@vAro ooV piong: IIAnpogopics yra Tov yprjot

STELARA 130 mg kv d1dAvpa Y10 TapacKELY] S10ADNATOS TPOG £y von
ustekinumab

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAOV YP1ONGS TPOTOV UPYIGETE VO, YPIGLUOTTOLEITE
avTo TO PAPROKO, 10T TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES VIO COC.

AvT0 TO QUALO 0ONYLAOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV AapfaveL To QappaKo.

- Ddurdgte avtd TOo EOALO 0N YDV Yprione. Towg ypelaotel va to dtofdoete Eavda.

- Edv éyete mepartépm amopieg, pOTNOTE TOV YLOTPO 1] TOV PUPHOKOTOLO GOC.

- Edv mopatnpnoete kamoto avemBOun evEpYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
c0G. Avtd 1oyvel kat yo KaBe mbovn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETAL GTO TAPOV
@OALO 0ONY1DV Yprone. BAéme mopdypago 4.

T wegpréyer To mopdv eUALO 00N TLAOV:

T eivon To Stelara kot oo ivar 1 ypHoT TOL

T mpénet va yvopilete Tpv ypnoiponomoete to Stelara
[ yoprmyeitan o Stelara

[MBavég avemBounteg evépyeteg

[Mog va puidocoete to Stelara

[Tepreydueva tng cLoKEVOGING Kol AOUTES TANPOPOPIES

oL E

1. T givan To Stelara kot o givar n yprjon Tov

T givar To Stelara

To Stelara mepiéyel T dpacTikn ovcin «ustekinumaby, évo povokhmviko avticopa. Ta povokiwnvikd
aVTIoOUOTO Elvol TPOTEIVEG TOL ovayVePIlovy Kol GUVIEOVTAL EWOIKA LLE OPICUEVEG TPWTEIVEG GTOV
opyavicuo.

To Stelara avikel oe o, ouada POPUAK®V TOL OVOUALOVTOL KOVOGOKOTAGTUATIKA». AVTA TO
Qappaka 6povv e£achevdvTag HEPOG TOL OVOGOTOTIKOD GOG GLUGTILOTOC.

ow givar n ypion tov Stelara

To Stelara ypnoiponoteitat yio TNV QVTIHETOTION TOV 0KOAOVO®OV PAEYHLOVOIDV VOCWV:
o g péTpog £mg Papildg vooov tov Crohn - o€ evijikeg

o NG HETPLOG £0G Papldg EAK®OOVG KOATIONG — GE EVIAIKEG

No6cog tov Crohn

H véco¢ tov Crohn givon pia Aeypovdong vosoc tov eviépov. Edv éxete vooo tov Crohn, apytkd Oa
cog 0000vv dALa pdppoka. Edv dev avtomokpifeite apketd KaAd 1 edv Exete dvoavelia oe avtd To
Qappoaka, propet va cag 600el Stelara yio ) peioor TV oNUEIOV KOl CUUTTOUATOV TNG VOGOV GOg.

EAk®ong koArition

H elxddng kolitida givar pio pAeypovmdng vocog tov evtépov. Edv £xete elkmon KoAitida, apyikd
0o oag 0oBovv i dapuaxa. Edv dev avtanokpibeite apketd kaid 1 edv Exete ducavetio 6e avtd
To PAapuaKe, UTopel va cag 600¢i Stelara yia tn peioTn TV OMUEIOV KoL TOV GCUUATOUATOV TNG
vOGoL GOg.

2. Tvpémer va yvopilete Tprv yproiponomcete To Stelara
Mnyv ypnopononjocete 1o Stelara
o Y¢ wepintmon arirepyiog oto ustekinumab 1 6g omol0dnTOTE GALO OO TO GLGTATIKG AVTOV

TOV POPUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).
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o Eav éyete evepyn] Loipwén mov o y1aTpdc 060G TIOTEVEL OTL EIVOL OTLOVTIKT.

Edv dev gilote oiyovpot av 16y0€eL 0TO1001TOTE GO TO TAPATAV® Y10 EGAC, WANGTE LLE TOV Y10TPO 1
TOV POPUOKOTOL0 GOG TPOTOV YPNCLOTOMcETE To Stelara.

IIpogidomonoElS Kol TPOPUAGEELS

AmevBuvieite 6ToV Y10TPO 1 TOV QUPLOKOTOLO GOC TPOTOV Ypnotponomoete to Stelara. O yiotpog cog
Oa eréyEel OG0 Kahd elote mpwv amd ) Bepaneio. Befarmbeite 0Tt evruepmacate Tov yotpod Gog yo
omoladnmote acbéveln Tapovoialete mpwv amod T Oepaneia. Eniong evnuepmaote tov yiatpd cag edv
éxete €pbel TPOGPUTA GE EMAPT |LE OTOLOONTOTE ATOLO TOV UIOPEL vau Exel pupatioot). O Yatpog 6og
0o oag egetdoel Yo pupatioon kot Oa Tpaypatomomoet pio e£€Taom yio va Ogl Qv EXETE UUATIOOT
npwv wapete to Stelara. Edv o yiotpog cag motedel 01t S1atpéyete Kivouvo QUHOTI®OONS, UTopEl va 6og
yopnynOel Oepameia yio TNV OVTIUETOTICN TNG.

MpocéEte Yo coPfapéc avemBOunTeg evépyereg

To Stelara pmopei vo tpokarécel coPapéc avemBOunTtec evépyelec, cLUTEPIAAUPOVOUEVDV
oAAEPYIKOV avTIdpdoemv kot Aotudéewv. [Ipénetl vo TpocEyete Y10 OpIGUEVA GNUELN 1) GUUTTOUATO,
acBévelog evod maipvete To Stelara. BAéme «ZoPapéc avemBOunteg evépyeiec» oty Tapdypaeo 4 yo
TANPN KATAAOYO TMOV TOV AVETIOOUNTOV EVEPYELDV.

Ipw vo ypnopomonoete 10 Stelara evnuepaote Tov Y10TpO Gag:

. Eav giyate moté allepykn avtiopaocn oo Stelara. Potote tov yiatpod cag av dev giote
BéParot.
o Edv giyote moté 0m010v01)T0TE TOTO KAPKIVOL — ETELDN TAL OVOCGOKOTAGTAUATIKA OTMG TO

Stelara eacOevobv pépog Tov AVocoTOMTIKOD GLGTAUATOG. AVTO UToPEl va awENCEL TOV
kivduvo yia Kapkivo.

. Eav éxete Maper Oepomeia yio v yopioaon pe driio roroyikd dppoka (éva gappoKo Tov
napdyerar omd pio ovoia roloyikilc mpoéievong kot cvvi|0mg yopnyeitan pe éveon) — o
Kkivduvog yo kapkivo umopei va givar vynAdtepoc.

. Edv &yete M eiyote mpoc@ata Loipmén 1 edv £xete omoradnmote maboroylkd avoiypata 610
oéppa (ovpiyyra).

. Eav éyete véeg ] pertofarriopeveg Prapes péca otig meployéc mov mdoyovy and yopioon i
GTO PUGLOAOYIKO OEPLLOL.

. Edv naipvere kamora aiin Ogpaneia yio v yopiacn kovi v yopraciki apdpitida —

OT®G KATO10 GAAO OVOGOKOTOGTUATIKO 1 poTobepameia (0TOV T0 cMUN oG VTOPAALETOL GE
Oepaneio pe va gidog vrepimdovg (UV) pmtog). Avtég o1 Bepomeieg umopodv emiong va
eEacbevnoovy LEPOG TOV AVOGOTOMTIKOV Gag Guatiatos. H tavutdypovn xprion avutdv tmv
Oepameiwv pe To Stelara dev éxel peretnBel. Qotdc0o etvar mBavd va avénoet Ty TOavoOTHT
acBevelmv mov oyetilovtal pe 0oOeVESTEPO OIVOGOTOINTIKO GOGTNLLO.

. Eav Aappavere ] Mdfate oto mapehdov evéseig yio T Ogpancia airepyradv — dev eivar
Yvoo1d edv to Stelara pmopel va Tic ennpedost.
. Edav n nlxio cog givanr avo Tov 65 eTdv — umopel va eivar mo mbavo va nabete AoUdEELS.

Edv dev elote oiyovpot av 1oyHEl 0OTOL0ONTOTE OO T TOPATAV® Y10 EGAG, MANCTE LE TOV Y1UTPO 1|
TOV (POPUOKOTOLO GOG TPOTOV YPNCLOTOMcETE TO Stelara.

Opiopévol acBeveig mapovsiocay avidpioelg TPOGoUodlovcEeg e AVKO, GUUTEPIAAUPAVOUEVOL
deppaTicoh AVKOL 1 GUVIPOUOL TPOGOUOALOVTOG e ADKO KOTA TN didpKela TG Oepaneiog e
ustekinumab. Evnuepdote auéoms tov ylorpd cag £av eppavicete éva epuBpd, exnpuévo, oMIMOES
eEAVOM IO LEPTKES POPES LLE IO GKOVPO TEPTYPALLLD, GE TEPLOYES TOV OEPUATOG TTOV EKTIOEVTOL GTOV
MM 1 HE TOVOLG OTIC apOBPDCELS.

Kaopowkn tpooforn Kot ayyslokd eyKeQaMKd enercooLo,

Kapdaxn mpocfoin Ko ayyelokd eyKepaitkd enetoddwo xovv mapatnpnbdel oe pio perétn oe
acBeveic pe yopioon mov Elafav Oepaneia pe Stelara. O yuatpdg cog Oo eEAEYyEL TaKTIKE TOVG
TOPAYOVTEG KIVOUVOL GOG Y10 KAPOLOKT] VOGO KOl AYYEWKO EYKEPUAKO ETEIGOOI0 TPOKELUEVOD VO
douoeariletl 0Tt avtpetonilovior KotdAAnia. Avalntote opécmg 1aTpikn fondeio edv TopPOLGLACETE
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OVO 670 6TNOOG, AdLVALIN ] 1N PLGLOAOYIKY aictnom ot pio TAEVPA TOV COUATOC GOC, TAPAALGN
TPOCMOTOL, N AVOLOAEG GTOV AOYO 1} TNV OPOCT.

Mowod kon £pnpor
To Stelara dev cuvieTdtal yio, xpnon o€ maldld Kéto Tmv 18 £1dv pe voco tov Crohn 1§ eEAK®mON
KOAITION £TTE1ON OeV €xel pedetnBel og VTN TV NAMKLOKY OpHAda.

Adlha @appoxa, epfoéirta ko Stelara
Evnuepmote Tov yiatpd 1| TOV QOpUOKOTOLd GOG:

Edv maipvete, £xete mpOcQATO TAPEL 1) LWTOPEL VOL TAPETE GALN POPLLOKCL.

Edv xévate mpoceato 1 Tpoketol va kavete epupforto. Optouévol Tomot suforiov (epupforta
{OVIOV KPOOPYOVIGU®MV) OV TPETEL VAL YOPTYOUVTOL EVOD Ypnoiomoteite To Stelara.

Edv AdPoate Stelara evoom Noactay £€YKVOC, EVILEPMDGTE TOV YIATPO TOL UOPOL GO CYETIKA UE
) Bepomeia oag pe to Stelara mpv 1o pwpd cog Aafet omoodnmote epPoito,
coumepthappavouévav tov (oviav euporinv, 6tmg sival To eupdio BCG (tov
YPMNOLOTOLELTAL YO TNV TPOANYTM TG Pupatioong). Ta {dvta eufoiia dev GUVIGTAOVTAL Y10 TO
Hopd 60G KATd TOVG TPMTOLG EEL UNVES UETA TN YéVvnon eav AdBoate Stelara katd tn didpketo
NG EYKLHOGVVG, EKTOG EAV O YIATPOC TOV HMOPOV GOG GVGTNOEL KATL SLOPOPETIKO.

Kinon kol Onhaopog

Eivar xaAdtepa va amoguyete ™ ypnon tov Stelara koatd ) didpkela g kinong. Ot emdpdoeig
Tov Stelara og €ykveg yovaikeg dev givar yvaotéc. Edv glote yuvaika oe avamapoywyki nikia,
GUVIGTATOL VO OTOQUYETE VO LEIVETE £YKVOG KoL TPETEL VAL YPT|CLLOTOLEITE UTOTELEGUATIKN
AVTICLAAN YT EVOS® ypMoomoteite To Stelara Ko Yo tovAdyiotov 15 efdouddeg petd v
terevtaio Oepaneio pe Stelara.

Evnuepoote tov yuotpd cog edv elote £ykvog, vopilete 0t pnopei va giote £ykvog 1 oyedtdlete
VO OTOKTHGETE TTOUOL.

To Stelara punopei va Tepdoet péoa. 0d ToV TAUKOOVTO KOl VO PTACEL 6TO ayEvviTo uwpo. Edv
Lafare Stelara kotd ) dGpKELX TNG EYKVUOGVVNG GOG, TO HOPO GG LTOPEL VOl SLOTPEYEL
HeYOADTEPO KIVOLVO Yo TNV EUPAVIOT] AOTH®ENG.

Eivat onuavtikd va evpepdoete Toug yotpohs Tov Hmpov Gag Kol TouG GAAOVG ETayyeEALOTIES
vyeiag edv AdPate Stelara katd t StbpKeLd TG EYKVHOGVVNE OAG, TP TO UOPO AAPEL
omolodnmote euPforto. Ta {dvta epPforia 6nmg eivar To epPfoio BCG (mov ypnopomoteiton yio
™V TPOANY NG PLUATIOONG) SEV GLVICTMOVTOL Y10 TO LMOPO GOG KATE TOVG TPATOVS £EL UNVES
petd ™ yévvnon eav AaPate Stelara katd t SidpKela ™ £YKVHOGVVNG, EKTOG EGV O Y1ATPOG
TOV H®POV 0AG GLGTNGEL KATL SLUPOPETIKO.

To ustekinumab propei vo mepdoel 6To UnTpikd yoAo o€ TOAD [kpéc TocotnTeG. Evnuepmote
Tov yatpd cag ebv Inralete M oyedialete va Inidoete. Eocic kat o yrotpog cog 0o mpémetl va
amoacicete av Oa mwpénel va OnAdoete 1 av Ba ypnoonomoste to Stelara - unv kévete Kot o
500 TaVTOYPOVA.

001yNnoN Ko XEPIGUOS POV RATOV
To Stelara dev &xet Kapio 1 £xel AoUOVIN EXIDOPACT OTNV IKOVOTNTO 0O YNONG KL YEPIGHOD

unxovnuéTmy.

To Stelara wepiéyer vatpro

To Stelara mepiéyet Myotepo and 1 mmol vatpiov (23 mg) avd do6o, eivat ovtd ToL OVOUALOLUE
«ehevbepo vatpiovm.

Qot6c0, Tpv oag yopnyndei to Stelara, avopryvioetal pe Eva dtdlvpa, To 0moio TepLéyeL vatplo.
Evnuepaote tov yuotpd cog edv akolovbeite dlatta pe yopmin TposAnyT GAoTog.

3.

Hog yopnyeitan 1o Stelara

To Stelara gvdeikvotot yia yprion vd v kabodnynon Kot v exifAeyn yioatpod pe gumepio ot
SLAyvVOGN KOl TV OVTILETOTION TS VOGoL Tov Crohn 1 g EAkdd0VE KOAITIOOC.



To Stelara 130 mg kv didAvpa yio mapackev] dtoAdpatog pog &yyvon bo cag yopnyndel amod tov
ytpd cog, LEGw otahalng otn eAERa Tov Bpayiova cag (evoopAEPia Eyyvomn) Yo TOLVALYIGTOV Lo
opa. MIANGTE e TOV Y10TPO GOG GYETIKA LE TO TOTE B0l KAVETE TIG EVEGELG GO KOL Y10 T pOVTEPOD
TapoKoAOLONONG TNG TopEing Gag.

11660 Stelara mpémer va. yopnysiton
O y10tpdg oag Ba amopacicel moco Stelara yperdleote va AaPete Kot yio TOGO SIUGTNLA.

EvijlMkeg nhkiog 18 etov 1] dvo
o O y1atpdc o vTOAOYicEL TN CLVIGTOUEVN dOGT EVOOPAEPLOC £yyvomg Yia E6dg, Pdoel Tov
COUOTIKOV G0g Bapovg.

To copotikd cag Bapog Aodon
<55kg 260 mg
> 55 kg ém¢g < 85 kg 390 mg
> 85 kg 520 mg
. Metd v apyikn evoopAéPia d6on, Ba tapete v emdpevn 66on Stelara twv 90 mg pécw
éveong Katw amod to déppa oag (VTodOpa. Eveon) 8 efdouddeg apydTEPO Kol GTN CLVEXELD KAOE

12 ¢Bdopadec.

Iog yopnyeitar to Stelara

. H mptn 660m tov Stelara yio trnv avipetdnion g vosov tov Crohn 1} T¢ EAKDO0VG
KOAITIS0G yopnyeitar amd yiatpo otdydnv ot eAEPa ToV £vOg Ppayiova (evoopA&fia Eyyvon).

MuloTe e ToV Y1aTpO GOg 0V £XETE OTOLECONTOTE AMOPieg OYETIKA e TN ARy Tov Stelara.

Eav Egyaoete va ypnowponomjcste To Stelara
Edv Eeydoate N xdoote o pavtefol yio T Ayn (oG 600mG, ETIKOIVOVAGTE LE TOV Y1Tpd Yid Vol
apoypoupatioete Eova to pavtefod oag.

Eav otapatiicere va gpnopomoreite to Stelara
Agyv givon emikivéuvo vo oTapaToETE va. Yp1olonoteite to Stelara. Qo61000, EGV GTOUATAOETE, UTOPETL
VO ETOVELPAVIGTOVV TOL GUUTTOUATA GOGC.

Edv &yete meprocdtepeg EPOTNGELS GYETIKA LLE TN XPTOT] CLTOV TOV PUPHAKOV, POTNOTE TOV Y1OTPO 1)
TOV QOPLOKOTOLO GOG.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eappoka, £TGL KOl dLTO TO GAPLOKO UTopel Vo TPoKAAEGEL AVETIOVOUNTES EVEPYELES, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOVC.

YoPapéc avemBounTeg evépysreg
Opiopévor acBeveig pmopet va Exovv cofapés avemBountes VEPYELES TOV UTOPEL VAL YPELGTOVV
enelyovoa Oepamneia.

AlrepYIKEg avTIOpaoElS — popel vo ypetaoctovy enciyovosa Bepansia. Evnpepdote Tov
YwTpo oag 1 avalntiote exeiyovoa woTpiki) Po10sio apécws poig TapaTnpriceTe
0TTO100NTOTE OO TO AKOLOVOO GoNpeia.

o Ot cofapég arlepykég avtidpaoelg («avapuraion) eivol Gmivieg oTa ATOO TOV
naipvovv Stelara (umopel va emnpedoovy €mg kot 1 ota 1.000 dropa). Ta onueio
mEPAOUPAVOLV:

o] dVGKOALD, GTNV OVATTVOT 1 TNV KOTATOGT
o] YOUNAT apTnpLoky| Tieon, mov pumopel va tpokorécet (aAn
o] TPNEO 610 TPOGMOTO, TA XEIAT], TO GTOUA 1) TO AAUO.
. Ta cvyva onueio aAlepyikig avtidpaong teptroppdvovy deppatikd eEavonua Kot
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kvidwon (umopel va emnpedoovv g kot 1 ota 100 dropa).

AvTidpacelg oyeTilopeveg pe v éyyvon - Eav hapfavere Ogponcia Yo véoo Tov Crohn 1)
EAK®OON KoAiTId 0, N TPAOTN 6061 TOV Stelara yopnysitor péow® evetdraing oc pia QAEfa
(evoo@répra £yyvon). Opropévol acBeveig £xovv mapovoldoel cofapéc arhepyikég
UVTIOPAGELS KATA T1] OLEPKELN TNG EYYVOTG.

Y€ 6TTAVIEG TEPITTAOGELS, TVEVHOVIKES OALEPYIKES AVTIOPAGELS KU PAEYILOVI] TOV TTVEVLOVA
&povv ava@ep0si og ao0eveic mov AapPavovuv ustekinumab. Evnpuepoote apéong tov
YaTPO GG EAV TAPOVOLAGETE CUUTTONNTO, 6T P1]Ya, OVCTVOLA KL TUPETO.

Edv epoavicete coPapn aliepyikn avtidpact), 0 YIUTpOg GOG UWTOPEL VO amopacicel OTL OV
TPENEL VO, ypnoponomoete Eavd to Stelara.

AondEelg — propetl va, ypetactovv enciyovoa Oepancio. Evnpepoote apéong tov yiatpod
UG EGV TOPUTPGETE OTOLOONTTOTE OTO TA AKOLOVO GMpuEia.

o Eivar cuyvéc ot AodEeig Tng poTng 1 Tov Acipod Kot To Koo Kpuoldynuo (Lmopel vo
ennpedoovy £ng kot 1 ota 10 dropo)

o O1 Aodéets Tov Bapaka dev etvar cvyvés (umopet va ennpedoovy £o¢ Kot 1 ota
100 dropa)

o O1 @AeYHOVES TOV 16TOV KAT® Ao TO dEPUA («KVTTAPITIONN») eV eivar cuyvEG (UTopel va
emmpedoovy ¢ kat 1 ota 100 dropa)

o O épmng Lootmp (€va €idog emddvvov e&avONUATOG e PLGAAIDES) dev givarl auyvOg

(pmopel va ennpedoet £o¢ kot 1 ota 100 dtopo)

To Stelara pmopei vo 6ag KOTOGTNGEL AlYOTEPO TKOVOVG VO, KaTomoAeuncete Aotuaéels. Kamoteg
Aowdéeig o propovoay va yivouv coPapég kat pumopet vo mephapfévouy AoUOEELS TOV
TpoKalovvTal and 1006, poKnTeS, Paxtipla (cupmeptlapfavoprévng g eupaTioong), M
TaPAoTo, GLUTEPIAAUPBAVOUEVOV AOU®MEE®Y TTOV KLping Tapovctdlovial 6e avOpmITOVS e
e€acBevnuévo avocomomtikd cuatnua (svkoplakég Aopméelc). Evkatplokég Aouméeic Tov
EYKEQALOV (eYKEPOAAITION, UNVLYYITION), TOV TVELHOVOV KoL TOL 0pBaALoD £xovv avapepbel og
acBeveig mov Aappavovy Bepoameia pe ustekinumab.

[Ipénel va mpocéyete yio onpeio Aoipméng evd ypnowonoteite to Stelara. Avtd
wepthapfavouv:

TVPETO, CUUTTOUATO TOV HOLELOVV U YPImT, VOKTEPIVES EPLOPADCELS, ATOAELN PAPOVS
aioBnon kémwong N Aaydviaco, Priyos mov dev tepvd

Oeppo, KOKKIVO OEPLA TOL TTOVAEL 1) ETDOOVVO eEAVOT LA GTO dEPULA [LE PVOOAIDES
aioOnuo Kovoov Katd TV ovpnon

ddppota

OTTIKY| OlaTopayf| 1 ATMAELD OPAOTG

KEPOUAOAYIa, oyeVIKT dvoKkayia, evocncio 6to emc, vovtio 1 cOyyvoT.

Evnuepmote apécme tov yotpod cag 6V mapatnpioETE OTOI0OMTOTE Amd QLT TO OTpEin
hotpméng. Avtd pmopei va etvar onueio AOUOEEDY, OT®G AOTUDOEEWY TOV BdpaKa, AoUdEE®mY
TOV OEPUATOG, £pTNTO (OOTAPO 1 EVKAPLAKEG LOUMDEELS TOV Ba propovoay vo Exovv coPapég
emmhokéc. Evnuepmote 10 y10tpd cag edv £xete omotodnmote €idog Aoipuméng mov dev mepvd M
emovépyeTol cuveymG. O yaTpdc GO UTOPEL Vo amoPaGiGEL OTL OEV TPETEL VO, YPTCLLOTOCETE
Stelara péypt va mepdoet  Aoipwén. Eriong evnuepdote Tov y1otpo 60G €4V £XETE OVOIKTEG
TANYEG 1 TpadpoTa, Kobmg pumopel va LoivvOoiv.

ATo@oLOMON dEPRATOS — aVENGN TGS EPLOPOTNTUS KAL TNG UTOPOAIdMGNS TOV dEPNATOS
OE EKTETUAPEVT TTEPLOYT] TOV CAUNTOG EVOEYETOL VO EIVAL CUUTTONATO EPVOPOOEPUIKIG
yopioons 1 aro@oMOMTIKIG OEpraTiTIONS, 01 0nToicg sivan cofapés depporonadeies. Oa
TPEMEL VO, EVI|LEPDCETE GPECOS TOV YLUTPO GOG EAV TAPATIPNCETE OTOLAONTOTE OO CVTE
Ta onpeia.



AMLeg avEMOVUNTES EVEPYELEG

Yoyvég avemOOunTeg evépyereg (Umopei va emnpedoovy £mg kot 1 ota 10 dtopa):
Aldppora

Novtio

"Epetog

AloOnpo KoTmong

AtoOnpa Laing

IMovoképaiog

Dayovpa («KvnopoOg»)

[16vog ot péamn, Tovg Hug M TS apOpdCELS
[Hovérarpog

EpvOpdtnra xon mévog 610 onpeio mov yiveron 1 éveon
Aolpwén 61oVg Tapappiviovg KOATOUGS

'Oy ovyvég avemOopnteg evépyereg (Umopet va ennpedoovv éog kot 1 ota 100 dtopa):
OdovTikég AMomEelg
KoAmn poknriacikn Aoipmén
Kotabiyn
DOpayuévn M Bovhouévn pot
Awoppayia, HOA®TEG, GKATpLVOT), TPNEMO Kot @oyovpa EKEL OTTOL yiveTotl 1 £veon
AioOnuo advvopiog
[Ttoom Prepdpov kot yordpmon Lomv oTr pio TAEVPA TOV TPOCMTOV (KTOPAALCT
TPOCHOTLKOV veDpovy 1 «mapdivon Bell»), mov givon cuviBwg mapodikn
. Metofoin oty yopioon pe epuBpotnTa Kot VEEG LIKPES, KITPLVES 1 AEVKES PAVKTOVEC,
UEPIKEC POPEC GUVOOEVOUEVES OO TVPETO (PAVKTOVDING WYopioon)
. Amopioimon tov 6£ppatog (amoPoAid®on dEPLATOS)
Axpn

Taavieg avemBopnteg evépysieg (umopei va exnpedoovy £mg kot 1 ota 1.000 dropie)

. EpvBpdtnrta kot amo@oAidmor Tov SEPUATOC GE EKTETOUEVT TEPLOYT TOV GMUOTOC, M
omoio umopel va mapovctdlel payovpo 1 TOvo (amopordwtikn depuatitida). [lapdpota
CUUTTMLOTO OVOTTOCOOVTOL OPIGUEVES POPEG MG PUGIKT LETAPOAT GTOV TUTO TV
CUUTTOUATOV TNG Yopiaong (epuBpodepuxn ywpiaon)

. Ddreypovn LIKPAOV QLOQOP®V OYYEI®V, 1) OTTOl0 UTOPEL VO 00N YGEL OE SEPLLATIKO
eEavON O pe JUKPEG KOKKIVEC T} LB (pOVGKAAES, TLPETO 1 TOVO GTIC APHPMOCELS
(ayyeiitidn)

oAb oravieg avemOounteg evépyseieg (Lmopel va exmpedoovy ¢ katl 1 ota 10.000 dropa)

o Dovokdreg TOV dEPUATOC, OL OTTOlEC PITOPEl vau eivat epLOPEC, KVNOUMDOELS KOt ETMOVVEG
(IToppoAvymdeg TEPPTYOEIDES).

o Agppotikdg Adkog 1 ohvopoo tpocopotdlov pe Avko (epvpo, empréVo POAMODIES
eEavOnua og meployég Tov déPHATOg ToL ekTiBEVTAL 6TOV A0 TOOVAS [LE TOVOLG OTIG
apOpmoelg).

Ava@opd avemBOuNTOV EVEPYELOV

Edv mapoatmpnoete kamolo avemBOunt evEpPYELN, EVIILEPDCTE TOV YLOTPO 1) TOV PUPUOKOTOLO GOG.
AVT10 1oyl Ko Yo kdOe mhavr avemBountn evépyela Tov 0gv avaQEPETAL GTO TOPOV PVALO OONYIDV
xpNons. Mropetite emiong va avagépete avembounteg evépyetes angvbeiog, pésw Tov EBvikov
Opyaviopuov ®apudkov, Mecsoyeiov 284, GR-15562 Xolapyog, AOfva, Tni: + 30 21 32040380/337,
@a&: +30 21 06549585, Iotdtomoc: http://www.eof.gr. Mécm tng avagopdg avemifiuntmy evepyEimv
umopeite va fondnoete ot GLALOYN TEPIGGOTEP®V TANPOPOPIDY GYETIKA LE TNV ACPAAELD TOV
TOPOVTOG POPLLAKOV.



http://www.eof.gr/

5. IIog va pvrAdooste To Stelara

. To Stelara 130 mg mokvo S1GALE, Y10 TOPACKEVT SLAADUOTOS TTPOG £YYLGT XOPNYEITOL OE
vocokopeio 1 KAvikY Kot ot acBeveic dev ypeldletal va 10 QLAGEOLV 1] VO TO XEPLGTOVV.

. To @dppoako avtd TPETEL Vo, PUAAGGETOL GE LEPT TTOL gV TO PAETOVY Kot dev TO POEvoLY TO
TodLd.

o dvidooete og yoyeio (2°C-8°C). Mnv katoyOyETE.

. Ddvidooete 10 PLOAid0 6To eEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PMG.

. Mnv avakiveite Ta roAidia Tov Stelara. [apatetapévn dvvatn avakivnon umopel va

TPOoKoAEGEL (NG GTO PAPUOKO.

Na pn ypnoipomoreite avtod 70 PAPPROKO:

. Metd v nuepopunvia ANENG TOL AVAPEPETUL GTIV EMCT LAV KOL GTO KOVTL LETA TNV
«AHEH». H nuepounvio Anéng givor ) tedevtaio nuépa Tov UIVO TOL OVAPEPETOL EKEL.

o Edv to vypd elvar amoypopaticpévo, Boro 1 av gival opatd Ao EEva copotidla To onoia
alpovvtal péca o€ avto (PAEme mapdypapo 6 «Epedavion tov Stelara kou mepleyOUevo g
GUGKELOGINGY).

. Edv yvopilete, 1 vopilete 0T pmopei va et extebel oe akpaieg Oeppoxpacieg (Onmg va €xet
katd AdBog katoyvybei 1 OepuavOet).

. Edv to mpoidv éxel avakivndei duvartd.

. Edév n ocppayida aoepoireiog Exel mopaPiactel.

To Stelara sivon puog ypricewg povo. Kabe apaiwpévo didlvpa mpog Eyyoon 1 tpoidv mov dev Exet
ypnopomomn el Kot TpapEVEL GTO PLOAISIO Kot TN GVPLYYO TPETEL VO OTOPPINTETAL GOUPDVO. [LE TIG
KOTA TOTOVG 10 DOVGEG OYETIKEG OLUTAEELS.

6. Iepreydpeva TS 6VOKELAGIUG KOL LOUTEG TANPOPOPIEg

T epréyer To Stelara

. H dpactikn oveio givar To ustekinumab. Kabe @raridio mepiéyel 130 mg ustekinumab o€ 26 ml.

. Ta dGAAa cvotoTikd gival To dtdopkd dvatpilo dhag tov EDTA, n L-iotidivn, n
povobdpoyrwpikn povovdpikn L-iotidivn, n L-pebetovivn, to moivcopPucd 80, n caxcyopdoln
KOl TO DOWP Y10 EVESIUAL.

Epeavion tov Stelara kot wepiey6pevo. TG CVOKEVOGIOG

To Stelara givon d100Y£g, Ap®UO G 0vVOLYTO KITPIVO TLKVO O1AALLLOL Y10 TOPACKEDT] SIOADOTOG TTPOG
£€yyoon. Awtibeton o€ xaptivo kovti mov mepiéyet 1 epdma 6o og Yo eraAidlo tawv 30 ml.
Kabe prodidio mepiéyer 130 mg ustekinumab og 26 ml mokvod SoAdUOTOS Yo TapacKeD] SIOAOHOTOS

TPOG EYYLOT.

Kartoyog Adsrog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hapaockevaotiig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMavoio

"o omowdnmote TANpoPopia oYETIKE LE TO TAPOV POPUAKEVTIKO TPOTOV, TapaKaAeloTE VO
amevbuvbeite otov TomiKd avTimpdommo Tov Koatdyov tng Adsiog Kvukhopopiog:



EA\rada
Janssen-Cilag ®appokevtikiy A.E.B.E.
TnA: +30 210 80 90 000

To mapév pvALo 00N LAV YpfioNs avade®piOnke Yo TelevTaio gopa Tov Maptio 2023

Aemntopepeic TAnpoeopieg yia to pappako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyoaviopot Goppdkev: http://www.ema.europa.eu/.

O mAnpogopieg Tov axorlovBolv amevBvvovtal udvo ce exayyeApatiec vysiog:

IyvnAoocwotno:

Ipokeévov va Bertiwbel 1 yvnAacudTnTo TV PLOAOYIKGOV QOPUOKEVTIKOY TPOIOVI®V, TO GVOUQ
Kol 0 aplOpOg TOPTIONG TOL YOPTYOVLEVOD PUPHUAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.

Odnyiec apoiwong:

To STELARA mokvd SidAvpo Yo TopacKeLT] SIHADLOTOG TPOG £YYLOT TPETEL VO APULMDVETOL, VO
TPOETOALETOL KO VoL EYYEETOL OO EMAYYEALLOTIO VYELNG LE YPIOT AoNTTNG TEYVIKNG.

1. YroAoyiote T 060M Kot Tov aptdud tov eroidiov STELARA nov aroaitodviol Bacel Tov
Bapovg tov acbevovg (BA. mapdypago 3, Iivaxa 1). Kabe graridio STELARA twv 26 ml
nepiéyel 130 mg ustekinumab.

2. A76 Tov aoKo £yyvong Tov 250 ml, apapéote kar amoppiyte Evav OYKo SLAVOTOG
yAoplovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko tov STELARA nov 6o mpootedei
(amoppiyte 26 ml yhoprodyov vatpiov yia kébe @laridoio STELARA wov amarteitan, yio 2
euAidio amoppiyte 52 ml, yio 3 @rokidia amoppiyte 78 ml, yia 4 grarido amoppiyte 104 mli).

3. AdPete 26 ml STELARA and kaOe @raridio mov omatteiton kot 7pocfécte Ta 6TOV Aok
£yyvong tov 250 ml. O telkdg 6yKoc 6ToV aoko £yyvong Oa mpénet va eivar 250 ml. Avapi&re
QoG

4, EAéyEte ontikd 10 apaiwpévo dtdAvpa Tpy and v yyvor. My 1o XpNoLHOTOMCETE E0V
TOPUTNPNOETE EULPAVOG Ad10PAVT COUOTIOW, amoypouationd 1 Eéva couatio.

5. Eyy0ote 10 aparmpévo stdivpa yio o tepiodo TovAdyiotov piog dpoc. Metd v apaimon, n
€yyvon Ba mpémel va £xel 0AoKANP®OEL EVIOC OKTM MPOV OO TNV 0PAimoT] GTOV AoKO £YYVOTG.

6. XP1MGILOTOLEITE LOVO GET EYYVONG LE EVODOUUTMOUEVO, GTEIPO, UM TVPETOYOVO, YOUNANG

TPOTEIVIKNG déopevong eiltpo (uéyebog Topmv 0,2 LKpOUETPX).
7. Kd&0e prokidio mpoopiletar yio pio xpron LOVO Kot TUXOV U] YPTCULOTOIUEVO POPUOKEVTIKO
7TPO1oV Oo TPEMEL VAL ATOPPITTETAL COUPWOVO, LE TIC KATE TOTOVG 10 D0VCEG GYETIKEG OATAEELS.

Doraén

Edv givon amapaitto, To apatopévo dtdivua Tpog yyvor propet va datnpndel og Beppoxpacio
douatiov. H éyyvon Ba wpénet va €xel ohokAnpwBel evtog 8 mpdv amd TV apaimor 6Tov ook
£€yyvons. Mnv katayvyete.


http://www.ema.europa.eu/
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