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¥ To PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B eMLTPEWYEL TO YPTYOPO
TPOGOOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EXAYYEAUOTIEG VYEING VO OVAPEPOLY
omotlecdNmote mBavoloyovueveg avemBounteg evépyeiec. BA. mapdypapo 4.8 yia tov 1pdno avapopdg

OVETOOLNTOV EVEPYEILDV. N O
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX \G\V
ABSIMKY 130 mg mokvo 016AV0 Y10 TOPAGKELT SLHADLOTOC TPOG EYYLON OCU

S
¥
o
H ovotekvoopdaumn eivar éva mAnpwg avOporvo povokiwmvikd IgGlk avricm%? OVTL TNG

wreprevkivng (IL)-12/23 mov mapdyeTol o€ o KOTTOPIKT YPOLU] HOEADUATOSTOVTIKIOV LE XPToN
teyvoloyiag avacuvovacspévovr DNA. @
G

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe proridro mepiéyet 130 mg ovotekvovpdunn og 26 ml (5 mg/ml).

"Exdoyo ue yvootn dpdon:

[epieyduevo o vaTplo N \0

Ka0e 660om mepiéyet Mydtepo and 1 mmol vatpiov (23 mg). Q

[epieyduevo og moAvcsopPixd &

Ka0e povéada dykov mepiéyet 11,1 mg molvcopPikd 80, rcﬁ@io oodvvapet pe 10,4 mg ava d6om TV
130 mg.

N

Mo tov TAnpn kaTdloyo TV KOO @V, PA. Tapdypapos6.1

o
N
o
3. OAPMAKOTEXNIKH MOP®H *0
[Tukvd ddAvpa Yo TopacKeELN 61(17»1’)uog%0g £yyvon.

To ddhvpa givar aypopo ®g sla(ppggitpwo Kot S100YEC OG EAAPPDS 1Pp1dilov.

Q

4. KAINIKEX HAHPO%)PIEZ
O

4.1 OgpomevTikég evOLiEelg

Noécog Tov Crohn \O
To ABSIMKY i@wrm v T Ogpomeio evMkwV 0oBevmv e PeTping Emg cofapd evepyn vOco

tov Crohn, ot 0 EUPAVICOV AVETAPKT] OVTOTOKPIOT), OTOAELW ovTomdkplong i dvcaveéio oty
copportikn 9661 i0 1 o€ avtaymviot) tov TNFa 1 tapovcidlovv avievoeilelg oe avtég Tic Oepamneiec.

‘;&Tn&x

E}LKd)Snc,;\K
To ABSIMKY evdeikvoton yio ) Oepaneio evihikov acevav pe petpiog éog copapd evepyn erkddn
KO)\i’ES&(, 01 OTTO101 EUPAVICAY AVETOPKT AVTOTOKPLOT), ATMAELN OVOTOKPLONG 1) dvusaveSio 6N

ocvdBatikn 1 Proroyikn Bepomeia 1| Tapovstalovy aviedei&elg oe avtég Tic Oepaneiec (PA. Tapdypapo

®0UQlcerative colitis

ABSIMKY is indicated for the treatment of adult patients with moderately to severely active ulcerative
colitis who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a biologic or have medical contraindications to such therapies (see

section 5.1).



4.2  Aocoloyio Kol TpOmTOC YopyNong

To ABSIMKY mokvo d1dAvpa Yio Topackent] SIHADOTOG TPOG £YYLon TpoopileTal yio xpror vIo

mv kaBodnyneon kar v eniPreyn wrpdv, Eumepov ot Sdyvmon kot  bepameia g vocov tov
Crohn 1 ¢ eAkddovg kohitidas. To ABSIMKY mokvd dtdAvpa yio mopoackevn SeADUOTOC TPOG )
&yyvon Ba mpémel va ypnoomoteiton Hovo yio TN evooeAEPia 660 enaymync. OAT

Aocoloyia OCU
Nooog tov Crohn kot EAkmdng Koritida A
H 6epancio pe ABSIMKY zpénet va Egxva pe pia epdmas evoopAépia 06om Pdoel Tov TIKOV

Bapovc. To dddvpa mpog Eyyvomn mpénel va teptAapfBdvet Tov aptfud eraidiov tov A KY
130 mg 6mwg kabopiletar otov [livaxa 1 (BA. Tapdypapo 6.6 yio TNV TpogTOLAGIA).

S

Hivaxag 1 Apyixn evoopiréfio doon tov ABSIMKY AL
YopaTiko Bapog acdevoig katd T xopiynon YovietoOpevn (@\plﬂuég ouMdiov
™G d60Mg doon” .\ 130 mg ABSIMKY
<55kg 260 mg ‘DCU 2
> 55 kg émg < 85 kg 390 mg 3
> 85 kg 520 mga> G 4
*  Ilepimov 6 mg/kg Q\

H pdn vodopia ddon mpémet va yopnyeital tnv efdopdadn @m ™V evooeAEPia 6dom. I'a
docoloyia Tov enakdA0VBoV VTOSOPLOL dOGOAOYIKOD GX‘I‘I‘%@Q, BA. mapdypago 4.2 g [IXIT Tov
ABSIMKY gvéoipo dtdivpa (9roridlo) Kot eVESIUO O1aA G€ TPOYELUGILEVT GUPLYYO.

¥

Hlmawuévor (= 65 etdhv) \&'
Agv amoiteitol Tpocopoyn g 600mg Yo Tovg nk@musvoug acBeveic (PA. mapdypoeo 4.4).

©
Neppixn ka1 nratixy dveiertovpyio, ‘O
H ovotekvoopdaunn dev €xet peremdei oe ou)gug Tovg TAnBvopovg acBevav. Agv umopodv va yivoov
GLGTACELS GYETIKG e T1 O0GOAOYiO.

THoudrarpikog ninBoouog D O

H aopdieia ko n anors?»scsuam(om@a NG OLGTEKIVOLUAUTNG Yo TN Bepaneio TG vocov tov Crohn 1
™G EAK®O0VG KOAITIONG og TodudlmALKiog wikpoTepng TV 18 TV dev €yovv akdpo Tekunplodei. Agy
vapyovv drabécipa dedo uév$

Tpomog yopnynong &o
To ABSIMKY 130 mg @Qoom@swl yio evOoQAEPLa ypriom LOVo. Oa TpEmEL VO yopnYELTOL OE
Siaompa TovAdyoTO Biog dpog. Tl 0dnyieg GYETIKE HE TV 0POiOOT TOV POPUOKEVTIKOD TPOIOVTOG

TPV omo T XOPNYNON; PA. mapdypago 6.6.
4.3  Avrevdsicelg

Ynspsua@'c{a 6T OPACTIKT OVGI0 1| 68 KATOL0 ad T EKOOY 0 TOV AVOPEPOVTOL GTNV
napdyp@ 6.1. Khvucd onuavtikn, evepyn Aoipwén (m.y. evepyn pupatioon, PA. mapdypoaeo 4.4).

4.4 \&ElﬁlKSC_, TPOELOOTONGELS KOl TPOPVAAEELS KATA TN Y p1ion

&Mwlumma

pOKSl].LSVOl) va BeATindel 1 YvNAOSIHOTNTA TOV PLOAOYIK®OV QAPLOKEVTIK®Y TPOIOVTOV, TO GVOLO
& Kot 0 appOG TaPTISAG TOV YOPTYOOLEVOL QAPUAKOD TPETEL VO, KATAYPAPETOL LUE GOPNVELD.

Aooéelg

H ovotexvoopdumn pmopet Suvntikd vo avENGeL Tov Kivouvo AoUdEE®V KAl V. EVEPYOTTOIMGEL €K
vEOL AavOAvVOLCEG AOUMEELC. Xe KAVIKEG LEAETEG KOl G€ pio HEAETT TOPUTIHPTONG LETA TNV

3



Kukhoopia oe acbeveic e ywplaor, coPapés PaKTnplokés, LUKNTIONCIKEG Kot 10YEVEIG AOUDEELS
&yovv mapatnpnOel oe acbeveic mov Aappdvovy ovotektvoopaunn (BA. Tapdypago 4.8).

"Exovv avapepbei evkaiplokés AoumdEelc, GUUTEPIAAUPBAVOLEV®V TG ETOVEVEPYOTTOINGNG TG .
PLLOTIOONG, GAA®Y EVKOLPLOK®V BOKTNPLAK®OY AOIUOEEWV (cLpmeptAapPavouévng g Aoluwéng omd )
dtumo poukoPfaktnpidio, Tng unviyyitdag and Listeria, tng mvevpoviag amd Aeylovélla Kot TG OA\‘
VOKapdimONG), EVKOIPLOKAOV HUKNTIUGIKOV AOUDOEEMV, EVKAIPLAKDY 10YEVAOV AOTUDEEDY
(ovumepriapfovouévng e eYKEQOAITIONG IOV TpoKaAEiTOL aTd TOV 10 TOL ATAOD £PTNTO TOTO

KO TOPOCITIKAOV AoumEemv (cupmeptiopfovoprévng e opOoAKng ToEoTAAGU®MOTG) 68 acOevElg

mov éAafav Oepomeio e OVGTEKIVOLUAUTT. 04
Amauteital Tpoocoyn otav e€etdletar n ypnon tov ABSIMKY oe acbeveig pe ypovia X"F@(gén N ue
16Top1Kd VIoTpomidiovoag Aoipméng (BA. Tapdypago 4.3). \&

Mpw and v évapén g Bepaneiog pe ABSIMKY, ot acBeveic mpémet va eEetdsdyton yio Aoiumén

and eupotioon. To ABSIMKY dev mpénet va yopnyeiton og aceveic pe avapfﬁ}m)uaricom] (BA.
napaypao 4.3). H Oepancio tng Aavbavovcog pupatioong mpénet va Eekiv@\ptv amd Tn xopiynon

tov ABSIMKY. To evdeyouevo Oepameiag kotd ¢ uuatioong npénsyetiong vo eéetaletar Tpv amd
v évapén yoprynong tov ABSIMKY e acbeveic pe 16topikd AavOdyovsog 1 evepyol gupatinong,
Y10 TOLG omoiovg dev pmopet va emPePformBel po emapkig Tponyovy, eponeio. AcBeveic mov
Aappdvoov ABSIMKY 0a mpénet vo, mopoakolovbovvial 6Teva yu 3 elEE1C KoL GUUMTOUATO EVEPYOD
QLUOTIOONC KATE TN O1APKELN Kol LETA TO TEAOG TG Depoameiog. @)

Oa pémel va yiver vodeln otovg acheveig vo avalntoovITpikr GLUPOVAT EGV EPPAVICTODY
onueio 1 coprTOUATE TOV VITOdNA®VOLY Aoluwén. Edv évagacevig avartoéel o cofapn Aoipnmén,
0 acBevng Ba mpénet va mapakolovbeitarl GTEVA KO TO é’SIMKY dev Ba mpémet va yopnyn el péypt

VO, VIOYMPHOEL 1| AOTHmEN. £
Kakonfeieg ((>0

Ta avocoKaTAGTOATIKG OTTMG 1 ovctsmvonpt@ av&Avouy duVNTIKE ToV Kivouvo kakondetog.
Opiopévot aoBeveic mov Aaupavay ovoTEKIVORIAUTN GTA TANICLO KAMVIK®V LEAETMV Kol € [
UEAETN TTOPOTPTIONG LETA TNV KUKXO(popiQe aoBevelc pe yopiaon avéntuEay depUaTIKES Kot [N
deppoTikég kokoneteg (PA. napéwp(x(po\l1>8). O «ivévvog kaxonfetog pmopet va gival vynAdTEPOG GE
acBeveic pe yopioon mwov Egovv Xd&\@pans{a pe dAlovg BroAoyikovg TopayovTeg KOTA TN SldpKeLd
¢ ac0éveldc Toug. QO

Agv &yovv de€aybel peréteg no@a nwepthappavouvv acbeveic e 10TopiKd Kokonelag 1 LEAETEG TTOV
va ovveyilouv  Bepamsio Oeveic mov avarntdicoovy KakonBeio Kotd T ANy g
OVGTEKIVOVLAUTNC. ZUvst 700 wpénel va, e€etdleTon mpocektikd 1 ypnon tov ABSIMKY otovg
acBeveic avtovc. A

‘Olot ot acBeveic, 1?&9\ 0c0t givor nAkiog peyalvtepng tov 60 etd@v, ocdeveic e 10Tpikd 16ToPIKd
LOKPOYPOVIAG A \@g 0VOGOKOTAGTOATIKNG Oepameiag 1 6601 Exovv 16Top1kd Bepanciog PUVA, Oa
TPENEL VO napa&om@m’)vrm Y TNV EUPAavion Kapkivov tov déppatog (BA. Tapdypapo 4.8).

O
2vo uom& KOl OVOTVEVLGTIKES avTIOpAcElC vtepevaaOnaciog
2votnuo: )g
"Eyov pepBel coPapés avTdpacels vVITEpeLAICONGioG KATA TV TEPI0dO PETE TNV KVKAOPOpia TOV
TPOIAYTOC, G€ LEPIKEG TEPIMTMOGELS APKETEG NUEPES LETA TN Bepameio. 'Exovv eppavictel avaguiosio
K (byyaooi&] po. Eav eppaviotel avapuiatio 1 GAAN cofapn aviidpaor vrepevaicdnoiag, Oa mpénet
&smvﬁcat KatdAAnAn Bepaneio Kot va dtokomnei 1 xoprynon tov ABSIMKY (BA. mapdypago 4.8).

& AvTidpacelg oxeTIOUEVEG LE TNV EYYVoT
Avtidpaceig oxetilopeveg e v yyvon £xovv mopotnpn el oe KAvikég dSokipés (PA. mapdypapo 4.8).
YoPapéc avtidpacelg oxeTICOUEVEG UE TNV £YYXVOT|, CUUTEPTAAUBOVOUEV®Y OVOPLANKTIKMOV
avTIOpaoe®V 6TV EYYVoT|, £X0VV avapepOEl KOTA TNV TEPI0SO LETA TNV KUKAOQOPIo TOL TPOIOVTOC. €
mepintmon mov mapatnpndei coPapn M amednTikn yo T {on avtidpaon, Ba wpénet va Eekiva



KATAAANAN Bepameio Kot 1) OVOTEKIVOLUAUTY O TPEMEL VoL O10KOTTETOL.

Avamvevotikée

"Eyovv avapepbei teptotatikd aAAEPYIKNG KOYEMODITIONSG, NOCIVOPIAIKNG TVEVLOVIOG KOl [T .
AOLLLMDAOVE OPYAVOVLEVTG TVEVHOVIOG KOTA TN XPTOTN TN OVGTEKIVOVIAUTNG LETE TN XOpYyNoN Aol )
KukAopopiag. Ot KAvikég ekdnAdoelg meptelapfavay Prixa, Svomvola kot diapeces dmbnoeig petd 03\‘
amo pio £ Tpelg 06celg. Ot cofapéc ekfaoeig mepleAdufavay avamTVELSTIKT AVETAPKELD KO
napoteTopuévn voonieio. BeAtioon avapépOnke puetd ™ S1oKom TG OVGTEKIVOVUAUTNG Kol 816&3@,

0€ OPIOUEVEG TEPUMTMOELG, T1| XOPYNOT KOPTIKOGTEPOEOMV. LE MEPIMTM®GN TOL 1) TOAVOTNTY

holpméng éxet amorherotel Ko 1 dSidyvoon tvon emPePotmpévn, SlakdWTe 1 OLGTEKIVOV UG Kot
Eexvnote KaTAAANAT Ogparneia (BA. mapdypago 4.8). ‘(U

Kapduyyeioxd coppduota g
Koapduayyetaxd copfapote couneptAapifavopévey eLepayatog Tov uuomxpSiov@t OYYELKOV
EYKEQOUALKOD EMELG0SI0V €0V Tapatnpndel oe acheVE(S e Yopiaot mov eKTE0RROY 6TV
OVGTEKIVOLULAUTN O€ pio LEAETN TapATPNONG LETE TNV KuKAopopia. Ot napd@mg KIvOHVOUL Yo
KapdEyYEWKY vOso Oa mpémet va a&lohoyolvTon TOKTIKG Katd T dibprelatne Oepaneiog pe

OVGTEKIVOLLLALTT). ;D
EuBoiaouoi G

2uvieTdTon vo Un cuyyopnyovvtol epoita Loviov 1dv 1 Boucmpi\\ onwc o Baxiiiog tov Calmette
ka1 Guérin (BCG)) pe to ABSIMKY. Aev €rouvv die&oyBel e1dikggeréteg o acbeveig mov giyov
npoceata AaPet epuPforia pe Lmvteg 1006 1 {dvTa Paktiplo AGDTAPYOLV dEdOUEVE Yo TN
devtepoyevi| petddoon roiuméng amd Covia epfora oe acOEYELG Tov AduPavay ovsTeKVOLATT.
[Ipwv amd tov epPforacpd pe (ovreg 100¢ N {dvta oty M Oepamneio pe to ABSIMKY npénel va
drokomel yio tovAdylotov 15 efdouddeg petd v rsksn@% 500 kot pmopet vo Eavopyioet
TovAdyloTOV 2 gfdopadec petd tov pfoitacpd. Ot G&&cowoypd(pm 10Tpoi TPEMEL va cupfovigvovial
v Hepiinyn tov XopaktpioTiKdv Tov Hpo‘iévr@rov OLYKEKPIUEVOD gUPOAIOL Yo TPpOcheT
TANPOPOPNGT KOl 00NYiES OYETIKA e TNV napdk@\n YPNOT OVOCOKATAGTOATIKOV TOPUYOVI®V LETE
Tov gupoitocuo. ~0

H yopriynon {oviov epporinv (6nog to efferio BCG) ot Bpéen mov extébnkay in utero oty
OVGTEKIVOVLLAUTY OEV GUVICTATOL Y0, S@Ka WVEG PETE TN YEVVIION 1] LEXPL TO EMimMES D TNG
OVGTEKIVOLULAUTING GTOV 0pd TOL Ppe@obs va eivar un aviyvevoiua (PA. mapaypdaeovg 4.5 kot 4.6). Edv
VIAPYEL COPEG KAVIKO OQENOG Yo v&@suovmuévo Bpépoc, N xoprynon evog (dvtoc epuforiov pmopel
va e€etaleton vopitepa, edv Ta sﬁt&x TNG OLOTEKIVOLUAUTNG GTOV 0pd TOL Bpepoug etvar un
aviyveOGLULAL. 0

Ot acbeveic Tov Xaquvoy@BSIMKY umopotv vo, Adfouvv Tantdypova adpoavoromuéva 1 un {ovia
eupora. A
H poaxpoypovia e {0l LLE OVGTEKIVOLUAUTT SEV KATUCTELAEL TN YVUIKT OVOGOAOYIKT OTAVTNGT GTO
nokvcsaKxapl&KéQQ OAL0 Y10, TOV TVELLOVIOKOKKO 1) TO EUPOAL0 Yo ToV TéTavo (BA. Tapdypago 5.1).

HopdAAnhn i¥9cokaToctaltiky Hepomeio
e uskérsgqhi ™V Yyopiaon, 1 ac@IAEL KoL 1] ATOTEAEGLATIKOTNTO TS OVGTEKIVOVUALITNG OE

GuVoLL L€ OVOGOKOTAGTOATIKA, CUUTEPIAUUPAVOUEVOV TV BloAoyiKdV, 1 Le poTobepaneio, dev

&yovv AoynOel. Xe perétec yio v yoplacikn apbpitida, 1 mapdiinin xprion MTX dev edvnke

vo, edlel TNV aoPAAELD 1] TNV OTOTEAECUATIKOTNTO TIG OVGTEKIVOLUAUTNG. ZE LEAETEC Y10 TN VOGO

t§rohn, 1 TOLTOYPOVY YPNOT] OVOGOKATAGTAATIKAOV 1] KOPTIKOGTEPOEODV dEV PAVNKE VO EXNPEALEL

Q] OCQUAELD 1] TNV OTOTEAEGLOTIKOTITO, TG OVCTEKIVOLUAUTNG. ATtatteiton Tpocoyn otav e&etaletan

O mopddAnin xprion Aoy avocsokatactodtikdv kot tov ABSIMKY 1 kotd ) petéBaon amd GAko
Broroyucd avocokatactaltikd (BA. mapdypao 4.5).

Avocofepamneia
H ovotexvoopdumn dev éxer a&loroynel oe acBeveic mov Exovv voPinbdei oe avocsobepamneio yio

aAdepyia. Agv glval Yv@GTO GV 1] OVGTEKIVOVUAUTT UTOPEL VO EXNPEATEL TNV avocobepameia Yo



oaAAepyia.

2oPapéc depuatondabeieg

e aoBeveic pe yoploon, &gl avapepOel amo@oAdmTIKN depuatitidn PeTd amd Bepaneio e .

ovotekvovpdunn (BA. mapdaypapo 4.8). Ot acbevelc e yoplaom KoTd TAAKAG EVOEXETOL VA, Q
Y

avamtoEouy epuBpodepiky Yopioot, LE CUUTTOUATO, TOV EVOEYETAL VO UMV SlokpivovTol KAMvIKE

TNV amoPOAMOMTIKY SEPUATITION, OTA TAAICIN TG PLGIKNG TOPEING TOV VOO UATOG Tovug. Katd tnv
mopakolovOnon ¢ yopioong Tov acbevoig, ot wutpoi Ba Tpémel vo EmoypLTVOVY Y10, GUUTTMD
€pLOPOdEPIIKNG YmpiaoTg 1 ATOPOAO®TIKNG depUaTiTIONG. EAV anTd T0 COUTTOHOTO ELPAVICEOVV,
B0 pémel va acorovOnOel katdAAnAn Oepaneia. To ABSIMKY 0a npénel va diokontetan VILAPYEL
VITOVOL VTIOPACTG GTO PAPLLIKO. ‘(U

Karaotdoeig mov oyetiovran pe tov Ako g

"Eyovv avapepbei tepintdoelg Kotastdoewmy Tov oyetilovtal pe Tov AVKo o€ a0 mov ooy
Oepameio, [le OVGTEKIVOVULALTT, CUUTEPIAUPOVOUEVOD TOV SEPLOATIKOD EPLOMNUATDOOVE ADKOV KoL TOV
cuvdpopov mpocopotdlov e Aoko. Edav eppovictodv PAdPes, e18ikd o€ meplofEg Tov SEpUATOS oV
extifevron otov A0 M £v cuvodevovtar omd apbpaiyia, o achevng o mpézel va avalntioel auscng
wtpikn Pondeta. Eqv emPePormbei n didyvoon piog Katdotaong mov oyettieton e tov A0Ko, 1
0VLOTEKIVOLUAUTT Bo Tpémel var StokOTTETON Kol Vo EeKivd KoTdAANAY Depdmeia.

Ewwoi mAnfBuopoi ~\0

Huriouévor (= 65 etadv) Q
Agv TapatnpnOnKoay GUVOAIKES dl0pOpPEG oTNV anorekscuamc@]w N Vv acpdieln o€ acheveig
NAciog 65 eT@v Ko Gve Tov EAaBoV OVGTEKIVOVUGUTT, GE GUYKPIOT HE VEOTEPOLG GOEVEIS O
KMVIKEG LEAETEC OTIC EYKEKPLUEVES EVOEIEEIC, ®OTOGO (%%Vnég TV 0ofevov nAkiog 65 eTdv Kot dvo

dev NTav eMapKNg ®oTe vo Kobopiotel edv o1 acheveig { avtomoKpivovTal S10pOPETIKA OO TOVG
veodTepoLg acbevels. Adyw ™G vYMAGTEPNS enimmcngpeom(b&swv YEVIKA OTOV NAKIOUEVO TANOLG O,
N Oepaneio TPEMEL Vo YiveTal LE TPOCOYN OTOVS nk@muévoug.

N

ITepieyoduevo o€ vaTplo . ‘O(U

To ABSIMKY nepiéyet Aryotepo amd 1 mmothrpiov (23 mg) avéd 66om, etvar awtd oL ovopdlovpe
«ehevBepo vatpiovy. Qot1dc0, TO ABSIMIQ\apmd)vsrm pe dtdAvpa yAwplovyov vaTpiov TPog
&yyvon 9 mg/ml (0,9%). Avtd Ba npéns@a Aoppavetor vTOYN TPOKEUEVODL Yo 0oOEVELS TOV
axolovBovv dioita pe eEreyyouevn np@n\vn vatpiov (BA. Tapdypapo 6.6).

epieyduevo oe TolvcopPikd QO

To ABSIMKY mepiéyet 11,1 mngh)csopBlKof) 80 o¢ kabe povada dykov, To 0Toio IGOSVVALEL e
10,4 mg avé 86om Tov 130 @

Ta mohvcopPikd propet VAT OKOAEGOVV aALEPYIKEC avTIOpdcels. Evinuepdote Tov yatpd cog v
EYETE YVOOTES aMspyie&

4.5 AlMniemop :\slg RE GALO QUPRUKEVTIKE TPOTOVTO KO GALES pOPPES aAlnAeTiopaocng
\&

Zovto spﬁékla@v TPETEL VAL Yop1youvToL Topaiinia pe 1o ABSIMKY.

O
H yopnyn wvtov gpPorinv (0mwg to eufoio BCG) oe Bpéen mov extédnkay in utero oty
OVOTEKIVODUAUTN OEV GUVIGTATOL Y10 SMOEKA UNVEG UETA T YEVVTON 1 £0G OTOL TO EMITESA TNG
OVOTEKIVOLLAUTNG 6TOV 0pd TOL PpEPoug va eivar un aviyvedoua (PA. mapoaypdeovg 4.4 kot 4.6). Edv
V7 GOQEG KAVIKO OQENOG Y10 TO UELOVOUEVO Bpépoc, 1 xopnynom evog (dvtoc epufoliov pmopel
vong€etdleTon vopitepa, €4V T EMIMESA TG OVGTEKIVOVUAUTNG GTOV 0pd TOL PpEPovg eivar un
@ﬂz(vsncnua.

& 211G 0VOADGELS POPLOKOKIVITIKNG TANBUGHOV TV pHedeTtdv pdong 3, diepevvinike n enidpaocn Tov
O GLYVE YPNCLOTOLOVUEVAV TAVTOYPOVO POPLOKEVTIKAOV TPOIOVI®V 0 0oOEVEIG e Wmpiaom
(cvuTEPIAAUPOVOUEVOV TNE TOPAKETOUOANS, TG BOVLTPOPATVIG, TOV OKETVAOGOUAIKVLALKOD 0EE0C, TNG
uetTQopuivng, g atopPactativig, Tng Aefobupo&ivng) 6T POPUAKOKIVITIKY TNG OVGTEKIVOVUAUTNG.
Agv vmpéav evdeiEelg oAnAenidpaong pe avTd Ta TaVTOYPOVA YOPNYOVUEVE PUPUOKEVTIKE TPOTOVTAL.



H Bdon yia v avédivon avti frav o1t tovAdyiotov 100 acbeveig (> 5% tov peletovpevon

mndvcpov) Erapav Bepameia e TOVTOYPOVN YOPTIYNOT QVTAOV TOV PUPLOKEVTIKOV TPOIOVTOV Y10
TovAdyoTov T0 90% Tng TEPLOSOL pEAETNG. H @aplaKoKIVITIK TNG OVGTEKIVOVUAUTNG OEV

emnpedotnke omd v tawtdypovn ypnon MTX, un oTePOEd®Y AVTIPAEYLOVOIMV PAPLAK®YV, 6- .
LLEPKATTOTOVPIvIG, alaBel0ompivng Kot 0O GTOUATOG KOPTIKOGTEPOEWMV GE AGOEVEIS [IE YOPLUGIKN 0
apBpitda, voso tov Crohn 1] eAkddN KoAiTdA, 1) ad TNV TPpoNyoOEVT| £KBECT GE TOPAYOVTEG
avti-TNFa, og acBevei pe yopraowkn apbpitida 1 voso tov Crohn 1 amd v mpornyodpevn 81(680?(9
Broloyucovg mapdyoveg (dnA., mapdyovteg ovili-TNFa 1i/kan fedoilovudunn) o acbeveig pe % on
KoAfTda.

To anoteAéopato piog LEAETNG in vitro Ko puog LEAETNG Pdong 1 o€ GUUUETEXOVTES IE 6 v6oo
Tov Crohn d&v VTOSEIKVOOVV TNV OVAYKT Y10 TPOGAPUOYH TG 000M¢ 6€ acbeveig nou dvouv

TavToYpova vroostpopata Tov CYP4A50 (BA. mapdypapo 5.2).

Y& UEAETEG V1oL TNV WYOPLOGT), 1 ACPAAELN KOL 1] OITOTEAEGLLOTIKOTITO, TG ovcsrawabv pépmng oe
GUVOLAGUO LE AVOCOKUTAGTOATIKE, CUUTEPIAAUPOVOLEV®V TV Plodoytkdv, e emtobepansia, dev
&xovv aftoroynBel. Ze pedétec yio v yoplacikn apbpitida, n tovtdypovnypnon MTX dev edvnke
va empedlel TNV AGPAAELN 1| TNV OTOTEAEGLOTIKOTITO, TG OVGTEKIVOD pﬁ@ e ueAéteg yia T vOGo
tov Crohn Kot TNV EAK®OT KOATISN, 1 TOVTOYPOVN XPTOT] OVOGOKATAGTURTIK®DV 1] KOPTIKOGTEPOEIODV
dev @avnKe va etnpedlel TNV ACQAAELN 1) TV OTOTEAECUATIKOTITOL Téo'ncramvov péumng (BA.

mopaypapo 4.4). Q
O

4.6 Tovipétnra, kKONON KO yorovyia &
O

IMuvaikeg o€ OVaTopoy®YIKN NAMKIO, V
O yvvaikeg o€ avamopaymykn nAikia Oo Tpénet va yp 0TO10VV OTTOTEAEGUATIKY OVTIGUAANYT
Katd tn o1dpkel tng Bepameiog Kol Yo TOLAGYIGTOV 1.§-e[360 nadeg petd t Bepameio.
Kdnon ((>0
Agdopéva mov cLALEYONKOY TPOOTTIKA 0mtd SHEDKA TEPLOPIGHEVO 0pOUO KuisEV HeTd amd Ekbeon
OTIV OVGTEKIVOUUAUTN UE YVOOTE ATOTEAEC IO, CUUTEPIAUUPAVOLEVEOV TEPICGOTEPWOV T
450 Konoewv Tov eKTEOMKOV KaTH TN 61dp®u TOV TPATOL TPLLIVOL, EV KATAIELKVVOLY avéNUévo
kivouvo peilovov cuyyevav Svcmkacsw@ro vEOYVO.

O
Meléteg oe {da. dgv KatédeEay aw@] 1 éupecn To&IkOTNTO 6TV KON, GTIV TPAOLUN
euPpoaxn/oyun eppfpovokn ava6 1, OTOV TOKETO 1 OTI PETOYEVVNTIKY avamTuén (BA.
Tapdypoeo 5.3). S

Qo1660, 1) dtbéciun Mtv;@aunapia glvar meplopiopév). Q¢ mponmtikd UETPo, ival TPOTUNTED Vo
omoPEVYETOL 1 XPNON oy ABSIMKY «xatd tnv kdnon.

H ovotexivov udun@oanspvd TOV TAOKOUVTO Kot EXEL aviyveLbel 6Tov opd Ppepdv To omoia
yevviOnkav amod yoyaikeg mov Eafav Bepameia pe OVGTEKIVOLUAUTY KOTA TN dtdpkela TG konong. H
KAVIKN snmrmc&mﬁg NG TAPOTNPNONG OEV EIVAL YVOOTN, OGTOGO 0 Kivouvog Aoipnméng yio Bpéon
To omoial SK‘CE@[KOW in utero GTY] OVOGTEKIVOLUAUTNG EVOEXETOL VAL efval avénpévog petd t yévvnon. H

xopnyno % TV euporiov (0nmg to eufoiio BCG) oe Ppéon mov extédnKay in utero ot

OVGTEKIVQDLAUTNG OV GLVIGTATAL Y10t SMOEKO UNVEG LETA T YEVVNON N HEXPLG OTOV T ETITESD TNG

OvoTE VUGUTNG GTOV 0pO TOL Ppépoug va ival un aviyvevoipo (BA. Ttapaypdeovg 4.4 kai 4.5). Edav

cm(psg KAVIKO OQEAOG Y10, TO LEUOVMUEVO BPEQog, 1 yopnyNnon evog {ovtog epporiov pmopel

aletan vopitepa, Qv T ETITEDO, TNG OVGTEKIVOVUAUTNG 6TOV 0pd TOL BpEéPoug givar un
é&vsvmua

o

& Oniaocudg

[epropiopéva dedopéva amd T dnuoctevpévn BipAtoypapio VTOSEIKVIOUY OTL 1] OLGTEKIVOV LA
EKKPIVETOL 0TO avOpOTIVO UNTPIKO YAAO G€ TOAD UIKPEC TOGOTNTEG. AV lval YvmoTO av M
OVGTEKIVOL LA ATOPPOPATOL GUCTNHOTIKA LETA TV KATATOGT. AOY® TOL EVOEYOLEVOV
AVETBOUNTOV OVTIOPAGEWDY OO TIV OVGTEKIVOLUAUTN o€ Bpéen Tov Onhalovv, Tpénel va



amopaciotel av Ba dtakonel 0 ONAacOC kKatd T didpkela TG Bepaneiog Kot £wg 15 efdopddec petd
) Bepamneia N av Ba dwakomel 1) Bepaneia pe o ABSIMKY, Aappdvovtoc vedyn 1o 6@erog Tov
TO0100 amd T0 ONAacud Kot To OQEAOG TG Yuvaikog amod tn Oepaneio pe ABSIMKY.

Tovipdmro ~0
H enidpaon g oveTEKIVOLUAUTNG OTNV ovOpdTIVN YoViHOTNTO deVv £)xEl a&lohoynOet (PA. OA\‘
mopdypoeo 5.3).

&
4.7 Emdpaceig 6TV IKavOTITO 001]YN61G KOl XEIPLGROD P OvI|LaTOV 40
To ABSIMKY odev £yet kapio 1 £yl 0o LLOVTn EXIOPACT GTNV TKAVOTNTO 001 YNoNG Kol qucum’)
LN OV LOTOV. g

4.8 AvemOopnteg evépyereg 0\
Y

ZVvoyn Tov TPoeid ac@dielog Q}
O mo cuyvég avemBdunteg evépyeteg (> 5%) oTig EAeyXOUEVEG TEPIOSOVG TAY KAVIKDOV UEAETMOV TNG
yopiaong, e yopracikng apbpitidag, tg vocov tov Crohn kot g eEAgddovc KolMTidog o€ EVAAIKEG
LE OVGTEKIVOVLAUTN TOV PLVOQPOPLYYITION Kot Ke@aiaiyia. Ot nspwccﬁgg omd avtég BewpnOnkay
Nmieg ko dev eméPaiav T drakomn g Oepaneiog tng peiétng. H my apn avemBOUNTN evépysia
mov €xet avoeepOel yia TNV ovoTekvovpaun ivol cofapég avTidp 1G VITEPELOLTONGiOG
ocvumeptlapPavouévng g avaguroiog (BA. mapdypapo 4.4). TexgOvolikd Tpogidk ac@dAeLng NTOV
apouoto yo acbeveig e yopiaon, yoplooikn apbpitida, vé@tov Crohn kot EAk®IN KOAITIOA.

O
KotdAoyog ovemBOUntov eVEPYEIDY GE TTIVOKO V
Ta dedopéva acPAAELNG TTOV TEPLYPAPOVTAL TAPAKATO ONTIKOTOTTPIloVvY TNV £kbeon evnAik@v otV
OVLOTEKIVOLUAUTN o€ 14 pedéteg pdomng 2 Kot paong 3@6 6.710 aoBeveig (4.135 pe yopioon Koavn
yoplacikn apbpitida, 1.749 ue voco tov Crohn k 6 acbeveig e eAk®ON KoAitidn). Avtd
TEPAALPAVOLY £KBECT) BTNV OVGTEKIVOLLAUT Q@g EAEYYOLEVEC Kl U1 EAEYYOUEVEC TEPLOSOVG TV
KhMvikov peletmv o acbevelg pe yopiaon, yapacikn apbpitida, voco tov Crohn 1) eAkmdon koAiTido
yio TovAdyretov 6 punveg (4.577 acBeveic) 1 t@kdxwrov 1 étog (3.648 acbeveic). 2.194 acbeveic pe
yopioon, voso tov Crohn 1} hkddn koAitm extédniav yia tovhdyioTov 4 £ evéd 1.148 acbeveis pe
yopiacn 1 voéco tov Crohn ektédnkav Vg TOVAGIGTOV 5 €1.

3
O IMivokag 2 mapéyet Evov KaTolo Q}ov avemOUNTOVY EVEPYEIDV OO KAVIKEG LEAETEG Y10 TNV
yoplaon, TNV yoplootkny apbpit é 1 v6c0 Tov Crohn kot trv eEAkddn KoAiTda o€ eVAAIKES, KOOMG
emiong Kot avemBounteg evép SQ OV avaPEPONKOY amd TV eUmEpia LETE TNV KuKAoPOpia. Ot
avemBounteg evépyeteg tagepovvral katd v Katnyopio Opydvov ZueTiUotog Kot T cuyvoTnTa
EUPAVIONGS, YPNCLOTOLOVERS TNV akOAoVON cuvOnkn: [ToAd cuyvéc (= 1/10), Zuyvég (= 1/100 £mg
< 1/10), Oy ovyvég (= KI.OOO ¢mg < 1/100), Zmdvieg (= 1/10.000 éwg < 1/1.000), IToArd ordvieg
(< 1/10.000), un yvcg?@g oLYVOTNTOG (deV HImopovV va ekTiuNnBovV e fdomn ta dabéciua dedouéva).
Evtoc kabe Kownyo@g GLYVOTNTOG EUPAVIOTG, Ol AVETOOUNTEC EVEPYELEC TTOPATIOEVTOL KOTA
pBivovoa cepd c@apo’mwg.

IHivoxog 2 :@w’z/loyog TV QvemBoUnNTWY EVEPyEIY
Katmyo WOpyavmé ZoyvoTnTo EpPavions: AvemOounTy evépysla
Yoot
Ao@ég KOL TOPOCITOOEL  ZVYVEC: AoTHmEN TNG avVOTEPNG AVATVEVGTIKNG 0000,
PVOPAPLYYITION, TAPOPPIVOKOATITION
Qo Oy ovyvég: Kuttapitida, Aouméelc tov 0doviov, Eprng {ootpag,
(Q AOTH®EN TOL KOTOTEPOL AVATVELGTIKOD, 10YEVIC AOTUwWEN TOV
O OVAOTEPOL UVOTVEVLGTIKOD GUGTILLOTOG, 0OOLOKOATIKT LUK TIOoN
Awotapayéc avoocomomntikod Oyt cvyvéc: Avtidpdoelg vepevarcinociog (copmeptiapfovouévov
GULOTNLOTOG eEavOnuotoc, kKvidmong)
Eravieg: ZoPapég avTidpaoelg vrepevaictnciog
(ocvumeptiopPavouévav avaeuAagiog, oyyE00tONILITOC)
Poyrotpikég dtatapayés Oy ovyvéc: KatdBhyn
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T1¢

AloTapoy£C Tov VELPLKOV Yoyvég: ZAaAn, ke@ohaAyio
GUGTNUOTOC Oy ovyvéc: Tapdivon Tpocdmov
AvomveuoTikég, OmpoKikég ZuyvéG: ZTOHUTOQOPVYYIKO GAYOG
SlTOPaYES Kot SLOTAPOYES Oy ovyvég: Pvikr| copedpnon )
puecobwpakxiov Xrdvieg: AAMAePYIKY KOYEASITION, NMCIVOPIAKT TVELLOVIO K
IToA0 omdvieg: OpyavmTikn mvevpovia™ A
Faotpeviepkég datapoyés  Zoyvéc: Audppoia, vauTtio, EUETOG ~ N7
Awtapayéc Tov dEPUATOG Xoyvég: Kvnouog v
K0l TOL VTTOSOPLOV 1GTOV Oy ovyvég: DAokTovaddng yopiaor, omo@oAidmaon dépuat Q,QKuﬁ
Xrdvieg: ATo@OMO®TIKY depUATITION, QyYEUTION OTTO o
vrepevarctnocia YU
IToA0 omdvieg: TToppoAvyddec TEUPLYOEIDEG, SSpM(X’E@
£PLONUOTDOING AVKOG R
AwTapayéc Tov Yuyvég: Oopuakyia, poodyia, apBpaiyio 0\
HVOCKEAETIKOD cuathpatog  [ToAd omdviec: XOHvopopo mpocopoldlov pe A
KOl TOV GUVOETIKOV 1GTOV
Ieviéc dratapayéc kot Xoyvés: Komwon, epudnuoa ot 6éon évscs& dAyoc otn Béom €veong
KOTOOTACELG O 0Eom Oy ovyvég: Avtidpacelg otn Béon éve cupmepAapavopuévey
xopnynong G LLOPPOAYiaG, OULOTMOUOTOG, GKM]@XGT]Q, S10YK®ONG Kot
Kvnouov), eEacbévnon <O
* BA mapdypa@o 4.4, ZTuoTNUATIKEG KL AVOTVEVGTIKEG OVTIOPAGELG Dnspsna@q'ciag.
eprypapn emieypévov avemBounT@y EVEPYELOV &O
O
Aowdeig o
211G EAEYOUEVEG [E EIKOVIKO QAPLOKO PEAETEG GE ao@s\%&t—g’ pe yopioon, yoplocikn apdpitda, voco

tov Crohn Kot EAK®OT KOAITIdA, TO TOGOGTA AotudEeay 1 coPapdv AOUDEEDY NTAV TOPOLOLN. LETOED
TOV 060evadv Tov AdUPovay 0VGTEKIVOU AN Km@zivcov oL AApBovoy EIKOVIKO @APUOKO. TNV
ereYYOLEV LE EIKOVIKO QAPLLOKO TEPI000 VTE \@V KMVIK®OV HEAETMV, TO TOGOGTO AOUMEE®Y NTAY
1,36 avd avOpwmoétog Tapakorovdnong ywké acBeveic mov AdpPovay ovotektvoupdunn kot 1,34
Yo Tovg 0iebeveic mov AduPavoy sikovikd EapHoko. Zofoapéc AOWMEELS ELPAVIGTNKAY GE TOGOGTO
0,03 avé avBpomoéToc TapaKorotdNeNg WA w0VE achEVEIc TOV AduBavay OLGTEKIVOLHAMT

(30 coBapi howaéelg oe 930 avbpwmagyn tapaxorovtnong) kat 0,03 yia tovg acheveic mov
Aapupavay gicoviko eapuoxo (15 Goﬁ’\@g rowudéelg og 434 avBpaomoétn mapakorovdnong) (BA.

Topaypaeo 4.4). QO

2116 EeyYOUEVEG KOt [T EAEY 6;9/&; TEPLOO0VG TOV KAVIKOV LEAETMV Y10, TNV Yopioot, TV
yoplacikn apbpitida, tn voge-tov Crohn kot Ty EAKOIN KOAITION, TTOL OVTITPOCOTEOOLY

15.227 avOpwmoétn £kde € ovotekvovudunn o€ 6.710 acBeveic, N didpeon ddpKel
napaKolovnong ﬁravAZ €, 1,7 ém yuo 11g peEXETEG Yo TNV YoPLaoIKn voco, 0,6 £t yia Tig LEAETES
vl T vOGO TOV Cro]ﬁ@ou 2,3 &t yuo TIc LEAETEG Yo TNV EAKMON KOAITION. To 1060610 AoumEemv
nrav 0,85 avd ovo £10G TOPUKOAOVONGNG Y10 TOLE 0I00EVELS TOV AGUPOVOY OVGTEKIVOV UG Ko
10 TOG00TO GOf AodéEewv ftav 0,02 ava avBpwmoétoc Taparkoiovtnong yia Tovg acbeveig Tov
Adupavay nga to. pe ovotekvoupdaunn (289 cofapég Aopuméeig og 15.227 avBpwmoét
mopokoAovO{oNc) Kot o1 cofapic AOUDEELS TOV avaEEPONKAV TEPLEAGUPAVAY TVELLOVIM, OTOCTIUA
TOV npcm('{olglorwpinw, EKKOATIMLOTITION, YOOTPEVTEPITION KOl 10YEVEIS AOUMEELG.

PN K}\J&g ueAéteg, aobeveic pe AavBdvovca euuatioon mov TapdAAnia Adufoavay aymyn pe
160 t&:i&] dev avémtuéay puuoTioon.

%g(on' Betec
0 NV ELEYYOLEVN LE EIKOVIKO QAPLLOKO TEPI000 TV KAVIKOV LEAET®V GE 0oBEVEIC Le Yoplao,

& yoplacikn apbpitda, voco tov Crohn kot edkddn KoAitida, 1 exintwon kaxon ey, eapodevon

TOV UM HEAAVOKVTTOPIKOV KapKivov tov dépuatog, ntov 0,11 ava 100 avBponoétn mapakorovdnong
v Toug aoBeveic mov Aappavay ovotekivooudunn (1 acBevig oe 929 avBpwmoétn mapakorlovonong)
og ovykpion pe 0,23 yuo Tovg aobeveig mov AdpPavay gikovikd edppoko (1 acbevig oe

434 avBpwmoétn Tapakorovdnong). H emintwon tov un peAavokuTToptkod KapKivov Tov SEPUATOG



frav 0,43 avd 100 avBpmmoén TapakoAovBnonc yio Tovg acheveic Tov AAUPAvVIY OVGTEKIVOU AN
(4 aoBeveic og 929 avBpwmoén TapakoroVONoNC) o€ cvykpion pe 0,46 yia Tovg acBeveic mTov
Adpupavay gicoviko edpuoxo (2 acheveig oe 433 avBpomoétn mapakolovonong).

2T1G EAEYYOUEVEG KO U1 EAEYYOLEVES TTEPLOSOVE TV KAVIK®V HEAETAV Y10 TNV YopiooTn, TNV ~0
yoplacikn apbpitida, tn voco Tov Crohn kot Ty EAKOIN KOAITION, TTOL AVTITPOCMOTEHOVY OA\‘
15.205 avBpomoétn £kBeong oe ovatekvovpdunn o€ 6.710 acbeveig, n didpeon didpketa N
mapokorovdnonc ntav 1,2 £, 1,7 £ yia T1g LEAETEC Y10, TV YOPLAGIK voco, 0,6 £t yia TIg %érsg
v T voco tov Crohn kot 2,3 £t yio Tig HEAETES Y10 TNV EAKMON KOoAiTda. Avapépnkay kaxoqbeieg,
e€apovUEVOL TOL U LEAOVOKVTTOPLKOD KOPKivoy Tov déppatog, oe 76 acbeveic o

15.205 avBpomoétn mapoakorovOnong (exintwon 0,50 ava 100 avBpmmoétn mapokoloh C Y10, TOVG
acbeveic mov éLafav ovotextvovudum). H enintoon kokonbeidv mov avopépbnke oToVs acbeveis

oV EAAPOV OVGTEKIVOV AU NTOV GLUYKPIGIUN LE TNV EMMTOGCT) TOV AVOUEVETOL GTOWYEVIKO

mAnbvoud (tpotvrouévo miiko enintoonc= 0,94 [ddotnua eumcetosvvng 95%: M3, 1,18],
TPOGUPLOGLEVO Y10, TV NAIKi, TO VA0 Kal T1 @LAN). OL 70 cLYVE TOPUTNPOVHEYEG KakonOELeS,
€E0POVIEVOD TOV LT) LEAAVOKDTTOPIKOD KAPKivOL Tov SEPHOTOG, NTOV KapkivegTov TpoosTdtn,
nerdvopa, 0phokolkog kapkivog kat Kapkivog Tov pactod. H enintwon tadyun pelavokuttaptkon
KapKivov tov dépuartog tav 0,46 avd 100 avOpomoé Tapakorovdnc Tovg acbeveic mov

EloPav ovotekvoopaumn (69 acbeveig oe 15.165 avBpmmoétn mapako, mone). H avaioyio tov
acfevdv pe PactkokuTToptkd EvavTtl akavOoKLTTOPIKOD KOpKivoy T patog (3:1) eivon

GUYKPIGIUN UE TNV OVOUEVOUEVT avoroYia 6TO YeVIKO TANOVGUO ( ﬁapdypa(po 4.4).

Avtidpdoeic vrepgvacnociog kon avidpdoeig oty €yyvon
211g peréteg emaymyng pe evoo@AEPia xoprymon yio m vosaBov Crohn kot tnv eAkaon koAitida, dev
avaeépOnkay enelcddla ovapuratiog 1 GAAeG coPapés agr paoelg otV £yyvon HeTd amd TNV epimas

evOoQAEPLa 060N, Ze avTég TIc HEAETEG, 2,2% amd Tovg acBeveic mov ELaPav EKOVIKO PAPHAKO
kot 1,9% amod tovg 790 acbeveig mov Edafav csuwc{épsvn 3001 OVGTEKIVOVLLAUTN OVEPEPAY
avemBOuNTEG EVEPYELEG OL OTOlEG CLVEPN OOV TN S@sz ¢ €yyvong 1 evIOc piog mpag amd aThV.
YoPapéc avtidpaoelg oxeTICOUEVEG UE TNV éyxucqas"uunsplkau[}avo UEVOV AVOQUANKTIKOV
avTdpdoemv TNV &yyvon, Exovv avapepbel Jc@ TNV tepiodo PeTd TV KukAopopia Tov TPoidVTOog
(BA. mapdypago 4.4).

Hodrorpikodg mAnBuopog N

THoudiazpixol acOevels nlixiog 6 etav kKo dva ue wawploon koté TAdkag

H aoc@dieia tng ovotekivov udpu%@l peretn et og 000 Qaong 3 perétec o€ ToUdLATPIKOVG aoBeVeElg

ne pétpla £og cofapn yopioon o thaxag. H mpmtn pedétn oeénydn oe 110 acbeveig 12-17 etmv
mov éhafav Oepameia yio SidoTnia £0c 60 gfdouddeg kot 1) devTEPT PeATn d1eENyOn o 44 acbeveig 6
¢wg 11 etddv mov EAaPav B¢ o yia dtdotnuo £0¢ 56 eBoopddes. e yevikég YPOUUES, Ol
avemBOUNTEG EVEPYELES o aépnkay o€ aVTEG TIG 600 HEAETEG Ue SEGOUEVE YOl TNV AGPAAELN £1C
1 étovg NTav napépowg&s eKelveg oL TopaTPNONKAY GE TPOTYOUUEVEG LEAETEC GE EVAAIKEG [UE
yopioon Katd n?»éuc.alg

Avoopd mOovoADYoOUEVEV avETIBOUNTOV EVEPYEIDV

H avaeopd m@@%oyoi)usvmv AVETBOUNTOV EVEPYEIDV UETE OO TN XOPYNOT AOEWNG KUKAOPOPIOG
TOL QOPLOK: ~®K01') TPoidvToC ivan onuavtiky. Emtpénet tn cuveyn mapakoiohinon g oxéong
O(pékoug-§ VOU TOL POPUOKEVTIKOD TPOTOVTOC. ZnTeiton amd Toug EnayyeAatieg vyeiog vo

avaPEPOP»OTOIEGONTOTE THOVOAOYODUEVESG OVETLOVUNTEG EVEPYELEG LECH TOL EOBVIKOV GLGTNILOTOG
Vo mov avaypapetat oo Hapdpmua V.

4§ Ynepoooolroyio

0% KAMWVIKEC peATeG yopnynOnkay evooerefimg epdma 60celg uéypt 6 mg/kg ywpic vo meploptotei N
& 0001 AOY® TOEIKOTNTOC. L€ MEPIMTMON VAEPIOGOAOYING, GUVIGTATOL 1] TAPUKOAOVON G TOv 0cBevolg
v TVYOV onpeio ] COUTTOUOTO AVETIBOUNTOV EVEPYEIDV KOOMG Kot 1) AUEST EvapEN KATAAANANG
CLUTTOUOTIKNG Oepameiog.
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5. OPAPMAKOAOI'IKEX IAIOTHTEX

5.1 ®oppoxodvvVopIKEG 1O10TTES

DoppoKoBepamevTIK KOTNYOpio: AVOCOKATAGTOATIKE, AVACTOAEIS tvTEPAELKIVIG, KmAkdg ATC: ~0

LO4ACOs. OA\‘
N

To ABSIMKY eivat Blo-opogidéc eapprokentikd mpoidv. Aemtopepeic mAnpopopisg eivon SmOé&ang

GTOV JIKTLOKO TOT0 Tov Evpmmaikod Opyaviopov @apudkmv: https:/www.ema.europa.eu. A

Mnyavioudg dpdong A

H ovotexvoopdumn etvan éva mAnpmg avBponivo povokiwviko IgGlk avticopo tov &%ﬁémm ue
E0IKOTNTA UE TNV KOWT TPOTEIVIKT vITopovada p40 tov avOpoOTIvVeV KOTTUPOKIVAV TWTEPAEDKivN
(IL)-12 xou IL-23. H ovotekvoupdpunn avactéAiel T PBlodpactikdtnta twv avip@rivov IL-12 kot IL-
23 gumodilovrac v p40 va cuvdedel pe Tov Tpoteivikd vrodoyéa IL-12RP1 mouekepaletor oty
EMPAVELN TOV avocokLTTap®V. H ovotextvovpdunn oev propet vo cuvdedel v IL-12 1 v IL-23
mov eivon 9N GLVOESEUEVEG HE EMPOVELOKOVG KLTTAPIKODG vrtodoyeis IL-12RP1. Xvvenag, n
OVGTEKIVOVUAUTT dgV ivar TOOVO VoL GUVEICQEPEL GTN LEGOA SOV usvnﬁ{yavrwd) pota 1 amd To
GUUTANPO U KUTTUPOTOEIKOTITO TMV KUTTAP®V LE TOVG VITOOOYELS IL-: ai/n IL-23. Ot IL-12 kon IL-

23 elvorl ETEPOUEPELG KVTTOPOKIVES TOV EKKPIVOVTOL OO TO, EVEPYO £V0L AVTIYOVOTIOPOVG UG TIKGL
KOTTOPO, OTTMOC TO LOKPOPAYD, KoL TO, 0evOpLTiKd KOTTOpQ. Kat ot Shon TTOPOKIVEG AauPavouv pépog
oTIG avoooA0YIKEG Acttovpyieg. H IL-12 dieyeipet Ta kOTTOPA-@ Qn')g eoveig (NK) kot tpowbei
Swpoponoinon tov CD4+ T kuttdpwv mpog to pavotumo tayondntikav kuttdpov T 1 (Thl), n IL-
23 emdyer v 000 Twv Pondntikev kuttdpwv T 17 (Th17). @roco, n pn puctoroyikn poduon tov
IL-12 ko IL-23 éyel cvoyetiotel pe avoco-dlopuecorafoipgves acféveleg, dnmg n yopioon, N
yoplackn apbpitda, n vésog Tov Crohn kot 1) EAK®O AMrTida.

Me 1t 6Vvdean oTnV KO vtooudda p40 g IL-l@m ¢ IL-23,  ovotekvoupaunY puopet vo
0OKNOEL TIG KAMVIKEG TOV EMOPACGEIC 6TV wmpiu@ oV Yoplacikn apbpitida, 6t voco tov Crohn
KO TNV EAKDON KOAITION PEG® TNG 610&1(07:7’55@/ 000V TV GYETILOUEVMV LE TIC KUTTAPOKIVEG TMV
Th1 kou Th17 kottdpwv, ot omoieg Swﬁpaum%vv KeVTpkd poro oty maforoyio avT®V TV
VOOT|LATWV.

Y1ovg acbeveig pe vooo tov Crohn, ) @8pancio pe ovotekvovpdunn 0dqyNoe 6€ HEIOOT TV SEIKTOV
™G eAeypovig, cvumeptrapBavopéis the C-avtidpocag npoteivng (CRP) kat tng KeAnpotektivig
KOTPAV®V, 0T JdpKELD TG PACHS ETAY®YNS, Ol 0TToiotl 6T GuVEKELX dtatnpnOniay Kad’ dAn
duapxeta g edong cvvrnpnong CRP a&ohoynnke katd v didpketa TG LEAETNG EMEKTAGTG KOt
01 LEIDCELG TOV TTopaTnPNO KOTA TNV S1GPKEL TNG GLVTNPNONG YEVIKA dlaTtnpnOnKay Emg v
efdoudoa 252, A

Ye aolevei e 87»1(0’3.8@07»{115(1, N Bepomeio pe OVGTEKIVOLUAUTT 0ONYNOE OE LEIDOT) TOV SEIKTOV
™G QAEYUOVNIC GV u@tkauﬁowo pévng g CRP kot T KaATpOoTEKTIVIIC KOTPAVAOV KOTA TNV dlpKELN
™mg eaomng snaym@;, 1N omoia dtatnprnke oe OAN ™ ddpPKELD TNG PACTG CLVTNPTONG KoL TNG LEAETNG
EMEKTAONG £G €Roopdda 200.

O

JpKELD TNG poKpoypoviog enéktacng tng Meiétng Yopioong 2 (PHOENIX 2), o1 evijhikeg

oL élafav Bepameia [Le OVOTEKIVOLLAUTY] Y10 TOVAGYIGTOV 3,5 ¥pdvia TapovGiacay

1EC OVTICOUOTIKES OTTAVTINGELS TOGO GTO TOAVGAKYOPIOKO EUPOALO Y10 TOV TVELHOVIOKOKKO

ol 6TO EUPOALO Y10 TOV TETAVO OTG 1) OpAda EAEYYOV aoBevav pe yopiaon mov dev Ehafe

uotkd Oepamneio. [apopowa avaroyio evniikov acOevov eLEAVIcE TPOGTATELTIKA ETITESN
OOVTICOUATOV KOTE TOL TVELLOVIOKOKKOV KL TOV TETAVOL Kl Ol TITAOL GVTICOUATMY HTAY TaPOHOLoL

& petald tov aofevov mov Erafov oVeTEKIVOV AT Kol TV acBevdv oty opdda eEAEYYOL.
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KAwikn omoteAeoLaTikOTnTO,

Nooog tov Crohn

H ac@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG AEI0A0YHONKOY GE TPELG .
TUYOLOTOIMUEVEC, SUTAA TVPAEG, EAEYYOLEVEG LLE EIKOVIKO QAPLLOKO, TOAVKEVTPIKEG LEAETEC GE EVIALKE
acBeveic pe petping £mg coPfapd evepyn voco tov Crohn (Babuoloyia oto Agiktn Evepyodtntog tng 0$
Noocov tov Crohn [CDAI] > 220 kot < 450). To wpdypoppa kKAvikng avantoéng tepthapfove 6060 N
perérec 8 efdopddmv evoopréPrag emaywyng (UNITI-1 ko UNITI-2), akoAovBovpeveg amd m%cu
peAétn 44 gfdopddwv vrodoplog TuyaloTomuévng andcvpong cvvtipnong (IM-UNITI), moy
avimpocomevay 52 gfdopndadeg Bepaneiog. N

YUO

O peréteg emayoyne mepiddpfovay 1.409 (UNITI-1, n = 769, UNITI-2 n = 640) ao@sm To
TPOTELOV KOTOANKTIKO OMUED Kot Y10 TIG dVO PEAETEG EMAYMYNG NTAV TO TOGOGTO GUIHIETEXOVI®V [E
KAMvikn avtomdkpion (opictnke wg peiwon g Pabuoroyiag CDAI > 100 Babuov v gfoopdda 6.
A£dopéva OmOTELEGHLOTIKOTNTOS GLUAAEYONKAY KoL ovaldBnKav ¢ TV eBSopdds kat yia Tig d00
peiéteg. H tavtdypovn xoprynomn and oToUATOg KOPTIKOGTEPOEOMY, AVOGOP LOTIKOV
TOPOYOVIOV, GUIVOGOAKVMK®OV Kol ovTIBIOTIKGOV EMTPEROTAV KoL 75% TV gobevdv cuvéyicay vo
Aappdvovv TovAdyiotov Eva omd avtd To eappaka. Kat otig 800 pelét anc@svsig
TuyoomomOnKay vo AdBouvv pio epdnal evoopAEPLa YopyNnom g oL i% pevng dofabopévng
d6onc tov epimov 6 mg/kg (BA. [ivaxa 1, tapdypago 4.2), o cmésﬂ d6om 130 mg
OVGTEKIVOVUAUTNG 1] EIKOVIKO @apuaxo tnv gfdopdda 0. -

Q
Or acBeveic otn perétn UNITI-1 elyav amotdyet ) elyav au(pa&a dvoave&ia og mponyovpevn
Oepomeio pe avti-TNFa. Tlepinov 48% twv acbevov eiyov a@dtoyet pe 1 mponyoduevn Oepancio pe
avti-TNFo kot 52% elyav amotdyet pe 2 i) 3 mponyoluev m:c,pomsiag pe avtt-TNFa. Ze avtiv )
uerétn, 29,1% tov acevov giyay overapkn apyikn av@%mpwn (TpwTELOVTMG YN
avTomoKpvopuevo), 69,4% avtamokpiOnkoy aAld Exogey TV avTamdkpilon (SEVTEPELOVIMG UN
avtamokpvopevor) kot 36,4% elyav duvcavesio csr@spoms{sg pe ovti-TNFa.

Ot acBeveic ot perétn UNITI-2 eiyov amotd l&SS TovAdyoTov pia cvuPotikn Oepamneia,
GUUTEPTAOUPAVOUEVOV TOV KOPTIKOGTEPOEWO®BY 1] TOV OVOGOPPLOLLCTIKAOV TapaydvTmV, Kot gite dev
elyav AéBet oo mapehdov avti-TNFo (68,6%) site iyav AdBet oto maperdov Bepaneio pe avri-TNFao
aArG dev anétvyov (31,4%). OQ

3
Toco ot perét UNITI-1 6c0 kot ®}] peAétn UNITI-2, 10 1060016 v acBevdv mov eppdvile
KAWVIKT ovTOmOKPIoT KoL DQEST @ ONUOVTIKA LEYOADTEPO GTNV OUAOM TG OVGTEKIVOLUAUTTNG
€vavTt Tov eikovikoy pappdkov (Flivaxag 3). H kivikn avtomdkpion kot 1 VQESN HToV SNUOVTIKEG
Nnon amod v efdopdda 3 ot 60gveig mov Aapfavoy oVGTEKIVOL AU KOl GUVEXLGAY VO
BeAtidvovton éwg Vv €Po. o 8. X auTég TIG LEAETEG EMAYMOYNG, 1] ATOTEAEGLATIKOTITO N TOV
VYNAOTEPT KoL dlatnpBnKe TEPIEGOTEPO GTNV Opdda TG dafabuicuévng d0omNg, 6€ GOYKPLOT| LE TNV
opdda mov Ehafe rqﬁ@n tov 130 mg, kot cuvenmg 1 defabucpévn 600 givar 1 CLVIGTMOUEVY
evOoQAEPLa dOoM s@oyﬁg.

Iivaxag 3: En@)yn’ rlwvikng ovtamorpiong koi vVpeons oty uerétn UNITI-1 kou oty ueléty UNITI-2

O UNITI-1* UNITI-2**
KOVIKO VVIGTONEV KOVIKO VVIGTMONEV
16{- E . Y bpevn E . Y bpevn
o OOPLUKO o601 OOPLUKO o601
\é(/ 0VGTEKIVOV LA 0VGTEKIVOV LA
N =247 pan N=209 pan
o
R N =249 N =209
ORuvuchy Y peon, eBdopéda 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
O Khvikn Aviamokpion 53 (21,5%) 84 (33,7%)P 60 (28,7%) 116 (55,5%)*
(100 BaBuoti), efdopdda 6
K Avtamdxpion 50 (20,2%) 94 (37,8%)" 67 (32,1%) 121 (57,9%)*
(100 BaBuot), efdopdda 8
Avtanokpion 70 BaOuav, 67 (27,1%) 101 (40,6%)P 66 (31,6%) 106 (50,7%)*
efdoudoa 3
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Avtomokpion 70 Badpov, 75(30,4%) | 109 (43,8%)° | 81(38,8%) | 135 (64,6%)"
gfooudda 6
H v vYpeon opiletar og abuporoyio CDAI < 150. H khwvikn avtomokpion opiletat g peimon g Pabpoloyiog
CDALI koté tovAdyiotov 100 Babpovg 1 wg Tapovsio KAVIKNG HOeoNs

H avtordokpion 70 Babudv opiletor og peimon g faduporoyiag CDAI katd tovidyiotov 70 Babpodg ‘0
*  Amotvyio og avit-TNFa AV
**  Amotuyio ot cvpfatikn Oepaneio 0

¢ p<0,001

P p<0,01 OCU

Y1 perém ovvrnpnong (IM-UNITI), a&ioroynOnkav 388 acbeveig mov méTuyay KAVIKN qq?\!néKptcm
100 BaBudv v efdopdda 8 g emaywyng e ovotektvovpaun otic peréteg UNITI-1 136@ ITI-2.
Ot acBeveic TuyotomomnOnkay va Adfovv vToddpila aymyr suvtipnong pe 90 mg oVCTERIVOLLAUTT
k0 8 efoopadeg, 90 mg ovotekivovpaunr kébe 12 efdouddeg 1 eucoviKod EApUAKO @4 ePdopaoeg
(Y10 T ovvietduevn docoroyia cuvtnpnong, PAéne mapdypago 4.2 e IIXIT tov ABSIMKY evéoipo
oo (eLokidio) kot evEGILO SIGAVLO GE TPOYEUICUEVT] GUPLYYOL). 2(>
ENHAVTIKG VYNAOTEPE TOGOGTA 0GOEVAOV SI0TAPNGOY KAVIKY DYECT Kl AYTRTOKPIOT OTIC OHASES
7oV EAaP AV OVGTEKIVOVUAUTT GE GUYKPLOT| LLE TNV OGN TOV EIKOVIKOV udicov v gfdoudda 44
(BA. ivaxa 4). A

Hivaxag 4:  Aotipnon e KAIVIKING OVTAmOKpIong Kol DPEoHS am@gm IM-UNITI (efdoudoo. 44,
52 gfdouddes amo v évapln e doans emoywyng) O

Eucovu@ 90 mg 90 mg
(p(ip.]@* OVGTEKIVOVLG | OVGTEKIVOUNG
{_ pnmn KG0g pan Kaoe
N) 8 spoopades | 12 cBfdopadsg
IN= 131 N = 128" N =129
Klvikn 'Yoeon O 36% 53%" 49%P
KAvikny Avtomdkpion , 44% 59%P 58%"
Khvikn Y oeon Xwpig Koptikootepogdég y\U 30% 47%" 43%"

Klvikn Y peon og acBeveic:
OV NTAV G€ VPECT KAUTH TNV sv%&‘n}ng 46% (36/79) | 67% (52/78)" 56% (44/78)

Oepameiog cuvtRpnong
Tov g1t xONcav omd T ugxgid 44% (31/70) | 63% (45/72) | 57% (41/72)
CRD3002¢ A
7oV deV €xouv AdPet Gro@psmév avTl- 49% (25/51) | 65% (34/52)" 57% (30/53)
TNFa N\
7oV €167 ONCaV amdCy HeAET 26% (16/61) | 41% (23/56) | 39% (22/57)
CRD3001° X
H xavucr vpeon opiletal @&a@uokoyia CDAI < 150. H kAwvikn avtomokpion opiletat og peimon g fabpoloyiog
CDAI kotd tovkdyiot Babpovg 1 og mapovsio KAVIKNG Vpeong
* H opddo Tov 1Ko popuakov mephappove acheveic ot omoiot epEaviov ovTOmTOKPION GTNY OVGTEKIVOVLATN
Kot TuyoomomOREYV va Adfovv gikovikd appoako kotd v Evapén g Oepanciag cuvtipnong.
t  Acbeveig mov vifav KAvikn avtomdkpion 100 Babuodv oty ovotekvooupduan katd v Evapén tng Oepamneiog
GuVTIPN
I Acbevei anétoyav pe tn ovpPotiky Oepaneio aALG Oyt pe ) Oepaneio pe avti-TNFa

§ AoGsy{@*nov eppavilouv aviektikdtnta/dvuoaveéio otovg avi-TNFa
“ 0291

v é%.' opaoTIKG onpavtkd (p < 0,05)

OQm peiétn IM-UNITI, 29 and tovg 129 acBeveic dev datnpnoay Ty aviandkpion oty

Q

ovoTeEKIVOL AT pe T Aqym Bepaneiag kKaOe 12 efdopddeg Kot emTpdmnke | TPOCSAPLOYN TN 06GNG
mote va Adfovv ovotekvoupdunn kdbe 8 efdonddes. ATOAELN 0VTOTOKPIONG OPIOTIKE MG,
Babuoroyia CDAI pe Babpodg > 220 kot awénon > 100 Babumv omd v Babuoroyioc CDAI katd tnv
évapén. Xe avtovg Tovg acbeveis, KAvikn vVeeon enttevydnke o 41,4% tov acBevav 16 efdopnadeg
UETE TNV TPOGAPUOYT TNG dOOMC.
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Ot aoBeveic mov dev epEdviCoy KAVIKY avTOmTOKPLIoT TNV ENOYMYN LE OVCTEKIVOVUAUT TV

eBoopada 8 twv peretwv emaymyng UNITI-1 kot UNITI-2 (476 acBeveic) sionydncav 6to un
TUYOOTOMUEVO TUA A TG LEAETNG cuvtpnong (IM-UNITI) kot Eafov pio vroddpia Eveon 90 mg
OVLGTEKIVOVUAUTN G AVTO TO YPoviKo onpeio. Oxtd efdondadec apyotepa, 50,5% tov achevav .
TETVYAY KAMVIKT OVTOTOKPIoT Kot GuvEXISAY Vo Aapfavouv tn 06om cuvinpnong kabe 8 gfdouddec — )
a6 aVToHG TOVG AcheVEic TOL GUVENIGAVY TN 0OGT GLVINPNONG, 1| TAELOYN LN dLTHPNCAY TNV A\‘
avtonokpion (68,1%) kot méTvye vVeeo (50,2%) v efoopdda 44, 6€ TOGOGTA TOL NTAV TOPOUOL

TOVG a60eveic TOV aVTaTOKPIONKAY OPYLKG GTNV EXAYOYN UE OVGTEKIVOLLLAUT. OCU

Amb toug 131 acBeveic mov avtamokpifnkay 6Ty EX0y®YN HUE OVGTEKIVOLUAUTY, KO TTOV 3
TUYOLOTOMONKAY GTNV OUASO TOV EIKOVIKOD QUPAKOV GTNV EVapEn TG MEAETNG cuvTnPYoNG, S1
éyocav 6T cuvéxela TV avtomokpion kat Edafov 90 mg ovsTekvoLpaum vITodoping Kubs

8 efdopdoeg. H mietoynopia tov aclevov mov Exacav Ty avtondkpion kot EavaEekivcay tnv
OVGTEKIVOVLLAUTN TO EKavayY ovTO VIO 24 €BOOUASMV Ao TNV £YYLOT EXAYOYNGLAATO AVTOVG TOVS
51 acBeveic, 70,6% méTOYOY KAMVIKA avTamdkplon kot 39,2% métuyay kKAvik ¥9aon 16 efdonddeg
LETA TN ANy TNG TPATNG VIOSOPLOG OGNS TNG OVGTEKIVOLULAUTNG. Q}

> perém IM-UNITI, ot acBeveic mov odokApwoay tn HEAETN Emg rnwﬁéoud&x 44 qtov
KaTAAANAOL Y10 Vo cuveyicov T Oepameio oe pio LeAETN EMEKTAONC. &0 TV 567 acbevav mov
elonNABav kot EdaPav Bepameio e OLOTEKIVOVUAUTY OTN PEAETN EMTE G, 1M KAVIKT] VQEOT Kot 1)
VTOTOKPIoT) YEVIKA dtatnpnnkay £oc v edoudda 252 1660 o ~ acOeveic mov glyav omoTOYEL PE
Oepaneiec-TNF 600 ka1 6 gkeivovg mov giyov amotOyEL Le LU €G Oepaneies.

Aev gvtomiotnkav véa Oépato ao@aretog 6 avt T peAétnErektaong pe Oepancio S1GpKeLNG EOG
5 € oe aoBeveic pe Noco tov Crohn. ‘k"

Evdoarornon D
H evdockomikn eucoéva Tov PAEVVOYOVOL aétokoyﬁws o€ o VTopUEAET o 252 acbeveig mov eiyov
KOTAAANAN EVOOGKOTIKT EVEPYOTNTA TNG VOGOV @v évapén. To TpmTeEVOV KATAANKTIKO oNUElo TOY
N petafoAn, oe oxéon pe v Evapén, oty A omuévn BaBpoloyia Evdookomikng Bapbdtnrtog
Noécov yia ™ vocso tov Crohn (SES-CD), uw@(w@sm Babuoroyia og 5 elheo-KOAKG TUAIOTO, TTOV
neprapPaver Ty Topovcio/to péyebog EMKIDV, T0 T0G0GTO PAEVVOYOVIKNG EMIAVELAG TTOV KOADTTETAL
oo €AKT), TO TOGOGTO PAEVVOYOVIKNG su@d\/swg mov TpocPdAleton amd drAeg PAaPeg kot TV
nopovcio/tov THTo otévoong/otevoudiny. Tnv efdoudda 8, petd omd o epdnal ddon enaywync, N
petafoin g Pabuporoyiog SES-C@OW UEYOADTEPT OTNV OUAO0, TG OVGTEKIVOLUAUTNG (n = 155,
péon petaforn = -2,8) and 6,11 6 opada Tov gikoviko eappakov (n =97, uéon petaforn =-0,7,
p=0,012).

O

Avtaroxpion ovpryyicwov &O

g o vToopada acesﬁv e TapoyeTELOLEVA cLPTYYLR oTNV Evapén (8,8%, n = 26), 12/15 (80%) and
T0VG a.60eveic TOL AGUPHVAY OVCTEKIVOLUAUTN TETVYOV OVTATOKPIOT TV GLPLYYIOV 6E SlacTNa

44 gBdopdowmv (Opi@KS ®G > 50% peimon Tov aplfpod TV TAPOXETEVOUEVOV GUPLYYI®MV, GE GYXEOT
pe v évapén r@z &g emayyng), évavtt 5/11 (45,5%) and toug acheveig mov Adpfavay eikovikd
(PAPLOKO.

O
Hoiotyro ¢ mov oyetifetou pue ™V vyEia
H mowot o1 Tov oyetileTon pe v vyeio agloroyndnke pe to Epotnuoatoidyto yio

on Noco tov Evtépov (IBDQ) kot 1o epotnuatordylo SF-36. Tnv efdopndda 8, o1 acbeveig
UBovVOY OVGTEKIVOVUAUTT] TOPOVGIOCHY GTATIOTIKMOG CULOVTIKG LEYOAVTEPEG KOl KAVIKA
OREVTIKEC PEATIOGELS TG GLUVOALKTS Babuoroyiag IBDQ kot the Zvvontikng Babuoioyiog g
KNG Zuvietdoog Tov SF-36 1660 ot pedét UNITI-1 dc0 kot otn perétn UNITI-2, kabdc kot

M Zuvontikr] BabBpoloyia g Zopatiknig Zuviotdoag tov SF-36 ot pedétn UNITI-2, oe ohykpion
1e 1o eikovikd eapuako. Ot feATidoelg avTég yevikd dotnphdniay keAvtepo otovg acbeveic mov
Aapupavay ovotekivoopaunn ot perétn IM-UNITI éog v efdoudda 44, oe cOYKPLON UE TO EIKOVIKO
eapuako. H Beltioon otnv mototnto {mng mov oyetileton pe Tnv vyeia yevikd diatnpndnke ot
Slapkela g emEKTAoNG £0G TNV €fdoudda 252.
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EAxddng koMtida

H aoc@dieia kot ) amoTeAECUATIKOTNTO TG OVOTEKIVOLUAUTNG aloAoynOnKoy og 000
TUYOLOTTOMUEVES, OUTAGL TUPAEC, EAEYYOUEVEG LE EIKOVIKO QAPUAKO, TOAVKEVTPIKEG LEAETEC OE EVIAIKEG
acbevei pe petping g coPapd evepyn elkddn kokritida (Babporoyia Mayo 6 £og 12, empépovg
Babuoroyia evoooskdnnong > 2). To mpdypappo KMvikng avantuéng mepteddpfove pio perétn )
enaymyng pe evoopréPra Bepameio (avapépeton wg UNIFI-I) dudpkelag émg 16 efdopddmv, OA\‘
axolovBobdpevn and pia diaprelag 44 BOOUAdDV TUYOLOTOUNUEVT] LEAETT] VTTOSOPIWOC YOPTYOVLLEVT|G.
Oepameiog cuvtnpnong pe amodcvpon (avapépetar g UNIFI-M), aviimpocwnedovtag roukdxtcségw
52 gPdopddeg Bepamnciog. A

To amoTeAEGLOTA Y10 TV OTOTEAECUATIKOTI T TTOV TAPOVGIALOVTOL V1O TIG LEAETEC UN“Z}?K(H
UNIFI-M Bociotkav o€ kevipikn a&loAdyncn 1@V EVOOGKOTGEMV. g

¥ peiém UNIFI-I coumepidnodnkav 961 acbeveic. To mpmtedov KATUANKTIKO 10 y1loL T peAétn
ETOYOYNG HTAV TO TOGOGTO TOV CUUUETEXOVI®V 68 KAMVIKTY Vpeon v efdonddo8. Ot acbeveic
TuyotomomOnKay og epamas evOoPAEPL Yop1YNOT EITE TG CUVIGTAOUEVTS SIQK@mGué\mg do0Mg TV
6 mg/kg nepimov (PA. [ivaka 1, mapaypago 4.2), gite piog otabepric 66onc N30 mg ovsteKvovpudpnn
N €1KOVIKOD QapraKov v eBdoudda 0. ;D

Emutpendtav n tawtdypovn Aqyn d0GEmV 0md GTOUOTOC KOPTIKOGTE
AUIVOGOAMKLAK®V Kot T0 90% TV acBevdv cuvéyicay va kaqu\f
oapuakoa. Ot acOeveic mov eviaydnkav Emnpene va elyav amoTuyi ocvppatikn Oegpameia
(KopTIKOGTEPOEON 1 VOGOPPLOLIGTIKOL TOPAyoVTEG) 1| o€ TOPRB IoTOV Evay BloA0YIKS TapdyovTa
(évav avtoywviot) tov TNFa ko Bedohlovpaunn). To 49% tov aclevav eyav amotvyia oe
ovpPotikn Oepameia, oAl Oyt o€ Proroyikd mopdyovto (§K\TwV omoimv T0 94% dev giyav Aapet
Oepaneia pe Proloyikd moapdyovta oto maperbov). To 56 twv acBevdv eiyav epepovicet amotuyia 1
dvcaveia og évav Proroykd mapdayovta. [lepinov IO@A) TV aclevav giyav anotuyio o
TovAdyiotov 1 mponyovuevn Bepameio pe avti-TNEo(ek tov omoimv to 48% ftav acbeveig mov dev
avtoarokpidnkav oty Tpd Oepomeia) kal To IZ%sixow amotuyio o€ TovAdyiotov 1 Oepameia pe
avti-TNFa kot Bedorlovpdpum. ~0

Xt pedétn UNIFI-I évo onpavtikd peyadiispo mocootd achevdv fitav oe kKhviky DOeon 6Ty opddo
Oepamneiog [Le OVOTEKIVOLUAUTY GE m’mgbcm pe ewkoviko edppaxo v efdopdada 8 (Ilivaxag 5). Hon
and v EBdoudda 2, v mpdtn mpeyRILIaTIcHév enickeyn ot HEAETN, Kol o€ KGOe emickeyn oTn
GUVEYELD, EVOL LEYOADTEPO nococtéé@avo’w 7oV EAafav ovoTEKIVOVUAUTT OgV Elyav alpoppayia omd
0 0pB0d 1| TETVYOV PLGLOAOYIKN OTNTO KEVDCEMV GE GUYKPIOT LE TOVG 0oBeveig mov Edafav
EIKOVIKO PAPLOKO. X1 ;10wu§§W Qopéc otV Heptkn| Pabporoyio Mayo Kot 6T1 GUUTTOUATIKY|

DV, OVOGOPPLOCTIK®V Kot
TOVAGIGTOV £Va 0O AVTA TO

VOEOT LETOED OVGTEKIVOLLLY KOl EIKOVIKOL (apudkov topatnpndnkay 1o ond v Efdopdda 2.
H amotelecpatikotnta A‘mv vynAdTEPTN otV opdda ¢ daPabuicuévng doong (6 mg/kg) oe
GUOYKPION UE TNV oug'x?@)mg d0ong v 130 mg oe emAeypéVa KATOANKTIKG oMpEia Kal, ™G K TOVTOV,

n dwPabucpévn 8@ glval 1 cuVIGT®WEVT EVOOQAEPLO dOOT ETAYDYTC.

Iivakog 5: 213@/;7 TV KOpLV ekfacewv ¢ amoteleouoatikotyrog oty ueléty UNIFI-1 (Efidoucdo. 8)

Q-
O

(@) Ewkoviké YovioTOpEVT 060N
&{k ¢appoxo ™S
N=319 ovoteKvovpudumnct
N
@ N =322
KAk Y peon* 5% 16%"
Q\'Es ag?svag MOV OMETUXAV UE ovpPatikn Bepaneio 9% (15/158) 19% (29/156)"
aAAG Oy1 pe ProAoyikd TapdyovTa
" Ye aoBeveic mov amétuyav pe Proloyiky Oepameio® 1% (2/161) 13% (21/166)P
E;Zi?gﬁi;?% amétuyov Kot pe TNF kot pe 0% (0/47) 10% (6/58)"
Kvikr Avtomokpion® 31% 62%"
Ye aoBeveic mov anétuyov pe copPatikn Bepamneio 35% (56/158) 67% (104/156)°

OoAAG Oyt pe Proloyikd Tapdyovia
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Ye acheveic mov anéruyov pe Broloyikn Ogpomeia® 27% (44/161) 57% (95/166)

pX ] acsesvag'nov amétuyov Kal pe TNF kot pe 28% (13/47) 52% (30/58)"

BedoMlovpaumn
BAevvoyoviki Emodlmon 14% 27%"

e (x,cs?svsg OV AMETVXAV HE ovpPatikn Bepaneio 21% (33/158) 33% (52/156)" R

OAAG Oyt e Broloyikd Tapdyovia A

Ye aoBeveic mov anétuyov pe Proloyikn Bepomeio 7% (11/161) 21% (35/166)P ™~
Tountopatiky Y eeont 23% 45%P AV

. , , N4

ZUV5’U(XGH<°1VT] Svpntopotikn Y eeon kot Bievvoyovikn 89, 210K
EnovAwon O

£ Adom £yyuong TG OVGTEKIVOVUALTNG YPTCLULOTOLOVTAS TO PACIGUEVO GTO COUATIKO BAPOg SOGOXOYU(M},L(X oV

ovapépetol otov Ilivaxo 1.
* Qg khvikn Yeeon opiletor n fabuoroyic Mayo <2 Babpovg, ympic kopio enpépovg fabporoyio >Q
Q¢ Khvikn avtandkpion opiletor n peimon, og oxéon pe v Evapén g perémg, ot PadporopidcMayo kotd > 30%

Kot > 3 Babpovg, eite pe peiowon, oe oyéon pe v Evapén e LEAETNG, OTNVY EMUEPOVG Baw oyl v
awpoppayio and to 0ph6 > 1 eite pe empépovg Pabporoyia yio v apoppayio and to opﬁé(}f] 1.

"Evog avtayovietg tov TNFa kavn Bedoilovpdpnn.

Q¢ Prevvoyovikn emovAmon opiletan empépovg Badporoyio Mayo yio tnv svSocKén@) nl.

i Qg ovpmtopatikh HVeeon opiletar empépoug Pabuoroyic Mayo yio ™ coyvotTa @bcem\/ 0 M 1 kot empépovg
Badporoyia yio v arpopparyio amwd o 0pho 0.

+ QG GUVOVOGHEVN CUUATOUATIKY VPECT) Kot BAevvoyovikh enovAmon opiletal @pépovg Babpoloyia yio T cuyxvoTTOL
kevooeov 0 1 1, empépovg Babuoroyia yia v arpoppayio ard to ophd 0 Q\muépovg Babporoyia yo Tnv

gvdookomnon 01 1. O

¢ p<0,001 &

p Ovopootikd onpovtikn (p < 0,001) §
{_
¥t peiétn UNIFI-M a&roroynOnkav 523 acbeveig osb%im TETLYOV KALVIKT] OVTOTOKPLOT UE EQATOE
IV yopfynon ovotekivovpaunn ot perétn UNIF I@Ot acBeveic Tuyatomombnkay yio va Adfovv
VTOS0PIWE YOPTYOVLEVO GYNIO GLVTIPNONG LU @ 90 mg ovotexvovpdumn Kabe 8 efdopddec, eite
90 mg ovotekvovpdpmn kdbe 12 efoopddeg, oviKd @apuako yio 44 gfdopddec (yo ™
OULVIGTAOUEVN dOGOAOYIO GUVTHPNONG avaTpE&eE oty mapdypaeo 4.2 g IIXIT tov ABSIMKY
EVEGIUO S1ahvua (QLokidio) kat evéoipo dtélepa og Tpoyeouévn ocvpryya | tg ITXIT tng
TPOYEUIOUEVIG CLGKELTG TUTTOV ns’vag)o

3
ZNUOVTIKG PHEYOAADTEPO. TOG0GTH 0ofEVMOV Tav o€ KAVIKY DPEST Kot 6TIG 000 opddeg Oepaneiag pe
OVGTEKIVOVUAUTT GE GUYKPLOT v oudd0 TOV EIKOVIKOD Qapudkov tnv efoopdda 44 (PAéne
[Tivaxa 6). S

Hivaxag 6: Zovoyn twv wQa)v UeTpwv amotelsouotikotnrog oty pueAéty UNIFI-M (efdoudda 44,
52 8ﬁ’50ﬂdd£§ amo ™y évapln s doans Exoywyng)

Y Ovopootucd onpovtiky (p < 0,05)

Q) Ewkoviko 90 mg 90 mg
()\ PappaKo * OVGTEKIVOULG | OVGTEKIVOUNE
Q N=175 pn KGO pn KGO
Q 8 eBdopdec | 12 epoopade
O N =176 N=172
Khvicy Ypeon** 24% 44%° 38%°P
Te aQDEVEIQ IOV ATETVYOV [IE GUHPATIKN 31% (27/87) 48% (41/85)° | 49% (50/102)°
Odpomeio alld Oyt pe Proroyicd
,.ﬂﬂpéwovw
Q\is acBeveic mov anéruyov pe Poroyiky 17% (15/88) 40% (36/91)Y | 23% (16/70)°
D™ Ogpomeia®
OF e aoBeveig mov amétvuyav Kot pe TNF 15% (4/27) 33% (7/21)¢ 23% (5/22)¢
Ko e BedoMovpaunn
Awipnon e Kiwikng Avtamoxpiong £mg 45% 71%° 68%“
v efdouddo 44°
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e aoBeveig mov amétuyav pe GLUPATIKT 51% (44/87) 78% (66/85)Y | 77% (78/102)"

Oepameio oAl Oy pe Broroyikd

TOPAyoVTa.

e aoBeveig mov amétuyav pe Proloyikn 39% (34/88) 65% (59/91)Y | 56% (39/70)° |

Oepomeio’

e aoBeveig mov amétuyav Kot pe TNF 41% (11/27) 67% (14/21) 50% (1 1/22)6

Kot pe fedoMovpaunn N
Blevvoyovikf] Emovloon’ 29% 51%° 44%50
Awipnon e Kiwikng Y eeong £og v 38% (17/45) 58% (22/38) 65% &MO) v
eBSopdda 44* N
Klvicr] Y peon Xopic Koprikootepoetdn® 23% 42% G 38%"P
Awapxng Y peon' 35% 57%" AN 48%°
Tountopotiky Y eeon?t 45% 68%" > 62%°
2uvOuacpEVT] ZUUTTOUATIKY Y PECT] Kot 28% 48%" O 41%°
Blevvoyovikfy Emobloon* S

Meté v avtoamoxpion oe [V ovotekvovpdpunnc.
** Q¢ kKhvikn veeon opileton Pabuoroyic Mayo < 2 Babuovc, xmpic Kopio extuépovg ﬁaﬂ;b)»oyia > 1.
§ Q¢ Khvikn| avtandkpion opileton 1 peimon, og oxéon pe TV Evapén g LEAETNG, Opolroyio Mayo katd >30%
kot >3 Babpode, gite pe pelmon, oe oxéon pe v Evapén g HEAETNG, OTNV EMUE Babporoyio yio Tnv arpopparyio
and to 0pbo >1 gite pe empépovg Padporoyia yio v apoppayio omd 0 0pHO,0NA .
‘Evag avtayoviotig tov TNFa kavr BedoMlovpdpmr. ‘\
Qg Prevvoyovikn emovAmon opileton empépovg Badporoyio Mayo yio ™) ockommon 0N 1.
H Swatipnon g khwvikig veeong émg v Efdopdda 44 opiletor g o evelg mov givat oe KAVIKY VQEST £0G TV
EBSopdada 44 peta&d towv acbevav mov eivol 6€ KAVIKT VQPECT) 6NV £ M g Oepaneiog cuvtipnong.
H chvikn vpeon ywpic Koptikootepoedn opiletal mg ot acheve givar og Kvikn deeomn yopic va Aappdvovv
Koptikootepoeldn v ERSoudda 44
Qc dwpkng Hoeon opileton 1 pepikn VPeoT Katd Mayo o€ %@ TOV GUVOAOL TMV EMCKEYEWDV TPV OO TNV
EBdoudada 44 ko n pepikn dpeon kot Mayo otnv teAevto: iokeyn (ESopdda 44).
t Q¢ ovumtopoTikny Veeon opiletot empEPOLS Baeuo?»oy{(@ayo Yo, T ovyvoTTa Kevaoemv 0 N 1 kot empépouvg
Babporoyia yo Tnv apoppoaryio amd to 0pHo 0. N
Qg svvdvacuévn cvpntopetiki deeon kot BAevyoyQUIKh erodrweon opileton emuépovg Badporoyio yia mm cvxvomTa
kevooenv 0 M 1, empépovg Paduporoyia yio v o payio awd 10 0ph6 0 ko empépovs Padporoyio yio Tnv
gvdookomnon 01 1.
p < 0,001 &

p <0,05 o

.

Ovopaotikd onpovtikn (p < 0,001) 0\

Ovopoaotikd onpovtikn (p < 0,05) Q
MM GTOTIGTIKG GIUAVTIKO @)

o = = R

H evepyetikn enidpacn tgOVOTEKIVOLUAUTNG GTNV KAVIKT GVTOTOKPLOT), TNV PAEVVOYOVIKY
EMOVAMGCT KOl TNV K}»wuo’&&@acn mapatnpnOnke Kotd ) Bepaneio exaymyng Kot tn Bepomneia
oUVTNPNONG TOCO G velg ot omoiot eiyov amotdyel e cupPartikn Oepameio aAld Oy pe Broroyikd
nopdyovta, 060 KoL'sE-£Kkeivoug Tov iyov amotdyet pe pia TovAdyiotov mponyoduevn Oepomeio pe
AVTOYMVIGTY TOV 0., COUTEPTAAUPOVOUEVMV KOl TV TPOTEVOVTMOG U avTanokpliéviov achevov
o¢ Oepameia pe yoviot) tov TNFa. Evepyetum enidpacn mapatnpndnke exiong kotd m Oepamneia
EMOYOYNG oemobeveic mov giyav amothyel e TOLVAGYIOTOV pia TpoNyovuevn Oepaneio e avioyovio
tov TNFa €§880le01) UAUTY, ©®6TOGO 0 aplOpog TV 0oHEVAOV GE QLT TNV VIOOUASH HTAV TOAD
UIKPOG yw\N e€ayOobV 0PIOTIKG GVUTEPAGUATO GYETIKG, LLE TNV EVEPYETIKN EMIOPACT OE QLT TNV
ouado seQxd tn Oepameio cuvtRpnomng.

AveagorpiOévtes oe Oepansia emaywync ue Ovotexivovudumy v Efdoudda 16
¢ aoBeveic mov ELafav OVGTEKIVOVUAUTT Kol OV ELPAVIGAV avTOTOKPIoT TV Efdopada 8 TG
Aétng UNIFI-1, yopnynOnke ovotekvoopdunn oty 06omn tov 90 mg SC v gfdopdda 8 (36% tov
acBevav). ATd avtodg Toug acbeveic, T0 9% exelvav mov elyav apykd tuyaionomel ot
GULVIGTAOUEVN dOGT ETOYWOYNG TETVYAY KAVIKT DPEGT KOl TO 58% TETVLY OV KAVIKY QVTATOKPIoT TV
EBdopdda. 16.

O1 acBeveic Tov dev TETLY OV KAVIKT 0vTOTOKPIoT KaTd T Oepameio ETay®ynNG e OVGTEKIVOVLLAUTT
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mv gfdopdda 8 tng perétng UNIFI-I aArd epedvicay avtamokpion v efooudda 16 (157 acbeveis),
eviayOnkov oto un toyotomomuévo puépog g peiétng UNIFI-M kat cuvéyisav vo Aappdvovy doom
cuvtipnong Kabe 8 efdopddes. Meta&d Tmv acbevav avtav, n mhetoyneia (62%) dathpnoay v
avtondkpion kot to 30% métvyav Veeomn v efdopdda 44.

«
N
Melén Enéxroons OA\‘
Ymnv UNIFI, ot acBeveic mov olokAnpooay tnv PeAéTn £mg tnv efdopdda 44, ntov emAéSipot yio N
cuvéyton g Bepomeiog oe pio pedé enéxtaonc. Metaéd tov 400 acbevdv mov iohAbav kot koo
Oepamneio pe ovotekvoopaunn kabe 12 1 8 efdopddec otn PEAETT ETEKTOONG, 1] CUUTTOHOTIKI WOECT)
vevika drotnphnke £wg tnv efSopdda 200 yia Tovg acbeveig Tov elyav amoTvyel pe copp ]
Oepameio (aALG Oyt pe Proloyikn Oeparmeio) Kot Yo, EKEVOVE TOV ATETLYOV E PLOAOYIKY mela,
coumephapavouévey Kot ekeivav Tov arétuyay toco pe avti-TNF 6co kot pe fedo @Uudwm.
Metoéd Tov acbevav mov Elafav 4 ypovia Bepameiog Le OVGTEKIVOLUAUTT Kot ooy OnKay
¥pNoomoldvag TV TANpN Pabuoroyia Mayo v gfdoudda cvviipnong 200, 1@4,2% (69/93) ko
70 68,3% (41/60) drathpnoay TV PAEVVOYOVIKN ETOVAMGT KOL TNV KAIVIKT ﬁ(psc\:& avtioTotya.
H avéivon acedirelag, n omoia mtepiérafe 457 acBevei (1.289,9 avOpmnoém)((({l omoiot
mapokoAovOnOnKay yio Emg kot 220 efdoudoeg katédelée Tpoeil acpd. uetaéd Tov
efdoudowmv 44 kot 220 Tov YTV CLYKPIGIUO UE EKEIVO TOV napownpﬁ@eh ¢mg Vv gfdoudda 44.

Agv gvtomtiotnKay véa OEUATO, AGPAAELNC GE QTH TN MEAETN snéK@% ue Bepomeio ddprelog EmC
2 €11 o€ aobevelg pe EAKMOT KOAITIOA. @)

Evdoaromikn Oualomoinon O&

Q¢ evO0OKOTIKT OUAAOTOINGT OpIGTNKE (OC EMUEPOVS Pa Moyia gvdookomnong Mayo 0 kot

napaTnpnOnke NoN and v efdopdda 8 otn pedétn UNMN-I. Tnv efoopdda 44 g perétng UNIFI-M

avtn enetevydn oto 24% xar 29% twv acbevdv mov s&e& av Oepomeio pe ovotektvovpaunn kébe 12 1

8 efdoudoeg, avtiotorya, o€ cOyKplomn pe o 18% oy 0c0evaV TNV OUAdM TOV EIKOVIKOV POPUAKOV.
N

Iotoloyikn ka1 lotoroyixn-Evéookomikn Bﬂg\gvé@%llmi Erodlwon

H 1ot0Moyikn enoviwon (optlouevn g 81ﬁ9r@| 0VOETEPOPIADVY G < 5% TV KPLTTMV, Un
KATOGTPOPT TV KPUITOV Kat omovaio. Stofpdoenv, eelkdoeny 1 Kokkihdovg 16t00) agtoloynonke
v gfdopdda 8 g perétng UNIFI-I Kgbynv EBdopdda 44 g perétng UNIFI-M. Trnv gfdopdda 8,
petd and epdnol evoopAEPia doom sTPwYNG, SNUAVTIKG PEYOADTEPA TOGO0TE acBeVhY 6TV Opdda
TNG GUVIGTMOUEVNC SOCTG TETLY OV 1@071Kﬁ emovAmon (36%) og chykpion pe Tovg aobeveic oty
opdda Tov gikovikod pappaxov (22%). Tnv ERdoudda 44 mapatnpndnke datipnon avtig g
EMIOPAOTG LLE OTUAVTIKA TEPLGGOTEPOVS OGOEVELS [LE 1IGTOAOYIKY] ETOVAMOT| GTLG OUAOES XOPYNONG TNG
OVGTEKIVOVUAUTNG KOOE 12 nadeg (54%) ko ke 8 efdoudadeg (59%), o€ cOYKpLoN LE TO
€KOVIKO pdappako (33%). A

"Eva cuvdvaoTiko K(ﬁ@nmm() onueio 16TOAOYIKNG-EVOOGKOTIKNG PAEVVOYOVIKNG ETOVAWMOTG, TOV
opiotnke g Prevv K1) ETOVAMOT] Kol IGTOAOYIKT EMOVA®AN, agloloynnke tnv efdopdda 8 ot
perétn UNIFI-I K@rnv gfoopdda 44 g perétng UNIFI-M. Ot acBeveig mov Ehafov

OVLGTEKIVOU LA 0T GUVICTOUEVT] 0OGT ELPAVIGOYV CUAVTIKEG BEATIDMOELS TOV KATUANKTIKOD
onueiov 10T @ytKﬁg—WSOGKontKﬁg PAevvoyovikng emovimong v efdoudda 8 oty opdda g
ovmsmvou&'pnng (18%) o€ cvyKpion pe TV opdda Tov €1KOVIKOD @appakov (9%). Tnv efdopdda 44
TOPOTN K€ OTNPN O OVTHG TG EMLOPACNC LLE CILOVTIKE TEPIGGOTEPOLS 0GOEVELS LI 1GTOAOYIKT-
€VOOGKONTIKN PAEVVOYOVIKT] ETOVAWMGT] GTIG OLLASES YOPTYNONS TNG OVCTEKIVOVLAUTNG KAOE

12 850;1&6&@ (39%) a1 kéBe 8 efdopadec (46%), o€ GVYKPIOT LE TO EIKOVIKO Papuako (24%).

T1{opEVn U THV DYELD, TOI0THTO (NS
oyxetifopevn pe v vyeio mowdtnta {ong agloloynonke pe to Epotnuatodoyio yuo t @reypovaon
& Noéoo tov Eviépov (IBDQ) kat ta gpotnuatordyta, SF-36 kar EuroQoL-5D (EQ-5D).
Tnv efoopada 8 g perétng UNIFI-I, o1 acOeveig mov Elafov OuGTEKIVOLUAUTT EUPAVICOY

ONUOVTIKA LEYOADTEPT Kol KAVIKG OTUOVTIKY BerTimon otn cvvolikn Babuoioyia tov IBDQ, oto
EQ-5D kot ot VAS tov EQ-5D, ot Zuvortikny Babpoioyio e Yoyikig Zvvictdcog tov SF-36 kot
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o1 Xvvontiki Babpoioyio g Zopatikig Zuviotmoag Tov SF-36, 6e GOYKPIoTN LE TO EKOVIKO

pdppoko. Avtéc ol Bedtidoelg datnpndnkav otovg acbeveic mov Ehafav Oepomeia pe

ovotekivoupaunn ot perétn UNIFI-M émg v efdopdda 44. H Bertioon oty oyetilopevn pe myv

vyeia oot Ta Comg ommg avth petpiibnke ano to IBDQ kot to SF-36 yevikd Swmpnnke katd mv

oldpketa g eméktoaonc £wg v efdopdada 200. *\9
S

Ot acBeveic Tov EAaPav OVGTEKIVOLUAUTN ELPAVICOV CTILOVTIKA TEPIGGOTEPES PEATIOGELG TNG
TOPOYOYIKOTNTAG GTNV £pY0cia, OTmg a&loloynnke amd T LEYOADTEPES LEIDGELS GTI GUVOAL
UEl®OT] TNG TOPYDYIKOTNTOG OTNV EPYUCIO KOl OTN LEIDOT TV dpacTnploTHTeV PAcEL TOV
gpotnuatoroyiov WPAI-GH, og ouykpion pe toug acbeveig mov Erafav eiovikd eap uoucb

Noonleies ko oyeti{oueves ue v eAxaon kolitida (UC) yeipovpyikes eneufoosis V(U

"Ewg v efdopdda 8 g perétng UNIFI-1, to 10600t TV GUUUETEYOVI®V LE cxsn@svsg HE TNV
UC voonheieg fTov oNUavTKE YapUnAOTEPO Y10 TOVS GULUETEXOVTES GTIV OUAS0 TS
OVGTEKIVOVLLAUTNG YOPTYOOLEVOL GTN GuvicTduevy d6on (1,6%, 5/322) o GOYKMON LE TOVG
GUUETEXOVTEG OTNV OLLAS TOV EIKOVIKOD PupdKov (4,4%, 14/319) kon kavEV@g omd Tovg
CUUPETEYOVTEG TTOL EAABAV OVGTEKIVOVUGUTN GTH CUVIGTOMEVT 600N emay@YNG dev veBAnon oe
oyetilopevn pe v UC yepovpyikn enéppacn cvykpriikd pe 1o 0,6% (Zgiﬁ) TOV GUUUETEXOVIMOV
GTNV OLLAS0L TOV EIKOVIKOD QUPILEKOV. C

"Ewg v efdopdda 44 tng perétng UNIFI-M, mapatnphonke on w&d YOUNAOTEPOG aPOUOG
oyetilopevov pe UC vooNAEI®V GTOVS GUUUETEYOVTEG GTIC OUA G OLGTEKIVOULGLTNG
ovvdvaotikd (2,0%, 7/348) oe clyKpion e TOVG Gvuuméxovr&cmv OLLASO TOV EWKOVIKOD (OPLAKOV
(5,7%, 10/175). AptOuntikd pucpotepog aplopdg COPUETEXOYTIY GTNV OULAJO TG OVGTEKIVOVUAUTNG
(0,6%, 2/348) vefAn0On o oxetilopevn pe v UC xelpoypyikn enéuPacn o cOYKPIOT LE TOVG
GUUUETEYOVTEG GTNV OUAO TOV EIKOVIKOD GOPUAKOV (L§§, 3/175) émg v efdopdoa 44.

Avocoyovikdtnto
Koatd ™ didpxeta e Bepaneiog e ovoTeEKIVOY uq%nn EVOEYETOL VO, AVOTTTUYOOVV OVTICOLOTA, EVOVTL
TNG OVGTEKIVOVUAUTNG KOL T TEPIGGOTEPOL EF 0VOeTEPMTIKA. O oYNUOTIGUOG AVTL-
OVLGTEKIVOVUAUTNG OVTICOUATOV GYeTI(ETOL p@mv avénuévn KaBapon TG OVCTEKIVOVUAUTNG GTOVG
acOeveic pe vooo tov Crohn 1 EAkmdN Kok@a&x. Agv mapotnpnOnke peioon otnv
OTTOTELECUATIKOTNTA. A&V VITAPYEL npoq@/ﬁg GLoYETION UeTASD TG TOPOVGiag AvTL-
OLOTEKIVOULAUTNG OVTICOUATOV Kw\@ EUPAVIOTG avTIOpAcE®V oTr B0 TG £veong.

O
Hodratpikdc mAnbvopdc Q
O Evponaikoc Opyoviopuog CDap%uccov &xel doEL avoPorn amd TNV VITOYPEWGST VITOPOANG TV
OTOTEAECUATOV TOV PEAETA) TNV OVOTEKIVOLUAUTY GE Uil 1] TEPIGGATEPEG LITOKATIYOPIES TOV
TodaTpkod TANBvoHoD paloaa v6o0 tov Crohn kot v eAk®on koritida (PAEne mapdypapo 4.2 yio
TANPOPOPIES GYETIKA Hexmv TOLSLOTPIKT YPTOoN).

0O
5.2 (I)app.akom@még OLOTNTES

Metd vaw@svn EVOOPAEPLO dOOM EMOYWOYNG, 1 SIAUEST LEYIOTY] GLYKEVTPMGT TNG

OVGTEKIVOL @cng 6TOV 0p0 OV TTapaTNPNONKE 1 dpa petd v Eyyvon Rrav 126,1 ug/ml e acbeveic
LE VOGO Q&rohn kot 127,0 pug/ml og acBeveig pe eAkmOT KoATida.

Koazo

O d18rec0g OYKOG TNG KOTAVOUNG KOTA TN Otdpketa TG TeEMKNG pdong (Vz) éneita amd o eQamas
8@7%‘:[310{ xopnynon oe aobeveic pe yopioon kopdvonke arod 57 £wg 83 ml/kg.

&0 LETAGYNUATIOUOG

& H axpipnc petoforikn 0d0g TG OVGTEKIVOLUAUTNG EIVAL AYVOOTY.

AmofoAn
H didpeon ocvompatiki kaBapon (CL) énetta amd pio epdmos evoopAEPia xopnynon o€ acheveig pe
yopilaon Kopdvonke and 1,99 éwoc 2,34 ml/ nuépa/ kg. H didpeon npiceia {on (tiz) g
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OVOTEKIVOVULALTNG NTAV KATA TPOcEYYiomn 3 eBOoAdeC o€ aoOEVEIC e EAKMON KOAMTION, VOGO TOV
Crohn, yopiaon kovn yoprootkn apdpitida, kopowvouevn amd 15 £oc 32 nuépeg o€ OAEC TIG LEAETEC
Yo TNV YopilooTn Kol TNy yoplocikn apdpitida.

Cpoppodmto d6ong ~0
H ovompatikn éxbeon g ovotekivoupdpumng (Cmax kot AUC) avénbnke katd Evav avoloyko pe A\‘
d00™ TPOTO £MELTA OO ol EPATOE EVOOQAEPLA yopTynon oe 60celg mov KuudvOnkay arnd 0,09 mg

¢mg 4,5 mg/kg. OCU
Ewducot mAnBuopoi 4

Agv vdpyovy S1aBECIIO UPLOKOKIVITIKE dedopéva g aoOeVElC [le LELOUEVT VEPPIKY OTIKY
Aetrovpyia. N~

Agv &yovv de€aybei e1ducég peréteg e eVOOQAEPLE OVGTEKIVOVUAUTY GE NAKI® uévo@

TodaTpKovs acteveis. 0\

Y
Ye aoBeveic pe vooo tov Crohn kot elkddn KoAitida, 1 HeTafAnTOTNTO OTNV l@apcm g
OVOTEKIVOLHAUTNG EMMPEASTNKE 0O TO SCOUATIKO BApog, Ta enineda Aevkafotivig opov, To pOA0 Kat

TNV TOPOVGIN AVTICOUAT®V EVOVTL TG OVGTEKIVOVUAUTNG, EVED TO COLL O Bépog fTav 1 KOpLa
ovppeTafAnT) mov ennpéale Tov 0yKo katavounc. EmmAéov, otn voog 100 Crohn, 1 kdBapon
emnpedotnke amo v C-oviidpmoa TpOTEVY, TNV KATAGTOoT MG TP v amotvyic TNF

AVTOYOVIGT®V Kal T QUAN (Actotikn évavtt un Actotikng). H enidpion avtdv Tov GUUUETOPANTOV
Arav evtog £20% g TUMIKNG TWAS 1 TNG TIUNS OVOQOPES TNG AYRBIOYMG mapapétpov PK xat, oc ek
TOVTOV, OEV OMOLTEITOL TPOGUPOYN TNG 0OCONG Y10 AVTEG TIG m&awﬁ?mrég. H tavtdypovn ypnion
OVOGOPPLOLUCTIKOV TOPAYOVI®V OEV ELYE OTLOVTIKY aniﬁ@ 01N O1d0ECT TNG OVGTEKIVOL UGG,

PvOuon tov evivpwv tov CYP450 {-

Or emdpaoeig g IL-12 1 g IL-23 ot pvbuon rmv@v vuwv Tov CYP450 agloloynOnkav og pia
UEAETN in Vitro GtV Omoid YpNoLOTOONKaY ow(igﬁmva nratokvTTopa, 1 omoia £de1Ee ot IL-12
koM M IL-23 o€ enineda tov 10 ng/ml dgv usré% av Tig evlupukég opaoctnpiomreg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1) 3A4, Bk\é@aypa(po 4.5).

Mua avorytn pedétn adinienidpaons pophdxov eaong 1, 1 Medétn CNTO1275CRD1003, die&iyon
v v aglodAdynon g emidopaomng g Qg TEKIVOL HLAUTNG OTIS OpACTNPLOTNTES TV EVEDU®V TOL
Kutoypmpatog P450 petd and Xopfntn\@ EMOYWYIKNG KL GLVINPNTIKNG 000N G o€ acbeveic Le gvepyod
v6c0 tov Crohn (n=18). Aev moponfprinkay KAviké onuovikég allayés otnv Ekdeon Tng Kapeivng
(vméotpopo CYP1A2), g Bop @[vng (vrdotpopo CYP2CI), g openpaloing (vidoTpopa
CYP2C19), tng de&rpoueboppdvig (vootpoua CYP2D6) 1 g pidalordung (vroctpopo CYP3A)
otav YpnotponomonKoy rmﬁ&pova LLE TNV OVCTEKIVOVUAUTN GTNV EYKEKPIUEVT] GUVIGTAOUEVT
docoroyio og acbeveic HEAHG0 TOV Crohn (BA. mopdypoeo 4.5).

5.3 Ipoxivikd @@éva Yo TNV a6QaAELo,

Ta pn KAvucd 6gdopeva dev amokaAdTToVY 1010iTEPO Kivouvo (.. To&KdTNTa 0pYavEeV) Y10 TOV
avBpomo pe Pasy Tic peréteg To&OTNTOG EMOVAAAUPAVOUEVOV dOGEMV, AVATTLELOKNG TOEIKOTNTOG
Kot To&koT @ OTNV OVOTAPOY®YIKN TKOVOTNTO, CUUTEPIAAUPAVOUEVOV TV OEIOAOYNCEDV
(papuoucokoikn%ﬁg aocQirelng. e HeAéTeg avamTuElokng TOEIKOTNTOC Kol TOEIKOTNTOC GTIV

avamop oYK IKavoTNTa o8 ThNKoLg cynomolgus dev mapatnp Koy avemBounteg evépyeleg
GTOV TEG OPCEVIKNG YOVILOTNTOG, OVTE YEVETIKEC AVOUOAIEG 1) ovartuélakn ToikoTnTo. Agy
TopoE PN ONKay avemBOunTeg emdPACGEIC 0TOVG OgikTeEG ONAVKNC YOVILOTNTOC UE YXPToN OVAAOYOL
avawopotog tov IL-12/23 e movtikia.

0% enineda d0cemV GTIG PEAETEG 6€ (MO NTOV KOTA TPOGEYYIoT £0¢ 45 popég VYNAOTEPQ A0 TNV
VYNAOTEPT 150dVVaLT 0OGT TOL TPoopileTal yia xopnynon o€ acbeveic pe wopiaon Kot elyov g
OTOTELEC O OVATATES GUYKEVIPADGELS GTOV 0p0O G TBNKOVG ToL NTaY TTEPLoGOTEPO amd 100 popég
VYNAOTEPEG OO EKEIVEG TTOL TAPATNPOVVTOL GTOVG AVOPDTOVG.

Agv die&nybnoav HEAETEC KAPKIVOYEVESTG L€ OVGTEKIVOVLAUTT AOY® EALELYNG KATAAANA®V LOVTEL®V
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€VOC OVTIoMUOTOC YOPIG dtaoTavpovuevn avtidpaon e tig IL-12/23 p40 tov TpOKTIKOV.

6. OAPMAKEYTIKEX IIAHPO®OPIEX

6.1 Koataloyog kdoymv OAT

Adpukd dwvatplo drog tov EDTA (E385) OCU
L-1ot1divn

Y dpoyropikn povovdpikn L-1otidivn 3
L-uebetovivn ‘(UO
IToAvcopPiko 80 (E433) N~
Saxyapoln Q

Yowp yio evéoiua Ao\

Y

6.2 AovppotoTnTeg Q}

EMeiyel peketmv oyetikd pe tn ovuPoatdmra, To mopov gop uaKsuuKé,gggglév dev mpémel va,
avaperyvoeton pe Al eoappakeutikd tpoiovra. To ABSIMKY Oa npénerva apotdveton udvo pe
dAvpa yhmprovyov vatpiov 9 mg/ml (0,9%). To ABSIMKY dev néﬂ‘va xopnyeitol tovtdypova
oV 1010, EVOOPAEPLO YpaUUn LE GALD QUPIOKEVTIKA TPOTOVTAL. ~Q\

O

6.3 Awdpkero Long &

O
2 xpoviO. \S
)

Mnv KaToyOYETE.

Metd Vv apaimo, 1 yNUKN Kot guoiky atafepo Katd T xpnon €xet omoderyDel yo 24 dpeg
otovg 23°C — 27°C 1 Y 7 nuépeg otovg 2°C — %T}gu

S
Amd pikpofloroyikn amoy, to Tpoidy Oa np&l va ypnoponoteitar opécms. Eav dev ypnoyomon et
OHECOG, OL XPOVOL KAt 01 GUVOTKEG SLATNPHORG TPV a0 TN YPHEN ATOTEAODY £VBVVN TOL YPHGTN KO
Kavovikd dev Ba mpénet va vepPaivel 24 dpeg otovug 2°C emg 8°C, extdg €dv 1 apaimon £xel AaPet
YOPA 6E ELEYYOUEVEG KO ETIKVLP® ué\@acnnrsg ocuvOnKec.

6.4 Iowitepeg mpogurdierg 6@& ™ @VAaLN TOV TPOidVTOG

Ddvidooete og yoyeio (2°C —@C). Mnv xoToyOyETE.
Ddvldooete 10 PLOAidI0 OTQ} MTEPIKO KOLTI Y10 VO TPOGTATEVETOL OTTO TO PG,
INa 116 ovvBnkeg 610m']mcng LETE TNV 0paimon TOL PAPUOKEVTIKOD TPOiOVTOS, BA. Tapdypapo 6.3.

6.5 ®von km o@aﬂkd TOV TEPLEKTY

26 ml dtoA0 powég\cs @LoAido Tov 30 ml and yvoli Tomov I kKheiopévo pe TdPA EMKOAVUIEVO LE
BovtuAuo @tcoim. To ABSIMKY diatifetol oe cuokevacio 1 glaAidiov.

N\
6.6 I@tapag TPOPUVAGEELS amOPPLYNS Kol GAAOG YEIPLONOG
@

To dvékvpa oto eroridlo tov ABSIMKY dev mpémetl va avakiveitar. To diddvua npémnet va eEetaotel

& Y100 L@POVLEVT] COUATIONOKT] VAN 7] ATOYPOUATIGHO TPty amd TV yopnynon. To didhvpa etvon

OO O EMAPPAOC KITPIVO KO SLoYEG ¢ EAaPP®G 1p1dilov. To apuakeuTiKd TPoidv dev TPETEL VOl
Osipnopomom0ei £dv to Siédvpo givar anoypopoticpévo 1 0ord, 1 bv vdpyel E6vn cwpoduevn

& COUATIOWKT VAN,

Apaimon
To ABSIMKY mukvo d1dAvpa Y10 TapaoKeLT] SIOADUATOC TPOC £YYLOT TPEMTEL VO OPOLDVETOL KOL VO

mpoeTopaletal amd emayyelpotio vyeiog pe ypon GonmTng TEYVIKNG.
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1. Ymoloyiote T 660m Kot tov 0plfuod tov eaidiov ABSIMKY mov arottodvton doel Tov
Bapovg Tov acbevoig (PA. mapdypapo 4.2, [Tivaka 1). Kabe proridio ABSIMKY tov 26 ml
nmepiéyel 130 mg ovotekivouudunn. Xpnotponoleite povo manpn erariote ABSIMKY. .

2. Amd Tov aoko £yyvong tov 250 ml, avappopnote Kal omoppiyte Evav OYKo SLOADUOTOS )
¥Awprovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko tov ABSIMKY mov 6o mpootebei OAT
(amoppiyte 26 ml yhoprovyov vatpiov yio ke eroridio ABSIMKY mov amotteitat, yio 2 N\
PAidLa amoppiyte 52 ml, yio 3 @raridio amoppiyte 78 ml, yia 4 radidio amoppiyte 10440l).

3. Avappoonote 26 ml ABSIMKY ond xé6e prarido mov amorteiton Ko mpochécte ta 61OV 0oKO
&yyvong tov 250 ml. O tehkdg 6yKog 6TOV 0.0K0 Eyyvorg Oa mpénet va givar 250 ml, Avapi&te
OO N

4, EXéyEte omtikd T0 apoiwuévo didAvpa Tpy and T Yopiynon. Mnv 1o ypneLOTOTHCETE GV
TOPOTNPNOETE ELPAVAOG AO10PAVT] COUATIOW, ATOYPOUATICUO 1) EEVa G(Du(l‘tié&

5. XopNyNoTte To aputUEVO SIGAVA Y10 Lol TTEPI0S0 TOVAGYIGTOV UiaG DPOC. &Id v apoimon,

1 éyyvon Ba TpEmet Vo £xel OAOKANP®OEL EVTOS 24 POV amd TV APAIMERETOV AoKO £YXVOTC.

6. XpNoHOTOIEITE PLOVO GET £YYVONG [IE EVOOUATOUEVO, GTEIPO, UN TUPETEYHVO, YopmAng
TPOTEIVIKNG d€opevong @idtpo (uéyebog mopav 0,2 wkpduetpo). .\

7. Ka0e proridto mpoopiletar yio pio xpnom HOVO Kot TuXOV un ypm OINUEVO POPUAKEVTIKO
TPOT6V Do TPETEL VO OmOPPITTETAL GOUPOVE, LUE TIG KATE TOTOVG &éﬁiceg GYETIKEC dLoTAEELC.

Y
7. KATOXOX THX AAEIAY KYKAO®OPIAX OQ

Q

Accord Healthcare S.L.U. @)
World Trade Center, Moll de Barcelona, s/n \;
Edifici Est, 6a Planta o
08039 Barcelona \&-
Iomavia 0

N
oV
8. APIOMOZX(OI) AAEIAYX KYKAOGOPIAL

N\

EU/1/24/1880/003 N)

Ny

9. HMEPOMHNIA HPQT@EFKPIZHZ / ANANEQXHYX THX AAEIAX

Huepounvia mpatng £ykprongl 2 Askéupprog 2024
A
3

10. HMEPOMH]N\@ ANAGEQPHXHX TOY KEIMENOY
O

Aenrtopepeic nk@oq)op{sg Y0 TO TOPOV PAPUOKEVTIKO TPOioV givar dlabéaieg otov dikTvakd TOTo
OV Enpcon@& Opyaviopov Qoppdxkmv: https://www.ema.europa.eu.

N
N
{.
)

X
Q
<
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¥ To PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B eMLTPEWYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTElTOL 0md TOVG EMAYYEAUOTIEG VYEING VO OVAPEPOLY
omotlecdNmote mBavoloyovueveg avemBounteg evépyeiec. BA. mapdypapo 4.8 yia tov 1pdno avapopdg
OVETOOLNTOV EVEPYEILDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX \OAV

ABSIMKY 45 mg gvécipo didAvpo o TpoyeUicuévn chpyyo. 0
ABSIMKY 90 mg gvéoipo StdAvpo o€ TPOYEUGUEVT] GOPLYYCL.

3
YUO

2. HOIOTIKH KAI IOXOTIKH XYNOEXH g

ABSIMKY 45 mg evécipo didhvpo o€ Tpoysouév cOpLyya AO
Ka0e mpoyepiopévn copryya mepiéyetl 45 mg ovotekivooudunn o€ 0,5 ml. 2(}

ABSIMKY 90 mg evéoiuo StdAvLo 6€ TPoyEGUEVN GOPLYYO, (U
Kabe mpoyepucuévn ovpryya mepiéyet 90 mg ovotekvovudunn og 1 ml ‘D

H ovotekwvovpdipnn etvon éva mAnpws avBpodmivo HovokAmviKO Ig(%@avuompa EVOVTL TNG
wtepievkivng (IL)-12/23 mov moapdyeton oe pio, KLTTOPIKY ypauu EADLOTOG TOVTIKIDV LLE YPNOM
teyvoroyiag avacvvovacpévovr DNA. &

"Exd0y0 pe yvooth Spdon VO
Ka0e povéada dykov mepiéyet 0,02 mg moivcopPikov 80 {Qvonow etval 1oodvvapo pe 0,02 mg ava
doon tov 45 mg b

Kdabe povada oykov mepiéyet 0,05 mg moAvcsopPikod B&T, T0 omoio eivan 1oodvvapo pe 0,04 mg ava

d60om Tov 90 mg Q}

[Ma tov TApn kaTdloyo TV K60V, BA. m@pa(po 6.1.

N\

3. OAPMAKOTEXNIKH MOPSQ

ABSIMKY 45 mg gvécipo didhv u\&@s TPOYEUOUEVT) GUPLYYQ (EVEGILO SLIAVLLLOL)

ABSIMKY 90 mg gvéoiuo 61@1) L0 0€ TPOYEMGUEVT] VPLYYA (EVEGTUO SLOAVLLOL)

®)

To dwdloua eivon dxpcouo'gbg ELOQPDG KITPIVO Kol SLaLYEC MG EAAPPDS 1p1dilov.
RS
4. KAINIKEL @PAHPO®OPIEX

4.1 ®£pax8$<£g gvoeiteig

Ywpiac a TAOKOG

To ABSIMKY evdeixvoton yio ) Oepaneio tg pétpuag mg coPaphg ympiaong Koté Thakag oe

EVIA nov dev avtamokpidnkav, 1 Tapovstalovy avtevdeiEelc | Exovv dvcavesio oe AANEC

oL aTég Bepamneiec, copmeptiapPoavopuévav g KukAootopivng, e pebotpeEdtne (MTX) 1 tng
Quatoespansiag (PUVA, yoparévio kot vreptddng aktivofoiia A) (BA. mapdypapo 5.1).

& ootk Yopioon kotd Thdkog
To ABSIMKY evéeikvuton yia tn Ogpaneio g péTplog og cofapng ywopiaons Katd TAdKag o€ Toidid
Kot £pnpovg acheveic amd v nhikic TV 6 ETOV Kol Av®, Ol 00101 OV EAEYYOVTOL EMAPKAOC UE, 1)
&yovv duoavelia oe dALec cuotnuatikég Oepaneieg 1 potobepansiec (PA. mapdypopo 5.1).
Yopuwown apbpitida (PsA)
To ABSIMKY, povo tov 1| o cuvovacud pe MTX, evdeikvutar yio tn Ogpamneio g evepyon
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Yyoplaotkng apbpitidog e eviiikeg acBeveig 6Tav 1 avTamTOKPLoN G€ TPONYoLLEVN Bepameia e pn-
Bloioykd avtipevpatikd tpomomomtikd g vocov edppako (DMARD) vanpée avemapkng (PA.
mopdypoeo 5.1).

Noéocog tov Crohn ~0
To ABSIMKY evéeikvutat yia tn Ogpaneio evijdikmv acbevav pe petpiog Eémg coPapd evepyn V(')G(b+
tov Crohn, o1 0mo{01 EUEAVICAY OVETOPKT OVTUTOKPLOT], ATMAELN AVTATOKPIONG N ducaveia ot N
ovuPatikn Oepaneio N oe aviaywviot) Tov TNFa 1 tapovsidlovv avtevosilelc o€ avTég TIg Osédsg.
EAxddng koMtida A
To ABSIMKY evdeikvutarl yia tn Ogpaneio eviiikov acBevav e petping g cofapd é&m EAKDOM
KOALTIO0, Ol OTTO10L EUPAVIGOV OVETOPKT] OVTATOKPIOT, AIIMAELL OVTATOKPIONG 1 61)6(1&17(1 o
ocvppartikn Oepaneia 1| o€ Oepameio pe froroyikd Tapdyovta 1 Tapovcstaiovy avieVOEtEEls 68 aVTEG TIG
Oepamnceieg (PA. mapdypopo 5.1). o\
)
4.2 Aocoloyio ko1 TpOTOG YOPNYNONS Q}
AN
To ABSIMKY npoopiletar yia yprion vwod v Kabodynon Kot tnv sni%m WTPAV, EUTEIPOV OTN
Oldyvoon kot 1 Oepameio KATOoTAGE®Y Y1 TIG OTO1EG EVOEIKVLTOL TO é" IMKY.

o

Aocoloyia ~\
X

Yopioon katd TAdkag
H cvvictopevn docoroyia tov ABSIMKY eivon o apyucr) §dom tov 45 mg yopnyoduevn vrodopa,
akolovBovpevn amd pio 06om tv 45 mg petd and 4 838&_ €G Kot ot ovvEyela kdbe 12 efdopddec.

Y& aoBeveic Tov dev TAPOVGIACAY AVTATOKPIOT| GE Gsiemsia dudpxketog £mg 28 efdonddmv mpémet va
eEetdletal To evogyOUEVO SLOKOTNG TNG Ospansiag.o

N
Aaobeveis ue oouatixo fapog > 100 kg . ‘O(U
Mo acBeveic pe copatikd fapoc > 100 kgn Q@Kﬂ 860 givar 90 mg yopnyobuevn vVITOdopime, M
omoia akolovBeitan omd pia Soom TV 90 KpeTd and 4 efdouddeg kat 6T GuVEXELa KaOE
12 gfdouddeg. Xe avTovg TOVG ac@svsig\‘gx 45 mg &yovv emiong amoderydei amotelecpaticd. QotdGO,
ta 90 mg Topovciacay HeyoAuTeEPN K@rakscuamcémw (BA. mapdaypoago 5.1, Iivaka 3).

Yoplacikn apbpitido (PsA) Q

H ocvvietdpevn docoroyia tov @SIMKY elvan pia apywn 06om Tov 45 mg yopnyoLUEVT VTOdOPIA,
aKkolovBovpevn amd pio 06 v 45 mg petd anod 4 efoopadeg kot ot cvvéyela kabe 12 gfdouddec.
Evoloaktikd, pmopel va XA pomoinBotv 90 mg ce acbeveig pe copatikd Bapog > 100 kg.

e acbBeveic mov 68\/..1?@000{(16(1\/ avtamokplon oe Oepameio diapkelog £mg 28 efdouddowv mpémetl va
eetdletal to SVSS@VO dtokomn g TG Bepameiag.

Hlxiouévor (2@“8‘[6[)1/)
Agv anansii(_@rpocapuoyﬂ NG 066N Y10, TOVE NAKIOUEVOLS aoBeveis (BA. Topdypago 4.4).

N\
Neppirndeoa nrozikn dvaleitovpyio,
H ovogekivoopaumn dev €xet pelem0ei g antodg Toug TAnBuceprove acbevav. Agv umopodv va yivoov

61)6 €1 OYETIKA e TN d0GOAOYiaL.

ggc?larpmég wAnBoouos

UCQAAELN KOL 1 OTOTEAEGLATIKOTITO TNG OVGTEKIVOLLAUTNG G€ TOdLA e WYpioot NAKiog

& HKpOTEPNG TV 6 €TMV 1 6€ TodLd Pe Ymplaotkt| apbpitida nikiog pukpdtepng tov 18 etdv dev
€youv akoOpo TEKUNPLmBEL.

Houdwatpikn yopioon kotd tAdkas (nAkio 6 etdv Kot dvo)
H ocvvietdpevn d6on tov ABSIMKY yia tov modiotpicd ainbovoud pe copotikd Bapog avm twov
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60 kg paivetan mapaxdtm (IMivaxog 1). To ABSIMKY npénel va yopnyeitor otig Efdoudadec 0 ko 4,
Kol 6T cuvéyelo Kabe 12 gfoouddeg.

Hivaxac 1: Zvoviotouevy d6on tov ABSIMKY yio waadiazpixn wwpioon

YoOpoTKo Bapog Katd TV Lop1iynon s 0061g YovieTopevn 66on
<60 ke* - o)
> 60-< 100 kg 45 mg ;0
> 100 kg 90 mg N

*

To ABSIMKY 6¢gv givar d100€o11o yio, aoBeveis mov ypetdlovton d6omn pukpdtepn amd nkﬁ%ﬁ&m
45 mg. Edv yperaletal evoAlokTikn 0061, Bo TPEMEL VAL ¥P1GLLOTOIOVVTOL (AAL npo’iév.r&lo

OLGTEKIVOVUAUTNG OV TPOGPEPOLY CLTI TNV ETIAOYY]. ~
\

Agv vapyel docoroyikn popen v to ABSIMKY mov va emitpénel mn docoroyia e fdon to
oc®UOTIKO PApog yio TaudioTpikovg acbeveic katm tav 60 kg. Ot acbeveic mov Q)l vV Ay0TEPO Od
60 kg 0o mpémel va Aappavovv d6om pe axpifela pe Paorn ta mg/kg xpnoHomoiBvToS av’ avToD
KGO0 GALO TPOIOV OLGTEKIVOLUAUTNG, 45 mg evEGLIO dLdAvUO GE (plakiétﬁt%é TPOCPEPEL
docoloyia pe faom to Papoc. ‘D(U

Oa mpémet va eEetaotel To evoeyOpevo dlokomng g Bepanciog oe acHgyeic mov dev Eyovv deiet Kapia

avTomoKplon £m¢ kal Tig 28 efdoudadsc Oepameiag. RN
Noéoog tov Crohn kot EAkmdng Koritida O
Y1 Bepamevtikng aymyn, n tpmtn 66cm tov ABSIMKY xopn@@m evooprefing. [a ™ docoroyia

™G evOopAEPLOG aymyns, PAEme Tapdypopo 4.2 Tng HXH'BQU ABSIMKY 130 mg mokvd dtdAvpa yo
TOPOCKEVT] SLOAVLOTOG TPOG EYYXVOT). S

H npdn vodopia yopriynon tov 90 mg ABSIMK *éml va Tpaypotomroteitol v efoopndda 8
Uetd v evooeAéPia doon. Metd amd avtd, Guv a1 yopnynon ke 12 gfdouddec.

Acbeveic Tov dev £(0VV TAPOLCLACEL ETUPKTIOWTUTOKPIOT OTIC 8 EBSOUAdEC HETA TNV TPDTN
VIodOpL dOGT, PTOpEL Vo Adovv i 681’)@1] V7Od0PLo. 606N VT TN YPOvIKN otiyur (PA.
mopaypapo S5.1). S

Acbeveig mov ydvouv v owromc')lcp~ otV docoroyia avd 12 efdouddeg umopel va emweeindovv
Ao TNV aENCN NG GLYVOTNTOG TQ;, ocoloyiag og ava 8 efoopddes (BA. mapdypago 5.1,
mapdypago 5.2). @)

Ot acBeveic umopei ot cvy€yeto va Aapupdavouvv doom kabe 8 efdopddeg 1 kabe 12 efdoudoeg
GUUPOVA [LE TNV Khvm'ls iunon (BAéne mapdypago 5.1).

Oa wpémnel vo, e&gTol '&910 EvOEYOUEVO dlakoTNG TNG Oepameiog oTovg acbeveic mov dev eppavilovy
evoeiéelg OQéKOD@ ) Oepaneio 16 gfdonddeg petd v IV doom enaywyngn 16 efdopddeg petd
NV 0AAOYN o€ (Qa efdouddeg Socoloyia cuvtipnong.

S
O owocop%&wrucoi TOPAYOVTEG KL/ TOL KOPTIKOGTEPOELDT UTOPOVV VO GUVEXIGTOVV GTI| S1EPKELL
¢ Oepoming pe 1o ABSIMKY. Ztovg acbeveic mov £xovv avtanokpibel otn Oepomeia pe ABSIMKY,

Ta Kopeh)csrspoa&ﬁ UIopovV va HEIwBohV ) VO S10KOTOUV GUUPMOVO, LLE TO TPOTLTIO PPOVTIOUG.

Z1{ yooo tov Crohn, edv n Oepaneio drokonei, n emavévapsn g Bepameiog pe vTOdopLa xoprynon
i€ 8 efdopades elvar 0oQOANG Kol OTOTEAECLATIKY.

®0H/11mw,uévoz (= 65 etv)
Agv amoiteitol Tpocopproy] T 600mG Yo Toug NAKimpévous acbeveic (BA. mapdypapo 4.4).

Negpixn xor nrotiky SvoAEITovpyio,
H Ovotekivovpdunn dev éxel pehetBet oe avtovg Toug TANBVoUOVG acBevdv. Agv pmopovv va yivouv
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GUGTAGELC GYETIKA LE TN 00GOAOYia.

THoudrazrpirog ninBoouog
H ac@dleio kot 1 amoTeAEGLOTIKOTNTO, TG OVGTEKIVOLUAUTNG Y10, T Ogpameia tng vooov tov Crohn .
o€ Tondld NAKiog pikpotepnc Twv 18 eTdv dev Exovv akdpa tekunplodel. Aev vdpyovv dabécipa Q

dedopéva.

S
Tpomog yoprynong @
To ABSIMKY 45 mg kot 90 mg o6& TpoyeIGUEVES GUPLYYES XOPMYELTAL LLE LTTOSOPLOL EVEST) uc')\g Edv
elvar duvatd, TEPLOYEG TOV SEPUATOG TTOL EULPAVICOVY YmPIooT TPETEL VO, ATOPEVYOVTOL O €1C
éveong. ‘(U

V

Metd amd KatdAANAN EKTOIdEVOT GTNV TEYVIKN TNG VITOSOPLOG EVECT|G, Ol acbeveig (Qppovncrég
TOLG LITopovV va kdvovv v éveor tov ABSIMKY &dv 10 kpivel 6wotd o Oepdm tpdc. 261000, 0
BepamV 10TPOC Ha TPEMEL VoL SlocParicel TV KaTdAANAN Tapakoroddnon Tov edbevay. Ot acheveic
N 01 PPoVTIoTEG TOVG Oa Tpémel va kaBodnyodvial MGTE va, KAVouV TV £veon n
cvvtayoypapoduevn mocotnta Tov ABSIMKY cdpgmva pe 1ig 0onyieg mon mapiyoviotl 6to gOARO

odnydv xpons. [D
[Mpetg 0dnyieg yiao T YOpNyNoN TAPEXOVTOL GTO PUAAO ONYIOV Xp&ﬁg.
N

Mo mepartépw 0d1yiec TOL APOPOHY TNV TPOETOIUAGIN KO TIG t%Qspgg TPOPLAGEELS Y10 TO XEIPIGUO,

BA. mapdypopo 6.6. &
O
4.3 Avtevoegigeg \S
YnepevoioOnoio ot dpactikn ovsia 1 6 KAmO0 omo&w £KO0Y 0L TTOV AVAPEPOVTUL TV
mopdypoeo 6.1.
O

KMvikd onpavtikn, evepyn Aoipmén (m.y. eve Q(lpvuariwcn, BA. mapdypapo 4.4).

4.4 E101kéC TPoEIdOTONGELS KL npoq;@sdéslg KOTA TN Yp1on

Iyvnlocwdtnra NO)
[Tpoxeévov va, Bertiwbein 1wnko@érnra TOV PLOAOYIKOV QAPLOKEVTIKMVY TPOIOVTOV, TO GVOLaL
Kot 0 aplfuog mopTidag Tov Xop%@psvov PAPLAKOV TPETEL VO, KOTAYPAPETAL LLE COPTVELD.

Aowdéelg 0

H ovotexvoopdpm unop&@wnru(d va, avENCEL TOV KIvOLVO AOTUDEEWDY KOl VO EVEPYOTOINGCEL €K
vEOL AavOAvoLTEG AOUMEELC. Xe KAIVIKEG LEAETEG KOl G€ Uio HEAETT TOPAUTIHPTONG LETA TNV
KukAoopia o (1(59&;\7@ Le yopiaon, cofapés Paktnplakéc, LUKNTINCIKES Kot 10YEVEIC AOUMEELS
&yovv naparnpnesi@*acesvsig oV Aappdvovy ovotektvoopaunn (BA. Tapdypago 4.8).

"Exouv ava(pspﬁﬁmcalptwcég AOWUMDEELG, CUUTEPIAAUPAVOUEVOV TNG ETOVEVEPYOTOINGONG TNG
(puuowicocnﬁ@kmv EVKAPLOKDOV Pakmplokdv Aotunéemv (cuprneplapufavouévng e Aoiuwéng amod
oo uUKQémcmpi&a, NG UNVIYYITIS0E 0o AOTEPLA, TNG TVEVHOVIOG Ot AEYIOVEAAL KOl TNG
vokapdieldnG), EVKALPLIKMY PVKNTIOCIK®Y AOIUMEEWDY, EVKOIPLOKADV 10YEVOV AOUMEEDY
(ovumgpiXapfovouévng e eYKeQoAiTIONG OV TpoKaAEiTaL 0Td TOV 10 TOL ATAOD £PTNTO, TOTOVL 2),
KOLAGPOCITIKOV Aouméemv (cvumepiiapfovouévng e opboikng tofomAdoumaong) o acbeveig

T afav Oepoaneio [Le OLOTEKIVOULLLALLTT).

&nanghm npocoyn otav e€etdletal n ypron tov ABSIMKY e acbeveic pe ypovia Aoipmén 1 pe
& 16TopKd VIoTpomidiovcag Aoipméng (BA. Tapdypago 4.3).

[pwv and v évapén g Bepamneiog e ABSIMKY, ot acOeveig mpénet va e&gtalovton yio Aoiuwmén
a6 eupotioon. To ABSIMKY dev mpénet va yopryeiton oe acBeveic pe evepyn popatioon (PAére

napdypoeo 4.3). H Begpaneia g AavOdvovsoc pupatioong Tpémet va EEKvA TPy omd T XOp1ynon
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tov ABSIMKY. To gvdeydpevo Bepomeiog katd tng puuatioong npénet eniong va egtaletol Tpv omd
mv évapén yopnynong tov ABSIMKY og acBeveig pe 1otopikd AavBdvovoac 1 evepyold @uuatimong,
Y10 TOLG 0Toiovg dev pmopel vo emPePformbel po emapkng Tponyovuevn Beponeio. Acbeveig mov
Aappavoov ABSIMKY 6o mpémet va mapakorovbovvtar 6Teva yio evoeilels kat GUUTTOUATO EVEPYOD

PLHOTIOONG KATA TN d1dpKela Kat petd To TéA0G TG Bepameiag. *\9
Oa wpémet va yivel vdoelEn otovg acbeveic va avalntioouy 1Tpikn GUUPOVAN €4V ELEAVIGTOVV \0
onueio 1 coprTOUATE TOV VITOdNA®@VOLY Aotuwén. Edv évac acBevig avartvéel o cofapn Aoifwén,
0 acBevng Ba mpénet va mapakolovdeitar otevd kot o ABSIMKY dev Oa mpémet va yopnynOei‘geypt
VoL VTOYWPNGEL N AoipmEn. 04

, @
Kakonfeieg N~
Ta avocoKaTAGTOATIKG OTMG 1) OVGTEKIVOVUAUTT ovEAVOUY dUVNTIKA TOV KivOuvo K(l%ﬁeswu;
Opiopévol aoBeveic mov AQuPavay OVCTEKIVOUUAUTN OTA TANICLO KAMVIK®V LEAET@OVXOL GE pio
LEAETN TOPOTHPNONG HETE TV KVKAOQOPIa GE AGOEVELS [e WopIooT ovETTUE Y SBPILATICES KO [T
deppotikég kokoneieg (PAEme mapdypapo 4.8). O kivduvog kakonfetog wtopa'&a glvar vynAdtepog
ot acbeveig pe yopiaon mov Exovv AaPet Oepaneio pe dArovg froroyikovg Tupdyoves Katd T
dlapkeln TG acBEveldg Tovg. ;D

Agv &yovv de€aybei peréteg mov va meptlapfavovy acbeveic pe 10T g@ kakon0elog 1 LeAETES TOV
va cuveyilovv tn Oepaneio o 0cbeveic TOV AVOTTOGGOLY KO(KOT']9~ (Q(mi ™ Ay TG
OVGTEKIVOVULAUTNG. XVVET®S, O Tpémel va e€etaletal npocamué ypnon tov ABSIMKY ctovg
acBeveic avtovc. &

‘O)ot o1 acBeveic, 10imc 6601 eivar nAKiag pHeyaAdtepng T pNG0 £TCV, acOeveic e 10TPIKo 1GTOPIKO
LOKPOYPOVILG ANYNG 0VOCOKOTAGTOATIKNG Oepamneiog |ﬁ§61 &yovv wotopwd PUVA, Ba mpémet va
TOPOKOAOLOOVVTOL Y10 TNV EUPAVICT) KOPKIVOL TOV Sé&\umog (BA. mapaypago 4.8).
2VOTNUOTIKES KO OVOTVEVGTIKES OVTIOPAGELG U@anﬁncmc
2voTuaTIKéS .
"Eyovv avapepbei cofapég avtidpdoelg unspe@w@nciug KOTA TNV TEP10d0 PETE TNV KLKAOQOopia Tov
TPOIOVTOC, GE UEPIKEG TEPIMTMGELS aszréQm.Lépsg petd ) Bepameio. ‘Exovv epepaviotel avapuiatio
Kot oyyelooidnpa. Edv epopaviotet owaq@a&ia N GAAn cofapn avtidpaocn vrepevaisOnciog, Bo Tpémet
va Egkvnoet katdAAnin Beponeio Km\@ dwakomei ) yopnynon tov ABSIMKY (BA. mapdypagpo 4.8).
O

Avamvevotikeg Q
"Exovv avaeephel nepiototikd, a@spvmﬁg KOWEMSITIONG , OGIVOPIAIKTG TVEVLOVIOG Kot [
AOLUDSOVG OPYOVOOUEVC n@oviag KT TN ¥PNOT TGS OVGTEKIVOVUAUNG UETE TN YopNyNon Goslag
KvKAOQOpiag. Ot KAMVIKEG ERSMADGELS nmepleldpfovay Bya, dSvemvola Kot dStapeses dinONoelg puetd
amo pio £mg Tpelg 06oelg, Ot coPapéc exPfdoeig mepleAdupfavay avamTVELSTIKT AVETAPKELD KO
TOPOTETAUEVT vocsn?»@ eltioon avaepépOnke PETA TN S10KOTH TG OVCTEKIVOLUAUTNG Kot ETIONC,
G OPICUEVEG TTEPUT ’“cgtg, TN YOPNYNON KOPTIKOGTEPOEW MOV, Xe TEPINTTOOT OV 1| ThaAvOTNTA
rolpméng éxet andiherotel kon 1 didyvaon ivor emPePotmpévn, SlakdWYTe TNV OVGTEKIVOL AU KO
Eexwvnote K(l’l?(im n Bepoaneia (BA. Tapdypago 4.8).

O

Kap&awamkd ocvupduota

Kapdiay aKd cuppdpota GuUTEPTAAUPBOVOUEV®Y EUPPAYIOTOS TOV HDOKOPIION KOl 0y YELOKOD
EYKEQP 00 encle0diov £yovv mapatnpndel o acbeveic e yopioaon mov ektédnkav otV
OVLGTEKIVOL LA GE i LEAETN TTapoTpnong LETA TV KukAopopia. Ot mapdyovteg Kivohvou yio

§?1&waam’1 v660 Ba Tpémel va aE10A0Y0VVTOL TOKTIKA KOTA TN dtdpkela TG Oepaneiog pe

TEKIVOLLLAUTY.

&)
& Epfoioopoi

YuvioTdtol vo un cvyyopnyovvrol epfola Loviov iwv i foktnpiov (6nwg o Bakiliog tov Calmette
ka1 Guérin (BCG)) pe to ABSIMKY. Aev €rouvv die&oyBei e101kég peréteg o acbeveig mov giyov
npdseata AdPet epPfora pe (ovteg 100¢ 1 (dvta Paktipla. Agv vtapyovv dedopéEva Yo T
devtepoyevn petadoon Aoipwéng amod (dvta euforia og acbeveic Tov AAUPAVOV OVGTEKIVOLUAUT.
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[Ipwv amd tov epPfortacpd pe (ovreg 100¢ N {dvta Paktipia, | Oepaneia pe To ABSIMKY npénetl va
dwakomel yio tovAdylotov 15 efdouddeg petd v teAevtaio 6don Kot pmopel va Eovopyioet
TovAdyoToV 2 gfdopadec petd tov epforiacd. Ot cuvtayoypaeovTeS 10TPol TPETEL VA
ovpPovigdovion v Iepiinym tov Xapakmpiotik®dv tov I1poidvioc tov cuykekpiévov gpforiov
yio TPAGOET TANPOPOPNGN Kol 0dNYIEG CYETIKA LE TNV TOPEAANAY YP1OT OVOGOKUTAGTOATIKOV
TOPOYOVTIOV UETE TOV EUPOAACUO. OA\‘

N
H yoprynon Lodviev epPorinv (6noc o epporo BCG) ot Bpéon mov extédnkay in utero oty .
OVGTEKIVOLLLAUTN OEV GUVIGTATOL Y10 SMOEKA UNVEG UETA T YEVVNON 1] HEXPIS OTOV TO EMIMESO |G
OVGTEKIVOLUAUTNG GTOV 0pd TOL BpEpoug va eivar un aviyyvevoiua (BA. mapaypdapovg 4.5 .6). Eav
VIAPYEL COPEG KAIVIKO OQEAOG Y10 TO UELOVOUEVO Bpépoc, N xopnynom evog (dvtoc euf pmopel
va e€etdletol vopitepa, €4V T EMIMEdN TNG OVOTEKIVOVUAUTNG GTOV 0pO TOL PPEPOVG Wm un
aviveOLGUAL. Q

N

Ot acBeveic mov Aapupdvovv ABSIMKY pmopodv va Adovv tavtdypova (xSpOA/{.hpm péva M un Covra
eupora.

H poaxpoypdvia Oepameio j1e OVGTEKIVOV UGN OV KATAGTEALEL TN XV mgé(wocokoyucﬁ OTTAVTIN G GTO
TOAVGOKYOPLOIKO EUPOMO Y10 TOV TVELLOVIOKOKKO 1] TO EUPOALO YiaL r& tavo (PA. mapdypago 5.1).
Hopddinin avocokatactartik) Oepaneio ~\0

e HEAETEG Yo TV Yopiaon, 1 ACQAIAELN KoL ) (morskscsuarmé@ TNG OVGTEKIVOLLAUTNG OE
GUVOLOCUO LE OVOGOKOTAGTAATIKG, GCUUTEPIAAUPBAVOUEV®VY T LOAOYIKOV, 1 pe poTobepameia, dev
éxovv a&loroynOel. Ze peréteg yuo v yopractky apdpitida(h mopdAinin xprion MTX dev @avnke
va, emnpedlel TNV aGQPAAELD 1] TV ATOTEAEGLOTIKOTNTA THE QUOTEKIVOVUAUMNG. X€ LEAETES YO T VOGO
tov Crohn Kot TNV EAK®OT KOAITISA, 1] TOVTOYPOVN XPN VOGOKOTOGTOATIK®V 1 KOPTIKOGTEPOELODV
dev @avnKe va exnpedlel TNV ac@AAELD 1) TV anorsl&&uarucémw TNG OLGTEKIVOLUAUTNG. ATtonteiTon
mpocoyn O6tav eEgtdleTon 1 TapdAAnAn xprion dM@ OVOGOKATOGTAATIK®OV Kot Tov ABSIMKY 1
KoTd T peTaPacn amd Gl froAoyikd avocma@sw?wucd (BA. mapdypago 4.5).

S
Avocofepamneia 0
H ovotexvoopdumn dev éxer a&loroyndet @\ucesvsig mov &xovv voPAnbei oe avocobBepaneia yia

aAdepyia. Agv glval yvooTo €Gv M oucr@vouudwm pmopet va ennpedoet v avocobepamneio yio

aAAepyiaL. N \O
O
2oBopéc deppotomddeleg Q
Ye aoBeveic pe yopioon, &xet a@psp@si AmTOQOMOMTIKN deppaTition HETA amd Oepaneio e
ovotekvovupdunn (BA. mapaypdeo 4.8). Ot acbevelc e yoplaom KoTd TAAKAG EVOEXETOL VA,

avamtuovy gpuBpodep uugq wploon, e COUTTOUOTO TOV EVOEXETAL VA LUV dtakpivovTol KAVIKA ord
TNV amoPOAMOMTIKY SEPUOTITION, OTA TAAICIH TG PLGIKTG TOPEING TOV VOO UATOG Tovg. Katd tnv
mopoKoAovOn o mg.ﬂ@owcng oV 00BeVOVC, 01 YiaTpol Ba TPEMEL VAL ETAYpLTVOHV Y10 GULITTOLOTO
€PLOPOOEPLUKNG onG 1 omoEOMIMTIKNG depuatitidoc. Eqv avtd ta copuntdpate EUeavicTony,
Oo Tpémet va axo MOel kotdAAnin Oepaneio. To ABSIMKY 6a npénet va StakdnteTar eqv vadpyet
vrdvola avrl;ﬁp@g 670 PAPLOKO.

O

Kamcrdcsgt&%ou oyetiovion pe Tov Ako

"Exovv a ‘sp()si MEPMTOGELG KOTAGTAGE®V TOL GyeTilovTal Ue Tov AVko o€ acbeveic Tov Elafoav
Oepamgidle OVGTEKIVOV AT, CUUTEPIAAUPOVOUEVOD TOL dEPUATIKOD EPVONUATMIOVE ADKOL Kol TOL
GUVIRGLLOL TPOGouo1aloV e AvKo. Edv eppaviotodv BAAPES, £101KA G€ TEPLOYES TOV JEPLATOG TTOV
eiidevtal otov A0 1 €Gv cvuvodevovtal and apBpadyia, o acbevig Ba mpémet va avalnTioel apEcmS

Q) w1 Pondeia. Edv emPeforwbei n dSidyvoon piog katdotaong mov oyetiletot pe Tov Avko, 1

OTEKIVOLULAUTY Oa TPEMEL VoL SIUKOTTETOL Kot VO EEKIVE KATAAANAN Bepameia.

Ewducoi mAnBuopoi

Huriouévor (= 65 etav)

Agv Tapatnpionkay cLVOMKEG SLOPOPES OTNV OTMOTEAECUATIKOTNTO 1] TNV AoQAAELN G acOevelg
nAkiog 65 etV Kol Gve mov ELaPav OVGTEKIVOVUAUTTY), OE GUYKPION UE VEOTEPOVG acbeveic og
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KMVIKEC LEAETEG OTIC EYKEKPLIEVES EVOEIEEIC, ®GTOGO 0 aPBUOC TV aoBevdv nhikiog 65 eTdV Kot Gvm
dgv TV EMOPKNG OOTE VA KaBoploTel edv o1 acbeveic avtol avtamokpivovtol StopopeTIKA 0md TOVG
vedTePoLg aobevelg. Adym TG LVYNAOTEPNG EMIMTMONG AOUMEE®V YEVIKA 6TOV NAKIOUEVO TANBVoUO,
1 Oepameio Tpémet va yiveTonl Le TPOGOY GTOLS NAIKIOUEVOLC.

«

N
[epreyouevo og ToAvcopPikd OA\‘
To ABSIMKY mrepiéyet 0,02 mg molvocopPikod 80 o€ kdbe povada 0YKov, T0 0Tolo 160OVVOEL HEN
0,02 mg ava d6on TV 45 mg. OCU

To ABSIMKY mnepiéyet 0,05 mg moivcopPucod 80 g kdbe povada 6yKov, To 0noio lGOSU@i pe
0,04 mg ava d6on Tov 90 mg. ‘(U

Ta moAvcopPikd uropei va tpokoriécovy aAlepyikés avidpaoels. Evnuepoote tov Y&pé cog eqv
€xete YVOOoTEG aAlepYieC. Q)

Y
4.5 Allemopdosic pe GALo QUPUIKEVTIKA TPOIOVTA KoL GAAES uop(pé@')»mksniﬁpacng
Z®vto uPorio 0V TPETEL VAL YOPTYOUVTUL TOPAAANAL, LLE TO ABSIMK\QD(U

H yopiynon Lovtav epporiov (6nmg to epfdio BCG) og Bpéon mo; gﬂcéenKow in utero otV
OVGTEKIVOVLLAUTT OEV GUVIGTATOL Y10 OMOEKQ, UNVEG UETE TN YEVV < €m¢ OTOV Ta, EMIMEDQL TNG
OVGTEKIVOVLLAUTNG GTOV 0P TOL PPEPOVE Vo etvar U oviyvedot A. Tapaypaeovg 4.4 kot 4.6). Eav
VILAPYEL COAPEG KAVIKO OQELOG Y10 TO LEULOVOUEVO PBPEPOC, M y&m'non evog {dvtog epforiov pumopel
va gEetdleTon vopitepa, edv Ta enimeda g ovcrsmvovud@ oToV 0pd TOL PBpépoug givar un
AVLVEDOLULO. {_

2116 0VOADGELS POPUOKOKIYITIKNG TANOBVGHOD TV us&ﬂ:o’)\/ 0aong 3, diepevvnOnke n enidopaomn TV
O GLYVA YPTGLLOTOLOVUEVOV TAVTOYPOVO. (O uw@)rucd)v TPOIOVTOV og aobeveic e yopioon
(cvumepAapfovoUEVeV TN TAPAKETAUOANS, TEIBOLVTPOPAivNG, TOV aKETVAOGOAIKVALKOD 0&E0C, TNG
peteopuivng, g atopfactativng, tng M—:Bog) OTN POPLOKOKIVITIKY TNG OVGTEKIVOVUAUTNG.
Agv vifipEav evdeitelc aAAnAenidpaonc e abTd To TaVTOXPOVO YOPTYOVLEVO GAPLOKEVTIKE TPOTOVTAL.
H Béaon yio v avéivon ont fitay 6t toddégetov 100 acbeveis (> 5% tov peletodpevon
mAnBucpov) érafav Bepaneio pe wméx@vn YOPNYNON ALTOV TV POPLAKEVTIKOV TPOIOVIMV Y0,
ToVAdyoTOV T0 90% NG TEPLOdOL PEMEIMG. H pappokoKynTiKy TG OVGTEKIVOLUAUTNG dEV
emmpedotnke omd TV TOLTOYPOV N MTX, un 6TePOEdDY AVTIPAEYUOVDIDY QOPUAKWOV, O-
pepKomTomovpivng, (x(;(xeswnpivﬁ 0O GTOUOTOC KOPTIKOGTEPOEODV 8 0COEVEIS UE YOPLOGIKN
apBpitda, voso tov Crohn 1) EARON KOAiTO, 1) ad TV Tponyodevn ékbeon oe Tapdyovieg

avtl-TNFa, oe acOeveig pe ootk apBpitida 1 voco tov Crohn 1 amd v mponyovpevn ékBeon o€
Broloyikobe mapdyovteg ", Tapdyovteg avtl-TNFa kaum PedoMovpaunn) oe acleveic pe ehikdon
KOALTIOA. A

To amoteAéopota @ UEAETNG in Vitro Kol oG LEAETNG Paomg 1 o8 GUUUETEYOVTEG LE EVEPYO VOGO
tov Crohn dev vIEIEIKVOOLV TNV AVAYKT Yo TPOGAPLOYES TG dOoMG o€ acBeveic Tov Aappdvouv
Tavtdypova un(@pd)uaw tov CYP450 (BA. mapdypago 5.2).
QO

e peréte TNV YopIlaon, 1 0CQAAELD KOL 1 OTOTELECUATIKOTITO TG OVGTEKIVOVUAUTNG O
GLVVOLOL LLE OVOCOKOTAGTUATIKA, cuumepAapUPavouévey Tov Brodoyikmy, N pe powtobepaneia, dgv
&youv AoynOel. Xe pedéteg yio v yoplootkn apbpitida, n tavtdypovn ypriion MTX dev pdvnke
vo, €4LEL TNV 0oQAAELD 1] TNV OTOTEAEGHOTIKOTITO TG OVGTEKIVOVUAUTNG. X€ UEAETEG Y10l TN VOGO
T rohn kot TV EAKOON KOAITION, 1) TAVTOYPOVT] ¥PNOT AVOCOKATUGTUATIKMV 1| KOPTIKOGTEPOEIOMV

Qavnke va ennpedlel TV 0oPAAELD 1] TV OTOTEAECUATIKOTITO THG OVOTEKIVOLUAUTNG (BA.

pbypoeo 4.4).
4.6 T'ovipétnTa, KOG KO Yorovyia

Iluvaikec oe avomopaymyikr) nAkio
O1 yvvaikeg og avamopaymykn nAkio 0o TPETEL v YPNCUYLOTOIOVV OTOTEAEGUOTIKT OVTIGVAANYT
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KaTd TN ddpkela TG Bepameiag Kot yroo TovAdyiotov 15 efdopddeg petd tn Oeponeia.

Kvnon

Agdopéva mov GLAAEYOINKAY TPOOTTIKG Ad CXETIKG TEPLOPIGUEVO aptBpo Kuficewy petd and exbeon
OTIV OVGTEKIVOUUAUTN UE YVOOTE OTOTEAECUATO, CUUTEPIAUUPAVOUEVOV TEPICGOTEPWOV T )
450 xvunoeV oL EXTEOMKAV KATA TN S1GPKELD TOV TPAOTOL TPLUIVOL, JEV KATUOEIKVVOLY 0LENUEVO OA\‘
Kivouvo peilovav GuyyeVaY SVGTAUCIOV GTO VEOYVO. CU\
Meléteg og (o dev KaTESEIEAY AUEST] 1] EUUEST] TOEIKOTNTO GTNV KONOT|, OTNV TPAOUN 0
euPpoaxn/dyiun epppoaxn avantoén, Tov ToKeTo 1 TN HETOYEVVNTIKN avarnTtuén (BA. 3
Tapaypapo 5.3). ‘(UO

V

Qo1660, 1| draBéciun KAk epmepia gival meplopiopévn. Qg TPOANTTIKO HETPO, siv@nponunréo va
amopevyeton n ypnon tov ABSIMKY «atd tnv kdnon. Q)

Y
H ovotekvoopdunn dramepva Tov mhakovvto Kot £yl aviyvevbel otov opod Bp@w T0, omoia
yevvnonkav omd yovaikeg mov €Aafav Oepaneio pe ovotekivovpdumn kotd I Sidpkea g komong. H
KAVIKT EMITTOON QLTAG TG TOPUTHPNONG 08V Eival YVOGTY, OGTOCO O Ki 0¢ Aolpméng ya Bpéom
TaL oTtoi0L EKTEOM KAV in utero TNV OVGTEKIVOLUAUTT EVOEYETAL VAL Elval CBENUEVOC LETE, TN YEVVNION).
H yopnynon Covimv epporimv (6nmg to epuPdio BCG) oe Bpépn mo; é-(téenmw in utero 6TV
OVGTEKIVOVLLAUTT OEV GUVICTATOL YioL 6 UVEG UETE TN YEVyNom 1 L@g OTOL Ta EMIMESA TNG
OVGTEKIVOVLLAUTNG GTOV 0P TOL PPEPOVE Vol Etvar U oviyvedot A. Tapaypaeovg 4.4 kot 4.5). Eav
VILAPYEL COAPEG KAVIKO OQELOG Y10 TO LEULOVOUEVO PBPEPOC, M y&m'ncn evog {dvtog epforiov pmopel
va e€etdletan vopitepa, edv Ta enimeda g ovcrsmvovud@ oToV 0pd TOL PBpépovug givar un
AVVEDOLULO. {_

Oniaopuog {9
[Teplopiopéva dedopéva amd T SNUOCIELLEVN BlB)@yp(Mpiu VTOSEIKVVOVVY OTL 1] OLGTEKIVOV LA
EKKpPIveETOl 6TO avBpOTIVO UNTPIKO YOAO GE noh’(gﬂ(pég mocOTNTEC. Agv glval YvooTd av 1
OVGTEKIVOV AT OTOPPOPATAL CLOTNUOTIKG HEFC TNV KaTdmoon. Adym Tov eviEOUEVOL
AVETLOOLNTOV OVTIOPAGE®Y OO TNV OVOTEKIVODUAUTN o€ Bpéen Tov OnAalovv, Tpénel va
amo@actotel av Oa dtokonel 0 ONAAGHOC K@é ™ owdpketa ¢ Bepameiog kot Emg 15 efdopndadeg petd
) Oepamneio 1| av Oo dtakomei 1 Gspana‘f@w 1o ABSIMKY, Aappdévovtag vaoyn to 6perog Tov
0100 amd To0 ONAacud Kot to é@ek@ng yovaikag amo tn Oepaneio pe ABSIMKY.

O

Tovipdtta Q
H enidpaon g oucsrsmvoupdg@g oV avBpomvn yovipotnta dev £xel a&loloynOei (BA.

mopaypaeo 5.3).
O
4.7 Emopaosgig cmvikav(m]w 001YN 061G KOl EIPIGHOV PNYOVIIULATOV

To ABSIMKY d¢v @l Koo 1 £l AONUOVTT EXOPACT] GTNV IKAVOTNTA 00N YNONG Kol XEPLOHOD
LUNYOVILATOV. QQ

4.8 Avsn\t@@mrsg EvEPYELEG

)
XHvoyn (&) TPOPIA AGQAAELNG
O mo(@‘&vég avemBounteg evépyeteg (> 5%) oTig eAeyOUEVES TEPLOOOVG TMV KAVIKDV UEAETMV TNG
ww;}'&sng, ™G YmPLaotkng apbpitidag kot g vosov tov Crohn kot Thg EAKM®OOVS KOAITIONG G

EVMICEC LLE OVGTEKIVOVULAUTN NTOV pvopopuyYiTida kot kepolodlyio. Ot mepiocdtepeg amd aVTEG
Q pnonkav Nmeg ko dev enéPforav ™ diakomnn g Bepomeiog g perémng. H mo coPfapn
Oavemountn evépysia mov &xel ovapepdel yioL TNV 0VGTEKIVOLHAUTN £ivar coPapés avTidpaoers
& vepevarctnociog copmepthapfavopévng tng avaevioiiog (BA. mapdypago 4.4). To cuvolikd Tpopit
acPAAELNG TAY TAPOUO10 Y10 acBeveis pe yopiaon, yoploctkn apbpitida, véso tov Crohn kot
EAKMON KOALTION.
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Kotdhoyog avemBiunt@v evepyeudv oe mivako

Ta dedopéva asPAAELNG TOV TEPLYPAPOVTUL TOPAKATM aVTIKATOTTPILOVV TNV €kBeon evnAlK®V otV
ovoTeKIVOLPAUTN o€ 14 pedéteg pdong 2 kot edong 3 oe 6.710 acBeveic (4.135 pe yopioon kavm
yoplacikn apbpitida, 1.749 ue voco tov Crohn kot 826 acbeveig pe eAkmon koAitidn). Avtd
nepiapPavoovy €kBeon oto ABSIMKY o71ig eheyydpeveg Kat pun eEAEYYOLEVES TEPLOSOVS TV KAMVIK®DYV
peAetav og acbeveic pe yopioon, yoplacikn apbpitida, vocso tov Crohn 1 ehikd@dn KoAiTid Yo A\‘
TovAdyotov 6 punveg (4.577 acBeveic) 1 tovAdyiotov 1 €10¢ (3.648 aobeveic). 2.194 acbeveig pe
yopiacn, voco tov Crohn 1 elkddn KoAitida kot £kBeon yio TovAdylotov 4 £t evd 1.148 acegdg ue
yopiaon 1 véco tov Crohn ektéBnkay yio TovAdyIGTOV 5 €1N. A

O IMivakag 2 Tapéyet Evay KOTAAOYO TOV AVETIOOUNTOV EVEPYELDY 0O KAVIKEC uskérsg‘q?mv
yopioon, MV yopioctkn apbpitida, m véco tov Crohn kar v eAkddn koAitida o eyijktkes, kabdg
emiong kot avemBounTes evEpyeles Tov avapEpOnkav and v gumelpio HeTd TV mnckéopla O
avemBounteg evépyeteg ta&vopovvron katd v Koatnyopio Opydvov Zvetipato ™ ovyvoTnTA
EUPAVIONG, YPNOLLOTOIOVTAC TV akOAovdn cuvOnkm: TTodd cuyvéc (> 1/10), Zugkés (> 1/100 émg

< 1/10), Oyt ovyvég (= 1/1.000 éwg < 1/100), Zmavieg (= 1/10.000 £wg < 1/1.00Q); ITodd omavieg

(< 1/10.000), un yvootig cuxvotntag (dev umopovv va extiunbodv ue Baon o Srabéoiua dedopéva).
Evtoc kdbe katnyopiog cuxvotnTag EUGAVIOTS, Ol aVETIOOUNTEG svépygyfé potifevton katd
eOivovca celpd coPapdtnrag. O

O

Ilivoxog 2 KoatdAoyog twv avemBountwmv evepyeimy AN
Katmnyopia/Opyoviké ZoyvoTnToe EpEaviong: Avam@ﬁrm gvépyEln
Yovotnuo

AoUDEELS KO TOPOCITOGES  ZVYVES: Aoluwén tng avcot@‘lg OVOTVELGTIKNG 0000,
PVOEAPLYYITION, TOPOPRL mKoMm&x
Oy ovyvéc: Kmmpm@ AOMEELS TV 000VTOV, EpTng (OoTNPG,
Aolpmén Tov KatdT OVOTTVELGTIKOV, 10YEVIC AOTU®EN TOV
OVAOTEPOL OVATVEYGTIKOD GUGTIILOTOG, 01OO0LOKOATIKY LUKNTIOoN
Awotapayéc avocomointikod Oyt cuyvéc: %‘(@)GG&Q vrepevasnoiog (cupneprhapfovorévov
GULOTNLOTOG eEavOnuotag, KWidmong)
Eravieg: ZoPepég avtidpaoelg vrepevaictnaciog
(ovumep OVOLLEV®V aVOOLANELNG, CrYYELOOLONLLOTOG)
Poyrotpikég dtaTapayég Oy ovyvéc: Kotddiyn
AwoTapay£c Tov VELPLKOD v @ Z4An, kKeQaAaAyio

GUGTNUOTOG 0, yvég: [apdlvon Tpocdmov

AvomvevoTikés, OopaKikég YVEC: ZTOHOTOPAPVYYIKO GAYOG

SLTapoyEC Kol OLTOPOYES YL oLy vEG: Pvikn cuoppdpnon

pecobwpaxiov O0 Eravieg: AAAepyikn KoyweMSITION, NOGIVOPIAIKT| TVELIOVID
A" TIo\d oméviec: OpyovoTiky Tvevpovio*

Tootpeviepkés dwutapbyés  Xvyvéc: Adppota, vavtio, EUETOC

Alotapoayéc Tov Sép@og Xoyvés: Kvnouog

K0l TOV VTOSOPLOYIBTOD Oyt ovyvég: DAVKTOVOONG YOPINOT, ATOPOAIOMGCT) OEPUATOG, OKUN
Q Yravieg: AtopoldmTikn deppatitida, ayyetitida omd
N vrepgvatcincio
{9 [ToAv omdviec: TToppoAvymOeg TEUPLYOEIDES, OEPUATIKOG
ad £pLONUATOING AVKOG
Auxm@(\sg TOV Xvoyvéc: Oopuadyio, poolyia, apBpaiyio

poopKegietikod cvotyuatog  [ToAd omdvieg: Zuvopopo tpocopotdlov pe Adko

KQ®TPOU GUVIETIKOV 16TOV

Q\Jucég droTapayég Kot Yuyvég: Komwon, ep0dnua ot 0éom éveong, dhyog ot B€om €veong

Q«xmcrdcetg ot 0éon Oy ovyvéc: Avidpdoelg ot 0éom €veong (ovumepthapfovouévev

YOPYNONG NG GLUOPPAYIOG, QUATAIOTOC, GKAPLVOTG, O1OYKMGNG Kot
Kvnopov), e£acbévnon

BA. mapdypao 4.4, ZuoTnUaTIKEG KoL AVOTVEVCTIKES OVTIOPAGELG LITEPELOLGONGlag.

*
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Heprypaon) emieypévav avemBOUNT®V EVEPYELOV

Aooéeig

2T1C ELEYYOUEVES LE EIKOVIKO QAPLOKO LEAETEG o€ acbeveic e yoplaon, yoplactkn apbpitida, voco
tov Crohn Kot EAK®OT KOAITION, T0, T0GOGTA AOUDEEDY 1} cOPapdv AOUDEEMY NTAV TAPOLOLA. petally
TOV 060evdY ToL AAPPovaV OVGTEKIVOLUAUT Kot EKEVOV TOL AduBovoy EIKOVIKO @APUOKO. TNV
EAEYYOLEVN LE EIKOVIKO QAPLAKO TEPTOO0 QVTAOV TV KAVIK®V HEAETMV, TO TOGOCTO AOUMEE®V NT A\‘
1,36 avd avOpomoéTog TapakoAovdnoTg Yo Toug 0cBevelg oL AGUPavay OVGTEKIVOL LA Kot 1,@
v Toug 0o0eveic Tov AapPavay elKoviKe eAapuaKo. ZoPapéc AOUMEELS ELPAVIOTNKOY GE TOGOGTS
0,03 avé avBpwomoétog Tapakoiovdnong yio Tovg acbeveig mov AdpPoavay OLGTEKIVOVUAUTT)

(30 coPapég Aoyméelg o 930 avBpwmoétn Tapakoiovdnong) kot 0,03 yio Tovg acbeveic

Aappavay gioviko edpuaxo (15 cofapéc Aowwméelg o 434 avOpwmoétn mapakorovdn BA.

nopdypogo 4.4). g

2T1C ELEYYOUEVEC KOl T EAEYYOUEVEG TTEPLOOOVE TV KAVIKOV UEAETMOV YL0, TV wa@cn, mv
yoplactkn apdpitida, T vocso tov Crohn kat TV EAK®OSN KOAMTISW, TOV OVTITPOGKHTEHOVY

15.227 avBpomoétn £kBeong otnv ovotekvovpdaunn og 6.710 acBeveic, n 614 duaprela
mapakorovnong frav 1,2 £, 1,7 £ yio tig peréteg yio my yopilocikn vogo, 0,6 £ yio 1ig peléteg
v T voco tov Crohn kot 2,3 £t Y10 TIg LEAETEC Y10 TNV EAKMON KOALT 0 TOGO0TO AOWMEEWDY
nrav 0,85 avd avOpwmoétog TapakoAovOnomng yia Tovg acbeveic Tov k;’ VOV OVGTEKIVOV AT KoL

10 T0000TO coPapmv Aoudéewv frav 0,02 avd avlpwmoétoc Tapa, Bnong yo Tovg acbeveig Tov
Aapupavay ovetekivoopaunn (289 cofapéc Lopuméelg og 15.227 o Y TOETN TOPOAKOAOVONOTG) Kot Ot
cofapéc AOUDEELS IOV avapEPONKY TEPLEAGUPAVIY TVEL OV OGTNIO TOV TPOKTOV,
KUTTOPITION, EKKOATMUATITION, YOOTPEVTEPITION KOt 10YEVELG )&Lm&mg.

e KAMviKéC peréteg, acbeveig pe Aavlavovoa gu uarimm@ TapdAAAa AdpuPovay aymyn pe
oovialion oev avéntuEay euuaTi®o. S

Koakonfeieg \P

TNV ELEYXOHEVT LLE EIKOVIKO PAPLLAKO TEPIOSO FOY KMVIK®OV LEAETOV 6e 0oeveic pe yopioomn,
yoplacikn apbpitida, voco tov Crohn kot sk@n KOAiTId0, N EMinT®ON KokonOedv, e£apodevon
TOL U1 HEAOVOKVTTAPIKOD KOPKIVOL TOV Sépﬁog, frav 0,11 avd 100 avBpwmoétn Tapakoiovdnong
v Toug acBeveic mov Adupavay ovcramv@pdwm (1 aoBevnig oe 929 avBpwmoétn mapakorovOnong)
og ovykpion pe 0,23 yuo tovg acBeveic Top Adppavav gikoviko eappoko (1 acBevig oe

434 avBpwmoét napam)\of)ﬁncng)s@immcn TOV N UEAUVOKVTTOPIKOD KOPKIVOL TOV SEPUOTOG
nrav 0,43 ovd 100 avOpomoit mta AovONoNC Yo Tovg aoBeveic Tov AdUPovay OVGTEKIVOUUAUTT
(4 acBeveic og 929 avBpwmoit §mokoﬁ6ncmg) o€ ovykpion pe 0,46 yio Tovg aobeveig mov
AGpupavay EKOVIKO QAPUAKO 8 Oeveig og 433 avBpomoétn mapakorovonong).

2T1C EEYYOUEVEC KO U s@éusvsg TEPIOOOVG TOV KAVIKADV LELETMV Y10, TV YmpiooT, TV
yoplacikn apbpitida, T voco Tov Crohn kot Ty EAKOIN KOAITION, TTOL AVTITPOCHOTELOVY

15.205 (xv()pconoérn.s‘@;cng o€ ovatekvovudunn o€ 6.710 acBeveic, N didueon ddpkela
mopoKkolovOnong N W 1,2 £, 1,7 & yuo T1¢ HEAETEC YL TNV YOPLOOIKT VOc0o, 0,6 £ Yo TIG LEAETES
Yo T VOGO TOV Kot 2,3 £t yo TG HEAETEG Yo TNV EAKADON KOAITION. AvaeépOnkav Kakonbeieg,
eEapovpévon r@un LEAOVOKVTTAPLKOD KapKivow Tov déppatoc, oe 76 acbeveic oe

15.205 owepZ@)érn mapokorlovOnong (exintwon 0,50 ava 100 avBpwmoétn mapokolobOnong Yo Tovg
acleveig ‘&'é?»(xﬁav ovotekvoopaunn). H enintoon kokonbeidv mov avapépbnke otovg acbeveig
oV EA0BQY OVGTEKIVOUUAUTT] T)TOV CLUYKPIGIUN LE TNV EXMTOOCT TOV AVAUEVETAL GTOV YEVIKO
TANOVGIS (Tpotvruévo mhiko enintoong = 0,94 [didotnua eumietoovvng 95%: 0,73, 1,18],
UHOGUEVO Yo TNV NAIKia, TO OAO Kot T eUAN). Ot o vy VA TapaTnPOdUEVES KoKonOeleg,
OVLUEVOL TOL 1] LEAOVOKVTTOPIKOD KOPKIVOL TOL SEPUATOC, NTAV KAPKIVOG TOV TPOCTATN,
avopo, opBokoikdg Kapkivog Kot Kapkivog Tov pootod. H enintoon tov pun peAavokuttaptko
pkivov Tov déppatog nrav 0,46 ava 100 avOpomoétn mtapakolobOneng yia tovg acbeveic o

& éloPav ovotekvoopaunn (69 acbeveig oe 15.165 avBpmmoétn mapakorlovbnong). H avaroyio tov
acevav pe PactkokuTtaptkd Evavtt akavlokvttapikoy kapkivov tov dépuarog (3:1) ivor
GUYKPIGIUN UE TNV OVAUEVOUEVT avoroYia 6To Yevikd TANOuouo (PA. mapdypapo 4.4).
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Avtidpdcelg vrepevarcinciog

Koatd ) didpketa Tov eEAeyyOUeEVOV TEPLOODV TOV KAIVIKOV UEAETMV Y10 TV YOPIOoN Kol TNV
YOPLICIKT apBpitida TG OVOCTEKIVOLHAUTNG, TapatnpiOnKay eEavinua kot kvidmon, To kabéva o
1060610 < 1% 10V acbevav (BA. tapdypago 4.4).

«
N
Hodrorpikodg minBuopog OA\‘
Houdrazpixoi aoOeveic nlikiog 6 €TV Koi GV UE YOPLOTH KOTO, TAGKOS N

H aoc@dieia g ovotektvoopaunng €xet peketn el oe 600 edong 3 peéTeg o€ TOSIOTPIKOVS agfysig

ue pétpla €og coPapn yopioon kotd tadkag. H tpmtn pelét deénydn oe 110 acbeveig 12-1€tmv

mov éhafav Bepameia yio didotnua £og 60 efdouddeg kar 1 debTepT peAéTn de&nyOn ot 46%98%@ 6
¢wg 11 etadv mov EAaPav Bepameio yia dibdotnuo £0¢ 56 eBoouddes. e yevikég ypaupég,?{b
avemBounTeg eVEPYELEC TOV avoQEPONKAY GE AVTES TIG 000 UEAETEC |LE OEOOUEVA Y10 T ~\R(?:c(p(ic?»s,loc €m¢

1 €10V NTOV TOPOUOLEG LE EKEIVES TOV TOPOTNPNONKAY GE TPONYOVUEVEG LEAETEG OE BVTAIKEG UE
yopioon Kotd TAGKoC. o\

. \A
Avopopd mbovoroyoduevev avembOUNTOV EVEPYEIOV @
H avagopd mhovoroyodpevoy avemBOUnNT®V EVEPYELDY LETA OO TN xopg on Gderag KukAogopiag

TOL POPUOKEVTIKOD TPOTOVTOG elvar onpavtikn. Emitpénetl n cuveyn A0VONON NG oYéomg
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTdVTOG. Znteitor amd Tovg exayyelotics vyeiag va
aVOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES AVETLOOUNTEG svépysksé@: Tov €Bvikol cuoTHHATOG
avapopds mov avaypdeetor oto [Hapdptmua V. Q\

O

4.9 Ymnepdoooloyia &

Xe KMVIKEC peréteg yopnynonkav evoopAefimg epdmal o 'Mg uéypt 6 mg/kg ywpic vo, meploploTei N
0001 AOY® TOEIKOTNTOC. L€ MEPIMTMON VAEPIOGOAOYIUGNGVVIGTATOL 1] TALPUKOAOVON G TOv 060evolc
vl Toyov onpeia 1| cupnTdOpaTo avembOunTOV svspy®v KaOdG Kot 1) GpeoT Evapén KaTOAANANG
CLUTTOUOTIKNG Oepomeiog. O

N
oV
5. ODAPMAKOAOTI'IKEX IAIOTHTEb

N\

51 ®@oppokodvvopIKES 1O10TTES N
3
doppokobepamenTikn KaTnyopio: A@GOKawcwkrucd, avaGTOAELS tvtepAevkivng, kwdikog ATC:
LO4ACOS.
O

To ABSIMKY e&ivot Bro-op £C PUPUOKEVTIKO TTPoidv. Aemtopepeic mAnpoopicg eivar dtabéotueg
GTOV OIKTVOKO TOTO TOV maikod Opyavicuov Goapudkwyv: https:/ www.ema.europa.eu.

Mnyaviouég dpdaong Q)

H ovotexivov udun@\ﬁvou éva, TANPpwG avBpdmivo povokiwvikd IgGlk aviicoua mov cuvdéetal pe
€101KOTNTA UE mv(%wﬁ TPOTEIVIKN VITOUOVAdA P40 TV avOpOTIVOV KOTTAPOKIVAV IVIEPAEVKIVN
(IL)-12 ko IL—2@ OVGTEKIVOVUAUTY 0vaoTEAAEL TN BrodpacTikotnTo Tov avOpomvev IL-12 kot [L-
23 gumodilo ~®g v p40 va cuvdebel pe tov mpoteivikd vrodoyéa IL-12RB1 mov ekppdleton oty
EMPAVELD (s avocokvtTapwv. H ovotektvoopaunn dev pmopei va ouvdebet pe v IL-12 § v IL-23
7oV £tvor(J10T1 GUVOESEUEVES IE EMPOVELOKOVG KVTTAPIKOLG VITodoyeic IL-12RB1. Xvvenmg, n
OVGTEKIVOVUAUTT OgV eivar TOOVO VO GUVEICQEPEL GTN LEGOANBOVUEVT OTTO CVTICOUATO 1] OO TO
GUUBEN PO U KUTTOPOTOEIKOTNTO TMV KUTTAP®V e ToVg viodoyeic IL-12 ko IL-23. Ot IL-12 ko IL-
ZT; 0l ETEPOSUUEPEIG KVTTAPOKIVEG TTOL EKKPIVOVTOL OO TO EVEPYOTOUNUEVO ALVTIYOVOTOPOVGLUGTIK(

TOPOL, OTMG TO LOKPOPAYa Kot Ta dgvopiTikad koTtapa. Kot ot Vo kuttapokiveg Aapfdvovy pépog
1¢ avocoroyikég Aettovpyiec. H IL-12 dieyeipet ta kdtrapa puoikoig eoveig (NK) kot mpombei
& Swpoponoinon tov CD4+ T kuttdpwv mpog To pavotumo twv Bondntikadv kuttdpov T 1 (Thl), n IL-
23 emdyel v 006 TV ondntikev kuttdpwv T 17 (Th17). Qotdco, n un eucstoroyikn pHouon tov
IL-12 kou IL-23 éyel cvoyetiotel pe avoco-dlopecorafovpeveg acBéveleg, dnmg n yopioon, N
yoplacikn apbpitda, n vécog tov Crohn.
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Me ) ovvdeon oty Kowvi} vroopdda p40 g IL-12 kot g IL-23, ) ovotekivovudunn propel va
0OKNOEL TIG KAMVIKEG TOV EMOPACGEIC GTNV YOPIiaon, oty yoplacikn apdpitida kot T voéco tov Crohn
HEC® T1G O10KOTNG T®V 00DV TV oYeTILONEVOV pE TIg Kuttoapokives tov Thl kot Th17 kuttdpmv, ot
omoleg dtadpapatilovyv Kevipikd poro oty TaBoAoYid CVTMV TOV VOS|UAT®V.

«

N
Ytovg acBeveig pe vocso tov Crohn, 1 Bepomeio pe ovoTEKIVOLUAUTN 001 YNOE GE PEI®ON TV 8811(1(’(?\~
™G eAeypovnig, copreptlapPavopévng g C-avidponcog tpmteivng (CRP) kot g kaAnpotextivngs
KOTPOV®V, 0T OLAPKELD TG PACTG EMAYWOYNG, TOV GTN GLVEXELD, dlatnpnOnke kod’ dAn ™ ddp
g edong cvvtipnons. H CRP a&loioynOnke katd tv dudpkelo g LEAETNG EMEKTAONG KOl O
UEUDGELS TOV TOpo TP ONKaY KATH TNV S1GPKELD TNG CLVTHPNONG YEVIKA dtaTnpOnkay E0g v
efdoudoa 252. ‘(U
Y& aofeveic pe elkmdn KoAitida, 1 Oepameio pe ovotektvovudpnn odnynoe oe Pelo Xl OEIKTOV
™G eAeypovic cvpmepthappavouévng g CRP kot g kaAmpotextivng Konpéw(o\@td NV S1apKEL
™G QAo EMAYMYNS, 1| 0Toio dtaTnPNOnke oe OAN T OLAPKELL TG PACTG cmvn@cmg KoL TG MEAETNG
eméktoong £o¢ v efdoudda 200.

AN

Avoconoinon @
Koatd ™ didpxeta e pokpoypdviag enéktaong e Merétng Yopioo PHOENIX 2), ot evijAikeg

acBeveic mov Ehafav Bepameio Le OLOTEKIVOVUAUTT Y10 TOVAGYIGTOYIS Y povia Tapovsiocay
TOPOLOIEG AVTICOUATIKEG ATAVTIOELS TOGO GTO TOAVCAUKYUPLOKO £RBOLL0 Y10 TOV TVELHLOVIOKOKKO
060 Kal 6To EUPOALO Yo TOV TETOVO OTTC 1 OpLdda eEAEYYOL 0G0 He ympioon mov dev Ehafe
ocvotnpatikd Oeponeio. [Hapodpola avaroyio evniikwov ac@svd&u(pdes TPOCTOTEVTIKA EMIMESQ
OVTICOUATOV KATE TOV TVEVLOVIOKOKKOV KOl TOV TETAVOL KEDOL TITAOL AvVTICOUAT®V fTaV TapOUotot
petaéd Tov 0cfevav mov EAafav OVGTEKIVOL AU Kot @cesvd)v GTNV OLLAdN EAEYYOV.

)

Kl anotelecpotikdtnro {-
Yopioon katd midakag (Eviiikec) Qo

H acpdlelo kot 0moTeEAEoUATIKOTNTO TG ovgfﬁ}vou papmng a&roroynonke oe 1.996 acBeveic ota
mhaictla 600 TVYOTOMUEV®Y, OUTAG W(pkd)v,@\syxéusvcov LLE EIKOVIKO QAPLLOKO LEAETDV OE aoBevelg
He pETplo g cofapn yopiaon Katd n?»éu(@m omoiot Tav VITOYNPLoL Yo pmToBEpmEia, |
ocvotnpatikny Oeponeio. Emmpochera, pi%wxmonomuévn, LOVOTAELPO, TOPAT, EVEPYDS ELEYXOUEVT|
LEAETN GUVEKPIVE THV OLGTEKIVOLUGUAT) Kol TV eTovepcéntn o€ acbeveic ue pétpilo og cofopn
yoplaon Katd TAdKag Tov dev six(xQ}owonomuKﬁ avtoamokpion, iyov ducavelio | aviévoelEn oty
KukAoomopivn, v MTX 1 v IE)@'A

> Merét Yopiaong 1 (P&NIX 1) a&ohoynOnkav 766 acOeveic. To 53% 1oV acbevdv avtmv
gite dgv OVTOOKPivOVTaV e fiTav dvcavektikoi, N eiyov avtévoelén oe GALEC GLOTNIOTIKEG
Bepameiec. Or acbevelg QU TuyotomomOnKkay o€ ovotektvovpdumn Erapav 60celg twv 45 mg 1 90 mg
ot Efdouadec 0 Kg.t‘@lcokoueoﬁusvsg amo v 1010 doom kébe 12 efdouddec. Or acheveic mov
TuyooTOMONKALY V upavovv ekovikd eappako otig EBdounadec 0 kot 4 aAra&av oe Ayn
ovoteKvoopaurn(gite 45 mg gite 90 mg) otig Efdopndadec 12 ko 16 axorovBoldpeves omd Aqyn
d0omg kabe 12 €idopddes. O acBeveig mov eiyov apyicd Toyatoroindel 6e OVGTEKIVOVUAUTT KoL
TéTOYOV avta@dipton tov Asiktn Extoaong kon Bapvmrog Yopiaong (Psoriasis Area and Severity
Index, PA 5 (Pektioon tov PASI tovAdyiotov katd 75% € oyéon He TNV apyLkn T) Kol 6TIG
f0eg 28 1o 40, emova-tuyatomombnkay 6T ANy TG OVGTEKIVOLUAUTNG KABe 12

C 1 TOV EIKOVIKOV QapUaKov (dnA. andcupomn g aymyng). Acbeveic mov emxava-

T ombOnkav g eikovikd eappako oty ERSoudda 40 Eexivnoay £k VEOU TV OVGTEKIVOUUAUTT

v apyk6 60c0roykd oynpa Otav epeavicay Leimon katd tovAdyiotov 50% ot Pertimon Tov
0@%1 mov apovciocav otnv ERSoudda 40. Olot ot acBeveic nTov vod mapakoiovdnomn yio péyloto
6

JoTnua 76 ELSOUAO®Y UETE TV TPMTY YOPNYNOT| OY®OYNG TN LEAETN.
Yt Merém Yopiaonc 2 (PHOENIX 2) a&oroyhnkav 1.230 acbeveic. To 61% tov acbevav avtdv
gite dgv avroamokpivovtay, £ite NTAV SVGAVEKTIKOL, 1] Elyov avTéEVOEIEn GE GALEC GLOTUOTIKEG
Oepaneiec. O acbeveig mov TuyaomoONKaY 0TV ovatektvovudumn Ehapav d6celg Tov 45 mg 1
90 mg otig EBdopddeg 0 kot 4 akolovBodueveg amd o GUUTANPOUOTIKY 000m o€ 16 efdopddes. Ot
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aoBevelc mov TuyatomomOnKav 6to £1Kovikd edppako otic EBdoudoeg 0 kat 4 dAhalav e AMym
ovotekvovudunn (eite 45 mg gite 90 mg) otic EBdopdodeg 12 ko 16. OAot o1 acBeveig ftav vwod
TopoKoAOVONON Yio HEYIGTO SdoTNHe 52 BOOUAd®V PETE TNV TTPAOTN YOPTYNOT OY®YNG OTN UEAETT.

H Merém Yopiaong 3 (ACCEPT) a&loloynoe 903 acBeveig pe pétpla £wg coPapn yopioon mtov dev 0
OVTOTOKPIONKOV KOVOTONTIKA, giyov dusavesia 1 avtévoelln og dAleg cuoTnroTIKEG Bepameieg,
GLYKPIVOVTOG TNV OTOTEAEGUOTIKOTNTO TG OVGTEKIVOLUAUTNG LLE TNV ETOVEPGETTY KO a&wkoymvf@
TNV AOQEAELDL TNG OVGTEKIVOVUAUANG Kat TG etavepointne. Katd ) Siipketo tov 12 epdonddwlir

(PAoNG EVEPYOV EAEYYOV TNG HEAETNG, O1 acbevelg TuyaomoOnKay MoTe Vo AAPOVV ETAVEPGET

(50 mg dvo popéc v efdoudda), ovotextvovpdunn 45 mg tig Efdopndadec 0 xat 4, 1
ovotekivovpaunn 90 mg tic ERdouddeg 0 kot 4. ‘(UO

Ta yapaknplotikd g 0obévelag katd Ty Evapén Tov HEAETOV Topovsiacay yavuc&oxﬁ o€ OAEG
TIg opadeg Oepameiog otig Merétec Yopiaong 1 kot 2 pe po dtdpeon apytkn Bad yio Tov deiktn
PASI ané 17 éwg 18, Siaueon apyiky T Emedvetog Tdpatog (Body Surface Akea, BSA) > 20 kat
Sakdpavor tov diapecov Agppatoroyikod Agiktn [owwmrag Zong (Dermatolpgy Life Quality Index,
DLQI) am6 10 éwg 12. Katd npocéyyion 1o £va tpito (Meiétn Yopiaong Lot 1o £va tétapto
(Merém Yopiaong 2) tov acbevav giyav Yopracikn Apdpitida (PsA) opota fapvuTnTo TG
vooov domiotodnke kot otn Merkém Ywopiaong 3. O

To kbp10 KATOANKTIKO GNUEID OTIC LEAETEG OWTEG NTOV M AVOAOYT ~aS0evév mov TETLYAY AVTOTOKPIO)
tov oeiktn PASI 75 amd v évopén £og v ERdoudda 12 (BA. Keg 3 ko 4).

Hivaxag 3 Iepilnyn e KAIVIKHG 0VTATOKPIONS OTH Meiér&opz’aang 1 (PHOENIX 1) kou oty
Melrétn Yowpioons 2 (PHOENIX 2)

1
EBSopdds 12 EBdopddo 28
2 d6oelg (EBSopd&v{O kot EBdopdda 4) | 3 d6ceig (Efdopnada 0,
O EBdopdda 4 xat
A EBdopada 16)
Ewoviké | 45 mg 90 mg 45 mg 90 mg
PapLOKO 0
Meréty Yopioong 1 [
Ap1Budc Toyoomomuéveoy 2555 255 256 250 243
acBevav ~\O
Ap1Buog N avtamdkpiong é@TO%) 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)
(%) PASI 50 ~
Ap1Bpog N avtamokpiong 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)
(%) PASI 75 (\0
ApOpog N avramokpionés 5 (2%) 106 (42%)* | 94 (37%)* | 123 (49%) | 135 (56%)
(%) PASI 90 RN
Ap1Ouog N PGAP xo.@ M ue 10 (4%) 151 (59%)* | 156 (61%)* | 146 (58%) | 160 (66%)
eMiotn vooo (%I
Ap1Budc acbevivi 100 kg 166 168 164 164 153
Ap1Opog N avTomdkpiong 6 (4%) 124 (74%) 107 (65%) | 130 (79%) | 124 (81%)
PASI 75 @)
Ap1Budgiedevay > 100 kg 89 87 92 86 90
A@l ¢ N avtomokpiong 2 (2%) 47 (54%) 63 (68%) 48 (56%) | 67 (74%)
175 (%)
_:Me)»sm Yopiaong 2
NAP1Op6C TVYaOTOmpPéVDY 410 409 411 397 400
acfevav
Ap1Bpog N avtamokpiong 41 (10%) | 342 (84%)* | 367 (89%)“ | 369 (93%) | 380 (95%)
(%) PASI 50
Ap1Buog N avtamdkpiong 15 (4%) 273 (67%)* | 311 (76%)* | 276 (70%) | 314 (79%)
(%) PASI 75
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Ap1Bpog N avtamokpiong 3 (1%) 173 (42%)* | 209 (51%)* | 178 (45%) | 217 (54%)

(%) PASI 90

ApOpdg N PGAP ywpic A pe 18(4%) 277 (68%)* | 300 (73%)* | 241 (61%) | 279 (70%)

eldyotn voco (%)

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

Ap1Oudc acevary > 100 kg 120 112 121 110 Uy
Ap1Budg N avtondkpiong 3 (3%) 55 (49%) 86 (71%) 59 (54%)

88 (74%)
S

1S
&

Hivoxog 4 epidnyn e khvikng avramokpiong v Efdoucoa 12 otn Meléty ‘P(Qz\a(mg 3

PASI 75 (%)

p < 0,001 y ovotekvoupdpnn 45 mg 1 90 mg Ge GVYKPIOT LE TO EKOVIKO PAPLLOKO

o

P PGA= Yvvokr Extipunon latpov (Physician Global Assessment)

(ACCEPT) N
Meiétn Yopioong 3
Etavepoémn O KIVOULLATY
24 d60¢1g 2 06a5¢e1g ( udoa 0 ko EBdoudda 4)
(50 mg &v0 popég TV 45 @gv 90 mg
gPfdopada) O

Ap1Budc Tuyoomomuéveoy 347 Q\209 347
ac0evaV O
Ap1Ouog N avtanoxpiong PASI 286 (82%) OL181 (87%) 320 (92%)*
50 (%) O
Ap1Budg N avtandkpiong PASI 197 (57%) {- 141 (67%)P 256 (74%)*
75 (%) N
Ap1Buog N avtandxpiong PASI 80 (23%), '~ 76 (36%)" 155 (45%)*
90 (%) O
ApBuog N PGA yopign pe 170 ) 136 (65%)* 245 (7T1%)*
eldotn voco (%) >
Ap1Budc achevav < 100 kg ~251 151 244

ApOuoc N ovtamodKplong N

PASI 75 (%) A (\q 54 (61%) 109 (72%) 189 (77%)
ApOpog acheviv > 100 kg ~~ 9 58 103

ApOpog N avtamokpiong 4N

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

p <0,001 yw ovmamvovudun@S mg 1 90 mg ce cVYKPION e TNV ETAVEPCEMT).
p p=0,012 ya OUG‘CSKWOU%@ 45 mg og GOYKPION LE TNV ETAVEPCETTT.

cuvtnpnon tov PASI 75 fTav onUOVTIKA avAOTEPT LE GUVEXT AY®YY| G
pon g ayoync (p < 0,001). [Tapdpota amoteAéspota mopatnpnonKoy pe Kabe
d0GM TNG OLOTEKL aumng. Zto 1 érog (EBdopdada 52), 10 89% TtV enova-TuYAI0TOMUEVOV
acBevov og oonﬁ vInpnong tapovciocav avramodkpion tov PASI 75 og olhykpion pe 1o 63% tov
snowoc-wxmo@m pévav aobevav o gikovikd edproko (ardocvpon aywync) (p < 0,001). Ztovg 18
WVES (EBSQ&WSOL 76), 10 84% TOV ENOVU-TLYOIOTOMUEVOV AGHEVDV GE ay®YN GLUVTIPNONG

TOPOV @ avtamoxkplon tov PASI 75 o€ cuykpion pe 10 19% tov enava-tuyoiorompuévay
acOevewde elkovikd papuako (amodcvpon aywyng). Xta 3 étn (ERdoudda 148), to 82% twv emava-
TUYPTOMUEVOV acBevmV GE aymyn cLVTIPNoNG Tapovsiacay avtornokpion tov PASI 75. Zta 5

X (EBdopada 244), to 80% tov acbesvav mov exavotvyotonomdnkay og Bepaneio cuvtipnong
@ouci(xcow avtamoxkpion tov PASI 75.

X Merém Yopioo
oOyKpIoN UE TNV OTE

Y& EMOVA-TUYOLOTOMUEVOLG 0G0EVEIG OE E1KOVIKO PAPLAKO, 01 0TTOT0L EEKIVIICAY EK VEOU TNV OPYIKY
OepamevTiky| aywyn pe ovoteKvoupdunn pHetd amd peimon > 50% g Pertioong tov PASI, 10 85%
emovEKTNOE TNV avtamokpion tov PASI 75 péoa og 12 gfdopnddec petd tnv emavévapén g Depomeiog.

Y Merém Yopiaong 1, v EBSopdda 2 kot tnv ERdopdda 12, onueiddnkov onpoavticd
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peyaAvtepec Pertinoelg and v Evapén otov DLQI og kdBe opdda Bepomeiog e 00GTEKIVOLULALT

o€ oUyKpLon e TO ekoviKO eapuako. H Bedtioon dtutnpndnke émg kot tv ERdoudda 28.

[Mopopoimg, onuavtikég Pertiwoelc mapatnpndnkav ot Meiétn Ywpioong 2 v Efdopdda 4 kon 12,

ot omoieg dratnpniOnKav £wc kot tnv EBoopdda 24. X Merétn Yopiaong 1, ot BeAtidoelg oty .
yopiaon tov voyxiov (Nail Psoriasis Severity Index — Agiktng ZoPapdtnrag te Yopiaong tov )
Nvyldv), 6T GLYKEVTIP®TIKT BaBIOAOYiN TOV COUATIKMY Kol YOYIKOV GUVIGTOCHV TOV OA\‘
gpotnuatoroyiov SF-36 kot otnv Onttikny Avaioywkn Kiipoka (VAS) tov Kvnopoo ftav eniong
ONUAVTIKEG o€ KAOE oudda Oepameiag |1 OVOTEKIVOVUAUTT GUYKPITIKA LE TO EIKOVIKO @ApuaKo, Lan
Merém Yopiaong 2, n KAipaxa Nocokopeiarkod Ayyovg kot KatdOiwymg (KAipaxe HADS) T0
Epomuatordyo Epyaciokav [epopiopmv (WLQ) ftav eniong onpoavtikd PeAtiopéve ogxéde

opado Bepomeiog e OVGTEKIVOVUAUTT GUYKPLTIKA UE TO EIKOVIKO PAPUAKO. ‘(U

Yopuoiwkn apbpitida (PsA) (Eviiikec) g

H ovotekvovpdumn £xet amodetydei 6Tt BEATIOVEL Ta OMUEID KOL TO CUUTTAOLOTE, FRGOUOTIKN
AELTOVPYIKOTNTO Kot TV OYETILOMEVT pe TNV vyeia oot Ta TS {ong Kot HEldysF0 T0G00TO eEEMENC
10V PLAPOV TOV TEPIPEPIKOV 0pOpOGE®OV o8 EVAMKES 000evEelg e evepyd PsAy)

H aoc@dieia kot 1 amoTEAECHATIKOTNTA TG OVGTEKIVOLLAUTNG UEIOAOYY G€ OVO TUYULOTOUNLEVEC,
Outhd TVPAEC, EleYYOUEVES e EIKOVIKO Qdppoko peAétec oe 927 acbeveisvfie evepyo PsA
(= 5 odnuotmdelg apbpmaoelc kot > 5 gvaicOntec apbpmoeic) ave&ét amo T Oepameio pe pun

oTePOELdN avTipAeyuovdon (NSAID) 1 pe TpOTOTOTIKN TG VOO TIPELLLOTIKTY Oepameio
(DMARD). O1 acbeveic mov cuUUETENYOV GE VTG TIC LEAETEG ERAV. d10yVOOTEL pe PSA TovAdyiotov
6 pveg Tpv v £vtaén toug oTig peréteg. EvtayOnkav acbe Le ka0g vwoTLTOo PSA,
ovumepthappavouévev g torlvapBpikng apbpitidog ympic EMoeitn pevpatoeddv oldimv (39%), g
onovOovAiTIdag pe TepLpeptkn apbpitida (28%), g acOUUETPN S TepLpepikng apbpitidag (21%), tng
o pecopaiayyikng cvppetoyns (12%) kot tng mcpcor&(aonmﬁg apBpitdag (0,5%). Ko otig dvo
peiéteg move amod to 70% kot 10 40% twv aclevaov eikew gvBecitida kot SakTuAitida avticTolyo, KoTd
v évapén tov peretdv. Ot acbeveig wxmonouﬁ@@pw G6€ ANYN VITOd0PIMS YOPTYOVLEVOD
ovotekivoupaunn 45 mg, 90 mg, 1 £IKOVIKOD OQ?O(KOD T1¢ EBdouddeg 0 kot 4 axorovBoduevn omd
yopnynon doong ke 12 efdopddes. Hspinqv% 0% tov aclBevav cvvéyioe ™ Aqyn otabepdv
d0cemv MTX (£ 25 mg/efdoudda).

Yt Merém 1 yio v PsA (PSUMMIT Bykor tn Merém 2 yuo v PsA (PSUMMIT 1), to 80% ko T0
86% tov acbevav, avtictoya, elyav Xdpet Oepancio oto mopelov pe DMARD. Ztn Melétn 1 dgv
eneTplmn n mponyovuevn Bepomeio @ avacTorin Tov Taphyovia vEkpwong oykov (TNF)a. Zn
Mehét 2, n mAeoynoia Tov oo @Sv (58%, n = 180) elyav AdPer Oeponeio 10 TapeABOV pe Eva
neplocotepovg avtt-TNFa napd&vw(ag), and Tovg 0moiovg v tov 70% dEkoyav T Bepaneio Tovg
pe tov avti-TNFa Adyw AN ¢ OTOTEAECUATIKOTNTOG 1 SVGAVEEING TTOV EULPAVIGTIKE OTOLAONTOTE

oTiyun. A

2nueio kou av/zmcb,up?@

H Bepancia pe ovc@vov papmn 0dNynoe oe GNUAVTIKEG PEATIDGELG OTIC LETPNOEIC TNG
SpaoTNPLOTNTOG r@ vOoov 6g cUYKPLoN pe To ekovikd epdppako v ERSopdda 24. To kdpio
KOTAANKTIKO O1fMEID )TOV TO TOGOOTO TV AGHEVMOY OV TETVYAV AVTOTOKPLOT KATO TO AEPIKAVIKO
KoAréylo Ps?@uokoyi(xg (ACR) 20 v EBoopdda 24. Ta facikd amoteAéopota yio, TNV

OTOTELEC otnta wapovctdloviot otov [ivaka 5 mapokdto.

Hz'vaicaég Ap16uog aobevav mov métvyoy kivikn oviarokpion oty Meiétn 1 (PSUMMIT 1) ko oty
A\&' Melrérn 2 (PSUMMIT 11) yio tyv Yowpraoikn ApOpitido tyv Efdouddo 24

QU Meiét 1 yio v Yoproowi) | Megiét 2 1o v Yopracu)
») ApOpitioa ApOpiTioa
O PBO 45 mg 90 mg PBO 45 mg 90 mg
ApBpos Toyoromompivey 206 205 204 104 103 105
ac0evav
Avtamoxkpion ACR 20, N 47 87 101 21 45 46
(%) (23%) | (42%)* | (50%)* | (20%) | (44%)* | (44%)"
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Avtandkpion ACR 50, N 18 51 57 18 24

o
(%) (9%) (25%)* | (28%)" 7(7%) (17%)" | (23%)*
Avtonokpion ACR 70, N o 25 29 o 0/ \y 0/
(%) \ 5(2%) (12%) | (14%)" 333%) | 7(7%) 9 (9%)
Ap1Oudg acbevarv ue > 3% BSA° 146 145 149 80 80 81
Avtandkpion PASI 75, N 16 83 93 4 (5%) 41 45
(%) (11%) | (57%)* | (62%)" ’ (51%)* | (56%
Avrtandxpion PASI 90, N 60 65 24
(%) 4(3%) | (41%)* | (44%)" | 3(4%) | (30%)* | (44%)"
20VOLaGEVT] AVTOmOKPLoN o 40 62 o 24 3 31
PASI 75 xon ACR 20, N (%) 8 5%) (28%)* | (42%)" 2(3%) (30"/2)3(15D (38%)"
AV
ApBpdg acevov < 100 kg 154 153 154 74 \72* 73
Avtomdkpion ACR 20, N 39 67 17 32 34
% 25% 44% 78 (31%) 23% ‘«A(43% 47%
(%) (25%) | (44%) (23%) S ) | (47%)
Ap1Ouéc aclevarv ue > 3% BSA° 105 105 111 54 ¢ 58 57
Avtamoxpion PASI 75, N 14 64 . ~ 31 32
(%) (13%) (61%) 73 (66%) %g%) (53%) (56%)
ApOuoc aclevav > 100 kg 52 52 50 .30 29 31
Avtonokpion ACR 20, N 8 20 oA o 13 12
(%) | (15%) (38%) 23 (46® 4 (13%) (45%) (39%)
Ap16udc acbevarv pe > 3% BSA° 41 40 380 7 26 22 24
Avtomdkpion PASI 75, N 19 (0 10 13
% 2 (5%) 48% 20153%) 0 45% 54%
(%) (48%) | 5= (45%) | (54%)
p<0,001 =

)

p <0,05
p=NS \&'

Ap1Bpdg acbevov pe > 3% BSA npocsforn smq)dvsw%fjgarog oo yopioon KoTd Ty Evapén e HeAETg

o < =

O avtamokpiceig ACR 20, 50 kot 70 e&axoXghbnooy va Bedtidvovtar 1 Stotnphnkay péypt Tnv
EBdopdda 52 (Meiétn 1 ko 2 yio v Ps ot tnv EBoopndada 100 (Mehétn 1 yuo tnv PsA). Xt
Merém 1 yia v PsA, avtamokpiceig ACR™20 v EBodopdda 100 enetedybnoav and 10 57% kot
64%, ota 45 mg kot T 90 mg, avtior . X perétn 2 yia v PsA, avtamoxpioceig ACR 20 v
EBdopdda 52 enetevydncav and to AR kot 48%, ota 45 mg kot 90 mg, avticTtouya.

To 1060616 1OV achevdv oL TEWYOV AVTATOKPLET KOTA TO TPOTOTOMUEVO, KPLTNPLOL OVTOTOKPIONG
yio v PsA (PsARC) ftav 8ﬂ®ng ONUOVTIKA UEYOADTEPO GTIC OUADES TNG OVGTEKIVOVUAURNG GE
oUYKPLoN HE TO ekoviko pappako v ERdopdda 24. O avramoxpicelg PSARC dwotnprniay péypt
T1c EBdopdodeg 52 xar 100. Eva vynAdtepo 1060610 060VOY TTOL £lY0V GTOVOLAITION LE TEPLPEPIKT
apBpitda g KOPLa EKSHAMOT KOl AVTILETOTIGCTIKAY LE OVGTEKIVOLUAUTT, enéde&ay 50 kat 70 To1g
exoto Peltioon pe faomn tig Pabroloyieg tov Agiktn ApactnploTTog AYKVAMTIKNAG ZTOVOVLAITIONG
Bath (BASDAI) PLTIKA PE TO ekovikd eapuako tv ERSopdda 24.

napopotes aidiiesa otovg acheveic mov Erafav Kot otovg acheveic mov dev EdaPav Tovtdypova MTX
mkav péxpt tic ERdouddeg 52 ot 100. O acBeveic mov siyav Adfet oto maperdov

€ mapayovteg avtl-TNFa kat EAafay 00GTEKIVOVUAUTT TETVYOV HEYOAVTEPT] AVTATOKPLIOT

pada 24 og oxéon pe toug aobeveic mov Erafav ewovikd edppako (1 avrarndkpion ACR 20

$ doudda 24 yia ta 45 mg kai ta. 90 mg nrav 37% kot 34%, avtictoly o oe GVLYKPIGN UE TO

Ot owromon@u; oL apatnprOnkav otig opddeg mov EraPav Bepomein e ovoTEKIVOLUAUTN NTAV

VKo edpuaxo 15%, p < 0,05) kot o1 avtamokpicelg dtatnpnnkay péypt mv ERdoudda 52.

& 2 Merém 1 yuo v PsA, yuo toug aoBeveig pe evBesitida kavn doktuAitido Kotd TNV évapén g

UeAéTNG, mapotnpnOnke onuavtikny Pertioon otn faduoroyio e evlesitidag Kot TS SOKTLAITIONG
OTLG OUAOES TNG OVGTEKIVOLUAUTNG GE GUYKPIOT LE TO EUKOVIKO @dpuaxo v Efdopdda 24. Xt
Merém 2 yia v PsA mapatnpnbnke onuavtikn Peitioon ot fabporoyio g evBesitidag kot
apOuntikn Pertioon (un otatiotikd onuavtikn) otn fabuoroyio TG dSUKTLAITIONG GTNV OLAdA TNG
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oVoTEKIVOLUAUTNC 90 mg 6e cOYKPLOoT LE TO eKOVIKO eapuako v EBdoudoa 24. Ot fertidoeic o
Babuoioyia tng evBeoitidag kot otn Padporoyia T dakTvAitidog datnphOnKay péypt Tig
EBdounadeg 52 o 100.

Axtivoloyixn Aviamokpion ~0
O dopkég PAGPeg TOGO GTa YEPLO OGO KO GTO, TOS EKPPACTNKOAV MG OAANYT] GTT] GUVOALKN A\‘
Babuoroyia van der Heijde-Sharp (BaBporoyio vdH-S), tpomomomuévn yia v PsA pe v mpoct

TOV OO PHECOPUALAYYIKDV apOpDGEDY TV YEPLDV, o8 oYéomn e TV Evapén g nehétngs. Aeéy

pio TpoKkaBopioUEVT] OAOKANPOUEVT AVAALGT) GUVILOGHOD TV dedopEveV omd 927 dropa Kaletn
Merém 1 ko ot 2 yio v PsA. H ovetextvoupudpunn onueioe pio GTOTIGTIKG ONHOVTIKReimo

670 0606710 €EEMENC TG SoUkN G BAAPTG o€ oYM LUE TO EIKOVIKO PAPUOKO, OTMC LETPRDIKE LE TN
petafoln amd v évapén e perémg éog v EBSoudda 24 6t cuvoiikh tpomomoumigm vdH-S
Babuoroyia (pécog 6pog Pabduoroyiog £ SD ftav 0,97 £ 3,85 otnv opddo ToV EIKOVIKBD QUPIAKOL GE
oyxéon pe 0,40 = 2,11 kar 0,39 £ 2,40 o115 0pdideg TG oVGTEKIVOLUAUTNG 45 mg ( ,05) kot 90 mg

(p <0,001), avticTorya). To amotéhesiio avTd TPogkvye omd ™ Merétn 1 yiaapiPsA. To

amotéieopa Bewpeitan 0Tt amodekvietal aveEaptnra and v tavtoypovn xpren MTX kot

datnprdnke éog tig EBdonadeg 52 (olokAnpopévn avéivon) kot 100 (Medsgn 1 yio v PsA).
ZoUaTIKY ASITOVPYIKOTHTO. KO TOLOTHTO. (NS TOV CYETICETOL UE TV VYEL

O1 acBeveic mov EhaPav Oepancio pe 0VGTEKIVOLUAUTN £0E1EQV OOV
AerrovpykotnTa, 6mwg a&lohoyndnke pe 1o Epotpotoloylo AE0AS
Avomnpiag (HAQ-DI) v EBdoudda 24. To 1060616 TV AGOEVAMLROL TETLY OV KMVIKG, GNULOVTIKT
Beitioon > 0,3 ot Pabuoroyic HAQ-DI amd v évapén g u ¢ MOV eMioNg ONUOVTIKG
UEYOADTEPO GTIC OULADES TG OVOTEKIVOV LAUTNG CLYKPLTIKAL p@ ewoviko edpuaxo. H Beitioon ot
Badporoyioc HAQ-DI and v apyuxr| Tiun dratnpnonke péyding Efdopadeg 52 ko 100.

K PeAtioon o1 cOUATIKN
¢ ¢ Yyelag-Agiktn

[Mopatnpnnke onuoavtiky Bedtioon otig fabuoroyieg @QI OTIG OUAOEG TNG OVOTEKIVOVUAUTNG GE
GUYKPLON UE TO €WKOVIKO (papuako v ERdopdda 24,@&0n0iu Swtnpnke péxpt 1ig EBoopddeg 52 ko
100. Xt Meiém 2 yia v PsA mapatnpnbnke on p@mmﬁ Bektioon otic Pabpoloyieg AgrTovpyIknig
A&oloynong g Oepoameiog yia Xpovia Noco - lgnoocm (FACIT-F) otic opddeg g
OVGTEKIVOVUAUTNG GE GVYKPLON HE TO EIKOVIK proko v Edopdda 24. To mocooto tv aclevdv
OV TTETVY OV KAWVIKG onpovtikn feltioon Gt@'l(c'mcocn (4 povadec ot FACIT-F) frav eniong
GNUAVTIKA LEYOADTEPO GTIC OUADES TNG ODQD&KWOU UEUTNG GE GUYKPLON LE TO EKOVIKO Pappoko. Ot
Bertidoelg otic Pabuoroyieg FACIT SL@pf]GnKow péypt v Eoopdda 52.

3
Houdratpikodg mAnduopog >
O Evponaikoc Opyoviopog (D(xp@cov &xel doEL avaPorn amd TNV VITOYPEWGST VITOPOANG TV
OTOTELECUATOV TOV HEAETMOV UEWVGTEKIVOVUAUTT GE O 1) TEPICCOTEPEG VITOKATIYOPIES TOV
TodaTpkod TANBvoHOD ;:&vmﬁ 11omafn apBpitida (PAéme mapdypopo 4.2 yio mAnpogopisg

GYETIKA LLE TNV TOSLUTPUE XP1on).

Houdiazpixn t//cupiaqﬁ@éd TAGKOG

H ovotexivov udun@’xm amodeyDel 6TL felTiDVEL TOL OMPELD KO TO, GUUTTOUOTO, KOl TNV GYETILOUEVT

pe v vyeio nmé@a Long oe madlatpikovg acbeveic niikiog 6 TV KoL Ave pe yopioon Katd

TAGKOG. .

Eopnfor aa@%ﬁl’g (mixiog 12-17 etwv)

H anonﬁsuarmémw g ovotekvovpdumng peretnonke oe 110 taudratpikovg acbeveic nikiog

12 éco(o ETOV Le PETPLaL EmG cofopr Ympiaon Katd TAGKAS, GE LU0 TOAVKEVTPIKY, Aong 3,

T OINUEVT), OUTAA-TVPAT, EAEYYOLEVT LE elkOVIKO Qapuako perétn (CADMUS). Ot acBeveig

oo Oniav va Aapouv gite eicovikd papuako (n = 37), 1§ T CLVIGTOWUEVT 0OCT TNG
tekvoupdpunng (BA. mTapdypago 4.2, n = 36) 1] To NUIOL TNG CLVIGTAOUEVNG OOGNG TNG
Oovotexvovpdpnng (n = 37) pe vrodopia veon otig EBSopadeg 0 kar 4 axorovBovpeveg amd Afyn

& Kk60e 12 efdopdodeg (q12w). Trv EBSopdda 12, o1 acBeveig mov Adpfavay eikovikd apuoko dAla&ov

€ AYT OVGTEKIVOLLLAUT.

O acBeveic pe PASI > 12, PGA > 3 kou tpocfoin emipaveiog copotoc BSA tovAdyiotov 10%, mov
NToV VTOYNP1O1 Yio GLOTNHOTIKY Bepameio 1 poTobepamnein, OewpnOnKay KOTAAANAOL Yl Tr) PHEAETT.
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[epimov to 60% TV acBevav elyav Tponyovpéveg extedel oe cupPatikr] cuotnpatikn Bepaneio 1
potobepaneio. [lepimov t0 11% tov acBevav elyav tponyoduevn £kBeon oe Proloyucodc Tapdyoviec.

To mpwtedov KaTaANKTIKO onpeio Tav 10 T0600Td TV achevdv mov métvyay Pabuoroyic PGA
yopig (0) 1 pe eddyiom (1) voco oty ERdopdda 12. Ta devtepedovta KOTAANKTIKA onueio
nepredapPavay to PASI 75, to PASI 90, v aAhayn arnd v apykn T otov [Houdatpikd
Agppotoroyiko Agikmn [owotntog Zong (CDLQI), v aAkoyn amd TV apyikn T 0T GUVOAKN N
Babuoroyia tng khipokag PedsQL (Amoypaer [owdwatpikig [owdmrag Zong) oty ERdoudada
Tnv EBdopdda 12, o1 acBeveig mov Elafav Bepomeio pe ovoTeKVOLPAUTN 6150V ONUOVTIKG
peyavtepn Peiticoon oty yopioor kot Ty oxeti{opevn pe v vyeio modtnta {ong 6€ o)
70 gkoviko eapuaxo (Ilivaxag 7). ‘(U
X

O)ot o1 acbeveig Tapakorovdndnikoy yio arotelecpatikoTnTo UEYXPL KOt 52 £fd0 udé@srd mv
TPATN XOPYNoN ToL VIO PEAETN TapdyovTa. To mocootd TV acbevav pe Babuoieyioc PGA ywpig (0)
N pe eldyom (1) voco kat 10 1060610 Tov TETVYAY PASI 75 £6e1&e d1apopd persdtd T opddag wov
ELoe OVOTEKIVOLUALTT KOL TNG OULASOS LLE TO EIKOVIKO PAPUOKO KOUTE TNV TP HetTd v Evapén
eniokeyn otnv ERdopndda 4, pBdavovtog oto péyioto v ERdopndda 12. Ot fédtidoelg otnv PGA, v
PASI, tov CDLQI kot tnv PedsQL dwatnpnnkav péypt tnv Efdoudada % tvakag 6).

K

pLom pe

Hivaxag 6:  TlepiAnyn 1wV IpOTEVOVIWV KL JEVTEPEDOVTWV x(xmﬂg v anueiwv atny Efdouada 12

xo1 oty Efooudoo 52 AN

Melrétn Hadwrpikic Yopiasng (CADMUS)(Bakiog 12-17 eTdv)
EBdopada 125) Epdopdda 52
Ewovikd eapuaxo 21?22521” ,5(')01] Zg)vwrd)usvn ,5(')01]
N papmn VG TEKIVOLLLOTN
N (%) o N®%) N (%)
Ap1Budc Tuyoomomuéveoy 37 - 36 35
acOeviv O
PGA ZOQ}
E}%’;l;‘%p&gog ?1 )”8 2(54%) 25 (69,4%)" 20 (57,1%)
PGA yopic (0) voso 1 (257%) 17 (47,2%)" 13 (37,1%)
PASI -~
Acbeveic pe aviandxpion \\4)(10 8% 29 (80,6%)" 28 (80,0%
PASI 75 O (10.8%) (80,6%) (80,0%)
; P N
ﬁzg?;f HE GVTOTORpion A O 2(54%) 22 (61,1%)" 23 (65,7%)
?X‘;ﬁ"f&%”‘a “W“’“’Kp“’ﬂ\o 1 (2,7%) 14 (38,9%)" 13 (37,1%)
CDLQI o
CDLQI Bofpov 0 A | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
PedsQL Y
ANy amd r@%xmﬁ Ty
Méoog 6p Ty 3,35 (10,04) 8,03 (10,44)° 7,26 (10,92)
amdKMon-3D)°

“ p<o0 Qo

: O CDLQI eivar évag depprotoroyikdg deiktng yia vo ektiun0ei 1 enidpacn evog mpofAnpatog Tov dEpHaTog

un enidpacn oty wodtnta T (NG Tov TO1d100.

e
%%(rxsn@éuevn pe v vyeia oo {ong otov TodtoTpikd TAnbvoud. H fabuoroyioc CDLQI 0 N 1 katadetkvidet

OQQPZ :
Q

efdopdda 12, N =36
¢ p=0,028

PedsQL: H Zvvolun Babporoyia tng KAiipaxag PedsQL etvor pa yevikn pétpnon g oxetilOHevns pe v vysio
mowotnTag {ong mov £yl avamtuydei yio yprion o Toudid Kot eprifove. ot v opddo Tov £1KOVIKOD QUpUAKOL TNV

Koatd v eheyyduevn e eikovikd @dppoko mepiodo émg kot tnv ERdopdda 12, n amwoteAespoTikOTnTo
TOGO GTNV OUASA LE T1) GUVICTMOUEVT 0OGT OGO Kol GTIV OUAdW LE T1| HIOT) GUVIGTOUEVT] 0OGT TV
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YEVIKA cuykpioeg 6T0 TPpmTEHOV KATAANKTIKO onpueio (69,4% kot 67,6% aviictorya), av Kot VINPYE
€voelln oG 6060eENPTMOLEVNC OTOKPLOTG Yo KPLTNPLL VYNAITEPOV EMITEOOV AMOTEAEGLLATIKOTITOGC
(m.x. PGA yopig voco (0), PASI 90). Metd v Efdopdda 12, 1 0moTELEGUATIKOTITO HTAV YEVIKA
VYNAGTEPT KO SLoTPNONKE KAADTEPO GTNV OLLADN LLE TN CUVIGTMOUEVT dOCT GE GUYKPIOT LE TNV
oudda LLE TN LUGT] GUVIGTAOUEVT] 0OGT, GTNV OTOi0 TOPATNPNONKE O GLUYVE Lo LETPLOL ATTMAELD TNG
OTOTELECLLATIKOTNTOG TPOG TO TEAOG TOV KAOE LEGOIAGTAUATOG Yoprynong twv 12 gfdopddmv. Ta OA\‘
TPOPIA AGPAAELOG TNG CUVIGTMOUEVTG 0OGTC KOt TNG HGTG CUVIGTOUEVNG OOCTG NTAY GLUYKPIoIHa. N\

.

0‘0
Houdwa (wlakiag 6-11 etwv)
H amoteleopatikdtnTa TG OVGTEKIVOLUAUTNG HEAETNONKE o€ 44 Taudlatpikovg acheveig 10g 6
éwc 11 etdv pe pétpro Emg cofapn yopioon katd TAGKAG o€ pio ovolkT, LOVOD GKELO
ToAVKevVTpIKy @hong 3, perétn (CADMUS Jr.). Ot acbevei ElaBav Oepaneio pe ™ cuApTOUEVY
500 g ovatektvovudunng (PAéne mapdypapo 4.2, n = 44) yopnyovuevn pe voddpie. Eveon Tig
gfdopddeg 0 kot 4 akolovbovpevn amd yopnynon docewv kabe 12 efdouadeg (ql@).

Y
Ot acBeveic e PASI > 12, PGA > 3 ko mpooBefinuévn BSA tovddyiotov 10(@\7t01) NTav vroynELot
Y10, cvoTnuaTiKn Oepaneio 1 pwtodepansio, OempnOnkay kKatdAiniot yio Tpiuerém. Iepimov to 43%
TV aclevav giyav extedel TPONYOLUEVOC GE GUUPUTIKT GUGTNUATIKT ela N potobepamneia.
[epimov 0 5% twv aclevav giyav ektebdel Tponyovuévag oe Btokoyuc& TOPAYOVTEG,

To npmTeEVOV KATOANKTIKO GNUEID TV TO TOGOGTO TV AcHevmdV T nwétuyov foduoroyio PGA
xopic (0) N pe ehdyrom (1) voco oty efdoudda 12. To devTEPEHVIO KATAANKTIKG, oMUl
neplehapfovay to PASI 75, to PASI 90 ot v adhoyn amd 1) apykn tiun otov Hodwarpucd
Aeppatoroyiko Agiktn Iowmtag Zong (CDLQI) oty efodpvon 12. Tnv efdoudda 12, o
GLUUETEYOVTEG IOV EAaPav Oepameia e OLGTEKIVOL AT §HEAVICOY KAIVIKG ONUAVTIKES BEATIOCELC
oTNV Yopiloon Kot TNy oxeTiloUeVn Le TNV vyeia n01ér&mﬁg (ITivaxag 7).

‘O)ot o1 acbeveic TapakoiovdnONKaV ¢ TPog TV @ors%sou(nmémw uéypt ko 52 efdopddeg petd
TNV TPATN XOPNYNGCT] TOL VO LEAETN TOPAYOVT 1060070 TV acbevav pe fabuoroyio PGA
yopic (0) 1 pe ehdyom (1) véco v SBSOMQSO nrav 77,3%.

Anotekeopotikdmro (opiCetar wg PGA 04 mopampiifnke 61 omd v mpdTn emickeyn petd mv
évapén g perétng v efoopdda 4 KoLTp m0G00TO TV acfevdv mov méTvyav Pabporoyic PGA 0N 1
avé&ndnke Eog v efdopdda 16 kot gtovviyela Tapépeve oxetikd otabepd Emg v efdopdada 52.
O1 Bertidvoelg atnv PGA, PASI ko GDLQI drotnpninkav péypt mv efdoudda 52 (Iivaxag 7).

Hivoxog 7 XZbovoyn npwrséovn@xaz OEVTEPEVOVTIMWV KATOANKTIKOV GHUEIWY TNV gfdouddo. 12 ka1 tqv

gfdoudoa 52 N
Melrétn an&zarpm s Yopioons (CADMUS Jr.) (Huxkia 6-11 g1v)
o EBdopdda 12 Epdopasa 52
C'S\O ZovicTdpevn 660om ZuvicTdpevn 600om
Q OVOTEKIVOLUAUTT OVOTEKIVOLULAUTT
Q N (%) N (%)
Acfeveic momyevtdydnkov 44 41
PGA
EgiAo Xﬁ“ ()1 pe ehdyom 34 (77,3%) 31 (75,6%)
PGA~wpig (0) voso 17 (38,6%) 23 (56,1%)
|
( Oevelg pe avtoamokpion o o
O PASI 75 37 (84,1%) 36 (87,8%)
AocBeveig pe avtamoxkpion o 29 (70,7%)
PASI 90 28 (63,6%)
AocBeveic pe avtandkpion o 22 (53,7%)
PASI 100 15 (4,1%)
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CDLQFP

{Xcesvmg ue CDLQI >1omv (N=39) (N=36)
évapdn g perg
CDLQIO Y 1 24 (61,5%) 21 (58,3%)

a

déppatog ot oxetilopevn pe v vyeia modmrto (ong otov madtatpikd tAinbvuopd. H fadporoyioa CDLQIO N 1

CDLQI: O CDLQI &ivon éva deppatoroyikd epyareio yuo v a&tordynon g enidpaong evog TpoBAnLatog Tov !0
KOTAOEKVOEL TN U emidpacn oty TodtTa TG (Ong Tov Toudtov. \0

&
Noéocog tov Crohn 0
H acQaAE0 KoL 1) ATOTEAEGUATIKOTNTO, TG OVGTEKIVOVHAUANG AEIOAOYRONKOY OE TPELG  ~\
TUYOLOTTOMUEVES, OUTAG TUPAEC, EAEYYOUEVEG LE EIKOVIKO PAPUAKO, TOAVKEVTPIKES PLEAE EVNAIKEG

acOeveic pe petping £wg cofapd evepyn voco tov Crohn (Babuoloyia oto Agiktn Evepyetntog tng
Noocov tov Crohn [CDAI] > 220 kot < 450). To mpdypoppo KAVIKNAG avantoéng nspﬁ&a\/s dvo
peiéteg 8 efdopadmv evdoopréProg emaywyng (UNITI-1 kot UNITI-2), akoAovBon G amo o
neAét 44 efoopddmv vrodopiag Tuyoomompévng amdcvpong cvvtnpnong (IM-UNITI), mov
avimpocomevay 52 gfdouadsc Oepaneiog. Q}

O peréteg emaymyng mepiddpfovay 1409 (UNITI-1, n =769, UNITI-2 :(@O) acOeveic. To
TPMOTELOV KOTOANKTIKO onueio Kot yio TIC V0 UEAETEG EMAY®YNG TV Tbococré GUUUETEXOVTOV LIE
KAMvik| avtondkpion (opiotnke og peiwon g Pabporoyiog CDAI > {00 Babuovc) v efdopdda 6.
Agdopéva amoTeEAEGLOTIKOTNTAG CLAAEXOMKOV Ko avoAvOnKay Em eBdopdoa 8 kat y Tig 600
ueAétec. H toavtdypovn yoprynomn and oToUATOS KOPTIKOGTEPOE , VOGOPPLOULGTIKOV
TOPOYOVTIOV, OUIVOCSOAIKVAIK®OV KOl AVTIPLOTIKOV ETITPETOTAY. 75% 1oV acBevav cuvéyicay vo
Aappdvovv TovAdyiotov Eva omd avtd o pdppaka. Kot otigdbo pedétec, ol aobeveig
Toyaromomifnkav va AaBovy o epdmal evoopr£Bia xopRTeN Tg cuvicTdpevng drofadopuivng
(tiered) 600m¢ TV Tepimov 6 mg/kg (BA. Tapdypapo 4. ]"tt\'@ [IXII tov ABSIMKY 130 mg mokvo
LAV LA Y10, TOPACKELT] SIOAVUATOG TTPOG £YYXVOT)), m@a&spﬁ d6on 130 mg ovoteKvoLPAUTN 1)

EIKOVIKO Qdppaio tnv efdopdda 0. o
N
O1 aoBeveic ot perétn UNITI-1 eiyov omorl') elyav eppavicetl ducavetio og Tponyov eV

epameia pe avii-TNFo. Iepinov 48% tav agBevav eiyov amotdyet pe 1 mponyoduevn Bepomsio pe
avti-TNFo ko 52% eiyav amotdyet pe 2 r'mponyo{)usvsg Oepaneieg pe avit-TNFa. Ze avtiv
uerén, 29,1% tov acbevav eiyov owsn@m] OpYIKN avTomTOKPIoT (TPMOTELOVTMOC 1N
OVTOTOKPLVOLEVOL), 69,4% avTamokpiffKoy ardld éxacay v avtamdkpion (SeVTepeLOVIMG un
avtamokpvopevot) Kot 36,4% s{xa\@cows&ia ot Oepameiec pe avti-TNFa.

Ot acBeveic otn perétn UNITI-Qixow ATOTVYEL O€ TOVAGYIoTOV pia cvuPoatikn Oepamneia,
GUUTEPIAAUPBAVOUEVOY TOV KQPTIKOGTEPOEISMY 1| TOV AVOGOPPLOLIGTIKGY TopaydvVImV, Kol eite dev
elyov AdPet oto mapehbov -TNF-a (68,6%) €ite eiyav Lafet oto maperBov Bepaneia e avti-TNFa
0ALG dev améTuyo (31,3%).

g

Téc0o ot perém UNNT-1 660 ko ot perétn UNITI-2, 1o 060616 TV acOevidv mov eppdvile
KAWVIKT avTomoK KoL DPEST NTOV CTUOVTIKG LEYHADTEPO GTNV OUASA TNG OVGTEKIVOVUAUTNG
£VOVTL TOV E1KO eappaxov (Iivakoag 8). H khvikn avtamdkpion Kot 1 DQECT NTAV CTUOVTIKEG

Nnon amod mv“@oud&x 3 61tovg ac0eveic TOL AAUPAVOY OVGTEKIVOLLLAUTT KOl GUVEXLGOY VOl
BeAtidvovreit€wms v efdopdda 8. Xe autég TIc LEAETEG EMAYMYNG, 1] OTOTEAEGLLOTIKOTNTO T|TALY
VYNAOTEPN KOl dlatnpiOnKe TEPIoGOTEPO otV opdda g daPabuiocuévng (tiered) 66omg, oe

CUYKPIG LE TNV opdda ov EAafe tn 06on tov 130 mg, Kot cuvenmg 1 daPaduicpévn do6on eivar n
csuvmka)usvn evOoPAEPLa dOOM ETAYWYNG.

X
X
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Hivoxog 8:  Emaywyn klvikng avianokpiong kot dVepeons oty ueAétn UNITI-1 ko oty uerétn UNITI-2

(100 Badpoi), BSopdda 6

UNITI-1* UNITI-2**
Ewkoviko YovieTtoOpevn Ewkoviko YovietoOpevn
PaproKo ] PapproKo d6on )
N =247 O0VGTEKLVOV G, N=209 O0VGTEKLVOV G, X
) pm S
N =249 N=209"
KAk Y pgon, efdopdada 8 18 (7,3%) 52 (20,9%)" 41 (19,6%) 84 (40,2%)"
KAwvikr Avtandkpion 53 (21,5%) 84 (33,7%)P 60 (28,7%) 116 gSfS%)“

Khlvikn Avtamoxpion
(100 BaBuot), efdouada 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

1‘4,957 9%)
i

AN

Avtomokpion 70 Badpov, 67 (27,1%) | 101 (40,6%) | 66 (31,6%) 106 (50,7%)"
eBdopdda 3 O

Avtandkpion 70 Babpav, 75(30.4%) | 109 (43.8%)° | SI(38,8%) | 135 (64,6%)"
£Bdopéda 6 9)

H vk vpeon opileton og fadporoyio CDAI < 150. H khvikn avtordkpion opileton %\simcn ™G Padporoyiog
CDALI kotd tovAdyiotov 100 Babpovg 1 wg Tapovsio KAVIKNG HOeoNg

H avtandkpion 70 Babudv opiletar og peimon g fabuoroyiog CDAI kotd roukdxufl@ 70 Babpode

*  Amotvyia og avii-TNFa

**  Amotuyia otn ovpPoatikn Oepameio
¢ p<0,001

P p<o0,01

Y1 peiém ocvvrnpnong (IM-UNITI), a&ioroynonkav 38
100 BaBudv v efdopdda 8 tng enaymYNS LLE OVGTEKLYV
Ot aoBeveic TuyotomomOnkay va AdBovv vToddpia oy
KkéOe 8 efoopddeg, 90 mg ovotekivovudunn kKée 12

(Y10 T ovviotdpevn docoroyia cuvtypnong, PA.

EnUovTikd vynAOTEPO, T0G00TH achevmy du

Q

O
N
X

EVELG IOV TETVY OV KAVIKT AVTOTOKPION
umn otic peréreg UNITI-1 wor UNITI-2.
cuvtnpnong e 90 mg ovGTEKIVOL LA
OAOEG 1 EIKOVIKO QApPHOKO Yo 44 efdopdoeg
Gypapo 4.2).

ooV KAVIKT DQECT] KOl OVTOTOKPIOT OTIC OMOOES

7oV €AV OVGTEKIVOUUAUTY GE Gf)YKplGR‘E TNV OPLAS0 TOL EIKOVIKOD QOPLAKOL TNV gfoopdda 44

(BAéme [Tivaxa 9).

)

Hivaxac 9: Awatipnon e Kllvmﬁﬁo&mékpzong ko1 vpeong ot ueAétn IM-UNITI (efidoucda 44,

52 gfidouades omo rny@(pfn S O0ONS EXOYWYNS)
O

@) Ewoviko 90 mg 90 mg
0 PAPUOKO* | OVOTEKIVOUUE | OVOTEKLVOLNUG
pan Ka0e T kaOe
O
A 8 cpdopades | 12 epdopades
Y N =131 N = 128! N = 129"
Khvich Yoeon << 36% 53%:" 49%P
KAvue Aviamogdien 44% 59%° 58%°
Khavuen 'Y peonXopic Koptikootepoetdég 30% 47%" 43%"
KAwin 'Y(p,sqn\ o€ aocbeveic:
n;){ﬂ N v o€ DPECT KOTA TNV Evapén TG 46% (36/79) | 67% (52/78)" 56% (44/78)
0; €lag cuvTNPNONG
((?u glonynoov amd tn peré 44% (31/70) | 63% (45/72)" 57% (41/72)
JCRD3002¢
QQ‘ oV dev £xovv AdPel oto TapeBoV avti- 49% (25/51) | 65% (34/52) 57% (30/53)
TNFa
N
N 7ov gonyOnoav amd T peAé 26% (16/61) | 41% (23/56) 39% (22/57)
CRD30018
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H vk vopeon opiletar og fadporoyio CDAI < 150. H khvikn avtamdkpion opileton og peioon g fadporoyiog
CDAI katd tovddytotov 100 Bobpois 1 og mapovsio KAVIKNG Vpeong
*  H opdda tov eikovikod pappdkov meptidppave acbeveig ot omoiot epedvilav avTamdKpion 6TV OVGTEKIVOVUAUTN
Kot Toyotoromnkay va Adfovv eikovikd eaprako Kotd v Evapén g Oepanciag cuvtipnong.
T AocBeveic mov epedvioy kKhviky avranokpion 100 Babudv oty ovstekvovpdunn katé Ty Evapén mg Bepaneiog

cuvTiipnong
i Acbeveig mov anétuyav e ) ovpPotikn Oepaneio aALG Oyt pe T Ogpaneio pe avti-TNFa OA\‘
§ AocbBeveic mov gpeavifovv avlekticotnra/ducoveio otovg avti-TNFa N
© p<001 Ofu
P p<0,05
Y ovopaotucd onuavtiké (p < 0,05) 4

> perén IM-UNITI, 29 a6 tovg 129 acbeveic dev datnpnoay Ty avtardKpion ct?{v
OVLGTEKIVOLULAUT LE TN AqwT Bepomeiog kabe 12 efdopdadeg Kol EMTPATNKE M npocaﬁwﬁ ™m¢ 600M¢
mote va Adfovv ovotekvoupdunn kdbe 8 efdouddes. ATOAELN ovTOTOKPIoNG OPigTiKe MG,
Babporoyion CDAI pe Babpovg > 220 kot avénon > 100 Babudv amd v Babuoidyio CDAT katd thv
évapén. Xe avtovg toug acbeveic, KAvikn Voeon emtedybnke oe 41,4% tov o wv 16 gfdopddeg
UETA TNV TPOGAPUOYH TG dOOMG. (UA

Ot acBeveic Tov dev epEaviiay KAVIKT 0vTOTOKPIoT GTV EXAY®YN UE g@ramvov pépmn v
efdopdoda 8 tav peretdv enaywyng UNITI-1 kor UNITI-2 (476 ac0 gt(;) glonynooayv cto un
TUYOOTOMUEVO TUN O TG HeAETng cvvinpnong (IM-UNITI) kot EXeBov e vrodopia éveorn 90 mg
OVGTEKIVOVULAUTNG GE GVTO TO YPOovIKd onueio. Oktd efdouddes otepa, 50,5% tov achevav
TETVY OV KAVIKT aVTOTOKPLoT| Kol GUVEYIGOY Vo AouBavouv Tdpon cuvtnpnong kde 8 efdoudadec —
amd avtovg Tovg acbeveic Tov cuvéyicay ™ d0on cuVTHPNG(E, N TAEOYNPia dthpnoav v
avtamokpion (68,1%) kot métuxe Voo (50,2%) v eBSqiida 44, 6€ TOGOGTA TOL HTAV TAPOUOLK [E
Tovg acfeveic Tov avtamokpifnKay apyKd otV anow(o@&ﬁg OVGTEKIVOLLLALTT).

Am6 toug 131 acBeveic mov avtamoxpifnkay otnv \%{;)yﬁ LLE OVOTEKIVOVLLAUTN, KO TTOV
TUYOOTOMONKAY GTIV OUASH TOV EIKOVIKOD QOPUEKOL otV Evapén Tng HeAETNG cuvtnpnong, S1
£xacav oTn GLVEXELD TV avTomokpion kot EAIBBV 90 mg ovstekvovpdunn vodoping ke

8 efoopdoeg. H mietoynopia tov aclevov noﬁ)(acav ™V ovTomokplon kot Eavaexivnoay 1o
OVGTEKIVOLULAUTT TO EKOVOY AVTO EVTOG ZQ\BSOH(&S@V amd TV £yyvon enaymyNg. ATd avTovg TOVG
51 aoBeveic, 70,6% méETuy oV KAVIKT av@éprn kot 39,2% mwéTvyav KAvikn Degon 16 efdouddeg
LETA TN MY TNG TPATNG VITOSOPLUG @ng NG OVGTEKIVOV LAUTNG.

¥ perém IM-UNITI, ot ac@svs@zov OAOKAN PGV TN UEAETN £m¢ TNV gBdopdda 44 Tav
KATAAANAOL Y10 VO GUVEYXIGOLV r%spomsia o€ uio peAétn enékraong. Meto&d tov 567 acBevov mov
elonNABav kot Edafav Bepametale OVGTEKIVOVUAUTY OT HEAETT) EMEKTAGNG, 1] KAVIKT] DPEGT KL 1)
OVTOTOKPIOT] YEVIKA 81(11%%1((1\/ £wc TV efdoudda 252 1660 atovg acbeveic mov giyov amotOyEL pe
Oepaneiec -TNF 600 Kange gkeivoug oL glyav amotOyEL pe cupPotikég Oepoameies.

LS

EUOTO ACPAAELOG O OVTH TN LEAETN emékTaong Le Oepameio S1aprelag Emg 5
000 tov Crohn.

Agv gvtomionkayv
€t og acbeveic &

Evéomco’myo?o
H evdook N elkova TOL PAevvoyovov agloloynonke o pio vtopehétn og 252 acbeveig mov giyav
KOTAAANA EVOOGKOTIKTY EVEPYOTNTA TNG VOGOU otV £vapén. To Tpmtedov KaTaAnKTIKO oneio nTay
N HET 1N, o€ oxéon pe mv évapén, omnv Amhonompévn Babporoyio Evéookomkng Bapotnrog
No s&ryla 1 voco Tov Crohn (SES-CD), o covletn fabuoroyio e 5 gileo-KoAMKE TUqHOTO, TOV
nmeQWlappdavel v Topovcio/to pEyebog EAK®Y, TO TOGOGTO PAEVVOYOVIKNG EMPAVELNG TOL KAADTTETOL
€A1, T0 T0G0GTO PAEVVOYOVIKNG EMPEVELOG TTOV TPOSPArAeTan amd dAleg PAGPeg Kot TV
povcia/tov TOTo otévoong/otevopdtov. Ty efdopdda 8, petd amd po epdmas 66on emaymyNc, M
petafoin g Pabuoroyiag SES-CD frav peyodvtepn atny opdda tng ovatekvovpduang (n = 155,
péon petaforn = -2,8) and 0,11 STV OUAdN TOV €1KoVIKOD Qapudkov (n =97, uéon petaporn =-0,7,
p=0,012).
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Avtamokpion copryyiowv

Y o vroopdda aofevav e TopoyxeTevopeva cupiyya oty Evapén (8,8%, n = 26), 12/15 (80%) and
Tovg acBeveic Tov AAUPovay OVGTEKIVOVUAUTT] TETVYOV OVTATOKPLOT TMV GUPLYYIOV 6 SLOGTNH

44 gpdopadav (opiotnke wg = 50% peiowon Tov apBpoy TV TAPOYETEVOHEV®Y GLPLYYiLY, o8 GYEon
pe v évapén g peAéng emaymyng), Evavtt 5/11 (45,5%) and toug acbeveic mov Adpfavay eiKoviko )
QAPLLOKO. OA\‘

ToiotnTa {wne mov oyetiletol ue v vyeio. @
H mow6tnta (Mg mov oyetiletan pe v vyeia a&lodoynonke pe 1o Epotnuotoloyio yio 0
DAreypovmdn Noco tov Evtépov (IBDQ) kot to epotnuatordyto SF-36. Tnyv efdoudda 8, Oeveig
OV AQUPOVOY OVGTEKIVOV UG TAPOVGIOCHY GTATICTIKOC CTIUOVTIKO LEYOADTEPES KO (N0}
ONUAVTIKEG PEATIOGELS TG GLVOAKNG Baboroyiag IBDQ kot tng Zvvomtikig Ba@u;@fmg ™mg
Yoyumc Zovictocag tov SF-36 1600 ot perétn UNITI-1 660 kot otn peiétn UNI , KOs Kot
o™ Zuvorntikr] Babuoloyia g Zopatikng Luvietdoag tov SF-36 otn pelém UT@}I-Z, o€ GVYKPION
LLE TO EIKOVIKO Qappako. Ot BEATIOGES anTEG YeviKd dtatnphifnkay kKadldTepa 63V 0cOeveic ToL
MapPavav ovotektvoopaunn ot perétn IM-UNITI éwc v efdopdda 44, oe GOyKpion e TO £1KOVIKO
pappaxo. H Bedtioon otnv notdtnto {ong mov oyetiCetar pe v vyeio yevird dratnpnonke ot
SLaPKELD TNG EMEKTAOTG MG TNV gfdouado 252. ZD

EAxddng koMtida &

H aoc@dieia kot 1 amoTEAECUATIKOTNTA TG OVGTEKIVOLLLAUTNG a§~ MOnKov og 000
TUYOLOTOIMNUEVEC, SUTAA TVPAEG, EAEYYOLEVEG LE ELKOVIKO QOPLLOL OAVKEVTPIKEC LEAETEG OE EVIMKEG
acOeveic pe petping £mg cofapd evepyn eEAkmon koAitida (B Qoyia Mayo 6 émg 12, empuépovg
BobBporoyia evéookomnons = 2). To mpdypappo KAVIKNG avér%ng mepleAdpfove pio perétn
eEMay®YNG He evOopAEPia Bepameio (avapépeTon g UNIFF Lapkelog mg 16 efoopadmv,

axolovBobdpevn and pia d1aprelag 44 BOOUAd®Y TUYOLOTOINUEVT LEAETT] VTTOSOPIMS YOPTYOVUEVIG
Oepamneiog cuvtnPNoNG LUE OmOcLPOT| (AVAPEPETAL MG
52 gPdouddec Oepameiog. O

©
Ta anoteAéopata yio v anors)»scuarucétmé@n nmapovctdiovrot yio Tig peréteg UNIFI-I ko
UNIFI-M Bociotkay 6€ KEVIPIKY aétokc’wn@rmv EVOOGKOTNGEMV.

FI-M), avtitpocmnehovtag TOVAGyIeTOV

2t peién UNIFI-I ov unsptkﬁ(pemcow%l acBeveic. To Tp@TEVOV KATOANKTIKO GMUETID Y10 TN UEAETT
EMAYOYNG NTAV TO TOGOGTO TV SLMLETBYOVIOV 6€ KAMVIKT Dpeon Ty efdopdda 8. Ot acheveig
TuyotomomOnkay oe epamas evooPXEPia yoprynon gite g cuvictdpevng dafaduiocpuévne d6omg Tov
6 mg/kg nepimov (Préne [ivaka Ktopdaypago 4.2), eite piog otabeprg 60ons 130 mg
OVLOTEKIVOVULAUTNG 1) EKOVIKOV Pelppakov tnv Bdopndda 0.

Emtpendtav n rowréxpovn\gwn 300E®mV 0O GTOUATOC KOPTIKOGTEPOEWOMV, AVOGOPPLOUGTIKAV Kot
AUIVOGOMKLAKOV Kot 1@ 90% TV asbevdv cuvéyicay va AapBavouy TOLAGYLGTOV €va 0l aVTd To
oapuaka. Ot acegvg@ov gvtayOnkav Empene va giyov amotvyio oe copPartikn Oepaneia
(KOPTIKOGTEPOELON AVOGOPPLOUIGTIKOL TOPAYOVTEG) T O TOVAGYIGTOV £vay BLOAOYIKO TopayovTa
(évav avtayoviotf xov TNFa kavm Bedorlovpaunn). To 49% twv acBevav giyav amotuyia o
ovpPatikn Oepdreia, aild Oyt o€ Proroykd mopdyovto (€K TV omoimv 0 94% dev eiyov AdPet
Oepomeio pe I@koyucé mapdyovta 6to Toperdov). To 51% twov acbevav glyav eupavicel amotuyio )
dvoaveéi av Proroywd mapdayovta. [epimov to 50% v acbevav glyav amotvyia og
ToVAGYeTOV 1 mponyovuevn Bepoaneia pe avti-TNFa (e tov onolwv to 48% Ntav acbeveic mov dev
avTOTEKPIOnKay oty Tpd™ Bepanein) kot to 17% eiyav amotvyio og TovAdyiotov 1 Oepameio e
owr&@N Fa ko BedoMlovpaumn.

omEi0G LE OVOTEKIVOLUAUT OE GUYKPLION UE EIKOVIKO @dpuaxo tnv efdopdda 8 (ITivaxag 10). Hon
& amo v EPdopdda 2, nv TpdTn TPOYPUUUATIGUEVT] ETICKEYN GTN LEAETY), Kot o€ KAOE emickeyn o1
GUVEYKELX, VA LEYOADTEPO TOGOGTO acbevdv mov Ehafav ovotektvovpdumn dev elyav aipoppayio omd
70 0p00d M TETLYAV PLGLOAOYIKT GLYVOTNTA KEVDGEMV GE GUYKPIoT| UE Tovg acbeveic mov Ehapav
EIKOVIKO PAPUOKO. ZMUOVTIKEG OlapopEG otV pepikn fabuoroyio Mayo Kol 6T CUUTTOUOTIKA
VOECT] LETAED OVGTEKIVOLUAUTT KOt EIKOVIKOD (UPUAKOL apotnpOniay oM amd v ERdoundda 2.

0@2 peAétn UNIFI-I éva onpavtucd peyodldtepo mocootd achevdv ntov g KAviK) Heeon oty opddan
p
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H amotelecuarikotnta oy vynAdtepn otnv opudda g dafaduiocuévne d6ong (6 mg/kg) oe
oLYKPLON PE TNV opdda TG doong tv 130 mg og emAeyUéva KOTAANKTIKG ONUEIN KO, O EK TOVTOV,
1 dwfobucpévn d6om ivar 11 CLVIGTOUEVT EVOOPAEPLL OOGT ETAYMYNG. ~0

Hivaxag 10: Zovoyn twv kbpiwv exfaocwv ¢ amoteleauatikotnrog oty ueiétn UNIFI-1 (Eﬂéo,uo'cém

Ewkoviko TovieTOpEv) 568Y
¢appoxo ™S
N=319 OVGTEKLVOV et
N-33
Kiwvin Y peon* 5% “Zg‘%“
e (x,cs?svsg MOV AMETVXAV HE ovpPatikn Oepameio 9% (15/158) 1@29 /156)"
OoAAG Oyt pe Proloyikd Tapdyovia A
Ye acheveic mov anétuyov pe Broloyikn Oepomeia® 1% (2/161) (3% (21/166)°
Ye aoBeveic mov anéruyov kot pe TNF won pe o = o v
BedoMCovpdym 0% (0/47) q> 10% (6/58)
KAvikry Avtomdkpion® 31% =\ 62%"
’ . , 7 ‘-U
pX ag(?svag MOV METUYAV e ocuppatikn Oepaneio 35% (56 /1‘@) 67% (104/156)"
aAAG Oy1 pe ProAoyikd TapdyovTa ¢
Ye acheveic mov anétuyav pe Broloyikn Ogpomeia® 27%{@1’(‘)1) 57% (95/166)
: . N
pX ] acsesvag'nov amétuyov Kat pe TNF kot pe 289513/47) 52% (30/58)"
BedoMlovpaumn ~
Bigvvoyovikn Exoviwon’ Ol 14% 27%"
Ye aoBeveic mov anéruyov pe copPatikn Bepaneio #1% (33/158) 33% (52/156)
OAAG Oyt e Broloyikd Tapdyovia
Ye acfeveic mov amétuyav Le Broloyuch Bepameio, D 7% (11/161) 21% (35/166)P
Tvuntopatiky Y eeont - 23% 45%P
Zuv§ua0uwn Sopntopotikn Y peon kot Bievy 1K1 89, 219%P
Enovloont A

£ , . . N4 . Yy . ,
Adom €yyuong TG OVGTEKIVOLUAUTNG xpnctuono@wg 70 BOCIGUEVO GTO COUATIKO BAPOS SOGOAOYIKO GO TOV

avaeépetar otov [ivoxo. 1.

* Qg khvikn Veeon opileton 1 fabporoyia May%! Babpovs, yopig kapio enpépovg Babuoroyio > 1.

§ Q¢ Khvikn avtamdkpion opiletan 1 peio oyéon pe v évapén g peréng, ot PBabuoroyio Mayo katd >30%

kot >3 Bobuode, eite pe peimon, oe oxdghle v Evapén g peAéng, oty emépovg Pabuoloyio yio v aipoppayio

and 1o 0ph6 > 1 gite pe empépong Ba(@ oyia ywo v opoppayio awd to 0ph6 0 1 1.

"Evag avtaywviotg tov TNFa Kal/@éioh@onudpnn.

Q¢ Prevvoyovikn emovAwmon opil empépovg Padporoyic Mayo yuo tnv evéookonnon 0 1 1.

i Q¢ svpmtopatikn Veeomn opl s@t empépovg Pabuoroyia Mayo yia ) cvyvotnta kevioemv 0 1 1 ko empépovg

Babporoyio yio TV ouuop@ and 1o 0pho 0.

+ Qg cvvdvoopév CUUTTEUOTIKY VpeoT Kot PAEVvoyovikn emovAmon opiletor empépovg Pabuoroyia yio t cuyvoTta
kevooeov 01 1, amgég Babporoyia yio v aupopparyio amd to opho 0 kot empépovg Pabporoyia yio v
gvdookomnon 01 1~.\

¢ <0,001 (@)

p Ovopootikd c@tm’] (p <0,001)

Y Ovopoaotucd ofuovtiky (p < 0,05)
X1 peké IFI-M a&loroynniay 523 acBeveic o1 omoiotl TETVYOV KAWVIKT OVTOTOKPLOT UE EPATOE
IV yopmon ovotekvovpdumn ot peAétn UNIFI-I. Ot aoBeveic Tuyatomombnkay yio va Adfovv
V0o ¢ yopnyovLEeVo oyfua cuvTipnong Ue ite 90 mg ovotekivovudunng kabe 8 efdoudoes, site
90 mg ovotektvovpdumng kKabe 12 gfdopddec | eikovikd eappoko yio 44 efdouddeg (Yo

OTMOUEVT 00G0A0Yio cuvThpnoNg avatpééte oty mapdypapo 4.2 g [IXIT tov ABSIMKY
OQ'scnuo SLIAV O GE TTPOYEULGUEVT] GUPLYYQ.).

& ZNUOVTIKG LeYOADTEPO TOGOOTA AcHEVMY NTaV 08 KAVIKT DPEST Kot 6T1g 000 ouddeg Oepaneiog pe
OVGTEKIVOVUAUTY GE GUYKPLOT| LE TNV OUAS0 TOV EIKOVIKOD Qapudiov tnv efdopndada 44 (BA.
[Mivaxa 11).

ivoxog 11: Zovoyn twv kdprov uétpav arxoteleouanixomyags oy puelétn UNIFI-M (gfidouddo 44,
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52 gfoouadeg amo v évopln s 00oNS ETOYWYNG)

gvvoyovikfy Emovloon*

NaN

Ewkoviké 90 mg 90 mg
PappaKo * OVGTEKIVOULG | OVGTEKIVOUNE
N=175 pmn kG0e pmn kGO
8 spdopadec | 12 epdondadec 40
N=176 N=172 A
Kvier Y pson** 24% 44% 38%P N7
e aoBeveig mov améTuyav Ue GLUPATIKN @
Bepaneio aALG Oyt pe ProAoyikd 31% (27/87) 48% (41/85)° | 49% SOQOD 8
TOPAyoVTa. ~
Y& acBeveig mov amétuyov pe froloyikn 17% (15/28 40% (36/91) YA 16/70)
Oepomeio’ 7% (15/88) 0 ( ) 0 (16/70)
e aoBeveig mov amétuyav Kot pe TNF o o c N o c
Ko e edoMCovua 15% (4/27) 33% (7/2 I)AO\ 23% (5/22)
Awipnon ¢ Kiwikng Avtamoxpiong £mg o 0 o o/ a
v fdoudda 44° 45% 1% %(> 68%
Xe acbeveig mov amétuyav e copPotikn AN
Oepameio oALG OyL pe ProAoyiKo 51% (44/87) 7836@6/85) T 77% (78/102)Y
Topdyovta C
Xe acBeveic mov amétvuyav e PLOAOYIKN o 4 %\;‘ v o 5
Oepareiod 39% (34/88) \\ % (59/91) 56% (39/70)
e aoBeveig mov amétvuyav kot pe TNF o O o . o .
o 1e BedomCovpdum 41% (1 1/21& 67% (14/21) 50% (11/22)
Blevvoyoviki] Etovlwon’ 29%\& 51%¢ 44%P
Awtipnon g KAwvikng Y eeong éog v o o o v
eBdopada 44° 38? /45) 58% (22/38) 65% (26/40)
Klvikf Yoeon "Xwpic Koprikootepoetdn® _53% 42% 38%°P
Awapkng Y geon' ‘\9 35% 57%" 48%°
Tountopotiky Y eeont U 45% 68%7 62%°
ZuvOvacpEVT ZOUTTOUATIKY Y QECT Kot ‘c,u 28% 489 41%°

kk

§

o

€

BA

’ A B -
Metd v avtanokpion og IV ovostekivoup n?{'.

Q¢ Khvikn| avtandkpion opileton 1 pe

; o€ oyéomn pe v Evapén g perémg, ot Paburoioyio Mayo katd > 30%

Qg vk veeomn opileton Ba@uokoyi(;l\g%f 2 Babpode, yopig kapio empépovg Babporoyio > 1.

kot > 3 Babpovg, eite pe peioon, oe

awoppayio amd to ophd > 1 gite L uépovg Pabporoyio yio v apoppayio and to 0ph6 01 1.
"Evag avtayovietig tov TNFa Ka@[ﬁsﬁoh@ov Hapm.
Qg Brevvoyovikh emovAwon opiCetat enpépoug Babporoyio Mayo yia v evdookommon 0 1 1.

pe Vv €vapén g HEAETNG, otV emépoug Paduporoyio yio Tnv

H dwtrpnon g kA pdeons Emg v ERdopdada 44 opiletar g ot acheveic mov eivar og khvikn Dpeon Emg v

EBdopdda 44 peta&d to
H vk dpeon xcgp'
KOPTIKOGTEPOELON T
Qc dwpkng Hoe

EBdopada 44 §

Booudda 44

Q¢ ovuntuott
Bobporo ’éla v opoppoyio amd o 0pho 0.
Q¢ ov

omnon 01 1.
01

&y,

<0,05

p
QQ Ovopaotikd onpovtikn (p < 0,001)

®0

Ovopaotikd onpavrikn (p < 0,05)
Mn 6T0TIoTIKA oNULaVTIKO

acBevdv mov eivar og KAvikn Depeon oty évapén g Beponeiog cuvtnpnong.
pTiKooTtePoedn opiletol mg o1 aobeveig mov givar g KAMvIKN Veeon ympig vo Aapupdavovv

iletan 1 pepkn vVpeon katd Mayo ce > 80% TOL GUVOLOL TOV EMCKEYEDV TPV OTO TNV
pepikn vpeon Kotd Mayo otnv tekevtaia eniokeyn (ERSopdada 44).
M Vpeon opiletan empépovs Pabporoyio Mayo yio t cvyvotta kevaoemv 0 M 1 kot empépovg

UEVT] GOUTTOUOTIKY VOEST Kat fAevvoyovikh emovimon opiletar enpépouvg Babporoyio yia T cuyvoTTa
kevogeny 0 N 1, empépoug Pabuporoyia yio v apoppayio amd 10 0pho 0 kon empépovs Padporoyio yio tnv
35,0

H evepyetikn enidpacm TG OLGTEKIVOVUAUTNG GTNV KAVIKT OVTATOKPLoN, TNV BAEVVOYOVIKN
EMOVAMGT KOl TNV KAWVIKY DQeon Tapotnpionke katd ) Bepaneio emaymyng ko ) Bepaneio
ouvTpnoNg 1060 og acbeveic ol omoiot lyav amoTvyEL pe cupPotikn Oepameio oALE OxL L ProAoykod
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mopdyovta, 060 KOl 08 EKEIVOVG TTOV glyov amoTOYEL e P TOLVAdYIGTOV TTponyoUuevn Bepameia e
avtayoviot] Tov TNFa, coureptlapfavoiévey Kot Tmv TpoTendvImg U avionokploévioy actevaoy

o¢ Oepamneia pe avrayovior tov TNFa. Evepyetikn enidpacn topatnpndnke eniong katd t Oepomeio
emaywyng o€ acbeveig mov eiyov anotdyet pe TovAdyiotov pia mponyovuevn Bepancia pe aviayovioT
tov TNFa kot fedoMlovpdunn, ®ctd60 0 aptBpidc TV achEVOV GE QUTH TNV VITOOUASA TTOV TOAD )
pKpog yo va eEayBovv opioTIKG GUUTEPAGATO GYETIKG LLE TNV EVEPYETIKN EMIOPACT OE QLT TNV OA\‘
ouado Kotd T Bepaneio cuvTipnoNG. N

&
AvramorpiOévres oe Oeporeia eraywyng we Ovarexivovucury v Efdoudda 16 0
Y1ovc aoBeveig mov EAaPav OVGTEKIVOLUAUTT Kol OEV ELPAVIGAV OVTOTOKPIOT TNV EPOOUO ™mg
peAétng UNIFI-1, yopnynOnke ovotekivoopdunn oty 066on t@v 90 mg SC v gfdopndd 6% twv
acBevav). ATo avtovg Tovg acbeveic, To 9% ekeivav Tov giyav apyikd TuyoomomOei ’QT
CULVIGTAOUEVN dOOT ETOYWOYNG TETVYAV KAVIKT DPEST KOl TO 58% TETLY OV KAWVIKY avTBITOKpIoN TNV
EBdopdda 16. 0\

Y
O1 aoBeveic Tov dev TETVLY AV KAVIKT avTamOKplon Kotd tn Ospaneio snaﬁ{myﬁ@ OVGTEKIVOLUAUTN
v gfoopddo 8 Tng perétng UNIFI-I oAAG eppdvicay avtomdkpion v efaduada 16 (157 acbeveic),
evidyOnkov 6to un Toyoomotnuévo pépog e nerétng UNIFI-M kai oyyédasov va Aapupdvovy 66om
cuvtnpnong kabe 8 efdouddes. Meta&d Tmv acbevav avtav, N n?»aow& (62%) dathpnoov v

avtanoxpion kot 1o 30% métuyav Deeon v efdopdada 44. O
N
Melérn Enéxroong Q

Ytnv UNIFL ot acBevei mov olokAnpmacay tnv LEAETN €mG r@ doudda 44, itav emAiegot yuo
cvvéyon g Oepaneiog oe pio perétn emékroong. Metald 1@y 400 acbevav mov eilonAbav ko Erafav
Oepaneio pe ovotekvovpaunn kabe 12 1 8 efdopddeg ot mkém EMEKTAONG, T CUUTTOUATIKT DPESN
vevika dwatnprOnke £oc v fdopdda 200 yia Tovg ao@%ig 7oV giyov amothyel e GVUPATIKY
Oepamneia (aALd Oyt pe Proloywkn Bepameiot) Kot yio sn«&vovg mov anétuyav pe Prodoyikn Bepamneia,
GUUTEPTAAUPAVOUEV®VY KOl EKEVOV TTOV OTETVY OV @o pe avtt-TNF 600 kot pe fedoAlovpdumn.
Metoé Tov acbevav mov Edafav 4 ypovia, Oepagieiag e oveTEKIVOLUAUTY Kot a&loloynOnkay
XPNOWOTOIMVTAG TNV TAN PN Pabuoioyio qu@w efdopada suvtrpnong 200, to 74,2% (69/93) ko
70 68,3% (41/60) dathpnoav v B)uswoyovﬁbl EMOVAMOT] KO TNV KAWIKT DPEGT, AVTIGTOLYO.

H avéivon acedieiac, n onoia mepiélofis 457 acbeveic (1.289,9 avBpwmoétn) ot omoiot
nopakorovOnOnKay yio £og kot 220.efJopddeg kotédeiEe Tpoik acpdieiog petald tov
efdopddmv 44 kar 220 mov firav cufkpictpo pe ekeivo mov Tapatnpnonke o v efdopddo 44.

Agv gvtomtiomnkav véa Bépata a@dkatag o€ VTN TN pelétn enéktaong e Oepameia d1apKeLag Emg
2 €1 o€ aoBeveig pe 87»1(0’)5837&115(1.

Evdooromikn Ouotomoingn

Q¢ evO0OKOTIKT opgl@oincm oplotnke mg empépovg faduoroyio evdookonnong Mayo 0 kot
mopatnpHonKe ﬁ&]@o’ v efdopdda 8 otn perétn UNIFI-I. Tnv efoopdda 44 tng peiétng UNIFI-M
oty eneteLyON 6€924% Ko 29% twv acBevav mov hafav Bepaneia pe ovotekvovpdunn kabe 12 1
8 efoo ud&agz avElsTOoY O, GE GVUYKpLoT e To 18% TV acBevdv otV opdda TOV EIKOVIKOD PapLLiKov.

H 1otolejtxn eroviwon (opldpevn mg dtonon ovdetepopiimv o < 5% TmV KpuITAV, PN
KOTOG N TOV KPUTTOV Kl 0Tovcio SloPphoemV, eEEAKDoE®MVY 1 KOKKIDO0LG 16TOV) 0&l0A0ynOnKe
mv a&ﬁoud&x 8 ¢ nerétng UNIFI-I kot tnv EBdopdda 44 g perétng UNIFI-M. Tnv efdoudoda 8,
u:?omé eamaé evOoQAEPLa 000N EMaymYNG, CNUAVTIKA UEYOADTEPO TOGOGTA 0c0EVOY GTNV opdda
GULVIGTAOUEVNG 000G TTETVY AV 1GTOAOYIKT emovAmaon (36%) o€ cUyKpion Ue Toug acbeveic oty
Ogtd&x TOV EIKOVIKOV @apudicov (22%). Trv ERSopdda 44 mapatnprinke diotpron avtig g
& EMIOPAONG LLE OMUOVTIKG TEPIETOTEPOVS 0GHEVEIC |LE IGTOAOYIKT ETOVAMGT GTIG OUAOES XOPYNONG TNG

0VOTEKIVOLLAUTNG KGOE 12 eBdouddeg (54%) kot kabe 8 efdouddes (59%), oe cOYKPION UE TO
ewoviko edapuaio (33%).

Iotoloyix @7 lotoloyikn-Evdookomixy BAevvoyovikn Exodiwon
<

"Eva cuvduaeTtikd KaToAnKTiKO onueio 16TOAOYIKNG-EVOOGKOTIKNG PAEVVOYOVIKNG ETOVAMGNGC, TOV

48



opiotnke ®¢ PAEVVOYOVIKN ETOVAMGT] KAl IGTOAOYIKN ETOVAMGT], a&toA0yOnKe TNV efdondda 8 ot
perétn UNIFI-I kou tnv gfdopdda 44 g perétng UNIFI-M. Ot acBeveig mov Erafayv

OVGTEKIVOVLLAUTN GTT] GUVIGTMOUEVT] dOOT ELPAVIGOV OTLOVTIKEG PEATIOCEL TOV KOTOANKTIKOV

oNUEIOV 10TOAOYIKNG-EVOOGKOTIKNG PAEVVOYOVIKIC ETOVA®ONG TNV €Bdoada 8 otV opdoa TG .
ovotekvoupaunng (18%) oe cOykpion pe v opdda Tov gikovikov eappdkov (9%). Tnv efdopdoda 4 )
mopoTNPNONKE S10THPNOT CLTAG TNG EMIOPACNS LLE CNUOVTIKE TEPIOTOTEPOVG AGHEVEIC e 10r0k0yu<6
EVOOCKOTIKT PAEVVOYOVIKT] ETOVAMOT] GTIG OUAOEG XOPNYNONG TN OVCTEKIVOLHAUTNG KAOE

12 gBdouadec (39%) kot kibe 8 gfdouadec (46%), 6€ GVYKPLOT LE TO EIKOVIKO QAPUAKO (24%)0@

Zyeti{Ouevn ue v vyeio mo1otnTo. (NS 3
H oyenilopevn pe mv vyeio mowdmta {ong aoloynonke pe to Epotnuatoidyto yio LOVMOT
Noéoco tov Evtépov (IBDQ) kot ta epmtnuatordye SF-36 kot EuroQoL-5D (EQ-SD)&

Tnv efoopada 8 e perétng UNIFI-I, o1 acOeveig mov éAafav ovatektvovudpmn IVIGOV
ONUAVTIKG peyaddTepn Kot KAVIKE onpovTiky Bedtioon ot cuvoiik Pabpoioyde Tov IBDQ, 6to
EQ-5D «ot ot VAS tov EQ-5D, ot Xvvontikn BaBupotoyia tng Poywng Xuagtdoag tov SF-36 kot
ot Zvvorntik Babporoyia mg Zwpatikig Zvvictdcog tov SF-36, oe c0yKdIon pe TO £1KOVIKO
Qapuako. Avtég ol Bedtidoelg datnpnOnkav otovg acbeveig mov Eaaf aneio e
ovotekivoupaunn ot perétn UNIFI-M émg v efdondda 44. H Bertiosn oty oxetilOpevn pue myv
vyeia worotnta {mng o0mws avt petprdnke and to IBDQ ot to SF—é/Bvu«i Swatnpnonke Katd v
duapketla g eméktoong £og v gfdoudda 200. é\

Ot acBeveic mov EAaPav OVGTEKIVOLUAUTN ELPAVIGOV CTLLOV TEPLOCOTEPES PEATIOOELS TG
TOPAYOYIKOTNTOG 0TIV Epyacia, Omwg agloloynOnke omd TIgREYOADTEPEG HELDGELG GT GUVOALKT
UELMOT] TNG TOPOYDYIKOTNTG OTIV EPYNCi0 KOl 0TI LEIMGT\TOV dpacTNPloTHTOV BAGEL TOV
gpotuatoroyiov WPAI-GH, og 6uykpion pe tovg acs@?g oV £AaPav EIKOVIKO QApLOKO.

Noonleies ko oyeti{Oueves e v eAkaron KOMU&O(G/C ) XELPOVPYIKES EMEUPAOEIS

"Ewg v efdopdda 8 g perétng UNIFI-I, ta no@crd TOV GUUUETEXOVI®V UE OYETILOUEVEG IUE TNV
UC voonheieg frav onpoviikd yopnAdtepa YIIPUG GUUHETEXOVTEG GTNV OpAdL TNG
OVLGTEKIVOVLAUTNG YOPTYOVLEVOL GTN GDVLG’IQJ}IW] 800 (1,6%, 5/322) ce cOykplon Ue TOVG
GULUETEYOVTEG GTIV OULASAL TOV E1KOVIKOD QUppLdKov (4,4%, 14/319) kat kavévag amd Tog
GUUUETEYOVTEG OV EAUPOV OVGTEKIVOL @um GT1 CLVIGTAOUEVT dOCT EMAYWOYNG OV VIEPANOT o€
oyetilopuevn pe v UC Xapovpyudp@xﬁacn ovykptrika pe 1o 0,6% (2/319) twv cvppeteydvimv
OTNV OUAOA TOV EIKOVIKOD GuppdkaDy

"Ewg v efdopdda 44 g us%ér@ UNIFI-M, mopatnpndnke onpoavticd xoapniotepog aptipog
oyetilopevov pe UC vOGNAEIRY GTOVS GUUUETEYOVTESG OTIG OLAOES TNG OVGTEKIVOVLLAUTNG
ouvovooTikd (2,0%, 7/3480\ GUYKPLON UE TOVG GLUUETEXOVTIEG GTNV OLAA0 TOV EIKOVIKOD PUPUAKOV
(5,7%, 10/175). AplOunmicd uikpdtepog aptOpdc GUUUETEXOVTOV GTNV OUAOM TG OVGTEKIVOVLAUTNG
(0,6%, 2/348) vnsB?m‘Ql) o€ oyetilopevn pe v UC yepovpyikn enéuPocr o€ GOYKPIoT| LE TOVG
GUUUETEYOVTEG oYY G0 Tov KoViKov papudrov (1,7%, 3/175) éwg v efdoudda 44.

Avocovovmérn@
Kotd ™ d16piBia g Oepomeiog e ovoTEKVOLHAUT EVOEXETOAL VO AVOTTVYOOVY OVTIGAUOTO EVAVTL
UEUTNG KO TO TEPIOTOTEPX Eival EE0VOETEPOTIKA. O GYMNUATIOUOS GvTL-
UAUTT OVTICOUATOV oYeTI(ETOL TOGO e avENUEVT KABOPOoN OGO KOl UE LELMUEV
ATIKOTNTO TG OLOTEKIVOVUAUTNG, e€atpovuévay Tav aclevav pe vdso tov Crohn 1
EAKDQT KOAITION GTOVG 0TOioVG deV TOPATNPNONKE LEIWON GTNV ATOTEAECUATIKOTNTO. AEV LITAPYEL
TPQPUVIG CLOYETION UETAED TNG TTOPOVGIOG AVTI-OVCTEKIVOVHAUTT AVTICOUATOV Kot TNG ELGAVIONG
S Wpaoemv 61N B€om g Eveong,.

& [Moudrotpikdg TANBVoUOC
O Evponaikoc Opyaviopuog oapudkmv £xel SOGEL avaPorn amd TNV VTOYPEWST VITOPOANG TV
OTOTEAECUATOV TOV LELETOV LE OVGTEKIVOVUAUTN GE Pia 1] TEPICCOTEPES VTOKOTNYOPIES TOV
oo TPIKOD TANBLG LoD Yo T vOso Tov Crohn kot eEAk®moT koAitida (PAEre Tapdypago 4.2 yia
TANPOPOPIES GYETIKA UE TNV TOLSLOTPIKT YPNoN).
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52 @oappokoKiviTIKES WOLOTNTES

Amoppoonon .
O d1apecog pOVOG Yo TNV EMITEVEN NG LEYIOTNG CLYKEVTPWONG GTOV 0PO (tmax) NTOV 8,5 NUEPEC LETO )
v gpanad vrodopla yopnynon 90 mg o vy dropa. Ot SIAUESES TILES tmax TNG oucsrsmvovpdwmb%\‘
Emelto amo o epamas vTodopla yopnynon ite 45 mg eite 90 mg oe acbeveig pe yopioon oy

OLYKPICIIEG LE ekelveg TOL TapaTnPONKOY G VY ATOLLA. 0
H amoivtn BrodiafesytdtnTo TG OVGTEKIVOLUAUTNG ETELTO OO P10 EPATOE LTOSOPLO YOPFYHOMN
extyumOnke ot Nrav 57,2% oe acbeveic pe yopioon. ‘(U

Kotavoun Q
O dudpecog 6YKOG NG KOTAVOUNG KATd TN didpkela TG TeMKNG eaong (Vz) énsna@é po Qdmas
evoopAEPLa yoprynom o€ acbeveic ue wopioon koudvonke and 57 Emg 83 ml/k@

@

Bilopetaoynuatiopdg A
H akpipic petaforikn 060¢ TG OVGTEKIVOLLAUTNG Elval AyveoTn. ;D(U

Amofoin %
H dudpeon ocvotpatikni kabapon (CL) Eretta amd o epdmas ev Y Qéﬁla xopnynon o€ acBeveig pe
yopiaon koudvOnke and 1,99 éwoc 2,34 ml/ nuépo/ kg. H 61du8c®§?icaa Com (tiz) TG
OVGTEKIVOLLLAUTING TV Katd Tpoosyyion 3 efdonddeg o acs@ag LE YOpiaoT, YOPLOoKY|
apOpitida, voco tov Crohn 1 ehk®ddn KoAitido, Kopavouevamo 15 £mg 32 nuépeg o€ Oheg TIg peréTeG
Yo TV Yopiloon Kol Ty yoplacikn apbpitida. Xe pia ¢ KOKIVNTIKN ovdAvomn mAnfucpov, n
pawvopevikn kdBapon (CL/F) kot o pavopevikdg oykogxkotovouns (V/F) fitav 0,465 I/mpépa ko 15,7
1 avticTtoya o€ acbeveig pe yopiaon. H CL/F g ouakemvovpdwmg dgv ennpedoTnKE amd TO PUAO.
H goppokokivntikny avéivon minbvouov £deiée (’)T@)m']pés Téon Tpog pa peyalvtepn Kabapomn tng
OVOTEKIVOVLOUTNG € acbeveic Tov Ppédnkoav Gs@oi UETE TOV EAEYYO Y10 OVTICOUATO GTNV
OVLOTEKIVOVULALLTY. ~0

Cpoppodm o d6ong

H ocvotpotiky ékBeon g ovcrsmvov;@mn (Crmax ¥t AUC) avénbnke katd évov avoloyueo Le )
d6om tpomo Emerta amd o e@amas sy@OPAEPLa yopynon oe ddcelg mov koudvinkay and 0,09 mg/kg
éwc 4,5 mg/kg M émnerta and pia sq)& VOdHPLL YOPTYNON GE€ SOGELS TOL KLLLAVOT KOV KATA
npocEyyon and 24 mg g 240 §08 aoBeveig pe yopioon.

Epdna& d6om évavt noMou;Ze?m docemv

To mpopir cuws’vrpcocng&‘b&v 0pO NG OVGTEKIVOVUAUTNG GE GYE0T LE TO ¥POVO NTOV YEVIKA
TpoPAEyI0 EmELTa 0o &)pnyﬁcssu; €QATOE 1 TOAAUTA®V VTTOSOPL®OV SOCEMV. XTOVG aceVeic e
yopiaon, ot GUYKS\$8@ TNG OLVGTEKIVOLUAUTNG GTOV 0pO 0 GTOOEPT] KATAGTACT| EXLTELYON KOV

uéxpt v Edopdo HETA TIG apyIKES LITOOOPIEG dOoELS 0TI ERdopddec 0 kot 4 akoAovBovueveg
a6 00cElg Kabe douddec. H didpeon kotmdtatn cuyKEVIp®oT og oTafepn KoTaoTaon Kopudvonike
ar6 0,21 pg/ml %g 0,26 pg/ml (45 mg) kot and 0,47 pg/ml g 0,49 pg/ml (90 mg). Asv vanpée
EUPOVIC GV ~®p81)(51‘| GTN CLYKEVTPMGN TN OVGTEKIVOVUAUTNG 6TOV 0pO 6€ BAB0g ¥pOVOL KaTH TV
VTOdOPIL '&&‘hmcn k60Oe 12 gfdouddec.

pX ao@ig ue voco tov Crohn kot EAkdON KOAITION, peTd omd pio evooeAéPia doomn ~6 mg/kg,
Eexpmpvtag amd Ty efdoudda 8, yopnyndnke vrodopia 66en cuvtipnong 90 mg oVOTEKIVOLUAUTN
K6 N 12 gfdopddec. H ouykévipwon tng oueTEKIVOLUAUTNG o€ 6TafepT KATAoTOOT EMTEDYONKE
v €vapén tng 0evTEPNG 600NG cLVTIPNONG. Ze acbevels e vooo tov Crohn ot didpeceg

TOTATEG GVYKEVIPOGELS aTafePNC Katdotaong kupaivovtay arnd 1,97 ug/ml émg 2,24 ug/ml kot and
0,61 pg/ml émg 0,76 pg/ml yio ta 90 mg ovotekivovudunn kébe 8 efdopnadec 1 kdbe 12 efdopddeg,
avTioToiywc. Ze aofevels pe eEAkddN KOMTION, Ol SIEUECES KATDTATES GUYKEVIPADGELS GTADBEPNG
katdotaong kopaivovtoy arnd 2,69 pg/ml éog 3,09 ug/ml kot axd 0,92 pg/ml éoc 1,19 pg/ml yia ta
90 mg ovotekvovudumn kdbe 8 efdoudadec | kabe 12 efdopddes. Ta KoTOTOTO ETIMESD TNG
OVOTEKIVOVUAUTNG 6€ oTafepn KaTdoTaon Ta omoia Tpokvyay arnd Ta 90 mg ovotekivovpdpmn kabe
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8 efoopdoeg oyxetioTnoy Le VYNAOTEPH TOCOGTA KALVIKNG DOEGNG, GE CUYKPLOT] LIE TO KATMTOTO
eminedo oe otabepn| kaTdotaor Hetd and 90 mg kébe 12 efdopddec.

Enidpaon tov Bdpovg 6T QopUoKOoKIVITIKT .
€ o QOPUOKOKIVITIKY avdAvoT TANOLG oD 6Ty omoia ypnotpomodnkay dedouéva amd acheveig )
Ue yopioon, 10 copatko Bapog Ppébnie va etvat n o onNUAVTIK GCOUUETOPANTA oL ennpedletl T A\‘
k@Bapon g ovotekvovpdunne. H péon CL/F og acBeveic pe Bapog > 100 kg fitav kotd mpocéyy

55% vynhotepn o€ cVyKplon pe Tov aobevov pe Bapog < 100 kg. O pécog V/F og acbeveig e fdpog

> 100 kg ntov kotd mpocéyyion 37% vynAdtepog o€ cOYKplon pe Tov acevav pe Bapog < 100kg. O
UEGEC KATOTUTEG GCUYKEVIPMOOELS TNG OVGTEKIVOLUAUTNG 6TOV 0pd o€ 00OeVElg e LYNAOTE 4pog

(> 100 kg) otnv opdda twv 90 mg ftav cuykpictues L ekeivec oe aobeveig pe xaunAotépoHapoc
(<100 kg) otv opado tmwv 45 mg. [Tapduola amoteréouata eEAedncay amod pio emif TIKN
(POPUOKOKIVITIKY 0viAvon TANOLGHOD 6TV omtoia XpnoIoTotOnKay dedopUEva amd evelg pe
yoplacikn apdpitida. Q)

Y

Q)

[pocappoyn e ovyvoTTaC Y0P YNONS TV SOGEMV »

Ze acbeveig ue vooo tov Crohn kot eEAkddn kokitida, pe fdon ta mapatnpaldyevo SedopEVa Kot TIG
avarvoelg PK mAnbucpod, ot Tuyonomompévol GUUUETEYOVTES TOL £XOC V OVTOTOKPIoN O1TN
Bepameio elyov YOUNAOTEPEG CLYKEVIPDOGEIS OVGTEKIVOVU LA GTOV 0RO BE GLVAPTNON LE TO YPOVO CE
OUYKPIOT LE TOVG GUUUETEYOVTEG TOL OEV EYOCAV TNV OVTUTOKPIOT. 660 Tov Crohn, 1
TPOGOPUOYT TNG 00onG amd 90 mg kdébe 12 gfdopddec e 90 mg & ePOopAdES GLGYETIOTNKE e
avENoN TOV KATAOTATMOV GUYKEVIPDOGE®YV TIG OVGTEKIVOVLLAUTT v 0pd Kot emakolovdn avénon g
OTTOTELECUATIKOTNTOG. TNV EAKDON KOAITION, 01 PACIGUEVEG ovtého pocopolncelg PK
mAnOuopov katédegav 0t N Tpocappoy e doomg and 90 Mg kébe 12 efdopddeg o€ khOe

8 efdoudoeg avauévetat vo, odnynoel oe abénon katd 3 C TV KOTOTATOV CUYKEVTIPDGEDY TNG
OVLOTEKIVOLUAUTNG o€ otafepn koTdoTaon. Emmiéov, Baoel Tov dedopévov TV KMVIKOV SOKIUOV CE
acBeveic pe eAk®ON KoAiTida, TeEKUNP1ONKe BETIKT G,{éen €xBeonG-avTamoOKPIoN G LETAED TV
KOTATATOV GUYKEVTIPDOGEWDY, TNG KAWVIKNG DPECGTC 0 TG BAEVVOYOVIKTG ETOVA®GTC.

&
Ewdwoi mAnbvopiot . lO
Agv VPOV SLOBECILO POPLLOKOKIVITIKE, 6&)uéva o€ ac0eVElg e PLEUEVT VEPPIKN 1] NTTOTIKN
Aertovpyia. Agv €xovv deEaybel elducég ueQésgg o€ NAUKIOUEVOLS acbeveis.

H @appoxoxivntikng g oucsrsmvouq.@mg NTav yevikd cvykpioun peta&d Aclatdv Kot un-Actatov
acbevov pe yopiaon Kot eEAkdon KOATLO.

Ye aoBeveic pe vooo tov Crohn QI EAKMOM KOAITIOO, N peTafAntdtnta oty Kabapon g
OVLGTEKIVOVUAUTNG ENNPECC oo T0 COUOTIKO Bapog, Ta enineda AsvKmpativng 0pod, To POHAO Kot
TNV Topovsio owncscouémgq OVTL TNG OVOTEKIVOVUAUTNG, EVED TO GOUATIKO Bapog fTav 1 KOpla
GLUUETAPANTH TTOV snnﬁ'ags Tov OYKo Katavoung. EmmAéov, ot voco tov Crohn, ) kdBapon
emnpedotnke ond mﬁ@ownﬁp(bca TPWOTEIVN, TNV KATAGTACT] ®G TPOg TNV omotvyioa TNF
AVTOYOVIOTMV KoL \quﬁ (Actatikn évavtt un Actatikig). H enidpaocn ovtdv tov coppuetapintov
Nrav evtog £20% Qg TUTIKTG TWUNG M TNG TWUNG avapopdg g avtictoyng mopapetpov PK ki, oc ek
TOVTOV, O&V AMOEITOL TPOGUPHOYN TNG 0OOMG Yol aVTEG TG cvppetafintéc. H tavtdypovn xpnion
avoGoppuo i@u«bv TOPOYOVTOV OEV ElYE ONUAVTIKN EXIOPACT 0T O1G40EGN TNC OVGTEKIVOVUAUTNG.
X eap \OKwnnKT'] avaivon TAnbucpov, dev vinpEav gvdeilelg enidpaons Tov Kamvov 1 Tov

owo 0TOG OTLG POPLUKOKIVITIKES 1OIOTNTES TNG OVGTEKIVOVLLALTNG.

TV, Tov EAafov Oepaneia pe TN cvvicTduevn pe Bdomn to Bépog dGoN NTAY YEVIKA CUYKPIGILES e
€iveg Tov evijAikov TAnBucpov e yopiaorn wov Erapav tn 6001 TV eviiikov. Ot GUYKEVIPMGELS
OVLOTEKIVOVULAUTT GTOV 0p0 o€ Todlatptkovs acbeveis nhkiog 12-17 etdov (CADMUS) pe yopioon
mov éhafav Oepameia pe T pon cvuvieTOUeVN pe Bdon to Pépog dOoM NTaV YEVIKA YapmAdTEPES O
eKeiveg TOV EVNAIK®V.

OZ:QVstrp(bGSLQ OVGTEKIVOLHLAUTT GTOV 0pO G€ ToudlTpLkovg acevelc pe yopioon niuciog 6 émg
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PyBuion tov evdumv tov CYP450

O emdpaoelc g IL-12 1 g IL-23 ot pObuon twv evidpmy tov CYP450 a&loloyndnkav oe pio
UEAETT in vitro oTnv omoia ypnoipomombnkay avlpamva nroatokvTTapa, 1 onoio £6e1ée 6tL M 1L-12
kavm N IL-23 o¢ enineda tov 10 ng/ml dev petéfariav tig evlvpkés Spactmpromreg tov CYP450
(CYP1A2, 2B6, 2C9, 2C19, 2D6, 1 3A4, PA. mapdypaeo 4.5). Mo avoryti LeAETn aAANAETIOpAGNC )
eapudkov eaong 1, n Melétn CNTO1275CRD1003, d1e&nybn yio v a&loldynon g enidpaocng T6+
OVGTEKIVOVUAUTNG OTIG dPACTNPOTNTEG TV EVEDUMV TOV KUTOYXPOHOTOG P450 petd amd yopnynon~s
EMOYWYIKNG KOl GLVINPNTIKNG d00MG o€ acbeveic ue evepyd voco tov Crohn (n=18). Aev
mapoTn PN ONKaY KAMVIKE onuavTikég aAAayEc oty EkBeom tng Kaeeivng (vtootpoua CYP1A2) g
Bapoapivng (vrdotpopa CYP2C9), e openpaloing (vrdotpope CYP2C19), g de&tpo pOavNg
(vdéotpope CYP2D6) 1 e wdaloraung (vrdotpope CYP3A) dtav ypnoyomomonk TOYPOVOL
UE TNV OVGTEKIVOV AU GTNV EYKEKPLUEVT] CUVIGTMUEVT 00G0A0YI0 GE 0oBevei Le Vg(rrou Crohn

(BA. mapdypapo 4.5). “
o

5.3 IIpoxiivikd dgdopéva Yo TNV doQPAAELN N \A

Ta un Khvikd 6edopéva dev amokaivnTovy Wiaitepo kivouvo (m.y. ToIKoTRR opydvmv) yio Tov
GvOpmmo pe Paon Tic peAETeg TOEIKOTNTOC ETUVAAUUPAVOLEVDV dOGEDY, TTuELaKn G TOEIKOTNTOGC
Kot TOEIKOTNTOG TNV OVOTOPAY®YIKT IKAVOTNTO, CUUTEPILOUPAVOUEVOVLOV aEOAOYNCEDY
(POPLOKOAOYIKNG ACPAAELNC. Xe LEAETEG AVOTTTLELOKNG TOSIKOTNTOG é‘foimémwg otV
AVOTOPOYWYIKT TKOVOTNTO € TONKOLE cynomolgus dev mapatnp AKay avemfv LUNTEC EVEPYELEG
GTOVG OEIKTEC OPGEVIKNG YOVILLOTNTAS, OVTE YEVETIKEG OV paquO vartoélakn toéikdtnra. Agv
mapoTnpOnKay avemBounTeg emdpacelc oTovg OgikTeg enh)@ YOVILOTNTOG LLE XPTOT| OVOAOYOL
avtioopotog tov IL-12/23 e movtikia. }O

Ta enineda d6cewv oTic peréteg oe {da NTaV Katd mPOSEYYIoN £€w0¢ 45 popéc vymAdTEPQ OO TNV
VYNAOTEPT 160dVVaTN 06GT oL TpoopileTal Yo Xopﬁ&-ﬂcn o€ aobeveig pe yopiaon Kot eiyov og
OTOTELEG O OVADTOTEG GVYKEVIPADOELS GTOV 0PO GE Gﬁﬁlcovg oL TV TEPLGGOTEPO 0md 100 popéc
VYNAOTEPEG OO EKEIVEG TTOV TOPATPOVVTOL Gtopgowepdmoug.

S
Agv die&nybnoov HelETeC KapKIVOYEVEDTG us%crsmvov papmn Ady® EAAEWYNG KOTAAANA®DV LOVTEA®DV
gvOg avTiohpatog xopic Stastavpodpevn @sidpoon pe tig IL-12/23 p40 1oV TpOKTIKAOV.

N
6. OPAPMAKEYTIKEX HAHP@OPIEZ

O
6.1 Kardhoyog ekdoymv OQ

L-iot1divn D
Y dpoyhmpikn uovoﬁSptKﬁ@cmSivn
[ToAvcopPikd 80 (E433A

Zaxyopoln « 0
Yowp yio evéoiua @)

6.2 AcnuBu‘@Qn‘rsg
QO

EXAetyer TOV GYETIKG e TN cLUPATOTNTA, TO TOPOV POPLUKEVTIKO TPOTIOV OV TPEMEL VAL
OLVOLULEL oL 1E GALO QAPULOKEVTIKA TPOIOVTAL.

G
6.3 o\kAuipKaa Comg

IMKY 45 mg evéo1uo 1AV L0 GE TPOYEUGLEVT GOPLYYQ
®03(xpévux.
ABSIMKY 90 mg evéoiuo StdAv Lo 6€ TPoyEGUEVN GOPLYYO,
3 xpoVvia.

MepOVOUEVEG TPOYELUGUEVEG GUPLYYEG UTOPOUV VO, pLAAGGOVTOL G€ Beppokpacio dmpatiov Eng 30°C
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yio pio péyiom pepovouévn tepiodo mg 30 nUEPES, 0TO apyIKO KOLTI Yid va TpooTatehoviot ond To
owc. Kataypayte tv nuepounvio Katd tv omoia 1 TpoyeUIoUEVT cOpLyya BynKe amd To yuyeio yio
TPAOTN POPA KOL TNV NUEPOUNVIC ATOPPLYNG GTOVG YDPOLG OV TAPEYOVTAL 6TO EEMTEPIKO Kovti. H
nuepopnvia amoppuyng dev mpémet vor vrepPaivel T apyuch nuepounvio ANENG mov givar TomoUEVN
670 KOUTL. AT TN oTiyun mov pia cvpryya &xel amobnkevdel oe Beppokpacio dwpatiov (€wg 30°C), )
dev Oa mpémel va emavatonobeTeital 6To Yuyeio. Amoppiyte T cOpLyya €Gv dev £xel YpnoyLomToin e A\‘
evtog 30 nuepdv amd Vv arobfkevon o Beppokpacio SoUATION 1 £MG TV OpYIKN NUEpoUVio. N\
AMEng, 6moto elvar vopitepa. OCU

6.4 Idwitepeg TpoPuvAAEeLS KaTA T PVAAEN TOV TPOTOVTOG 04
dvlaccete o€ yoyeio (2°C — 8°C). Mnv koo OyETE. V(U
DVAACOETE TNV TPOYEUICUEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL an@o QOC.
Epdcov anatteitol, peplovopévee TpoyeIouéves cOpLyyeg Umopet va (pukdccsovw@} Oepuokpacia
dopatiov £wg 30°C (BA. Tapdypago 6.3). N

%

AN
Lo
ABSIMKY 45 mg gvéoipo didAvpa g Tpoygopévn ovptyya
0,5 ml dreAvpatog o€ cOpryyo Tov 1 ml and yvori tomov I pe cry@eiémm atedAvn PBerova

6.5 ®@Vo1 KO GLOTATIKG TOL TEPLEKTN

Kol KOAOHLO BEAOVOG e EAASTOUEPES KAADULO BEAOVOG Kol TAACIIKD, dxaprto kdivupe Beidvac. H
ovptyya etvar eE0MAICUEVT [LE OLTOLOTO GUGTN L TPOCTAGIOG T AbVOC.

ABSIMKY 90 mg evéoyio StdAvpa € Tpoyeuopévn copryyd)

1 ml SreAvpotog o€ ovupryyo tov 1 ml arnd yvaii tonov I N’ca@spﬁ avoEEIdMTN 0TGAALVY] Ko
KAV BELOVAG e EAACTOUEPES KAAL IO BEAOVOG K 0oTIKO, drapumto Kaivupa Beadvoc. H
ovpryya givar eEOMAOUEVN LE OVTOHOTO GOCTNUA np@&ﬂxciag g Perovac.

To ABSIMKY duwatibeton 6€ cvokevasio 1 npoy@guévng GUPLYYOC.
S
6.6 Iowitepeg TPOPULAGEELS aOPPIYNG l@ aArog yepropog

To dudhvpa 6to ProAido 1 TV npoyaut%évn ovptyya Tov ABSIMKY dev npémet va avaxveitatl. To
dtdlopa wpénel va eEetaotel ommék@mmpob LEVT] COUOATIOIOKT VAT 1] ATOYPOUATIGUO TPV OO TNV
vmodopia xopfynon. To dieAvpe i@y Sroyég mg eEAapPOS 1P13ilov, Gxpmpo oG avoryTd Kitpvo Kot
Umopel va TePLEYEL Alya PKpa M eovn 1 Agvukd copatiol Tpmteivng. H epodvion avtr dev gival
acvvnOoT Yo TpmTeivovya dtakbpata. To paprakeuTikd Tpoidv dev TPEMEL vaL YpNOLOTOLEITOL EGV
7o dtddvpa gival amoypouatspéVo 1 00A0, | edv vrdpyetl EEvn awpovpevn couatidtokn VAN. [lpw
™ yopnynon, o ABSIM o, TTPETEL VO, APTVETOL VO, TACEL 6€ Ogpuokpacio meptpdAiovtog
(mepimov pon opa). Aeﬂouspsig odmyieg yio Tn YPNo”N TAPEYOVTUL GTO PUALO OOMYIDV.

To ABSIMKY dev 7 1EXEL GUVTNPNTIKA, CUVETMG OGO PUPUAKEVTIKO TPOTOV dgV EYEL Ypnopomotn el
Kot Topopével oTf ouptyya dev Ba mpénet va ypnoipomoteitol. To ABSIMKY Swatifeton mg
OTOCTEPMUEVINTPOYELGUEVT cuptyya piag xprions. H ouptyya kon 1 Peddva dev mpémetl moté va
snowocxpnctﬂ@owﬁvwl. Ka0e aypnoiponointo eapuakevtiKd Tpoidv 1 VIOAEUUO TPETEL VO,
(moppimszé:'cl') LP@VO, LE TIG KOTH TOTOVS IoYVOVGEC GYETIKES OLUTALELC.

)

7. ~KATOXOZ THE AAEIAZ KYKAO®OPIAX

o)
ggord Healthcare S.L.U.
O

orld Trade Center, Moll de Barcelona, s/n
& Edifici Est, 6a Planta
08039 Barcelona
Iomavia
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8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/24/1880/001-002

9. HMEPOMHNIA IIPQTHX EI'KPIXHY / ANANEQYXHY THX AAEIAX OAV

Huepounvia mpdmg éykpiong: 12 Askéupprog 2024 6‘0

3
10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY ‘(UO

V

Aentopepeic mAnpoeopieg Yo To TaPOV EUPUOKEVTIKO TPOidV eivar dtabéoipec oTov &woucé om0
tov Evponaikod Opyoaviopuod @apudkov: https:/www.ema.europa.eu. 0\
Y
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ITAPAPTHMA ID)

IMAPAXKEYAXTEX THX BIOAOTIKQX APAXTIKHE
OYXIAX KAI ITAPAXKEYAX YIHEYOYNOX I'TA THN
AIIOAEXMEYXH TQN HAP@AQN

N\

OPOI H IIEPIOPIXMQ TIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KA%HAITHZEIE THX AAEIAX
KYKAO@OPIA@

OPOI'HII PIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEEMATIKH XPHEH TOY ®APMAKEYTIKOY
Hpoiogil)z
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A. HAPAXKEYAXTEX THX BIOAOI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXEMEYZH TQN ITAPTIAQN

‘Ovopa kot d1evfuvon ToV TOPUCKELOOTAOV TNC PLOAOYIKMC dPACTIKNG OVGIOC

STgen Bio Co., Ltd OAT
45, Jisikgiban-ro, CU\
Yeonsu-gu, 0

Incheon, Anpokpartio g Kopéag A

‘Ovopa kot d1e0fuvon ToL TUPUCKELACTN TOV £ivol VITEVHVVOC Y10 TNV ATOOEGUELOT rcm?q;griécov

&

Accord Healthcare Polska Sp. z.0.0.

ul. Lutomierska 50, o\

95-200, Pabianice, IToAwvia A
©

Accord Healthcare B.V. A

Winthontlaan 200, [D(U

3526 KV Utrecht, OALavdio

&

270 VTUTO GUAAO 0ONYIDV YPNOTG TOL PAPLLUKEVTIKOD npo‘iévrog&m Vo, avVOoypaQETOL TO OVOLLNL
ka1 1 01e06VVGT TOL TAPAGKELAGTY| TOL Elval VITEVOBVVOS Vi ™myy OEGLELGT TG CYETIKNG TOPTIONC.

Q

B. OPOI 'H IEPIOPIXMOI XXETIKA ME TH AE@EZH KAI TH XPHXH

DoppoxevTikd Tpoidv yia to omoio amarteiton nsplopt&usvn wTpikn ovvtayn (BA. Ttapdptnua I:
[Tepiinyn Tov Xapoktnpiotikdv tov [Ipoidvrog, @dypa(pog 4.2).

N
oV
LY
TI. AAAOI OPOI KAI ATITAITHXEIX 'ﬁ): AAEIAY KYKAO®OPIAX

Q

. Ex0¢éog1g Teproduiig nupumko@ncqg m™m¢ acpaierag (PSURs)

3
Ot ama1toelg Yo vTofoAr TV PS@ Y10 TO €V AOYM QUPUAKELTIKO TPOIOV oV opilovtal 6Tov
KOTAAOYO UE TIG NUEPOUNVIES OV &g ¢ Evoong (katdhoyog EURD) mov mapatifetor otnv
mapdypapo 7, Tov dpbpov 107y &Bnyiag 2001/83/EK kot ka0g emacolovdng entkarpomoinong
OT®G OMLLOCIEVETAL GTIV €V 1K1 OUKTLOKT] TTOAT Y10 TO POPLLOKCL.

A

A. OPOI'H HE?@IZMOI YXXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHXH TO&S\QAPMAKEYTIKOY MMPOIONTOX

. Zxéﬁlg SQSLpumg Kivovvou (XAK)

o Kdroon&giag Kvxhogopiog (KAK) Oa dieaydyet Tig amaitoOueves SpacTnplOTNTES Kot
nopeUPEGels papuakoeraypbmynong 0nmg mapovstalovial 6to cvppovneév ZAK mov napovsialetal
omv Nta 1.8.2. ¢ doelag kKuklo@opiog Kol 68 0TOEGONTOTE ETOKOAOLOES EYKEKPIUEVES
(W(@npﬁcag Tov ZAK.

@ emkarporompévo XAK Ba mpénetl va Katartedet:
O' Metd and aitnua tov Evponaikov Opyovicpod Ooapudxmy,
& . Omotednmote Tpomomoteital To CUGTNUA JayelPLomg KIvdHVov, E101KE MG OMOTEAEG LA AYNG
VE®V TANPOQOPLDY TOV UTOPOVV VO EXLPEPOVY CNUAVTIKY] OAAOYT] GTT) GYECT] 0QELOVG-KIVOUVOL
N ®O¢ OMOTELEGO, TNG EMITEVENC EVOC GNUAVTIKOD 0POCTLOL (POPUOKOETOYPVTVION 1}
EAO(LGTOTOINGT KIVOUVOU).
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IMAPAPTHMA IID)

EIIIXHMANXH KAI (I)YAA(@HFIQN XPHXHX
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (130 mg)

«
)
1.  ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX ‘OT
N
ABSIMKY 130 mg mokvé StdAvpa Y10 TopacKeLT] OLUADIOTOS TPOG £YYLON OCU
OVGTEKIVOLLLALUTN N
+O
Y
2. XYNGOEXIH XE APAXTIKH(EX) OYXIA(EY) Q ‘
N
Kdabe proridro mepiéyet 130 mg ovotekvovpdunn o 26 ml. . Ao
N\
. @
3. KATAAOTOX EKAOXQN Lo
O

"Exdoya: Athopuco dvatplo dhag tov EDTA, L-1oT1divn, U8pox7»copu@qmvoﬂ8pucﬁ L-iotdivn, L-
uebetovivn, molvcopPikd 80, cakyapoln, VOWP Yo EVECTLAL. N

Q
&

4. OAPMAKOTEXNIKH MOP®H KAI HEPIEXQI@T\IO

v
[Mokvo d1dAve Y10 TOPACKELT IHADLOTOG TTPOG éyxnca;sk-
130 mg/26 ml £

1 ploAidio O

&0

| 5. TPONOX KAI OAOX(OI) XOPH[HEHE
\\

Mnv ovoxkiveite. )
Awpdaote T0 PUALO 0ONYIOV YpROT *1‘9 amo ) xpnon. ' pia yprion povo.
EvdopAéfia yprion petd omd (xpodeb.

o)

N
6.  EIAIKH IPOEIAQIOIHEH SYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION NPENEfNA ®YAALSETAI XE OESH THN OMOIA AEN BAEIIOYN KAI
AEN TIPOSECEIZOYN TA TAIATA
A/

~
Noa puAdooetan G&Gn, TNV omoia dgv PAEmoVV kal dev Tpoceyyilovy Ta TodLd.

S

O
2 AA@Z) EIAIKH(EX) TIPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

o

| 8. ,~SHMEPOMHNIA AHEHX

&

Q

| 9. EIAIKEX YYNOHKEX ®DYAAEHX

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

10. TAIAITEPEX ITIPOOYAAZEIX I'TA THN AITIOPPIYH TQN MH N
XPHIIMOITIOTHOENTOQN PAPMAKEYTIKOQN IMPOTONTON 'H TOQN \>
&Y
\v

YIHHOAEIMMATQON I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

0‘0
N
11. ONOMA KAI AIEYOYNEH KATOXOY THE AAEIAX KYKAO®OPIAE . |
@

Accord Healthcare S.L.U. g

World Trade Center, Moll de Barcelona, s/n N

Edifici Est, 6a Planta AO

08039 Barcelona RN

Iomavia @

Q
¢
12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX KA
N
EU/1/24/1880/003 Q
N
- -
13. APIOMOZX ITAPTIAAY N
V
Lot \&9
P
| 14. TENIKH KATATAZH T'IA TH AIAGEXH |
O
S
| 15. OAHTIEX XPHEHX N |
RN\
O
N

| 16. MAHPO®OPIEX XE BRAILLE |

H attioddynon yo va, unv '@gm(pesi n ypaon Braille eivon amodekt.
3

‘~
17. MONAAIK \ANAFNQPIETIKOZ KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKA )
X

Aw&dcwro@auuwtég Kdkag (2D) mov pépet Tov TEPIANEHEVTO LOVOSIKO OVOYVOPIGTIKO KMOKO.

Q
AN
18. HIONAAIKOL ANATNOQPIZTIKOE KQAIKOZ — AEAOMENA ANATNQEIMA AMO
L TON ANOPQIIO

&

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

ETIKETA ®IAAIAIOY (130 mg)

«
)
1.  ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX ‘OT
N
ABSIMKY 130 mg mokvé StdAvpa Y10 TopacKeLT] OLUADIOTOS TPOG £YYLON OCU
OVGTEKIVOLLLALUTN N
+O
Y
2. XYNGOEXIH XE APAXTIKH(EX) OYXIA(EY) Q ‘
N
Kdabe proridro mepiéyet 130 mg ovotekvovpdunn o 26 ml. . Ao
N\
. @
3. KATAAOTOX EKAOXQN Lo
O

"Exdoya: Athopuco dvatplo dhag tov EDTA, L-1oT1divn, U8p0x7»copu@qmvoi)8pucﬁ L-iotdivn, L-
uebetovivn, molvcopPikd 80, cakyapoln, VOWP Yo EVECIUA. N

Q
&

4. OAPMAKOTEXNIKH MOP®H KAI HEPIEXQI@T\IO

v
[Mokvo d1dAve Y10 TOPACKELT IHADLOTOG TTPOG éyxnca;sk-
130 mg/26 ml £

1 ploAidio O

&0

| 5. TPONOX KAI OAOX(OI) XOPH[HEHE
\\

Mnv ovoxkiveite. )
Awpdaote T0 PUALO 0ONYIOV YpROT *1‘9 amo ) xpnon. ' pia yprion povo.
EvdopAéfia yprion petd omd (xpodep.

o)

N
6.  EIAIKH IPOEIAQIOIHEH SYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION NPENEfNA ®YAALSETAI XE OESH THN OMOIA AEN BAEIIOYN KAI
AEN TIPOSECEIZOYN TA TAIATA
A/

~
Noa puAdooetan G&Gn, TNV omoia dgv PAEmoVV kal dev Tpoceyyilovy Ta Todid.

S

O
2 AAA\n\IRﬁE) EIAIKH(EX) TIPOEIAOIIOIHEH(EIZ), EAN EINAI ATTAPAITHTH(EX)

o

| 8. ,~SHMEPOMHNIA AHEHX

&

Q

| 9. EIAIKEX YYNOHKEX ®DYAAEHX

dvAdooete og yoyeio.
Mnv KatoyvyeTe.
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X

Q

DvLacoETE TO PLOAISI0 GTO EEMTEPIKO KOLTL Y10 VO TPOCTATEVETOL OO TO PG,

10. TAIAITEPEX ITIPOOYAAZEIX I'TA THN AINIOPPIYH TQN MH N
XPHIIMOITIOTHOENTOQN PAPMAKEYTIKOQN IMPOTONTON 'H TOQN \)
&Y
\v

YIHHOAEIMMATQON I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

0‘0
)
11. ONOMA KAI AIEYOYNEH KATOXOY THE AAEIAX KYKAO®OPIAY _ (5 |
@

Accord Healthcare S.L.U. g

World Trade Center, Moll de Barcelona, s/n N

Edifici Est, 6a Planta AO

08039 Barcelona RN

Iomavia @w

A
¢
12. APIOMOZ(OI) AAEIAZ KYKAO®OPIAX KA
O
EU/1/24/1880/003 Q
N
O
13. APIOMOZX ITAPTIAAX N
V
Lot \&9
P
| 14. TENIKH KATATAZH T'IA TH AIAGEXH |
O
&S
| 15. OAHTIEX XPHEHX N |
RN
O
VAN
| 16. MAHPO®OPIEX XE BRAILLE |
\5
O
17. MONAAIKOX Q’KFNQPIZTIKOZ KQAIKOX — AISAIAZTATOX TPAMMQTOX
KQAIKAZX (2
=D

A6d146T0TOC ypa@mrég KOoKag (2D) mov gépet Tov TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO KMOIKO.

0
18. M AIKOX ANATNQPIZTIKOX KQAIKOX —- AEAOMENA ANAI'NQXIMA AITO
T ANOPQIIO
&
&

X
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI IPOI'EMIEMENHX XYPITTAX (45 mg)

«
)
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX ‘OT
N
ABSIMKY 45 mg evécipio dtdhvpo o€ TPoyEUGUEVT] cVPLYYO OCU
OVGTEKIVOUULALT A
O
Y
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) Q ‘
N
Kda0e mpoyepuopévn oopryyo mepiéyet 45 mg ovotekvovpdunn o€ 0,5 ml. . Ao
N\
. @
3. KATAAOTOX EKAOXQN Lo
O

"Exdoya: Zoakyapoln, L-1otidivr, vdporywpikn Lovoidpikn L-wu&iv&cmkvcop[&mé 80, HOwp Y
evéopa. AlaBAoTe To OHALO 0NYLOV Y10 TEPIOGOTEPES TANPOPOPIL

‘QO

4. OAPMAKOTEXNIKH MOP®H KAI HEPIEXQI@T\IO

v
Evéopo odAvpo oe TpoyeUicpévn chpyyo Q{-
45 mg/0,5 ml \k’
1 mpoyemiopévn copryya O

&0

| 5. TPONOX KAI OAOX(OI) XOPH[HEHE
\\

Mnv ovoxkiveite. )
Yroddpio yprion. ~\O
AwBaote T0 PUALO 0INYIOV YPNOASAPLY OO TN XPTOT).

o)

N
6.  EIAIKH IPOEIAQIOIHEH SYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION NPENEfNA ®YAALSETAI XE OESH THN OMOIA AEN BAEIIOYN KAI
AEN TIPOSECEIZOYN TA TAIATA
A/

~
Noa puAdooetan Gé@ﬁn, TNV omoia dgv PAEmOVVY kal dev Tpoceyyilovy Ta Todid.

S

O
2 AA@Z) EIAIKH(EX) TIPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

o

| 8. ,~SHMEPOMHNIA AHEHX
\UJ

®§#§po unvia amodppyng, epocov amodnievdel e Bepuokpacio dopatiov:

| 9. EIAIKEX XYNOHKEYX OYAAZEHX

dvlacoete o€ Yoyeio.

63



Mnv KatoyoyeTe.

DVALAGGETE TNV TPOYEULTUEVT] GUPLYYQ OTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL GO TO PG,
Mmnopei va puhdocetol og Beppokpacio dopatiov (émg 30°C) yia pio pepovopévn mepiodo £mg
30 nuépec, aAAG Oyt TEPAV TNS OPYLKNG NUEpOUNVING ANENG.

N

R\‘
10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH A\
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTON 'H TON CU
AP
-~y

YIHOAEIMMATQON I1I0Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEI

O
)
11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO(I)OPIAQ\V ‘
N

Accord Healthcare S.L.U. A
World Trade Center, Moll de Barcelona, s/n RN
Edifici Est, 6a Planta
08039 Barcelona

Iomavio ‘O(U

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX AQ\
)

EU/1/24/1880/001 O&
hy
N

13. APIOMOX MTAPTIAAE L

o
&0
kS
| 14. TENIKH KATATAZEH I'lA TH AQA@EXH |

N
<O
| 15. OAHTIEZ XPHEHE O |
N

o)
N
| 16. NAHPO®OPIEL SE)BRAILLE |
I\

Lot

ABSIMKY 45 mg ~04
N
O
17. MONAMKOZX ANATNQPIZTIKOE KQAIKOE — AIZAIAZTATOE TPAMMQTOX,
KOQATEAY. (2D)

\k_

Aodibo \g YPOUUOTOG KOdIKAS (2D) mov pépet Tov mepAN@PBEVTA LLOVOIIKO OVOYVOPLOTIKO KOOLKO.

&
1 O MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
Q TON ANOPQIIO

N
Q pc

SN

NN
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XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPO'EMIXMENHYX XYPITTAX (45 mg)

EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX

A4

&

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHFHZ;I‘-IE' ‘
N

ABSIMKY 45 mg gvéoipo didAivpa
OVGTEKIVOVLLAUTT

SC

| 2. TPONOX XOPHTHEHE O |
9
3. HMEPOMHNIA AHEHX Lo |
O
EXP . 0(./\
N
K
4. APIOMOX ITAPTIAAX Q
Q)
Lot {T
D
£
5. IEPIEXOMENO KATA BAPOZX, KAT' QFKO 'H KATA MONAAA
QI\
45 mg/0,5 ml ~éo
R
6. AAAA XTOIXEIA A
O
QO
o)
0\5
A
o
S
@)
&
O
Q
)
&

\}0

X
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EAAXIXETEX ENAEIZEIX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIA KYYEAHYX (BLISTER) XYPIITTAX (45 mg)

A4

&

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHFHZ;I‘-IE' ‘
N

O

ABSIMKY 45 mg gvéoipo didAivpa A
OVGTEKIVOVLLAUTT
SC

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX \0

Accord K

3. HMEPOMHNIA AHEHX G

EXP

Q
4.  APIOMOY MMAPTIAAE o

Lot \&'

5. AAAA YTOIXEIA

45 mg/0,5 ml
D
N
&9
O
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI IPOI'EMIXMENHX XYPITTAX (90 mg)

«
)
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX ‘OT
N
ABSIMKY 90 mg evécipio dtdhvpo o€ TPoyEUGUEVT cOPLYYD OCU
OVGTEKIVOUULALT A
O
Y
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) Q ‘
N
Ka0e mpoyepuouévn oopryya mepiéyel 90 mg ovotekvovudunn o 1 ml. . Ao
o
\
3. KATAAOTOX EKAOXQN Lo
O

"Exdoya: Zoakyapoln, L-1otidivr, vdpoylopikn Lovoidpikn L-wu&iv&cmkvcop[&mé 80, HOwp Y
evéoa. AlaBaoTe To OHALO 0NYIOV Y10 TEPIOGOTEPES TANPOPOPIL

‘QO

4. OAPMAKOTEXNIKH MOP®H KAI HEPIEXQI@T\IO

v
Evéopo odAvpo oe TpoyeUicpévn chpyyo Q{-
90 mg/1 ml £
1 mpoyepopévn copryya O

&0

| 5. TPONOX KAI OAOX(OI) XOPH[HEHE
\\

Mnv ovoxkiveite. )
Yroddpio yprion. ~\O
AwBaote T0 PUALO 0INYIOV YPNCASAPLY OO TN XPTIOT).

o)

N
6.  EIAIKH IPOEIAQIOIHEH SYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION NPENEfNA ®YAALSETAI XE OESH THN OMOIA AEN BAEIIOYN KAI
AEN TIPOSECEIZOYN TA TAIATA
A/

~
Noa puAdooetan Gé@ﬁn, TNV omoia dgv PAEmOVVY kal dev Tpoceyyilovy Ta Todid.

S

O
2 AA@Z) EIAIKH(EX) TIPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

o

| 8. ,~SHMEPOMHNIA AHEHX
\UJ

®§#§po unvia amodppyng, epocov amodnievdel e Bepuokpacio dopatiov:

| 9. EIAIKEX XYNOHKEYX OYAAZEHX

dvlacoete o€ Yoyeio.
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Mnv KatoyoyeTe.

DVALAGGETE TNV TPOYEULTUEVT] GUPLYYQ OTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL GO TO PG,
Mmnopei va puhdocetol og Beppokpacio dopatiov (émg 30°C) yia pio pepovopévn mepiodo £mg
30 nuépec, aAAG Oyt TEPAV TNS OPYLKNG NUEpOUNVING ANENG.

N

R\‘
10. IAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH A\
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTON 'H TON CU
AP
-~y

YIHOAEIMMATQON I1I0Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEI

O
)
11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO(I)OPIAQ\V ‘
N

Accord Healthcare S.L.U. A
World Trade Center, Moll de Barcelona, s/n RN
Edifici Est, 6a Planta
08039 Barcelona

Iomavio ‘O(U

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX AQ\
)

EU/1/24/1880/002 O&
hy
N

13. APIOMOX MTAPTIAAE L

o
&0
kS
| 14. TENIKH KATATAZEH I'lA TH AQA@EXH |

N
<O
| 15. OAHTIEZ XPHEHE O |
N

o)
N
| 16. NAHPO®OPIEL SE)BRAILLE |
I\

Lot

ABSIMKY 90 mg ~04
N
O
17. MONAMKOZX ANATNQPIZTIKOE KQAIKOE — AIZAIAZTATOE TPAMMQTOX,
KOQATEAY. (2D)

\k_

Aodibo \g YPOUUOTOG KOdIKAS (2D) mov pépet Tov mepAN@PBEVTA LLOVOIIKO OVOYVOPLOTIKO KOOLKO.

&
1 O MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
Q TON ANOPQIIO

N
Q pc

SN

NN

68



XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPO'EMIXMENHYX XYPITTAX (90 mg)

EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX

A4

&

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHFHZ;I‘-IE' ‘
N

ABSIMKY 90 mg gvéoipo didAvpa
OVGTEKIVOVLLAUTT

SC
V
S
| 2. TPONOX XOPHTHIHX O |
é}‘
X
| 3.  HMEPOMHNIA AHEHZ L@ |
O
EXP G
Y
-~
4. APIOMOE IIAPTIAAX Q
Q)
Lot {T
N
£
5. TEPIEKTIKOTHTA KATA BAPOZ, KT OTKO'H KATA MONAAA
o7
90 mg/1 ml *0
R
6. AAAA XTOIXEIA A
O
<\0
o)
0\5
A
o
@)
&
O
N
A
D
&

Qo

X
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EAAXIXETEX ENAEIZEIX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIA KYYEAHYX (BLISTER) XYPITTAX (90 mg)

A4

&

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHFHZ;I‘-IE' ‘
N

O

ABSIMKY 90 mg gvéoipo didAvpa A
OVGTEKIVOVLLAUTT
SC

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX \0

Accord K

3. HMEPOMHNIA AHEHX G

EXP

Q
4.  APIOMOY MMAPTIAAE o

Lot \&'

5. AAAA YTOIXEIA

90 mg/1 ml
D
N
&9
O
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

ABSIMKY 130 mg mukvo o1dAvpa Y10 TapacKev1] S10A0NaToS TPOg £y von
OLGTEKIVOU AT

«
¥ To PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba eMLTPEWYEL TO YPTYOPO _\9
TPOGOOPIGUO VEDV TANPOPOPIOV acPaAelac. Mropeite va fonbnoete péow g avapopdg mbova

avemBOUNTOV EVEPYEIDV OV EVIEXOUEVOC Tapovatdlete. BA. TéAog TG Tapaypdpov 4 yio Tov I@U\o
ovapopaGs avemBOUNTOV EVEPYELDV.

AwPaoTe TPOGEKTIKGE 0OAOKANPO TO GDALO 0NYLOV YPHONG TTPLY OPYicETE VO YPNGLUOTDIEITE AVTO
T0 PAPUUKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC. V(U

AvT6 TO QOLAO 0INNAOV ExEL YPOPTEL Y10 TO TPOG®TO OV Aapfaver TO pappaKe,

- DdordEte avTd TO PUALO 0N YDV ¥pNone. Towe ypelootel va 0 81&[3(&68@\/&.

- Edv éxete mepartépom amopieg, poINGTE TOV Y10TPO 1] TOV PAPLOKOTOL) G

- Edv mapatmpnoete kamowo avemBOunn evépyeia, EVNUEPADOTE TOV ép(’) 1 TOV POPUOKOTOL0
o0G. AT 1oyvet kot yuo kKaBe mhovn avemBOun evépyeia wov VOPEPETOAL GTO TAPOHV

@OALO oMYV Ypriong. BAEne mapdypapo 4. (N
T Tepréyel 1o Tapov OALO 00NYLOV: Q\
T etvar to ABSIMKY ko wota gfvon i) xprion tov O

T pémer va yvopilete mpv ypnoyomoioete o ABS
[Tog va ypnoonomoete 1o ABSIMKY V
[MBavég avemBounteg evépyeteg {-
[ va puracoete to ABSIMKY

[epieydpeva e GLEKELOGIOG Ko AOITEG nx&?&ﬁopwg

ANl e

1. T givon To ABSIMKY ko woro sivme pnon Tov

T eivan To ABSIMKY Q

To ABSIMKY mepiéyet Spacmcn B}x «OLOTEKIVOLULAUTNY, EVOl LoVOKAWVIKO avticopa. Ta

LOVOKAMVIKG, AVTICOUATO. EIVaL TPOTEIVEC OV avayvopilovy Kot GuVSEovTaL £181KE UE OPIGHEVEG
TPOTEIVEG GTOV OPYAVIGUO. Q

To ABSIMKY avrket o€ o %t)&x QOPHAK®V TOL OVOLALOVTOL KOVOGOKATACTUATIKA». AVTA Tl
QapuoKa SpovV séacesvd)v&iépog TOV 0lVOGOTOTIKOV GUGTHUATOG.

Mo givar n gpijon Ios\ABSIMKY

To ABSIMKY ypnoc O1ELTOL Y10, TNV OVTIUETMTICT TOV 0KOAOVOmV PAEYLOVOIDY VOGWV:

s c pétplag € p1a¢ vocov tov Crohn - o€ evijhikeg

* NG HETPLOG AWS Paplig EAKDOOVS KOMTIONG — O€ EVAAIKEG

Noéoog Tov hn

H vooog z0w Crohn givon o pAeypovddng vocog tov gviépov. Eqv éyete vooo tov Crohn, Oa cog
dobovyapmTa dAla appaxa. Edv Sev avramokpibeite apketd kakd 1 edv éxete Sucavetio oe ovtd TaL
oap , umopei va cag 600si ABSIMKY yia ) peioon tov onpeiov Kol GOUTTOUATOV THE VOGOL

0&6
N
o?i)mmﬁng KOAITIO0

EAKDONC KOALTIOO gival pio pAEYUOV®ONG VOGO ToL eviépov. Edv éxete ehkdon koitida, Oa cag
60000V TpdTa A eappaka. Edv dev avtamokpifeite apketd KoAd 1 edv £xete dvoaveéio og avtd Ta
oappoaka, propet va cog 600el ABSIMKY yia ) peiwon tov onueiov Kot ToV COUTTOUATOV TNG
vOGOL GOg.

72



2. Tvpémer va yvopilete mpv ypnoipomronicete To ABSIMKY

Mnyv ypnoipomonjoete To ABSIMKY

. Le nePInTOON AAAEPYiag 6TV OVGTEKLVOVPANT 1] OE OTOLOSNTTOTE GAAO OMO TOL GLOTOTIKG,
oVTOV TOV PAPLLAKOL (AVAPEPOVTOL TNV TOPAYPaPO 6). )
. Eav éyete evepyn Loipwén mov o y1oTpdg 060G TIGTEVEL OTL EIVOL OT|LLOVTIKT. 0\‘
N

Edv dev elote olyovpol av 1oy0EL 001001 TOTE OO TO TOPATAV® Y10 EGAC, LMANGTE LIE TOV ywn%dq oV
pappokomold cog mpv ypnoonomoete 1o ABSIMKY. A

IIposgidomou|cels Ko TPOPLAGEELS AV
AmevBuvheite 6TOV Y10TPO 1} TOV PAPUOKOTOLO GOG TPV YPTCLULOTOIGETE TO ABSIMK&Tcg yiotpdg
oog o eréy&el OGO KoAG glote pv amod T Oepamneio. Befoimbeite 6T1 evnuepmoate sov yotpd 6og
Yo omoladnmote acévela mapovotalete Tpv amd v Kabe Oepaneio. Emxiong evn ;@(bctg TOV Y1TPO
oag eav £xete £pOel TPOGEOTU GE ETAPT| LE OTOLOONTOTE AITOUO TTOV UTOPEL VaLEXEL PupaTioon. O
yYwtpog cag Ba cog e€etdoet yio pupatioon kot Oa Tpaypatomoliost pio eEET Yo va Ogt Qv Exete
pvpatioon mpwv napete 1o ABSIMKY. Edv o yiatpog cog miotevet 0Tt dratggyete kivouvo
eouatioong, uropel va oag xopnynoei Oepameio yio TNV avVTIHETOTION THS

&

, GUUTEPIAQUPOVOUEVOV
plouéva onpeio | cCopTTOUOTO
InTeg eVEPYELED) OGNV TTOPAYpapo 4

Ipocéte Yo coPapéc avemBOunTes evépysereg

To ABSIMKY pmopei va mpokarécel copapéc avemBounteg evép
aAAEPYIKAV avTIdpdoemv Kot Aotudéemv. [Ipénetl va tpocéyete
acBévelong evad maipvete 1o ABSIMKY. BAéne «Xofapég ave
Y10 TANPT KATAAOYO OWTMV TV avemdvpntmy evepyeidv. O

[ pw ypnopomounicete o ABSIMKY evnuepdote T \’ﬁurpé coug:
. Eav giyote moté airepyucn avridpacn oto ABSIMKY. Potiote tov yatpd cag av dev giote

BéParot. O
. Edv giyote moté omorovonmote TOTO Kapcgwon — gMELON TO VOGOKOTAGTUATIKG OTTMG TO
ABSIMKY g&ac0evovv pépog tov avQ TIKOV GLOTNUATOG. AVTO UTOpEl Vo avENGEL TOV

Kivouvo Yo Kapkivo.

. Eav éyete MaPer Oepameia yio Tnv @piucn pe airo proroyikd gappaxe (§va @APRAKO TOV
napdyeron amd pio ovoia Blo)»omf]g TPoievong KoL cuvii0ms yopnyeitan pg évesn) — o
Kivduvog yia kapkivo propei vaEivar vymidtepog.

. Eav éxete M eiyote mpoooa oipmén 1 eav £xete oMo TOTE TAO0AOYIKE GVOiYPOTO OTO
oéppa (ocvpiyyia).
. Edv éyete véeg 1 usra[ia@éusvsg Brapeg péca otig mEPLOYESG TOL TAGKOLY OO Ympioon 1| 6TO

(QVOLO0AOYIKO OEPUAL.

. Eav maipvete Kémqt\(QzM»n Oepameia yio TNV yopioon Kav/1] TNy yopLociki apdpitida —
OGS KATO10 GALO,0VOCOKATACTOATIKO 1 pmTobepamneio (6Tav To cOpo cog vVToPaAiieTal o
Oepamneio pe sv?@t 0g vreplddove (UV) pmtog). Avtég o1 Bepoameieg umopobdv emiong va.
eEacbevico £POG TOL OVOCOTOLNTIKOV GaG cLGTHHATOC. H Tantdypovn yprion avtdv Tav
Oepaneionv (18 to ABSIMKY odev €xet peretn0el. Qotdco givor mbovo vo avénoet tnv
mBavotta acbeveldv mov oyetifovtal pe acBevEGTEPO OVOCOTOMTIKO GUGTI L.

. Eav k?@idvsra N AdPate 6710 TAPEAOOV evéoelg Yo T Oepameio arhepyr®dv — dev gival
yvogrd edv to ABSIMKY pnopel va tig ennpedost.
. E@q niio oog givan Gve TV 65 eT®OV — pmopel va glvar o mbavo va ndlete AoUDEELS.

)

Edv&:v €loTe GlyovpOoL AV IGYVEL OTOLOONTOTE OO TO TOPATAV® Y10 EGGG, LMANOTE LE TOV YIATPO 1) TOV
(p@(monmé cag mptv ypnotponomoete 10 ABSIMKY.

pIoEVOL 0oBeveig mapovsiooay avTOPAcELS TPOCOHOIAL0VoEG e AVKO, GUUTEPIAAUPAVOUEVOL
& dEPUATIKOD AVKOV 1] GUVIPOLLOL TPOGOLOLALOVTOC e AVKO KaTd T dtdpkeLn TG Oepameiog e
ovotektvovpdunn. Evnuepdote apéowg tov yiatpd cog edv eppavicete va epudpd, emnpuévo,
POMOMOEG eEAVON U LEPIKEG POPEG LLE TTLO GKOVPO TEPTYPOLLLO, GE TEPLOYEG TOV OEPUATOG TTOV
extifevtal otov A0 N pe TOVOLS oTIg apBpdoElC.
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Kaopowekn tpoofoin Kol ayyslokd eyKeQaMKd enelcooLo,

Koapdiakn mpocsforn Kot ayyeloKd eyKeQOALKE eneloodia Exovy tapatnpndel oe pio peAétn oe

acBeveic pe yopioon wov Ehafav Oepamneio pe ovotekvovpdumn. O yiotpdg oag 0o eAEyyel TAKTIKA

TOVG TOPAYOVTEG KIVEDVOV GaG Y10 KOPSLaKT) VOGO Kal Oy YEWKO EYKEPAAKO ETEIGOSL0 TPOKEEVOD VoL
duc@ariletl 60Tt avtipetonilovtal KatdAinAa. Avalntmote apéowg otpikn Pondela edv mopovcidcet )
ndvo oto otifoc, aduvapio 1§ U PLGLOAOYIKY| aicOnom ot pio TAELPE TOV COUATOSG GO, napd?wcs%s\‘

TPOCHTOL, 1] AVOUOAMES GTOV AOYO 1 TNV OpOoT). CU\

Howowd xon £pnpor 0

To ABSIMKY dev cuvictdral yia yprion o€ modid Katm tov 18 etdv pe voso tov Crohn 162%1(0361]

KOAITIO0 €mEdN] OV el pedetn el oe ot TNV NAKLOKT OUdda. ‘(U

Alho @appoxo, eppoéie kar ABSIMKY g

Evnuepdote tov yotpd 1 TOV @OPUOKOTOLd GOGC: N\

. Edv maipvete, £xeTe mpOGOATA TAPEL 1) LTOPEL VOL TAPETE AN PAPLOKT ~

. Edv xévate mpdceota 1 Tpokeitan va kdvete eUPorto. Opiopévor rt’mm@}ﬁo%imv (eppoha
COVIOV HIKPOOPYAVIGUMY) OV TPEMEL VO, YOPTYOUVTAL EVD Ypotponoieite to ABSIMKY.

. Edv Adfote ABSIMKY evocm Noactay £YKvog, EVIUEPDOTE TOV 0 TOL HOPOV GO GYETIKA

ue  Bepoaneio cag pe 10 ABSIMKY zwtpv 10 popd cog Aapet ogotodnmote epuforto,
ocvpmepthapPoavopévev tov {oviov epporinv, 0Tmg lvat 10 sh10 BCG (mov
YPNOWOTOLELTAL Y10, TNV TPOANYT TNG PupaTioong). Ta Co’av‘ UPoA0 eV GUVIGTAOVTOL Y10 TO
LOPO GOG KATH TOVS TPMTOVG dMOEKN UNVEG UETA TN YEVV gdv Adpate ABSIMKY «otd
OLIPKELD TNG EYKVUOGVVNG, EKTOG €AV O Y1OTPOG TOL pm@ G0 GLOTNOEL KATL SLUPOPETIKO.

O
Kdnon kot Onraocpog }
. Edwv giote éyxvog, vopilete 6T pmopel va giote € ¢ M oyedileTe va omoKTNOETE TOd,
{ntote 1 GUUPOVAN TOL YIATPOL GOG TPV ndg&:&s OVTO TO PAPUAKO.
. Agv éygl mopotnpn el vymAdtepog Kivouvog @/sru((bv AVOUOADY G HOPE TOV EKTEOM KOV

evoountpla oto ABSIMKY. Qotdco, und@t neplopiopévn eumepio pe to ABSIMKY og
éyKxveg yovaikes. Emopévag, eivon mpozif@réo va arnopedyeton n xprion tov ABSIMKY oty

EYKVHOGUHVT).

. Edv elote yovaika oe avanapaymyt@qkmiu, GUVIOTATOL VO ATOPVYETE VO LElVETE £YKLOG KOl
TPEMEL VAL YPT|CLLOTOLEITE OTOTE OTIKT] OVTIGVAAN YT evOcm ypnotponoteite to ABSIMKY
KoL Yo Tovhdyiotov 15 efdopddex petd v tehevtaio Oepancio pe ABSIMKY.

. To ABSIMKY pmropei va e ¥1 UEGO, 0O TOV TAAKOVVTO KO VO, PTACEL GTO AYEVVITO L®PO.

Edév AdPoate ABSIMKY Ké/ 1M SIIPKELL TNG EYKVUOGVVIG GOG, TO LMPO GOG UTOPEL va
SlTpéYEl LeYOAVTEPO KiVIBVO Yo TNV Eppavion Aoipméng.

. Eivatr onpovtkod va € PMGETE TOLG YLOTPOVS TOL UMPOV GOG KOl TOVG GALOVE EmOyyEAUATIEG
vyeiog ebv AdPate IMKY «atd tn S1dpKeLo TG EYKLUOGUVNG GOG, TPV TO LOPO AdPeL
omotodnmote epPfodro. Ta {dvta epuforia dnmg etvar To gppdio BCG (mov ypnoomoteiton yio
™V TPOANYN ﬁ@(puuaricocng) OEV GUVIGTMVTOL Y10 TO PO GOG KATH TOVE TPATOVG ODIEKN
UNVES LETA t@éwncn eav AaPate ABSIMKY kotd T didpkela g €YKOUOGHLVNG, EKTOC €AV O
YTpog 0 POV GOG CLGTNGEL KATL SLOPOPETIKO.

. H ovotekwovpaunn propetl va nepdoet 6to untpikd Yoo o€ mold pKpég TocOHTNTES.

Evnu @GTS ToV Y1Tpo oag edv Onialete 1 oyedidlete va Onidcete. Eoelg kot o yiatpdc oag Ha
Tpé o amo@acicete av O Tpénel va Onidcete 1 av Ba ypnooromoete 1o ABSIMKY - punv
K&$BTe Kot Ta VO TAVTOYPOVA.

Oﬁ@cn KOU (EPICROS PNY AV LATOV
T SIMKY d¢ev €yet kapia 1 €€l ACNLOVTH EXLOPOOT] GTNV KAVOTNTA 001YNOTG KO XEPLGUOV
@a\m patov.

& To ABSIMKY mepiéyer molvooppiko
To ABSIMKY nepiéyet 11,1 mg molvcsopPikot 80 og kdbe povéda dykov, T0 0moio 1000VVaLEL LE
10,4 mg ava doon tov 130 mg.
Ta moAvcopPikd uropei va Tpokorécovy allepyikéc avidpdoeis. Evnuepmaote tov yatpd cag edv
€xete YVOOTEG aAlEPYiEC.
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To ABSIMKY mepiéyet vatpio

To ABSIMKY mepiéyet Myotepo amd 1 mmol vatpiov (23 mg) avd 6601, ivar avtd mov ovopdlovpe
«ehevBepo vatpiovm. .
Qo1600, Tptv cog yopnyndel to ABSIMKY, avapuyvdetot pe éva dtdAvpa, To omoio mepi€yetl vatplo. )
Evnuepaoote tov ylotpd cog edv akolovbeite diatta pe yopmAn TposAnyr dAoTog. OAT

0‘0
3. Hog va ypnoyporomeere o ABSIMKY A
To ABSIMKY gvéeikvoton yio yprion ved v kabodnynon kot v enifieyn yioatpod uéq&mpiu om
LYV KOl TNV OVTILETONTION TG VOG0V Tov Crohn 1} T EAKOA0VE KOMTISOG. g

To ABSIMKY 130 mg mokvo S18Av0 Y10 TOUPAGKELT OLOADOTOC TPOG EYYLON 9(@0@ yopnynOet omod
TOV YI0Tpo GOG, HEGH GTAAAENS 0T PAEBa TOL Pparyiové cog (evEopAéPia £yyuca)) o€ Stdotnpo piog
opag. MUNoTE HE TOV Y10TPO GOG GYETIKA LE TO TOTE B0l KAVETE TIG EVECELG GOL@H Yo TO povTEPSOL
TapakolovONoNg TG Topeiag Goc. (UA
660 ABSIMKY yopnyeitar ‘D
O ywatpog oag Oa anopacicel 6o ABSIMKY ypetdleton va kstrféemyla 1660 d1doTnua.
N

EviiMkeg nukiog 18 e1dv 1 avo OQ
. O ywatpog o vVITOAOYIGEL TN CLVIGTMOLEVT dOGN SVSOQX@Q &yyoong vy €64g, Pdoet Tov

COUOTIKOV Gag Papovg. @)

A

To copotikd cag Bapog \\\{- Adon

<55kg NSy 260 mg
>55kg éog <85 kg ) 390 mg
> 85 kg o 520 mg

z—o.
S
. Metd v apykn evéoeAéPia doom, Oa%psrs v endpevn d6on ABSIMKY twv 90 mg péow
€VEDTG KATW OO TO dEPLLL GOG (mto@pla éveon) 8 efoopddeg apyoTEPQ KoL GTN CLUVEYELD KAOE
12 gPfdopdoec.
Boopddes \O\)
Mg yopnyeiton o ABSIMKY L O
. H npdn d601M TOL ABSI@[ Y10 TNV OVTIUETOTION THE VOG0V Tov Crohn 1| g Elkddovg
KOALTId0G yopnyeitan amd Yotpd otdydnv otn eAEPa Tov £vog Ppayiova (evooeAéfia Eyyvon).
MunoTte pe Tov Y1oTpo GOg éxsre 0molEcONMOTE amopieg oxeTKd pe T ANy tov ABSIMKY.
A
Eav Cexdoerte va ypnoiponomocts to ABSIMKY
Edv Eeydoate 1 Xdc,o?@ro pavtefov yio T ANy Hog d0oNG, ETIKOIVOVIOTE LE TOV YIUTPO GOG Y10l VA
mpoypappaticete EEWA 10 povtefod coc.

Edv cwua‘rﬂcQ va ypnoipomoreite 1o ABSIMKY
Asv givan emp&ySuvo vo otapatioete vo xpnotponotsite 1o ABSIMKY. Qo1660, £4v GTOpOTAGETE,
umopet vo, sz%vsu(powwroﬁv TO, GUUTTOUATO CGOG.

A

Edv ¢ TMEPLGGOTEPEG EPMTICELG GYETIKE LLE TT] YPTOT AVTOV TOL PAPUAKOV, POTNGTE TOV Y1ATPO 1)
oV, LOKOTOL0 GG,

X

®§ IMBavéic avemBounTeg evépyereg

Onwc 6Aa T PhproKa, ETOL Kot dVTO TO PAPULOKO UTOPEL VoL TPOKUAESEL OvemBOUNTES EVEPYELES, OV
Kot 6gv Topovclalovial 6€ OAOVG TOVG avEpMOTOLG,.
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Yofapég avemBOuNTES EVEPYELEG
Opiopévor aoBeveic pmopel va £xovv coPapés avemBOuNTeg evEpyeleg mOL UMOPEl va YPEOGTOOV
enelyovca Oepaneia.

Adrepyikég avTIopdcels — pmopel va yperootovy enciyovsa Ospancio. Evnuepdote tov yiatpod ~0
60g 1| avalnTiote exeiyovsa TPk Bo1)0io apéoms poOMS TaPATNPNGETE 0TOL0OTOTE OO 164\‘
akorovOa onpeio. N
*  OrooPapéc arhepykés avidpaocels («ovoapuAiation) eival omdvieg oTo GTOLO TOV naipvmgu
ABSIMKY (pmopei va ennpedoovv éoc 1 ota 1.000 dropa). Ta onueio nspﬁauﬁéwom&

o dvoKOAia GTNV AVOTVOT 1 TNV KOTATOON
o YOUNAY apTNplaKn TTieot, Tov uropet va tpokaiéaetl (AN ‘(UO
o TPNEWO 6TO TPOCWOTO, Ta. XEIAT], TO GTOUO 1) TO AOLUO. V
*  Ta ovyva onpeio aAlepykng ovtidpaong tepthapfdvovy deppaticd e&dvinua KQ Kvidmon
(umopel va emmpedoovy ém¢ 1 ota 100 dropa). 0\

Y
Avnidpdosis oyeTilopeves pe v £yyvon - Eav hapPavere Ospancia yro véég}ron Crohn 1
£hk @91 KoriTida,  TpdTN 3601 Tov ABSIMKY yopnyciton péow evotdhaéng oc pia gréfa
(evooprépra £yyvon). Opropévorl acBeveig £xovv TaPoOLOLACEL Goﬁapéb AEPYIKES UVTIOPACELS
KOTd T1] OLAPKELX TG £YYVOTG. C

Y& OAVIEG TEPITTAOGELS, TVEVUOVIKES UAAEPYIKES AVTIOPAGELS g %ksyuovf] TOV TVEDPOVO, £YOVV
avagepOel o€ aoBeveig Tov Aappdavovy ovetekivoopdunn. Ev ADOTE OPECOS TOV YIUTPO GG
€0V TAPOVOLAGETE COUTTONOTA OTOS P]ya, SOVGTVOLA KOt @aré.

O
Edv epoavicete coPapr) aAhepyikn avtiopact, 0 yoTpog m LTOPEL VL OTOPAGIGEL OTL OEV TPENEL VO
ypnowonomoete Eava 1o ABSIMKY. 0

AoAOEELS — nmopel va, pELOGTOVY ETETYOVOQ 08@;1:8&1. Evnuepoote apécmg tov yiatpo oug £av
TOPATIPNCETE OTOLOONTOTE O.TTO TO, uxékonﬂa@usiu.
*  Eivau ovyvég ot houdEeig tng potng 1 10 oY KOl TO Koo KpuoAdynua (Lmopet va,
emmpedoovy éo¢ 1 ota 10 dropa)
«  Or)opdéerg Tov Bdpaxa dev eivar olvés (mopei va emmpedoovy £og 1 ota 100 dropa)
* Ot pAeypovég Tov 10100 KATM ané@ oéppa («utTapitidor) dev eivor cuyvég (Umopet va
emmpedoovy £o¢ 1 ota 100 droud)
e O ¢épmnc {oomp (éva €idog sn@\vvov eEavOnuotog pe puoaidec) dev givar Guyvog (Lmopel va
ennpedoel £éog 1 ota 100 d&sﬁa)

To ABSIMKY pmopei va o TOGTNOEL AMYOTEPO 1KOVOVG Vo KaTtamoleunoete Aopuméels. Kdamoteg
rowméeig Bo, pwopovoay vouv GoPapéc kat pmopei vo, mephapuBavouv AotudEelg mov
TPOKOAOVVTAL 0t 100G, YoKNTeS, Paktpia (cupmeptiapfovopévng e euuaTioong), | Tapdoita,
coumeptAappoavo ué\f(h@\&omd)ésmv OV KLPIOG Tapovstalovial o avOpdTovg e e&ocbevnuévo
OVOGOTONTIKO Gﬁc@a (evkouplokég AOUMEELS).

Evkonprokég ko@%mg TOV £YKEPAAOL (eyKEPAAITION, UNViyYiTIdN), TOV TVELUOVOV Kol TOL 0POOALOD
&yovv ava(pf?&i oe aobeveig mov AapPavovy Bepameio, [Le OVGTEKIVOLUGUTT.
N

[pémer pocéyete Yo onueia Aolpméng eved ypnowomnoteite 1o ABSIMKY. Avtd nepilapfdavouv:
. 70, GUUTTOUOTO TTOV LOLALOVV LE YPITN, VOKTEPIVEG EPLOPMDGELS, OTMAELN BApovg

. toOnon KomTmong N Aoydviacua, fyag mov dev Tepvd

Q EPLO, KOKKIVO OEPLL TOV TOVAEL, 1] EMMOVVO eEAVONUO GTO dEPUA e PLCOAIDES

Q aioOnuo Kodoov Katd TV ovpnon
O Swppow

& *  OTTIKN dlaTopayf N ATOAEL OPAOTG

*  Ke@OAOAYia, avyevVIKY duoKapyia, evoucncio 6to Pmc, vovtio 1 cOyyvon.

Evnuepdote apéomg tov y1atpd 6ag GV TOPATIPCETE OTOOONTOTE Ad AT To, oneio Aoipwéng.
Avtd pmopel va gtvar onueio AodEemv, dmwg AoUdEE®Y ToV BdpaKa, AOUMOEE®Y TOV dEPLATOG,
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épmnta {OoTAPA 1 EVKOUPLIKES AOUMOEELS TOV Bol PTopovcay va £xovv GoPapEg EMTAOKES.

Evnuepdote Tov y1otpd cog edv £xete omolodnmote £i00¢ AoiHmENG Tov OV TEPVA 1) EMUVEPYETOL

ouvey®c. O Yotpog oag UIopel va amopacicet 0Tt dev Ba Tpémetl va ypnoyomomoete ABSIMKY

uéxpt va mepdoet n Aoipwén. Eniong evnuepdote Tov y10Tpd Gog eGv £XETE AVOIKTEC TANYEG T

TPAOUATO, KOODC pmopel va poAvvOouv. AV
o

ATo@OAIdMGTN 0£pURaTOS — AOEN G TG EPLOPOTNTAS KOL TG UTOPOAIOMONG TOV OEPNATOS 6 N
EKTETUNEVT] TEPLOYN] TOV COUATOG EVOEYETAL VO EIVUL CUUTTONATA EPLOPOIEPIIKNS YOIPio,
0TOPOMOMTIKIG OEPUATITIONG, 01 OTTOiES Eivar cofapéc deppaTonddseies. Qa mpémer va
EVI|UEPDGETE APUECMS TOV YLUTPO GAG EAV TAPATIPICETE OTOLUONTOTE 0T AVTA TA O1)

Alreg avemBOUNTES EVEPYELEG g
Yoyvéc avemBounteg evépyereg (umopel va emnpedoovy émg 1 ota 10 dropa): o\

*  Audppouwn A\

¢ Nowtia Q}

* ’Epetog

o AiloOnua kémwong zD(U

o AioOnua {adAng

* Tlovoképalog . 0(/‘

o Oayovpa («Kkvnopos»)

* II6vog ot péom, toug pug M Tig apdpmdaoelg OQ

* Tlovoropog
*  EpvBpémta kon mdvog 610 onpeio mov yivetor 1 £ves
o Aoilpwén otovg mopoappiviovg KOATOVS \S

OXL ovyvég avemBouunteg evépyereg (umopel va snnpégcovv ¢wg 1 ota 100 dropa):

OdovTikég AMoumEelc 0

o KoAmikr pokntiootkn Aoiumén (U

*  Koatabhyn . ‘O

o Dpayuévn M Boviouévn pot (&)

*  Awoppayio, HOAOTEC, CKARpLVON, 7@‘@”0 Kol oyovpa ekel Omov yiveral 1 Eveon

*  AiloOnpa advvapiog

o IItdon Prepdpov Kot YoAdp®G: @)mv o pio TAeLpE TOV TPOCHTOV (KTAPAAVCT) TPOCWOTLKOD
vevpou» N «mapdivon Bell») é% givarl cuvnOmg TOPOdIKN

*  MetafoAn oty yopioon @DGpomw KoL VEEG JUKPEC, KITPIVES 1] AEVKES PADKTOIVEG, LEPLKES
(POPEC GLVOOEVOUEVEG OO TIPETO (GAVKTOVAOONG WYwpiaon)

* Amogloiwon tov 5épu8& (amo@oAidwon déppaTog)

© Axun A

2 aviIeg avsmﬂl')uqr?@%vépyswg (umopel va emnpedoovy €mg 1 ata 1.000 dropa)

*  Epuvbpomra ey TOPOAIOWDGT) TOV OEPUATOG GE EKTETAUEVT] TEPLOYN TOL CAOUATOG, 1 OTOiN
umopel va no@mmd@a eayovpa N Tovo (amopoldmTikn deppatitida). [Tapopol copntdpaTo
avanmTOooONTOL OPIGUEVES POPES MG PLGIKT LETAPOAT] GTOV TUTO TOV CUUTTOUATOV TNG
\|/0)p1 @(apuepo&puucn yopiacn)

. UIKPAOV OLLOQOP®V ayYEi®V, 1) 0Tola LTopel vo, 0dNynoel og deppratikd eEavOnua pe

ég KOKKIVEC 1] LOP pOVGKAAES, TLPETO 1| TOVO OTIS apBpdcelS (ayyetiTidn)

Io \f&cnavwg avemOopnteg evépyeareg (Lmopel va ennpedoovy €oc 1 ota 10.000 dtoua)
Q Dovokdieg Tov dépuaTOC, 01 omoieg pmopel va etvat epuBpés, KVNOoUMOELG KOt ETMOVVES
Q (ITopporvyddec mEUPLYOELDES).
&) Agppoticog A0kog 1] GUVOPOLO TPOosoUotdiov pe Ako (epubpd, ennpuévo oAdmdeg eEavOmua
& G€ TEPLOYEC TOV BEPLATOG TTOL EKTIOEVTAL GTOV A0 TOUVDG LE TOVOVE OTIC 0PBPDOELS).

Ava@opd avemBupnTOV EVEPYELOV

Edv mapoatnproete Kamoto avemBOUnNTN EVEPYELD, EVIUEPDGTE TOV YIOTPO 1) TOV POPLOKOTOLO GOG.
Av10 1oy0et Kot Yo k6Oe mhavn avemBounTn evépyela Tov dev avaPEPETOL 6TO TAPOV PUALO 00N YDV

77



xpNons. Mmopeite emiong va avapépete avemBountes evépyeles amevbeiog, LES® Tov £BVIKOD
GUGTILLOTOG OVOPOPAS Tov avaypapeTot oto [apdptnua V. Méowm g avapopds avemBountov
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY TYETIKA LE TNV OCPIAELL

TOL TTAPOVTOC PAPLLAKOV.
R
5. [ og va poiaocoete To ABSIMKY \0

&

. To ABSIMKY 130 mg mokvo S1dAv0 Yio TOpAGKELT SOADIOTOC TPOG EYYLON xopnyeilQ ce
vocokopueio 1 KAvikn kot ot acBevei dev ypetdleTol va 1o pUAGEOLY 1] VAL TO XEPIOTAHV.

. To pdppako avtd Tpénet vo pUAGGGETAL GE PEPT TTOL OeV TO PAETOLY Kot OEV TO ¢ vV TO
oS4 N~

. Dvldooete o yoyeio (2°C-8°C). MV KOTOWOYETE. Q

. dvrdooete 10 PLOLiISI0 670 EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO >

. Mnv avaxveite to graridio tov ABSIMKY. TTapatetapévn Suvarth avouchon propei vo
TPOKOAEGEL (NG GTO PAPHOKO. »

Na pn xpnoponoleite avté To @approKo: ZQ(;U
. Metd v nuepounvio ANENG oL AVAPEPETAL GTIV EMCTIUAVOT] KAFGTO KOLTI LETA TNV

«AHEH». H nuepopnvia Anéng eivar ) tehevtoio nuépa Tov 0V aVOPEPETAL EKEL.

. Edv to vypb givar oamoypouaticuévo, 0oAo 1 av ival opat Havt Eéva copotidwn ta omoia
alpovvTal péca o€ avto (PA. mapdypapo 6 «Euedvion KS) BSIMKY ot mepieydpevo g
GLOKEVLOGIAGY).

. Edv yvopilete, 1 vopilete 01 pmopel va £xer extedel ggaxpaieg Oeppoxpacics (6mmg va £xet
katd AdBog katoyvydei 1 OepuavOet). {_

. Edv to mpoidv éxel avakivndei duvartd.

. Edv n oppayida acepoireiog Exel mopaPiactel. \&-

To ABSIMKY e&ivon piag ypficemg povo. Kabe aq?%uévo StAvpa TPOG £yXvoT 1 TPOIOV Tov dev €yt
xpnopomomnOel Ko Topapével 6To ELAALSI0 K GUPLYYO TPETEL VAL ATOPPITTETOL COUPDVA LE TIG
KOTA TOTOVG 16 DOVGEG OYETIKEG OLUTAEELS.

D
6. Hepreyépeva g cvcksvacw@m Aoutég T poopieg

Tu nepréyer to ABSIMKY Q

. H dpaoctikn ovoia givan n@xsramvov péipmn. Kabe proridro mepiéyet 130 mg ovotektvoupapmn
o€ 26 ml.

. Ta dAAa cvcrwmcd&gu 70 d1HopKd dvatpilo dhag tov EDTA (E385), n L-iotidivn, 1
VOPOYAMPIKY| uo@Spmﬁ L-1otidivn, n L-pebetovivn, to molvcopPucod 80 (E433), n caxyapoln
Ko 70 VOmp y}é\@/smua.

Epeévion tovo ABSIMKY kan wepreyépeva g cvokevaciog

To ABSIMKY @m Stoyég, dypopo g avoryTo KiTptvo TUKVEO StIAVA Yo TAPOCKELT SIAVILATOG
PO EYYVO T@M{Gmm o€ apTvo KouTi Tov TEPLEYEL 1 epdmal 660m o€ yudivo eloAidto tov 30 ml.
Ka0e proAdw mepiéyet 130 mg ovotekvovpdunn og 26 ml Tukvod S10ADHOTOS Y10 TOPACKELN
S0 u(@g TPOG EYYVOT).

v ,

g Adgrog Kvkhogopiog

rd Healthcare S.L.U.

rld Trade Center, Moll de Barcelona, s/n

ifici Est, 6a Planta

& 08039 Barcelona

lomavia

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

«

INo onowdnmote TANPOoPOpio GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPUKOAEISTE VL )

amgvBuvbeite otov TomiKo avtimpdéommo Tov Katdyov tng Adeiog Kvukhopopiag: o\‘
N

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

3
Accord Healthcare S.L.U. ‘(UO
Tel: +34 93 301 00 64 g
£ &
Win Medica A.E. A\
Tnh: +30 210 74 88 821 @
AN
o
To mwapov evAlo 0dNYLOV Yprions avaBewpnOnke Yo TeElEVTOIO (poeti 11 {MM/EEEE}
O
Aemtouepeic TANPOPOPIES Yo TO QPAPLOKO AVTO givarl 51(195361]18&) dikTvaxod tomo Tov Evponaikon
Opyaviopov @apudkov: https:// www.ema.europa.eu/. &
=
O
o
N
o
©
S
O
Y
QO
O
0\5
A
o
S
QC)
RS
Q
N
&
o
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O TAnpoopieg Tov akoAovBovv amevBivovtal Ldvo ce emayyelatieg vysiog:

Iyyniacipudmra:

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

To ABSIMKY mokvo S1dAvpo Yio Topackent] SIOADHOTOG TPOG £YYLOT) TPETEL VO (xpoud)vs8§, va
TPOETOALETOL KO VoL EYYEETOL OO EMOYYEALLOTIO VYELOG LE YPNOT AONTTNG TEXVIKNG. ‘(U

1. Ynoloyiote Tt 860m Kot Tov apfud Tov eloAdiov ABSIMKY wov anatroﬁwo@dcsm OV
Bapovg Tov acbevoic (PA. mapdaypago 3, IMivaxa 1). Kabe proridio ABSIM@‘ Tov 26 ml
meptéyel 130 mg ovoTEKIVOLUAUT. N

2. Amb tov aoKo £yyvong Tov 250 ml, avappopnoTe Kol amoppiyTe Evay o@ StoAvpatog
YAwprovyov vatpiov 9 mg/ml (0,9%) ico ue tov 6yKxo o ABSIMK Y Rov Ho npoctedel
(amoppiyte 26 ml yYhmprovyov varpiov yia kébe plarioio ABSI Ynov amauteitan, v 2
@LoAidla amoppiyte 52 ml, yuo 3 eroridia amoppiyte 78 ml, yla@ﬁ&a amoppiyte 104 ml).

3. Avappoonote 26 ml ABSIMKY ond xé0e gradidto mov amwour, Kot TPocHETTE TO OTOV oKD
&yyvong tov 250 ml. O telikdg OYKOC 6TOV Aok £YYVOTG Gg@énm va givar 250 ml. Avouite

OO

4. EAéyEte ontikd 10 apoiwpévo didAvpe Tpv and Ty éyx&n. Mnv 10 yprocponTo|cETE EQV
TOPATNPYCETE EPPAVAG 00PaAVT) COUOTION, amoxpaipTiouo 1| Eéva copatioto.

5. Eyybote 10 aparopévo didAvpo yio pio tepiodo 1o %@mov plag dpag. Metd v apaimon, n

éyyvon Bo mpémel va £yl ohokAnpwOel eviog 24 Vv oo TV apoimor 6Tov ackd £YYVoTS.
6. Xpnoyonoteite LOVO GET £yYVONG e svcso)uam&bevo, o1elpo, Un TLUPETOYOVO, YOUUNANG
TPOTEWVIKNG déopevong giltpo (uéyebog né;@y 0,2 wkpoueTpo).
7. Ka0e proridto mpoopiletar yio pio ypnon ggvo KOl TUYOV U1 XPNOUYLOTONUEVO PUPHOKEVTIKO
Ppoidv o Tpémel va amoppinTeTon Gﬁu@a LLE TIG KATO TOTOVS 1GYVOVGES OYETIKEG OIOTAEELS.

doratn

Edv givon amapaitnto, To apoiopévo St@ma 7pog Eyyvon pnopet va dratnpnbel og Beppoxpacio
dopatiov. H éyyvon Ba mpénet va éxF\@OK}mpmesi €VTOg 24 mp®V 0o TNV 0paimoT GTOV AoKO
€yyvone. Mnv Katoyoyete. @)
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

ABSIMKY 45 mg gvéoio 01divpo 6 Tpoyspiopév copryya
OVGTEKIVOL LA

«
¥ To PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba eMLTPEYEL TO YPTYOPO _\9
TPOGOOPIGUO VEDV TANPOPOPIOV acPaAelac. Mropeite va fonbnoete péow g avapopdg mbova
AVETBOUNTOV EVEPYEIDY TTOV EVOEYOUEVMG TTopovatdlete. BA. Télog tng mapaypdpov 4 yia Tov 198}0
ovapopdGs avemBOUNTOV EVEPYELDV.

AwPaoTe TPOGEKTIKG 0AOKANPO TO GDALO 0NYLOV YPHONG TTPLY UPYicETE VO YPNCLUOTDIEITE AVTO
T0 PAPUUKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC. V

AvTO6 T0 QUALO 00N VLAV £xEL YPOUPTEL Y10 TO TPOSMTO TOL AapPdaver To (p(’lp},l(lKG\S(iV giote 0
yovéag 1| povTieTi|g 0 omoiog O ddoelr ABSIMKY o¢ éva ma1di, napaxuksi& o dwufdosTe
TPOCEKTIKA OVTEG TIS TANPOPOPIES. 2(}

- DdovrdEte avTd TO PUALO 0N YDV YpronG. Towg ypelaotel va o 61(1@& Eava.

- Edv éxete mepartépw amopieg, poTNOTE TOV Y10TPO 1| TOV (papuoucé@ 0 GOC.

- H cvvtayn yia avtd 1o eappoko xoprnynonke omokAelotiKg yio oog. Agv mpénel va, SDCETE TO
Qapproko o€ aAAovg. Mmopel va Tovg Tpokaiésel PAAPT, ado)rKot 0TV T0 GUUTTAOUATO TG
ac0éveldc Tovg eivor 101 e T, O1KG Gag.

- EGv mapotnpfioete KAmola avemdountn evépyeta, evnpepsdte Tov y1arpd 1 Tov QuppaKorotd
c0G. AvTd 1oyvet kot Yo KaBe mbovi avemBOun svgéa OV OEV AVOPEPETAL GTO TAPOV
@OALO oMYV Ypriong. BAéne mapdypago 4. ~

{_

T wegpréyer To mapév eVALO 00N YLOV: N)
1. T eivon o ABSIMKY kou mowa gfvor ) ypfio ?&5
2. T péner va yvopilete mpv Xpnctuonouﬁc&o ABSIMKY
3. [log va ypnoyomocete T0 ABSIMK\QO(U
4. [MBavég avemBounteg evépyeteg *0
5. [og va pvidacoete to ABSIMKY
6. [Tepieydpeva e cuokevaciog K(S»%ég TANPOQOpPiEg
Ny

1. Tv givan To ABSIMKY Ka@a givan 1 (pfon Tov

T eivan To ABSIMKY

To ABSIMKY mepiéyet OTIKT 0LGI0 KOVGTEKIVOLUAUTNY, £VO, LOVOKA®VIKO avTicoua. Ta
HLOVOKAMVIKG aVTICOUATY 8ivol TPOTEIVES TTOL avayvmPIlovy Kot GUVOEOVTOL ELOIKE, LLE OPIGUEVEG
TPMTEIVEG OTOV OPYUYIGHO.

To ABSIMKY avy \08 L0 OULASOL POPUAK®OY TTOV OVOUALOVTUL «OVOGOKOTAGTAATIKAY. AVTA TO
Qappaka dSpovv, BevdvTtog HEPOC TOL AVOGOTONTIKOD GUGTNILOTOG,.

Mowa gival fon tov ABSIMKY

To ABSI YPTCLLOTOLEITAL Y10 TNV OVTIUETOTIOT TOV 0KOLOLO®OV PAEYLOVOI®Y VOCWV:

. Kdpioon katd Thdkag - o€ evitikes kot Toudid nikiog 6 eTdV kot Gve

. \éi‘l»pwcmﬁ apBpitida - o€ evihikeg

O Métpra £o¢ copapn vésog tov Crohn - g evijhikeg

-Q Métpra éoc coPapn eAK®mON KOMTION - 0€ EVAAIKES

&o‘l’mpiacn KoTd TAdKog

H yopiaon katd midiog eivor pio depuatikn tanon n omoia tpokoiel pAgypov mov ennpedletl T0
oéppa ko To viya. To ABSIMKY 0a peidoet tn eieypovn kot GAda onpeia g acBévetlac.

To ABSIMKY ypnotponoieitol o evijAikeg pe p€tpia £0¢ cofopn Ywopiacn Kot TAGKAG, TOV dEV
Uropohv va XP1GLLOTOcoLY KukAocmopivn, pebotpeEdtn 1 pwtobepaneia, 1| o€ TEPIMTMOON TOL
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avTég ot Bepoameieg Oev glyav AmMOTEAEGLOL.

To ABSIMKY ypnoiponoteitol o moudid Kot €pnouvg nikiog 6 eTdv Kot dvo pe pétplo oG cofapn
yopioon Katd TAGKAS, To omoio 6gv Umopovv va aveyBovv n emtobepaneio ] AAAEG CLGTNUOTIKES

Bepameieg 1 6tav o1 Bepameieg aLTEG deV iV OMOTEAEGHLAL. ~;\9
Yopraocwi) apOpitidoa \0

H yoprocikn apbpitida sivar pio pAeypovmong vocog TV apdpdcemv, Tov cuvROME GUVOOEVELHV T
yoplaon. Eav éxete evepyn yoplacikn apbpitida Oa cag do0ovv mpodta dAla pdppoka. Edv o
avTomToKpOEiTe apKeTA KOAG 6€ aVTA To PapuaKo, umopel va oag yopnyndei to ABSIMKY mete va

. Mewwoet To onUEin Kot To GUUTTMOLOTA TS VOCOL GOC. ‘(U
. BeAtihoel T cOUOTIKN 00G AELTOVPYIKOTNTA. V
. EmBpadiover tn PAAPN oTig apBpmdoels cog. Q

Nooog Tov Crohn N

H v6c0c¢ tov Crohn givan po pAeypovmdng vocog tov evtépov. Edv €xete vécs@u Crohn, 6o cag
dobovv mpmTa dAla pappaka. Edv 6ev avtamokpibeite apretd kard 1 edv £fete dSucavelia og avtd Tol
oapuako, propei va cag 600t ABSIMKY yio ) peioon tov onpeiov ggomummudrcov ¢ vOoou

oG,
S 0(/‘
EAk®ong koAitTido N
H eAxmdong kolitida givar pio, pAEYUOVDOOING VOGOG TOV EVTEPOU. @ éxete EAKMOT KOAiTId0, O GOG
00000V TpdTa dAAa Qappaka. Eqv dev avtamokpiBeite aszr(&x & 1 eav €xete ducavesia o€ avTd TO
pappaxa, propei va cag 600ei ABSIMKY yio t peimon tof pnueiov kot 1ov GuUnTopaTov g
vOGOL GG, ‘k"
)
\&.

2. Tvpémer va yvopilete mprv xpnmuonon’lc@s 10 ABSIMKY

N
Mnyv gpnoponomjoete o ABSIMKY . l()(U

. Yg nepintmon arlepyiog otnyv oncragronudunn 1N 6€ 0TOL0OMTOTE GAAO OO TOL GUGTOTIKG,
ovToD TOV PAPULEKOV (avaépoth@*qv Topaypapo 6).
. Eav &yete evepyn hoipwén mov Qlarpég 00G TLOTEVEL OTL EIVOL OTLLOVTIKT.

3
Edwv dev eiote oiyovpot av oydet O@Sﬁnors Ao TO TOPOTAVO Y10 €50, IUANOTE e TOV Y10TpO 1] TOV
(OPLOKOTOLO GOG TPV Xpncstum@srs 70 ABSIMKY.

IIposgidomou)oels Ko TPOPUALEELS

AmevBuvbeite 6TOV Y1I0TPAATMOV POPLOKOTOO Gog TpY ypnotpornomoete o ABSIMKY. O yiatpdc
cag Ba eléyEel mOGo Kok elote TPy amd kdbe Oepaneio. BePawwbeite 6T evnuepdoate Tov yoTpo
GoG Yol 0n01a8ﬁnor§7§€vsw mapovotdlete mpv amd v kKabe Bepoameia. Emiong evnuepoote tov
yotpd cog ebv éxs@p()a TPOCPUTO GE ETOPT| UE OTOLOONTOTE ATOUO TTOV UTOPEL VO, EYEL PLUOTIOON.
O ywatpog cag Oa Qg eketdoel yo pupatioon kot 0o Tpaypatomomoet pia e€€taomn yia va dgt €6
éxete upOTIO pw mapete 10 ABSIMKY. Edv o yiatpog cag miotevetl 6tt darpéyete Kivovvo
(pvuaricocmf@:opsi va gog yopnynbei Oepameio yio TV avTIUETOTION TG,

S

Ipoocé 10 6oPapés avemOounTes evépyereg
To A KY umopei va mpokodécel coPapég avemBounteg evéEpyeleg, GUUTEPIAAUPBAVOUEVOV
oA KOV avTidpaoewmv Kot Aotunéemv. [Ipénet vo mpocéyete yio oplopéva GNUELD 1] GOUTTO LT

o elag eved maipvete 1o ABSIMKY. Bhéne «Zofapéc avemBounteg evépyelegy oty tapdypapo 4
Q AN PN KATAAOYO QUTAV TV OVETIBOUNTOV EVEPYELDV.

& Hpw ypnopomonjcere 10 ABSIMKY evnuep®cte Tov YiatTpo cac:

. Eav giyate moté airepyuc avridpaocn oto ABSIMKY. Potiote tov yatpd cag av dev giote
BéParot.
. Eav giyote moté 0m0o10vo1)T0TE TOTO KOPKIVOL — ETELDN TA AVOCOKOATAGTOATIKA OTTMOG TO

ABSIMKY &g&ac0gvoiv Hépog Tov avoGOTOmTIKOV GUGTHUATOS. AVTO UTopel vo avENceL Tov
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Kivouvo Yo Kapkivo.

. Edv éxete Aaper Oepoameia yio tnv yopiaon pe drilo froroyikd dppoka (éva @appoko Tov
mopayeton amé pio oveio Proroyikig wpoéievong kot ovvi|0mg yopnysiton pe éveon) — o
Kkivduvog yia Kopkivo umopet va gival vynAdtepog.

. Edv £xete M eiyote apoocpata Aoipmin. ~0
. Eav éyete véeg N petaPfardopeves Prafeg péca otic TEPLOYEG TOL TAGYOLY GO YmPiaon 1 @\‘
(UOIOAOYIKO SEPUAL. N

. Edv maipvete kdmoro ailn Ogpaneio yio v yopioacn Ko/ TNV YOPLOoKY (lpﬂpi‘n&k
OGS KATO10 GALO 0VOCOKATACTOATIKO 1 emTobepameia (6Tav TO cOUN GG VTOPAAAETONGE
Oepamneio pe Eva gidog vrepiodovg (UV) pmtog). Avtég ot Bepaneiec pmopobv emion
eEacBeviiocovy PEPOC TOV OVOGOTONTIKOD GO GuoTHLTOS. H tavtdypovn ypion @9}\/ TV
Bepameiwv e 1o ABSIMKY dev €xel pehetn0el. Qotodco sivor mbovo va ovéne Rmv
mhovoTNTO acbeveldY Tov oyetilovTal e aoBEVEGTEPO AVOGOTOTIKO Gﬁcrmié

. Edav hapPavere | Mafate 6to maperOov evéoelg Yo T Oepameio alkapyt@ dev givan
yvootd edv to ABSIMKY umopel va tig ennpedost. N

. Edv n nlia cog givan dvo Tov 65 e1®v — pmopel va eivorl o meowé@ndesre AomEetg.

AN
Edv dev glote oiyovpol av 16yHEL 0OTOL0ONTOTE OO TO TOPATAVED Y10 80@6{1&1‘@18 LLE TOV Y10TpO 1| TOV
QopUOKOTOLd cog TPV ypnotponocete o ABSIMKY.

Opiopévorl aoBeveic mapovciocay avTdpicels TPocooldlovoeg 1E0KO, GU umepAapupavousvon
SEPLOTIKOD ADKOV 1] GLVIPOUOL TPOGOUOLALOVTOG [1E ADKO KATO wpkeln ¢ Oepaneiog pe
ovotekvoupdumnn. Evnuepaote apéowms tov yiatpo cog edv s;@vicsrs éva gpulpd, ennppévo,
POMIMDOEG eEAVON A PEPIKEG POPEG e O GKOVPO TEPTYPapIN, GE TEPLOYEG TOV OEPIOTOG TTOV
extifevtal otov A0 N e TOVOLE GTIS apBpdGELC. \&_

Koapowaxn tpocsfoin kon ayyeloakd eykepaika snslboﬁw
Kopdiokn mpocPoin Kot ayyElokd eYKEQUATKA sns@&a &yovv mapatnpnbei oe pia peré oe
acleveic pe yopiaon wov Ehafav Oepaneio pe oq}smvou paumn. O yiotpog oag 0o, eEAEYYEL TAUKTIKG.
TOVG TOPAYOVTEG KIVODVOL GOG Y10l KAPOLOKT), KOL 0YYELOKO EYKEPUALKO EMELGOOI0 TPOKELLUEVOL VL
dtauoporilet 6Tt avtipetonilovral Kardkknkagva@rﬁcrs apécmG TPtk Pondeta edv mopovclicete
m6vo 610 610G, advvapia 1 un YLC10AOYIRY aicBnon ot pia TAEVPE TOV GOUATOG Gag, TopdAvET
TPOCAHTOL, 1] AVOUUMES GTOV AOYO 1| m@')pacm.

3
Howora ko Epnpor 0\
To ABSIMKY dgv cuvictdrton v Mo 0€ TodLd KATM TV 6 ETOV e Ympioon 1 Yio xprion o€
Toudid kbt Tov 18 eTdv pe wm&im} apBpitda, voco tov Crohn 1 ehkddN KoAMTIOO EMELON| dEV EXEL
peAetn et o€ avTN TNV NAMKIEKI] Opada.

Aldlo @éppoxa, spBékﬂ kot ABSIMKY
Evnuepdore tov ytqﬁ@n TOV QOPLOKOTOLO GOG;

. Edv naipvsrsg €T€ TPOCPUTO TAPEL ) LWTOPEL VO TAPETE GALD QPOAPLLOKOL

. Edv xévatg@pooceata 1 Tpokeital va kévete epforto. Opiopévorl Tomot epforimv (epuforia
{oviov 00pYOVICUADV) OgV TPETEL VAL YopnyoLvTal EVA ypnotponoteite to ABSIMKY.

. Edv Adfure ABSIMKY evoom fioaotay £YKvoc, EVNIEPDGTE TOV YI0TPO TOL HOPOD GOG GYETIKA

pe w¥epaneio oog pe 10 ABSIMKY nipwv 10 popéd cog AdBel omotodnmote guPorto,
curepriapfavopévev tov (ovtav euporinv, onwg etvat To eppdéio BCG (tov
(@‘Sﬁ:tuonowiwl v TV TPOANYM ™G eupatioong). Ta (dvta eufoiio dev GUVIGTOVTOL Y10 TO
®po6 GOG KATE TOVG TPATOVG ODOEKD UVES LETA TN Yévvnor edv AdPate ABSIMKY koatd
Qo OLIPKELD TNG EYKVHOGVVNG, EKTOG EAV O YIATPOG TOL LOPOV GO GLGTNHGEL KATL OLUPOPETIKO.

&1’)1]61] Kol Onloopog
& . Edv eiote éyxvog, vopilete 6T pmopel va elote £yKkvog 1 oxedlalete Vo amOKTNGETE MO,
{ntMote 1 GLUPOVAN TOL YIOTPOL GOG TPV TAPETE AVTO TO PAPLLAKO.
. Agv éyel mopoatnpnel vYNAGTEPOS KIVOLVOG YEVETIKOV AVOUUAIDV GE LOPE TOV EKTEOM KOV

evoountpla oto ABSIMKY. Qotdco, vrapyel mepropiopévn epmeipio pe 1o ABSIMKY og
éykveg yovaikes. Emopévaog, etvon mpotipndtepo va anopevyston 1 xprion tov ABSIMKY otnv
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EYKLHOGUVY).

. Edv elote yovaika oe ovomopaywyiki NAKio, GUVICTATAL Vo amo@OYETE Vo LelveTe €YKLOC Kal
TMPENEL VO, YPTCULOTOIEITE OMOTEAEGUATIKT] OVTIGVAAN YT EVOS® ypnoiponoteite to ABSIMKY
Kol yio TovAdyiotov 15 efdopdoeg petd v tedevtaio Oepancio pe ABSIMKY. .

. To ABSIMKY pmopei va mepdoel péca amd Tov mAakodvTa Kot vo, PTAGEL 6TO ayEVvNTO Lmpo. )
Edv AdPate ABSIMKY katd tn Sidpkeia Tng EyKOHOGOVIG 6aG, TO Hopd GOG UTOPEL Va OA\‘
StoTpéyel LEYOADTEPO KivOUVO Y10 TNV EUPAVIOT AOTUWOENG.

. Eivat onpavtikd va eviUeEPp®GETE TOVE YLUTPOVS TOL HMPOD GOG KOl TOLG AALOVG snayysgaisg
vyeiog eav AdPate ABSIMKY katd tn S1dpKela Tng €YKVHOGUVNG GOG, TPV TO LdPO A
omotodnmote euPforto. Ta {dvta epforia 0nmg eivar To pPoio BCG (mov ypnoponagrsitot yio
TNV TPOANYT TG PLUATIOONG) OEV GLVIGTMVTUL Y10 TO LMPO GOC KATH TOVE TPAT (ONIAN]
unveg petd m yévvnon eav AdPate ABSIMKY katd ) Sidpketo G £YKOLOGOVITEEKTOG £G4V O
YOTPOG TOV UOPOD GOG GUGTNOEL KAUTL SLOPOPETIKO. Q

. H 006TEKIVOLAUTT UTOPEL VO TEPAGEL 6TO UNTPLCO YOAQ GE TOAD LUKPEC TEGHTITEC.
Evnuepdote tov ylatpd cag sbv Onhalete 1 oxedidlete va Onidoets. Eceidkar o y1atpdc cog Oa
npénel vo anopaocicete av Oa mpémel va Onhdcete i av Oa Xpnotuonouﬁ@}\ 10 ABSIMKY - punv
KAveTe Kot o 600 TAVTOYPOVaL. A

‘D(U

0onynon Ko XEPIGUOS POV RATOV

To ABSIMKY d¢gv €xet kapia 1| £xel aonpovtn xidpoomn otV mowéév@ 00N yNoNG Kot XEPLGLLOV

unyovnuétoy. N

X

To ABSIMKY nepiéyer molvcopfiké 80

To ABSIMKY mepiéyer 0,02 mg nolvcopPikod 80 (E433) o€ kabe povada 66ong, To onoio
eodvvopet pe 0,04 mg/ml. Ta ToAvcopPikd prnopei va n@kéoovv OAAEPYIKEG OVTIOPAGELC.
Evnuepdote 1o yotpd cog edv Exete YVOOTEG OAAEPYIE

3. &g va xpnoLpHoToI6£TE TO ABSIMKY@

S
To ABSIMKY evéeikvuton yio xprion vmd mQaGoSﬁyncn Kot TNV enifreyn yiouTpov e epmepio
GTNV OVTIHETMOTIOT TOV KATUCTAGEDY Y10 Q,\onoisg npoopiletor to ABSIMKY.

[1Gvtote va xpNoIUOTTOLEITE TO PAPHAKD) 0VTO AVGTNPE cVUP®VA UE TIG 0dNYieg TOL Y10TpoL cac. Edv
éxete apeiBorie, pomote Tov YTy cog. MiMoTe pe Tov y10Tpd 6ag GYETIKG e To moTe Ho Kavete
TIG EVEGELG GO KO Y10 TO powrs[@wpamkoﬁ@ncng NG mopeiag cog.

60 ABSIMKY xopqysi@b
O yatpdc cog Oa amogacjcet 1oco ABSIMKY ypelaletot vo, AGPeTe Kot yio TOGO SLAGTNUO.

Evijhikeg nhkiog I.S‘QAOJV 1 Gve

Yopioon 1 ‘I’u)pl(@\m'] ApBpitoa

. H ocuvietaigyn apyic doon etvan 45 mg ABSIMKY. Ot acbeveig mov Luyilovv mepiocdtepa
a6 100 @oypaupa (kg) pmopet va Egxviioovy pe pia do6om tov 90 mg avti yo 45 mg.

. Msrdﬁ@ apytkn doo, Oa mhpeTe TNV endEVT OO0 o€ 4 €fdoUdAdeg Kal LETA KAOE
12 uéodeg. Or emaxodrlovdec docelg ival cuviBmg id1Eg e TV apyikn door).

N(m@r Crohn 1] EAk®ong KoAritioa

. T S1dpkela tng Oepaneiog, n Tpdtn 660m mepinov 6 mg/kg ABSIMKY 0a yopnyn0ei and tov

Qo yYwTpd 6oG oTaydnV og pia AERa Tov Ppayiova cag (evoopréPia Eyyvon). Metd ) ddon

Q évapéng, Oa AdPete v endpevn d6on ABSIMKY twv 90 mg petd amod 8 gfdopddes kot 6t
&) ouvéyela kdOe 12 gfdouddec péow Eveong KATm amd 1o dEPUA («VTOdOPIMSY).

& . e opopévoug acbevels, petd v tpdtrn £veon Kato and 1o dépua, to 90 mg ABSIMKY
propet va yopnynBovv kabe 8 efdopdadec. O yiatpog cag Ba anopacicel mote Oa Tpémet va
AdPete TV endpev 600T GOC.
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owora ko Epnpor niaxiog 6 etav M aveo

Yopioon

. O ywatpog o vroroyicel TV KATAAANAN 060N Yo €64, GUUTEPIAAUPAVOUEVNG TG TOGOTNTOG
(6yxov) Tov ABSIMKY mov Ba pémet va evebet yio va 0doel T cwoth 06om. H cwot d6om ~
Yo €6dig €EapTATOL 0O TO COUATIKO GG PAPOG KATE TN XOPNYNON TNG EKAGTOTE SOCMG.

. Edv Quyilete Myotepo amd 60 kg, dev vdpyel docoroykn popen v to ABSIMKY ya nméb*
Bapovg pikpdtepov tv 60 kg, cuvenmg Ba TpEmeL va YpNOIUOTOI0VVTOL AL TPOTIOVTOL
OLGTEKIVOULLAUTY.

. Edv Quyilete 60 kg émg 100 kg, n cuvietdpevn doon eivar 45 mg ABSIMKY. 0

. Edv Quyilete mévo and 100 kg, n cuvictdpevn 66om gival 90 mg ABSIMKY.

. Metd v apyikn 06om, Oa Aapete tnv enduevn doon 4 efdoUAdES apydTEPQ, Kol dq%vvéxaw
k@0 12 eBfdopddec. g

Hcog yopnysitor to ABSIMKY D
To ABSIMKY yopnyeitar o¢ £veon katm amd 1o déppa («omoddptay). 2ty evapén g
Bepameiog cag, pmopel To WTPIKO 1 VOSNAEVTIKO TPOCHOTIKO Vol xopmm&@ ue éveon 1o

ABSIMKY.
. Qo1660, £6€IC KO 0 YIOTPOG GG UTOPEL VO ATOPUGIcETE OTL wro;ﬁyva KAavete ot idtol v
éveon tov ABSIMKY otov €0vt6 6ag. e autiyv v ngpmrmc EKTOLOEVTEITE Y10 TOV TPOTO

nov Ba kavete v éveon tov ABSIMKY otov govtd coc.
. I 16 00Myieg Y10l TO MG VoL KAVETE TNV EVEGT) TOVL ABSIM&@BXSHS «Odnyieg yopnynong»
670 T€A0G aVTOD TOL PVAAOL 0dNYLOV.

MuoTe e TOV Y1aTpo Gag av EXETE OMOEGONTOTE OMOPIEG GYETIKG LLE TN XOPT|YNOT TNG EVEGNG GTOV
€aVTO GOC. ‘k"

Eav ypnowpononjoete peyarvtepn 66on ABSIMKS&(mé TV KOVOVIKT
Edv ypnooromoate 1| cog yopniynoav mapo nok@BSIMKY, WANGTE AUESMC e Evay YLoTpd 1
Qopproakonold. No £ete TOvTo T0 e£MTEPIKO Kouq’l\ou Qopurakov pall cog, aKouo KL av eival Goeglo.

S

Edv Eeydoete va ypr|GLHOTOINGETE TO ABSIQKY
Eav &eydoate o 360, emkowvaviots peGov yiotpo 1 Tov oppakonotd cag. Mnv mapete Sutin
d00™ Y10 VO OVOTTAN POGETE TN OO0 now@sxdcsars.

3
Edav otapoatiocere va xpnmuonow@\‘co ABSIMKY
Agv givan emkivouvo va oTapoth va ypnowomnoteite 1o ABSIMKY. Qo1600, €0V 0TOUATIOETE,
UTOPEL VO ETOVEUPAVIGTOVV TO OWUTTONATA Gog. Edv €xete mepiocdtepeg epOTNOELS GYETIKE LUE TN
YPNOT CVTOV TOL POPUAKOV, PATHCTE TOV Y1TPO 1} TOV PUPUAKOTOL0 GO,

A

4. MBavég avsm@nﬂzg gvépyereg

Onwg 6Aa Ta papldKa, £TCL KoL aVTO TO PAPLOKO UTOPEL VO TPOKAAEGEL avETBOUNTEG EVEPYELEG, OV
Kot ogv napoucéoth o€ OA0Vg Tovg avBpdTOLG,.

QO
Yopapég 10ounteg evépyereg
Opopév@iacteveic pmopet va €xovv coPapés avemBOUNTES EVEPYELEC TOV UTOPEL VO XPELOGTOVV
emely Oepaneia.

PYIKEG AVTIOpACEIS — PTOPEL va (pELaSTOVY emeiyovosa Oepaneio. Evpuep®ote Tov yiatpo
N avalniote eneiyovoa wtpikn Po10sia apécmg edv TapaTnpPI)|CETE 0TOL0ONTOTE AT TO
6Lov0a onpeia.
& . Ot coBapég arlepykég avtdpaoelg («avapuia&ion) eivol omivieg ota ATopo ToL TaipvouV
ABSIMKY (umopet va ennpedoovv éog 1 ota 1.000 dropa). Ta onueia nepirapfavovv:

o dvoKoAia GTNV AVOTVON 1 TNV KOTATOoN

o YOUNAT 0pTNPLOKY] TTEST, TTOV UTOpEl va TpoKoAEoel {AAnN

o TPNEO 6TO TPOGMTO, TA YEIAT), TO GTOUA 1) TO ACUO.

85



. Ta cvyvd onueio aAlepyikig avtidpaong teptrapupdvovy deppatikd eEvOnua Kot Kvidwon
(umopet va emmpedoovy émg 1 ota 100 dtopa).

L& OTAVIEG TEPUTTACELS, TVEVROVIKEG AALEPYIKES AVTIOPAGELS KL PAEYPROVI] TOV TTVEDpOVA £YOVV

avo@epOel o€ aoBeveic mov Aappdavovy ovetekivoopapnn. Evijuep®ote apéocwg Tov YoTpd cog )

€0V TAPOVOLAGETE COUTTONOTA OTMS P1]y0, SOVGTVOLL KOt TVPETO. 0\‘
N

Edv gpoavicete coPapr] olhepyikn avtiopact), 0 yiuTpog 6o WTopEl Vo amopacicel 6Tt dev npg(yva
xpnowonomoete Eava 10 ABSIMKY. A

Aopndéerg — propel va ypetactodv enciyovoo Oepancio. Evnuepoote apécmg tov yltq% oog €qv
TOPATIPNCETE OTOLOONTOTE 0.TO TO. aKOAOVOG onpeia.

. Eivai ovyvég o1t AoumEelg g poTng 1 Tov ACLo Kot To KOO KpuoAdynua (Utepel va
emmpedoovy ém¢ 1 ota 10 dropa)

. Ot AowdEeic Tov Bdpaka dev eivar cvyvég (Lmopei vo emnpedoovy émg L ata 100 dtopor)

. Ot pAeYUOVEG TOV 10TOD KATM oo To dépa («KuTTapiTidon) dev eival éG (umopel va

emnpedoovy £wg 1 ata 100 dropa)
. O épmnc Loomp (éva €idog endduvov eEavOnuatog e (pDG(X}.@SQ@' glvar cuyvog (umopel va
emmpedoet £o¢ 1 ota 100 dropa) C

To ABSIMKY pmopei va 60g KaTaoTeEL AlYOTEPO TKOVODS VOl KOLT Aepnoete houméels. Kamoleg
rowuméeig B pwopovoay vo, yivouv coopéc kot pumopet v mept Gvouv AOUMEELG TTOL
TPOKOAOVVTAL 0 100G, POKNTES, Paktipila (ov unaptkauﬁowo@ng NG PLUUATIOOTG), 1] TOPAGLTA,
cvuneptiapBovopivav Aoacemy mov Kuping mapovctalovidl oe avipamovg pe eocbevnuévo
AVOGOTOINTIKO cVoTNUe. (EVKaplakég Aotuméelg). Evkat %g AOUGDEELG TOV EYKEPGAOV
(eykepaAitida, pnviyylitida), TOV TVELHOVOV KOl TOV o&uoﬁ &xovv avapepbei og acbeveic mov
Aappdvovv Bepameio e OVGTEKIVOUUAUTT).

[pénet va mpocéyete Yo onueia Aoiuwéng evm X@muonowirs 70 ABSIMKY. Avtd mepthappdvouv:
. TVPETO, GLUTTMOUATO TOV HOLALOVV pg YAIBT, VUKTEPIVEG EPIOPAOGELS, ammAELD. BApovg

. aicOnon kémwong 1 Aayaviacua, Bﬁx&u dev mepva

. Beppo, KoKKIVo déppa mov Tovael, HEROIVVO e&avONua 6TO Séppa pe PuGaAideg

. aicOnpo kovoov katd TNV obpnc,[b

. Suappota N

. OTCTIKY OloTOPOYN M owtd)ksw@}xcng

. KePaAalyio, ovyeVIKN 61)(@“/{(1, gvoiotnoia 610 S, vavtia 1 cLYYLON.

Evnuepbdote apécmc tov yt@ G0G €AV TOPATNPNCETE OTOIOONTOTE OO AVTA TO oTpeia AoTpHmENG.
Avta pmopei v givon onpgafd olEemV, OTMS AOUMEEDY TOV Bdpaka, AOUDEEDY TOV dEPUATOG,
épmnrta Cootpa, 1 vagplaKég Aowdéelg mov Ba pmopodcay va £xouv GoPapég EMITAOKEC.
Evnuepaoote tov ytqﬂ@cag €4V €xete 0mo100MTOTE €100¢ AOTUMENG TTOL OEV TEPVA 1] EXAVEPYETOL
cuveyms. O ylmp()@g umopel va amopoacioetl 0t1 dev Oa Tpénel va ypnoyoromoste ABSIMKY
péxpt va mepdoet  hoipwén. Eniong evnuepdote tov yuotpd cog edv £xete avolktég TANYEC M
TPOOLOTAL, K(}G ¢, [imopel va LoAvvBoHv.

O
Anoq)okiéiqg'h déppatog — adEnon g epvOPOTNTAS KU TS UTOPOAOMGNS TOV OEPNOTOS OF
EKTETUPEVY TTEPLOYN TOV CAOUATOS EVOEYETAL VU EIVUL CUUTTONATO EPVOPOdEP KIS YOpiaons 1
TP OTIKNG OEPRATITIONG, 01 07T0iES Eivar coPapég deppatomadeies. Oa mpémer va,
gV DGETE UPECOG TOV YLUTPO GOG EAV TUPATPNGETE OTOLUONTOTE GO GVTA TA SNUEL.

@ag avemOounTeg evépyseieg

©)

& Yuyvéc avemBounteg evépyeieg (umopel va ennpedoovy £og 1 ota 10 dropa):

. Aldppota
. Novtia
. "Epetog

. AicOnpo k6Tmong
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. AtcOnua Caing

. [Tovoxépaiog

. dayovpa («kvnoudo»)

. [16vog o1 péom, Tovg Hug M TG apBpmdoetg
. [Tovolapog

. EpvOpodtnra kot mévog 610 onpeio mov yivetar 1 Eveon OA\‘
. Aolpwén tov Tapappiviov KOAT®V CU\
Oy ovyvég avemOopnteg evépyereg (Umopet va ennpedoovv €oc 1 ota 100 dtopa): 0

. OdovTikég AomEelg 3

. KoAmkn poknriacikn Aoipwén ‘(UO

. Kotdfiym N~

. DOpayuévn 1 PovAwpévn pot Q

. Ayoppayia, LOA®TES, GKANPVVOT], TPNELLO KOl GOyovpo, EKEL OTTOV yivswt@@son.

. AicOnuo advvopiog N

. [Tt®don Predpov kot YoALPOOT LMV 6T pHio TAEVPA TOV TPOGMTOV (@pd?wcn TPOCOTLKOV
vevpou» N «tapdivon Bell»), mov eivar cuvnBog mopodn A

. Metafoin oty yopiaon pe epuOpodTnTa Kol VEEG LIKPEC, KirpwszéﬁﬁDKég QAOKTOLVEG, LEPIKEG
(POPEC GLVOOEVLOUEVEC OTTO TVPETO (PAVKTUVOING Yopiaon)

. Amoploimon tov d€ppatog (AmoPoAidmaon dEPHATOG) 0(/‘

« A Q\

Yrawvieg avem@Ounrteg evépyeieg (Umopel va etnpedoovy £® ta 1.000 dropa)

. EpvOpdmnta kot ano@oridmon tov dEpUATOG GE EKTETENEVT TEPLOYT] TOV CMLATOG, 1) OTTolo
umopei va Tapovctdlel eayodpa 1§ TOVo (ATOPOALd hﬁ deppotitidn). [apouoln coprtdpoTo
AVOTTOGCOVTOL OPICUEVES POPES MG PLGTIKTY) uaw@ N OTOV TUTO TV CLUTTOUATOV TNG
yopioong (epuBpodeppikn yopioon)

. DdAeypovi LIKPOV aloQopmv oyyeimv, 1 on@ umopel va 001 yNoEL 6€ depUaTikod eEavOnua pe
UIKPEG KOKKIVEG N LOP QOVGKAAEC, m)psr@snévo o115 apBpaoels (ayyeritidn)

S
IIoA0 omavieg avemBOUNTES EVEPYELES (wto@[ va ennpedoovy €o¢ 1 ota 10.000 dropa)
. Dovokdleg TOV SEpuaTog, ot omoiecdimopei va sivan epOpés, kKvnopddelg Kot enddvves
(IToppoAvyddeg TEPPTYOEDES). N)
. Agppatikdg Akog 1 ouvdpope fPocopotdalov pe Ako (epbpd, ennpuévo ordmdeg eEavomua
o€ TEPLoYEG TOL 6EpUATOG oY BKTibevTaL 6TOV A0 TOAVAS pE TOVOUG OTIG ApOPOGELS).

Avag@opd avemOdunTov svspri)v

Ed&v mapatnpnoete kamowa 100U TN EVEPYELD, EVIUEPDGTE TOV YIOTPO 1 TOV QOPUOKOTOLd GOC.
A1 100t Kot Yo KaOe mY 1 OVETIBOLN TN EVEPYELN TTOV OEV AVOAPEPETOL GTO TTAPOV GUAAO 0INYIDV
ypnong. Mnopeite snicmva avaQépeTe avemBOUNTEG EVEPYELEG amevbeiog, LEGH TOL EBVIKOV
GLGTHLLOTOG owa(popﬂgou avaypdaoeetal oto Hopdptnua V. Méocw g avagopdg avemfountov
EVEPYEIDV wropairs@ BonBnoete o1 GLAAOYN TEPLCCOTEPWOV TANPOPOPLDV GYETIKE, LLE TNV AGPAAELNL

TOL TAPOVTOG @@Kov.
QO

5. Ho/)é\\&l ovraooete To ABSIMKY
. Q?(pdp HoKo avtd TPENEL VoL LAAGGETAL GE PEPT TTOV OV TO PAETOLV Kot OV TO POAVOLV Ta
01016
. Qo Dvldooete o yoyeio (2°C-8°C). MV KOTOWOYETE.
Q DVAACOETE TNV TPOYEUICUEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,
O Epdoov anatteital, pepovopéveg tpoyepicuéveg ovptyyeg ABSIMKY umopotv eniong va
& pvAdccovtal o€ Beppokpacio dopatiov Emg 30°C yio pio pEYLoTn pepovapEVT TePiodo Emg

30 nuépec, 610 apyUKo KOLTL Yo Vo TpocTatevoviot omd 10 eoc. Kataypdyte v nuepounvia
Kot TNV omoia, 1 TPOYEUIGUEVT GUPLYYO PYNKE 0t TO WYUYEID Y10 TPAOTN GOPA KOL TNV
nUepounvic amdpPIYNG GTOLE YDPOVE TTOV TAPEXOVTAL 6TO eEmTEPKO KoLTi. H nuepounvia
amoOpPIYNG OeV TPEMEL va vITepPaivel TNV apytkn nuepounvia AMEng mov givar TvmOUEVN 6TO
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KovTi. A6 TN oTLyUn oL pia svptyya €xel amodnkevdel oe Beppoxkpacio dwpotiov (€wg 30°C),

dev Ba pémel va emavatomodeteitan 6To Yuyeio. Amoppiyte T cOptyya edv dev Exel
yxpnooroindet evrog 30 nuepmv omd v amobrkevon og Beppokpacio doUOTIOL 1| Emg TNV
apyKn nuepounvia AnENG, émoto gival vopitepa.

. Mnv avaxkwveite Tic mpoyepcuéveg ovptyyeg tov ABSIMKY. Iapoatetapévn dvvatn owaKivncn:\g

umopel va Tpokorécet {nud 6to eapuaKo. 0

Na pn ypnoponoleite avté To QappRoKo: @

. Metd v nuepounvia ANENG TOL AVAPEPETAL TNV EMCTIUAVOT] KOl GTO KOLTI LETA TNV 0
«AHZEH». H nuepounvio AMéng eivor n tedevtaio nUEPE TOV UNVOL TTOL OVOPEPETAL EXER

. Edv to vypb givar amoypouaticpévo, 00A0 1 av givorl opatd dAria EEva cmpoTion moia
alwpovvtal péoa o€ avto (PA. mapdypapo 6 «Euedavion tov ABSIMKY kot nsp@ousva ™mg
GLOKEVAGIOGY). Q

. Edv yvopilete, ) vouilete 0t umopet va. £xet extebei og akpaieg Oep uomacs@*(énmg va, EYel
kot AdOog katoyvydei 1 OepuavOet). N

. Edv to mpoidv éxel avakivndei duvartd. Q}

AN

To ABSIMKY e&ivor piag ypfioemg puovo. Ipoidv mov dev éxel Xpnmuongéﬁd KO TUPOUEVEL OTN

GUpLyyo TPEMEL VO amoppintetal. Mnv TeTdTe PAPUAKO GTO VEPO TNG ATOYETEVGNC 1| GTO OTKLOK(L
amoppippata. POTote ToV QopraKorold cog yio 1o mhs v TeTdEET GpLLOKO TTOV OEV
)

ypnoonoteite wa. Avtd ta pétpa 0o fondncovy oty npocwcib neppdArovtoc.
O

6. Iepreydpeva Tng 6VoKELAGIAG KoL LoUTEG TAN POQONTES

Tv rgpéyer to ABSIMKY {-
. H dpaotikn ovoia glvar 1 ovoTeKVOLUAUTY. K«@e TPOYEUIGLEVT] GUPLYYQ TEPEXEL 45 mg
ovotekvovudunn o€ 0,5 ml.

. Ta dAAa cvototikd givar n L-1ot1divn, Uégﬁkapucﬁ povobdpikn L-1611divn, 10 moAvcopPiko

80 (E433), n caxyopdoln kot to Kémp \(10 EOLULOL.

Epeavien tov ABSIMKY ko naptsxéu@‘mg OLOKELUGIOG
To ABSIMKY eivan éypopo mg s?»a(pp%ldrpwo Kot S1o0YEC O EAAPPOS 1p1dilov didAvpa.

Awotifeton o€ xapTvo KouTi Tov TEPIERBL 1 epamas 50om o6& YoaAvn TpoyeouEVN cvptyyo Tov 1 ml.

Kda0e mpoyeuspévn cupryya nspté@@ﬁ mg ovoteKvovpaunm o€ 0,5 ml evésyov dteAvpatoc.

Karoyog Adsrag Kl)Kkoq)opiagO

Accord Healthcare S.L.U.

World Trade Center, Mol arcelona, s/n
Edifici Est, 6a Planta

08039 Barcelona .,‘O

Iomavia CD\

Hapacksvacrf@

Accord Healtfdare Polska Sp. z.0.0.
ul. Lutomie\ a 50,

95-200, 1anice,

IMoAw

Ae¢perd Healthcare B.V.
thontlaan 200,

()3526 KV Utrecht, OAMavdia

Q

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

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

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

EL OAV
Win Medica A.E. N
Tnh: +30 210 74 88 821 OCU

A

To wapov vALo 00NYLOV YprioNs avaBepOnKe Yo TELEVTAIO POPE GTIS {MM/EEEé?

Agmtopepeic TANpoPopieg Yo TO PAPHOKO aVTO givol S10EGILES GTO SIKTLOKO TOTO ‘@ Evponaikon

Opyaviopod opudkmv: https://www.ema.europa.eu/. N
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Odnyieg yopnynong

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

Q071060, EGEIG KOL 0 YLITPOG GOG UTOPEL VOL ATOPAGIGETE OTL LTOPEITE VO KAVETE OL id101 TV £EVEST TOV_
ABSIMKY otov govtd cag. Av coppel oavtd, Bo ekmoidevTeite o Tov TPOTO oV YIVETIL 1) EVEGT| TOV )
ABSIMKY. MiAnote e Tov yuotpd oag av £(ETE OTOIEGONTOTE UMOPIEC GYETIKA LE TN YOPNYNON TN A\‘

£VEGTG GTOV E0VTO GOG. N

. Mnv avapryvoete to ABSIMKY pe ahda vypd yio éveon @

. Mnyv avokwveite Tig Tpoyepopéveg ouptyyeg tov ABSIMKY. O Adyog etvan 6T &)vom']o
avakivnor propet vo TpoKaAiécsel (npid 6To ApLOKOo. Mn ¥p1OIHOTOMGETE TO QAP ghv
&xel avakwnOel dSuvatd. ‘(U

H Ewova 1 deiyvel mig givar | Tpoyepicpévn copryyo.

N
O

EAATHPIO Q}
MPOETAZIAT
MNTEPYTIA AZDAAMEIAZ A
MPOETATEYTIKOY
BEAONAZ IOMA  ETIKETA ZD KAAYMMA BEAONHE
b\ |
o | =
EMBOAGY
V| L od[Em O BEAONH
EKTETAMENEZ
EMBOAO EMIoA
ATKIZTPA AR N
ENEPIOMOIHZHE Q_
MPOZTATEYTIKOY
BEAONHE

O

1. EAéyEre Tov apOpé tov npoyapwuévm\QJpwy(i)v KOl TPOETOLUAGTE TO VAIKA:

[Ipogtowacia yio T yp1om g npoyauwl@qg GLPLYYOG

. Bydhite tv(Tig) npoysuwuévn(sgbﬁpwya(sg) omd 10 Yyouyeio. AQPoTE TNV TPOYEUICUEVT
cOpryya va petvel ekTog kKouTid e Tepimov won dpa. Avtd Oo emtpéyel 6To VYPO Vo, PTAGEL
ot pia evyapiot Oeppoxpacidyyio v Eveon (Beppokpacio nepiPdiiovtog). Mnv aparpeite to
KAALpUpo TNG PEAOVIG TNC GOPLYYOG EVOD TNV GPNVETE VO, PTACEL e Beppokpacio TepfariovToc.

. Kpamote v mpoyeis GUPLYYa 0O TO GMUN TNG GUPLYYAG UE TNV KAALUUEVN PEAOVN Vo
delyvel mpog ta Thvem $

. Mnv v Kp(lTﬁGSTS@) TNV KEPAATN Tov gUPOrov, T0 EUPoAO, Ta TTEPVYLN TPOGTAGIOG TNG
Berdvnc ) o Kd@ua g Berovng

. Mnv rpaBﬁis;é@)og T Tow 1o £UPOoLo GE OMOdNTOTE OTUYUN

. Mnv (x(poups’c@ T0 KaAvppa g PeLovng and v Tpoyeicévn cOptyyo LEYPL va oag 0oBei 1)
oomnyia va avete

. Mnv ako@mrs T AYKIOTPO. EVEPYOTOINONG TPOGTUTELTIKOV BEAGVIG MGTE VO ATOPVYETE TNV

np(’)@i_ﬁ){dmwn g Perovng e To kdAvppo BeEAdvNg.
N

EXéyEre 4v(Tig) mpoyeuopévn(eg) ovpryyo(ec) wote va Pefaiwbdeite 6Tt
. PLOUOC TOV TPOYEUGUEVOV CLPLYYDV KoL 1] TEPLEKTIKOTNTO EIVAL GOOTY
Edv n d6on cag eivan 45 mg Oa wapete pio mpoyepicuévn ovpryyo ABSIMKY tov 45 mg
Qo o Edv n 8601 cag eivar 90 mg Oa napete 600 mpoyeuopéveg oupryyeg ABSIMKY tov
Q 45 mg ko Ba ypelaotel va kdvete 6Tov EaVTO G0G dV0 evésels. EmiéEte 60
&) Srapopetikég 8ol yro anTég T1g evESELS (). Lo £veoT 6To 0510 Pnpo KoL TNV GAAN

& €VEGN OTOV OPIoTEPO UNPO) Kol KAVETE TIG EVECELS T Lol AUECHS LETA TNV GAAT.
. TPOKELTUL Y10 TO GOOTO PAPLAKO
. dev €yel mepdoel  nuepounvia AEng Tov
. 1N TPOYEUIOUEVT GUPLYYO OEV EIVOL KOTEGTPOUUEVT|
. TO SLIAVUO GTIV TPOYEUITUEVT CVPLYYQ EIVOL AYPOIO MG EAAPPDG KITPIVO Kol S10VYES £G
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elappd 1p1difov

. 70 S1GAV UL BTNV TPOYELUGLEVT CVPLYYO OEV €IVl OTOYPOUOTIGHEVO 1) BOAO KoL dEV TTEPLEYEL
omoldNmotTe £EVO, COUOTIOW

. 7O S1GAV IO GTNV TPOYELGHEVT] GVPLYYA OV EIVOL TOYMUIEVO. ~0

YUYKeVIpOOTE OAL 000 Bo YPELCTEITE KOl OMADOTE Ta 0€ Lo KaBop1| ETPAVELR. Xg avTa §T

TEPMAUPAVOVTOL OVTIOTTTUKG LOVTIAAKLA, EVO KOUUATL Bopfakt 1 Yalo Kot Evog TeplEKTNg oy unpe:

OVTIKELUEVOV. 0

2. EmiéEre kol mpogToipdote T 0E0m TG évEsTC: 4

EmAéEre t 0éom éveong (PA. Ewdva 2) ‘(UO

. To ABSIMKY yopnyeitot pe éveon kdtm omd v enidepuion (VTodopior) N~
. Koiéc meproyég yio v éveon givar o dvo unpog yopw amd Tty Kotd (Komufv}n YOPOL),

TOVAGYIOTOV 5 cm Pkl Ao ToV OUPaAd (Aparod) D

. Edwv givat duvoto, punv ypnolonooete TePLoYEG TNE EMOEPUIBAG TOV na@cu&@ovv onuadia
yopioaong

. Edv npoxerton va cog Bonbnoet kamotog, kKvovtag cog TNV £veon, 101§ avtog 1 avtn da

umopovoe va emAEEEL g BEom Yo TNV £vean T0 Ave HEPOG TOL B%ﬁgva

G
62\0

*O1 TEPLOYEG LE YKPL ¥RHDLLO, CLVICTMOVTAL MG TEPLOYES YLOL TNV EVECT).
3

O\ Ewova 2

$

[Ipoetoudote T Béom Eveon
. [M\ovete ta yépra oo 0 KoAd pe camodvt Kot LeaTd vepo.

KoBapiote 10 déppehdtn Béom Eveong e £val avTIoNTTIKO HOVTIAAKL

. Mnv ayyiSete y\geploxn avtn Sava mp kavete Ty £veon

3. Agapéote TO l@)uua ¢ perdvng (BA. Ewkova 3):

. To xéAvw Qng Berovng dev Tpémel vo. apalpeiTol LEYPL VO EIGTE ETOLLOL VO KAVETE TNV EVECT)
™mg 60oM

. [apte @YV TPOYEGHEVN GOPLYY, KPOTAGTE TO GMMO THG GVPLYYOS LE TO Eval YEPL
p &TS TO KAALUUO, TNG BEAOVNG He pia kivnon Tpog ta £ ko Tetdéte T0. Mnv ayyilete 10
@KQ eVA TO KAVETE OWTO

:

©
N
X

X

Q
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F N

. Kévte éveon pe ™ 060on: N)

NG

AOCU
O
¥
Q
S

)
N\
Ewova 3 @
AN
Mmnopel va mapatnpioete o UCOAON 0P GTNY TPOYEUGUEY 1yyo N o otaydva vypol

oV axpn g Berdvne. Kot ta 800 avtd gival puetoloyikd kol dev ypetaletol va apoipedovy
Mnyv ayyi&ete tn PeAdva KoL Uy TV 0Q1GETE VoL aKouwm']th@ kapio emeaveio

Mn %p1MCILOTOGETE TNV TPOYEUIGUEVT] GUPLYYA AV GOG TTE \(mpig TO KAALUUO TNG PEAOVTG
ot 0éom tov. Av cupfel 0VTO, TAPAKAAOVHE EMKOVOVAGTE LE TOV Y10TPO 1] TOV QUPUAKOTOLO
oG,

Kdvte éveon pe ) 060m apov apalpéceTe TO KOAD p,@ng Berovng.

+

Kpamote v mpoyspiopévn cvpryya pe to évd’&‘épl OVAESH 6TO PEGO KO TO OgikTn Kot
TOM00ETAOTE TOV AVTIXEPA TNV KOPLON T @OANG TOV EUPOLOL KO YPNCLOTOMGTE TO GALO
YEPL Y10, VO TOLUTGETE ATOAG TNV Kaeagb M ETOEPUIDN OAVAUESH GTOV AVTIXELPA KO TO
oelktn oac. Mnv 1 ooiyyete duvatd «

Mnv tpapn&ete Tpog ta miocw TO éuBokQGs OTOLOONTOTE GTLYUN

Me pio povadikn kot ypryopn Kivnéy, ecdyete ) feAdva péca oto dépua 660 Pabid umopei va
umet (PA. Ewovo 4)

Ewovo 4

vTe TNV €veon pe Ao To eappako mElovag to EuPforo péxpt va Ppebdel n kepain Tov
euporov teleimg avdpeosa ota TTEPHYIN TPOSTOTELTIKOV NG PeAdvns (PA. Ewkdva 5)
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ATEPYTIA
APOITATEYTIKOY
BEAONAZ -

OCU
S
©
S
Otav to éuPoro €xel meotel 1060 660 Pmopel vo TPOYWPNGEL, vasxicsrzﬁacm{rs mieon otV
KEQAATN Tov guPorov, Pydite T Peddva kot aprote to dépua (PA. Ewovao)

Ewova 5

. Bydite apyd tov avtiyepd cog and tnvlﬁaq)ah'] TOV gUPOLOL MOTE VO APNOETE TNV AdELN
ovpyya vo KivnOel Tpog ta Tavm, pé pga KaALEOel OAN 1 PEAOGVN 0O TO TPOGTATELTIKO TG
Bedlovng, Onm¢ eoivetal otV Eu«')vé\.

. QQ Ewova 7
(@)

5. Meta g& éveon:

. [T€STe évo avTionTTIKO HOVTIAGKL TAvE amd T 0éom g Eveong yia Alya devtepOAemTo UETE
@V £veon.

. WROpSi va vdpEetl pkpn mosoTNTA OipaTog 1 VYPOL 6T BEon TG Eveonc. Avto elvan

Q (QVGLOAO0YIKO.
Mrnopeite va méoete éva koppdtt Bapfdxt v pia yalo mdve and m B€om tng €veong Kot va To

O kpotnoete yo 10 devteporenta.
& . Mnv tpifete to déppa otn BEom ¢ Eveonc. Mmopeite va kaAdyete ) 0o g Eveong Le éva

uiKpd aLTOKOAANTO EMideGO, OV Eival amapoitnTo.

6. Améppwn:
. O1 pnouomoMUEVES GUPLYYEG TTPETEL VO, TOTTODETOVVTOL GE Evay OVOEKTIKO GTO, TPUTHUATO
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TEPLEKTT, OGS EVOV TEPLEKTT Y10 atyunpa avtikeipeva (BAéne Ewcova 8). TToté pnv
xpNoonomoete Eovd v 1010 chpLyya, Yio TN O1K1 GOG AGPAAELN KoL VYELQ KOL YL0L TV

ACQPUAELN TOV GAA®V. ATOPPIYTE TOVG TEPLEKTEG Y10 OLYUNPE AVTIKEIEVO COUP®VO UE TIG KOTA
TOTOVG IGYVOVOESG GYETIKEG O1UTAEELG .
To avtionmtikd emBépoto Kot GALN VITOAEIUUOTO UTOPOVV Vo 0moppleBovy 6Ta amoppituatd )
GOG.

=y P
|lEI_1‘ it H(

EMIKYNAYNA
BIOACTIKA
AMNOBAHTA
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

ABSIMKY 90 mg gvéoio d1divpo 6 Tpoyspiopév) copryya
OVGTEKIVOL LA

«
¥ To PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba eMLTPEWYEL TO YPTYOPO _\9
TPOGIOPIGUO VEDV TANPOPOPIOV acpdAelac. Mropeite va fonbnoete péow g avagopdg mbovam
AVETBOUNTOV EVEPYEIDY TTOV EVOEYOUEVMG TTopovatdlete. BA. Télog tng mapaypdpov 4 yia Tov 198}0
ovapopdGs avemBOUNTOV EVEPYELDV.

AwPaoTe TPOGEKTIKGE 0AOKANPO TO GDALO 03NYLOV YPHONG TTPLY 0PYicETE VO YPNCLUOTDIEITE AVTO
T0 PAPUUKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC.

AvT6 T0 QUALO 00N VLAV £xEL YPOPTEL Y10 TO TPOSMTO OV AapPdavel To (pépuaka\S(iV giote 0
yovéag 1| povTieTi|g 0 omoiog O doelt ABSIMKY o¢ éva ma1di, nupuku}»si& o dwufdoste
TPOGEKTIKA QVTEG TIS TANPOPOPIES. 2(}

- DdovrdEte avTd TO PUALO 0N YDV YpNong. Tows ypelaotel va o Slaﬁ@rs Eava.

- Edv éxete mepautépm amopieg, pOTNOTE TOV YLOTPO 1) TOV Qap uoucé@ 0 GOC.

- H cvvtayn yia avtd 1o eappoko xoprnyndnke omokAeloTiKg yio oog. Agv mpénel va, SDOCETE TO
Qapproko o€ aAAovg. Mmopel va Tovg Tpokaiésel PAAPT, adio)Kot 0TV TO GUUTTAOUATO TG
ac0éveldc Tovg eivart 101 e T, KA GO,

- Edv mapotnpfioete KGmola avemountn evépyeta, evnpepsdte Tov y1arpd 1 Tov QuppaKomotd
c0G. AvTd 1oyvet kot Yo kKaBe mbovn avemBOun svgﬁa OV OEV OVAPEPETAL GTO TAPOV
@OALO oMYV Yprong. BAéne mapdypago 4. ~

{_

T wegpréyer o mapév eVALO 00N YLAOV: N)
1. T etvon to ABSIMKY kou o gfvo 1 ypfio ?&5
2. T mpéner va yvopilete mpv Xpnmuonouﬁceéo ABSIMKY
3. [log va ypnoyomoceTe 10 ABSIMK\QO(U
4. [MBavég avemBounteg evépyeteg *0
5. [og va pvidcoete to ABSIMKY
6. [Tepieydpeva ¢ cvokevaciog K(S»%ég TANPOQOpPiEG
Ny

1. Tv givan To ABSIMKY Kd@d givan n (pfon Tov

T eivon To ABSIMKY

To ABSIMKY mepiéyet OTIKT 0LGI0 KOVGTEKIVOLUAUTNY, £VO, LOVOKA®VIKO avTicoua. Ta
HLOVOKAMVIKG aVTICOUATY 8ivVol TPOTEIVEG TTOL OvayVmPIlovy Kot GUVOEOVTOL ELOIKE, LLE OPIGUEVEG
TPMTEIVEG GTOV OPYUYIGHO.

To ABSIMKY ovy; \08 L0 OLASOL POPUAK®OY TTOV OVOUALOVTUL «OVOGOKOTAGTOATIKAY. AVTA TO
Qappoaka dSpovv, BevdvTtog HEPOC TOL AVOGOTONTIKOD GUGTNILOTOG,.

Mowo gival fon tov ABSIMKY

To ABSI YPTCLLOTOLELTAL Y10l TNV OVTIUETOTION T®V 0KOAOLOWOV PAEYLOVOIDY VOCHV:

. Kdpioon katd Thdkag - o€ evitikes kot Toudid nikiog 6 TdV kot Gve

. \éi‘l»pwcmﬁ apBpitida - o€ evilikeg

O Métpra £o¢ copapn vosog tov Crohn - g evijhikeg

-Q Métpia £m¢ coPapn eAK®ONG KOAITION — G€ EVIAIKES

&o‘l’mpiucn KoTd TAdKog

H yopiaon katd midiog ivor pia depuatikn tanon n omoia tpokoiel pAgypov) TOL ennpedletl TO
oéppa ko To viya. To ABSIMKY 0a pewdoet tn gAeypovn kot GAda onpeia g acBévetlac.

To ABSIMKY ypnoiponoteitol o€ evilikeg pe pétpio £og cofapn ympiootn Katd TAAKAS, TOV OV
Uropohv va Xp1GLLOTOcoLY KukAocmopivn, pebotpedtn 1 powtobepamneia, 1| o€ TEPIMTMOON TOL
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avTég ot Bepoameieg Oev glyav AmMOTEAEGLOL.

To ABSIMKY ypnoiponoteitol o moudid Kot €pnouvg nikiog 6 eTdv Kot dvo pe pétplo oG cofapn

yopioon Katd TAGKAS, To omoio 6gv Umopovv va aveyBovv n emtobepaneio ] AAAEG CLGTNUOTIKES

Bepameieg 1 6tav o1 Bepameieg aLTEG deV iV OMOTEAEGHLAL. *\9
O

Yopraocwi) apOpitidoa

H yoprocikn apbpitida sivar pio pAeypovmong vocog TV apdpdcemv, Tov cuvROME GUVOOEVELHV T
yoplaon. Eav éxete evepyn yoplacikn apbpitida Oa cag doBovv mpdta dAla pdppoka. Edv o
avTomoKpOeiTe apKeTd KOAG 6€ aVTA To PapuaKo, umopel va oag yopnyndei to ABSIMKY . mete va

. Mewwoet To onUEin Kot To GUUTTMOLOTA TS VOCOL GOC. ‘(U
. BeAtidoel T cOUOTIKN 00G AEITOVPYIKOTNTA. V
. EmBpadiover tn PAAPN oTig apbpmoels cog. Q

Nooog Tov Crohn N

H v6c0o¢ tov Crohn givon po pAeypovmodng vocog tov evtépov. Edv €yete véc@u Crohn, 6o cag
80000V mpdTa Al appaka. Eav dev avtomokpibeite apketd kard 1 edv £fete dSucavelia og avtd Tol
oapuaka, propei vo cag 600t ABSIMKY yio ) peiowon tov onpeiov %ﬁuummuéncov ™m¢ vOoou

oG,
S 0(/‘
EAk®ong KoAitioo N
H eAxdong koAitida givar pio, pAEYUOVMOOING VOGOG TOV EVTEPOU. @ €xete EAKMOT KoAiTId0, O GOG
00000V TpdTa dAAa Qappaka. Eqv dev avtamokpiBeite apmn’&x a1 eav €xete ducavesia o€ avTd TO
pbppaxa, propei va cag 600ei ABSIMKY yio t peimon tof pnueiov Kot 1ov GOUTTOUATOV TG
vOGOL GOG. ‘k"
)
\&.

2. Tvpémer va yvopilete mprv xpnmuonmﬁc@s 10 ABSIMKY

N
Mnyv gpnoponomjoete o ABSIMKY . l()(U

. Yg nepintmon arlepyiog oty onc‘rsﬁronudwm 1 6€ 0TOL0OMTOTE GAAO A0 TOL GUGTOTIKG,
ovToL TOL PAPUEKOV (ava(pépoth@qv Tapaypapo 6).
. Eav &yete evepyn hoipwén mov Qlarpég 00G TLOTEVEL OTL EIVOL OTLLOVTIKT.

3
Edwv dev elote oiyovpot av oydel O@Sﬁnors Ao TO TOPATAVO Y10 €6GG, LUANGTE LE TOV YITPO 1 TOV
(POPLOKOTOLO GOG TPV Xpnclum@m—ns 70 ABSIMKY.

IIposgidomou)oels Ko TPOPUALEELS

AmevBuvOeite oToV Y1TPYATTOV QOPLOKOTOLO Gag TPV ¥pnoipomooete 1o ABSIMKY. O yrotpodg
cag Ba eléyEel mOGo Kok elote Tpv amd kdbe Oepaneio. BePawwbeite 6T evnuepdoate Tov yorpo
GO Yol 0n01a8ﬁnor§7§€vsw mapovotdlete mpv and v kabe Oepoameia. Emiong evnuepoote tov
yotpd cog ehv éxs@p()a TPOCPUTO GE ETOPT| UE OTOLOONTOTE ATOUO TTOV UTOPEL VO, EYEL PLUOTIOON.
O ywatpog cag Oa Qg eketdoetl yio pupatioon kot 0o Tpaypatomomoet pia e€€taomn yia va dgt €6
éxete pupOTio pw mdpete 10 ABSIMKY. Edv o yiatpog cag miotevetl o1t datpéyete Kivouvo
(pvuaricocmf@:opsi va cog yopnynbei Oepameio yio TV avTIUETOTION TG,

S

Ipoocé 10 6oPapés avemOounTes evépyereg
To A KY umopei va mpokodécel coPapég avemBounteg evépyeleg, GUUTEPIAAUPBAVOUEVOV
oA KOV avTidpdoewv Kot Aotunéemv. [Ipénet vo mpocéyete yio oplopéva GNUELD 1] GOUTTOUOTO

o elog eved maipvete 1o ABSIMKY. BAéne «Zofapéc avemBounteg evépyelegy oty toapdypapo 4
Q AN PN KATAAOYO QUTAV TV OVETIBOUNTOV EVEPYELDV.

& pw ypnopononjcere 10 ABSIMKY evnuep®cte Tov yiatpo cac:

. Eav giyate moté airepyucn avridpaocn oto ABSIMKY. Potiote tov yatpd cag av dev giote
BéParot.
. Eav giyote moté 0m010vo1T0TE TOTO KOPKIVOL — ETELDN TA AVOCOKOATAGTOATIKA OTTMOG TO

ABSIMKY &g&ac0gvoiv pHépog Tov avoGOTOmTIKOV GUGTHUATOS. AVTO Umopel vo avENceL Tov
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Kivouvo Yo Kapkivo.

. Edv éxete Aaper Oepoameia yio tnv yopiaon pe drilo froroyikd dppoka (éva @appoko Tov
mopayeton amé pio oveio Proroyikig wpoéievong kot ovvi|0mg yopnysiton pe éveon) — o
Kkivduvog yia kapkivo umopet va gival vynAdtepog.

. Edv £xete M eiyote apocpata Aoipmin. ~0
. Eav éyete véeg N petaPardopeves Prafeg péca otic TEPLOYEG TOL TAGYOLY GO YmPiaon 1 @\‘
(UOIO0AOYIKO SEPUAL. N

. Edv maipvete kdmoro aAln Ogpaneio yio v yopioacn Ko/ TNV YoPLOoKY (lpﬂpi‘nék
OGS KATO10 GALO 0VOCOKATACTOATIKO 1 emTobepameia (6Tav TO cOUN GG VTOPAAAETANGE
Oepaneio pe Eva gidog vrepidovg (UV) emtog). Avtég ot Bepaneieg pmopobv emion
eEacBeviioovy PEPOC TOV OVOGOTONTIKOD GO GVoTHLaTOS. H tautdypovn ypion @9}\/ TV
Bepameiwv e 1o ABSIMKY dgv €xel pehetn0el. Qotodco sivor mbovo va ovéne Rmv
mOavoTNTO acbeveldY Tov oyetilovTal e aoBEVEGTEPO AVOGOTOLTIKO Gﬁcrmié

. Edav hapPavere | Mafate 6to maperOov evéoelg o T Oepameia (17\,7\48[)71@ dev givan
yvootd edv to ABSIMKY umopel va tig ennpedost. N
. Edv n nlia cog givanr dvo Tov 65 e1®Vv — pmopel va eivat o meowc')@ndesre Aoméeic.

AN
Edv dev glote oiyovpol av 16yHEL 0OTOL0ONTOTE OO TO TOPATAVED Y10 scq'ggmmcrs LLE TOV Y10TpO 1| TOV
QopUOKOTOLd cog TPV ypnotponocete o ABSIMKY.

Opiopévorl aoBeveic mapovciocay avTdpicels TPocooldlovoeg 1E0KO, GU umepAapupavousvon
SEPLOTIKOD ADKOV 1] GLVIPOUOL TPOGOUOLALOVTOG [1E ADKO KATO wpkeln ¢ Oepaneiog pe
ovotekvovpdumnn. Evnuepaote apéowms tov yiatpo cog edv s@vicars éva gpubpd, ennpuévo,
POMIMDOEG eEAVON MO PEPIKES POPEG IE O GKOVPO TEPTYPALEIN, GE TEPLOYEG TOV OEPUOTOG TTOV
extifevtal otov A0 M e TOVOLC OTIS apBpdGELC. \&_

Koapowaxn tposfoin kon ayyelakd eyke@aika ans@oﬁm
Kopdiokn mpocPoin Kot ayyelokd eYKEQUATKA gns@&a &yovv mapatnpnei oe pia peré oe
acOeveic pe yopioon wov Ehapav Oepaneio pe 0@81(1\/01) paumn. O yiotpog oag 0o, eEAEYYEL TOKTIKG
TOVG TOPAYOVTEG KIVODVOL GOG Y10l KAPOLOKT), KOL 0YYELOKO EYKEPUALKO EMELGOOI0 TPOKELLUEVOL VL
dtuoporilet 6Tt avtipetonilovral Kardkknkagvamrﬁcrs apécmS 1oTpikn Pondeta edv mopovciicete
T6vo 670 61100, advvapio N pn EUGIOAYIRY cicBnon o pia TAEVPE TOL GHOUATOS Gag, TAPAAVGT
TPOCAHTOL, 1) AVOUUMES GTOV AOYO 1| rn@')pacm.

3
Howora ko Epnpor 0\
To ABSIMKY dgv cuvictdrton v Mo 0€ TodLd KATM TV 6 ETOV e Ympioon 1 Yio xprion o€
Toudid kbt Tov 18 e1dv pe wm&t}mﬁ apBpitda, voco tov Crohn eneidn dev €xel pehenBel o ovt
TNV NMKLKT Opdda. 3

Aldlo @éppoxa, spBékﬂ ko ABSIMKY
Evnuepdote tov ngﬂ@n TOV QOPLOKOTOLO GOG;

. Edv naipvsrsg €TE TPOCPOTO TAPEL 1| LTOPEL VOL TAPETE AL PAPLLOKAL.

. Edv xévateg@pooceata 1 Tpokeital va kévete epuforto. Opiopévorl Tomot epforimv (epuforia
{oviov 00PYOVICUAOV) OgV TPETEL VAL YopnyoLvTaL EVA ypnotponoteite to ABSIMKY.

. Edv Adfare ABSIMKY evoom oaoTay £YKvoc, eVILEPDGTE TOV YI0TPO TOL HOPOD GG GYETIKA

pe T Epaneio oog pe 10 ABSIMKY mipwv 10 popéd cog AGBel omotodnmote guPorto,
curepriapfavopévev tov (ovtav euporinv, onmg etvat To eppdéio BCG (tov
(@‘Sgs‘tuonowhm Yoo TV TPOANYM ™G eupatioong). Ta (dvta ufoiio dev GUVIGTOVTOL Y10 TO
®po6 G0G KATA TOVG TPATOVG ODOEKD UVES LETA TN Yévvnor edv AdPate ABSIMKY kotd
Qo OLIPKELD TNG EYKVUOGVVNG, EKTOG EAV O YIATPOG TOL LOPOL GOG GLGTNGEL KATL OLUPOPETIKO.

&ﬁncn Kol Onlaopog
& . Edv eiote éyxvog, vopilete 6T pmopel va elote £ykvog 1 oxedlalete Vo amOKTNGETE TOLdl,
{ntote 1 GLUPOVAT TOL YIOTPOL GOG TPV TAPETE AVTO TO PAPLLAKO.
. Agv éygl mopotnpn el vVYNAOTEPOC KIVOLVOG YEVETIKOV OVOUIAIDY GE UOPE TOV EKTEO KOV

evoountpla oto ABSIMKY. Qotdco, vrapyet mepropiopévn epmeipio pe 1o ABSIMKY og
éykveg yovaikes. Emopévog, etvon mpotipndtepo va anopevyston 1 yprion tov ABSIMKY otnv
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EYKLHOGUVY).

. Edv elote yovaika oe ovomopaywylki NAKio, GUVICTATAL Vo amo@OYETE Vo LelveTe €YKLoC Kat
TPENEL VO, YPTCULOTOIEITE OMOTEAEGUATIKT] OVTIGVAANYT EVOS® ypnoiponoteite to ABSIMKY
Kol yio TovAdyiotov 15 efdoudoeg petd v tedevtaio Oepancio pe ABSIMKY. .

. To ABSIMKY pmnopei va mepdoel péca amd Tov mAakodvTa Kol vo, PTAGEL 6TO ayEvvnTo Lo po. )
Edv AdPoate ABSIMKY katd tn SidpKeia Tng EyKOHOGUVIG 6aG, TO HOpd GOG UTOPEL Va OA\‘
SlTPEYEL LEYOAVTEPO KIVOLVO Yo TNV EULPAvIoN Aoipnméng.

. Eivat onpavtikd va evi)UEPMGETE TOVE YLUTPOVS TOL HMPOV GOG KOl TOLG AALOVG snowys&zisg
vyeiog eav AdPate ABSIMKY katd tn S1dpKela Tng EYKVHOGUVNG GOG, TPV TO LdPO Ad,
omotodnmote euPorto. Ta {ovta epuPoiia omwg sivar to gufoiio BCG (mov ypnoipongesitol yio
TV TPOANYT TG PLUATIOONG) OEV GLVIGTMVTUL Y10 TO LMPO GOC KATH TOVE TPAT (ONIAN
unveg petd m yévvnon eav AdPate ABSIMKY katd ) SidpKeto G £YKOLOGOVITGEKTOG £G4V O
YOTPOG TOV LMPOD GOG GUGTNOEL KAUTL SLOPOPETIKO. Q

. H 006TEKIVOLAUTT UTOPEL VO TEPAGEL 6TO UNTPLCO YOAL GE TOAD LKPEC TEGHTITEC.
Evnuepdote tov ylatpd cag sbv Onralete 1 oxedidlete va Onidoets. Eceidkar o y1atpdc cog Oa
npénel vo anopaocicete av Oa mpémel va Onhdacete i av Oa Xpncsluonmﬁ(ﬂy\ 10 ABSIMKY —
uNv KAVETE Ko T SVO TAVTOYPOVOL. A

‘D(U

0onynon Ko YEPIGUOS POV RATOV

To ABSIMKY dev €xet kapia i £xel aonpovtn exidpoomn otV mowéév@ 00N yNoNG Kot XEPLGULOV

unyovnuétoy. N

X

To ABSIMKY nepiéyer morvcoppiko
To ABSIMKY mepiéyer 0,04 mg nolvcopPikod 80 (E433) o€ kabe povada 66ong, To onoio
eodvvopel pe 0,04 mg/ml.
Ta moAvcopPikd propei va TpoKOAEGOVY AALEPYIKES a@%dcm@. Evnuepaote to yuatpd cog eqv
EXeTE YVOOTEG OAAEPYIES.

o

©

3. Iog va ypnopomomicete 1o ABSIMI

To ABSIMKY evdgikvuton yio. yprion vaoghv kobodiynon kot my enifreyn yorpov pe epmetpia
GTNV OVTHETMONION TOV KOTAGTACEDY YIOyTIG omoieg mpoopiletar 1o ABSIMKY.

3
[Tavrote va ypnoiponoteite to edp ;@o aVTO AVGTNPE GOUPWOVO, LLE TIC 0OTYIEC TOL YloTPOL Guc. Edv
éxete ap@Poriec, pmtnote Tov YIATPO cag. MIANGTE e TOV Y1aTPO GOg GYETIKE [E To TOHTE Bal KAVETE
TIG EVEGELG 0aG KoL Yo Ta paviefed mapakolovnong g mopeiag cog.

6o ABSIMKY xopnya’qgt
O ytpds cog Ha ommpgioa 6o ABSIMKY ypetéletor va AaPete kot yio TOGO StUGTN L.

Evijlikeg nhkiog @ro')v N avo

Yopioaon q Yo @mm'] ApOpitida

. H ocvviettaptevn apyicn doon etvar 45 mg ABSIMKY. Ot acbeveig mov Luyilovv mepiocdtepa
a6 100y oypappo (kg) uropei va Eexviioovy pe i door tov 90 mg avti yio 45 mg.

. Me v apyikn 06om, Oa ndpete TV endueVN 8001 o€ 4 gfSOUAdEC Kot PETH KAOE
1 6 opddec. Ot emaxodAlovbeg dooels elvan cuviBmg 1d1eg pe v apykt| doom).

Néskrroo Crohn

. Q > ddpkewa g Bepameiog, n tpmtn ddon mepinov 6 mg/kg ABSIMKY 0o yopnyn0el and tov

Q YwTpd 60G oTAYdNV og o AERa Tov Ppayiova cag (evoopAéPia Eyyvon). Metd ) d06on

&) évapéng, Oa AdPete tnv emduevn doon ABSIMKY twv 90 mg petd amod 8 efdonddec kot ot
& ocuvéyela kéBe 12 gfdouddec péow éveong KaTm amd 10 dEpHa («vTodopimey).

. e opopévoug acbevels, petd v tpdtrn £veon Kato and 1o dépua, ta 90 mg ABSIMKY
umopei va yopnynBovv kabe 8 efdopddec. O yutpog cag Bo amopacicel wote Bo Tpémet va
AGPete v endpevn do6GN oag.
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owora ko Epnpor niaxiog 6 etav M aveo

Yopioon

. O ywatpog o vrodoyicel TV KATAAANAN 360N Y1 €64, GUUTEPIAAUPAVOUEVNG TG TOGOTNTOG
(6yxov) Tov ABSIMKY mov Ba pémet va evebet yio va 0doel T cwoth 06om. H cwot d6om ~
Yo €6dig €EapTATOL 0O TO COUATIKO GG PAPOG KATE TN XOPNYNON TNG EKAGTOTE SOCMG.

. Edv Quyilete Myotepo amd 60 kg, dev vdpyel docoroykn popen v to ABSIMKY ya nméb*
Bapovg pikpdtepov tv 60 kg, cuvenmg Ba TpEmeL va YpNOIUOTOI0VVTOL AL TPOTIOVTOL
OLGTEKIVOULLAUTY.

. Edv Quyilete 60 kg émg 100 kg, n cuvietdpevn doon eivar 45 mg ABSIMKY. 0

. Edv Quyilete mévo and 100 kg, n cuvictdpevn 66om gival 90 mg ABSIMKY.

. Metd v apyikn 06om, Oa Aapete tnv enduevn doon 4 efdoUAdES apydTEPQ, Kol dq%vvéxaw
k@0 12 eBfdopddec. g

Hcog yopnysitor to ABSIMKY D
To ABSIMKY yopnyeitar o¢ £veon katm amd 1o déppa («omoddptay). 2ty evapén g
Bepameiog cag, pmopel To WTPIKO 1 VOSNAEVTIKO TPOCHOTIKO Vol xopmm&@ ue éveon 1o

ABSIMKY.
. Qo1660, £6€IC KO 0 YIOTPOG GG UTOPEL VO ATOPUGIcETE OTL wro;ﬁyva KAavete ot idtol v
éveon tov ABSIMKY otov €0vt6 6ag. e autiyv v ngpmrmc EKTOLOEVTEITE Y10 TOV TPOTO

nov Ba kavete v éveon tov ABSIMKY otov govtd coc.
. I 16 00Myieg Y10 T MG VoL KAVETE TNV EVEGT TOVL ABSIM&@BXSHS «Odnyieg yopnynong»
670 T€A0G aVTOD TOL PVAAOL 0dNYLOV.
Mu\ote Le ToV Y1Tpo GOG oV £XETE OTOLEGONTOTE Oopieg GX&K(‘L LLE TN XOPNYNOT TNG £VESNG OTOV
€0VTO GOG. @)

Eav ypnowponomjoete peyarvtepn 66on ABSIMKY 076 Tnv Kavovik)

Edv ypnoponomcate 1| oag xopnynoav mépo morn MKY, pinote apéomg pe Evav yiatpd M

@oppoakonold. Nao £xete TavTa 10 eEmTEPIKO KOoLTi o Qopurakov pall cog, aKouo KL av gival Goegto.
N

Eav Eeydoete va ypnoiponoumjcete 10 ABS]

Edv Eeydoate pio 6061, ETKOIVOVAOTE UE ro@pé N TOV PaPULOKOTOd Goc. Mnv Tapete duThn
360 vl va. avamAnphoete T d0on mov Elicate.

Eév otapoatioete va xpnmuonowkx@o ABSIMKY
Agv givor emikivévvo va otapotioetgyva ypnowonoteite 1o ABSIMKY. Qotoco, v otapatioete,
UTOPEL VO ETOVELLPAVIGTOVV TO. GUNATOUATA GOGC.

Edv éxete meprocdtepeg spua&ag GYETIKA LLE TN YPNOT CVTOV TOL POPUAKOV, POTAOCTE TOV Y1TPO )
TOV POPLLOKOTOLO GOG. A

o
=\ ,
4.  IIOavig avs@vunrsg evépysleg

Onwg 6ha ta (p(@ou(a, £€TG1 KOl aLTO TO PAPUOKO Popel vo TpokaAESEL AVETOVUNTES EVEPYELES, OV
R r J4 v
Kot ogv napg@a@oth o€ OAOVG TOVG aVOPAOTOLC.

N\
YoPapégavemOopntes evépyereg
Opio 1 acOeveic umopei va £xovv GoPapég avemBOUNTEG EVEPYEIEG TTOV UTOPEL VAL YPELOGTODY
enejyeuoa Oepaneia.

PYIKEG AVTIOPACEIS — NTTOPEL VO Y PELASTOVY emeiyovosa Oepaneio. Evpuep®dote Tov yiatpo
g 1 avalnriote eneiyovoo wtpiki) fon0sia apécms GV TAPATNPNGETE 0TOLOTOTE O.TO TO.

& ako6rovOa onpeio.
. Ot coPapég arlepykég avtdpaoelg («avapuia&ion) eivol omivieg ota ATopo ToV TaipvouV
ABSIMKY (pmopei va emnpedoovv éog 1 ota 1.000 dropa). Ta onueia meptrappdavouv:
o dvoKoAia GTNV AVOTTVON 1 TNV KOTATOoN
o YOUNAT apTnplaky wieon, mov umopel va tpokorécet (AAn
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o TPNEO GTO TPOCWOTO, TA. XEIAT], TO GTOUO 1) TO AOLUO.
. Ta cvyvd onueio aAlepyikig avtidpaong teptrapupdvovy deppatikd eEavOnua Kot Kvidwon
(umopel va emnpedoovy €wg 1 ota 100 dtopa).

Y€ OTAVIEG TEPITTOGELS, TVEVUOVIKES OAAEPYIKES AVTIOPAGELS KO PAEYLOVI] TOV TVEVHOVA £YOVV ~0
avopep0cel og ac0eveig mov Aappavovv ovetekivovpapunn. Evipepoote apéong Tov yiatpo cagoA\‘
€0V TAPOVOLAGETE COUTTONOTA OTOS P1]y0, SOVGTVOLL KOt TVPETO. 3
Edv gpoavicete coPapr] oddhepyicn avtiopaot, 0 yloTpog 6o UTOPEl Vo amopacicel 0Tl dgv TpEREL Va
ypnowonomoete Eavd to ABSIMKY. S
@

Aopudgerg — propei va ypetactodv enciyovoo Oepancio. Evnpepoote apécmg tov @‘tp() ooug €qv
TOPUTNPNGETE 0TTOL0ONTOTE 0T6O TA aKOAOVOW onpeio.
. Eivat cuyvég ot AotudEelg g poTne 1 Tov AALoD Kot TO KOwd KpuoAdyn ua@nopsi vao,

emmpedoovy ém¢ 1 ota 10 dropa)

Y
. O1 Lopméetlg tov Bdpaka dev givar cuyvég (Umopel vo ennpedoovy £€mg Q}ra 100 dropa)
. Ot preypoveg Tov 16700 KaT® 0md To dEppa («kuTTapitidar) oev eivar'guyvig (umopei va
emmpedoovy émg 1 ota 100 dropa) )
. 0 épmnc Loomp (éva €idog endduvov eEavOnuartog e (pucs(xM?SsS@gv glvar cuyvog (umopel va
emnpedoet £og 1 ota 100 dropa) . 0(-"

N
To ABSIMKY pmopei va 60g KoTaoToEL AlyOTEPO TKAVODS VoL @noksuﬁcgrg ropuméels. Kamoteg
howdéelg Ba pmopovoay vo yivouv coapés kot pmopet vo e upavouv Aouméelc mov
TPOKAAODVTOL aTO 100G, POKNTES, Pakthpia (cvpmeptiopPavOpevng g pupatioong), 1 topdotta,
CLUTEPTLOUPAVOUEVDY AOTUDEEDY TTOV KVPImG nocpovcnéc&a ol o€ avOpomovg pe eEaclevnuévo
OVOGOTONTIKO cVoTNUa (EvKaplakég Aotuméels). Evk KEG AOLUMEELS TOV EYKEPAAOV
(eykepaAitida, pnviyyitida), TOV TVELHOVOV KOl TOV Q&Kum’) &xovv avapepbei oe aobeveic mov

Aoppévovy Bepameio e OVGTEKIVOLHAUT. O

[Ipéner va mpocéyete Yo onpeio Aolpméng sy@nmuonmsns 10 ABSIMKY'. Avtd mepirapfavoov:
. TUPETH, CLUTTAOUOTO TOV LOLALOVY LE @[nn, VUKTEPIVEG EPLOPMGELS, UTMAELN PAPOVG

. aicBnon Kommeng N Aaxdviacpa, PHuG Tov dev Tepva

. Beppod, KOKKIVO dEPLLOL TTOV novds@ emmOLVO EAVON L 0TO O [LE PLGOADES

. aiotnua kavcov Kotd TV 0OproN

. duappota 0\

. omTiKY Statapoyh M ancbkbtsbpacng

. Kepaiodyio, avyevikn dvorapyio, evaicincia o1o ewc, vavtio 1| cOyYLON.

Evnuepdote apécmc tov K@)é G0G GV TOPATNPNCETE OTOIOONTOTE OO AVTA Ta oTpeia Aoipuméng.
Avtd pmopei va elvar onueio LotpudEemv, Ommg AomdEewy Tov Bdpaxa, AOUOEE®Y TOL dEPUATOC,
épmnta {ootpa, 1 gﬁ@lpwucég Aouméelg mov Bo umopodoay va £xouv GoPapES EMUTAOKEC.
Evnuepoote tov yt@é o0G €AV £YETE OMOL0ONTOTE 160G AoTUMENG TTOV dEV TEPVA 1 ETOVEPYETOL
ouveyms. O Yot Q\Gag umopel va amopacioet 0t1 dev Ba tpémel va ypnoyomomoete ABSIMKY
pnéxpt va nspdc& olpmén. Eniong evnuep®ote Tov Y1atpd Gog 0V £(ETE AVOIKTES TANYEG M
Tpodpata, KUPHC pmopei va rolvveouy.

a
Anom@mn oéppatog — avEnon g epvOPOTNTAS KU TNS UTOPOAIOMGNS TOV FEPIATOS OF

EKTET 1 TEPLOY] TOV COUATOG EVOEYETAL VO EIVAL COUTTONATA EPLOPOIEPIIKI S YOPlaog 1)
om 10OTIKIG 0EPUATITIONG, Ol OTTOiES sivan cofapéc deppaTonddeies. Qo Tpimel va
€ POGETE GUECOS TOV YLATPO GOS EAV TAPATIPICETE OTOLAONTOTE 0O AVTA TA oNpEio.

&Msg avemOOUNTES EVEPYELEG

Q

Yuyvéc avemBounrteg evépyeieg (umopel va emnpedoovy £mg 1 ota 10 dropa):

. Aldppora
. Nowvrtia
. "Epetog
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. AloOnpa k6Tmong
. AtcOnua Caing

. [Movoképaiog

. Dayovpa («kvnopdcy) .

. [16vog o1 péom, Tovg Hug M TG apBpmdoelg )

. [ovéropog OA\‘

. EpvOpoétnra kot mévog 610 onpeio mov yiverar 1 Eveon N

. Aolpwén tov tapappiviov KOATOV OCU

Oy ovyvég avemOopnteg evépyereg (Umopet va ennpedoovv €oc 1 ota 100 dtopa): 3

. OdovTikég MomEelg ‘(UO

. KoAmikn pokntiocikh Aoipmén N~

. Kotabiym Q

. Dpayuévn 1 Poviopévn porn D

. Apoppayio, pdAoTES, SKA LV, TPHEO Kat Qoyodpo. kel 6o yivsTedyt] £veon.

. AioOnpo advvapiog Q}

. [Ttdon Breedpov kot YoAGpmoN HVdOV 6TN pio TAELPE TOV TPOCAOTOLYCTAPHAVGT TPOCOTIKOD
vevpouy N «mapdivon Belly), mov gival cuvifwg mapodikn

. Metafoin oty yopiaon pe epuOpodTNTO KoL VEEG LIKPES, KITPIVECH AEVKEG PAVKTUIVEG, UEPIKEG

(POPES GUVOSELOUEVES OO TVPETO (PAVKTOVAONG wwpiacn)\ o)
. Amoploimon tov déppatog (amoPoAidmaon dEPUATOQ) N
. Axpn OQ

Xravieg avemOounteg evépyereg (unopei va emnpedoovv €91 ota 1.000 dropa)

. EpvOpdmra kot 0mo@oridmon Tov 6EPLOTOC GE EKTETAUEV TTEPLOYT TOV GMUNTOC, T) OTOIN
uropei va Tapovotdlel ayodpa 1 TOvo (amo@oAd®dTIKY depuatitida). ITapdpola copntdpato
AVOTTOCCOVTOL OPICUEVES POPES MG PLGIKT LETHHPOA GTOV TOUTO TOV CLUTTOUATOV TNG
yopilaong (epudpodepuikn yopioon)

. DdAeypovi LIKPOV aloQopmv ayyeimv, Q@sw umopel va 001 yNoeEL o€ depuaTikd eEavOnua pe
MIKPEG KOKKIVEG 1) HOP POVOKALES, TUPETD 1 TOVO 6TIG apOpM®GELS (oryyetiTidn)

oAb omavieg avemBounteg svépy(teg (nmopel va emnpedoovv €o¢ 1 ota 10.000 dtoua)

. Dovokdieg Tov dEpUATOG, OL ono'@ umopel va etvar epuBpéc, KVNoUMIELS Kot ETMOVVESG
(TMopporvyddeg meppryoetdig). O

. Agppoticdg Avkog 1 cOVOPOLOYposopotdlov e Aoko (epubpod, emMpurévo PoAdmdEeg e&avinua
GE€ MEPLOYES TOV Sépuarog extifevtat 6tov Ao Thavdg pe TOVoOLS 6TiG aphpADCELS).

Avagopd avemOountov 8@810')\’
Edv mapatnpnoete kdmou TOOUN TN EVEPYELD, EVIUEPDOTE TOV Y1OTPO 1 TOV QOPUUKOTOLO GOC.

Av10 1oy0et Kot Yo k08 Thovr avemBOUNTN EVEPYELD TOV OEV AVAPEPETAL GTO TAPOV PUAAO 00N YLDV
ypPIonG. Mnopeite agﬂ@g vo ovapépeTe avemBOUNTEG eveEpyeleg amevbeiog, Lécw Tov EBvikov
GLGTHLLOTOG avoupo@ mov avaypdeetar 6to Hapdptmua V. Méow g avapopds avembountov
EVEPYELDV wtopsi@va Bonbncete 0N CLAAOYY TTEPLGGOTEP®V TANPOPOPIDV GYETIKA LE TNV OCPIAELL
TOV napévros (p@toucov.

O

N
5. l'@qvu oviaooete To ABSIMKY

)

. \&T 0 PAPLLOKO OVTO TPETEL VO, PUAACGETOL GE LEPT TTOL OgV TO PAETOVLY Ko dev 1O O&voLY Ta
Qo Tod1a.
Q Dvldooete o yoyeio (2°C-8°C). MV KOTOWOYETE.
O DuAdoceTE TV TPOYEUIGUEVT] GUPLYYO GTO EMTEPIKO KOLTI Y10 VO TPOGTATEVETOL OO TO POC.
& . Epdoov anarteitar, pepovopéves tpoyepicuéveg ovptyyeg ABSIMKY pnopodv eniong va

pvAaccovtal o€ Beppokpacio dopatiov Eémg 30°C yio pio LEYIoTN pepoVOUEVT TEPi0d0 Emg
30 Nuépec, 6TO OPYIKO KOLTI TPOKEUEVOD VA TPOGTATELOVTAL OO TO PM¢. Kataypdyte tnv
NUEPOUNVIO KOTA TNV 07010l 1) TPOYEMGUEVT] GVPLYYa. BynKe amd TO YLYELD Yia TpdTH Qopd Kot
TV NUEPOUNVID ATOPPLYNG GTOLG XDPOLS TOV TapEYOVTAL 6T0 e&mTEPKO Kovti. H nuepopunvia
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amdppLyYNg OV MPEMEL vaL vtepPaivel TV apyIkn NUepounvio ANENC mov etvar TVT®REVN GTO
KovTi. A6 TN oTLyUn 7oL pia svpryya €xel amodnkevdel oe Beppoxkpacio dwpotiov (€wg 30°C),
dev Oa mpémel va emavatonobeTeital 6To Yuyeio. Amoppiyte T cOpLyyo eGv dev el
ypnotpomoindel evtog 30 nuepov and v amodnkevon og Beppokpacio dopotiov 1 £wg v

apyKn nuepounvia AnENG, émoto gival vopitepa.

. Mnyv avokwveite Tig mpoyepopéveg oupryyeg tov ABSIMKY. [apatetapévn dvvarty (X.V(X.KWT]@AT
pmopet va tpokaAiésel {npd 6to eépaKo. CU

Na pn gpnoponoieite avtod 170 PappoKo: 0

. Metd v nuepounvio ANENG mov avapEPETAL GTNV EMLCTLAVOT KOl GTO KOUTI HETA T
«AHEH». H nuepopnvia Aqéng eivan 1 tehevtaio nUéPA TOL LIV TOV AVOPEPETOL

. Edv to vypb givar amoypopaticpévo, 0oAo 1 av gival opatd diia EEva cmpoti omoia
alwpovvtal péoa o€ avto (PA. moapdypapo 6 «Epedavion tov ABSIMKY kau ns@xousva ™mg
GLGKELOAGIOGY).

. Edv yvopilete, 1 vopilete 6T unopei va £xel extebdel o€ axpaisg Bep umqoa&ag (6mmg va Exet
Katd AaBog xatayvydei 1 BeppavOet).

. Edv 10 mpoidv €xet avakivnBel dvvartd. A

obpryya mpémel va amoppintetal. Mny netdte @apuoko 6to vepd £TELONG M| T OIKLOKEL
anoppippata. Potote Tov popUoKomold 6ag Yo T0 TMG Vo, TETO oL PAPLLOKOL TTOV OEV
¥pnoonoteite wa. Avtd ta pétpa o fondncovy oty Tpoctol 0V TEPPAALOVTOG.

O&

6. Iepreydpeva TG 6VOKELAGTOG KUL AOLTEG n)»nposg_' ieg

)

T nepréyel To ABSIMKY £
. H dpactikn ovoia gival 1 0LGTEKIVOL UG 60,98 TPOoYEUIoUEVT] cOptyya TepEyel 90 mg

&
To ABSIMKY e&ivor piag ypfioemg povo. Ipoidv mov dev éxel Xpnmuo;éqegi KO TUPOEVEL OTN

Ly

ovotekivoupaunn o€ 1 ml.

. Ta dAAa cvotatikd givon n L-totidivn &%ﬁox&mpmn povotdpikn L-1611divr, 10 moAvcsopPiko
80 (E433), n caxyoapdln kot 1o Hémp Yievésiua.

Epg@avien tov ABSIMKY kot nsplaquvu T1|G GLUOKEVUGING

To ABSIMKY etvat éypopo g e ¢ Kitpwvo Kot dtawyég g eAappdg pdifov ddivpa. To

dtéAvpa propet vo mepiéyet Ayo ukppl npistopovi i Aevkd copotidio tpoteivng. Alotidetar og

¥aptvo kouti Tov TeplEyel 1 epd d00om o€ yudivn mpoyepuopévn ouptyya tov 1 ml. Kébe

TPOYELGLEVT cVPLYYa TEPLEYEL 99 mg ovotekivovpaunn o 1 ml evésiov dtaAdpoTod.

Karoyog Aderog Kmdump@ag
Accord Healthcare S.L.
World Trade Center My de Barcelona, s/n
Edifici Est, 6a Plan AN
08039 Barcelona Q
Iomavia .
O

IHopaoke 1S
Accord thcare Polska Sp. z.0.0.
ul. Lutoirierska 50,

95- @; Pabianice,
[Ne}evia

&ccord Healthcare B.V.
Q" Winthontlaan 200,
3526 KV Utrecht, OALlavdio

[Ma omoladmoTe TANPOEOPIia GYETIKA UE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEIGTE VO
amgvBuvbeite otov TomiKd avtimpdommo Tov Katdyov tng Adeiog Kvuhopopiag:
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AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64 OAV
N
EL &
Win Medica A.E. 0
Tnh: +30 210 74 88 821 OA
@
Y
To mapdév @OALo 0dNYLAOV YprioNg avadepOnKe Y10 TELEVTAIN POPA OTIG {MM{@‘EE}
o
Agmtopepeic TANpoPopieg Yo 10 APHOKO aVTO givol S1BESILES GTO Sucn)alc@no tov Evponaikod
Opyaviopot @apudkmv: https://www.ema.europa.eu/. A
40‘0
G
O
X
Q
O
hy
O
&
©
S
O
Y
QO
O
0\5
A
o
S
QC)
o
Q
N
&
\}0
~
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Odnyieg yopnynong

Yy évopén g Bepaneiag, o emayyeipatiog vyeiag Oa coc fondnoet pe Ty TpdTN GOg £veon.

Q071060, EGEIG KOL 0 YITPOG GG UTOPEL VOL ATOPAGIGETE OTL LTOPELTE VO KAVETE OL id101 TV £VEST TOV_
ABSIMKY otov govtd cag. Av coppel oavtd, Bo ekmoidevTeite o Tov TPOTO oV YIVETL 1) EVECT| TOV )
ABSIMKY. MiAnote pe Tov yuotpd oag av £(ETE OTOIEGONTOTE UMOPIEC GYETIKA LLE TN YOPNYNON TN A\‘

£VEGTG GTOV E0VTO GOG. N

. Mnv avapryvoete to ABSIMKY pe ahda vypd yio €veon @

. Mnyv avokwveite Tig mpoyepopéveg ouptyyeg tov ABSIMKY. O Adyog etvar 6t &)varﬁo
avakivnor propet vo TpoKaiésel (nuid 6To ApLOKOo. Mn ¥p1OHOTOMGETE TO (AP ghv
&xel avakwnOel dSuvatd. ‘(U

H Ewova 1 deiyvel mig givar | Tpoyepicpévn oopryyo.

N
O

EAATHPIO Q}
MPOETAZIAT
MNTEPYTIA AZDAAMEIAZ A
MPOETATEYTIKOY
BEAONAZ IOMA  ETIKETA ZD KAAYMMA BEAONHE
b\ |
o | =
EMBOAGY
V| L od[Em O BEAONH
EKTETAMENEZ
EMBOAO EMIoA
ATKIZTPA AR N
ENEPIOMOIHZHE Q_
MPOZTATEYTIKOY
BEAONHE

O

1. EAéyEre 10V apOpd TV TpOoyEPIOPEVEOV pryd)v KOl TPOETOLUAGTE TO VAKE:

[Ipoetowacia yio T ypnom g npoyauto;@ﬁqg GLPLYYOG

. Bydite tv(TiQ) npoyauwuévn(sg@f)pwya(sg) omd 10 Yoyeio. APoTE TV TPOYEUICUET
ovpryya va petvel ektdg kovTi I mepinov won dpa. Avtd Ho emrpiyel 6To VYPO Vo, PTAGEL
oe pia guydpiotn Oeppokpasidyyra v éveon (Bepuoxpacio mepipdririoviog). Mnv agoipeite to
KAV TNG PEAOVIG TNC SOPLYYOG EVOD TNV OPNVETE VO, PTAGEL g Beppokpacio TepfariovToc.

. Kpamote v mpoyeic GUPLYYa 0Td TO GMUO TNG GUPLYYAG UE TNV KAALUUEVN PEAOVN va
detyvel mpog ta TAV® 5

. Mnv v Kpomﬁcssrs@ TNV KEPAAN Tov gUPOrov, To EUPoA0, To TTEPDYIN TPOGTAGING TNG
Bedlovng M to Kd@ua g Berovng

. Mnv rpaBﬁ&s;é@)og T oW 10 £UPOL0 GE OMOLUdNTOTE OTUYUN

. Mnv (x(poupéc@ T0 KAAvppa g PEAOVNG amd TV TpoysUicuévn cOptyyo LEYPL va oag 0oBei 1)
odnyia va avete

. Mnv ako@mrs T0 AYKIGTPO. EVEPYOTOINGNG TPOSTATEVTIKOD PEAOVIG DOTE VAL ATOPVYETE TNV

npém\i_@tdkuwn ™ Perovng e to kdAvppo feAdvng.
N
ELéyEre 4v(Tig) mpoyeuopévn(eg) ovpryyo(ec) dote va Pefaiwbeite 611
. Qﬁ?@ LOG TV TPOYELGUEVAOV GLPLYYDV KOl 1] TEPLEKTIKOTNTO EIVAL GOOTY
Edv n d6on cag eivar 90 mg Oa wapete pio mpoyepicuévn ovpryyo ABSIMKY tov 90 mg
. Qo TPOKELTAL Y10, TO COGTO PAPLLAKO
Q dev €yel mepaoel N nuepounvia AEnG Tov
O 1 TPOYEUIOUEVT GVPLYYQ dEV EIVOL KOTEGTPOUUEVT|

& . TO SLIAV O GTIV TPOYEUITUEVT CVPLYYQ EIVOL AYPOIO MG EAAPPDG KITPIVO Kol S10VYES £MG
elaepd 1p1difov
. 70 S1BAV L GTNV TPOYELGLEVT CVPLYYO OEV EIVOL OTTOYPOUOTIGHEVO 1) BOAO KoL dEV TTEPLEYEL
omoladnmote £EVO, GOUATIOW
. TO SLIAV O GTIV TPOYEUIOUEVT CVPLYYQ OEV EIVOL TOYOUEVO.
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2VYKEVIPDOOTE O OG0 Oa YPEINCTEITE KOl AMAMOTE TA GE LA KAOOUPT| ETPAVELD. XE QVTA
TEPMAUPAVOVTOL AVTIONTTTIKG LOVTIAGKLO, €V KOPUATL Boapfdrt 1 Yalo kot Evog TEPLEKTNG QlYUNPOV
OVTIKELUEVOV.

N

2. EmiéEte kon wpogTolpdote T 0é0n TG Eveong: OAT
EmAélre t 6éom éveong (PA. Ewcdva 2)

To ABSIMKY yopnyeitot pe éveon kdtm omd v enidepuion (VTodopa.) @
Kokiéc meployég yio tnv €veon givat o dve unpog 1 yopw amd v KotAld (KooK X(bpap
TOVAGYIOTOV 5 cm PoKpLd Ao ToV OUPAAd (Apard)

Edwv givatl duvoto, unv ypnoonotoete TEPLOYEG TNE EMOEPUIBONG TOV TOPOVGLAL nuéado
yopiaong

Edv mpdkertan va cag fonbnoet kdmolog, Kavovtag cog TNy £Veot), TOTe avTdg 1@)11’] Oa
umopovoe va emAEEEL ¢ BEom yio. TV €veon 1o dve péPog Tov Ppayiova. 0\

%

%

&
Q)
s § |

@ \

o

N
*O1 TepLoyEG 1E YKPL Xp(bug ééﬁsro’ath WG TEPLOYES YO TNV EVEOT).

1Kova, 2
AQS

S—

[Ipogtoudote ) 0¢om €veong

[M\ovete ta yépro oag ToAD KQAYIE camovvi kot (EaTO VEPO.
KoBapiote 10 déppa ot Gécs@/scng LE VO OVTIONTITIKO PLOVTIAGKL
Mnyv ayyi&ete v ngploxﬁo @cﬁ Eava TPV KAVETE TNV €VEOT).

3. Aparpéete To KGAvppo TR Perovg (BA. Ewkéva, 3):

To kdAvppa g Bs}@g ogv Tpémel va apoipeitat péxpt va 10Te ETOLHOL VOL KAVETE TNV £VED
g 36ong

[Tapte v mpo %uévn GLPLYYW, KPOTNOTE TO GOUO TNG GUPLYYOS LE TO £V XEPL

Tpapnére To xkkoppa g Beddvng pe pia kivnon mpog ta £Em kot tetdéte to. Mnv ayyilete 1o
£uPolo evayTO KAVETE WTO
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F N

Ewova 3

Mmopei va napatpficete pia puoaiido aépa 6TV TPOYEMGHEV GOPLYYO 1 [iot 6TOYOVO LYPOD
otV axpn ¢ Perdvne. Kot ta 600 avtd givor puotodoyikd Kot dev ypetdletor va, apatpefovv )
Mnyv ayyi&ete tn PeAdva KoL PNy TNV 0QTCETE VO AKOVUTNGEL GE KOio ETPAveLD OAT
M Xp1CULOTOIGETE TNV TPOYEUICUEVT] GUPLYYO OV GOG TEGEL YMPIG TO KAAvUUa TG PEAOVIES
ot 0éom tov. Av cuuPel 0vTd, TOPUKAAOVUE ETIKOVOVIOTE LUE TOV YIOTPO 1 TOV QO uagnmé
oG,
Kdvte éveon pe ) 060m apov apalpésete To KAAVUUO TG BEAdVNC. OA
. Kévte éveon pe ) odon: V(U
Kpamote v mpoyspiopévn cvptyya pe to Eva xEpt avauesa 6To LEGO Kol TO &ﬁcm Ko
TOmODETNOTE TOV OVTIYELPO. GTIV KOPLOT| TNG KEPAANG TOL EUPOAOV KoL xpn@nouﬁcta 70 GALO
YEPL Y10L VOL TOIUTHOETE OTOAG TNV KaOAPIGHEVT EMSEPUISO AVAUESH CTAV-AVTIYELPQ KOl TO
oglktn ooc. Mnv  oopiyyete dvvatd Q}
Mnv tpapnéete Tpog o miow 10 EPPOLO OE OTOONTOTE GTLYUN A
Me pio povadikn kot ypryopn kivnon, eicdyete ) erdva péca czg@épua 000 Pabid pmopei va
umet (BA. Ewova 4)

Kévte Tv éveon pe 6Xo to pdppraxo mélovtag to EpPoro uéypt va Ppedel n kepodn tov
euporov teleimg avdpueoa TEPUYLO TPOGTATEVTIKOV TNG PeAovng (BA. Ewdva 5)

0 ATEPYTIA
&o MPOZTATEYTIKOY

BEAONAZ -

Ewéva 5

QQ Otav 10 €uPolo éxel meatel TOGO OGO PMOPEL VoL TPOYWPT|GEL, GUVEYIGTE VO, ACKEITE TTiEoT GTNV
KeQAAN Tov guPorov, Pydite T Perdva kot aprote o dépua (PA. Ewova 6)
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Q

Ewova 6 g

ouptyya va Kivnbei Tpog ta wévo, puéypt va kolvebel 6An n erdvn anézg POGTOTEVTIKO TNG

Bedovng, 0nmg paivetal oty Ewova 7: A

N
Bydhte apyd tov avtiyelpd cog and v ke@ain Tov eufodAov dote va a(p@ v adet

E1K®t 7

N
o
5. Meta v éveon: N

[Méote éva avTionmTikd POvTIAAKL ndvgmé T Béon g éveong Yo Alya devutepoAenTa LETE
v éveon.

Mmnopel va vdpéet pukpn nocéra@ aipatog 1 vypov ot 0éon g éveong. Avtd sival
(PLGLOAOYIKO. .

Mmnopeite va miéoete éva kKodudtt Bapfaxt 1 pio yala mave and t B€om tng £veong Kot vo To
Kkpotnoete yio 10 devtepdAETTAL.

Mnv tpifete to déppo an Béomn ¢ Eveonc. Mmopeite va kaAdyete ) 0o g Eveonc ue éva
KPS ALTOKOAANTO e@cuo, av glval amopoitnTo.

6. Anoppwyn: N

O ypnoipomor €G oVpLyYEG TPEMEL VO TOTOOETOVVTOL GE £vay avOEKTIKO GTO TPLTTLOTA
TEPEKTN, ONQY Evav TEPLEKTN Yo aryunpd avtikeipeva (BA. Ewcova 8). TToté punv

XPNOLUOT €1e Eava TNV 1010 GVPLYYa, Y10, T O1KT GOG ACPAAELD KOl DYEIR Kot Y10, TV
acstpd)@ta&nv A ov. AToppiyTe TOLG TEPIEKTES Y10 OLYUPA AVTIKEILEVO GOUPOVA LE TIC KOTA
rc’mo@xﬁovo&; OYETIKESG OL0TAEELG

Ta @g LONTITIKO EMOEUATO. Kol AAAQ VTTOAEILUOATO UTOPOVY VO atopplpOohy oTo amoppippotd
o,

@
\}Gk
OQ
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