@vAro ooV ypiong: IIAnpoeopics yra Tov yprjot

STELARA 130 mg Tokvo o1dAvpa Y10 TopooKELT] OLOADRATOS TPOS £YY V0N
ustekinumab

Awfdote TPooEKTIKA 0LOKANPO TO VIO 00N YLOV YPNONGS TPLY UPYIGETE VA (PN GLUOTOLEITE AVTO
T0 PAPROKO, H10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YL GOC.

AvT6 TO QUALO 00NYLAOV £xEL YPaPTEL Y1 TO TPOS®TO TOL Aapfdver To @appoKo.

- DoraEte avTd TO EUALO 0N YDV Yprone. Towg ypelaotel va to dofdcete Eavd.

- Edv &yete mepartépom amopiec, p@TNOTE TOV Y1ATPO 1) TOV POPUAKOTOLO GOC.

- Edv mapotnpfoete Kamola avemBountn evépyela, EVIUEPMGTE TOV YI0TPO 1 TOV PAPLOKOTOLO
60G. Avto 1oYvEL Kot Yo KAOg Thavn avemiBountrn eVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV
@OALO 0ONY1dV priong. BAEme mapdypago 4.

T eprEyeL 10 TAPOV GVALO 00N YLOV:

Tt efvan to Stelara kou mowa ivo 1 ¢prion Tov

Ti npénel va yvopilete mpiy ypnoluonomoete 1o Stelara
Iag yopnyeiton To Stelara

[MBovég avemBOunTeg evépyeteg

[dg va puidcoete To Stelara

[epreydpeva T GVGKELOGING KOl AOUTEG TANPOPOPIES

QAP

1. T givan To Stelara kon mowa givan ) yp1jon Tov

T givan To Stelara

To Stelara mepiéyet tn dpactikn ovoia «ustekinumaby, Eva povokiwvikd avticopa. Ta povokiwmvikd
AVTICOUOTO EIVOL TPOTEIVEG TTOVL avayvepilovy Kot GLUVOEOVTOL EIGTKO LE OPIOUEVEC TPMTEIVEC GTOV
0pYOVIGUO.

To Stelara avnket o€ po opddo eapudkov mov ovopudlovTal «avosoOKOTUCTAATIKO). AVTE To QAPLLOKO
dpovv e€acbevdvtag HEPOC TOV BVOGOTIONTIKOD GOG GLUGTILLOTOC.

Iow givor n xpfion tov Stelara

To Stelara ypnoiponoleitol yio TV AVIUETOTICN TOV 0KOAOVOWOY PAEYUOVOODV VOCHV:

o Mértpra €émc coPapr vocog tov Crohn - o€ gvijhkeg kon Toudd nAKiog 2 €Tdv Kot dve
o Métpia £0¢ coPfapn eEAKmONG KOMTION — 08 EVAAIKEG KOt TodLd NAIKIOG 2 £TOV Kol AVED

Noéoog tov Crohn

H vococ tov Crohn givat puo pAeypovmong voécog tov evtépov. Edv €yete voco tov Crohn, Oa cog
80000V TpdTa A pappaka. Edv dev avtamoxpifeite apketd koAd 1 edv £xete ducavesio o€ avtd To
oapuoka, propet va cog dobel Stelara yio t peioon tov onueinv Kol GUUTTOUATOV TG VOGOV GOG.

EAk® 01 koAiTI00

H elxmong koAitida eivar pio pAeypovadng vocog Tov eviépov. Edv éxete eAkdon koAitida, o cog
80000V TpdTa dAAa pappaka. Eqv dev avtamokpifeite apketd kold 1 edv xete ducavesio o€ avtd To
oapuaka, propet va, cog do0el Stelara yio ) peimon tov onueiDY KOl TOV GCLUTTOUATOY THE VOGOL
oG,

2. T pémer va yvopilete mpy ypnopomonjcete To Stelara
Mnyv ypnorpomonoete To Stelara
o Yg mepintmon ailepyiog oto ustekinumab 1) g 0mo1001TOTE GALO 0TO TO. GLGTUTUIKG CVTOV

TOL POPUAKOL (AVAPEPOVTOL GTNV TOPAYPUPO 6).

1



o Eav &gete gvepyn AoipmEn mov 0 y1otpog Gog TOTEVEL OTL EIVaL GTIUAVTIKY.

Edv bev elote oiyovpot av 1oydel omo1odMmote and To TOPATAVE Yo EGAC, LANOTE e TOV YIOTpO I
TOV QAPULOKOTO0 GOG TPV YPTCLOTOGETE TO Stelara.

Ipogdomomceis kot TpoPuvAdiers

AmevBuvBeite oTov YioTpd N TOV POpLOKOTOLd oG TPy ypnoiponomaoete 1o Stelara. O yiatpog cag Oa
e\éyEel mOoo Kahd glote mpv amod T Bepaneio. Befaimbeite 6T1 evnuepmoate TOV YL0TpO GOC Y10
omoladnmote achévela Tapovotalete mpwv amod t Oepaneia. Eniong evnuepmaorte tov yiatpd cog ebv
éxete épbel TPOGPATA GE EMOPT| [LE OTOLOONTOTE ATOUO OV Umopel va €yl pupatioon. O yiarpdg cog
0o oag e€etdoel Yo pupotioon Kot Oo Tpaypatonomost pio E€TaoT Yo va Ol v EYETE PLUOTIOON
npwv wapete to Stelara. Edv o yiotpdg cag motedel 0Tt S1otp€yete Kivouvo QuUOTIOoNS, UTopEl va 6og
yopnynOet Bepameio yio TV AVIHETOMION TN,

MpocéSte Yo cofapic avemOOuUNTES EVEPYELEG

To Stelara pmopel va mpoxarécel coPapés avemBountes eVEPYELES, CLUTEPIAAUPOVOUEVOY
OAAEPYIKADV avTIOpAce®V Kol AotumEewv. IIpénel va TpocéyeTe yio opiopéva onueio | CUUTTOROTA
acOévelog evo maipvete to Stelara. BAéme «Zofapég avembBounteg evépyeiegy otny mopdypago 4 yuo
AN PN KATAAOYO OVTAV TV OVETIBOUNTOV EVEPYELDV.

IIpw va ypnoponouoete To Stelara evnuep®ote Tov YIoTpod coc:

o Edv eiyote moté ariepyin avridpaon oto Stelara. Potiote tov yiotpd cog av dev giote
BéParot.

. Eav éyete adrepyio oty a-gal 1 £eTe owoyvooTel pe ovvopopo a-gal (§vag TOTOC TPOPIKNG
aAdepyiog o€ oplopéva €idn KPENTOG 1) TPOIOVTA KPEATOG).

o Edv giyote moté 0m010vONTOTE TUTO KAPKIVOL — ENEWDN TO OVOCOKATAGTUATIKG OTTMG TO

Stelara e£oc0gvoliv PHEPOC TOV OVOGOTOUTIKOD GLGTHATOC. AVTO UTOPEL VO AVENGEL TOV
Kivduvo yio Kapkivo.

. Eadv éyxete MaPer Oepameia yio tnv yopiaon pe drio Proroyikd @appoxa (évo @appoko mov
napayetan amé pio ovoia froroyucig Tpoéievong Ko cuviOmg yopnyeitan pe éveon) — o
Kivduvog Yo kapkivo propel va givar vynmAdtepog.

o Eav éyete 1 eiyorte tpdopata hoipmin 1 €av £xeTe 0mo10.01|TOTE TAOOLOYIKA AVOIYRLATA GTO
oéppa (ovpiyyra).

. Eav éyete véeg | petofarropeves Prapec péca otig meployéc mov Tdoyovy and ympioon 1 610
(UVGLOAOYIKO OEPLLLL.

. Eév maipvere kamowo dAln Oeponeia yio TNy yopioon kov/n Ty yoplociki apopitide —

OT®G KATO10 GALO 0vOcOKATAGTAUATIKO 1| pToBepaneio (OTaV TO O 60G VTOPAAAETOL OE
Oepaneia pe éva gidog vrepiddove (UV) pmtog). Avtéc o1 Oepameicg pmopovv emiong va
g€oobevincovy PEPOG TOL AVOGOTOINTIKOD Gag GVoTHUATOS. H Tantoypovn ypnon autdv teov
Oepomerdv pe to Stelara dev éyet pedetnel. Qotoc0 givan mBavo vo avénoet v mbavotnta
acOevelmv mov oyetilovrol pe acHevEGTEPO AVOCOTOMTIKO GUGTI A,

o Eav hapPavere 1] MaPate oto maperdov evéseis yio T Ogpancio arrepyrdv — dev eivar
YVoOoTo €6V To Stelara pmopel va Tig ennpedost.
. Edav n nlxio cog givan dvo Tov 65 e1dv — pumopei va eivar o mbavo va tabete AopumEerc.

Edv bev elote Giyovpot av 1oy0el 0OTO100MTOTE O TO TOPUTAVED Y10 EGAC, UATOTE LLE TOV Y10TPO N
TOV QUPUOKOTOLO GOC TPV ¥pnotponomoete to Stelara.

Opiopévor acBeveig mapovsiocay avidpAacels TPOcoUoldlovaes e AVKO, GuUTEPIAQUPAVOUEVOD
SEPLLOTIKOD ADKOL 1] GLVIPOUOV TPOGOUOALOVTOC e ADKO KOTA TN ddpketo TG Oepameiog pe
ustekinumab. Evnuepdote apéomc Tov yiotpo cog edv epepoavioete Eva epuBpd, ennpuévo, poAdMmOES
eEavOM o Lepkég OPEG LE TTLO GKOVPO TTEPTYPOULL, GE TEPLOYEG TOV OEPUATOG TTOV EKTIOEVTOL GTOV
NnAo 1 pe Tdvovg otic aplpdoElC.



Kapowoki) mpocPoin] kot ayyeloKd eYKEQUAMKE ETELGOOLO

Kapdiokr mpocfoln kot ayyelokd eyKe@aAkd enelcodia Exovv mapatnpndel o pio pehétn oe
acbBeveic pe yopioorn wov Erapav Oepaneia pe Stelara. O yraTpdg cog Bo EAEYYEL TAKTIKA TOVG
TAPAYOVTEG KIVOUVOL GOG Y10 KOPILOKT VOGO KOl 0y YELOKO EYKEPAAIKO ETEICOO10 TPOKEUEVOD VO
Swopaliletl 60Tt avripetonifovron katdAinia. Avolntiote apéom wtpikni fondela edv mtapovoidoete
ovo 610 otifoc, aduvapia 1 U PLGLOA0YIKY| aicOnomn ot pio TAgvpd Tov GOUATOS GOC, TapdAvom
TPOCHOTOV, 1| AVMOUAAES GTOV AOYO 1 TNV OpOoT).

Iowowa kot £enpor
To Stelara dev cuvieTdrol yio xpnor 6€ Todd KAT® TV 2 eTdv ue vOco Tov Crohn 1 eAk®On KOATION
eMEON Oev €xel peretn el o€ VTN TNV NAIKLOKT OUAd.

Adlha @appoxa, gppforre kot Stelara
Evnuepmote tov yiatpd 1| T0V oopUAKOTOLO GOG:

. Edv maipvete, £xete mpoGOATO TAPEL 1| UTOPEL VO, TAPETE AALO PAPLOKAL.

o Edv xévate npocpata 1 Tpokeital va Kavete epPpoito. Opicopévol tomot epforiov (ufoita
{ovTev PIKpoopyovIoU®OV) dev TPETEL VA YOp1yodvTol EVE ypnoiponoteite to Stelara.

. Edv AdPate Stelara evéom Noactay £YKVOG, EVIUEPMDGTE TOV YITPO TOL UOPOL GO CYETIKA UE

) Bepamneio cog pe to Stelara mpv 10 popo cog AdPel ototodnqmote pforio,
cvumepthappavouévev tov (oviov euforiov, 6mwng sival to eufoito BCG (wov
YPMNOLOTOELTAL Y10 TNV TPOANYT TG Pupatioong). Ta {dvta epfdia dev cuvicTOVTAL Y10, TO
LOPO GO KOTA TOLG TPMTOVG dOMIEKA UNVEG LETA TN YéVVNon edv AdPate Stelara katd
SLAPKELX TNG EYKVUOGVVTG, EKTOG €AV O YIOTPOG TOL UMPOV GO GLGTHGEL KATL HL0POPETIKO.

Kinon ko Onraopdg

o Edv eiote éykvog, vopilete 611 pmopel va iote £ykvog 1 oYeJALETE VO OMOKTHGETE T,
{nmote T cLUPOVAR TOV YLITPOD GOG TPV TAPETE OVTO TO PAPLLOKO.

o Agv &yel mapotnpn el vYNAOTEPOS KIVOLVOG YEVETIKMV OVOHOAM®DY G PHopd oV eKTEBN KAV

gvdountpla oto Stelara. Qo6td60, VIGPYEL TEPLOPIOUEVN EUmeLpia. e To Stelara oe £ykveg
yovaikec. Enopévac, etvot mpotipdtepo va anopgbyetor 1 xpnor tov Stelara oty eyKupLosuvT).

. Edv giote yovaiko og avamapoyoytkn nAKio, GOVIGTATOL VO, Amo@OYETE Vo, LEIVETE £YKVOG Kol
TPETEL VOL YPTCULOTOIELTE AMOTEAECLLATIKY AVTICOAANYT EvOo® Ypnoomoteite to Stelara ko
Yl ToLAGyoToV 15 gfdopddeg puetd v tedevtaia Oepaneio pe Stelara.

. To Stelara umopel va Tepaoel HEGO, amd TOV TAAKOVVTO KOl VO OTAGEL 6TO ayévvnto uwpd. Eav
AaPate Stelara katd T StpKEW TG EYKVHOGUVNG OOG, TO LMPO oG UTopel va dlatpéyet
HEYOAVTEPO KiVOLVO Yo TNV EPPEVIoN AOTUOENG.

. Eivat onpavtikd vo eviIepmOETE TOVG YLOTPOVS TOL LOPOL GOG KO TOVG AAAOVG ETOYYEALOTIES
vyeiog ebv AdPate Stelara Kotd T SLUPKELN TNG EYKVUOGVVNG GOC, TPV TO L®PO AGPel
omolodnrote euPorto. Ta {ovta euPforio 6nmg eivar To euPdio BCG (mov ypnouonoteitat yio
TNV TPOANYT| TNG PLHOTIOONG) OEV GLVIGTMOVTOL Y10, TO HOPO GOG KATAE TOLG TPOTOVS SDIEKO
Ve LETA T Yévvnon edv AaPate Stelara Kot ) SLGpKELN TNG EYKVUOGVYNG, EKTOC EAV O
YTPOG TOV HMPOD GOG GLGTNGEL KATL SLUPOPETIKO.

o To ustekinumab pmopei vo, Tepdoel 6To UNTPIKod YaAa o€ TOAD pikpég mocottec. Evnuepmote
ToV Y1Tpd oag edv Onialete 1 oyedidlete va Onidcete. Eogig kot o yiatpog oag Oa mpénet va
amopaocicete av Oa mpénel va OnAdoete 1 av Ba ypnoyomocete To Stelara - punv Kavete Kot ta
dv0 TV TOYPOVAL.

00o1ynoN Kol LEPIGUOG POV HATOV
To Stelara dev £xet kapio 1 £xel ACTHLOVTN ETIOPACT OTNV IKOVOTNTO, 0O YNONG KL YEPLGHOD

UNYOVTLLETOV.

To Stelara wepiéyer vatplo

To Stelara mepiéyet Ayotepo amd 1 mmol vatpiov (23 mg) avd d6on, eivar avtd Tov ovoudlovue
«eAevBepo vatpiovy.

Qot600, Tpv oag yopnyndet to Stelara, avapyvoetal pe €va StdAVL, TO OTO10 TEPLEYEL VATPLO.
Evnuepmote tov yiatpd cog edv axkolovbeite dlaito pe younin Tpocinym dAotoc.



To Stelara wepréyel moivcoppuko 80

To STELARA mepiéyet 10,8 mg moivcopPucov 80 (E433) oe kabe povada 6661S oL 160VVOLOVY pe
0,40 mg/ml. Ta ToAvcopPikd uropei va Tpokaiécovy ahlepyikéc avidpaoeis. Evnuepmoote tov wtpod
o0G €AV EXETE YVOOTEG OAAEPYiEC.

3. I ag yopnysiton to Stelara

To Stelara gvoeikvoton yia gprion vd v Kabodiynon Kot v enifieyn yiatpol e gumepio ot
SIYVOGCT KO TV OVTILET®ORIOT TG VOGoL Tou Crohn 1 g EAK®O0VG KOAITISNG,

To Stelara 130 mg mokvo didAvpa Yo Topackevt dtaidpatog mpog £yyvon Ba cog xopnynOel and tov
YwTpd 60C, LEG® 6TAMAENG ot EAEPA ToV Ppayiovd cag (evoopAEPLa £yyvoT) Yio TOVAGYIGTOV pid
opa. MIANoTE LEe ToV YLoTpd GOC GYETIKA UE TO TOTE Ba KAVETE TIG EVEGELS GOG KOl Y10, TO, pavTiER0D
mapoKoAovONoNG TG Topeiang cag.

I1éco Stelara mpéner va yopnyeitor
O y1atpdg oag Ba amopacicel moco Stelara yperdletor vo AGPeTe KoL Yo TOGO SLAGTN AL,

Evijlmkeg nhkiog 18 etov 1 dvo

Noéoog Tov Crohn kol EAKAONG KOAITION

o O y1atpog Bo vToAoYiceL TN cCLVIGTOUEV dOGN EVOOPAEPLAG Eyyvong Yo €G4S, PAcEL ToV
COUATIKOV 60G Pépovg.

To couatikd cag Bapog Adon
<55kg 260 mg
> 55 kg émg < 85 kg 390 mg
> 85 kg 520 mg
o Metd v apyikn evooeAEPia door, Oa Tapete TV emduevn 06on Stelara tov 90 mg pécm
€veonG KATw amod To dépHa cag («umodopimey) 8 efdouddeg apydtepa Kot 6T GLVEXELD KAOE

12 efdopddec.

Howra wov Luyilovv Myodtepo amd 40 kg
Nocog Tov Crohn kot EAk@ong KoriTION

o O ywrpdc Bo vroroyicet T cuvicTdUEVT dOON TG EVOOPAEPLOG EyXvoTG Yo £64C, BAcet TNG
emeavelng copatdg cag (BSA)
o Metd v apyikn d6om, o Ylotpog cag 8o vTodoyicel TNV emduevn 8601 PACEL TNG EMPAVELOG

ompotoc oag (BSA). ®a mdpete avt ™ 066M Tov Stelara petd amd 8 efoopddeg Kot ot
ouvéyela kabe 12 gfdopdadec péow pog £veong kdtw amd to dEpUa («uTodopimey).

IHowora wov Luyilovv Tovrayiotov 40 kg

No6cog Tov Crohn ka1 EAk®ONG KOAITION

o O y1atpog Bo vToAoyicel T cLVIGTOUEVN dOGN TNE EVOOPAEPLUG £yyvong Yia £64g, Pdcel Tov
COUOTIKOV 60G Bépovg.

To couatikd coc Bapog Adon
>40 ¢éoc<55kg 260 mg
>55kg émg < 85 kg 390 mg
>85kg 520 mg
o Metd v apyikn evooeAEPia 66om, Oa mapete TV emouevn o06on Stelara tov 90 mg pécm
€veoNG KAT® amd To dEpa cag («umodopimey) 8 efdouddeg apydtepa Kol 6T GLVEXELD KAOE

12 efdopddec.



Iog yopnysiton to Stelara

o H mpdtn 6601 tov Stelara yio tnv avTyetdmion tng vocov tov Crohn 1 TG EAK®O0VG KOAITIOOG
yopnyeitat amod yutpd otdydnv otn eAEPa Tov £vog Ppayiova (evOoeAEPia £yyvon).

MuMoTE LE TOV YI0TPO GOG OV EYETE OMOIECONTOTE AMOPieg OYETIKA pe T Aym Tov Stelara.

Edv Egybosete va ypnoipomonjoete 1o Stelara
Edv Egydoate 1 ydoate to paviefov yio T Aqyn LG 006NG, EMKOVOVIGTE LLE TOV YLOTPO Y10, VO
npoypoppatioete Eava To paviefod Gog.

Edv otapatioete va ypnoiponoreite to Stelara
Agyv givon emikivévuvo vo oTapoTAoETE va yprnoonoteite o Stelara. Qo1000, GV GTOUATAOETE, UTOPEL
VO ETOVELLPAVIGTOVV TO GOUTTOUATA GOC.

Edv éxete meplocoTEpEG EPOTIOELS GYETIKA LLE TN YPT|ON CVTOV TOV POPLAKOV, POTNGTE TOV YTPO M
TOV QUPULOKOTO0 GOG.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha ta pappoka, £TGL KoL 0VTO TO PAPLOKO UTOPEL VO TPOKOAECEL OVETIBOUNTES EVEPYELES, OV
Kol 0gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPOTOVG.

YoPapéc avemOounTes evépyereg
Opiopévor aobeveig pmopet va Exovv coPapég avemBOUNTEG EVEPYEIEG TTOL UTOPEL VO YPELOGTODY
enelyovoa Oepamneia.

ALLePYIKES AVTIOPAGEIS — PTOPEL VO YPELOOTOVV Enteiyovoa Oepaneio. Evnuepaote Tov yiotpo
o0g 1| avalnriote eneiyovoo wWTpiki] Pon0sio apécws pOMG TUPATNPTCETE OTOLOONTOTE AT TO
akéiov0a onpeia.
o Ot cofapéc arlepykég avtidpaoelg («avapuia&ion) eivol Gravieg 6To, ATOLO TOV TOiPVOLV
Stelara (pmopel va enmpedoovv émg 1 ota 1.000 dropa). Ta onpeia teprrapfavouv:
o SVOKOAID GTNV GVATTVOT| 1] TV KATAUTOOT)
o YOUNAT 0pTNPLOKN THEST), TOV UTOPEL VO TpoKaAEaEL (AAN
o TpNEWO 6T TPOCWTO, TA XEIAN, TO GTOUA 1) TO AGLpO.
o Ta cuyvd onueia oAhepyikng avtidpacnc meptlapuPavouy depuotikd e£dvinua Kot kvidmon
(umopel va emnpedocovy €wg 1 ota 100 dropa).

Avtidpaosis oyxeTilopeveg pe v £yyvon - Eav hapPdavere Ogpancio yio véoo tov Crohn 1
EAKDON KOAITIOW, 1| TPATY| d601 TOVL Stelara yopnyeitor péow gvetdraing og pia PrAEPa
(evoo@répra £yyvon). Opropévol acBeveig £xovv Tapovoldcsl cofapis aALEPYIKES AVTIOPAGELS
KOoTd TN owdpkela TG £yvonc.

Y€ 6TTAVIEG TEPIMITOGELS, TVEVHOVIKES OALEPYIKES OVTIOPAGELS KOl AEYIOVI] TOV TVEVROVO, £0VV
avagepOel o€ ao0eveig mov Aappavovv ustekinumab. Eviiuep®ote apécws Tov YI0TPO 60G €AV
TOPOVGLAGETE CUUTTAONATO 67T Py, OVGTVOLX KL TUPETO.

Edv sppovicete cofapn aArepyikn aviidpaot, 0 yoTtpdc GO UTOPEL Vo, amopacicel OTL dev TPEREL VO
ypnoonomoete Eovd to Stelara.

Aon@Eelg — pmopei va, ypetactovv erciyovoo Oepamncio. Evpepoote apécmg Tov y1otpo cog edv
TAPUTIPICETE 0TOLOONTOTE 0O TO kOLOVO M puEia.

. Eival cuyvég ot AotudEei tng g 1 Tov Adplov Kot To Kotvo KpuoAdynua (Uropel va
ennpedoovy £ng 1 ota 10 dtopa)

o O1 Lopméelg tov Bdpaka dev givar cuyvég (Umopet va ennpedoovy éog 1 ota 100 dtopa)

o O1 pAeyHOVEC TOL 16TOD KATM ammd TO déPO («KVTTAPITIONN) dev givar cuyvég (UTopel va

emmpedoovy ém¢ 1 ota 100 dropa)



o O épmng Lootp (éva €1d0g enmdOVVOL e£avONUATOG e PLGOAISES) dev givar cuyvog (UTopel va
ennpedoet £o¢ 1 ota 100 dropa)

To Stelara umopel va 00.g KOTAGTNOEL AlYOTEPO IKOVOVG Vo kKaTomolepnoete Aouméelc. Kamoteg
roméelg Bo pmopovoay va yivouv coPapég kot pumopel vo TepIAaUPavouy AOUMEELS TTOV
TPoKaAoLVTAL amd 100G, poKnTeg, Paxtipla (cupneptlopfavopévng g eupatioong), 1 Tapdotta,
ocopmephapPoavorévemy AoUOEEDY TOV Kupimg mapovstalovtal oe avBpmdmovg e eEachevnpévo
AVOGOTOMNTIKO GVGTNUA (EvKoplakég Aouméelc). Evikaiprokég AoumEeig Tov eykepdion
(eyxepaAitda, unviyyitida), TOV TVELUOVAOV KOl TOL 0QBaALoD Eyouv avaepepBel oe acbeveig Tov
Aappdévovv Bepamneia e ustekinumab.

[pénet va mpocéyete yio onueio Aoipwéng evod ypnoonoteite To Stelara. Avtd mepiiopfdvovv:
TVPETO, CUUTTOLOTO TTOL HOLALOVV LIE YPIMT, VOKTEPIVEG EQPLOPDGELG, AMMAELN, fAPOVG
aicnon komwong N Aoydviacua, Pryog mov dev Tepva

Oepud, KOKKIVO OEPUN TOV TOVAEL, T EMMOVVO EEAVON UL GTO dEPUA UE PUCAAIDESG
aicOnpo Kavcov katd Ty 0vpnon

duappoia

OTCTIKY OLOTAPOYN M ATTOAELD OPAONG

KePaAodyio, ovyevikn dvokapyio, evaletncio 6to Pog, vavtio 1 GUyYVOT).

Evnuepoote apéomc Tov Yiotpo Gog 0V mapoTnpoETE OTOL0ONTOTE Od AVTA T onpeio Aoipuméng.
Avtd pumopel va eivan onpeio Aopuméemv, 6mmg Aoumdéewny Tov Bdpaka, AOUOEEDY TOV dEPUATOG,
épmnrta (ooTtipa 1 EVKOLPLOKES AOUDEELS TToV Ba pmopohoay va £xovv coPapés EMUTAOKES.
Evnuepdote tov yratpd cag edv £xete omolodnmote idog AoipumEng mov dev mepvd 1| emavépyETaL
ouveydc. O yotpog cag umopel vo amopacicst 6t dev Ba mpénet va ypnoiponomoete Stelara péypt va
mepaoet 1 Aoipmén. Eniong evnuep®dote Tov yotpo 60G 4V £XETE AVOIKTES TANYES 1} TPAOLATO, KAODS
propei va oAvvBoiv.

ATo@OLMOMO OEPRATOG — AVENGT TG EPVOPOTNTAS KL TI|G UTOPOLIOMGG TOV OEPNRATOG GE
EKTETAPEVT] TTEPLOYN] TOV CANATOG EVOEYETAL VU EIVUL COUTTONATA EPLOPOIEP KIS YO plaong 1)
OTOPOAMOMTIKIG OEPRATITIONG, 01 0TT0iES Eival coPapéc oeppaTondOsiec. Oa mpémer va
EVI|LEPDGETE UPEGMS TOV YIUTPO 0UG EAV TOPUTNPICETE OTOLO.ONTOTE 0.0 CVTA T CTUELC.

Alrec avemBOuNTEG EVEPYELES

Yoyvég avemOOunTeg evépyeres (Umopei va emnpedoovy £mg 1 ota 10 dtopa):
Aldppota

Novtia

"Epetog

AicOnuo kéTwong

AtoOnuo Céing

TTovoképaiog

Dayovpa («kvynopdc»)

[Tovog ot péo, Tovg LG 1 Tig apbpdoelg
TTovoloupog

EpvOpdmra kot mdvog 6to onueio mov yivetal n éveon
Aolpwén otovg Tapappiviovg KOATOLS

Oy ovyvég avemBOuNTES evEpYELeg (Umopel va emnpedoovy émg 1 ota 100 dropa):
Odovtikég AMomEELC

KoAmkn pokntiactkn Aoipnmén

KataOiym

Dpayuévn 1 PovAouévn wortm

Awoppayia, pdroreg, ckinpouvor, TpnEuto Ka eoyovpa ekel dmov yivetar n éveon
AicOnpa advvapiog



o [Ttcdon Brepdapov kot yaAdp®on Lomdv 6TN pid TAELPE TOV TPOCHTOV (KTAPAAVGCT TPOSHOTIKOV
vevpov» N «mapdivon Bell»), mov elvar cuviBmg Tapodikn

o Metapoin otnv yopioon pe epuOpoTnTa Kol VEEG LIKPES, KITPIVES 1 AEVKEG PAVKTOIVEG, LEPIKEG
(POPEC GLVOOELOLEVES OO TVPETO (PAVKTALVAOING YOpiaoT)

. Amoploimon tov 6éppatog (amoPoAidmaon dEpUATOS)

e Axp

Yrdwieg avemOOunTeg evépysaieg (umopel va emnpedoovy £o¢ 1 ota 1.000 droua)

. EpvOpdmra kot amoporidmon Tov dEPOTOG O EKTETAUEVT TTEPLOYT] TOV CMOOTOG, 1] OO0
propel va tapovotdlel gayovpa 1 mdvo (amopordwtikn depuatitidn). [Tapduola copntdpata
AVOTTOGCOVTOL OPICUEVEC POPEC MG PLGTKT| LETOPOAT) GTOV TOHTO TOV GUUMTOUATOV TNG
yopilaong (epuBpodeppkn yopioon)

o DdAeypovi LIKPOV a1lopopmv ayyeimv, 1 otoio pmopel vo 0dnynoel og deppatikd eEavOnua pe
LIKPEG KOKKIVES 1] LOP POVGKAAES, TLUPETO 1) TOVO OTIS apBpdaoels (ayyelitidn)

Ilol0 omavieg avemBOunTeg evépyereg (Umopel va emnpedoovy émg 1 ota 10.000 dropa)

o DovoKaAeg TOV OEPUATOC, O1 OTTOlEG UITOPEL VO Eivat epLOPEG, KVNOUMDOELS KOl EXDIVVES
(IToppoAvymoeg TeEUPTYOEIDES).

o Agppotikdg AKoG 1 GUVOPOUO TPocouolalov e Aoko (epvBpd, emnpuévo EordmoeS eEavOnua
G€ MEPLOYES TOL OEPLOTOG OV EKTIBEVTOL GTOV A0 TOAVDG e TOVOLG OTIC 0PHPDOCELS).

Ava@opd aveTOOUNTOV EVEPYELOV

Edv mapotnpricete Kdmola avemBountn evépyeta, EVUEPDOGTE TOV YIOTPO N TOV GUPLOKOTOLO GOG.
Av10 1oy0et Kot Yo kéBe mhavi| avemBountr evépyeLlal TOL OEV VAPEPETOL GTO TOPOV PUAAO 0INYIDOV
ypNons. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiog, péow tov EOvikon
Opyaviopov @apudrkwv, Mecoyeiov 284, GR-15562 XoAapyog, Adnva, Tni: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www.kitrinikarta.gr. Méoo tng avaeopds avembountwov
gvepyeEl®V umopeite va fondncete ot GLALOYT TEPIOCOTEPOV TANPOPOPLOV GYETIKE LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOL.

5. Ilog va purdccete To Stelara

o To Stelara 130 mg Tokvo S1GAVUA Y10 TOPACKEDT] SIAADUATOG TTPOC £YXVOT YOPNYEiTaL GE
VOGOKOUELD 1] KAVIKY] Kot 01 0c0gvelg dev ypetdleTal va To GUAAEOLV 1) VOl TO XEIPLOTOVV.

o To @dppaxo avtd TPETEL Vo PLAACCETAL G€ PLEPT] TOV OgV TO PAETOVVY Kot dev TO POAvoLVY Tal
ToLdLd.

. dvidcoete og yoyeio (2 °C-8 °C). Mnv KatoyvyETE.

o Dvrdcoete T0 PLOAId0 6TO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO MG,

o Mnv avokwveite To grodidw. [Topatetapévn dvvot avakivnon uropei va tpokoiéoel (uid 6to
PapLOKoO.

Na pn ypnoponoleite avTé To PAPRUKO:

. Metd v nuepounvia ANENG TOL AVAPEPETHL GTIV EMLOTUAVOT] KOL GTO KOVTL UETE TNV
«AHEH». H nuepounvia Aénc eivor ) televtaio NUEPA TOL UAVA TTOL OVOPEPETOL EKEL.

. Edv to vypd eivar amoypopoticpévo, BoAd 1 av givar opatd dAlo EEva copatido to onoia
alpovvtal péca o€ avto (PAEme mapdypapo 6 «Eppdavion tov Stelara kot mepieyopueva g
GLOKEVAGIOGY).

o Edv yvopilete, 1 vopilete 0T pmopel va €xet extebel og axpaieg Oeppokpacieg (Ommg va Exet
Katd AdOoc katayvyOel 1 OeppovOei).

o Edv to mpoidv éyet avakivnbdei duvatd.

o Edv n oppayida acporeiog Eyel mapaflocTei.

To Stelara givon poag ypnoewg povo. Kabe aporwpévo didivpa mpog £yyvon 1 Tpoidv mov dev ExEl
ypnoporom el Ko TapopEVeL 6TO PLAAISI0 Kot Tr GUPLYYo TPETEL VO OTOPPITTETAL COLPOVOL LE TIC
KOTO TOTOVS 10YVOVGEG OYETIKEG OLUTAEELS.


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

6. Iepreyopeva TG CLOKEVOGING KOl AOUTEG TANPOPOPIES

T epréyer to Stelara

o H dpaotikn ovoia givar to ustekinumab. KaBe praridio nepiéyet 130 mg ustekinumab cg 26 ml.

o To GALo cvoToTiKd gival To dtHdpkd dvdtpio diag tov EDTA, n L-ictidivn, n
povobdpoyAwpikn povoddpikn L-iotidivn, n L-pebetovivn, to molvcopPikd 80 (E433), 1
cakyopoln kot To VOWP Yo EVEGIULA.

Epedvion tov Stelara ko mepreydpeva Tg cv6KeLUGIOGS

To Stelara givat d1ayEg, AxPOUO OC 0vVOLYTO KITPIVO TUKVO S1AAD LA Y10, TOPUGKEVT] SIOAVIOTOS TPOG
€yyvon. Alatifeton o aptivo kovti Tov TepiEyel 1 epdna 660m o€ yvdvo plaiidio Tov 30 ml. Kabe
oloAido epiéyetl 130 mg ustekinumab cg 26 ml TKVOD SIHAVHATOG Y10l TAPAGKELT] SIHAVLLOTOG TPOG

£yyoon.

Kéroyog Aderog Kvkrhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Hopockevaotig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OAavoio

I 07010 TOTE TANPOPOPIN GYETIKA UE TO TOPOV PUPUUKEVTIKO TPOTOV, TAPUKOAEISTE VOl
anevBouvbeite otov TomKd avturpodcwno Tov Katdyov tng Adeiag Kvkiopopiag:

Elrada

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

To mapév @A 00NYLOV YpiioNS avade®p1OnKke Yo TELEVTALR Popd Tov LemTépPfpro 2026.

Aentouepeic TANPoPopies Yo 10 GAPOKO awTo gival dlabéciueg 6To dkTLaKd TOTo ToL Evpomaikon
Opyavicpot @appdakmv: https://www.ema.europa.eu.

Ot mmpogopieg mov axorovbdovv amevddvovtor udvo o emayysuatieg vyeiag:

Iyvnlacwotnta:

[Ipokeévou va Pertiwbdei n yevnrooudtnta Tov PLOAOYIKOV QOPUOKEVTIKOVY TPOTOVIMV, TO OVOLLOL
Kol 0 aplBuog TOPTIONG TOL YOPNYOVUEVOL PAPUAKOD TPEMEL VO, KOTOYPAPETUL LE COPTVELX.


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

Odnyiec opaimong:

To STELARA mokvé dtdAvpa yio Topackenn] SIHADUATOG TPOG £YXVOT TPETEL VO, APULDOVETAL, VO,
TPOETOALETOL KOt VO yYEETOL OO emaryyeAuaTio vyeiog pe ypion GonmIng TeXVIKNG.

1.

To eviilkeg acBeveic kKo moudtoTpikovs acbeveig mov Cuyilovv tovidyiotov 40 kg, vroloyiote
T 6601 kat tov appud tav eridiov STELARA mov aratrtovvtal fdcetl Tov Bdpovg Tov
acBevovg (BA. mapdaypago 4.2, ITivaxa 1 kot [Tivaxa 3 oty [epiinyn tov Xopaktnpiotikodv
tov [Ipoidvtog) 1 Yo madiatpkovg acBeveic mov Quyilovv Aydtepo and 40 kg vroloyiote
3001 Kot Tov apOpd TV eroAdiov Tov aTatTovvTal BACEL TG ETPAVELNG CMOUOTOS TOL 00OEVT
(BSA) (BA. mapaypago 4.2, [Tivaxa 2 oty [epidnyn tov Xapaktnpiotikav tov [1poidvtoc).
KéBe proridoo STELARA tov 26 ml mepiéyet 130 mg ustekinumab.

A76 Tov aoKo Eyyvong Tov 250 ml, apalpéote Kol 6T GLUVEXELN ATOPPIYTE EVaV OYKO
dtAvpatog yhoprovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko tov STELARA mov Oa
npootebel (amoppiyte 26 ml yAwplovyov vatpiov yuo kibe proridio STELARA nov anotteitan,
v 2 eroAidio amoppiyte 52 ml, yuo 3 proridia amoppiyte 78 ml, yio 4 prokidio amoppiyte

104 ml).

AdPete 26 ml STELARA an6 kéBe @roAidio mov amorteiton kot tpochécte ta 61OV oK
€yyvong tov 250 ml. O telkdg 6yKog oTov 0oKO £yyvong Ba mpémet va eivar 250 ml. Avapi&te
QTTOAG.

INo TodroTpikovg acbeveic pe vooo tov Crohn 1) EAkmon koritida wov {uyilovv Arydtepo amod
40 kg n 660m Poaociletar otnv BSA 100 068evi og epdmal evdopréPia (IV) d6om Tov
STELARA. Agouipécte Kol 6T GUVEXELD, amoppiyTte Evav OYKO SLOADLOTOC YAMPLOvYOL VoTpion
9 mg/ml (0,9%) amo6 tov aoko £yyvong tov 100 ml ico pe tov 6yko tov STELARA mov 6a
npootebel. AdPete tov KatdAinio 6yko STELARA amo6 kdBe @raAidio mov amarteiton kot
nmpocBéote ta otov aoko £yyvong Tv 100 ml. O tedikdg dyKog 6Tov aoKd Eyyvong Ba mpémetl va
givar 100 ml. Avapi&te amoira.

EXéyEte omTikd TO apatmpévo A TPV o T XopNYNoN. Mnv To ¥P1CILOTOIGETE EGV
TOPOTNPNOETE ELPAVDG ad10POVT COUATIOW, amoypopatiopd 1 Eéva copatiow.

XopNynoTe T0 UPUOUEVO SIIADUA Yo (Lo, TTEPI0d0 TOVAG)IGTOV piag dpag. MeTd tnv apaimon,
N &yyvon Oa Tpémel va Exel oOAoKANP®OEL EVTOG OKTH POV amd TNV 0paimcn GTOV 0oKO
gyxvong.

XPNGILOTOIELTE LOVO GET EYYVONG LLE EVOMUOTMUEVO, GTEIPO, UM TVPETOYOVO, YOLNANG
TPOTEIVIKNG déopevang eirtpo (uéyebog mopwv 0,2 pikpduetpa).

KéBe prorido mpoopiletor yio pia xprion HOVo Kot TuyOv [N XPTCLULOTOUNUEVO GUPUAKEVTIKO
TPoi6v Bo TPEMEL VO AmOPPINTETOL GOUPMOVE LE TIG KATA TOTOVG 10YV0VCEG OYETIKEG OLUTAEELS.

DHroEN

Edv eivar amapaitnto, to apaiopévo didAvpa tpog £yyvon pumopel va dratnpnbei og Beppokpacia
dopatiov. H éyyvon o mpénet va éxel ohokAnpwbei evide 8 wpav and v apainon 6Tov 0ok
€yyvons. Mnv katoyoyete.



