@vAro ooV ypiong: IIAnpoeopics yria Tov yprjot

STELARA 130 mg Tokvé otGAvpa Y10 TepacKeL OLOADPATOS TTPOG £y von
ustekinumab

AP aoTE TPOGEKTIKA OAOKANPO TO GUALO 03N YLAV YPNGNS TTPLY UPYIGETE VO PN GLUOTTOLEITE AVTO
T0 QAPNOKO, O1OTL TEPLLUUPAVEL ONUAVTIKES TANPOPOPIES Y10 GOG.

AvT0 TO QUALO 00NYLAOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV Aapfdver To appaxo.

- Durdgte avtd To EOALO 0dNYIBY Yprone. Towg ypelaotel va to dofdcete Eavd.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO 1 TOV POPUOKOTOLO GO,

- Edv mopatnpnoete Kamowo avemBOunTn eVEPYELD, EVILEPMOTE TOV YIUTPO 1] TOV POPHLOKOTOLO
o0G. AvTo 1oYOEL Kot Yio KAOe Thavn avemBountr eVEPYELD TTOV JEV AVOPEPETAL GTO TAPOV
@OALO 0ONY1DV ¥prione. BAéme mapdypago 4.

T epréyer To Tapév pvAiro 0dNYLOV:

Tt eivan to Stelara ko oo givat 1 ¥prion Tov

Ti npémel va yvopilete Tpv ypnoiuonomcete o Stelara
[ yopnyeiton To Stelara

[TBavég avemBounteg evépyeteg

[Mog va purdocoete to Stelara

[epreydpeva g cuoKeLOGiNG Kot AOTEG TANPOPOpPieS

A e

1. T eivan 10 Stelara ko wova givon 1 (prion Tov

T givan To Stelara

To Stelara mepiéyet ) dpaotikn ovoia «ustekinumaby, Eva povokiwviko avticoua. Ta povokAmvikd
avTIoOUOTO Elval TPOTEIVEG TOL avaryvepilovy Kot cuvOEoVTaL E101KE [LE OPIGUEVES TPOTEIVES GTOV
opyavicuo.

To Stelara avnkel og po opdoa EapUAK®Y TOV OVOUALOVTOL «OVOGOKOTOGTUATIKAY. AVTH TO QAPLOK
dpovv e£acBevdvtag PEPOG TOV AVOGOTOUTIKOD GO GUGTHLLOTOC.

ow givar n ypnon tov Stelara

To Stelara ypnoiponoteital yio v avIipetdmIon TV akoloVlmv PAEYHLOVOI®Y VOCWV:

o Métpia £n¢ cofapn vocog Tov Crohn - g evijAikeg Kot Todtd nAkiog 2 TV Kot Gve
o Métpia £0¢ cofopn eEAK®ONG KOATION — 08 EVIAIKEG KOt Todld NAKioG 2 1MV Kol Vo

Nocog tov Crohn

H véc0o¢ tov Crohn givon pia Aeypovaong vosog tov eviépov. Edv éxete vooo tov Crohn, Ba cag
d00ovv TpdTa dAla eapuaxa. Edv dev avtamokpiBeite apketd kold 1 Gv £xete dvcavesio og aVTA TO
@apuaka, propei va cog d00el Stelara yio ) peimon tov onueinv Kol GUUTTOUATOV TG VOGOV GOG,.

EAkoong KoAiTIO0

H elxmong koAitida etvon pio pAeypovadng vocog tov eviépov. Edv &xete eAkmon kolitida, Ba cag
80000V TpdTa Ao pappaka. Edv dev avtamoxpifeite apketd kold 1 €dv €xete dvoaveio g aLTA TO
eapuaka, propei va, cog 600el Stelara yia ) peimon tov onUEiDY KOl TOV CUUTTOUATOY THG VOGOL
o0,

2. T pémer va yvopilete mpy ypnopomonjcete To Stelara
Mnyv ypnopononjocete 1o Stelara
o Y wepintmon arilepyiog oto ustekinumab 1 6g 0omo1001TOTE GAAO OO TO. GLGTATUIKG CVTOV

TOL QAPUAKOL (AVAPEPOVTOL BTNV TOPAYPUPO 6).
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o Eav éyete evepyn] Loipwén mov o Y1otpog 60 MGTEVEL OTL EIVOL ONLOVTIKT.

Edv dev glote oiyovpot av 160l 0TO100MTOTE GO TO TOPATAV® Y10 EGAC, WANGTE LLE TOV Y1TPO M
TOV QAPUOKOTO0 GOG TPV YPTCLLonotoeTe To Stelara.

IIpogidomou)oels Ko TPOPLAGEELS

AmevBuvieite 6Tov Y10Tpd 1 TOV QOPLOKOTOO GOG TPV Ypnotponomoete to Stelara. O yotpog cag Oa
eléyEel mOoo KaAd glote mpwv omd ™ Bepaneio. Befarwbeite 0T1 evnuepmaate Tov yotpod Gog yio
omoladnmote acbéveln Tapovoialete mpwv amod tn Oepaneia. Eniong evnuepmaote tov yiotpd cog edv
éxete €pbel TPOGPUTA GE EMAPT |LE OTOLOONTOTE ATOLO TOV UIOPEL vau Exel pupatioot). O Yatpog 6og
0a oag egetdoet Yo pupatioon kot Oa Tpaypatonomost pio e£€Toom Yo vo SEL AV EYETE PLLOTIOOT)
npw wapete to Stelara. Edv o yiotpog cog motedel 0Tt S1atpéyete Kivouvo QUHOTIOONS, UTOpEl va 6oG
yopnynOei Oepameio yio TV AVILETOTION TNG.

MpocéEte Yo cofapés avemBOunTeg evépyereg

To Stelara umopel va mpokorécel coPapic avemBounTte EVEPYELES, CLUTEPIAUPOVOUEVOV
oAAEPYIKAV avTIdpdoemv Kot Aotudéemv. [Ipénel va Tpocéyete yio optopéva onueio 1] GOUTTOUOTOL
acBévelag evod maipvete To Stelara. BAéme «ZoPapéc avemBOunteg evépyeiey oty mopdypoeo 4 yo
TANPN KATAAOYO OVTOV TV OVETIOOUNTOV EVEPYEIDV.

Ipw vo ypnopomonjocte 10 Stelara evnuepaote Tov Y10TPO Gag:

. Eav giyote moté aliepyikn avtiopaon oto Stelara. Potiote tov yiotpo cog ov dev giote
BéParot.
o Edv giyote moté 0m010vONTOTE TUTO KAPKIVOL — ENEWDN TO AVOCOKATAGTUATIKG OTTMG TO

Stelara e£oc0gvoiv HEPOC TOV CIVOGOTOMNTIKOD GLGTHOTOC. AVTO UTOPEL VO AVENGEL TOV
kivduvo yia Kapkivo.

. Eav éyete MaPer Ogpoameia yio tnv yopiaon pe drio Proroyikd eappoxa (éva @appoxo mov
napayerar amé pia ovoia froroyikiig mpoéievong kar cuviBag yopnyeitan pe éveon) — o
Kivduvog yo kapkivo umopei va givar vynAdtepog.

o Edv &yete 1 eiyote tpdoparta hoipmin 1 €av £xete omoradnmote Ta00A0YIKA avoiypaTa 610
oéppa (ovpiyyra).

. Eav éyete véeg | petafarriopeveg Prapes péca otig meployEg mov TAcyoLY amd Ympioon 1 610
(PLGLOAOYIKO dEPLLQL

. Edv naipvere kmowa dAin Oepomeia Y10 TNV yopiaon Ko/ v yoproctkn apdpitida —

OT®G KATO10 GAAO 0VOCOKATACTOATIKO 1| pwTobepameio (dTav T0 COUA GO VITOPUAAETAL OE
Oepaneio pe va gidog vepiodovg (UV) pmtog). Avtég ot Bepaneiec pmopovv eniong va
eEaoBevioovy PEPOG TOL OVOGOTONTIKOD GaG cueTHHATOS. H Tantdypovn yprion avtdv tov
Oepameiwv e To Stelara dev éxel perendel. Qotodc0o etvar mBavd va avénoet v ThavoTHTO
acBevelmv mov oyetilovrol pe acBevEGTEPO AVOCOTOMTIKO GUGTIULA.

. Eav AapPavere 1| MaPate oto mapehdov evéseig yio T Ogpancio airepyrdv — dev eivar
yYVoo1d €dv to Stelara pmopel va Tic ennpedost.
. Edav n nlxio cog givar avo Tov 65 eT®dVv — umopel va eivar mo mbavo va nadete AoludEeLs.

Edv dev elote oiyovpot av 1oyHEl 0OTOL0ONTOTE OO T TOPATAV® Y10 EGAG, MANGTE LE TOV Y1OTPO 1|
TOV QUPUOKOTO0 GOG TPV XPTolLonotoete To Stelara.

Opiopévol acbeveig mapovsiocay avidpioels TPocoproldlovces e AVKo, GUUTEPIAAUPAVOUEVOL
deppoTicon ADKOL 1) GLVOPOUOL TPOGOUOLALOVTOG e AVKO Katd TN didpkela g Oepaneiog pe
ustekinumab. Evnuepdote auéomc tov yiatpo cog ebv peavicete £va, epulpd, emnpuévo, PoAOMOES
eEavOnuo. Lepkég OPES UE TTLO GKOVPO TTEPTYPOLL, GE TEPLOYXES TOV OEPUATOS IOV EKTIOEVTAL GTOV
NAo 1 pe TOVOLG oTIC apOpDOOELG.

Kapdwokn mpocPoin kor ayyelokd YKEPUMKG ETELGOOLA

Kapdiakn| tposBoin kot ayyelakd eykepolika eneicdda €xovv mopotnpndel oe pia perétn oe
acBeveic pe yopiaon mov Ehafoav Oepancia pe Stelara. O yatpog cog Bo eAEYYEL TAKTIKA TOVG
TOPAYOVTEG KIVOUVOL GOC Y10 KAPOLOKT] VOGO KOl QLY YELOKO EYKEPUAIKO ENEICO10 TPOKELUEVOD VOl
doearilerl 0t avtuetoniCovran katdAinio. Avalntiote apéonc wtpikn fondeio edv Tapovoidoete
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OVO 6710 6TNOOG, adLVALIN 7] 1N PLGLOAOYIKY aictnom ot pio TAEVPA TOV GOUATOS GOC, TAPAAVOT
TPOCMOTOL, N AVOLOAEG GTOV AOYO 1} TNV OPACT.

Moword kan £pnpor
To Stelara dev cuvietdral o xprorn 6€ ool KAT® TV 2 eTdv ue voco tov Crohn 1) eAkdon KoATIdN
enedn Ogv €xel pehetnBel o o TNV NAKLOKT OpdoaL.

Ao @appoxa, eppforre kot Stelara
Evnuepmote tov yiatpd 1| TOV OpLAKOTOLO GOG:

. Edv maipvete, £xete mpoOGOATO TAPEL ) UTOPEL VO, TTAPETE GALO QAPLLOKAL.

o Edv xdvate pocpato 1 Tpoketol va Kavete epporto. Opiouévot tomot epforiov (eppoita
{ovTev PIKPoOPYOVICUAOV) deV TPETEL VAL Y0P YODVTOL EVO Ypnoilponoleite to Stelara.

. Edv AdPoate Stelara evoom Noactay £€YKVOC, EVILEPMDGTE TOV YIATPO TOL UOPOL GO CYETIKA UE

) Bepoameia oag pe to Stelara mpv 1o pwpd cog Adfet omoodnmote euPoito,
coumepthappavouévav tov (dviov suforiov, 6mng ivatl to eufoito BCG (wov
YPMOLLOTOELTAL YO TNV TPOANYT TNG Pupatioong). Ta {dvta epfdia dev cuvicTOVTAL Y10 TO
HLOPO GOG KATA TOVG TPMTOLS dMOEKN UVEG HETA TN Yévvnon €dv AaPate Stelara kKatd )
SLAPKELD TNG EYKVUOGVVTG, EKTOG EAV O YITPOC TOL LOPOV GOG GUGTNOEL KATL SOPOPETIKO.

Kionon ko Onraopdg

o Edv giote éyxvog, vopilete 6T1 pmopel va giote £yKvog 1 oxedIleTe VoL AMOKTNOETE Todi,
{nmoTte T cLUPOVAR TOV YLOTPOD GAG TPV TAPETE AVTO TO PAPLLOKO.

o Agv &yel mapatnpn el VYMAGTEPOG KIVOUVOG YEVETIKDOV OVOUOAM®MY GE LMPA TOVL EKTEOMKOV

gvdountpla oto Stelara. Q61d60, VIGPYEL TEPLOPICUEVN epmelpia e To Stelara oe &ykveg
yovaikes. Emopévag, etvar mpotindtepo va amopevdyetol ) ypnon tov Stelara oty gykopocvvn.

. Edv giote yovaike og avamapoymytki MAKio, GLUVIGTATOL VO, AToQOYETE VO LEIVETE EYKVOG KO
TPETEL VO, YPTCLULOTOIEITE OTOTEAEGUATIKY] OVTIGVAAN YT EVOG® YpTolonoteite To Stelara kot
Yo ToLAGyIoToV 15 gfdopddeg petd v tedevtaia Oepaneio pe Stelara.

. To Stelara umopel va Tepdoet Péc amd TOV TAAKOVVTO KOl VoL OTAGEL 6T0 ayévvnro uwpd. Eav
AGPate Stelara KoTd TN SLOPKELX TNG EYKVUOGVVNG GOGC, TO LOPO GO UTOPEL VoL SloTpEYEL
peyoAvtepo kivouvo yia v epgdvion Aoipméng.

o Elvar onpavtikd va evruep®oeTte TOVG Y1oTpoUs TOL HOPOV GOG Kot TOVG BAALOVS EmayyEALOTIEG
vyeiog eav AaPate Stelara katd ™ S1GPKELN TN EYKVIOGVVNG GOGC, TPV TO HOPO AGPeL
omolodnmote euPforto. Ta {ovta eufoiia 0nmg eivar To epPpoio BCG (mov ypnoponoteitan yio
™V TPOANYT TNG PLUOTIOONG) OEV GLVIGTMVTOL YOl TO LMOPO GOG KATE TOVG TPATOVS ODIEKD
UAVEG LETA TN Yévvnon av AGPate Stelara Kotd T SldpKeLn TNG EYKVUOGVVNG, EKTOC EAV O
YWTPOG TOV LOPOD GOG CLGTNOEL KATL SLOPOPETIKO.

o To ustekinumab pmwopei vo TepAcEL 6TO UNTPIKO YaAa o€ TOAD PiKpEG mocotntes. Evnuepmote
Tov ylutpd ocag bv OInralete 1 oyedialete va Onidoerte. Eoeic kat o yatpog cag Ba mpémet va
amoacicete av Oa mpénel va OnAdoete 1 av Ba ypnoonomoete 1o Stelara - unv kévete kot To
dv0 TavTOYPOVA.

Oynon Ko YEPIGPOS puNyavnpdTov
To Stelara dev €xet Kapio 1 £XEl ACTHLOVTN ETIOPACT CTNV IKOVOTITO 01 YNONG KoL YEPIGHOD

IOV UETOV.

To Stelara nep1éyer vatplo

To Stelara mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd d6on, eivar avtd Tov ovopdlovpe
«eAevBepo vaTpiovy.

Qot660, Tpv oag yopnyndel to Stelara, avapuyvoetal pe Evo S1GAVLLO, TO 0010 TEPLEYEL VATPLO.
Evnuepaote tov yuotpd cog edv axolovbeite dloita pe YounAn tpdoinym GAToC.

To Stelara wepréyel moivcoppuco 80

To STELARA mepiéyet 10,8 mg moivcopfucov 80 (E433) og kébe povada d6omMS Tov 160dUVaLOvV LE
0,40 mg/ml. To moAvcopPuch pnopei va Tpokarécovy arlepykég avtidpdoets. Evnpepmote tov 10tpod
oG €AV €YETE YVOOTEC OAAEPYiEC.



3. IIog yopnysiton To Stelara

To Stelara gvdeikvoton yio yprion ved v Kabodnynon Kot Ty exifAeyn yioutpol pe epmelpio ot
ALYV KOL TV AVTIUETORTION TG VOG0V Tov Crohn 1 g EAKMOOVS KOAITIONGC.

To Stelara 130 mg moKkvo S1dAvpa Yo TopackeLT SoAvpaTog TPog £yyvon Ba cag yopnynbei amd tov
YTtpo Gog, HEcm oTdAaéng otn EAERA Tov Ppayiovd cog (evooPAEPLa £yyvon) Yo TOLAGYIGTOV pia
opa. MINoTe e Tov ylorpd GoC GYETIKA Ue TO TOTE O KAVETE TIG EVEGELS GOC KO Y10, TO, pavTER0D
TopaKoAovONoNG TNG TopEing Gag.

IIé6c0o Stelara npémer va yopnyeitor
O y1atpdc oag Ba amopacicsl mtoco Stelara yperdletor vo AGPETE KO Y10 TOGO SLAGTN AL,

Evijhkeg nhkiog 18 etov 1] dve

Noéoog Tov Crohn kol EAKOONG KOAITION

o O y1atpog o vToAOYiceL TN cLVIGTOUEVN dOGT EVOOPAEPLOC £yyvomg Yia E6dg, fdoel Tov
COUOTIKOV 60G Bapovg.

To copotikd cag Bapog Adon
<55kg 260 mg
>55kg éwg <85 kg 390 mg
> 85 kg 520 mg
. Metd v apyikn evoopAéPia d6on, Ba tapete v emodpevn 66on Stelara twv 90 mg pécw

€veong KATw amod To dEp cag («umodopimey) 8 efdouddeg apydtepa Kol 6T GLUVEXELD KAOE
12 efdouddec.

Iowra wov Luyilovv Mydtepo amé 40 kg

No6cog Tov Crohn ko1 EAk®ONG KOAITION

o O y1atpdg Bo vVTOAOYioEL TN CLVIGTAOUEVN dOGT TNG EVOOPAEPLAG £yYLoNG Yo £04G, Pdoel TG
emeavelng cdpatdg cag (BSA)

o Metd v apyikn d6om, 0 Y1aTpog cag Bo vToAoyicel TV mOpEVT 000N PACEL TNG EMPAVELNG
ompotoc oag (BSA). ®a mapete avt ™ 066m Tov Stelara petd amd 8 efoopnddeg Kot ot
ouveéyela kabe 12 gfdopddec pécm pag £veons KAt amd To dEPLA («LTOd0PIMS»).

o wov Luyilovv Tovrdayiotov 40 kg

Nocog Tov Crohn kot EAk@oNG KoAiTION

o O y1atpdc Bo vToAOYicEL TN GLVIGTOUEVN dOGT TNG EVOOPAEPLAG EYYLONC Y1, GGG, BUCEL TOV
COUATIKOV G0G Bapovg.

To copotikd cog fapog Adon
>40 éoc <55 kg 260 mg
> 55 kg éog <85 kg 390 mg
> 85 kg 520 mg
. Metd v apyikn evoopAéPia ddon, Ba tapete v emdpevn 66on Stelara twv 90 mg pécw

€VEONG KAT® Ao To dEPO 6ag («uTodopimey) 8 efdouddeg apydtepa Kol 6T GLUVEXELD KAOE
12 efdouddec.

Iog yopnysiton to Stelara

o H mpdtn 660m tov Stelara yio v aviuetdnion g vocov tov Crohn 1 g EAKM®O0VG KOAITIONG
yopnyeitat amod yiotpd otdydnv otn eAEPa ToL gvog Bpayiova (evooeAEPia £yyvomn).

MUMGTE UE TOV YI0TPO GOG OV EXETE OTOLECONTOTE QTOPIEg GYETIKG, e TN Afjyn Tov Stelara.



Eav Eeyboete va ypnopomonjcete to Stelara
Edv Egydoate 1 yboate to poavtefol yio T Aqyn piag dO0MG, EMKOIVMVIGTE LE TOV YIOTPO Y10 VOl
wpoypoppatioete Eava 1o paviefov Gog.

Edav otopoatiosete va ypnopomrorcite to Stelara
Agv givan emikivéuvo vo 6TapoTGETE va Yproonoleite o Stelara. Qo1000, 0V GTOUATAOETE, UTOPEL
VO ETOVELLPAVIGTOVV TO GOUTTOUATA GOGC.

Edv éxete meplocdTEPEG EPOTIOELG OYETIKA LLE TN YPNOT] CVTOV TOV PUPHAKOV, POTNGTE TOV YLUTPO 1|
TOV QUPULOKOTO0 GOG.

4. MBavég avemBOpunTeg evépysreg

Onwg 6o To eApUIOKDL, ETCL KOL 0DVTO TO PAPUOKO UTOPEL VO TPOKUAECEL OVETIBVUNTEG EVEPYELEC, OV
Kot 6gv TOPOoLGLALoVToL 6E OAOVE TOVG aVOPDOTOVG.

Yopapég avemOOUNTES EVEPYELEG
Opiopévor aobeveig umopet va Exovv coPapég avemBOUNTEG EVEPYELEG TTOV UTOPEL VAL YPELIGTOVV
enetyovoa Oepamneio.

Addepyikég avTiopdosig — umopel va yperaotovy enciyovosa Ogpancia. Evnuepdote tov yiotpo
o0g 1 avalnTiote engiyovoa woTpikn Po10sio apécms PO TOPATPNGETE 0TOLOONTOTE GITO T
ak6rov0o onpeia.
o Ot cofapég arlepykég avtidpaoelg («avapura&ion) eival ordvieg oto dTopo Tov Taipvouy
Stelara (umopei va emnpedoovy €mg 1 ota 1.000 dtoua). To onueio tepthappdvouv:
o SVGKOAIN GTNV OVATTVOT| 1} TNV KOTATOOT)
o) YOUNAY] 0pTNPLOKN TTLEST), TOV UTOPEl VoL TpoKaAéseL (AAN
o TPNEWO GTO TPOGMTO, TA YEIAT], TO GTOLO 1] TO AUUO.
o Ta cvyvd onpeia addepyikng avtidpaons neptlapfdavooy deppatikd e&bvinua Kot kKvidmon
(umopel va emnpedoovy €wg 1 ota 100 dropa).

Avnidpaosis oyeTilopeves pe v éyyvon - Eav happavere Ogpoamneio Y10 véoo Tov Crohn 1
EAKMO1 KOMTIOO, 1] TPOTN 6001 Tov Stelara yopnysitol péow evetdraing o pia eAépa
(evoorépra £yyvon). Opropévol acBeveig £xovv Tapovordosl cofapés arrepyikés avTIOPAGELS
KoTa T1) Orapkela TG £yyvonc.

2.g OTAVIEG TEPIMTAOGELS, TVEVHOVIKES AAAEPYIKES OVTIOPAGELS KOL PAEYIOVI] TOV TVED ROV £OVV
avapepBel og acleveig mov Aappavovv ustekinumab. Evinpep®dote apécng tov y1atpd ocog eav
TAPOVGLAGETE CUUTTANATO 6O 1]y, OVGTVOLX KOl TVPETO.

Edv eppavicete cofapn ahiepyikn aviidpaot, o YoTpodg oag UTOpEl va amo@acioetl 0Tl Oev TPEMEL Va.
ypnoomromoete Eova to Stelara.

Aopaéelg — propel va yperactov enciyovoa Ocpancio. Evijuepoote apéomc Tov yiatpo 6ag £av
TAPATIPCETE 0TOLOONTOTE 0O TG, OKOLOVOO GNnueia.

. Eival cuyvég ot AotudEelg g LoTne 1 Tov AALoD Kot To KOO KpuoAdynpa (Lmopel va
ennpedoovy £émg 1 ota 10 dtopa)

. O1 dopuméeig tov Odpaka dgv givor cuyvég (umopet vo exnpedoovy £o¢ 1 ota 100 dtoua)

. O1 AEYUOVEC TOV 16TOV KAT® a6 TO d€p oL («KVTTaPITION) dgV elvarl cuyvES (Lmopel va
ennpedoovy émg 1 ota 100 dropa)

o 0 épmng Lootp (éva €ldog enmovvov e€avONUaTog e PuSaAideg) dev eivar cuyvog (Umopel va

emmpedoet éog 1 ota 100 dropa)

To Stelara umopel va 60,g KOTAGTAGEL AlYOTEPO 1KOVOVG Vo KaTomoAepnoete Aotuméels. Kdmoteg
howudéeig B pmopovoay vo. yivouv coPapéc kat pmopet vo tephapidvouy AoUGEELS TToV
TPOKAAOVVTAL 0t 100¢, LOKNTES, Paxthipla (cupmeplopufavouévne e eLHOTIOoNC), | TapdotTa,
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SLUTEPIAAUPAVOLEV®Y AOUMOEEMY TTOV KVPImG Tapovstalovtal oe avBpdmovg e eEacbevnuévo
OvVOCOTOINTIKO VST (gvKoPLaKES AoUmEELS). Evkaiplakéc AomEELg Tov £YKePEAOL
(eyxepaAitida, unviyyitida), TV TVELUOVAOV Kol TOL opBaALoD Exovv avapephel og acbeveig mov
Aappdavovv Bepamneio pe ustekinumab.

[Ipénel vo mpocéyete yio onueio Aoiuwéng evd ypnoytonoteite to Stelara. Avtd eptloufavouv:
TVPETO, GLUTTMOLOTA TTOL HOLALOVV LE YPITTY, VOKTEPIVEG EPLOPDGELS, ATMAELD BAPOVG
aioOnon kémwong 1 Aaydviaco, fryog mov oev Tepvd

Oepuod, KOKKIVO dEPUN TOV TOVAEL, 1| EMMOVVO EAVON UL 6TO dEPOL UE PUCUAIDES
aicOnpa Kavcov katd Ty ovpnon

duappoia

OTCTIKY OlOTAPOYT N ATTDAELD OPOAONG

KePaAoAyio, owyeviKn dvokapyia, evaisncio 6to emc, vavtia | GOYYLoN.

Evnuepoote apéomc tov Yiotpo cog 4y mapotnpioeTe 0molodNToTe and ovtd ta onueio Aoipméng.
Avtd pumopel va eivan onpeio Aopuméemv, 6mmg Aoméewmy Tov Bdpaxa, AOUDOEEDY TOL dEPHOTOC,
épmnrta {ooTnpa 1 EVKOPLOKES AOUMEELG TToL Ba pmopovoay va £xouv GoPopEc EMTAOKEG.
Evnuepaote tov yratpd cog edv Exete 0mo10dNToTe £160¢ AoiUmENG mov dev TEPVA 1 ETOVEPYETOL
ocuveydc. O yiotpog cag umopel vo amopacicel 6t dev Ba mpémel vo ypnotponomoete Stelara puéypt va
mepdoetl N Aoipmén. Emniong evnuepmote Tov Yotpo cog e6v £xeTe OVOIKTES TANYEG 1| TPAdLATO, KAODS
pmopei va oAvvBouv.

ATo@OLIOMON OEPRATOG — AVENGT TNG EPLOPITNTAS KL TN|G UTOPOLIOMGTG TOV OEPNRATOG GOE
EKTETAPEVT TTEPLOYN] TOV CANATOG EVOEYETAL VO EIVUL COUTTORATA EPVLOPOIEP KIS YOpiaons 1)
OTOPOMOMTIKIG 0EPRATITIONG, 0L 07ToiES €ivarl coPapéc deppaTondfsiec. Oa mpémel va
EVI|LEPADGETE UPEGMS TOV YIUTPO 0UG EAV TOPUTNPICETE OTOLOONTOTE OO CVTA T CTUELC.

AlLrec avemBOuNTEg EVEPYELES

Yoyvég avemBOunTeg evépyeres (Umopei va emnpedoovy €émg 1 ota 10 dtopa):
Aldppora

Novtio

"Epetog

AloOnpo k6Twong

AtoOnpo LoAng

IMovoképaiog

Dayovpa («KvnopHOg»)

[16vog ot péo, Tovg Hog 1 Tig apBpdoelg
[Movérapog

EpvOpdtra xon mévog oto onpeio mov yivetol n éveon
Aolpumén oTovg TOPaPPIVIOVS KOATOVG

Oy ovyvég avemOopnteg evépyereg (Umopet va ennpedoovv €oc 1 ota 100 dtopa):

OdovTikég AoUMEELS

KoAmun poknriocikn Aoipmén

KatdOiwym

Dpoaypévn M Poviopévn potn

Awoppayia, pOAOTES, GKApLVOT), TPHELO Kot @ayovpa ekel Omov yiveTon 1 éveon

AloOnpuo advvapiog

[Ttdomn Prepdpov kot yaAdpmon podv 6N pic TAELPE TOV TPOCHTOV (KTAPAAVCT TPOCHOTIKOV

vevpou» 1 «mapaivcn Belly), mov gival cuvnwg mapodikn

. MetofoAin oty yopioon pe epuBpoTNTa Ko VEEG LUKPES, KITPIVES 1] AEVKEG PADKTULVES, LEPIKES
(POPEC GLVOOEVOUEVEG OO TVPETO (PAVKTALVAOING WYOPiooT)
AmopAoimoT Tov 6£pUaTOC (ATOPOAIO®GT OEPUATOS)

e Axuy



Yravieg avemBounteg evépyereg (Umopel va emmpedoovy ém¢ 1 ata 1.000 dropa)

. EpvBpdtra Kot amo@oromaon Tov dEPUATOC GE EKTETAUEVT] TEPLOYT TOL CMOLOTOS, 1 OOl
umopel va mapovotdlel eayodpa 1 TOvo (amopoidwtikn depuatitida). [Tapdpola cupntdpoTa
avaTTOCCOVTOL OPICUEVES POPEG OG PUGIKT LETAPOAT] GTOV TUTO TOV CUUTTOUATOV TG
yopiaong (epvBpodepuxni yopiaon)

o DAeypovi LIKPOV alopopmv ayyeimv, 1 omoia Umopel vo odnynoel oe deppaticd eEavOnua pe
UIKPEG KOKKIVEC | LOP pOVGKAAES, TLPETd I TOVO 0TIC apbfpmdaoelc (ayyelitidn)

IHol0 omavieg avemBuunTeS evépyereg (Umopel va emnpedoovy émg 1 ota 10.000 dropa)

o DovokdAeg TOV OEPUATOG, O1 OTTOIEG UTOPET VAL Elvar EpLOPES, KVNOUMOELS Kot ETMOVVEG
(ToppoAvymoeg TEUPTLYOEIDEG).

o Agppoticdg AKoG 1 GVVIPOUO TPocouolalov pe ko (epvbpd, emnpuévo poldmoeg eEGvomuo
0€ MEPLOYES TOL OEPUATOG OV EKTIBEVTAL GTOV A0 TOHAVDG e TOVOLG GTIC 0pHPDCELS).

Ava@opd aveTIOOUNTOV EVEPYELDV

Edv mapotnprioete Kamoo avemBOunTn evEpyela, EVIUEPMGTE TOV Y1ATPO 1] TOV QUPHOKOTOLO GOG.
Av10 1oyt Kot Yo kéOe mhavi| avemBountr vEPYELD TTOV OEV AVAPEPETAL GTO TAPOV PUAAO 0INYIOV
ypNone. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag, péow tov EOvikon
Opyaviopod @apudxov, Mecsoyeiov 284, GR-15562 XoAapyodg, Adnva, Tni: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Méow g avapopdg avemBounTmv
gvePYEIDV Umopeite va, fondnoete o1 GLALOYN TEPICCOTEPMV TANPOPOPLDY CYETIKA LLE TNV OCPAAELD
TOV TTOPOVTOS POPUAKOL.

5. IIog va pvridooste To Stelara

. To Stelara 130 mg mokvo S1GAVUA Y10 TOPACKEVT SAADUATOG TTPOC £YXLOT YOPNYEiTaL GE
vocoKopEio 1 KAVIKY Kot 01 acOevelg dev ypetdleTal va To GUAGEOLV 1] VO TO XEPIGTOVV.

o To @dpparo ovtd TPETEL Vo PLAACGETAL GE LEPT) OV OeV TO PAETOVY Kol OgV TO POAVOLY Ta
ToLdLd.

o dvuidcoete og yoyeio (2 °C-8 °C). Mnv KatoyvyeTe.

. Dvidocoete 10 PLOAISI0 6TO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETOL OO TO PG,

o Mnyv avakveite ta groiidio. [opatetapévn duvarn avaxivion propet va npokaiécet {npud 6to
@aploKo.

Na pn ypnoiponoleite 0vTé To PAPRUKO:

o Metd Vv nuepounvia ANENG TOL AVAPEPETOL GTNV EMLONUOVOT] KL GTO KOVTL HETH TNV
«AHEH». H nuepounvio Aéng givarl n tedevtaio nuUépa TOV PNV TOL OVOQPEPETAL EKEL.

o Edv to vypd givar amoypopaticpévo, 0odo 1 av gival opotd dAla EEva copatidla To omoio
alwpovvtal péca o€ avTo (PAEme mapdypapo 6 «Eppdvion tov Stelara kot mepleyodpueva g
GUGKELOGIOGY).

o Edv yvopilete, 1) vopilete 6T pmopel va €xet extebel oe akpaieg Oeppokpacieg (0nmg va €xet
Katd AdBog kaTonyvybei 1 OepuavOet).

o Edv to mpoidv éxel avakivndei duvartd.

o Edv n oppayida acpodreiag Exel mapaplactei.

To Stelara givon pioag ypnoewg povo. Kabe apoiwpévo didivpo mpog £yyvon 1 Tpoidv mov dev £xel
¥PMNoLLoTon0el Kot TAPAUEVEL GTO PLOAISIO KOt TN cVPLYYQ TPETEL VO ATOPPITTETAL GOUPOVE, LUE TIG
KOTA TOTOVE 1GYVOVGEC GYETIKEC OLOTAEELS.

6. Iepreyopeva TG CLOKEVOGINS KOl AOLTES TANPOPOPIES

T epréyer To Stelara
. H dpaoctikni ovoia givar 1o ustekinumab. Kébe grarido nepiéyet 130 mg ustekinumab og 26 ml.


http://www.eof.gr/
http://www.kitrinikarta.gr/

o Ta GALo cvoTaTkd givol To dtddpkd dvatplo drag Tov EDTA, n L-iotidivn, n
povobdpoyAwpikn povoidpikr L-iotidivn, n L-pebetovivn, 1o molvcopPiko 80 (E433), n
cakyapoln Kot 1o HOWP Yo EVEGIULAL.

Epedvion tov Stelara ko mepieydpeva TG 6VGKELAGILOG

To Stelara givot d1anyEg, GAypmUO ®C 0voLyTO KITPIVO TUKVO OLAAD LA Y10, TTUPUCKEDT] SLOAVILOTOG TTPOG
£yyvon. Alatifeton og xaptvo kovti Tov TepiEyel 1 epdma 660m og yvdivo elaAidto tov 30 ml. Kdade
oloAido epigyel 130 mg ustekinumab og 26 ml ToKVOD SIHAVUATOG Y10 TOPACKEVT] SIOAVUOTOG TPOG

£yyvon.

Kéroyog Adsrog Kukhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

IHopoaockevaotig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OAAavoio

INo omo10dNTOTE TANPOPOPIN GYETIKA UE TO TOPOV QUPLOKEVTIKO TPOIOV, TAPAKOAEIOTE VA
angvBuvbeite oTov TomIKO avTITpdcwno Tov Katdyov g Adsiag Kuklopopiag:

E\rada

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

To Tapév VAL 00N YOV xpiioNS avademp1OnKke Yo TELEVTALN Popd Tov Loviro 2026.

Aemntopepeic mAnpopopieg yia To eappako ovtod ivar dtabéotpeg 6to diktvakd Témo tov Evpomaikod
Opyaviopov @apudxwv: https:// www.ema.europa.eu.

Ot mmpogopieg mov axorovbovv arnevBdvovior udvo o€ emayyelotiec vyeiag:

Iyvniacwotnta:

IIpoxeyévov va Bektimbel n yyvnAacipudtnta TV BLoAOYIKOV QOPHIKELTIKOV TPOIdVT®V, TO OVOLLN
Kot 0 aplOuog TOPTIOAG TOL YOPNYOVUEVOL POPUAKOV TPETEL VO, KATOYPAPETOL LE CAPTVELD.

Odnyiec apaimong:

To STELARA mokvo dtdAvpa yio Topackeut] SIHADUOTOG TTPOG £YYVCT TPETEL VO, PALDOVETOL, VO
TPOETOLALETOL KO VO, EYYEETOL OO ETAYYEALATIO VYEIOG LLE YPNION AOTTNG TEYVIKNG.

1. INo evilikeg acBeveic kot TodtoTpikovg acbeveig mov Luyilovy tovAdyiotov 40 kg, vToloyiote
N 6601 kat tov apud tav eidiov STELARA mov aroartobvtal fdoetl Tov Bapovg Tov
acBevoug (BA. mapdypago 4.2, Tivaxa 1 kot [Mivaxoe 3 oty [epiinyn tov Xapoknpiotikmv
tov [Ipoidvtog) 1 yia madiatpikovg acbeveic mov {uyilovv Aryotepo and 40 kg vroloyiote
3001 Kot Tov apBpd TV eroAdiov Tov aratTovvTol BACEL TNG ETPAVELNG CMUOTOS TOL 0oOEVN


https://www.ema.europa.eu/

(BSA) (PA. mapdypago 4.2, ITivaka 2 otnyv IepiAnyn tov Xapaxtmpiotik®dy tov I[1poidvtoc).
Kafe prorido STELARA twv 26 ml wepiéyet 130 mg ustekinumab.

2. A76 1oV aoKo Eyyvong Tov 250 ml, apapéote Kol 6T CLVEXELN aToppiYTE Evay OYKO
StAvpatog yhwoprovyov vatpiov 9 mg/ml (0,9%) ico pe tov dyko tov STELARA wov Oa
nmpootebel (amoppiyte 26 ml yAwprovyov vatpiov yia kdbe eroridto STELARA mov aratteital,
v 2 eroAidia amoppiyte 52 ml, yuo 3 grokidio amoppiyte 78 ml, yio 4 prodidio amoppiyte

104 ml).

3. AdPete 26 ml STELARA amd kdOe @raridlo mov amarteiton Kot Tpoctéste To 60V oK
£yyvong tov 250 ml. O tehkdc 6YKog oTov 0oKO £yyvong o mpénet va eivar 250 ml. Avoui&te
QoG

4. Mo Ttodrotpikove acbeveig pe voso tov Crohn 1) EAkdomn koAitida wov Luyilovv Atydtepo amod

40 kg n 660om Pocileton otnv BSA 100 0:60evi g epdmal evdopréfia (IV) d6om 0V
STELARA. A@oipécte Kol 0TI GUVEXELD amoppiyTe Evay OYKO SLOADLOTOC YA®PLovy oL vaTpion
9 mg/ml (0,9%) amo6 tov aoko £yyvong Tov 100 ml ico pe tov 6yko o STELARA mov Oa
npootebel. AdPete tov katdAinio 6yko STELARA omo6 kéfe @loAido mov amarteitan kot
pocbéote T aTov 0oko £yyvong Tv 100 ml. O teAikdg 6yKog 6ToV 0oKO Eyyvong Bo Tpémel va
etvon 100 ml. Avopi&re amaid.

5. EXéyEte omTid TO apalmpévo d1dAv e TPV oo T YoPNYNoN. MnV 10 XpNGIUOTOGETE EGV
TOPUTNPNOETE EULPAVOG Ad10PAVT COUOTIOW, amoypouationd 1 Eéva couatio.

6. Xopnynote To apat®pEVO dStdAvpa Yo o TEpiodo TovAdyiotov piog dpag. Metd tnv apaimon,
1N éyyvon Oa Tpémetl va £xel oOAoKANPp®OEL EVTOG OKTD POV amd TNV 0paimdon GTOV 0CKO
&yxvong.

7. XP1MCIUOTOLELTE LOVO GET £YYVONG LLE EVOMUOTMOUEVO, GTEIPO, PN TVPETOYOVO, YOUNANG
TPOTEIVIKNG déopevong eidtpo (péyebog mopwv 0,2 pupduetpa).

8. Kd0Oe prarioo mpoopiletar yia pia yprion Lovo kot Tuyov Un YPNCLLOTOUNUEVO PAPUAKEVTIKO

7TPO1oV Oa TPEMEL VO ATOPPITTETAL GUUPOVE HUE TIS KATH TOTOVS 10 DOVGEG OYETIKEG SLOTAEELS.

LOLYNotas|

Edv eivar amopaitnto, 10 apaiopévo didAvpa mpog £yyvon umopel va datnpndel oe Beprokpacio
dopatiov. H éyyoon Ba mpémet va £xel ohokAnpwbei evtog 8 wpmdv and Ty apainon 6Tov 0oKo
£€yyvons. Mnv katoyoyete.
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