tov pH) kot 10 VOWP Yo EVESLULQ.

Ep@dvion tov Usrenty kon mepreyOpeva TG GUOKELUGIOG

To Usrenty givan éva dtawyéc, dypopo €mc oypokitpvo evéoipo didlvpa. Awatibetal o€ yapTivo Kovti
mov mepiéyet 1 epdmal d0om og yudivn Tpoyeucuévn ocvupryyo tov 1 ml. Kabe npoyepucpévn ocopryyo
mepEyel 45 mg ovotekvoopaunn o€ 0,5 ml evécsipov dtoddporog.

Kéroyog Adcrag Kukhogopiag

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

IpAavdia, D13 R20R

Hopackevaostig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

IpAavdia

"o omowadnToTe TANPOPOPIa GYETIKA LLE TO TAPOV POPLOKEVTIKO TPOIOV, TAPUKAAEISTE VO
anevBuvleite otov TomiKd avTupdsmmo Tov Katdyov g Adstoc Kukiopopiog:

Belgié/Belgique/Belgien Lietuva

Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
Tél/Tel: 0080008250910 Tel: 0080008250910

Bbuarapus Luxembourg/Luxemburg

Biosimilar Collaborations Ireland Limited Biosimilar Collaborations Ireland Limited
Ten: 0080008250910 Tél/Tel: 0080008250910

Ceska republika Magyarorszag

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel.: 0080008250910
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Danmark
Biocon Biologics Finland OY
TIf: 0080008250910

Deutschland
Biocon Biologics Germany GmbH
Tel: 0080008250910

Eesti
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

EALGda

Biocon Biologics Greece MONOITPOXQITH
ILK.E

TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvzpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Malta
Biosimilar Collaborations Ireland Limited
Tel.: 0080008250910

Nederland
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Norge
Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910

To map6v gOAL0 00N YLOV AP oNG avadempOnKe Y10 TEAEVTAIN POPE GTIC

Addeg TN YES TANPOPOPLOV

Aentouepeic TANPoPopies Yio To papuaKo avtd gival d1abéoipeg oto diktvakd Tomo Tov Evpomaikod

Opyavicpov @apudkwov: https:// www.ema.europa.eu/.

135



Odnyieg yopiynong

H Ewéva 1 dgiyver tdg givar 1 Tpoyspicpuévn copryya.

Mpw amoé tn xprion

Kepakr epporou

‘Epuporo

MepOyta mpootaciag Pehdvag

Napég daktuhwy —t

—

TwHa BeAovag
Metd ) xprion

Xpnotyomonpévn
Ke@aAn eppdlov

Xpnatpormotnpévog

NapdBupo TapakoholBnong KUAVEPOG alpLyyag
Eukéta kat nuepopnvia AjEng Zopa
Kohw&pag ohpuyyag (2wpa) Xpnotpomotnpévn

' Behova

Npootateutikd aopadeiag ferdvag

EAatpto acgaheiac Behovag EAatrpio aogaleiag

Xpnotpomotnpévng Bedvag
Ewéva 1

Odonyieg ywo ) yopfynon g éveong Usrenty.

v évapén g Bepamneiag, o emayyeipatiog vyeiog o cog Bondncet pe v TpdTN GOG EVEST).
Q61660, £08iC KAl 0 Y1ATPOS GO UTOPEL VO ATOPUCICETE OTL WTOPEITE VoL KAVETE 01 10101 TNV £VEST TOL
Usrenty 6tov £0010 60G. Av oupPel avtd, Oo ekmodevTeite Yo TOV TPOTO TOL YiveTal 1 £VECT] TOL
Usrenty.

MUANGTE LE TOV YI0TPO GOG OV EYETE OMOIECONTOTE UMOPIES GYETIKA [LE TN XOPNYNOT| TNG EVECTG OTOV

€0VTO GOC.

e Mnv avapuyvoete o Usrenty pe GAAa vYpd yio éveon

e  Mnv avakveite Ti mpoyeuopéveg ovupryyeg tov Usrenty. O Adyog ivor 6tL m duvot avakivion
umopel va mpokaréoel Nl 6To eApLoKo. M1 ¥p1GUYLOTOMGETE TO PAPUAKO edv £xel avaKvnOel
duvartd.

1. ELEYETE TOV 0p1ON6 TOV TPOYEMGUEVEOV GLPLYYAV KO TPOETOLUAGTE TU VAKG:

IIpogtoacia yiao tn ¥p1oN TG TPOYEUIGUEVNG COPLY YOS

e Byddte mv(t1c) mpoyepicpévn(eg) obpryya(eg) amd o yoyeio. AQNOTE TNV TPOYELGUEVT] GUPLYYQ
VoL LELVEL EKTOG KOVTIOV Y10, TEPITOV LUoT dpa. AvTo Ba emTpéyel 6TO VYPO Vo PTACEL GE ol
guybprot Beppokpacia yia v Eveon (Beprokpocio meptBdAiovtog). Mnv agatpeite To KAALLO
™G BEAOVNG TNG GUPTLYYAS EVD TNV APNVETE VO PTACEL o€ Beppoxpoacio meppdiiovtoc.

e Kpamote TNV TpoyeUIGHEVT] GUPLYYO OO TO CMU TNG CUPLYYOG UE TNV KAAVUHEVT BeAdvn va
delyvel Tpog Ta. TV

e Mnv Vv KpaTNoETE IO TNV KEPAAT TOV gUPOAOV, TO EUPOAO, TO TTEPVYIN TPOSTAUGING TNG PEAOVIG
M 10 KdAvppa TG BEAdVNC

e  Mnv tpafnéete mpog To Tio® 10 EUPOAO GE OTOLUONTOTE GTIYUN

o Mnv enyEPNOETE VO APOLPEGETE TO TPOSTOTELTIKO TNG PEAOVAG amd TNV TPOYEUIGHEVT] GOPLYYOL

o Mnv agaipéoete To KAAvppa g BEAOVNS amd TNV TPoyEUIGHEVT] GOpLyyo LEYPL VO Gog 000l 1
odnyia va o Kdvete

o E\éy&te mv(tic) mpoyepiopévn(eg) obpryya(eg) dote va PePatwbeite 6TL 0 0pBpog TV
TPOYELUGUEVOV GUPLYYDV KoL 1] TEPIEKTIKOTNTO EIVOL COOTN

e  Edvn 606on oag eivar 45 mg Oa mdpete pia mpoyepiopévn cvptyyo Usrenty tov 45 mg

e  Edvn d606on cag eivar 90 mg Ba ndpete 600 Tpoyepopéveg ovpryyes Usrenty tov 45 mg kot Oa
YPEWOTEL Vo KAVETE GTOV £0VTO Gag dV0 gvéaelc. EmiéEte 000 drapopetikég BEoel Yo auTég TIc
evéoelg (.. o éveon oto de€lo pnpo kot Ty GAAN éveon otov aplotepd UNnpod) Kot KAVETE TIC
€VECELG TN WOl OUECKOG UETE TNV OANT).

e TPOKELTOL Y10 TO COGTO PAPUOKO

e Jdev &xel mepdoet N nuepopnvia AEng tov
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e 1 TPOYEUIGUEVT GUPLYYa OEV EIVOL KOTEGTPOUUEVT

® 70 OLGAVUO GTNV TPOYEMGUEVT] GUPLYYQ EIvaLl SLOVYES, AYPOUO MG MYPOKITPIVO

® 70 OLGAVUO GTIV TPOYEMGUEVT] GUPLYYQ JEV EVUL OTOYPOUATIOUEVO 1) BOAO Kot Oev TTEPIEYEL
omowadnmote EEVO, OUOTIOW

® 70 O1GAVUO OTNV TPOYEMGUEVT] GUPTYYQ JEV EVOL TAYDUEVO.

o YUYKEVIPDOOTE OAO OCQ YPEIALECTE KOl UMAMGTE TO. G LU0, KOAG QOTIGUEVT], KaBapr Kot ETITEDT
EMPAVELD. L€ AVTA TEPIAAUPAVOVTOL OVTIONTTUKG OVTIAGKLOL, Eval KoppdTt Bopfdnct 1 yala ko
€VOg TEPIEKTNG OLYUNP DV OVTIKEIUEV®V.

ITinpogopieg amodNKkevoNG

O poyeucpéveg ovptyyeg Usrenty mpémet va dtatnpovvtat oto yoyeio otovg 2 °C €wg 8 °C (36 °F

£€w¢ 46 °F) 010 apykd KouTi yio vo TpooTaTENOVTOL ATd TO MG UEXPL TN GTIYUN TNG XPNIONG.

e Mnv Katonyvyete. Mnv avakiveite.

e  Edv eivor omopaitnto, o1 LEHOVOUEVEC TPOYELGUEVEG GUPLYYEC UTTOPOVV VO, 0oBnKevTOHY G
Beppoxpacio dopatiov £mg 30 °C (86 °F) ya péyiom eviaia mepiodo £mg 30 nuépeg 6To apyikd
KOVTI Y10 TPOGTAGIO OO TO POC.

e Mo o oOptyyo amobnkevtel oe Bepokpacion dMUTION, dEV TPEMEL VA EMLOTPEPEL GTO YUYEIO.

e Amoppiyte 1 ovpryya €dv dev ypnoiponombel evrog 30 nuepmv o Beprokpacio dSopatiov

JVYKEVTPAOOTE TIC TPOUN0eLeg
2VYKEVTPOOTE OMA 000 YPELILESTE KOl AMTADGTE T, € L0 KOAG QOTIGUEVT], KalBopT| Kot ETimedn
emedvela. Xe ovtd Teptlappdvovrol

OVTIGNAITIKG LLOVTNAGKLOL,

o purdda Bappaxt i yalo,

Kot Vol 00YELD Y1 oYU PA OVTIKEIIEVL

™ ovvTayoypaovuevn 60om g éveong Usrenty (BA. Ewova 2)

R &, [H]%ﬁ——

AYTOKOAAHTOE ANTIZHMTIKA MMAAEZ BAMBAKIOY — MPOFEMIEMENH EYPITTA YESINTEK AOXEIO ANOPPIWHE
EMIAEIMOE ~ MANTHAAKIA H ENIOEMATA FAZAZ AIXMHPON ANTIKEIMENQN

Ewéva 2
2. EmiéEte kon TpoeTopndote T 0éon TG éveonc:

Emié&re ) Béom éveong (BA. Ewova 3)

e  To Usrenty yopnyeitot e £veon kdtw amd v emdeppion (LTOdOPN)

o KoAég meployég yo v éveon givar o Gve punpog M yopm oo TV KOG (KOIMoKN YOpa.),
TOVAGYIOTOV 5 cm HOKPLYL OO TOV OUPOAO (ALPIAD)

o  Edv etvon duvatd, punv ypnoILOTONGETE TEPLOYES TNG EMOEPUIOOS TTOV TOPOLGLALOVY oMuein
yopiaong

e  Edv mpoxetral va cag fondnoet KAmolog, Kavovtag cog Tnv £veot), TOTE avTodg 1 avth Oa propovce
va emAéEel mg BEom Yo v éveon To Gve pEPOG Tov Ppayiova
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Ewoéva 3

*O1 ePLOYEG e UITAE PO ELVOL TOL GUVICTOUEVO ONUEID EVESTC.

[Ipoetopdote ) Béon éveong

EniéEte o kahd poTiopévn, kabapr|, exinedn empaveld Epyaciog.

[M\ovete ta yépra 6a,g TOAD KOAG PE GOTOOVL Kot {EoTO VEPO.

KaoBapiote 10 6éppa ot Béomn Eveong e Eva avTIoNTTIKO PAVTIAAKL

Mnyv ayyi&ete Tnv meployn ovt Eava TPy KAVETE TV £veot). APNGTE TO OEPLLO. GOG VO GTEYVMGEL
TPV Ao TNV EVEON.

Aopaipéote 10 S10KO Le TN TPOYELGHEVT GVPLYYOS OO TO KOVTI

Avoi&te to dioko apalpdvTog To kdAvppa. Kpatfote o mpostateuticd aceaieiog tng ferdvag
(6mwc paivetol oty €1KOVA 4) Y10, VO APULPECETE TNV TPOYEUIOUEVT cVPLYYA Ao TOV SioKO

Mdoe edw
Ewova 4
Kpatiote v mpoyeusuévn cupryya Le TV KaALUUEVT BeEAdva Tpog Ta AV,
AgmpéoTte 10 KGlvppa g perovng (PA. Exkova 5):
To kdAvppo TG PELOVNG OV TPETEL VO APULPEITOL LLEYPL VO EIGTE ETOLLOL VOL KAVETE TNV £VEGT TNG
doomg

ITapte TV TpoyeGUEVT GVPLYYQ, KPATHOTE TO GO0 TG CUPLYYOS LE TO Eva Pt
Tpapr&re to KGAvppo g BeAdVNS pe pia Kivinon mpog ta éEm kot metdéte to. Mnv ayyilete to

éuPoro evd To KAVETE QLTO

Ewoéva 5

Mrmopel vo, mapatnpioeTe pio QUCUAIdO AEP OTNV TPOYEHGUEVT] GUPLYYQ 1 pid GTaydVa VYPO
otV dxpn g Perdvne. Kat ta d0o autd givar puotohoyikd Kot dev ypetdletot va, apaipebovy
Mnv ayyiéete tn BeAdvo KoL Uy TNV AQPTOETE VO, OKOVUTNCEL GE KOO ETLPAVELDL

Mn ¥pNOOTOWCETE TV TPOYEUICUEVT CUPLYYQ AV GOC TEGEL YMPIC TO KAAVLLO TG BEAOVNC 0T
0¢om tov. Av cupPel awTd, TOPAKAAOVLE EMKOVMOVIGTE LE TOV YIOTPO 1] TOV POPUAKOTOL0 GO,
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o Kavte éveon pe ™ 0601 0poD apUIPECETE TO KAADLUO TNG BEAGVIG.
4. Kévte éveon pe 1 0601

e KpotmnoTte TNV TPOYELUGHEVT] GUPLYYA LLE TO £Va YEPL AVALESH GTO LEGO KOl TO OETKTY) Kot
TOTODETHOTE TOV AVTIXEPO GTIV KOPLOT| TNG KEPOANG TOV EUPOAOL Ko XPTCUYLOTOIGTE TO AAAO

YEPL Y10 VOL TOUTNGETE OTOAA TV KaBoplopévn emdepuido avapesn GTOV OvTiElpa Kot TO OIKT

o0C.

e  Mnv v mélete opryta

o Mnv tpafnéete mpog To o 10 EUPOAO GE OTOLUONTOTE GTIYLN

e  Mze pio povadikn kot ypriyopn Kivinon, lcdyete ) felova péca 6to dépua 660 Pabid pmopet va
umet (BA. Ewdva. 6)

Ewova 6

Kdavte v éveon pe 610 1o pdppoko mElovtog to EpPoro uéypt va Ppebdei n kepain tov pforov
TEAEIMG OVALESO GTO TTEPVYLO. TPOCTATEVTIKOV TNG PeAdvng (BA. Ewcova 7)

Mreplyia Mpooraciag BeAdvag

Ewova 7

Orav to éuporo éxel meotel TOG0 0G0 UTOPEL VO TPOYMPTGEL, GUVEYIOTE VAL OOKEITE TiEoN oTNV
KEQOAN TOV gUPOLOL, BydAte T Peddva kat apiote To dépua (PA. Eucova 8)

Ewoéva 8

Bydite apyd tov avtiyelpd cog amd v KePaAr Tov EUPOAOV MOTE VO APNOETE TNV GO0 GVPLYYQ VL

KvnOei Tpog Ta TAVE, PEYPL Vo KaAv@Bel OAN 1 BeAOVT 0td TO TPOSTATEVTIKO TG PEAOVG, OTWC
oaivetal otnv Ewova 9:
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Ewoéva 9

5. Metd Vv éveon:

o ITiéote éva avTionTTIKO HOVTIAGKL TTOV® Ao T 0Eom TG £veong Yo Alyo OEVTEPOAENTA LETA TV
éveon.

e  Mmopel va vrdpéet pikpn TocoTNTo AiaTog 1) VYPOV 6N BEon TNg £veong. Avtd eival
(PVGLOAOYIKO.

e  Mnopeite va miéoete éva koppdrt Pappdi 1 pia yala mave arnd tn 0o g veong kot va 1o
Kkpotoete yio 10 devtepoOrenta.

e Mnv 1pifete T0 déppa oTN BEOT TNG Eveons. Mmopeite va kaAvwyeTe T BEom e Eveonc Ue Eva
WKPO OVTOKOAANTO EMIOEGHO, OV EIVOL OTOPAITNTO.

Amoppuyn:

o OLypNOYOTONUEVEG GUPLYYEG TTPEMEL VO TOTOBETOVVTOL GE VOV AVOEKTIKO GTO TPLITALLOTOL
TEPLEKTT], OTMG EVay TEPLEKTN Yo ayunpd avtikeipeva, (PA. Ewdva, 10). [Toté unv ypnoyonomcete
Eava v id1a cVPLYYO, Y10 TN OIKT GOG AGQAAELN KoL DYELD KOL Y10 TNV ACPAAELL TOV GAA®V.
Amoppiyte TOVG TEPIEKTES Y10, ALY UNPA OVTIKEILEVO COLPOVA LE TIG KATE TOTOVG 103 V0VGESG
OYETIKEC SLOTAEELG

o Ta avtionmrikd emBépota Kot GAAN VITOAEILLOTO LTOPOVV VO AoppLPBoVV 6T, ATOPPIUHOTA COG.

B10/OTTKOE KINSYNOL

Ewova 10

Koataokgvdletor and:

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

Iphavdia

Awtifgton 6T0 EumoOPLO OTTO:
Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,
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Baldoyle Industrial Estate,
Dublin 13, DUBLIN
Iphavdia, D13 R20R
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®VYALo 00OV yp1ong: [Iinpogopisg Yia Tov ypioTn

Usrenty 90 mg gvéoipo o1dAvpa o€ TPpoyspiopévny cOPLyyd,
OVGTEKIVOULALTY

\ 4 To @dppoko ovTd TEAEL LITO CLUTANPOUOTIKY TOPAKOAOVONGN. AvTd Ba emiTpéyet Tov
YPYOPO TPOGOOPIoUO VEDV TANPOPOPLOY acpdAcloc. Mropeite va fondnoete péow e avagopdg
TOAvVAOV avemBOUNTOV EVEPYEIDY OV EVOEYOUEVDS Tapovatalete. BA. Télog g mapaypdpov 4 yia
TOV TPOTO OVOPOPAS AVETIOOUNTOV EVEPYELDV.

AP aoTte TPOGEKTIKG OLOKANPO TO GUAAO 0ONYLAOV PGS TPLY UPYICETE VA Y PN CLUOTOLEITE A VTO
T0 QApRoKo, H16TL TEPLAPPAVEL ONUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 TO PUALO 00N YOV £XEL YPUPTEL Y10. TO TPOS®TO OV Aappaverl To edppaoko. Edv gicte 0
yovéag 1 povTioTiig 0 omoiog Ba daogl Usrenty og éva moudi, mapakareiote 6mmg owupaocere
TPOGEKTIKA QVTEG TIS TANPOPOPIES.

o  OvAdEte avTd TO EUAAO 0N YDV YpNoNG. Towg ypelaotel va 1o dwuPdoste Eavda.

o Edav éyete mepatépm amopiec, pOTAOTE TOV Y1OTPO 1) TOV QOPLOKOTOLO GOG.

e H ovvtayn ywo avtd to @ApUaKO YopnyRONKE amOKAEIOTIKA Y10 600G AEV TPETEL VO, ODGETE TO
@approko og dGALovG. Mmopel va Tovg TpokoAEGEL PAAPT], OKOMO KOt OTOV TO GUUTTMLOTO, TNG
ac0Eveldg Tovg gival idla pe ta Sk Gog.

o  Edv mapotnproete Kamowo avemBOunTn VEPYELL, EVILEPMDGTE TOV YIATPO 1] TOV POPLOKOTOLO
G0c. AVt 1oybEL Kot Yo KABe mhovn avemBOunTn vEPYELD TOL OV AVOPEPETOL GTO TAPOV
@OALO 0ONYLDV Ypiong. BAéme mapdypago 4.

Tuvagpiéyer 10 Tapov POALO 0ONYIOV:

Tt eivon To Usrenty Kot oo €ivae n ypron tov

Timpénel va yvaopilete Tpv ypnoyonomoete to Usrenty
[log vo ypnowonomcete o Usrenty

[TBavég avemBOuNTEG EVEPYELEG

[Tog va puAdooete to Usrenty

[epieydpeva g GLOKEVAGING KO AOUTES TANPOPOPIEg

AN S e

1 Tuieivor to Usrenty kot oo givan 1) yp1jon Tov

T givon 1o Usrenty

To Usrenty mepiéyel T SpacTIKH 0VGI0 KOVGTEKIVOVHAUTTY, EVO LOVOKAWMVIKO avTicoua. Tao
LOVOKAMVIKY OVTICOUATO, VoL TPOTEIVEG TOL AvayvOPILovV Kot GUVOEOVTOL EIOIKA [LE OPIGLEVEG
TPMTEIVES GTOV OPYOVIGUO.

To Usrenty avikel o€ pio opado gopuaKmy 1ov ovopaloviol «0VOGOKOTOGTUATIKA». AVTA TO. POPLLOKOL
dpovv eEachevdvtog LEPOG TOV AVOGOTOTIKOD GUGTILOTOG.

Iowa givar n xp1on Tov Usrenty

To Usrenty ypno1HOTOLEITOL Y10 TNV AVTLUETOTION TOV 0KOLOVOOV PAEYLOVOOIDV VOGM®V:
o  Yopiaon kotd TAdKaG - o eVIiiAMKEG Ko Tad1d NAkiog 6 ETOV Kot v

o  Yopaown apbpitida - o€ evijhkeg

e Métpra émc coPapr vocog tov Crohn - 6g evijhikeg

Yopiaon katd TAdKag
H yopioon kotd mAakag givol pio deppatikny tadnon n onoio mpokaAel pAeypovn Tov ennpedletl To
déppa ko o voyo. To Usrenty Ba peidoet T gAeypovi kot dAla onpeio tng acbévetog.

To Usrenty ypnoiponoteital o eviihikeg pe pEtpio £0g cofapn yopioot Katd TAGKASG, TOV OV
UTOpoHV VoL ¥PNCLOTOM GOV KUKAOGTOPivN, uebotpeldtn 1 eotobepaneia, 1| 6€ mepinT®OT TOV
ovTéG 01 Bepoameiec dev glyav amoTELEGLOL.
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To Usrenty ypnoiponoteital o€ moidid kot eprfouvg nikiog 6 eTdv Kol Gve e HETPLO. EOG GoPapn
yoploon Katd TAdKag, To oroia dgv uropov va avexfodv m pwtobepaneia 1 AAAES GLOTNUATIKEG
Oepameieg ) 0TV 01 Bepameieg avTEG OV ElyavV AMOTEAEGLA.

Yopracwi] apOpitidn

H yoprocikn apbpitida gival pio pAeyHovmong vOGog TV apBpmdoemy, Tov cuviBmg cuvodehETAL 0T
yopiaon. Edv éxete evepyn yvoplacikn apbpitida Ba cag d08ovv mpdta dAla edppaka. Edv dev
avTOTOKPOEITE APKETA KOAG GE aVTA TO PApUOKe, pUropel vo oag xopnynOel to Usrenty dote va:

e  Meuwnoet Ta onpeio Kot To GUUTTONATA TG VOGOL GOG.

e Beltidoel T copatikn 6og AEITOVPYIKOTNTO.

o  Emppadover m BAAPT oTig apbpdoelg cog.

Noéoog Tov Crohn

H v660g Tov Crohn givan pio pAeypovmong vocog tov eviépov. Edv €xete voco tov Crohn, Oa cag
50000V mpadTa dAla edppaxa. Edv dev avtamoxpifeite apketd kald 1 edv Exete dvoaveéio og avtd To
oapuoka, propel va cag d6o0el Usrenty yia Tn peimon TV oNUEI®V Kol CUUTTOUATOV THG VOGOV GaG.

2. T péner va yvopilete apv ypnoporonjocete to Usrenty

Mnyv gpnoiponomosete 7o Usrenty

o Y& mepinT®oT 0AAEPYINS GTO OVGTEKIVOVRANUT 1| GE OTOLOONTOTE AALO OO TO. GUGTOTIKG,
oVTOD TOV PUPLAKOL (AVAPEPOVTAL GTNV TOPAYPOUPO 6).

o Eav &xete gvepyn AoipmEN mov o Y1atpdg G0¢ TIGTEVEL OTL EIVOL CTLOVTIKT.

Edv dev giote olyovupot av 16Y0EL 0TO100MTOTE GO TO TOPATAV® Y10 EGAG, WMANGTE UE TOV YIOTPO 1| TOV
(POPUOKOTOL0 Gag TPV ypnoyomomoste o Usrenty.

Ipogidonomoeig Kol TpoPUAGEELG

AmevBuvleite otov YoTpd 1) TOV PUPHOKOTOW0 GaG TPV ¥pnoomomoete o Usrenty. O yiotpdc cog
Ba eréyEel mOGo Kold elote mpwv amd kdbe Bepaneio. Befawmbeite 6T1 evnuepdoate TOV Y0Tpd GOG Yo
omoladnTote acfévetln mapovsialete mpv amd kabe Oepaneia. Emione evnuepmdote tov yiatpd cog edv
€xete €pbel TPOGPATA GE EMAPT |LE OTOLOONTOTE GTOUO TTOV UTOPEL Vo EYEL upatioon. O ylutpdg cag
Oa cog egetaoet Yo pupatioon kot Ba Tpaypotonooet pia eEETaom Yo va Ogt Qv £(ETE PUUOTIOON
npwv mapete to Usrenty. EGv o ylotpdc 6oc miotevet 0Tt Slatpéyete Kivouvo puuatioong, Lropet vo
oag yopnynOei Oepameia yio TNV AVTIUETOTION TNC.

Ipocééte Yo coPapéc avemBOUNTES EVEPYELEG

To Usrenty pumopel va mpokarécel coPapéc avemiBounteg evépyelec, COUTEPILOUPAVOUEVDV
aAdepyik@v avtidpdoewv Kot Aopnatemv. [pénel va mpocéyete yio optopéva onpeio 1] GOUTTOUATA
aoBévelng evod maipvete to Usrenty. BAEme «ZoPapég avemBountec evEpyeles» otnyv mopdypao 4 yio
AN PN KOTAAOYO QLTOV TOV AVETIOOUNTOV EVEPYELDV.

Hpw va ypnoponomjcete To Usrenty eviipep@oTe TOV Y10.TPO GOG:

e Eav ciyore moté ahrepywkn avtidpaon oto Usrenty. Potiote tov yatpd cog av dev giote
BéParot.

o Eav giyote moté omorovonmote TOTO KOPKIVOL — ENELON TAL OVOCOKOTAGTOATIKG OTT®G To Usrenty
e€acbevolv PEPOC TOL AVOCOTOMTIKOD GUGTAUATOS. AvTd pmopel vo avénoel tov kivouvo yia
Kapkivo.

o Eav éyxete Laper Ogpancia yro v yopiaon pe drio froloyikd oappoka (éva @appoxo wov
mapdayetTon 0o pia oveio froroyikig Tpoéievong Kot cuviBmg yopnysiton pe éveon) — o
kivduvog yia kapkivo pmopet va etvar vynAotepog.

o Eav éyxete N giyote mpéooata hoipmin.

o  Eav éyete véeg | petaPairopeves BraPeg péoa oTic mEPLoyEg TOL TAGYKOVY ad Ympioon 1| 6To
(PLGLOAOYIKO JEPLAL.

e Eav maipvetre kdmown aAin Oepancio yio Ty yopicon kovn ™y yopractkl apdpitida —
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OIS KATO10 GALO 0VOCOKATUCTOATIKO 1 pmTobepameia (6TaV TO COUN GG VTOPAAAETAL O
Bepamneia e éva gidog vrepr@dous (UV) pmtdc). Avtég ot Bepaneieg pumopovv emiong va
eEacBeviioovy LEPOG TOV OVOGOTOMTIKOD GO GVoTHHOTOC. H Tantdypovn yprion oavtdv TV
Oepameimv pe to Usrenty dev €xet pedetnfel. Qotdco givar mbavo vo avénoet Ty mboavotnta
acBevelmv mov oyetiloviot pe 0oOEVESTEPO AVOGOTONTIKO GUGTN L.

o Eav hapPavere 1] hapate 6to mapehBov evéseic yia ) Ogpameio ariepyri®dv — dev etval yvooTto
edv to Usrenty umopet v T1g ennpedoel.

e  Eavn nhkio cog gival Gvo Tov 65 eT@v — pnopel va gival mo mbavo va mdhete AoumEerc.

Edv dev giote olyovpot av 1oy0EL 0TO100NTOTE OO T TOPATAV® Y10 EGAS, WANOTE e TOV Y1Tpd 1) TOV
QOPUOKOTOL0 oG TPV ypnotpomoiicete to Usrenty.

Opiopévol acBeveic mapovoiacav avidpacels TPocoUo1alovoeg e AVK0, GUUTEPILOUBAVOUEVOL
depLOTIKOD AVKOV 1] GLVIPOLOL TPOGOUOLALOVTOG [LE AVKO KatTd T didpkela g Oepaneiog pe
ovotekvovpaunn. Evnuepmote apéosmg tov yiatpd cog edv epeavicete £va epubpo, ennpuévo,
POMOMOES EEAVON IO LEPTKES POPES LLE TILO GKOVPO TEPTYPULLLO, GE TEPLOYES TOV OEPLATOG TOV
extifevtal 6Tov A0 N e TOVOVG OTIS 0pHPDOOELC.

Kopowkn tpocfoii] Kot oyyelokd £YKEQUAKE ETELGOOL0,

Kopdiokn TpocsPoin Kot ayyelakd eyKeEPAAIKA enelicodia Exovv toapatnpndel og pio perétn og
aoBeveic pe yopiaon mov EhaPav Oeponeio pe Usrenty. O yiatpdg cag Bo eAEYYEL TOKTIKA TOVG
TAPAYOVTES KIVODVOL GOG Y10 KOPOLOKT] VOGO KOt Oy YELOKO EYKEPUMKO EMEIGOO10 TPOKEUEVOL VO
droporilet 6Tt avtipeTomilovtol KatdAAnia. Avaintiote apécng wTpikn fondela edv TopovcliceTe
novo 610 6TNhoG, aduvapia 1 Un puoloroyikn aicOnon ot o TAELPE TOL CAONATOG GAG, TAPAAVCT
TPOCMIOV, 1 AVOUOAEC 6TOV AOYO 1) TNV OpaoT).

Hoowd ko Epnpor

To Usrenty dev cuviotdral yio yp1on o€ Todld KATo TV 6 ETdV Le Yopiaon N Yo xprion o€ Todid
KéTo Tov 18 €1V e yoplacsikn apbpitida, voco tov Crohn eneidn dev Exet peletn el og avtn) v
NAMKLKTY Opada.

Alro pappoka, eppoéria kot Usrenty

Evnuepmote tov yuotpd 1 Tov @appokomold cog:

e  Edv maipvete, £ete TpoOcOATO TAPEL N} LWTOPEL VO TAPETE AAAL PAPLLOKOL.

e  Edv kavote mpoécpata 1| mpoketton va kavete epuPforto. Opiopévol tomot epforiov (euforia
{OVTOV PIKPOOPYOVICU®OV) deV TPETEL VAL YOPTYOLVTAL EVG Ypnotponoteite To Usrenty.

e  Edv AdPate Usrenty evoom o0cTAV £YKLOG, EVIUEPDGTE TOV YIATPO TOV LOPOD GG GYETIKA LE
) Bgpaneia cag pe 1o Usrenty mpv 10 popo cog AdPel onotodnmote euforio,
ovumeptloppavouévev tov (dvtwv euforiov, dnwg sivat to epfdio BCG (mov ypnoipomoteital
Yo TNV TPOANYM TG eupationong). Ta (dvta eufoiio dev GLVIGTOVTOL Y10 TO LOPO GOG KOTH
TOVG TPATOVG ODOEKA UNVES LETA TN YEVVNoT edv AdPate Usrenty katd tn Sidpkeia tng
EYKVHOOVVNG, EKTOG €4V O Y1ATPOG TOV LOPOVL GO GLGTNGEL KATL SL0POPETIKS.

Kvonon ka1 Onlaocpog

o  Edv eiote éykvog, vopilete 611 pmopei va giote £yKvog 1 oYeALETE VO OMOKTNGETE TOdL,
{ntote T GLUPOVAT TOL YLITPOD GOG TPV TAPETE AVTO TO PAPLLAKO.

o Agv éyel mapoatnpndel vYNAOTEPOC KIVOLVOG YEVETIKOV OVOUOMDY GE LOPA TOL EKTEONKAY
evoopuntpla oto Usrenty. Qotdc0, vapyel meploptopévn eumeipio pe 1o Usrenty o€ €yKveg
yovaikes. Emopévac, eivon mpotiuntéo va amoeevyetor 1 ypfion tov Usrenty 6tnv €yKupocuvn.

e  Edv giote yuvaixka og avamapoywykn nAkio, cUVIGTATOL VO, amoQOYETE VO LEVETE £YKLOG Kot
TPETEL VO YPT|CLUOTOLEITE OUMOTELECUATIKY AVTIGOAAN YT EVOC® Ypnoiponoteite To Usrenty kot
v tovAdytotov 15 gfdopddeg petd v tehevtaia Bepaneio pe Usrenty.

e  To Usrenty pumopel va mepdcet pEca omd Tov TAAKOVVTO KOl VoL OTAGEL GTO ayEvvnTo Lopo. Eqv
MiPate Usrenty xatd tn StpKe TG EYKVHOGUVNG GG, TO LOPO GG UTOPEL VoL StaTpExet
UEYOADTEPO KIVOLVO Vi TNV EUPAVIOT AOTH®ENC.

e  Eivot onuovTiKo va eVIUEPMOETE TOVE YIOTPOVG TOV LMPOV GOG KO TOVG GAAOVG ETAYYEALOTIEG
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vyeiog ebv AdPate Usrenty katd Tn S14pKELN TNG EYKLUOGVVIG GOG, TPV TO LOPO AdPeL
omotodnmote euPorto. Ta Lovra epPfoia 6mwg givar to epforio BCG (mov ypnoiponoteitan yo
™V TPOANYT TG PLHOTIOGCTC) OEV GLUVIGTMOVTOL Y10 TO LMPO GG KOTO TOVG TPDTOVS dDIEKN
Uveg Petd T yévvnon edv Aapate Usrenty Kotd tn S1GpKELD TNG EYKVUOGVVIG, EKTOG EAV O
YTpOG TOL LOPOD GAG CVGTNOEL KATL dLUPOPETIKO.

e  To 0VOTEKIVOLUAUTN UTOPEL VO TEPAGEL GTO PUNTPIKO YAAX GE TOAD PKPEG TOGHTNTEG,.
Evnuepmote tov yatpd cog edv Onhalete 1 oyedialete va Oniacete. Eceig kot o yotpog cog 0o
pEmeL va amopacioete av Ba mpénel va Inidacete N av Ba ypnoipomomcete to Usrenty — pnv
KAVETE KOt T0 dVO TOVTOYPOVO.

001N oM Kol LEPLopog pnyovnpdTomy
To Usrenty dev £xet kapio 1 £yl AoLOVTN EXTIOPAOT GTNV IKAVOTNTO 001 YNONG KOl XEIPIGLOD

UnyovnLaTmy.

To Usrenty wepiéyel molvoopPuké 80 (E433)

Avtd 10 pappoxo mepiéyet 0,04 mg noivcopPucod 80 (E 433) oe kdbe 90 mg/1mL PFS, 1o onolo
tcodvvapet pe 0,04 mg/ml (0,0004 mg/kgmuépa). Ta morlvcopPikd pmopel va TpoKarEGOVY
OAAEPYIKES avTIOpAoELS. Evnpepdote Tov ylotpo oag 6V £xeTe 1 TO TOdT GOG £XEL OTOIEGONTOTE
YVOGTEG aAlEPYiES.

3. Iog va gpnorpononjoete To Usrenty

To Usrenty evdeikvotat yia ypriorn vo v Kkabodynon kot v enifreym yatpo pe eumeipio otnyv
OVTILETATION TOV KATAGTACE®V Yia TIG omoieg Tpoopiletarl To Usrenty.

[Tavtote vo ypnoomoteite To PAPULAKO AVTO QVGTNPA GOUPOVA LE TIS 0dNYieg Tov Yatpod cac. Edv
€xete auEPoAriec, pmTNOTE TOV YOTPO GOG. MIMNGTE LE TOV Y1UTPO GOg GYETIKA e TO ToTE Bl KAVETE
TIG EVEGELG GOG KOl Y10, TO povTEROV TapaKoAovONGNG TNE TopEing GaG.

IIéc0 Usrenty yopnyeiton
O ywtpdg cog o amopacicel oco Usrenty ypetdletol va AAPETE KOt Y10 TOGO OLAGTNUL.

Evijlikeg nhkiog 18 etdv 1] dvo Yopiacn 1 Yoprocikny Apdpitida

e H ovvietdpevn apyikn d6on eivar 45 mg Usrenty. Ot acBeveig mov uyilouv nepiocdtepa amd
100 yaoypappa (kg) pwmopet va Eekiviijcouv pe pia 06omn tov 90 mg avti yio 45 mg.

e Mertd Vv apykn 06om, Ba whpete TV endpevn 6o o€ 4 efdopdoeg Kot PeTd kébe 12
gfdopdodeg. Ot emakodlovbeg 600e1g eivar cuvnBwG 1d1eC e TNV apykn S6o).

e  Noocog tov Crohn

e X1 didpkela g Oepoameiog, 1 Tpmtn 660 mepinov 6 mg/kg Usrenty Oa yopnynbei amd tov
ywzpd 6og 6TaydnV og pia AERa Tov Bpayiova cag (evooeiéPia Eyyvon). Metd T d6on
évapéng, Oa AdPete v enduevn d6om Usrenty tov 90 mg petd amd 8 efoopndades kot ot
ocuvéyeln Kabe 12 gfdopadec LEcm Eveong KAT® omd 10 dEpUa («VTOJoPIMT»).

o Y& oplopévoug aobevelg, HETA TNV TPAOTN £veoT KAT® omd To déppa, To. 90 mg Usrenty umopei va
yopnynBovv kabe 8 gfdopadec. O yotpog cag Oa anopacicel mote O Tpémel va AaPete v
EMOLEVT OOCT GG,

Howwa kon Eenpor nikiog 6 etov | avo Yopioon

e O yatpdg Ba vroAoyicel TV KATAAANAN dOON Yo €6GG, CLUTEPIAAUPAVOUEVTG TG TOGOTNTOG
(6yxov) Tov Usrenty mov Ba mpénet va evebel yio va ddoel T cwotn d6on. H cmwot d6on vy
€06G eEapTdTol amd T0 COUOTIKO 6ag BAPOg KATE TN YOpnYN o TG EKAGTOTE OOGNG,.

e 'Eva @loAido tov 45 mg ivar 6100éc1p0 yro tandid wov yperaletor va AdBovy Aydtepo amd v
Tpn 060 TV 45 mg.

o  Edv Quyilete Myotepo and 60 kg, n cuvietodpevn d6on eivan 0,75 mg tov Usrenty ava kg
COUATIKOV Bapovg.

o  Edv Quyilete 60 kg é¢mg 100 kg, n ocuviotdpevn d6on eivan 45 mg Usrenty.
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e  Edv Quyilete mavm amd 100 kg, n cuvictdpevn doon givar 90 mg Usrenty.
e Metd v apykn d6cm, 0o Aapete tnv enoduevn 06om 4 eBGouddeg apydTEPQ, KOl GTI) GUVEXELD
KkG0e 12 efdouddec.

I og yopnysitar To Usrenty

e  To Usrenty yopnyeitat og éveon k4T® omd 10 dépua («umodoplay). Znv évapén g Oepameiog
00, LTOPEL TO 1TPIKO 1 VOGNAELTIKO TPOCOTIKO Vo yopnyNoet ne éveon to Usrenty.

e 001660, £08(C KaL 0 YIOTPOG GO LUTOPEL VO ATOPAGIGETE OTL LWTOPEITE VO KAVETE Ol 10101 TNV
éveon tov Usrenty 6Tov €00TO GOC. Z€ QUTIHV TNV TEPINTMOT, OoL EKTOOEVTELTE Y100 TOV TPOTO TOLV
Ba kdvete v éveon Tov Usrenty 6Tov £00TO GO,

e [ TIg 00MYieC Yo TO TAOC Vo KAvete TV éveon Tov Usrenty, fAéme «Odnyiec yopynonsg» 6to
TEAOG ALTOV TOL PVAAOL OONYIDV.

e  Mu\oTE e TOV YIoTPO GOG OV EYETE OTOIEGONTOTE OMOPIEC GYETIKA UE T YOPNYNON TNG EVEONC
GTOV €£0UTO GOG.

Eév ypnoipomoujoete peyarivtepn 66om Usrenty amd Ty Kavoviky
Edv ypnowomomoate 1 cog yopnynoav tapa ol Usrenty, WANOTE Apéo®S PE EVOY YOTPO Ny
oappakonold. No £yete mhvto to eEmTePkd Kovti Tov eapudiov pali cog, akopa Kl ov givot adeto.

Eav eybdoete va ypnoponomcete to Usrenty
Edv Egydoate pia 001, EMKOWVOVNGTE [LE TOV YIOTPO 1) TOV POPLOKOTOLO GOC. MV Tapete dmAn
4001 Y10 VO OVOTTANPMOETE TN dOOT OV EEXACATE.

Edv ctapatioere va ypnoyponoreite 1o Usrenty
Agv givat emikivouvo va oTapatnoeTe va ypnotponoteite to Usrenty. Q61660, €0V CTALOTCETE,
UTOPEL VO ETOVELQOVIGTOVV TO GUUTTOUATH GO,

Edv &xete meplocotepes EpMTNCEIS GYETIKA LLE TN XPTOT OLTOV TOV PAPLEKOV, POTAGTE TOV YTPO 1
TOV PAPLOKOTOLO GOC.

4. IMBavég avemOOuUNTEG EVEPYELES

Onwg 6lo ta eapuaKe, £T61 KoL AVTO TO PAPUUKO UTOPEL Vo TPOoKOAESEL AvemBOUNTES EVEPYELES, OV
Kot dgv TOPOVGLALOVTOL GE OAOVG TOVG AvOPMTOVE.

Yopapég avemOounTeg evépyeleg
Opiopévor acBeveic pmopei va Exovv cofapég avemBOUNTES EVEPYEIEG TTOL UTOPEL VO YPELOCTOVV
enciyovoa Oepameio.

ALLePYIKEG AVTIOPAGELS — PTTOPEL VO YPELIGTOVY Eeiyovoa Oepancia. Evpuepdote Tov yiatpo
cog 1| avalnriote exeiyovosa wTtpikn Bo10sia apécmc edv TapaTNPCETE 0TOL0ONTOTE AT TO.
ak6iov0a onpeia.

o Ot oofapéc arrepyucés avTidopacels («avapuiasion) elval GIAVIEG GTA ATOLN TTOV TOipVOLV
Usrenty (umopel va ennpedoovv éo¢ 1 ota 1.000 dropa). Ta onueio teptlapfavouv:
SVGKOAID, GTNV OVOTVOT| 1} TNV KOTATOGT

YOUNAR apTNPLoK” TTiean, Tov pumopel va Tpokoréoet {AAn

TPNEO 6TO TPOGMTO, TA YEIAT], TO GTOLA 1) TO AAUO.

Ta cuyva onpeio aAlepykng avtidpaong tepthappdvovy deppaticd e&avinua Kot kvidwon
(umopel va ennpedoovy €oc 1 ota 100 dtopa).

2.g OMAVIES TEPUTTMOELS, TVEDPOVIKES AAAEPYIKEG AVTIOPAGELS KOL PAEYIOVI] TOV TVEDHOVA £YOVV
avopepBei og acbeveig mov Lappavovv ovetekivovpapnn. Evnuepoote apéocwmg 1ov y101po cog
€0V TOPOVGLAGETE CUUTTAONATO OTMS P10, OVGTVOLN KOl TVPETO.

Edv eppavicete cofapn arlepyikn avtidpact, o yloTpog 6og UTopel va amopocicel 0Tt OV TPETEL va
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ypnowonooete Eava to Usrenty.

AonOEELS — pmopel va pELOGTOVY enteiyovoo Ogpaneia. Eviuep®ote auéocmg tov yiotpo cog edv

TAPUTIPNCETE 0TOLOONTOTE 0TO TO, KkOAOVOG onpeia.

o  Eivar cuyvéc o1 AoydEeig g poTng 1 Tov Adpod Kot To Koo KpuoAdynua (Lwopel va
ennpedoovy émg 1 ota 10 dropa)

e Otropméelg tov Bopaxa dev givar cuyvég (Lmopel va ennpedoovy émg 1 ota 100 dropa)

e Ot @Aeypovég Tov 16100 KAT® amd 10 dEppa («kutTapitidon) dev eival cuyveg (Lmopel va
emmpedoovy émg 1 ota 100 dtopa)

o O épmng Lootnp (€éva €1d0¢ emd@OLVOL €£aVONLOTOG e PLGOAIDES) dev givar cvyvog (Lmopel va
emmpedoet £o¢ 1 ota 100 dropa)

To Usrenty pmopei va, 6og KOTAGTAOEL AYOTEPO IKOVOVS VO KATATOAEUNGETE AotudEeic. Kdmoteg
AomdéEetg Ba pmopovoay va yivouv cofapéc kot pmopet va TepAapivouy Ao®EELS OV
TPOKOAOVVTAL 07TO 100G, LOKNTES, Paktpla (cuumeptiapfovoprévng e eVUATinong), | TopActTa,
coumepopPoavolévemy AOUGEEDY TTOV Kupimg Topovctdaloviol o avlOpdmovg pe eEacbevnuévo
0vocomoINTIKd GVOTNHO (EVKoPLOKES AOUDEELS). Evkatplokég AotUdEELS TOV EYKEPAAOV
(eykepaAitida, punviyyitida), TOV TVELLOVAOV Kol TOL 0QBaAuoD Exovv avapepbel e acbeveic Tov
Aappdvovv Bepameio e OVOTEKIVOVUAUTT).

IIpénel va mpocéyete yio onpeia AoipmEng evad ypnoyonoteite to Usrenty. Avtd meptlopfdvouv:
TVPETO, CLUTTMUATO TOV LOLALOVVY LE YPIN, VOKTEPIVEG EQPLOPDGELS, ATMAELN Pépovg
aioBnon kdénwong N Aayaviacpa, Pyog mov dev Tepva

Bepud, KdKKIvo dEPLO TOL TOVAEL, 1 EXDOOVVO €EAVON LA GTO SEPUA [LE PVOOADES

aiocOnuo Kavcov Katd Ty ovpnon

dlappota

OTLTIKN SlaTapoyi 1 OTMOAELL OPACNG

KEQOAQAYia, ovyevikn duokapyio, evotctncio 6To EmE, vavtio 1| cOyyLoN.

Evnuepmote apésmg Tov y1aTpd 60¢ GV TOPUTNPNOETE OTOOIMTOTE Ad AVTA T onpeio Aoiuwénc.
Avtd pmopel va givar onpeio AoudEemv, dnwg AOUOEEDY TOV BdpaKa, AOUOEE®Y TOV dEPLATOG,
épmmra {OoTpa, 1 EVKAIPLOKES AOUDEELG TTOV B mopovoay vo £xovv coPapég EMTAOKES.
Evnuepoote tov y1atpd cog dv £xete omolodnToTe £id0g Aoipnméng mov dev TEPVA 1] EXAVEPYETOL
ovveyme. O yTpdg oag Umopel va amopacicet 0Tt dev Ba wpénet va ypnoiponomcete Usrenty péypt
va tepdoct 1 Aoipwén. Eniong evnuepdote tov ylotpd oag GV EXETE AVOIKTEG TANYEG 1) TPODLOTA,
KkaBdg pumopei va LoAvvOouv.

ATo@OLIO®ON dEpRoTOoS — aOENoN TS EPLOPOTNTAS KAL TS ATOPOLIOMGTG TOV OEPUATOS GE
EKTETUPEVT TTEPLOYN] TOV CAOUATOS EVOEYETAL VU EIVAL CUUTTONATO EPLOPOIEPIIKI S Ypiaons 1)
0mOPOMIMTIKNG OEPUATITIONG, 01 0TOiEg eivar cofapéc deppaTonddseies. Oa mpémer va.
EVIULEPADGETE UPEGMS TOV YLUTPO GOS EAV TAPATNPTCETE OTOLAONTOTE OTO OVTA TA G UELC.

AlLreg avemOopnTeg evépyeieg

Yoyvég avemBounTeg evépyeieg (umopel va ennpedoovy éo¢ 1 ota 10 dropa):
Awgppora

Noavtia

"Eperog

AicOnuo k6Tmong

AicOnuo Cong

IMovoképarog

Dayovpa («KvNnopoc»)

[Tovog ot péon, Tovg Hug 1 Tig apbpaoelg
Movérayog

EpvOpdtnra kon Tévog oto onueio mov yivetol n éveon
Aolpuwén tov Topappiviov KOAT®V
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O ovyvéc avemBopnteg evépyereg (Lmopei va enmnpedoovy €mg 1 ota 100 dropa):

Odovtikég AoumEELG

KoAmkn pokntiocikn Aoipmén

Katddiwyn

DOpaypévn 1 BovAopévn pot

Ayoppayio, LOA®TES, GKANPLVOT], TPHELLO KOl QOyoupa EKEL OTTOV YiveTal 1) EVEOT).

AicOnuo advvapiog

[Ttdom Prepdpov kot yoAdpmon Lo®dV oTr Hio TAEVPE TOV TPOGOTOV (KTOPAAVGT) TPOCOTIKOD

vevpouy N «mapdivon Belly), mov eivar cuvnBog Tapodikn

e  Mertafoln oty yopiaon pe epuBpdtnta Kot VEEG LIKPES, KITPVEG 1] AEVKEG PAVKTOIVES, LEPIKEG
QOPEC GLVOOEVOUEVEG OO TVPETO (PAVKTUVOING Ywpiaon)

o  Amo@Aoimon Tov SEPOTOC (ATOPOAIB®GT OEPUATOQ)

* Axuy

Yrdwvieg avemOopnteg evépyeres (umopel va ennpedoovy £wg 1 ota 1.000 dropuer)

e  EpuBpémra kot amo@olidmon Tov SEPHOTOC GE EKTETAWEVT] TTEPLOYT] TOV GMUOTOC, T) OTO0
umopet vo Tapovctalel ayovpa 1 Tdvo (amoPoldmTiky deppatitida). Ilapduola countmdpato
aVATTOCOOVTOL OPICUEVES POPES MG PLGIKT LETOPOAN GTOV TOTO TOV GLUTTOUATOV TNG
yopiaong (epuBpodepikn| yopioon)

o  Dlieypovn HIKPAOV AHLOQOP®V yYeEI®V, 1) 0Ttoio, umopel vo. 00N ynoetl o€ depratikd eEavOnua e
LKPEG KOKKIVEG 1) LoP povokdAeg, Tupetd 1| TdVo oTig apBpdoelc (ayyeutida)

IMoX0 omdvieg avemOuunteg evépyereg (Lmopel va emnpedoovy €mg 1 ota 10.000 dropa)

o DovoKAAEG TOV BEPUATOG, Ol OTTOIEG UTOPEL VAL Elvar EpLOPES, KVNOUMOEIS Kol ETMOVVEG
(IToppoAvyddec TeUPLYOEIdES).

o AgpuoTikog AOKOG 1) 6OVIPOLO TPOocopotdlov e AvKo (epvBpd, emnpurévo poldmdeg eEavOnua
G€ TEPLOYES TOV SEPLOTOG TOL EKTIOEVTAL GTOV A0 TOAVDG LE TOVOLS OTIC 0pOPADCELS).

Ava@opd avemOopunTOV EvEPyELOV

Edv mapatnpnoete kdmowo avemBOUNT EVEPYELN, EVILEPDCTE TOV YIOTPO 1 TOV POPUUKOTOLO GOC.
AvT0 1oyvel kot o kKabe mhovn avemBounTn vEPYELN TOL SEV OVAPEPETOL GTO TAPOV EVALO 0N YDV
ypnonc. Mmnopeite emiong va avapépete avemBounteg evépyeleg anevbeing, Léocw Tov Bvikon
GLOTNLOTOG avapopdc Tov avaypdeetal oto [apdptnua V. Méow g avaeopdg avemiBountmv
EVEPYELDV UTTOPEITE Vo fonONGETE GTN GLALOYN TEPIGGOTEP®Y TANPOPOPIDV GYETIKA LE TNV AGQAAELN
TOV TOPOVTOG PAPUAKOL.

5. og va pvrhdooete To Usrenty

e To @dpupoxo ovtd TPEMEL VO LAACCETAL G€ PLEPT TOV Ogv TO PAEMOVV Kol Ogv TO POAvVOLY Tal
Tod1d.

e  O®vAdooete og youyeio (2°C-8°C). Mnv kaToyOYETE.

o  DUVAGOCOETE TNV TPOYEUGLEVT] CVPLYYO OTO EMTEPIKO KOVTI Y10, VO TPOGTATEVETAL OO TO PWC.

e  E@o6cov amatteital, LEPOVMIEVES TPOYEUIOUEVEG cvptyyeg Usrenty pmopovv emiong va
evAdoocovtal o€ Oepuokpacio dopatiov Emg 30°C yia pio uéylo pepovouévn tepiodo émg 30
NUEPES, GTO APYLKO KOVTL TPOKEYEVOL VO TPOGTOTEVOVTOL Ao T0 ws. Kataypdyte v
NUEPOUN VIO KATE TNV OOl 1] TPOYELGHEVT GVPLYYQ BYNKE Ao TO YLYEID Yo TPMTN QOPA Kol
TNV NUEPOUN VI ATOPPIYNG GTO YOPO IOV TOPEYETOL 6TO eE®TEPIKO KovTi. H nuepounvia
amoppyng dev TPEmeL va viepPaivel TNy apyikn nuepounvia AEng mov gival Tomouévn 6To
kovti. Amd ™ otrypn mov pia cvpryya Exel omodnkevtel oe Beprokpacia dopatiov (éwg 30°C),
dev Ba pémet va eravatomobeteiton 6To Yuyeio. Amoppiyte Tn cOptyya edv dev Exel
ypnowomoindei evtog 30 nuepdv amod v anobnkevon o Bepprokpacio doUATiov 1 MG TNV
apyn nuepounvia AnEng, 6mTo10 eivat vopitepa.

e Mnv avaxiveite T TpoyepoéVeEG ovptyyes tov Usrenty. [lopatetapévn dvvarh avakivnon
umopet vo tpokaAiécel {npid 6To eApLaKo.
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Na pn ypnoyponoreite avtd To PAppoKo:

e Metd v nuepopnvia ARENG TOL AVOPEPETAL GTNV EMIGNUAVOT] KOl 6TO KOVTL peTd v « AHEH».
H npepopnvia AMéng eivan 1 televtaio nUéEP TOL PAVE TOV OVOPEPETOL EKEL.

e Metd Vv nuepopnvio amdPPLYNS TOV AVOYPAPETOL GTO KOVTL, EPOGOV amobnKevTel o8
Oepuokpacio dopotiov, SNAadn yio tepiocdtepec omd 30 nuépeg otovg 30°.

e  Edv to vypo eivar amoypopatiopévo, Boro6 N av gival opatd dAAa EEva copatiol Ta oroia
alpovvTal péca o€ avto (PA. mapdypapo 6 «Epedvion tov Usrenty kot meplexopeva g
GLOKELACIOGY).

o  Edv yvopilete, 1 vopilete 6T pmopei va €xet extebei oe axpaieg Oepuokpacieg (0nmg va €xet
KaTd AaBog Kotayvydei 1 Oeppovoet).

e  Edv to mpoiov éyxel avaxivnbel dvvard.

To Usrenty givan piog ypricemg povo. Ipoidv mov dev Exet ypnoiponomdel kot mapapével otn cupyyo
TPEMEL VAL amoppinTeTal. MnV TETATE PAPLLOKA GTO VEPO TNG OMOYETEVONG 1] GTA, OIKLOKA OTOPPILLLOTOL.
Potote Tov @appokomold Gog yio To TOG Vo TETAEETE TA QAPLLOKA TTOV OEV PN CILOTTOLEITE Tl AVTA
Ta pétpa Bo fonbnocovy oty Tpoctacia Tov mepPdArovtog.

6. Mepreyopeva g suokevaciog ko Aowég minpoopies T mepréyer To Usrenty

e H dpaotikn ovoia eivar To ovotektvovpdunn. Kabe mpoyepuouévn oopryya mepiéyet 90 mg
ovotekvovpaunn o 1 ml.

e  Ta dAa cvotatikd eivar 1 L-1otidivn, 1 povoddpoylmpikn povoddpikn L-1otidivn, 10
moAvcopPucod 80 (E433), n cakyapoln, vdpoieidio tov vatpiov (pvduon tov pH), vdpoyrAwpikd
0V (pvBruon tov pH) Ko To VO®P Yo EVESTLA.

Epgavion tov Usrenty kou Teple0Leva TS GUGKEVAGIOG

To Usrenty givot éva S10vy£g, Axpouo £0¢ @YPOKiTpvo evéaiuo dtdlvpa. AtatiBetol og yapTivo Kouti
mov meptEyet 1 epdmal d6om o yvdAvn mpoyepiopévn cuptyyo tov 1 ml. Kébe npoyepiopévn copryya
mepéyel 90 mg ovotekvovpdunn o€ 1 ml evésiov dStaAvUATOG.

Karoyog Adcrog Kvkhogopiag

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavodia, D13 R20R

HapackevaosTig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

IpAavdia

INo omoladnmote TANPOPOPic GYETIKA LE TO TOPOV PAPUAKEVLTIKO TPOTOV, TOPAKAAEISTE VOl
amevBuvleite otov TomiKd avimpdsmmo Tov Katdyov g Adstoc Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
T¢él/Tel: 0080008250910 Tel: 0080008250910

Bbuarapus Luxembourg/Luxemburg

Biosimilar Collaborations Ireland Limited Biosimilar Collaborations Ireland Limited
Ten: 0080008250910 T¢l/Tel: 0080008250910
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Ceska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Danmark
Biocon Biologics Finland OY
TIf: 0080008250910

Deutschland
Biocon Biologics Germany GmbH
Tel: 0080008250910

Eesti
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

E)ada

Biocon Biologics Greece MONOITPOZQITH
LK.E

TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvmpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Magyarorszag
Biosimilar Collaborations Ireland Limited
Tel.: 0080008250910

Malta
Biosimilar Collaborations Ireland Limited
Tel.: 0080008250910

Nederland
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Norge
Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910

To Tap6v pOAL0 00N YLOV Yp1oNG avadempOnKe Y10 TEAEVTAIN POPE GTIC

Alrec INYEG TANPOPOPLAOV
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Aemtopepeic TANpoPopieg yio To eappako avtd givol S100EcEG 6TO d1kTLOKO TOTO ToL Evpmmaikod
Opyaviopov @apudkov: https:// www.ema.europa.eu/.

151



Odnyieg yopiynong

H Ewéva 1 dgiyver tdg givar 1 Tpoyspicpuévn copryya.

Mpw amé tn XpRocn Twpa BeAovag

Kepan eppolou 52 Metd m xprion
‘Eppoho
Xpnotpomonpévn

Mteplyia mpootasiag ferdvag al KEPaAr epforou
Aapég Saktihuy =7

L’ | Xpnatporounpévog
NapdBupo TapakoroiBnang KUAWSpOg alpLyyag
Enwkéta kaw npepopnvia AqEng Zipa
Kohwdpog ahpuyyag (Zwpa) Xpnapomownpévn

Mpoatateutiké aopakeiag ferdvag 3 Pehova

EAat e PeAd J—f EAatipto acgakeiag
atpLo acpakeiag Pehdvag ] Ynoiorouéunc Behva

Ewdéva 1

Odnyieg yopiynong

v évopén g Beparneiog, o emayyeipatiog vyeiog Oa cog fondnoet pe TNy Tp®TN GOg £veon.
Qo616060, €08l Kot 0 Y1ATPOG GOG UTOPEL VO ATOPUCICETE OTL UITOPEITE VOL KAVETE 01 10101 TNV £VEST TOL
Usrenty otov eavtd c0G. Av cupfel avtd, Bo exkmadevteite yio Tov TpOTO OV YIVETOL 1) EVEGT] TOV
Usrenty.

MUIANGTE LE TOV YLOTPO GOG AV EYETE OTOLEGONTOTE AMOPIEG TYETIKA LLE TN YOPNYNON TNG EVECTNG GTOV
€avTO GOC.

1.

Mnyv avapuyvoete to Usrenty pe GAAa vypd yia £veon

Mnyv avaxweite T1g Tpoyeiopéveg ovupryyeg Tov Usrenty. O Adyog eivar 6T 1) SuvoTy] ovaKivnon
umopel va mpokarécetl {nd oto eapuaiko. M yp1oUYLOTO|GETE TO PAPUAKO €AV EYEL avoKivnOel
duvartd.

ELéEYETE TOV 0p1ON6 TOV TPOYEMGUEVOV GUPLYYAV KO TPOETOIUAGTE TA VAKG:

IIpoetolpacia yio T ¥poN TG TPOYEUICUEVNG GOPLYYAS

Bydite v(Ti) mpoyeuopévn(eg) obptyya(ec) amd 1o yoyeio. APIoTE TNV TPOYEUIGUEVT GUPLYYOL
va peivel ektdg KouTloD Yo mepimov pion dpa. Avtd Ba emttpéyel 610 VYPO Vo ETACEL GE o
guyaprot Beppokpacia yia tnv éveon (Beppoxpacio tepipdirovtog). Mnv apaipeite 1o
KéAoppa T BeEAOVNG TNG SVPLYYOS EVEO TNV OENVETE VO pTACEL G€ Beppokpacio TeptPdAlovtog.
Kpamote v mpoysiouévn cOptyya. amd To GO, TS GUPLYYOS LE TV KOAvUUEVT BEAOVN va
delyvel Tpog Ta AV

Mnv TV KpatioeTe amd TNV KEPAAT Tov eUPoiov, To ERPoro, Ta TTEPHYLO TPOOTAGIOG TG
Bedlovng 1 to kKaAvpupa g fEAOVNG

Mnyv tpapr&ete Tpog o miow 10 EPPOAO GE OTO0ONTOTE GTIYUN

Mnv en EPNOETE VO OQUIPEGETE TO TPOGTAUTEVLTIKO TNG PEAOVAG amd TNV TPOYEUITUEV cOPLYYQ
Mnv a@apécete T0 KAV TNG PEAGVNC OO TNV TTPOYELGUEVT] GUPLYYa HEXPL VO, Gag 000l 1
oonyia va to Kévete

EMéyEte tv(tic) mpoyepiouévn(eg) ovpryya(eg) mote va, BePfarwbeite 6TL 0 apBUdC TV
TPOYEUICUEVAOV GUPLYYDV KOl 1] TEPLEKTIKOTNTA EIVOL COGTY|

Edv n 060m cog givar 90 mg Ba wépete pio mpoyespuopévn ocvupryyo Usrenty tov 90 mg
TPOKELTOL Y10 TO GOGTO PAPLAKO

dev €xel mepaoel 1 nuepopnvio AnEng tov

1 TPOYELGEVT GUPLYYQ OEV EIVOL KOTEGTPAUUEVT

To d1dAvpa 6TV TPOoYEGUEVT] cVPLYYA Eivat SLOVYES, AXPOLIO £ ®YPOKITPIVO

TO O1ALLLO GTNV TPOYEUICUEVT) GUPLYYa OeV Elval AmoypOUATIGUEVO 1) B0AO Kal dev TEPLEYEL
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e  omoladnmote EEva COUOTIOWN

® 70 JIGAVUO OTNV TPOYEUIGLEVT] GUPLYYO OEV EIVOL TOYDUEVO.

o YUYKEVIPOGTE OAN OGO YPEIGLECTE KOl AMAMOTE TO GE LU0, KOAG QOTICUEVT, Kabopn Kot enimedn
EMPAVELDL. X€ AVTA TEPIAAUPAVOVTOAL OVTIONTTIKA LAVTIAGKLO, Eva Koppdtt Bopufaxt 1 yala kot
£vag TEPLEKTNG OLYUNPDOV AVTIKELLEVOV.

IInpogopieg amwodkevong

Ot mpoyepicuéveg oOpLyyes TPEMEL va dloTnpovvTal 6To Wouyeio otovg 2 °C émg 8 °C (36 °F éwg 46 °F)

GTO OPYLKO KOLTI Y10l VO TPOGTATELOVTOL OO TO PMOC LEYPL TN OTIYUN TNG XPNONE.

e Mnv katoyvyete. Mnv avakiveite.

e  Edv givatl amopaitnto, ot LELOVOUEVES TPOYEMGLEVEC GUPLYYEC LITOPOVV VO UTOONKELTOVV GE
Oeppoxpacio dopatiov £mc 30 °C (86 °F) yia uéyiot eviaia mepiodo émg 30 nuépeg oTo apyIKo
KovTi Yo Tpoctacia and To PoC.

e MOoAg pio oupryya amoBnkevtel og Beppokpacio dSOUATIO, dEV TPEMEL VO EMIGTPEPEL OTO YLYELO.

e Amoppiyte T cOpryya €dv dev yprnoponondei evrog 30 nuepmv o Bepuokpacio dopatiov

YVYKEVTPAOOTE TIC TPOUN0eLeg
ZVYKEVTPOGTE OAO 000 YPELILESTE KOl ATADGTE T, GE U0 KOAG QOTIGUEVT], KaBapT| Kot ETiTedT
EMPAVELXL. X& AT TEPIAAPAvVOVTOL

®  OVTIONTTIKE pLovTnAdKLa,
e o pndro BapPaxt f yala,
e Kot éva doyelo ylo aryunpd avTiKeipeva,
e TN ovvtayoypapovpevn d6om cag g éveong Usrenty (BA. Ewkova 2)
e e =
e O =
AYTOKOAAHTOE ANTIZHNTIKA MMAAEE BAMBAKIOY — MPOTEMIEMENH IYPIITA YESINTEK AOXEIO ANOPPIYHE
° EMIAEZIMOZ MANTHAAKIA 'H ENIGEMATA FAZAY AIXMHPQN ANTIKEIMENQN

Ewova 2

2. EmAéEte kan mpogtopdote 11 060 NG éveonc:

EniiéEre ) Béom éveong (PA. Ewova 3)

e  To Usrenty yopnyeitou pe éveon Kdto omd v emdepuida (VTodopia)

o Kalég meployég yio v éveon givat o dvo unpog 1 yop® omd v Kol (KOtAMaKn yhpa),
TOLAGYIGTOV 5 cm pokpld omd tov opeaAd (apaid)

e Edv gival duvatod, punv (p1CILOTOMGETE TEPLOYES TNG EMOEPUIdAG TOV TOpovCIdlovy onpueio
yopiaong

e  Edv mpokertan va cog fondnocet kdmolog, Kavovtig cag TNy £veor), TOTE aVTOg 1| avth Oa
uropovoe va emALEEL g BEom Yo TV €veon To Ave PEPOG Tov Ppayiova.

Figure 3

Ewoéva 3
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*O1 TEPLOYES LLE UTTAE YPDLLOL EIVOL TOL CUVIGTOWUEVO ONUEIN EVEONG.

IIpogtoldorte 11 BEon éveong

ITAbvete ta xEpla cag ToAD KoAd pe camovvi kot {eotd vepd. Mnv ayyilete 10 TpdCOTO 1) TO
UOAALG LETA TO TADGIUO TV YEPLDV.

KoBoapiote 10 déppa otn BEom éveong e Eva OVTIGNTITIKO PLOVTIAGKL

Mnyv ayyi&ete v meployn avtn Eava TPV KAVETE TNV £VEon.

A@a1péoTte 10 JI0KO e TN TPOYEUIGHUEVT] GUPLYYOG OO TO KOVTI

Avoi&te 1o dioko apalpdvtag to kdAvppa. Kpatinote to tpoctateutind acpaieiog e ferdvog
(6mwg eaivetol oty eKova 4) Yo VoL 0QUIPEGETE TNV TPOYEUGUEVT] GUPLYYA OO TOV 3i0KO

Maoe edw

Ewova 4
Kpamote v mpoysuopévn cvptyya pe v kalvpupévn feldva tpog o Tévo.
Agarpéote 10 KaAvppa g perovng (BA. Exkova 5):
To xdivppa e Peddvng dev mpémel va, apatpeitarl Léypt va lote £TOUOL VO KAVETE TNV Eveon
mg 80ong

ITapte TV mpoyepIoéVT GVPLYYQ, KPOTHGTE TO GO TNG GVPLYYOS LE TO £val XEPL
Tpoapr&te to KGAvppo TG BeAdVNS He pia Kivnon mpog ta €€ Kot teTaéte T0. Mny ayyilete 10

éuPoro evd To KAveTe 0LTO
4- =

JEa N

Ewoéva 5

Mrnopet va mapatnpnoete pio puoaAida aépa oty Tpoysopévn cvptyya i pio otayova vypol
otV bxpn g Perovng. Kat ta 0o avtd givarl pustoroyud kot dev ypetdletor va apapefovv
Mnv ayyi&ete ™ PeAdva Kot Uy TV 0QNCETE VO OKOVUTGEL G€ KO0 empdveila

Mn ¥pNGILOTOMGETE TNV TPOYEULCUEVT] GUPLYYO OV GOC TEGEL YMPIg TO KAAVUUA TG BEAOVNG 0N
0éon tov. Av cuuPet ovTo, TAPAKAALOVLLE ETIKOIVOVINGTE LLE TOV Y1UTPO 1} TOV QUPLUKOTOLO GO,
Kavte éveon pe tn 660m 0pov a@alpEceTe TO KAAVULO TNG PEAOVNC.

Kévte éveon pe 1 601
Kpamote v mpoysiopévn cvptyya pe 1o Eva xEpt avaueso 6To LEGO Kol TO OIKT Kol
TOM00ETAOTE TOV AVTIXEPA TNV KOPLEN TNG KEPAANG TOV EUPOAOD KoL YPNGILOTOGTE TO GALO

YEPL Y10 VO TOIUTNGETE amadd TNV KaBaplopévn emdepuido avapeso GTov ovTiyepa Kot To OgikT
caG. Mnv ) ooplyyete duvatd
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e  Mnv tpapri&ete mpog ta wicw T0 EUPOLO GE OTOLNONTOTE GTIYUN
e Me pio povadikn Kot ypriyopn kivnon, eicayete ) eAdva uéca oto dépua 660 Pabid uropei va
umet (PA. Ewova 6)

Ewéva 6

Kdévte v éveon pe 6Ao 1o pappoko mélovtag to EpPoro puéypt va Ppebei ) kepain tov gpforov
TEAEIC OVALESO GTO TTEPVYLO TPOSTAUTEVTIKOV TNG PeAdvnc (PA. Ewcova 7)

Mreplyia TTpooTaTiag BEAOVAG

Ewova 7

Otav 10 éuPolo &xel meotel 1060 0G0 UTOPEL VO TPOYMPNOEL, GUVEXIGTE VO OOKEITE TTEOT OTNV
Ke@aAN Tov guPorov, Pydite T Perdva kot apriote o dépua (PA. Ewkdva 8)

Ewova 8

Bydhte apyd tov avtiyelpd cog amd v KePaAr Tov eUPOAOV MOTE VO APNGETE TNV GOELD CVPLYYQ VL
KwvnOel Tpog To TAVm, PHEYPL VO KaAv@Bel OAN 1 BeAOVT atd TO TPOSTATELTIKO TNG PEAOVNG, OGS
eaivetal otnv Ewova 9:
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Ewéva 9
5. €10 TNV éveon:

o [iéote éva avtionmtikd pavtiAaKtL Tve and ) 0€om g éveong Yo Alyo 0EVTEPOLETTA LETH TNV
éveon.

e  Mmnopei va vap&el pikp TOGOTNTO AipLaTog 1} vYPOL 6T Béom Tng éveong. Avto gival
(VGIOAOYIKO.

e  Mmnopeite va méoete éva Koppdtt fopfakxt 1 pia yala tave omd ) B€om g £veong Kol va To
kpatnoete Yo 10 devtepdrenta.

e Mnv tpifete 10 déppa ot BEom g Eveonc. Mmopeite va KaAbyete T 6o g éveong ue éva
UIKPO ALTOKOAANTO EMIOEGO, AV Eival amapaitnTo.

6. Améppwyn:

. O1 xPNOUOTOMUEVES GUPLYYEG TPETEL VO, TOTOOETOVVTUL GE Evay OvVOEKTIKO GTO TPVLTNOTA,
TEPEKTN, OTTWC Evay TEPLEKTN Yl aryunpd avtikeipeva (BA. Eucova 10). [Toté unv
xpnoomomoete Eava v 1d1a cOptyya, Yo T S1KN GG AoPAAELD KOt VYELO KOl YioL TV
OCQAAELN TOV GAL®V. ATOPPIYTE TOVG TEPLEKTEC Y10L ALLYUNPA OVTIKEILEVO COLPOVA LE TIC KATH
TOMOVG 10YVOVGEG GYETIKEG JAUTAEELS

o Ta avTionmtikd emBépata Kot GAAN VTOAEIUUATO LTOopOovV Vo amopplpBoldy Gt amoppiptpotd
o0C.

BI0ADTTKOE KINAYNOE

Ewova 10

Kotookegvdletan amd:

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building, Santry Demesne
Dublin

D09 C6X8

IpAavdio

Awtifgton 6to gpmopLo amTo:
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Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Iphavdia, D13 R20R
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®VYALo 00OV yp1ong: [Iinpogopisg Yia Tov ypioTn

Usrenty 45 mg £véG1p10 O1GAV PO GE TPOYEPLOUEVT] GVOKELT] TOTOV TEVOIG
OVGTEKIVOULALTT

¥ To QAPUAKO AVTO TEAEL VIO GUUTANPOUATIKY TOPAKOAOVON o). AVTO B emtTpéyel Tov
YPYOPO TPOGOLOPIGUO VEDV TANPOPOPLOV ac@dieiag. Mropeite va fondnoete péom g ovapopaic
TOOVOV aveTIOOUNTOV EVEPYEIDV OV eVOEYOUEVMS Tapovatilete. BA. téhog g mapaypdpov 4 yio
TOoV TPOTO AVOPOPEG AVETIBOUNTOV EVEPYELDV

AP aoTe TPOGEKTIKG OALOKANPO TO GULAO 0ONYLOV PGS TPLY UPYICETE VA Y PN CLUOTOLEITE AVTO
T0 QappoKo, H16TL TEPLLAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 T0 QULAO 00MYLOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV AAPPAVEL TO PEPRAKO.

o DdourdEte avtd To EUALO 0dNYIDV YpToNG. Tomg ypelaotel va To dwufdoete Eovd.
. Edv éyete mepartépm amopiec, poTNoTE TOV Y10TPA 1] TOV QOPLAKOTOLO GOC.
. H cvvtayn yio ovtd 10 pdppoko xopnyndnke amokAelotikd yio oag. Agv TpEmel vo SMGETE TO

QapuoKo o€ dAAoVG. Mmopel va Toug TpokaAésel PAAPT, akOpa Kot OTAV TO COUTTOUATH TNG
acBéveldg Toug elvat 101 pe ta O1Kd GO,

. Edv mapatnpnoete kdmoto avemBoun evépyela, EVIUEPOGTE TOV YLOTPO 1 TOV
(QOPLOKOTTOL0 GOG. AVTO 1oYLEL KOt Yio KAOe Thav avemiBountn evépyelo Tov dgv
avapEPETAL 6TO TOPOV PUALO 0dNyLdVY Ypnone. BAéme mapdypapo 4.

Tvepréyel To mapov ULA0 00N YOV

T etvar to Usrenty kot o ivan n) yprion tov

T mpémer va yvopilete Tpv ypnoponomosete 1o Usrenty
[Iog va ypnoponomoete 1o Usrenty

[MBavéc avemBounteg evépyeteg

[Tog va puAdooete to Usrenty

[Tepeydpeva TG GLOKEVACTAG KO AOITES TANPOPOPIES

ANl e

1. T eivor To Usrenty kot wora givan 1 yprjon tov T givar To Usrenty

To Usrenty mepiéyet T SpAOTIKE 0VGI0 KOVGTEKIVOVUAUTI £VOL LOVOKA®VIKO avticopa. Ta
LOVOKAMVIKA aVTICOUATO EIVOL TPOTEIVEG TOL avaryvepilovy Kot GUVOEOVTAL EWOIKA [LE OPICLLEVEG
TPOTEIVEC GTOV 0pYOVIoUO.

To Usrenty avikel 6€ pic opad0 QopUAK®my Tov oVOUALOVTAL «OVOGOKATOGTUATIKO. AVTA TO
Qappaka dpovv e£0cOEVOVTIC LEPOG TOL AVOGOTOMNTIKOD GOG GLGTNLATOG.

ow givar n yp1ion Tov Usrenty
To Usrenty yop1yYOULEVO LE ¥P1ION TNG TPOYEUICUEVIG CLGKELNG TOTOL TTEVUG YPTCLLOTOLEITOL Yo TV
OVTIUETOTIOT TOV 0KOAOVO®V PAEYLOVOIDY VOG®V:

o Yopioorn Katd TAGKOG - o€ EVAMKES
o Yopuuoikn apbpitida - o€ evihikeg
o Métpia £mg coPapn vocog tov Crohn - 6 evijhkeg

Yopioon katd TAdKkog
H yopioon katd miakag ival pio deppatikn tdbnon n onoio tpokaiel pAeyuovn tov exnpedletl to
déppa kot to voyla. To Usrenty O peidoet tn @ieypovn kot GAia onueio g achévelag.

To Usrenty yop1YOOLEVO LE ¥Pp1ION TNG TPOYEULICUEVIG CLGKELNG TOTTOL TEVOG YPTOLLOTOLEITOL GE
EVIAIKEG pe PéTpla £0¢ cofapn Wopioot Kot TAGKAG, TTOV OEV LITOPOVY VOl YPNGILOTOINGOVY
KukAoomopivn, pebotpe&dn 1 potobepaneia, 1| og TepinTon OV AVTEG o1 Bepaneieg dev eiyav
OTOTELEC AL

158



Yopuocwi] apdpitidoa

H yopuooikn apbpitida givar pia pAeypovodng vocog tov apfpmcemv, mov cuviBmg cuvodedeTal 0o
yopiaon. Eav éxete evepyn yoplaotkr| apbpitida Ba cag 00800V tpdta dAia pdppoka. Edv oev
avtarokplfeite apKeTd KOAQ o€ 0LTA TaL PApuaKa, pUropel va cag dobei to Usrenty dote va:

. Mewwoet to onpeio Kot To COUTTOUATO TNG VOGOV GOG.

. Beltidhoel T copaTIKN GOG AEITOVPYIKOTNTA.

. EmBpadiver mn BAGPTN oTig apbpdoeig coc.

Noéoog Tov Crohn

H v660¢ Tov Crohn givar pio pAeypuovmong vocog tov eviépov. Edv €xete voco tov Crohn, Oa cag
50000V TpdTa dAle pdppoaka. Edv dev avtamokpifeite apketd kald 1 v Exete duvcaveéio og avTtd TO
eapuoka, propel va cag d6o0el Usrenty yia Tn peimon TV oNUEIOV Kol CUUTTOUAT®OV THG VOGOU GaG.

2. Tvwpéner va yvopilete Tpv g pnoponoumjcete To Usrenty

Mnyv gpnoiponomocsete 1o Usrenty

o Y& TEPInTMON UAAEPYING 6TV OVGTEKLVOVIAUTN 1| GE OTOLOONTOTE AAAO OO TOL GUGTATIKA
OVTOV TOV PAPUAKOL (OVOPEPOVTOL GTNV TOPAYPAPO 6).

. Eav &xete evepyn Loipwén mov o yrotpdg 60G TIGTEVEL OTL EIVOL OTUOVTIKY.

. Edwv dev giote olyovpot av 16Y0EL 0TO10ONTOTE OO TO TOPATAV® Y10 EGAS, WANOTE LIE TOV

YTPO 1 TOV PAPLOKOTOLO GOG TPLY YpnoLonotoete To Usrenty.

Ipogrdonmomoeig Kol TPoPUAGEELG

AmevBuvbeite atov yloTpo 1 TOV QOPUOKOTOL0 Gag TPty ypnoionomaoete 1o Usrenty. O ylotpog oog
Ba eléyEel mOco kald elote mptv amd Kabe Bepameio. BePaimbeite 6T evnpepdoate ToV Y10TpO GOG Yo
omoladnmote acBévelo Tapovolalete mpv amod ke Oepaneio. Eniong evnuepdaote tov yatpd oag edv
€xete €pPel TPOCOATA GE EXOPT LLE OTOLOONTOTE ATOUO OV UToPEl va Exel pupatiomaon. O yoTpds oag
Oa cogc e€eTdoel yio pupoTioon Kot Oo TpayHatomoioet o eEETAOT Yo VoL OEL EAV £YETE PUUATIOON
wpw mapete to Usrenty. Edv o yiotpog cog miotedel 01t Stotpéyete Kivouvo euuatioong, LTopel va
oag yopnynbel Bepaneia yio TV AvVTUETOTION TNG.

Ipocééte Yo coPapéc avemBOUNTES EVEPYELEG

To Usrenty pmopei va mpokarécel coPapéc avemBounteg evépyeles, GUUTEPTAOUPAVOUEV®DV
aAAEPYIKADV avTIdpacemv Kot Aotpudéemv. [Ipénet va mpocéyete yio opiopéva onpeio 1] GOUTTOUOTL
acBévelag evad maipvete to Usrenty. BAéme «ZoPapég avemBounteg evépyeleg» oty mopdypao 4 yio
TOV TANPN KOTAAOYO QUTAOV TOV OVETIOVUNTOV EVEPYELDV.

Ipw va ypnoypomonjcete To Usrenty EVi|UEPDOTE TOV Y10.TPO GOGS:

. Edv giyote moté alhepykny avridopaon oto Usrenty. Potrote tov yatpd cag av dev giote
BéPator.
. Eav iyote moté omo1ovonmoTte TOTO KUPKivoy — auTo cpPaivel ETEDN TO 0VOGOKOUTAGTAATIKA

onw¢ to Usrenty e£acBevolv HEPOG TOV BVOGOTOMNTIKOV GLUGTNUATOS. AVTO HTopel va avénoet
ToV Kivouvo Yo Kapkivo.

. Edv éyete MaPer Ocpameio yio Ty yopiaon pe driho Brorloyikd oappoka (éva @appoko Tov
mapdyeTor oo pio ovoio froroyikilg Tpoéievong Kol cuvilmg yopnysitor pe éveon) — o
Kivouvog Y10 KapKivo umopel va etvat vynmAdTepoc.

. Eav éyete 1) eiyote mpécpata AoipmEn.

. Eav éyete véeg N perafariopeveg PLaPeg péca oTig mEPLOYEC TOV TAGYKOLV OO Ywpiaomn 1| 610
(PLGLOAOYIKO SEPLAL.

. Eév naipvere kamowa drAin Ogpameio yro v yopiacn ko) Ty Yo pLoactki apdpitidn —

OTMG KATO10 AALO 0VOGOKATACTUATIKO 1| poTOBepameia (OTAV TO GMUO GOG VIOPAAAETOL OE
Oepomeio pe éva gidog vrepiddoovg (UV) pmtdg). Avtég ol Oepameieg pmopovv emiong va
eEaoBeviocovy PEPOC TOV BVOGOTOMTIKOV GO GLGTHKATOS. H Toutdypovn ypron avtdv tov
Oepaneidv pe o Usrenty dev Exet peletndel. Qotoco givarl mbavd vo avénoet nv mbovotnta
acBeveldv mov oyetiCovtal pe aoBevEoTEPO AVOGOTOMNTIKO GUGTN LA,
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. Eav hapPavere 1] Mapote 610 mapehBov evéseig o tn Ogpamsio aliepyri®dv — dev eivat
Yvooto €dv to Usrenty pmopei va Tig ennpedocet.
o Edv n nhkia oog givar avo Tov 65 etav — uropei va givar mo mifovo va nadete Aoyméels.

Edv dev giote oiyovpot av 16y0EL OTO100NTOTE AT TO TOPATEAV® Y10 EGAC, LWANGTE LLE TOV Y1UTPO 1 TOV
QOPLAKOTOLO GG TPV ypnoipomomoete To Usrenty.

Opiopévol aoBeveic Tapovsiasay ovTIdPAGELS TPOGOUOIALOVGES (e AVKO, CUUTEPIAAUPOVOUEVOD
OEPLLOTIKOD AVKOL 1] GUVIPOLOL TPOGOLO1ALoVTOG e AVKO KoTd TN dtdpketa TG Bepameiog pe
ovoteKvoupaunn. Evnuepdote apéoms tov yioatpod cog qv eppavicete Eva epubpd, ennpuévo,
QPOMOMIEC eEAVOM LA LEPIKEG POPEG LE TTLO GKOVPO TTEPTYPULLILOL, GE TEPLOYES TOV SEPLLOTOG TOV
extiBevton oTov A0 N e TOVOLG GTIG apOPMCELS.

Kaporaxn TpooPori] kot ayyerakd eyKeQaAKA ETELGOOLH

Koapdiokr mposfoin Kot oyyelokd YKEQPOAIKA ETEGOdL ExovV TapatnpnOel oe pio peAétn oe
acOeveic pe yopioorn wov Ehafav Oepaneia pe ovotekvovudunn. O yatpog cog Oo eAEYyEL TAKTIKG
TOVG TTOPAYOVTEG KIVODVOL GOG Y10 KOPOLOKT VOGO KOl OYYEIKO EYKEPOAIKO ENELGOOI0 TPOKELUEVOL VL
doparilet 6Tt avrpetomiloviot KatdAAnia. Avalnmote apéowg wtpikn fondela edv mapovoidoete
6vo 610 6T 00G, advvapio 1 U ELGLOAOYIKY aicOnon ot pia TAELPE TOL GMOUATOS GG, TaPAAVON
TPOCAHTOV, 1| AVOUAAIEG GTOV AOYO 1) TNV OpOsT).

owora ko Epnpor

H mpoyepiopévn cvokenn| tomov mévag tov Usrenty dev GUVIGTATOL Y10 YP1IOT) € TodLd Kot EQRPOLE
nikiog KaTm Tov 18 etdv pe yopioon, enedn dev Exel pedetndel og avtn TV Aok opdada. Avt’
oVTNG Bo TPETEL VA, YPTCLOTOLEITOL 1) TPOYEUICUEVT) GVOKEVT TOTOV TEVAG 1) TO PLOAIDLO Y10l TS
nAkiog 6 eTdV Ko dve Kot eprioug pe yopioo.

To Usrenty dgv cuviotdral yio yprion o€ maidid kot epnfouvg nikiog kdtw tov 18 eTdv e yoplaoiky
apBpitida 1 eAkmoTn KoAitida 1 o€ Todld e voso tov Crohn emeidn dev éxel peletnBel og avty v
NMKLKT Opdda.

Alrao pappoka, epporra kot Usrenty
Evnuepdote tov ylotpd 1 Tov Qoppokomold cog:

. Edv maipvete, £xete mpodGPATO TAPEL 1] UTOPEL VO, TAPETE GALO QAPLOKAL.

o Edv xdvate npodcpata 1 tpoketol va kdvete epupforto. Opiopévorl Tomot epforimv (epufoiia
{OVI®V IKPOOPYUVICU®MYV) OV TPETEL VO YOPTYOUVTAL VA Ypnotponoteite To Usrenty.

. Edv AdPoate Usrenty evOcm NoOoTOV £YKVOG, EVIUEPDGTE TOV YLOTPO TOV HOPOV GOG COYETIKA LE

1 Bepaneia oag pe to Usrenty mpv 10 popod cag AdPel omotodrmote pforto,
ovumeptiappavopévev tav (dvtov epfolwv, dnwg sival to epufdito BCG (mwov
YPNOWOTOLEITAL Y100 TNV TPOANYT TNG Pupatinong). Ta {dvia eufoiia dev cLUVIGTOVTOL Yio TO
LOPO GOg KATA TOVG TPMTOVG dMOEKN UVEG PLeTd TN Yévvnon v AdaPate Usrenty kotd
SLapKELD TNG EYKVLOGUVTG, EKTOC €AV O YLOTPOG TOV LLOPOV GOG GLGTHOEL KATL S10POPETIKO.

Kvonon ka1 Onlaocpog

. Edv giote éyxvog, vopilete 6T pmopel va giote £ykvog 1) oyedlALETE VO, ATOKTNGETE D1,
{ntote T GLUPOVAT TOL YLITPOD GOG TPLV TAPETE AVTO TO PAPLLAKO.

. Agv &xel mapotnpnOel VYNAOGTEPOG KIVOLVOG YEVETIKMY OVOUIAIDV GE LOPE TOL EKTEONKAY

gvoountpla oto Usrenty. Qotdc0, vtapyet teploptopévn eumeipio pe 1o Usrenty o€ yKveg
yovaikes. Emopévmg, etvan mpotipdtepo va amopedyetan | xprion tov Usrenty otnv €yKvpochv.

. Edv giote yovaika og avamopaymyki MAKIo, GUVIGTATOL VO ATOPVYETE VA LEIVETE £YKVOG KoL
TPETEL VAL YPNCULOTOLEITE ATMOTEAECUATIKTY AVTIGVAAN YT EVOS® ypnoipomoteite To Usrenty kot
vl TovAdytotov 15 gfdopddeg petd v tehevtaia Oepamneia pe Usrenty.

. To Usrenty umopei vo tepdoetl LEGO omd TOV TAUKOVVTO KOl VO OTACEL 6TO ayévvnto popd. Edv
AaPate Usrenty Katd T S10pKELQ TNG EYKVHOGVVIG GOG, TO LOPO GOG LUTOPEL VO SIULTPEYEL
peyolvtepo kivouvo yia v epedvion Aoipnméng.

. Eival onpovtikd vo evpuep®doete Toug Y1oTpois TOL LoPOoD GO¢ Kol TOLG GALOVS EMAYYEAUATIEC
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vyeiog edv AaPate Usrenty Katd Tn S1GPKELN TNG EYKVUOGVVIG GOG, TPV TO L®PO AGPel
omolodnmote euPorto. Ta {ovta epPoria ommg givar to gufoiio BCG (mov ypnoiponoteital yuo
™V TPOAN YT TS PLHOTIOGTC) OEV CLUVIGTMOVTOL Y10 TO LMPO GAG KATH TOVG TPADTOVS dMIEK
UAVeG PETA TN Yévvnon eav AdPate Usrenty katd Tn S10pKELN TNG EYKVUOGVVIG, EKTOG EAV O
YTPOG TOV HOPOD GG GUGTNGEL KATL SIULPOPETIKO.

. H ovortekwvovpdunn pmopel va TepAcEL GTO UNTPLIKO YAAQ GE TOAD UIKPEG TOGOTNTEG.
Evnuepmote tov yiatpd cog edv Onialete 1 oxedialete va Inldcete. Eogig kot o ylotpog cog
Ba pénet va amopacicete ov Ba mpénel va Onrdcete 1 av Ba ypnoiponomicete to Usrenty - unv
KAVETE Kot T0L VO TOLTOYPOVOL.

001yNoN Kol LEPLoP6g pyovpdTmy
To Usrenty dgv éyel kapia 1 £(€1 AGHUOVTN ETIOPACT] GTNV IKAVOTNTA 0O YNGNG KOl XEIPIGLOD

pUnyxovnpUéTmy.

To Usrenty wepi&yer mohvcopPuké 80 (E 433)

Av16 10 Pappako mepiEyetl 0,02 mg moAvcsopPucod 80 (E 433) og kabe Tpoyepicuévn GLGKELT| TOTTOV
mévag Tov 45 mg/0,5 ml, n oroia icodvvapel pe 0,02 mg/0,5 ml (0,0003 mg/kgmpépa). Ta
moAvcopPikd propel va Tpokaréoovy aAhepyikég avtidpdoels. Evnuepdote tov yuotpo oag edv £yete
YVOGTEG aAlEPYiEg

3. og va gpnoiponomoste To Usrenty

To Usrenty gvdgikvoutal yio yp1ion vmo v kafodnynon Kot v enifreyn yioatpo pe epumepio oty
OVTILETAOTION TOV KATACTACE®V Yia TIC omoieg Tpoopiletarl To Usrenty.

[Tavtote va ypnoyomoteite To PAPULAKO AVTH AVGTNPA GOUPOVE LE TIS 0dNYieg Tov Yiatpod cag. Edv
€xete auEIPoOMEC, pOTNOTE TOV Y1OTPO GOC. MIANGTE e TOV Y1UTPO GOG GYETIKA [e TO THTE Bl KAVETE

TIG EVEGELG GOG KOl Y10, TO. povTEPOV TapakolohONGNG TG TopEing Gag.

I1éc0 Usrenty mtpémer va yopnyeiton
O ywtpdg cog Bo amopacicel oco Usrenty ypelaletal vo AGPete Kot yio TOGO SIAGTN L.

Evijlikeg nhkiog 18 erav 1) aveo Yopiacn i Yoprociki ApBpitida

. H ocvvietdpevn apyikn d6on etvan 45 mg Usrenty. Ot acBeveig mov Luyilovv nepiocdtepa amd
100 yiuoypappa (kg) pmopet va Eekvijoovv e pia 06on tov 90 mg avti yuo 45 mg.
. Metd v apyikni 0601, Ba Tdpete v emdpevn 8001 o€ 4 efdopadeg kot petd kb 12

efdouadeg. O emaxodlovbeg dooelg eival cuvnOwg 1d1Eg pe TNV apyikn 6ooT).

Noéoog tov Crohn

. 2 dudpkela g Beponeiag, n TpmdTN doO0™ MEpimov 6 mg/kg Usrenty Ba yoprynOei and tov
YwTpd cog oTaydNV oe pia AERa Tov Ppayiovd cag (evooeAéPia Eyyvon). Metd ) d6on
évapéng, Ba AaPete v emdpevn d06on Usrenty tv 90 mg petd amd 8 efoopnddeg Kot otn
ouvéyela Kabe 12 gfdopndadeg pécm Eveong KAT® amd To SEpUA («VTOSOPIWC»).

. e opiopévoug acBevels, petd v Tpmdtn éveon Kato ond to déppa, ta 90 mg Usrenty pmopet
va yopnynBovv kébe 8 efdopadec. O yotpog cag Ba amopacioel note Oo Tpémet va Aafete v
EMOEVT 00O GO,

Iog yopnyeitor 1o Usrenty

. To Usrenty yopnyeitor wg €veon KAt amd 10 dépua («vmoddpiay). Ztnv évapén g Bepaneiog
00G, WTOPEL TO 1TPIKO 1) VOGNAELTIKO TPOCOTIKO VO YopnyNoeL ue éveon to Usrenty.
. 061660, £0€IC KOl 0 YIOTPOG OOG UTOPEL VO ATOPUCIGETE OTL UTOPEITE VO KAVETE OL {d101 TNV

éveon tov Usrenty 6Tov €00TO GOC. L€ AVTNV TNV TEPITT®ON, O ekmadevteite yia tov TpOmTO
mov Ba kdvete v éveon tov Usrenty 6tov €001 GOC.

. IMa tic 00N yieg Yo To TMG va. kKavete TV €veon tov Usrenty, PAEne «Odnyieg yoprynong» oto
TEAOG VTOV TOL PVALOL OOTYLDV.

. MulMoTe L ToV Y1Tpd GOg OV EYETE OTOIEGONTOTE OMOPIES GYETIKA LLE TN XOPNYNOT] TNG EVEONC
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GTOV £0VTO GG,

Eév ypnopomoujoete peyorvtepn 666m Usrenty amd Tnv KovoviKi)
Edv ypnowomomoate 1 cog yopnynoav tapa ol Usrenty, WANOTE Apéo®S LE EVOY YOTPO Ny
oappoakonold. Na €yete mévta to eEmTepkd Kovti Tov Papudiov pali cag, akoua Kt ov givot adeto.

Edv Eeydoete va ypnoiponomjocete To Usrenty
Edv Egydoate pio 8001, EXKOWVOVAOTE LLE TOV YTPO 1 TOV QAPUAKOTO0 6ag. Mnv mhpete SuTAn
4001 Y10 VO OVOTTANPMOOETE TN dOOT IOV EEXACATE.

Eav ctapatioere va ypnoyponorcite to Usrenty

Aev gtvon emikivévvo va otapatnoete va yproonoteite To Usrenty. 201060, E0V GTALATICETE,
UTOPEL VO ETAVEUPAVIGTOVV TO GUUTTOWOTH GaG. EQv £xeTe TEPLOGATEPEG EPWTIOELS GYETIKA LE TN
YPNOT AVTOV TOV PAPLAKOV, PMOTHCTE TOV Y1ATPO 1) TOV POPLOKOTOLO GOG.

4. IMBavég avemOOUNTES EVEPYELES

Onwc 6Aa T pApLLOKO, £TCL KOL AVTO TO QAPLOKO LITOPEL VO, TPOKAAEGEL AVETIOVUNTEC EVEPYELEG, OV
KoL 0ev mopovotdlovtal o€ OAOLS TOVS 0vVOPDOTOLG,.

Xofapéc avemOopnTeg evépyereg
Opiouévol aoBeveic umopet vo xovv coPapéc avemBOUNTEG EVEPYELEC TOV LITOPEL VA, YPELLSTODV
eneiyovoa Bepamneio.

ALLePYIKES AVTIOPAGELS — NTTOPEL VO YPELIGTOVY eneiyovoa Oepaneia. Evuepdote Tov yi0Tpo cag
N avalnmiote eneiyovco wwrpikn Pondsio apécws £dv TAPATNPOCETE OTOL0ONTOTE OO TO.
axérovBa onpeia.

o Ot coPapég arlepykég avTidpaoelg («avapuiaéion) eivol Grivieg GTa ATOO TOV TOipVOLV
ovoteKvoupaunn (umopel va ennpedoovy €og 1 ota 1.000 droua). Ta cupntdpota
mePAAUPavouy:

OVOKOAIN GTNV AVATVOT 1] TNV KOTATOOoT)

YOUNAY apTnplokn Ttieon, Tov pmopel vo tpokaiésel (AN

TPHEO 6TO TPOCWOTO, Ta XEIAN, TO GTOUO 1) TO AOLUO.

Ta cvyva onueia aAlepykng avtidopaonc mepthapfavouv deppatikd eEdvOnua kot kKvidwon
(umopet va emnpedcsovv €wg 1 ota 100 dropa).

Yg OTAVIES TEPITTAGELS, TVEVIUOVIKES OALEPYIKES OVTIOPACELS KUL PAEYILOVI] TOV TVEDPOVA £YOVV
ava@epBel o€ acBeveic mov Aappdvovy ovetekivoopapunn. Eviiuep®ote apécws Tov Y10Tpo 60g
€0V TAPOVGLAGETE CUUTTONATO. OTOS P10, OVOTVOLO, KOL TVPETO.

Edv gpoavicete cofapn arliepytkn| ovtidopaon, o YloTpog coc LTOPEL Vo OmoQacicel OTL OEV TPEMEL VO
ypnotpomotnoete Eava to Usrenty.

AOPOEELS — nwopei vo. ypetaotovy enciyovoo Ospancia. Evpepdote apécwg tov Yatpo 6ag edv
TAPATIPNCETE OTOLOONTOTE 0TO TO, AKOAOVOG onpeia.

o Eivar cuyvéc o1 Aodéelg Tng poTng 1 tov Adipod Kot To Koo Kpuoloynuo (Uropet va
ennpedoovy €ng 1 ota 10 dtopa)

o O1 Loméelg tov Bdpaka dev eivar cuyvég (Umopet va exnpedoovy £og 1 ota 100 dtopa)

o O1 PAEYUOVEG TOV 16TOV KAT® amd To dépa («KuTTapiTIdoN) dev ivar cuyvég (Lmopet va
emmpedoovy émg 1 ota 100 dtopa)

. 0 épnng Lowotp (éva €idog enddVVOL eEavOUATOG e PLGAAIDEC) dEV elvar oLy VOG (LTopel va
emmpedoet £éog 1 ota 100 dropa)

. To Usrenty pumopet vo 60.¢ KATOGTHGEL MYOTEPO 1KAVOVS VO KATOTOAEUNGETE AOUMEELS.

Kdmoteg dowpuméeig B propovsav va yivovv cofapég kot pmopei va mepiiapfavouy AotumEels
OV TPOKOAOVVTAL 0t 100¢, LOKNTES, PakTipilo (CUUTEPIAAUPOVOUEVTS TNES PLUATIOONG), 1
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TAPACITO, GVUTEPIAAUPAVOUEVOV AOUDEE®V TTOL KLping Tapovcidlovtal o€ avlpmdmovg pe
eEaocBevnpévo avocomomtikd cuotnua (evkaplakég Aouméels). Evkaiplakég AoumEelg Tov
eyKepdAov (eykeportida, unviyyitda), TV TveLUOVEOVY Kot TOV 0BaALOD £xovv avaeepBel o
acOeveic mov Aapupdvovv Bepameia e OLGTEKIVOVUAUTT

IIpéner va pocéyete yuo onueio Aoipwéng evd ypnoonoteite to Usrenty. Avtd mepthapdvouv:
TVPETO, GUUTTMLOTA, TOV LOLALOVV LIE YPITT, VOKTEPIVEC EPLOPDOCELC, ATMAELN BApoug
aioBnon k6mwong 1 Aayaviaca, friyac Tov dev Tepva

Oeppd, KOKKIVO OEPLLOL TTOL TOVAEL, 1] EMMOVLVO eEAVOT O GTO JEPLLOL LE PUOUAIOEG

aioOnuo Kovoov KoTd TV 00pnon

ddppoto

OTLTIKN SLOTOPOYT 1] OTTMAELL OPOCTG

KEPUAQAYIQ, ALYEVIKT dSVoKOYia, EvaloOncio 6To Poc, vavtia 1} cOyyvo.

Evnpepoote apéows tov y1otpd 6og 0V TapaTnpOETE OTOLOINTOTE ad QLT T oNUEin Aoipnméng.
Avtd umopet va etvar onpeia Aopumdéemv, Onwc Aopméemy Tov Bmpaka 1 AoUdEE®Y TOV dEPUATOC I
épmnto LOoTApa 1 EVKUPLOKES AOUAOEELS TOV B Popovcay va £xovv GoPapég EMTAOKES.
Evnuepaote tov ylotpd oag edv £xeTe 0mo10dnmoTe €id0g AoimENg mov dev mePVE N EmavVEPYETAL
ovveyms. O ylatpdg cag pmopel va anogaciocst 0Tt dev Ba npémet va ypnoiporomcete Usrenty péypt va
nepAcel 1 Aoipmén. Eniong evnuepdote Tov y1atpd 60G €6V £YETE AVOIKTES TANYEC 1| TPAVHOTO, KOODE
umopel va LoAvvOouv.

ATOQPOLIO®GT) dEPROTOS — AOENGT TNG EPLOPOTNTAS KAl TNG UTOPOAIOMGIS TOV OEPUATOS GE
EKTETUPEVT] TEPLOYN] TOV CAONOTOS EVOEYETAL VU EIVOL CVUTTONOTO EPLOPOIEPPRIKIS YOpiaonc
OTOPOMIMTIKIG OEPPATITIONG, 01 0TOoiES sivar coPapéc deppatondOdeiec. Ao mpémer va
EVI|UEPDGETE APUECMS TOV YLUTPO GO EAV TOPATNPGETE OTOLOONTOTE OTO GVTA T GNNELC.

Addeg avemOOUNTES EVEPYELES

Yoyvég avemBOunteg evépyeieg (umopet va exnpedoovy £o¢ 1 ota 10 dropa):
Adppoia

Noavrtia

"Epetog

AioOnpa kdrwong

AtcOnpa {adAng

ITovoxépaiog

Dayovpa («Kvnoroc»)

IT6vog otn péom, Tovg pug M TG apBpaoelg
[Movéroog

EpvBpdmra kot mévog 6to onueio mov yivetal 1 éveon
Aolpwén Tov tapappiviov KOATOV

Oy ovyvéc avemOopnteg evépyeleg (Umopei va ennpedoovy émg 1 ota 100 dropa):

Odovtikég AomEelg

KoAmkn pokntiackn Aoipwén

Kotabiym

DOpaypévn 1 Poviwopévn pot

Ayoppayio, LOA®TES, GKANPLVOT], TPHELLO KoL ayovpa EKEL OOV YiveTal 1) EVEOT).

AtoOnpo advvopiog

[Ttdomn Prepdpov Kot YaAdpmon Ludv oTr o TAELPE TOV TPOCHOTOV (KTOPAAVGT) TPOCOTIKOV

vevpovy N «mopdAivon Belly), mov sivar cuvBmg mapodikn

. MetapoAn oty yopioon pe epuOpoTNTO KOl VEES LUKPES, KITPpves | AeVKEC PAVKTULVEG, LEPIKEG
(POPEC GUVOOEVLOUEVES OO TVPETO (PAVKTOVAING Yopiaon)

. AmoAémion Tov d€ppatog (AmoPoAidmON dEPUATOQ)

o Axuf
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Yrdvieg avemOopnteg evépyeres (Lmopel va emnpedoovy £og 1 ota 1.000 dropa):

. EpvBpotnta kot amo@oridmon Tov SEPLOTOC GE EKTETALEVT] TTEPLOYT] TOV CMUATOC, T) OTTOiN
umopei va Tapovotdlel eayodpa 1 Tovo (amooAldwtikn depuatitida). [Tapduola copnTdOpoTA
AVOTTOOCOVTOL OPICUEVES POPEC MG PLGTKT LETAPOAT GTOV TOHTTO TOV GUUTTOUATOV TNG
yopiaong (epuBpodeppikn yopioon)

o DLeypovn LIKPAOV ALOPOP®V ayYEi®V, 1) OToid UTopel vo 0dNyHoEL o€ depraTikd eEavOnua pe
UIKPEG KOKKIVEG 1) LOP @ovokdAeg, Tupetd N THVo oTig apBpdoelc (ayyeutidn)

oAb orévieg avemOounTeS evépyeleg (umopel va ennpedcsovy émg 1 ota 10.000 dtopa):

o DovokdAeg TOV SEPUATOG, O1 OTOiEg UITOPEl Vol etvat epuOPEG, KVNOUMOELG KOt ETMOVVEG
(IToppoAvymOEG TEUPLYOELHES).

. Agppatikdg AKo¢ 1| cOVOPOUO TPOGOUOLaLoV e AOko (epvBpd, emnpuévo PoMOmOES eEAVO L
o€ TEPLOYES TOV SEPLOTOG OV EKTIBEVTAL GTOV A0 TOUVDG e TOVOVS OTIC 0pHpDOOCELS).

Ava@opd avemOopunTov gvepyEtOV

Edv mapatnprioete kamola avemBountn evépyela, EVUEPMGTE TOV YIOTPO 1 TOV QUPLOKOTOLO GOC.
AvT0 1oyveL Kot Yo KGO Thov avemBOUNT EVEPYELN TTOL EV OVAPEPETUL GTO TAPOV PVAAO 0N YDV
ypnonc. Mnopeite emiong va avapépete avemBounteg evépyeleg anevbeing, LEocw Tov Bviko
GLOTNLOTOG avapopdc Tov avaypdeetal oto [apdptnua V. Méow g avaeopdg avemiBountmv
EVEPYELDV UTTOPEITE Vo fonONGETE GTN GLALOYN TEPIGGOTEP®Y TANPOPOPIDV GYETIKA LE TNV AGQAAELN
TOV TOPOVTOG PAPUAKOL.

5. og va pvrdooete To Usrenty

o To @dppoko ovtd TPEMEL VO UAACCETAL GE PEPT TTOV OgV TO PAETOVV Kot Oev TO Tpooeyyilovv
TOL OO

. dvrdocete og yoyeio (2°C-8°C). Mnv KatayoyeTe.

. DVAAGGETE TNV TPOYEUIOUEVT) GLGKELT TOTOV TEVAG 6TO EEMTEPIKO KOVTL Y10l VO, TPOGTAUTEVETOL
oo T0 PG,

. Epdoov anatteital, pepovopéveg TpoyeHUGUEVES GLOKEVEG TOTOL TéEvag Usrenty pmopovv

eniong va puAdocovtol og Beppoxpacio dopatiov £og 30°C yuo pio PHEYIOTN HELOVOUEVT
mEP10d0 £m¢ 30 NUEPEC, GTO OPYLKO KOLTL TPOKEUEVOD VO, TPOGTAUTEVOVTAL OTTO TO PG,
Kotaypayte v nuepounvia Katd tnv oroio 1 TPOYEUIGUEVT] GLOKELT TOTTOL TEVOC PynKe omd
TO YUYELO Y10 TPOTN POPA KOL TNV NUEPOUNVIN OTOPPIYNG GTO YDPO TTOV TAPEXETAL GTO
eEwtepikd kouti. H nuepounvia amdppryng dev tpénet vo vepfaivel Tnv apyikni nuepounvia
MENg Tov gival TVTEOUEVT 6TO KOLTI. ATO TN GTLYUN TOV o TPOYEUIOUEVT] GUGKEDT] TOTTOV
mévag €xel amobnkevbel o Oepuokpacio dopatiov (Ewg 30°C), dev Oa Tpémel va
enovatonofeteitol oto Yyoyeio. ATopplyte TNV TPOYEUGUEVT] GUGKELT TOTOV TEVAG EAV OEV
€xel ypnopomon0el evtog 30 nuepdv amd v amodnkevon og Beprokpacio doUaTiov 1 £0¢
™V apykn nuepopnvio Anéng, 6moto ivar vopitepa.

. Mnv avokiveite TIc TPOYEUIOUEVES GLOKEVEG TOTTOV TEVAG Tov Usrenty. [Tapatetapévn dvvaty
avakivnor prnopet va TpoKaAésel (Nt 6To APLOKO.

Na pn ypnoponoreite avTd To PappoKo:

. Metd v nuepopunvio ANENG TOL OVOQEPETAL GTNV ETLGNLOVGT KO GTO KOVLTI LETE TNV

. «AHZEH». H nuepopnvio Anéng eivor n televtaio nuépa Tov PRVA Tov ovaQEPETOL EKEL.

. Edv 10 vypd eivan amoypopaticpévo, BoAd 1 av eivar opatd aAlo EEva copatidla ta onoia
alwpovvtal péca o€ avto (PAEte mapdypapo 6 «Euppdvion tov Usrenty kot mepieyopeva g
GLOKEVAGIOGY).

. Edv yvopilete, | vouilete 6T umopet va €xet extedel oe akpaieg Oeprokpacieg (Onme va €xet
Katd AaBog katoyvyBei ) OeppovOet).

. Edv 10 mpoidv éxel avakivnBei duvatd.

. To Usrenty etvat pog ypnoewc povo. Ipoidv mov dev Exel xpnoyonombel Kot mopapével oty

TPOYEUGUEVT] GLOKELT TOTTOV TTEVAG Ba TPEmeL va amoppintetal. My netdte papuoKe, 6TO VEPO
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NG OMOYETEVOTG 1] GTA OIKLOK( amoppippaTa. POTOTE TOV QOpPULOKOTOLO GOG Y10l TO MG VO
TETAEETE TO PAPLOKA TTOV OgV yproipuonoteite mo. Avtd to pétpa Ba fondicovv otnv
TPOGTAGIH TOL TEPPAAAOVTOC,.

6. Mepreyopeva ™G svuokevaciog Ko Aowwéc manpoopics T wepiéyerl To Usrenty

. H dpaoctikn ovcia eivar 1 ovotekivovpaunr. Kabe mpoyepicpévn cuokeun tomov mévag
nepiEyel 45 mg ovotekivovpdunn o€ 0,5 ml.

o Ta GAAa cvotatikd givar 1 L-1o118ivn, povotidpoyrmpikr| L-1oTidivn povoidpikn, molvcopPukcd

80 (E 433), caxyapdln, vdpoeidio Tov vatpiov (Yo pvbuon tov pH), vopoyrlmpikd o&H (Yo
pOOon tov pH) Ko VWP Yo evEcL..

Epg@avien tov Usrenty kot wepiey0pevo TG 6UOKEVOGIOg

To Usrenty eivat £va S100Y£EC, GYpOUO £®G LIOKITPIVO EVESIIO dtdAvpo. Alatifetal og yapTivn
oLOKEVAGIN TOV TEPIEYEL 1 TPOYEUIOUEVT CLGKEDT] TOTOV TEVOS Hiog dOOTG, YOAALVT] GUGKELT TOTOV
névag tov 1 ml. KaOe mpoyepiopévn ocvokevn thnmov mévag mepiéyet 45 mg ovotekivovpdunn o 0,5 ml
EVEGLOV SLOAVUATOC.

Karoyog Adsrog Kukrogopiog

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Ireland, D13 R20R

HopackevasTig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building,

Santry Demesne

Dublin D09 C6X8

Ireland

Mo omo1adMmote TANPOPOPIC GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TUPUKIAEIGTE VO
angvBouvbeite otov tomiko avtimpdswno tov Katdyov tng Adetag Kuihopopiag:

Belgié/Belgique/Belgien Lietuva

Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
Tél/Tel: 0080008250910 Tel: 0080008250910

Buarapus Luxembourg/Luxemburg

Biosimilar Collaborations Ireland Limited Biosimilar Collaborations Ireland Limited
Ten: 0080008250910 Tél/Tel: 0080008250910

Ceska republika Magyarorszag

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel.: 0080008250910

Danmark Malta

Biocon Biologics Finland OY Biosimilar Collaborations Ireland Limited
TIf: 0080008250910 Tel.: 0080008250910

Deutschland Nederland

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel: 0080008250910

Eesti Norge
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Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Ellada

Biocon Biologics Greece MONOITPOXQITH
LK.E

TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvmpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910

To map6v OAL0 00N YOV AP oG avade®pONKe Y10 TEAEVTAIN POPE GTIC

Agntouepeic TAnpopopieg yio To pappoako avtd givar d1afécieg 6to dikTvaKd TOTo ToL Evpmmaikod
Opyavicuov @appdkwov: https://www.ema.europa.eu.
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Odnyies ypriong
Usrenty (ovetekivoopdpmnn) éveon, Yo vwoddpla ypiion
IIpoygpiopévn 6uoKeLY] TOTOL TEVAS

AwPaote avtég Tig 0dnyieg xpnomg Kabe opd oV YPNCUOTOIEITE TV TPOYEUGUEVT] GLGKELT] TOTTOV
névag Usrenty. Evdéyeton va vdpyovv véec mAnpogopies. Avtég ot mAnpopopiec dev vToKaOIGTOVVY T
ou{NtNoN L ToV TAPOYO VYEOVOLIKNG TEPIOAAYNC GYETIKA LE TNV LATPIKN GOC KATAGTACT N TN
Oepaneio cag.

INROVTIKEG TANPOPOPIES TOV TTPEMEL VO, YVOPILETE TPy KAveTe TNV éveon Tov Usrenty

. To Usrenty givot cuvTayoypapoOUEVO QAPHOKO TOV EVIETOL KAT® Ao TO dEPUA (VTOSOP1O0)
omo P TPOYELGHEVT] GUGKELNG TOTOV TEVAGS, UIAG dOOMC.

. Mnv ernavoypnoytonoteite v Tpoyspicpévn cuokevn tomov névag Usrenty. ITdvtote va
YPNOLOTOLELTE [a VEN TPOYEUGEVT cvuokeL] TOTOL Ttévag Usrenty yia kb Eveon.

. O yw0TpOG 00 UTOPEL VO OTOPAGITEL OTL £VOC PPOVTIOTNG UTOPEL VO GOG KAVEL TIG EVECELG GTO

oniti. Ecelg kot o ppovtiot)g oag 0o mpénel va, EKTOdEVTEITE GTOV GOGTO TPOTO
TpoeTolpociag Kot Eveong tov Usrenty mpv 10 YpNGULOTOWGETE Yol TPATN QOPA.

. Mnv kdvete v £veon oTov €00t 060G 1] G€ KATO0V GALO £mG GTOV 0 Y10TPOG GOG Gog Ogi&et
OGS va. kdvete TNy veon tov Usrenty e Tov 66T TPOTO.

. Mnv ypnoonoteite v TPoyEUGUEVT cvokeL TOTTOV TtEvac Usrenty v €yt Angel M
KOTOOTPOQPEL.

. Edv n 060om cag eivar 45 mg, Ba AaPete pia mpoyeiopévn cuokevt TOTOL TEVOG TV 45 mg.

. Edév n 66on cog eivar 90 mg, Ba AaPete 000 TPOYEMUGUEVEC GLOKEVEG TOTTOV TTEVOG TV 45 mg.

Edv Aafete 600 mpoyepioéveg cuokevég TOToL Tévag tov 45 mg yo d6on twv 90 mg, Ha
YPELOGTEL VO KAVETE OTOV €0VTO GOC SV0 EVECELG, TN U0l AUESMG LETA TNV GAAN.

Inpogopieg amwodikevong

. duvrdooete TNV TpoyeoHEVN cvokewn THmoL TtEvag Usrenty 6to yoyeio og Beprokpacia
peta&y 2C €wg 8C (36°F éwg 46°F).

. DVAACGGETE TNV TPOYEULOUEVT] GLOKELT TOTTOV TEVAG Usrenty 6To apylkd KOUTi Y10, va.
TPOGTATEVETAL OO TO PG TPLV OO T XPN oM.

. Edv ypetaletal, n mpoyepiopévn cuckevn tomov mévag Usrenty pmopet vo puAaydei oe
Beprokpaocio dopatiov petald 68°F ko 77°F (20°C émg 25°C) ywa £¢ ko 30 nuépec.

. No pn ypnowonoteite v npoyeicévn cucskevt tonov mévag Usrenty edv £xet mapapeivet

o€ Beppokpacio dopatiov yo mepiocdtepeg amd 30 nuépec. Ietdéte (amoppiyte) Tnv
TPOYEUIOUEVT) GLOKELT TOTTOV TEvaG Usrenty 6e éva doyeio amdppyng aryunpmv
avtikeévav. Avatpéte oto Brjpa 15 yuo tepiocotepeg TAnpopopies.

. Mnv Katoyvyete TV TPOYEUGUEVT cLoKELT TOTTOL TTEva Usrenty.
. Mnv avoaxkwveite v Tpoyeopévn cvokevn tomov mévag Usrenty.
. To Usrenty kot OAo T0 APLOKO TPETEL VO PLAAGCOVTAL LOKPLE 0d ToudLd.

Usrenty Mépn g Tpoyepiopévig 6VeKEVNS TOTOV TEVAG

Kitpwvo Kdboppo  Iopdfopo

T Behévos npofoirc Eopo auto injector
u'r J4 = ==l -a
Belévo nfoo
OTO OVOUyLL

4

- - -
Bmab 1200
T e e i
A LY - i
B Aol e . T
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Zympa A
Mpoctopacia Tov Usrenty yia éveon

1. Byédite 1 mpoygpiopévn cvuokevn] Tomov wévag Usrenty

A@apéote TNV TPOYEUIGLEVT cLGKELT] TOHTOV TEVag Usrenty amd to Kovti Kot Tomofetiote v o€
kaBapn, enineon emedveio (BA. Eucova B).

Mnyv ¥pNOIUOTTOLEITE THV TPOYEMGIEVT] GUOKELN
tOmov wévag Usrenty €4V T0o KOLTL QaiveTal
KOTEGTPOUUEVO 1 €AV €Yl omdoeL 1] omapaPioctn
cEPAYLON.

Zympa B

2. EréyEre TV mpoyepiopévn ovekevn] TOmov wévag Usrenty

o  E)\éyEre v mpoyepiopévn cvokevn tomov mévag Usrenty yia {npués (BA. Ewcova I).

MnyV ypNnoHONOLEITE TNV TPOYEUICUEVT) GLGKELY|
tomov mévag Usrenty eqv £xel vrootel Cnid.




3. EréyEre v nuepopnvia AéEng

o  EléyEte v nuepopunvio ANENG TOL avVayPAPETOL OTNV ETIKETO TNG TPOYEUGUEVIS GUOKEVNG
tomov wévag Usrenty (BA. Euwcova A).

Mmnv ¥pNGLOTTOLEITE TNV TPOYEUIGUEVT] GLGKELN
tomov wévag Usrenty eav €xet Anéet.

=
J

EXP: MMM EEEE

EisyErs v
nuepopnvia iins
IOV OVIFPAQETEL

OTIV ETIKETO

o iy

E =
e e b

[

Zpo A

4. Apnote TV npoyepopnévn cvokevn Tomov évag Usrenty va (gotabel o€ Oeppokpacio
dopatiov

° Edv n mpoyepopévn cvokevn tonov mévag Usrenty puAiaccotay 610 Yuyeio, aQnoTe TNV va

nmopapeivel yia mepimov 30 Aentd MoTE va LTopEcel va PTacel o€ Beppokpacio dopatiov. H
€VEGT TOL KPLOL PapuaKov pmopel va, givatl encddvvn (PA. Ewova E).

Mnyv (ectaivete pe aAAo tpoémo. o mopdaderypa, unv to Oeppaivete

G€ POVPVO LKPOKVUATOV 1 {€0TO VEPO 1| KOVTA GE GALEC TNYEG
Beppotntog.

Mnyv apoipeite 10 TOUA PLEYPL VO EI0TE £TOLOL VO KAVETE TNV EVEDT.

5. ZuyKeEVTPOOTE TO ATAPAITITA EQOOLN
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o YuyKevIpahoTte 10 akOA0VOa TPdcheTa £POSI0 TTOV dEV TEPIAAUPAVOVTOL GTO KOVTL:

1 Mavtniaxt pe owvonvevpa (A. Euwcova XT)

Yynpa XT

1 doygio amdppryng aryunp@v avrikeypévev (Bréne oxynua Z). Avatpéére oto Bipa 15 yio odnyieg
GYETIKA e TOV TPOTO AmOPPLYNG TNG YPNCUOTOMUEVNG TPOYEUGUEVIC GUOKEVNG TOTOV TTEVOG
Usrenty.

Ipe Z

1 yaa q pappaxe (BA. ewcodva H)

Zyfipe H

1 AvtokorinTog emideopog (PA. ewkdva 1)

IMpal

6. EAéyEte To appoko
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A@ob 1 mpoyepiopévn cuokevn| Tomov mévag Usrenty BepravOei oe Beppoxpacio dmpoatiov, eléyEre
TO QApUOKO 6T0 TOPAbvpo Tpoforng (PA. Ewdva J). To pdapuako mpémel va paivetal dtovy£Eg Kot
dypopo Eémg vrokitpvo. Eival pustoloykd vo fAEnete pikpég puGOAdES aépal.

Na pn ypnoponoteitar edv 10 eApLOKO eivar
0oL0, aTOYPOUATIGHEVO 1| £XEL LEYOAO COUATIOW

EAEyEte TNV epdavion Tou
¢appakouv oo napabupo
mpoBoAng

Zpo J
7. Emi£Ete 10 onpeio tng éveong

To pmpocTivo pépog Tov unpov (Xvvictdtor) N
e H meproyn tov otopdyov (Kotiid), TOLAGYIGTOV 5 €K. LOKPLYL OO TOV APAAO.
o Eav o gpovTioTi|g 605 060G KAVEL TNV £VEGT], UTOPEITE EMIONG VO (P CLUOTOUCETE TNV
eEmTtepki] meployn Tov Bpaytovev (PA. Ewova K):

Mnyv kdvete v £veon o dépa Tov eivar evaicOnto, pelaviacuévo,
KOKKIVO, LLE POAIDEG 1 OKANPO.

Mnv K@vete TV £veEon O€ TEPLOYEG LE OVAEG 1] POLYUOEC.
Hévta va evaildooete (aALalete) To onueia Tng éveong petald tov

evéoemv. To onpeio g éveong mpénet va améyeL TOLAGYIOTOV 5 €K. 0md TO
televtaio onueio Eveonge.

HTPOCTIVO PEPOS
Enpsic o
PPOVTLETI

Enpsie ya
aUTOZOPT NG

Zyfpe K

8. ITAvvete Ta yépro kon kaBapiote 10 onueio g £veong
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o IThvvere kara Ta yEpra oog pe camovvt Kot vepd (PA. Ewova L).

Zympa L

o KobBapiote To emireypévo onueio éveong e Eva povinAdkt pe owvomvevpo (PA. Ewova M). Xt
GUVEYELD, APTGTE TO VO CTEYVMGEL GTOV 0P,

Mny ayyilete, avepilete 1 puodte 610
onueio g éveong apov 1o
kaBapicete.

Zypa M
"Eveon Usrenty

9. AQu1péoTE TO TPOYERIGPEVO KOTAKL TG GVGKELVTS TOTOV wévag Usrenty ko metdlte 10

o Evo kpotdte 10 60N TNG TPOYERIGUEVIS GVGKEDVTG TVTTOV TEVAG Usrenty pe 1o éva yépt,
APNGLUOTOMGTE TO GAAO YEpL Yo vo. TpaPeTe To Kamak gv0eia mpog Ta £E® (PAéme oynua
N).

o IletaETe TO KOMAKL 6T OIKIOK(A GKOVTTIOLO.

Mnyv gnavatonobeteite 1o KOmAKL, 0LTO UTOPEl va TPoKAAEGEL PAAPT TNV
Kpopupévn Perdva.

Mnv ayyilete T0 Kitptvo kdAvppa TG Peldvag Kot unv Tontobeteite Ta
OAayTLAG Gag KOVTA 6TO Gvolypa TG PeAdvag.

MnV p1GILOTOIEITE TNV TPOYEUGUEVT] GLOKEVT TOTTOV TEVAG EAV TNV PiEETE
XOPIg TO KOmhKL.
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Beddva
néca 6To
avorypu

Zympa N
10. TomtoBeti6TE TNV TPOYEMIGUEVT] GUGKEDVT] TOTTOV TéEVHG Usrenty

e TomoOetiote TV TpoyEmopévy ouekevt| Tvmov évog Usrenty oto kobapiopévo onpeio g
£veong.

TomobBethoTe TO Kitptvo KGALUHO BEAOVAG TNG TPOYEUIGHEVIC GLOKEVTG TOTTOV TTEVOG EMIMESO TAV®
010 oépua (Yovia 90 popmv). Befoarwbeite 6T1 pmopeite va deite to TapdBOvpo mpoPoing (BA. Ewova

0).

®son Tov Autoinjector
TOVE o To opeio TS
EVEGT|C

Xyfipe O
11. ZEgkwvijote TNV éveon

o T vo Eekivioete TNV £vEGT], TIECTE TV TPOYEUGUEVT] 6VGKELT TUTOL TEvag Usrenty gvOsia
npog 10 dépua. (PAEme oynua P).

Oa akovoete 170 «10 KAIK» k000 Egkiva i £veon.
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IhécTs TpoS TC KATW

"lo KAIK" 1,
J—
TR T
Zynpo P
12. Kpoatiote matnpévo
. Kpoatiote v apoyepiopévn cvokev Tomov wévag Usrenty Tpog T KAT® GTO dEPUA GOG

KoL TopaKorovdnote 10 Tapdbupo Tpofoing.
To mwapdBvpo Ba yiver evredog kitpvo (BA. Ewkova Q) kot 0o akovoete éva '"20 KAIK". Avté

pmopei va drapkécel £mg Kot 15 dgvtepdienta.

Kpothote mpog
T KATH

"20 KAIK" ~]

To wiTpvo £pfioio
yepilsl To mopabuopo

ofoins 'g
LUVEYLOTE VIl KPUTUTE —_—
B

ELINUEVD

Zyppa Q
13. Ilepipévere 5 dgvtepoOLETTTO
o YyveyioTe Vo KPUTATE TNV TPOYEPIGUEVY] GVOKELT] TUTTOV TTEVAGS TTPOG TO KATO KO TEPLUEVETE 5

dgvTEPOAETTO POV TO TaPABLPO KiTpvicel Yia va Peforwbeite dTi Exel evebel 6o TO PapLLOKO
(BA. Ewova R).
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IlepypéveTe 5 SevTEpOlemTO

e [
ZuveyloTe Vi KpoTaTS e~
AATHUEVD
IMpa R

14. A@aipéote TV TPOYEUOPREVT] GVGKELT] TOUTTOV TTEVAG O.TO TO dEPNA

o  AvVOONK®OOTE TNV TPOYELGUEVT] GUGKELT TOTOVL TEvVaG Usrenty gubeia mpog ta méve and 1o
dépua (BA. Ewova S).

e To xitpvo kdAvppo g Behovag Ba emextabel yio va acparicel otn BEon Tov, KOAOTTOVTAG TN
Berova.

&

¢ felovas
aoPUiilel mive
otnyv feldva

—

To witpivo K@ivppo []

L

»

Iypa S
MeTtd v éveon
15. Meta&re (amoppiyTe) TN YPNCILROTOMNUEVT TPOYERIGUEVT] GLOKEVT TOTOV TEVAG Usrenty
e Iletd&te Vv ypnopomompévn mpoyepicuévn néva Usrenty oe £va doyglo amdppiymg oryunpmv

avtikeévoy (PA. Zynua T).
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Zpo T

Edv dev éxete doyeio amdppymng arypUnp®V OVTIKEILEV®V, LTOPEITE VO, XPNCUYLOTOINCETE VO OIKLOKO

doyeio mov :

e &ivol KOTOOKEVOOUEVO OO TAAGTIKO Papémg TOTOV,

e umopei va KAgioel pe Eva 61T, AvOEKTIKO GTO TPLANIOTE KATAKL, W0PIg VO UTOPOLV Vo, fyovv
ayunpa avikeipeva,

e ¢givat 6pBo kot otabepod katd T xpnHon,

o gival avBexTIKO OTIG dLoppPoLS, Kat

® gYEl KOTOAANAT ETIOGNUOVOT] TOV TPOEDOTOLEL Y10 TNV TOPOVGIN EMKIVOLV®V OTOPANTOV EVTOG
ToVL doyeiov.

Otav 10 60yEl0 amOPPIYNG OLYUNPOV AVTIKEWEVAOV givarl oyedov yepudto, Ba Tpémel va axolovdnocete
TIG 00N YiEG TNG KOWVOTNTAS GOG Y10 TOV GMGTO TPOTO AmOPPIYNG TOV S0YEIOL OTdPpPIYNMG QLU PBV
avTIKEWEVOV. MTOpEL VoL VITAPYOVY TOMTELNKOL 1] TOTIKOL VOLLOL GYETIKA LE TO MG TPEMEL VO, TETAEETE
TIG PN OUOTOMUEVES PEAGVES KOl GOPTYYEG.

MMV 0nopPINTETE TO YPTCLUOTONUEVO JOYELD ATOPPIYNG QLU POV OVTIKELUEVOV GTO OTKLOK(L
GKOLTIOI GOG, EKTOG EAV TO EMLTPETOLYV 01 0ONYIES TG KOWOTNTAS GUGC.
MnV avoKUKADVETE TO YPNOYOTOMUEVO dOYEID ATOPPIYNG ALYUN POV OVTIKELLEV®V.
16. EAéyEte To onpeio TG éveong
o  Edv vmapyel apoppayio oto onpeio g €veong, uropeite va mEceTe vo Koupatt fapufaxt

yalo mive ond to onueio g éveong (PA. Ewkova U).
o Edv yperaletar, pmopeite vo KaAOYETE TO oNEio TG £vEONG LUE £VOV AUTOKOAANTO ETIOECLO.

Zympa U
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@DVYiro 0NV yprone: IIAnpoopics yra Tov yprjoty

Usrenty 90 mg £véc1po O1GAV N0 GE TPOYEULOUEVT] GVOKEVT] TOTOV TTEVOG
OVGTEKIVOULALTT

V¥ To QAPUOKO AVTO TEAEL VIO GUUTANPOUATIKY TOPOKOAOVONOT. AVTO B eMLTPEWYEL TOV YPIYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV 0c@alelng. Mmopeite vo Bondncete uécm g avapopdg mhoavav
AVETOVUNTOV EVEPYELDV TTOV EVOEYOUEVMG Tapovatalete. BA. Téhog Tng mapaypdpov 4 yia Tov TpOmTo
ovVOQOPAS AVETIBOUNTMVY EVEPYELDV

AP aoTte TPOGEKTIKG OALOKANPO TO GULAO 0ONYLOV YPN GG TPLY UPYICETE VA Y PN CLUOTOLEITE AVTO
T0 QApRoKo, H16TL TEPLLAPPAVEL ONUAVTIKEG TANPOPOPIES Y10 GOC.

AvT0 T0 QULAO 00N YOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV AAPPAVEL TO PApRAKO.

DdovAdEte avTtd TO PUALO 0dNYIOVY Yp1ioNnc. Towg ypetaotel va To dufdcete Eava.

Edv éyete mepartépm amopiec, pmTNGTE TOV Y1IATPA 1] TOV QOPLOKOTOLO GOC.

. H cvvtayn yio ovtd 10 pdppoko xopnyndnke amokAelotikd yio oag. Agv Tpémel vo SMCETE TO
PapuoKo o€ GALOVG. Mmopei va Tovg mpokaiéoel PAAPN, oo Kot OTAV TO GUUTTOUATO TNG
acBéveldg Toug elvar 1010 pe Ta d1kd oo,

. Edv mapatnpnoete kdmoto avemBounn evépyela, EVILEPDOGTE TOV YLOTPO 1 TOV

(POPUAKOTOL0 GOG. AVTO oYVEL KOt Yo KAOe mhavi avemBountn evépyela Tov dgv

avaeEPETAL 6TO TOPOV POUALO 0dNyL®dV Ypione. BAéme Tapdypopo 4.

Tvepréyel To mapov OAA0 00N YIAOV:

T etvar to Usrenty kot moa ivae n yprion tov

Timpénel va yvopilete Tpv ypnoyonomoete to Usrenty
[Mog va ypnoponomoete 1o Usrenty

[MBavéc avemBounteg evépyeteg

[Twg va puAdooete to Usrenty

[Tepleydpeva TG GLOKEVACTAG KO AOITEC TANPOPOPIiEg

ANl e

1. T eivon To Usrenty kot wora givan 1 yprjon tov T givar To Usrenty

To Usrenty mepiéyet T SpacTiKi 0VGI0 «OVGTEKIVOLUAUTNY, £V LOVOKAMVIKO avticope. Ta
LOVOKAMVIKA AVTICOUATO EIVOL TPOTEIVEG TOL avaryvepilovy Kot GUVOEOVTOL EOIKA [LE OPICLLEVEGS
TPWOTEIVEC GTOV 0pYOVIoUO.

To Usrenty avikel 6€ pic opad0 QopUAK®my Tov oVOUALOVTAL «OVOGOKATOGTUATIKO. AVTA TO
Qappaka dpovv e£0cOEVOVTIC LEPOG TOL AVOGOTOMNTIKOD GOG GLGTNLATOG.

ow givar n yp1ion Tov Usrenty
To Usrenty yop1yYOULEVO LE ¥P1ION TNG TPOYEUICUEVIG CLGKELNG TOTOL TTEVUG YPTCLLOTOLEITOL Yo TV
OVTIUETOTIOT TOV 0KOAOVO®V PAEYLOVOIDY VOG®V:

o Yopioorn Katd TAGKOG - o€ EVAMKES
o Yopuuoikn apbpitida - o€ evihikeg
o Métpia £mg coPapn vocog tov Crohn - 6 evijAkeg

Yopioon katd TAdKkog
H yopioon katd miakag ival pio deppatikn tdbnon n onoio tpokaiel pAeypovn tov exnpedletl to
déppa kot to voyla. To Usrenty O peidoet tn @Aeypovn kot GAia onueio g achévelag.

To Usrenty yop1YOOLEVO LE P10 TNG TPOYEUICUEVIG CLGKELNG TOTTOL TTEVOG YPTOLLOTOLEITOL GE
EVIAAIKEG pe PETpla £0¢ cofapn WpiooT KOTE TAGKAG, TTOV OEV UTOPOVV VAL YPNGILOTOINGOVY
KukAoomopivn, pebotpe&dn 1 potobepaneia, 1| og TepinToT OV AVTEG 01 Bepaneieg dev eiyav
OTOTELEC AL
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Yopuocwi] apdpitidoa

H yopuooikn apbpitida givar pia pAeypovodng vocog tov apfpmcemv, mov cuviBmg cuvodedeTal 0o
yopioon. Eqv éxete evepyn voplacikn apBpitida Ba cag do8odv tpmdta dAra eapuaxka. Edv oev
avtamokplfeite apKeTd KOAG o€ 0LTA TaL PApuaKa, Uropel va cag dobei to Usrenty dote va:

. Mewwoet To onpeio Kot To COUTTOUATO TNG VOGOV GOG.

. Beltidoel T copUaTIKN GOG AEITOVPYIKOTNTA.

. EmBpadiover  BAGPTN oTig apbpdoeig coc.

Noéoog Tov Crohn

H vé60¢ Tov Crohn givar pio pAeypuovmong vocog tov eviépov. Edv €yete voco tov Crohn, Oa cag
80000V TpdTa dAle pdppaka. Edv dev avtarokpifeite apketd kald 1 edv Exete duvoavedio og avTd TO
eapuoka, propel va cag d0o0el Usrenty yia Tn peimon TV ONUEIOV KAl CUUTTOUAT®V THG VOGOV GaG.

2. Tvwpéner va yvopilete Tpv ypnoponoumjcete To Usrenty

Mnyv gpnoiponomosete 1o Usrenty

. Yg TepinTon oAAEPYIOG OTIV OVGTEKIVOVUAUTY 1] GE OTOIOONTOTE AAAO OO TO, GVGTOTIKG
oVTOD TOV PAPLAKOV (CVOPEPOVTOL BTNV TUPAYPAPO 6).

. Edv éxete evepyn Aoipumén mov o ylotpog 6o¢ TOTEVEL OTL EIVOL CTLLAVTIKT.

. Edv dev giote alyovpot av 1oy0EL 0TO100MTOTE GO TO TOPATAV® Yo EGAC, WANGTE LE TOV

YTpo 1 TOV PAPLOKOTOLO GOG TPLY XpnoLonooete 1o Usrenty.

Ipogidomomcerg Ko TpoPUAGEELS

AmevBuvbeite otov yotpo 1 ToV oapuaKonold cag npty ypnoonomoete 1o Usrenty. O ylotpog oog
Oo eréy&el mOGo KoAG elote Tpv amd kdbe Oepaneio. BePaimbeite 6T1 evnuepdoate Tov yoTpd 60OG Yo
omowadnmote achévela mopovoidlete mpv amd kabe Bepaneia. Eniong evnuepdote Tov yratpd cog dv
&xete £pHel TPOCPUTA GE EMOPT| [LE OTOL00MTOTE GTOO OV Umopel va £xel pupatioon. O yatpdg cag
0o oag e&etdoet Yo pupoTioon Kot Bo Tpaypotonotost pia eE€taoT Yo va OEL Qv EYETE PLULOTIOON
npwv mhpete o Usrenty. Edv o yiotpdc oag motevet 6t dratpéyete kivouvo puuatinons, pmopet va
cag yopnynOei Bepaneia yio TNV avTpeTdTION TG,

Ipocéite Yo coPapéc avemBOuNTES EVEPYELEG

To Usrenty pmopel va mpoxarécetl coPapés avemBounteg evépyeles, GOUTEPILOUPAVOUEV®V
OAAEPYIKDV aVTIOPAGE®V Kol AOUOEEWV. TIpémetl va mpocEyeTe Yia opiopéva onpeio | GOUTTOUOTOL
acBévelong evo maipvete to Usrenty. BAéme «Zofoapéc avembBounteg evépyeileg» otnyv mapdypago 4 yuo
TOV TANPT KOTAAOYO QUTAOV TV OVETIOOUNTOV EVEPYEIDV.

Ipw va ypnoipomonicete 10 Usrenty EvijpuepadoTe TOV Y1OTPO GOG:

o Eav giyoate moté allepykn avtiopaon oto Usrenty. Pothote tov yiatpd cog av dev giote
BéParot.

o Eqav siyote moTé 0mO10VONTOTE TUO KAPKIVOL — a0TO cvpfaivel ETELON TA 0VOCOKATUCTOATIKA
ommg to Usrenty e£acBevobv LEPOG TOL GVOGOTOMNTIKOV GUOTHHOTOS. AVTO Hmopel va avénoet
ToVv kivouvo Yo Kapkivo.

o Eav éyete MaPer Ocpaneio Y10 TNV yopioon pe dririo Brorloyikd @appoxa (éva @appoko mov
mapayeTon oo pio ovoio froroyikig Tpoéievons Kol ovvii0mg yopnysitor pe éveon) — o
Kivouvog Yo kapkivo propei va givar vynAdtepog.

o Eav éyere 1 eiyate mpdéo@ata hoipmen.

o Eav éyete véeg M| petafariopeves PLafeg pLéca 0TI TEPLOYES TOL TAGYOLVV OO YOPIOON 1] GTO
QLGLOAOYIKO EPLLOL

o Eav naipvere kamown driin Oepameio yro v yopiaon Ko/ TNy yopLociki) apopitide —
OTMG KATO10 GALO VOGOKATOCTOATIKO 1 emTobepameia (6TaV TO GOUN GG VTOPAALETAL G
Bepameia pe éva idog vrepiddovs (UV) 0otdg). Avtég ot Bepameieg pmopovv emiong va
e€aoBeviioovy LEPOG TOV OVOGOTONTIKOD GO GVoTHHATOS. H Tautdypovn ypnon avtdv TV
Oepameimv pe 1o Usrenty dev €xet pedetnfel. Qotodco givor mbavo va avénoet v mhovotnta
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acOevelmv Tov oyetilovial pe 0oOEVESTEPO AVOGOTOMTIKO GOGTN LA,

. Eav hapPavere 1] Lapote 610 TapehBov evéseig yia tn Ogpameio aliepyri®dv — dev eivat
yvootd €dv to Usrenty pmopet va TG Ennpedcet.
o Edv 1 nhkio oog givar Gvo Tov 65 eTdv — umopel va ivor mo mbavo va mabete AoydEes.

Edwv dev giote olyovupot av 16Y0EL 0TO100MTTOTE GO TO TOPATAV® Y10 EGAG, MANGTE UE TOV YIOTPO 1) TOV
(POPUOKOTOL0 Gag TPV ypnoyomooste to Usrenty.

Opiopévol aoBeveic Tapovsiacay ovTidpAGES TPOGOUOIAL0VGES [l AVKO, CLUTEPIAAUPOVOLLEVOD
dePUOTIKOD AVKOV 1] GLVOPOLOL TPOGOUOLALOVTOG e AVKO Katd T didpkela g Oepaneiog pe
0VOTEKIVOVIAUTY. Evnuepdote apécme Tov y1oTpd 6og e0v eppavioete Eva epulpd, emnpuévo,
POAOMOEG EEAVOM L. LEPIKES POPEG LLE TTLO GKOVPO TEPTYPALLLLO, GE TEPLOYES TOV SEPLLATOG TTOV
ektifevtal 6Tov A0 I e TOVOVG OTIC 0pHPDOCELC.

Kopowkn Tpocfoii] Kot oyyslokd eYKEQUAIKE ETELGOOL0,

Kaopdiokr TpocsPoin Kot ayyelokd eyKEPAAIKA enelcodia Exovv topatnpndel oe pio perétn og
acBevelg pe yopiaon mov ElaPav Bepaneia pe ovotektvovpaunn. O yatpds cog Ha eEAEyyel TaKTIKA
TOVC TAPAYOVTEC KIVODVOL GOG Y10 KAPOLOKT] VOGO KO OyYELOKO EYKEPUAMKO EMEIGOO10 TPOKEUEVOL VOl
dwcparilel 6T avryetomilovrot KatdAinia. Avalnmote apéowg wTpikn Pondeta ebv mapovoidoete
7w6vo 610 othbog, advvapio 1 Un ELGLOAOYIKY aicOnomn ot pio TAEVPE TOL CAOUATOG GOg, TapdALON
TPOCMTOV, 1 AVOUIAEC 6TOV AOYO 1) TNV OpaoT).

Mowora ko Epnpor

H mpoyepiopévn cuokevn tomov mévag Usrenty dev cuvictdtar yio xpror o€ moudid kot €pnpovg
NAKiog K4t Tov 18 etdv pe yopiaon, enctdn dev £xel peketn el o ot TRV NAKLOKT opdda. X
0¢om ¢ Ba Tpémet va xPNGLOTOIEITOL 1] TPOYEUICUEVT] GUCKEVT] TUTTOL TEVAG 1] TO PLAAISLO0, Y10l TTONOLEL
NAkiag 6 ETOV Kot Ave Kot PrPoug e yopioor.

To Usrenty dev cuviotdTot yio xpion o€ modld Kot eprouvg nAtkiog Katw tov 18 etdv e yoplacikni
apBpitida 1 ElkddN KoAiTda 1| o€ Tad1d e vocoo tov Crohn, emeidn dev Exel peietndel oe avtn TV
NAKLOKN Opdda.

Alha @appoxa, epporro kot Usrenty
Evnuepmote tov yutpod 1 tov eappokomold cag:

o Edv naipvete, €xete TpoOGOATO TAPEL 1] UTOPEL VO TAPETE AALO PAPHLOKAL.

o Edv kdvate mpoécpata 1 wpoketol va kdvete eufoito. Opiopévor tomor euporiov (sppoiia
{OvTov PKpoopyaviopdV) dev TPETEL va YopTyouvTal Ve ypnotponoteite to Usrenty.

e Edv AdPate Usrenty evOcm No0GTAV £YKVOG, EVIILEPADOTE TOV YIOTPO TOL LOPOV GO CYETIKA pe
™m Oepaneia cag pe to Usrenty mpwv 10 popd ocoag AdPet omowodnmote euPorto,
ocvpneptlapPavopévev tov Loviov epuporinv, Omng ivar To epfoiio BCG (mov ypnoiponoteitat
vy TNV TPOANYM NG eupatioons). Ta {dvra epPfoia dev GUVIGTOVTOL Yot TO LOPO GO KATH
TOVG MPADTOVG dMOEKN UNVEG HETA T Yévvnon edv AdPate Usrenty xotd Tn OwdpKed g
EYKVLOOHVNG, EKTOC €AV 0 YLUTPOS TOV LMPOD GG GUGTNGEL KATL SIOPOPETIKO.

Kinon ko Onraopdg

o Edv elote éyxvog, vopilete 011 pmopel va giote £€ykvog 1 oxed1dleTe VO ATOKTNOETE T,

e (nmorte M cLUPOVAN TOV YIATPOV GOG TPV TAPETE AVTO TO PAPUAKO.

e Acgv &gl mapotnpnOel vYNAOTEPOC KIVOLVOC YEVETIK®OV OVOUOMOV GE UOPE TTov eKTEOMKOV
evoountpla oto Usrenty. Qo1660, vapyel meplopicuévn eumepio pe to Usrenty o€ €yKveg
yovaikes. Emopévmg, eivan mpotipdtepo va amoeevyetan n xprion tov Usrenty otnv £yKupociv.

e Edv elote yuvaika o€ avomapay®ylkn nNAkio, GUVIGTATOL VO ATOPUYETE Vo PEIVETE £YKLOG Kot
TPEMEL VO YPNOUYLOTOLEITE AMOTELECUATIKT AVTIGVAAN YT EVOS® ypnoomoleite To Usrenty ko
v TovAdytotov 15 gfdopddeg petd v tehevtaio Bepaneia pe Usrenty.

e To Usrenty pmopel vo tepdoetl Léca omd TOV TAAKOVVTO Kol Vo OTAGEL 6TO ayEvvnTo Hopod. Eav
MiPate Usrenty kotd i SbpKeo TG €YKLHOCOVIG COG, TO HLOPO ooG UTopel vo datpéyet
UEYOADTEPO KIVOLVO Y1 TNV EUPAVIOTN AoTUwENnC.
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Eivol onpovtikd vo eviUep®GETE TOVG Y1ATPOVS TOL LOPOV GG KOl TOVS BAAOVG EMOYYEALATIEG
vyelog ebv AdPote Usrenty xotd Tn OlGpKED TNG €YKLHOGVUVNG OOG, TPV TO HoPO AdPet
omotlodnmote gufoito. Ta {ovta epuPoriia dnwg givar to gpfoio BCG (mov ypnoyomoteitot yia
™V TPOANYN TNG LUATIOONG) OEV CUVIGTMVTOL Y10 TO HMPO COG KATH TOVG TPAOTOVG dMOEKN
univeg petd m yévvnon edv AdPate Usrenty kotd Tn SGpKELD TNG EYKVUOGVVNG, EKTOG €AV O
YTPOG TOV HOPOD GG GUCTNGEL KATL SIULPOPETIKO.

H ovotekivovpdunn pmopel vo mEPACEL GTO UNTPKO YAAD G TOAD LIKPEG TOGOTNTEG.
Evnuepmote tov yiatpd cog edv Onralete 1 oyedualete va Onidoete. Eceic kat o yatpdg cag Ha
mpEMeL va omogacioete av Ba wpénel va OnAdoete N av Ba ypnoyonomoete 1o Usrenty — pnv
KAVETE Kot To VO TAVTOYPOVA.

001N o61M Kol LEPLoP6g pyovpdTmy
To Usrenty dgv éyet kapio 1 £l AGHUOVTN EXIOPACT] GTNV IKAVOTNTA OOTYNGNG KOl XEIPIGLOD

pUnyovnuéTmy.

To Usrenty wep1&yer mohvoopPuké 80 (E 433)

Av16 10 Pappako mepiEyetl 0,04 mg moAvcsopPucod 80 (E 433) og kdOe Tpoyepiouévn GuGKELT| TOTTOV
mévag Tov 90 mg/1 ml, n omoia wodvvapet pe 0,04 mg/0,5 ml (0,0004 mg/kg/muépa). Ta
ToAVGOopPIKa pmopel va TpokaAéoovy aAdepyikeg avtidpdoels. Evnuepdote 1o y1otpd cog eqv £xete
YVOOTEG ahAepyiec.

3.

[og va gpnorponomoste To Usrenty

To Usrenty gvdegikvotat yio yp1ion vmo v kabodnynon Kot v exifreyn yiatpoo pe epumepio oty
OVTILETAOTION TOV KATACTACE®V Yia TIC omoieg Tpoopiletar To Usrenty.

[Tavtote va ypnoyomoteite To PAPLOKO AVTH AVGTNPA GUUPOVE LE TIS 0dNYieg Tov Yiatpob cag. Edv
€xete oUEIPOMEC, pOTNGTE TOV Y1OTPO GOG. MIMNGTE LE TOV Y1OTPO GOg GYETIKA e TO ToTE Bl KAVETE
TIG EVEGELG GOG KOl Y10, TO. povTEPOV TapakolohONoNg ¢ Topeiog Gog.

IIéc0 Usrenty mtpémer va yopnyeiton
O ywpog cog Bo amopacicel toco Usrenty ypeldletal vo AdPete kat yio 1660 S1doTnua.

Evijlikeg nhkiog 18 etav 1) avo Yopiacon i Yoprocikni ApBpitida

H ocvvictodpevn apykn doon eivar 45 mg Usrenty. Ot acBeveic mov Luyilovv mepiocotepa and
100 yiuoypappa (kg) pmopetl va Eekvijoouvv e pia 06on tov 90 mg avti yuo 45 mg.

Metd v apyikn 66om, Ba tapete TV emdpevn 060m o€ 4 efdoudoeg kot petd kibe 12 gfdopddec.
O emaxoAovbeg dOoelC lvarl cuvn Mg 101G e TNV apyikn doOon.

Noéoog tov Crohn

X1 ddpketa g Bepamneiag, n tpotn d6on epinov 6 mg/kg Usrenty Oa yopnyn0el amd tov yiatpd
oG oThyonVv og pia eAEPa Tov Ppayiovd cag (evoopréPia Eyyvon). Metd  d6on évapéng, Oa
AaPete v emdpevn 66om Usrenty tov 90 mg petd amd 8 efdopnddeg kol otn cvvéyela Kabe 12
ePoopdadeg LEGM Eveonc KATM amd TO dEPUA («VTOOPIME»).

e opIoEVOLG aobevels, HETA TV TPMTN veon KAt amd To déppa, To 90 mg Usrenty umopet va
xopnynOovv kabe 8 gfdopades. O yuTpdg cag Oa amopacicel note Oa Tpémel va Aafete v
EMOUEVT OOON OO,

Iog yopnyeitan To Usrenty

To Usrenty yopnyeitor og éveon kdTm omd 1o d€ppa («umodopian). Xtnv Evapén e Bepameiog
G0G, UTOPEL TO 1TPIKO 1 VOGNAEVTIKO TPOG®TIKO va yopnynoetl ue éveon to Usrenty.

Q61660, £6€IG KoL 0 YIOTPOG GOG UTOPEL VO ATOPAGIGETE OTL UTOPEITE VO KAVETE O1 10101 TNV £VEDT)
tov Usrenty 6tov €00T0 GOG. L€ OLTNHV TNV TEPInT®ON, Oa exmardevteite yuo tov Tpdmo mov Oa
Kkdévete v éveon tov Usrenty 6Tov £00Td GOC.

IMa t1g 0dnyieg Yo 10 TG va kdvete v éveon tov Usrenty, PAEne «Odmnyieg yopynonsg» oto
TEAOG VTOV TOV PVALOL OOTYLDV.

180



MulnoTte pe ToV YlTpd 60G oV £XETE OTOLEGONTOTE ATOPIEG GYETIKA LLE TN XOPNYNOT TNG EVECT|G GTOV
€00TO GG,

Eév ypnopomoujoete peyorvtepn 666m Usrenty amd Tnv KOvVOviKY)
Edv ypnowomomoarte 1| oag xopnynoov mwépa moAd Usrenty, JANOTE AUECHOG PE EvaV YTPO Ny
oapuokonold. Na €xete mvta to E®TEPIKO KOVTL TOV Qappdkov nali ococ, akopa Kt av eivat Adeto.

Eav Eeydoete va ypnoponomoeete to Usrenty
Edv Eexdoate o 000, ETKOIVOVAGTE LLE TOV YLOTPO 1 TOV QOPUAKOTOL0 GG My épete dStmAn
4001 Y10 VO OVOTTANPOCETE TN dO0T OV EEXACATE.

Edv otapaticere va ypnopomoreite 1o Usrenty
Agv givar emkivouvo va oTapatinoeTe va yproiponoteite to Usrenty. Qo6TOG0, EAV GTOLOTIOETE,
UTOPEL VO ETOVELPOVIGTOVV TO GUUTTOUATEH GOG.

Edv éxete meplocoTEPEg EPOTHGELS GYETIKA LE T YPTOT] CVTOV TOV PAPLLAKOD, POTHOTE TOV YIOTPO 1)
TOV PUPHOKOTOLd GOC.

4, IMBavég avemOOUNTES EVEPYELES

Onwg 6ha ta pappoKo, £T01 Kot avTd T0 PAPROKO Hropel vo mpokaréostl avemBOunTeg evEPYELES, av
Kal 0gv mopovotdlovtal 6e GAOVE TOVS 0vVOPDOTOLG,.

YoPapég avemOOunTEG EVEPYELEG
Opiopévor acBeveic pmopet va Exovv cofapés avemBOHUNTES EVEPYEIEG TTOL UTOPEL VA YPELOCTOVV
eneiyovoa Bepameio.

ALLepYIKES AVTIOPAGELS — NTTOPEL VO, YPELIGTOVY Eeiyovoa Oepaneia. Evipuepdote Tov y10Tpo cag
N avalnmiote emeiyovso wrtpikn Pondsio apécws £dv TAPATNPNOCETE OTOLOONTTOTE ONTé TO.
axéiovBa onpeia.
o Ot coPapég arlepykéc avtdpdoelg («avapuraion) vl omavieg oTo ATONN TOL TAiPVOLY
ovoteKvoupaunn (pmopel va ennpedoovy £og 1 ota 1.000 dropa). Ta onueio teptiapfdavouv:
o) dVOKOAMA GTNV GVOTTVON 1) TNV KATATOOT
o YOUNAN apTNPLOKY] TTiEoT, TOL Umopel vo TpokaAEaEL (OAn
o TPNEWO GTO TPOGMOTO, TA YEIAT], TO GTOUO 1] TO Ao,
e Toa ovyvd onueioc aAlepywng avtidpaons mepthapPdvovv depuatikd e£avinuo kol kvidmon
(umopet va emnpedocovv €mg 1 ota 100 dropa).

2.g OMAVIEG TEPUTTAOOELS, TVEDPUOVIKEG OAAEPYIKEG OVTIOPAGELS KUL PAEYILOVI] TOV TVEDUOVE, £Y0VV
avopepBei og acbsveig mov Lappavovv ovetekivovpapnn. Eviuepocte apéomng 1ov y0tpd cog
€0V TOPOVGLAGETE CUUTTAONATO. OTOS P10, OVGTVOLE KOl TVPETO.

Edv epoavicete cofopn aArepyikr| avtidpaon, o yaTpdg oag UIOPEl VO, amoQaGIcEL OTL OEV TPEMEL VAL
ypnotpomooete Eava to Usrenty.

AopndEEg — pmopeil va peractovy enciyovoa Oepancio. Evuepoote apécmg Tov Yotpd cag edv
TUPATIPNGETE 0TOLOONTOTE OO TO, aKOAOVOG onpeia.

. Eivatl cvyvéc ot AotudEeic tng LHTng 1 ToL AQLLOD KOt TO KOO KpvoAdynuo (Lmopel va,
emmpedoovy émg 1 ota 10 dropa)

. Ot Aoméelg tov Bopaka dev eivar cuyvég (Lmopel va ennpedcovy £wg 1 ota 100 dropa)

. O1 eAeYHOVEC TOV 10TOV KAT® amd TO dEPaL («KLTTOPITIONN) OV givarl cuyveS (Lmopel va
emmpedoovy émg 1 ota 100 drtopa)

o O épmng Lootp (éva €idog endduvov eEavOnLTOC e PUGOAISES) dev givar cuyvac (umopel va

emnpedoet £o¢ 1 ota 100 dtopo)

To Usrenty pmopel vo 6og KOTOGTNGEL AlYOTEPO KOVOVS Vo, KoTomodeunoete Aotuaéels. Kamoleg
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roméeig o pmopovoay va yivouv coPapég kat pumopel vo teptAapufdvouy AoUMEELG TOL
TPOKOAOVVTAL OO 100G, LOKNTES, fakThpla (cupmeptiapfovouévng g upatioong), | tapdoita,
ovumepAopBavopévev Aoaeny Tov Kupimg Tapovstalovtol oe avOpmmovg e eEacBevnuévo
VOGOTOTIKO cOGTNHE (EuKalplakés AotudEELS). Evkaplarég Aotuadéelg Tov eykepaiov
(eykepaAitida, pnviyyitida), TOV TVELUOVAOV KOl TOL 0PBaALoD Exovv avapepbel o€ acbeveig Tov
Aappavouy Bepameio e OVGTEKIVOUAUT.

[pénetl va mpocéyete yio onpeio Aoipméng evod ypnoyonoteite to Usrenty. Avtd neptiapfavovv:
TVPETO, CLUTTOUATO TOV LOLALOVV UE YPITY], VOKTEPIVEG EPLOPDGELS, OTMOAELL BAPOLS
aictnon Kommong N Aayaviacua, frixag Tov dev TepVA

Oepo, KOKKIVO dEpLO TOV TTOVAEL, 1| ETdVVO e£AvON O 6TO dEppa e PUGOAIDEG

aicOnpo Kovcov Katd Ty ovpnon

dbppota

OTTIKT Sl0TOPAYN 1 ATMOAELD OPOOTG

KeQPaAaAyia, avyevikn duokapyia, evaisnoio 6to g, vavtia 1 chyyvon.

Evnuepmote apécmg Tov ylatpd Gog Qv TapoTnproETE 0TO100TOTE Ao avtd T onpeio Aoipwéng.
Avtd pmopel va givar onpeia Lotpnaéemv, 6mmg Aoudéewny Tov Odpaka 1] AOUOEE®Y TOV dEPUATOG |
épmnrta {oothpa N evkaplokég AomEelg mov Oa propovcay vo, Exovv cofapég EMMTAOKES.
Evnuepmote Tov yiatpd cog edv £xete 0motodnTote £100¢ AOIHMENG TOV OV TEPVA 1] EMOUVEPYETOL
ouvey®c. O yoTpog cag pumopel vo amopacicel 0t dev Ba mpémel va ypnoyomomoste Usrenty péypt va
nepdoetl 1 Aoipwén. Eniong evnuepmdate Tov y10tpod 60g GV EXETE AVOIKTEG TANYEG N TPAOUATA, KOODG
Umopel va LoAvvOouv.

ATOQOAOMGT 6EPRATOS — ADENGN TS EPLOPOTNTOG KL TN|G ATOPOLIIMONG TOV dEPUATOG GE
EKTETUPEVT TEPLOYN] TOV CAONOTOS EVOEYETAL VO EIvOL cVPUTTONATO EPVOPOIEP KIS YOpiaonc 1)
OTOPOMOMTIKNG OEPUATITIONG, 01 0TToiES Eival coPapéc deppaTonddeiec. Qo mpémeL va
EVI|UEPDGETE APUECMG TOV YIUTPO 00 EAV TOPATNPGETE OTOLO.ONTOTE OO GVTA TU CTNEI.

Adheg avemOOUNTEG EVEPYELES

Xoyvég avemOouunteg evépyeieg (Lmopel va ennpedocovv €mg 1 ota 10 dropa):
Adppora

Nowrtia

"Epetog

AloOnuo kénmong

AtoOnua {aAng

[ovoképaiog

Dayodpa («Kkvnopoc»)

[16vog 6N péom, Tovg pug 1 TG apfpdceLg
[ovolarpog

EpvBpotnra kot mévog 610 onpeio mov yivetar 1 éveon
Aolpwén Tov Tapappiviov KOAT®V

Oy ovyvég avemBopnteg evépyereg (Lmopei va emnpedoovy €wg 1 ota 100 dropa):
OdovTiKéc AomEELS
KoAmikn poxntiacikn Aoipmén
Katabiwym
Opaypévn N Poviopévn potn
Awoppayio, LOA®TES, GKANPVVOT], TPHELLO KOl AyoVpo, EKEL OTTOV YiveTal 1) EVEoT).
AioOnpo advvopiog
[Ttdom Prepdpov kot yoAldpmon Lo®dV oTr| pio TAEVPE TOV TPOGOTOV (KTOPAALOT
TPOCHOTIKOV VEVPOLX 1| «Ttapdivon Bell»), mov givar cuviBmg mapodikn
. Metafoin oy yopioon pe epuBpodTnTa Kot VEEG LIKPES, KITPIVES 1 AEVKEG PAVKTOIVEG,
LEPIKEG POPEC GVVOOEVOLEVES OO TVPETO (GAVKTUVMDONG Yopiaom)
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o AmoAémion Tov dEpIaTog (ATOPOAId®GT dEPUATOS)
e  Axun

Yrdvieg avemOopnteg evépyeres (Lmopel va emnpedoovy £og 1 ota 1.000 dropa):

. EpuBpotnta kot amo@oridmon Tov SEPLOTOC GE EKTETALEVT] TTEPLOYT] TOV CMUATOGC, T) OTTOi
umopei va Tapovotdlel eayovpa 1 Tovo (amooAldwtiky depuatitida). [Tapduola cupntdOpoTe
AVOTTOOCOVTOL OPICUEVES POPEC MG PLGTKT LETAPOAT GTOV TOHTTO TOV GUUTTOUATOV TNG
yopiaong (epuBpodepikn yopioon)

o DLeypovn LIKPAOV dLoPOp®V ayyeimv, 1) omoia umopel vo 0dNynoet o depratikd eEavOnua pe
UIKPEG KOKKIVEG 1 LOP @ovoKdAeg, Tupetd N TOHVO oTIg apbpdoelc (ayyeutidn)

MoAd omavieg avemBOuNTES gvépyereg (Umopei va exnpedoovv £mg 1 ota 10.000 dropa):

. Dovokdreg TOL dEPLATOG, 01 OTTOiEG UTOPEl vau ivat epuBpéc, KVIOUMOELS KOl ETMIVVES
(IoppoAlvydhdec TEPUPLYOELDES).

. Agppatikdg AKo¢ 1} cUVOPOUO TPOGOHo1aLoV e Avko (epuBpd, emnpurévo EoMOmOES eEAVOM LA
G€ TEPLOYES TOV OEPLOTOC TOV EKTIOEVTOL GTOV A0 TOOVDS [E TTOVOLG OTIC 0pHPDOGELS).

AvaQopd aveTOOUNTOV EVEPYELOV

Edv mapoatmproete kamowo avemBOUNTn eVEPYELD, EVILEPDOCTE TOV YIOTPO 1) TOV POPUOKOTOLO GO,
AvT0 1oyveL Kot Yo KaOe mhovi avemBountn evépyela TOL OEV OVAPEPETAL GTO TAPOV GVAAO 0N YLDV
ypNons. Mropeite emiong vo avagépete avemBOuNTEG evEpPYELeg anevbeiag, LEG®m Tov BvViKoD
GLOTIIOTOG OVAPOPAS TTOL avaypdpeTol 6to [Tapaptnua V. Méom g avaeopdg averdountov
EVEPYELDV UTTOPEiTE Vo fonONGETE BTN GLALOYN TEPIGGOTEP®V TANPOPOPIDV GYETIKA LLE TNV AGPAAELN
TOV TOPOVTOG POPUAKOL.

5. Ilog vo pvraooete o Usrenty

. To @dppoako avtd TPETEL VoL PLAACGETOL GE LEPT TTOL Oev TO PAETOVY Ko dev TO O&voLY Ta
TodLd.

o dvidoocete og yoyeio (2°C-8°C). Mnv katoyOyETE.

. DVAGCGETE TNV TPOYEUIGIEVT] GLGKEVT] TOTTOL TEVOS GTO EMTEPIKO KOVTI Y10l VO TPOGTUTELETOL
oo T0 PG,

. E@ocov amotteitot, pelovopeéves TPOYEUIGIEVEG GLOKEVEG TUTOVL TEvag Usrenty pmopovv

eniong va puAdoocovtol o€ Beppokpacio dwpotiov £og 30°C yo pio LEYIOTN LEHOVOUEV
nepiodo £m¢ 30 NuEPEC, 0TO aPYIKO KOVTI TPOKELUEVOD VO TPOGTAUTEDOVTOL OO TO PG,
Kotaypayte v nuepounvia Katd tnv omoic 1 TPOYEUIGUEVT GLGKELT] TOTTOL TEVOS PynKe omd
TO YVYEIO Y10 TPDOTH POPA KOL TNV NUEPOUNVIN ATOPPIYNG GTO YDPO TOV TOPEYETAL GTO
eEwtepkd kovuti. H nuepounvia amdppiyng dev tpénet vo vepPaivel Tnv apyikni nuepounvia
AENG ov gival TVTOUEVT 6TO KOLTI. ATTO TN OTIYUR TOV pio TPOYEUIGUEVT] GUGKEDT] TOTTOV
névag Eyel amodnievbel oe Beppoxpacio dwpatiov (Emg 30°C), dev Ba mpénetl va
eMOVOTOMODETEITAL GTO YVYELD. ATOPPIYTE TNV TPOYEUGUEVT CLGKELT TOTTOV TTEVOG EAV OEV
&xel ypnopomombei evtog 30 nuepdv amod v amobnkevon g Bepuokpacio dopatiov 1 £0g
™V apykn nuepounvio ANéng, 6To1o eivat vapitepa.

. Mnyv avakiveite Tnv TpoyeUGLEVT] GLOKELT] TOTOL Tévas Tov Usrenty. [lopatetapévn dvvarn
avaxivnon propel va mpokaréoet {nuid 6To QAPLLOKO.

Na pn ypnoponoreite avtd To PappoKo:

. Metd v nuepopmvio ARENG TOL AVOPEPETAL GTIV EMLCTUAVOT KOl GTO KOUTI HETH TNV

. «AHEHy. H nuepounvia Anéng givor n tedevtaio nuépa Tov PNvo Tov avapEPETaL EKEL.

o Edv to vypd eivan amoypopoticuévo, Borod 1 av ivar opatd dAro EEva copatidln To onoio
alwpovvTol pHéca og avTo (BAEme mapdypapo 6 «Epgdvion tov Usrenty Kot TeplexOUeva TG
GLOKELAGIOGY).

. Edv yvopilete, 1 vopilete 6Tt umopet va €xet extedel oe akpaieg Oeppoxpacieg (Onwe va €xet

Kkatd AdBog kaToyvydei | Oepuavet).
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. Edv to mpoidv éxel avakivnOei duvartd.

To Usrenty gtvan pioag ypricemg povo. Ipoidv mov dev Exet ypnotponombel kot mapapével otnv
TPOYEUIOUEVT] GLOKELT TUTTOL TTEVAG Ba Tpémel va, amoppinteTan. Mnv metdte pdppoka 6To vepd g
ATOYETEVOTG 1 OTO OIKIOKE omoppippate. POTHGTE TOV QUpPUOKOTOLO GOG Yo TO TOS VO TETAEETE TA
@appoka Tov dev ypnoyonoteite ma. Avtd ta pétpa Ba fondncovy oty Tpoctacio Tov
nepPaAiovtog.

6. Mepreyodpeva ™G svokevaciog Ko Aowwéc manpogopicg T wepréyerl To Usrenty

. H 6paoctikni ovsia eivar n ovotekvoopdunn. Kébe mpoyepiopévn cuokevn T0mov mévag
nepiéxel 90 mg ustekinumab o€ 1 ml.

o Ta GAAa cvotatikd givar 1 L-1ot1divn, povotidpoyrmpikr L-1oTidivn povoidpikr, molvcopPikd

80 (E 433), cakyapdln, vopoeidio Tov vatpiov (yia pvbuion tov pH), vdpoyrmpikd o&o (Yo
p¥OOon tov pH) Kot Vd®pP Yo EVESLAL.

Epg@avien tov Usrenty kot wepiey0pevo TG 6VOKEVOGiag

To Usrenty eivat £va S1ovyEC, GypoUo £mG VIOKITPIVO eVESIIO dtdAvpo. Alatifetal og yapTivn
ovokevaoio Tov TepEyel 1 Tpoyeopévn cuokeun TOHTOL TEVOS LG 066G, YUAAIVT] GUGKELT| TOTTOL
névog tov 1 ml. KaBe mpoyepiopévn cvokevn tomov mévag mepi€yel 90 mg ovotektvovudunn og 1 ml
EVEGILOV OLOAVUATOC.

Karoyog Adsrog Kukrogopiog

Biosimilar Collaborations Ireland Limited
Unit 35/36 Grange Parade,

Baldoyle Industrial Estate,

Dublin 13, DUBLIN

Ireland, D13 R20R

MopaokevaoTig

Biosimilar Collaborations Ireland Limited
Block B, The Crescent Building,

Santry Demesne Dublin

D09 C6X8 Ireland

INa omoladnmote mANpoPopic GYETIKE [LE TO TOPOHV POPUUKEVTIKO TPOIOV, TAPUKOAEISTE VO
angvBuvleite otov Tomcd avtimpdswno Tov Katodyov g Aderag Kvihogopiag:

Belgié/Belgique/Belgien Lietuva

Biocon Biologics Belgium BV Biosimilar Collaborations Ireland Limited
Tél/Tel: 0080008250910 Tel: 0080008250910

bnarapus Luxembourg/Luxemburg

Biosimilar Collaborations Ireland Limited Biosimilar Collaborations Ireland Limited
Tem: 0080008250910 Tél/Tel: 0080008250910

Ceska republika Magyarorszag

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
Tel: 0080008250910 Tel.: 0080008250910

Danmark Malta

Biocon Biologics Finland OY Biosimilar Collaborations Ireland Limited
TIf: 0080008250910 Tel.: 0080008250910

Deutschland Nederland

Biocon Biologics Germany GmbH Biosimilar Collaborations Ireland Limited
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Tel: 0080008250910

Eesti
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

E)ada

Biocon Biologics Greece MONOITPOZQITH
LK.E

TnA.: 0080008250910

Espaiia
Biocon Biologics Spain S.L.
Tel: 0080008250910

France
Laboratories Biogaran
Tél: +33 (0) 800 970 109

Hrvatska
Biocon Biologics Germany GmbH
Tel: 0080008250910

Ireland
Biosimilar Collaborations Ireland Limited
Tel: 1800 777 794

island
Biocon Biologics Finland OY
Simi: +345 800 4316

Italia
Biocon Biologics Spain S.L.
Tel: 0080008250910

Kvmpog
Biosimilar Collaborations Ireland Limited
TnA: 0080008250910

Latvija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Tel: 0080008250910

Norge
Biocon Biologics Finland OY
TIf: +47 800 62 671

Osterreich
Biocon Biologics Germany GmbH
Tel: 0080008250910

Polska
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Portugal
Biocon Biologics Spain S.L.
Tel: 0080008250910

Romania
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenija
Biosimilar Collaborations Ireland Limited
Tel: 0080008250910

Slovenska republika
Biocon Biologics Germany GmbH
Tel: 0080008250910

Suomi/Finland
Biocon Biologics Finland OY
Puh/Tel: 99980008250910

Sverige
Biocon Biologics Finland OY
Tel: 0080008250910

To map6v @OAL 00N YOV Yp1ioNS avedempOnke Yo TELEVTOIO QPOPA OTIG

Agmtouepeic TAnpopopieg yio To eappako avtd givar d1abécieg 6to dikTLaKO TOTO ToL Evpmmaikod

Opyavicuov @appdkov: https://www.ema.europa.eu.
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Odnyies ypriong
Usrenty (ovotekivoopdpmnn) éveon, 1o vwoddpla ypiion
IIpoygpiopévn 6uoKeLY] TOTOL TEVAS

AwPaote avtég Tig 0dnyieg xpnomg Kabe opd oV YPNCUOTOIEITE TV TPOYEUGUEVT] GLGKELT] TOTTOV
névag Usrenty. Evdéyeton va vdpyovv véec mAnpogopies. Avtég ot mAnpopopiec dev vToKaOIGTOVVY T
ou{NtNoN L ToV TAPOYO VYEOVOLIKNG TEPIOAAYNC GYETIKA LE TNV LATPIKN GOC KATAGTACT N TN
Oepaneio cag.

INROVTIKEG TANPOPOPIES TOV TTPEMEL VO, YVOPILETE TPy KAveTe TNV éveon Tov Usrenty

. To Usrenty givot cuvTayoypapoOUEVO QAPHOKO TOV EVIETOL KAT® Ao TO dEPUA (VTOSOP1O0)
omo pio TPOYEUIGUEVT] GLOKELNG THTTOV TEVAGS, HIAG dOONG.

. Mnv ernavaypnoyLonoteite Tnv mpoyspicpéVn cuokevn tomov névog Usrenty. ITdvtote va
YPNOLOTOLELTE [a VEQ TPOYEUGLEVT cvuokeL] TOoL Tévag Usrenty yia kb Eveon.

. O y10TpOG 00O UTOPEL VO OTOPAGITEL OTL £VOC PPOVTIOTNG UTOPEL VO GOG KAVEL TIG EVECELG GTO

onitl. Ecelg kot o ppovtiot)g oag 0o mpénel va, EKTdeVTEITE GTOV GOGTO TPOTO
mpoeTolpociog Kot Eveong tov Usrenty mpv 10 PNGULOTOWGETE Yol TPATN QOPA.

. Mnv kdvete v £veon oTov £00TO 600G 1] G€ KATO0V GALO £mG GTOV 0 Y10TPOG GOG Gog Ogi&et
TG va kdvete TNy éveon tov Usrenty pe Tov 6otd TPOTO.

. Mnv ypnoonoteite v TpoyeUIGUEVT cvokeL TOTTOV TEvac Usrenty v €xet An&el M
KOTOOTPOQPEL.

. Edv n 060m cag ivar 90 mg, Ba AaPete pia mpoyepiopévn cuokevn TOmov mévag tov 90 mg.

IIinpogopicg amwodikeveng

. DvAAGGETE TV TPOYEUICUEVT] GLOKELT TUTTOVL TEVaG Usrenty 6to yuyeio og Beppokpacio
peta&d 2°C éwc 8°C (36°F €mg 46°F).

. DdvAdocete TNV TPOYEUIGUEVT GLOKELT TOTTOL TTEVOC Usrenty 6To apytkd KovTi yio vo
TPOGTATEVETAL OO TO YOG TPLV OO T XPN oM.

. Edv yperdletar, 1 mpoyepiopévn cuokevn| tomov mévas Usrenty pmopet va puiaydei og
Oepuokpacio dopatiov petagd 68°F kot 77°F (20°C émg 25°C) yia €wg kot 30 nuépec.

. No pn ypnoiponoteite v TpoyeIcUEVT cvuokevn TOTOV TEvag Usrenty edv €xel mapopeivel

o€ Beppokpacio dopatiov yio tepiocotepeg amd 30 nuépeg. [etdéte (amoppiyte) v
TPOYEUGUEVT GLOKELT TOTOV TEvag Usrenty 6€ €vo 00Y€I0 ATOPPIYNG QLU PDV
avtikeévav. AvatpéEte oto Brjpa 15 yuo mepiocotepeg mAnpopopies.

. Mnv KOTOWOYETE TNV TPOYEMGUEVT] GLOKELT TOTOL TtEvag Usrenty.
. Mnv avakwveite Tnv Tpoyeoév cvuokeun Tomov mévog Usrenty.
. To Usrenty kot OA0 ToL QAPUOKO TPETEL VO PLAAGCOVTAL LLOKPLE 0O TOdLA.

Usrenty Mépn tng Tpoyepiopévig GUOKELT] TUTOV TEVOG

Eitprvo Kadvppuo  Tlopaupo

T Behévos npofoitc ZoUo auto njector
“‘ "14 ClD e
Behévo ymu
OTO GVOLYLLO
= = e
Ipa A

IIpogrowacio Tov Usrenty yia éveon
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1. Byaite 1 mpoyepiopévn ovekevn Tomov wévag Usrenty

Apaipéote TV TPoyEUIoUEVN cLGKEDT] TOTTOV TEVaG Usrenty amd To KouTi Kot Tomofetiote v o€
kaBapn, eninedn emopdven (BA. Eucova B).

Mnyv ypnoonoteite v TPOYELGLEVT] GUGKELY|
tomov mévag Usrenty €dv to kovti paiveton
KOTEGTPOUUEVO N €6V EYEL OmAGEL 1) amapafioctn
copdylon.

Zmpo B

2. EAéyEre v poyepopév) cuckevn] Tomov tévag Usrenty

o E)\éyEre v mpoygpiopévn cvokevn tomov mévag Usrenty yia {npués (BA. Ewcova I).

MnyV ypnoHOnOLEiTE TNV TPOYEUICUEVT) GLOKELT|
tOomov wévag Usrenty £v €xel vrootel (npud.

E‘x
J

]
¥
[
[

EhéyEte yia dnuiec

IMpa T
3. EréyEre v nuepopnvia AéEng
o E)éyEte v nuepounvia ANENG IOV avaypAPETOL GTNV TPOYEUIGUEVT] ETIKETA TNG GVGKELTG TOTOV
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névog Usrenty (BA. Eucova A).

Mnyv ypncponoteite tnv TPOYEUGUEVT] GLOKELN
tOmov mévag Usrenty edv &yet Anéet.

=
J

EXP: MMM EEEE

Eisyite mv
npepopTvia AZng
TOU OVIYpPAQETOL

OTHV ETIKETO

401 iy

E 1
]

[ .

Zyfpe A

4. Apnote TNV TPoyERIopREVY] ovokeLvt] Tumov tévag Usrenty va (gotaBel og Ogppokpaocio
dopatiov

e Edv n mpoyepopévn suokeun tomov névag Usrenty @uAaccdtay 6To yoyeio, apnoTe Ty vo

mapopeivel yio mepinmov 30 Aentd doTe vo umopécel va. gTacel o€ Oepuokpacio dopatiov. H
£VEGT TOL KPLOL Papudkov pmopel va etvat emmdvvn (BA. Ewkdva E).

Mnv (eotaivete pe aAlo tpomo. [a
mapaderypo, unv to Beppoaivete og povpvo
pikpoxvpdtov 1 {eoto vepd N Kovtd o€
GAdec Tnyéc OeppoTnToC.

Mnyv apoipeite 10 TOUA PLEYPL VO El0TE
£€TOO1 VO KAVETE TNV EVEDT.

5. ZuyKeEVTPOOTE TO ATAPAITITA EPOILN

o YuyKevIproTe 0, akOA0VOA TPOGHETO EPOSL0 TTOVL dEV TEPIAAUPAVOVTOL GTO KOVTL:
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1 Mavtniaxt pe owvomtvevpa (BA. Ewcova XT)

Xyqpo XT

1 doyeio améppryng axyunpav avrikeipévov (BAéne oxnua Z). AvatpéEte oto Brjpa 15 yuo odnyleg
GYETIKA LLE TOV TPOTO OTOPPIYNG TNG YPNOLUOTOMUEVNG TPOYEUICUEVIG GVGKEVTG TOTTOV TEVOLG
Usrenty.

Zmna Z

1 yaa 1 Bappdxr (BA. ewcova M)

IZmpa H

1 AvtokorinTog emideopog (PA. ewcova 1)

Zypo I
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6. EAéyEte To @appaxo

Ao mpoyepiopévn cuokevn Tomov mévag Usrenty Oeppoviet oe Oeppokpacio dmpatiov, eréyEre
70 @appoxo oto Tapddvpo mpofoing (PA. Eucova I). To dappako mpémet va eaivetotl StanyEg Kot
dypouo £mg vrokitpwvo. Eival puotoloykd va fAEnete PiKpEg pLGOAdES aépal.

Na pn ypnowonoteiton v 10 AppaKo sivat BoAd,
UTOYPOUOTIGUEVO 1) EYEL LEYAAN COUATIONW.

EAgyEte TNV epdavion tou
dapuakov oo napabupo
mpoBoAncg

Ipal
7. EmA£Ete To onpeio g £veong

Mmropeite va. eyydoete 6g (PA. Euwcova K):
To pmpocTivo pépog Tov unpov (Xvvictdtor) N
e H meproyn Tov otopdyov (Kotkid), TOLAGYIGTOV 5 €K PLOKPLA OO TOV APOAD.
o Eav o ¢povTioTi|g 605 060G KAVEL TNV £VEGT, LTOPEITE EMIONG VO YPTCLULOTOUCETE TNV
eEmTtepki] meploy ToV Bpaytovev (PA. Ewova K):

Mnyv kdvete TV €veon o€ dépa TOL eivart evaicOnto, HEAAVIOGHUEVO,
KOKKIVO, LE POAIOEG 1] GKANPO.

Mnyv kdvete TNV £veon o€ TEPLOYEG UE OVAEC T} pOrydoE.
IMavra va evoiidooete (aAlalete) Ta onueio TG Eveong LETOED TV

evéoemv. To onpeio g €veong TpEmet va ameyeL TOLAGYIOTOV 5 €K amd TO
TeAevTOio oNuEio Eveong.

UTPOCTIVO PEPOS

A =

- - Enpsic no
QPOVTIOTI|

(=D

v\ \\ TN
Enpsic no

. /'\‘ QLT OPIYICN

Impa K
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8. ITAvvere Ta yépro kon kaBapiote 10 onueio g £veong

o IThvvere kard Ta yépra oag pe camovve Kot vepd (PA. Ewova L).

Zyfpe L

o KoaOapiote To emireypévo onpueio Eveong ue Eva poviniakt pe owvomvevpo, (PA. Ewdva M). Tt
GLVEXELD, APTGTE TO VO GTEYVMGEL GTOV 0£PQ.

Mnyv ayyilete, avepilete | puodte
610 onuelo g éveong apov 1o
kaBapicete.

Zympo M
"Eveon Usrenty
9. AQa1p£oTE TO TPOYEMGREVO KOTAKL TNG 6VoKeVNS TOOV tévag Usrenty kot TeTaETE TO

e  Evo xpatdte 10 cOUO TNG TPOYEUGHEVNC GVOKEVNG TOTTOL Ttévag Usrenty e to €va xEpt,
YPNOUWOTOOTE TO GALO XEPL Y10 va TPaPNEeTE TO Kamdkt gvOeia pog Ta £E® (PAéne oynua N).

o IletGETe TO0 KOMAKL 6T OIKIOKA GKOVTIOLOL.

Mnyv enavatomofeTeite 10 KamiKL, aVTod Umopel vo mpokarésel PAAPN otnv
KPOUUEVT Perova.

Mnyv ayyilete to kitptvo kdAvppa e felovag Kot unv tomobeteite Ta
Ay TVAG cag KOVTE 6TO Gvoryua TnG PEAOVAC.

MnV p1CLLOTOIEITE TNV TPOYEUGUEVT] GLOKELT TOTOV TEVAG EAV TNV PIEETE
Y®pic To KomaKL.
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Beddva
nicu 6To
avorypa

Zype N
10. TomoBeti6TE TNV TPOYEMIGPUEVT] GVGKEVT] TOTTOV TEVAG Usrenty

e  TomoBetiioTE TNV TPOYERIGPEVY GVOoKELT] TOTOV évag Usrenty 610 kabapiopévo onpeio g
£veon.

TomoBetrote 10O Kitptvo KGALULO PEAOVAG TNG TPOYEUIGIEVIG GLOKEVTG TOTTOV TTEVOG EMIMESO TAV®
010 déppa (Yovia 90 popav). Befoaimbeite 6t pmopeite va deite 10 Tapdbvpo tpoPoing (BA. Ekdva
0).

®son Tov Autoinjector
TOVE o To enpeio TNC
EVEGT|C

Xyfipe O
11. Eexivijote TV £veon
o T vo EexivijoeTte TV £vEGT], TIEGTE TV TPOYEULGUEVT] GVGKELT TUTOV TEvag Usrenty
gvBeia mpog 10 dépua (PAéme oynua P).

BOa axovoere T0 «lo KAIK» kaOdg Eexkiva n éveon).
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IhécTs TpoS TC KATW

"lo KATK"

<

Zynpo P
12. Kpoatiote matnpévo

e  Kpatiote v mpoygpiopévy cvokeon tomov mévag Usrenty mpog 1o KAT® 6T0 dEPLO GG KoL
TopaKoAovONoTE TO TOPABLPO TPOPOATC.

To mwapdBvpo Ba yiver evredog kitpvo (BA. Ewkova Q) kot 0o akovoete éva 20 KAIK". Avtd

pmopei va drapkécel £mg kot 15 dgvtepdienta.

Kpotiots mpog
TO KATO

"20 KAIK" n|

To xkitpvo Epnfioio

vepilsr o mopabopo
opoiic
ZUVEYLGTE VIL KPUTUTE —_—
ZOTNUEVD =
Zpipa Q

13. Ilepipévere 5 dgvtepoOLETTTO
YoveyioTe Vo KPATATE TNV TPOYEUIGUEVT] GVOKEVY] TOTTOV TEVAGS TPOS TO. KATO KOl TEPLUEVETE 5

dgvtepdienTa apov to Tapdbupo Kitpvicel yuo va Peforwbeite 0T £xet evebei 6A0 T0 Phppako (PA.
Ewova R).
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IlepypéveTe 5 SevTEpOlemTO

e [
ZuveyloTe Vi KpoTaTS e~
AATHUEVD
IMpa R

14. A@aipéote TV TPOYEUOPREVT] GVGKELT] TOUTTOV TTEVAG O.TO TO dEPNA

o  AvVOONK®OOTE TNV TPOYELGUEVT] GUGKELT TOTOVL TEvVaG Usrenty gubeia mpog ta méve and 1o
dépua (BA. Ewova S).

e To xitpvo kdAvppo g Behovag Ba emextabel yio va acparicel otn BEon Tov, KOAOTTOVTAG TN
Berova.

&

¢ felovas
aoPUiilel mive
otnyv feldva

—

To witpivo K@ivppo []

L

»

Iypa S
MeTtd v éveon
15. Meta&re (amoppiyTe) TN YPNCILROTOMNUEVT TPOYERIGUEVT] GLOKEVT TOTOV TEVAG Usrenty
e [IletdEre v xpnoyonompévn npoyspopévn méva Usrenty og éva doyeio amdppyng

ayunpav avrikeévov (PA. Zynuo T).
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Zpa T

Edv dev éxete doyeio amdppiyng ayunpdv avVTIKELEV®V, UTOPEITE VA YPTCYLOTOCETE VA OIKIUKO
doyeio mov :
e  &ivol KOTOOKEVAGUEVO amd TAUGTIKO PBapEmg TOOV,
e umopel va Kieioetl pe éva oeiytd, avOeKTIKO GTA TPLTALATO KATAKL, XWOPIg VO LTOPOLV VoL
Byovv ayyumpd aviikeipeva,
e ¢gival 6pOo ko otabepd Katd T YPNoN,
o gival avBekTikd oTIG dloppoEg, Kot
e £yel KATAAANAN EMIGNLOVOT TOV TPOEWOOTOLEL Y10, TNV TOPOLGIN EMKIVOLV®V OmofATOV
€VTOG TOL doYEiOV

Otav 1o doyeio amdpprymg POV OVTIKEWEV®V givol oyeddv YeUdTo, Ba Tpémel va, akolovOnocete
TIG 00N YiEG TNE KOWOTNTAC GO Y10 TOV GOGTO TPOTO AIOPPLYNG TOV S0YEIOV OmOPPIYNG ALY U POV
OVTIKEWEVOV. MTopel VoL VITAPYOVY TOAITELNKOL T} TOTIKOL VOLLOL GYETIKG [LE TO TAG TPETEL VO TETAEETE
TIG PN OUOTOMUEVES PEAGVES KOl GUPLYYEG.

MnV amoppinTETE TO YPTGLOTOUNUEVO OOYELD ATOPPIYNG ALYUNPDV AVTIKEWWEVOV GTO, OTKLOKE
OKOLTIOW GOG, EKTOG €AV TO EMLTPETOLY 01 0N YIES TG KOWOTNTAS GUG.
MnV 0vVOKUKAMDVETE TO YPTCLLOTOINUEVO JOYELD ATOPPIYNC ULYUN POV OVTIKELLEVOV.
16. EAéyEte To onpeio TG éveong
o Edv umdpyel apoppayio oto onpeio g £veong, uropeite va mésete vo Kopupdtt fopfaxt

vala tave and to onueio g éveong (BA. Ewkdva U).
o Edv yperaleron, pmopeite va kaAvyete to onpeio g £veong Le Evav auToKOAANTO ETIOECLO.

Xyfpo U
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