@vAro ooV piong: IIAnpogopics yra Tov yprjot

STELARA 130 mg muokvo 1dAvpa Y10 TaPAGKELY] S10ADNATOS TPOG £y von
ustekinumab

AP AOTE TPOGEKTIKA OLOKAN PO TO QVAAO 00N YLDV YP1ONGS TPV UPYIGETE VU YPNCLUOTOLEITE AVTO
T0 QAPROKO, H10TL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES VIO COC.

AvT0 TO QUALO 00NYLAOV EYEL YPUPTEL Y10 TO TPOS®OTO TOV AapfaveL To pappaKo.

- Durdgte avtd To EOALO 0N YDV Yprione. Towg xpelaotel va to dtofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1 TOV POPUOKOTOLO GOC.

- Edv mopatnpnoete kamoto avemBOun evépyela, EVINUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0G. Avtd 1oyvel kat yio KGO mbavn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1DV Y¥prone. BAéme moapdypago 4.

T wegpréyer To mapév eUALO 00N TLOV:

T etvon To Stelara kot oo givar 1 ypHoT TOL

T mpéner va yvopilete Tpv ypnoponomoete to Stelara
[ yopryeitan o Stelara

[TBavéc avemBounteg evépyeteg

[Mog va purdocoete to Stelara

[Tepreydueva tng cLoKEVOGING Kol AOUTES TANPOPOPIES

A e

1. Th givan To Stelara kot o gival n yprjon Tov

T givar To Stelara

To Stelara mepiéyel T dpactikn ovoin «ustekinumaby, évo pLovokhmviko avticopa. Ta povokAwnvikd
avTIoOUOTO Elvol TPOTEIVEG TOL avaryvepilovy Kol GUVIEOVTAL EWOIKA e OPICUEVEG TPWTEIVEG GTOV
opyovicuo.

To Stelara avikel e pio, ouado EOPUAK®V TOL OVOUALOVTOL KOVOCGOKOTASTAUATIKAY . AVTA TO
Qappaka d6povv e£achevdvTag HEPOG TOL OVOGOTONTIKOD GOG GUGTILOTOC.

IMow givar n ypion tov Stelara

To Stelara ypnowponoteitat yio TNV QVTILETOTION TOV 0KOAOVO®OV PAEYHLOVOI®DV VOCWV:
o g péTpog £og Papidg vooov tov Crohn - o€ evijikeg

o NG HETPLOG G Papldg eEAK®OOVG KOATIONG — GE EVIAIKEG

No6cog tov Crohn

H véco¢ tov Crohn givan pia Aeypovddng vosog tov eviépov. Edv éxete vooo tov Crohn, Ba cag
d00ovv mpdTa aAlo papuakoa. Edv dev avtamokpiBeite apketd kald 1| eqv £xete dvcavesio og aVTA TO
eapuaka, propet vo cag 600¢el Stelara yio tn peimon TV OMUEIOV KOl CUUTTOUATOV TNG VOGOV GOg.

EAk®ong korition

H elxkddng kolitida givan pio pAeypovmdng vocog tov eviépov. Edv €yete Elkcddn koAitida, o cag
50000V TpdTa Ao pdappaka. Eqv dev avtamoxpifeite apketd kold 1 edv £xete dvoaveio g avTA TA
Qapuaka, uropet vo, cag 600l Stelara yio tn peimon tov onueiov Kol T@V GOUTTOUATOV TS VOGO
oG,

2. Tvpémer va yvopilete Tprv yproiponomcete To Stelara
Mnyv ypnopononjocete 1o Stelara
. X nepintoon arrepyiog oto ustekinumab 7 o€ omol0d)TOTE AALO OO TAL GLGTUTIKE OV TOV

TOL POPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).
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o Eav éyete evepyn] Loipwén mov o y1atpdc 60G TIOTEVEL OTL EIVOL OTLOVTIKT.

Edv dev gilote oiyovpot av 16y0€eL 0TO1001TOTE GO TO TAPATAV® Y10 EGAC, WANGTE LLE TOV Y10TPO 1
TOV QUPLLOKOTOLO OOG TPV XPTolonotoete To Stelara.

IIpog1domonoEls Kol TPOPUAGEELS

AmevBuvieite 6ToV Y10TPO 1 TOV QUPLOKOTOLO GOC TPV Ypnotponomoete to Stelara. O yiotpog cag Oa
eléyEel mooo KaAd giote mpv and ) Bepomeio. Beforwbeite 411 evnuepmdoate tov YioTpd Gog yo
omoladnmote acbéveln Tapovoialete mpwv amod tn Oepaneia. Eniong evnuepmaote tov yiatpd cog edv
éxete €pbel TPOGPUTA GE EMAUPT |LE OTOLOONTOTE ATOLO TOV UIOPEL vau Exel pupatioot). O Yatpog cag
0o oag egetdoet Yo pupatioon kot Oa Tpaypatomomoet pio e£€Taom yio va Ogl Qv EXETE PUUATIOOT
npwv wapete to Stelara. Edv o yiotpog cag motedel 01t Slatpéyete Kivouvo QuHOTI®OONS, LTopEl va 6og
yopnynOel Oepameia yio TNV OVTILETOTICN TNG.

MpocéEte Yo coPfapéc avemBOunTeg evépyereg

To Stelara pmopei vo mpokarécel coPapéc avemBOunTtec evépyelec, CLUTEPIAAUPOVOUEVDV
oAAEPYIKOV avTIdpdoemv Kot Aotudéewv. [Ipénet vo TpocEyete Y10 OpIGUEVE GNUELN 1] CUUTTOUATO,
acBévelog evod maipvete To Stelara. BAéme «ZoPapéc avemBOunteg evépyeiec» otnv Tapdypaeo 4 yo
TANPN KATAAOYO VTMOV TOV AVETIOOUNTOV EVEPYELDV.

IIpw vo ypnopomonjoete 10 Stelara evnuepaote Tov Y10Tpo Gag:

. Eav giyate moté allepykn avtiopacn oo Stelara. Potote tov yiatpod cag av dev giote
BéParot.
o Edv giyote moté 0m010v01)7T0TE TOTO KAPKIVOL — ETELDN TAL CVOCGOKOTAGTAUATIKA OTTMG TO

Stelara e€acBevobv pEPog Tov AVOGOTOMTIKOD GLGTAUATOG. AVTO UToPEl va awENCEL TOV
kivduvo yia Kapkivo.

. Eav éxete Maper Ogpomeia yio v yopiaon pe driio roroyikd odppoka (éva gappoKo Tov
napdyeran omd pio ovoia froloyikiic mpoéievong kot cvvi|0mg yopnyeitar pe éveon) — o
Kivduvog yio kapkivo umopei va givar vynAidtepoc.

. Edv &yete M eiyote mpocoata Loipmén 1 edv £xete omoradnmote madoloylkd avoiypata 610
oéppa (ovpiyyra).

. Eav éyete véeg ] petafarriopeveg Prapes péca otig meployés mov ndoyovy amd ywopioomn i
GTO PUGLOAOYIKO OEPLLOL.

. Edv naipvere kamwora aiin Oepancia yro TNV yopiosn kavn Tnv yoplacikl apdpitidoa —

OT®G KATO10 GAAO OVOGOKOTOGTAATIKO 1] poTobepameia (0TOV T0 cMOUN 00g VTOPAALETOL GE
Oepameio pe va gidog vrepimdovg (UV) pmtog). Avtég o1 Bepoameieg umopodv emiong va
eEacbevnoovy LEPOG TOV VOGOTOMTIKOV Gag cuatiatos. H tavutdypovn xprion avutdv tmv
Oepameiwv e To Stelara dev éxel peretndel. Qotodc0o etvar mBavo va avénoet Ty ThavoOTHT
acBevelmv mov oyetilovtal pe 0oOeVESTEPO OVOGOTONTIKO GOGTN L.

. Eav Aappavere | Mdfate oto mapehdov evéseig yio T Ogpancio airepyrdv — dev eivar
yYvoo1d edv to Stelara pmopel va Tic ennpedost.
. Edav n nlxio cog givar avo Tov 65 eTdv — umopel va eivar mo mbavo va nabete AoUdEELS.

Edv dev elote oiyovpot av 1oybEl OTOL0ONTOTE OO T TOPATAV® Y10 EGAG, MANCTE LE TOV Y1ATPO 1|
TOV QUPULOKOTOLO GO TPV XPTCLoTooeTe To Stelara.

Opiopévol acBeveig mopovsiocay aviidpacel TPOGOUOIAL0VGES e AVKO, GUUTEPIAUUPUVOUEVOD
depUaTIKOD AVKOL 1) GUVIPOUOV TPOGOUOLALOVTOG e ADKO KOTA TN ddpKela NG Oepaneiog e
ustekinumab. Evnuepdote auéomc Tov yotpo 6ag v epeavicete £va epubpod, emnpuévo, poAdmOES
eEAVOM IO LEPTKEC POPES |LE IO GKOVPO TEPTYPULLLD., GE TEPLOYES TOV OEPUATOG TTOV EKTIOEVTOL GTOV
NAo 1 HE TOVOLG OTIC apOpDCELS.

Kaopowkn tpooforn Kot ayyslokd eyKeQalkd enercoona,

Kapdaxn mpocPfoin Kot ayyelokd eyKepaikd enetcddwo xovv mapatnpnbel oe pio pelétn oe
acBevelc pe yopilaon mov éhafoav Oepaneia pe Stelara. O yratpdg cog Bo eAEYyEL TAKTIKAE TOVS
TOPAYOVTEG KIVOUVOL GOG Y10 KAPOLOKT] VOGO KOl AYYEWKO EYKEPUAKO ETEIGOOI0 TPOKELUEVOD VO
dooeariletl 0Tt avtpetoniCovior KotdAAnia. Avalntote opécmg 1aTpikn fondeio edv TopoLGLACETE
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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 OPACT.

Moword kon £pnpor
To Stelara dev cuvieTdtal Yo xpnon o€ madld Kdtw Tmv 18 £1dv pe voco tov Crohn 1§ EAK®mON
KOAITION €10 OeV €xel PeAetnBel og VTN TV NAMKLOKY OLAda.

Alha @appoxa, epfoéirta ko Stelara
Evnuepmote Tov yiatpd 1| TOV QOpUAKOTOL0 GG

Edv maipvete, £xete mpoc@aTo TAPEL 1| LWTOPEL VOL TAPETE GALN POPLLOKAL.

Edv xévate poceato 1 Tpoketol va kavete epuPforto. Optouévol Tomot suforiov (epupforia
{OVIOV KPOOPYOVIGU®MV) OV TPETEL VAL YOPTYOUVTOL EVOD Ypnolomoteite To Stelara.

Edv AdPoate Stelara evoom Noaotay £€YKVOC, EVILEPMDGTE TOV YIATPO TOL UOPOL GO CYETIKA UE
) Bepoameia oag pe to Stelara mpv 1o pwpd cog Aafet omoodnmote epPoito,
cvumepthappavouévav tov (oviav euporinv, 0nmg sival To eupdiio BCG (tov
YPMOLLOTOLELTAL Y10 TNV TPOANYT TG Pupatioong). Ta {dvta epfoiia dev cuVIGTOVTOL Yio TO
HOPO GaG KATA TOVG TPMTOLG MK UVEG LeTA TN Yévvnon €dv AaPate Stelara kotd )
SLAPKELD TNG EYKVUOGVVTG, EKTOG EAV O YIATPOS TOL UOPOV GOC GLGTHGEL KATL OLOUPOPETIKO.

Kinon kot Onhaopog

Edv giote éyxvog, vopilete 6Tt pmopel va giote £yKvog 1 oxedldleTe VoL AMOKTNOETE Todi,
{ntote T GUUPOLAN TOL YTPOV GOC TPV TAPETE CLTO TO PAPUAKO.

Agv &yel mapatnpn el vYMAOTEPOS KIVOLVOG YEVETIKDOV OVOUOALDY GE LOPAE TOL EKTEOT KOV
gvdopuntpla oto Stelara. Qo1d00, VIGPYEL TEPLOPIOUEVN eumelpia e To Stelara oe &ykveg
yovaikes. Emopévag, etvar Tpotipdtepo va amopevdyeton n xpnon tov Stelara otnv gykvpocuvn.
Edv giote yovaiko og avamopoymyki nAkio, cuvieTaTol Vo amopOYETE va PeiveTe £YKDOC Kol
TPETEL VO, YPTCLULOTOIEITE OTOTEAEGUATIKY] OVTIGVAANYT EVOG® Ypnoiponoteite to Stelara ko
Yo ToLAGyIoTOoV 15 gfdopadeg petd v tehevtaia Oepaneio pe Stelara.

To Stelara pmopel vo TepAGEL HEGO ad TOV TAOKOVVTO KOl VoL TACEL GTO ayEvvnTo Hopo. Edv
AdPate Stelara Katd T StIpPKELR TNG EYKVUOGVVNG GOGC, TO LOPO GO UITOPEL VoL SLOTPEYEL
HeyaADTEPO KivOLVO Yl TNV EUOAVIOT] AOTH®ENG.

Eivat onuavtikd va evpepdoete Toug yotpohs Tov Lmpol Gag Kol TouG GAAOVS ETayyEALOTIES
vyeiog ebv AdPate Stelara KoTd T S1APKELD TNG EYKVUOGVVNG GOC, TPV TO HOPO AAPel
omolodnmote euPforto. Ta {dvta epPforia 0nmg eivar To epPfoio BCG (mov ypnoipomoteiton yio
™V TPOANY NG PLUATIOONG) dEV GLVIGTMVTOL Y10 TO LOPO GOG KATE TOVG TPATOVG ODIEKN
UNVEG LETA TN Yévvnon edv AdPate Stelara Katd tn Stdpkeln TNG EYKVUOGVVNG, EKTOC €AV O
YWTPOG TOV HOPOD GOG GUGTNGEL KATL dLOPOPETIKO.

To ustekinumab pnopei vo mepdoel 6To UnTpikd Yoo o€ TOAD pkpéc Tocotnteg. Evnuepmote
Tov yatpd cog ebv Inralete M oyedialete va Inidoete. Eocic kot o ylotpog cog 0o mpémetl va
amoacicete av Ba mwpénel va OnAdoete 1 av Ba ypnoponomoste to Stelara - unv kdvete Kot o
500 TaVTOYPOVA.

001 yNnon Ko XEPIGUOS POV RATOV
To Stelara dev &xet Kapio 1 £xel Ao UOVIN EXIOPAOT GTNV IKOVOTNTO 0ONYNONG KL YEPIGHOD

unxovnUaToy.

To Stelara wepiéyer vatpro

To Stelara mepiéyet Myotepo and 1 mmol vatpiov (23 mg) avd doo, eivat avtd Tov ovoUALoLUE
«ehevbepo votpiovy.

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.

ag yopnyeitor To Stelara

To Stelara gvdeikvotol yio yprion vad v kKabodNynon Kot v exifAeyn yioatpol pe gumepio ot
SLAyvVOGN KOl TNV OVTILETOTION TN VOGoL Tov Crohn 1 g EAkdd0VG KOAITISOC.
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To Stelara 130 mg mokvo S1dAvua, Yo TOPAGKELT SHADUATOS TTPOg £yxvon Ba cog yopnyndel omd tov
YTpo 6og, LESm otdAaéng otn EAERA Tov Ppayiovd cog (evoopAEPia £yyvon) Yo TOLAGYIGTOV pia
opa. MIANGTE UE TOV Y10TPO GOG GYETIKA LE TO TOTE B0l KAVETE TIG EVEGELG GO KOL Y10 T pOvVTEPOV
mopoKoAovON oG TN TopEing Goc.

IIéoo Stelara wpémer va yopnysitor
O y1atpoc oag B amopacicesl toco Stelara ypelaleton vo Adfete Kot yio TOG0 S1AGTN 0.

Evijlikes nhkiog 18 eTav 1 dvo
o O y1atpdc o vTOAOYicEL TN CLVIGTOUEVN dOGT EVOOPAEPLOC £yyvomg Yia e6dg, Pdoel Tov
COUOTIKOV G0g Bapovg.

To copotikd cag Bapog Adon
<55kg 260 mg
>55kg g <85 kg 390 mg
> 85 kg 520 mg
. Metd v apyikn evoopAéPia ddon, Ba tapete v emduevn 6don Stelara twv 90 mg péow

éveong Katw amod to déppo oag (VTodOpa £veon) 8 efdouddeg apydTEPO KoL GTN CUVEXELD KAOE
12 eBdopdoeg.

[ ®g yopnyeitar 1o Stelara

. H mptn 660m tov Stelara yio trnv avipetdnion g vosov tov Crohn 1} TG EAKMO0VG
KOAITIS0G yopnyeitar amd yioutpo otdydnv ot eAEPa Tov £vOg Ppayiova (evoopAfia Eyyvon).

MUMGTE UE TOV YIUTPO GOG OV £XETE OTOLECONTOTE AMOPieg GYETIKG e T ARy Tov Stelara.

Eav Egyaoete va ypnowpomomjcete To Stelara
Edv Egydoate N xaoote 0 pavtefol yio T Ayn (oG 606G, EXIKOIVOVIGTE LE TOV YITPO Yl Vol
apoypoupatioete Eova to pavtefod oag.

Edv stopatiocere va ypnoiponoreite to Stelara
Agyv givon emikivéuvo vo oTapaTAGETE va yp1olonoleite o Stelara. Qot000, GV GTOUATACETE, UTOPEL
VO ETOVEUPOVIGTOVV TOL GOUTTOUATA GOGC.

Edv éxete meplocdTEpEG EPOTIOELS GYETIKA LLE TN YPNOT] AVTOL TOV PUPLAKOV, POTHGTE TOV Y10TPO 1)
TOV QOPUOKOTOLO GOG,

4. IMBavég avemBOUNTES evépPyELeg

Onwg 6ha To eApuaKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, AV
Kot 0gv Tapovctalovtal 6 OAOLG TOVG AVOPMOTOVG.

YoPapéc avemBounTeg evépysieg
Opiopévor acBeveig pmopet vo Exovv cofapés avemBOUNTES EVEPYELEC TOV UTOPEL VO YPELCTOVY
eneiyovoa Bepameio.

Addepyikég avTIOpaoelg — umopel va ypetaotovy eneiyovsa Ogpancia. Evnpepdote tov
YwTpo oag 1 avalntiote exeiyovoa woTpiki) Po10sio apécwe poig TapatTnpriceTe
07o1001)T0TE 06 Ta aK6AOVO® onpeia.

o Ot cofapég arlepykég avtidpaoelg («avapuraéion) eivol Gmivieg oTa ATOLO TOV
naipvovv Stelara (umopel va ennpedoovy €mg 1 ota 1.000 dropa). Ta onueio
wepthappavouv:

o SVOKOAID GTNV AVATVOT 1] TNV KOTATOOT)
o YOUNAT apTnpLokY| Tieon, mov pmopel va tpokorécet (aAn
o TPNEWO 6TO TPOGOTO, TA XEIAT], TO GTOLA 1] TO AUUO.
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o Ta cuyva onueio aALePYIKNG avTiopaong TEPIAAUPAVOVY depUATIKO eEAVON LA Kot
kvidwon (umopel va emnpedoovy éo¢ 1 ota 100 dropa).

AvTidpaceig oyeTilopeveg pe v éyyvon - Eav hapPavere Ogpancia yio véoo Tov Crohn 1
EAKMO KOAITIOO, 1] TPAOTN 06061 TOVL Stelara yopnysitor péocw eveTdraing oc pio eAEPa
(evoo@répro £yyvon). Opropévol acBeveic £xovv mapovoldoel cofapéc ariepylkég
UVTIOPAGELS KATA T1) OLAPKELN TNG EYYVOTG.

2.g 6TTAVIEG TEPIMTTOGELS, TVEVHOVIKES OALEPYIKES AVTIOPAGELS KU PAEYILOVI] TOV TTVEVLOVA
&ypovv avaeep0si og ao0eveic mov AapPavovuv ustekinumab. Evipuepoote apéong tov
YWTPO 60G £V TAPOVGLAGETE CLUATONATO 6TTMOG P1]) 0, OVGTVOLH KOl TVPETO.

Edv gppoavioete cofapn oArlepyikn avtidopaot, 0 YloTpdg GO UTOpEl Vo, amo@acicel 0Tt dgv
TpENEL VO, ypnolponomoete Eavd to Stelara.

AoynaEelg — propel va, ypetactovv enciyovoa Oepancio. Evnpepoote apéomng tov yiatpod
G0G EAV TOPUTPGETE OTOLOONTTOTE OTO TA AKOLOVO SN uEia.

o Eivar cuyvéc ot AoudEeig Tng poTng 1 Tov Acipod Kot To Kovo Kpuoloynuo (Lmopet vo
ennpedoovv €éng 1 ota 10 dropa)

o O1 Lopdéeig tov Bdpaka dev etvar cuyvég (umopel va ennpedoovy £og 1 ota 100 dtopo)

o O1 @AeYHOVEG TOL 16TOV KAT® Ao TO OEPUA («KLTTAPITIONN») Oev eivar cuYVEG (Umopel va
emmpedoovy ¢ 1 ota 100 dtopa)

o O épmng Lwotp (Eva €idog emddvvov eEavOnaTog Le PUGOAIdES) dev givarl cLyVOg

(pmopel va enmpedoet €éog 1 ota 100 dropa)

To Stelara pmopet va 6og KOTOGTNGEL AlYOTEPO 1KAVOVG VO, KATOTOAEUNGETE AOUDEELS. Kdmoleg
roméelg Bo pmopovoay va yivouv coPapég kat umopel vo tepIAapPdvouy AOUDEELS TTOV
TPOKAAOVVTOL amd 1006, LoKNTES, Paxtipla (cupmeptlapfavopévng g euHATIOoNG), 1
TOPACITA, GLUTEPIAAUPOVOUEVOV AoUOEEMV OV KLPIWG Tapovstdlovial og avlpOTOLG e
e€acBevnuévo avocomomtikd cuaTnua (evkoplokég Aouméelc). Evkaiplakég AoywmEeic Tov
EYKEPALOV (EYKEPAAITION, UNVIYYITION), TOV TVELLOVAOV KOl TOL 0QBaAL0D Exovv avapepbel og
acBeveic mov AapPdavovv Bepamneia pe ustekinumab.

[pénel va mpocéyete yia onueia Aoipwéng eved ypnoylomoteite o Stelara. Avtd
meplhappavouv:

. TLPETO, CLUTTMOLOTO TOV HOLALOVVY WE YPITT), VOKTEPIVES EQPLOPADCELS, ATOAELD fAPOVE
o aicOnon kémwong 1 Aayaviacua, fryog Tov dev mtepva

o Oep o, KOKKIVO OEPUA TOV TOVAEL, N EMMOVVO EAVONUL GTO dEPUA e PLCOAIDES

. aicOnpo Kavoov kaTd TNV ovPNON

. Suappoia

. OTLTIKY OLOTOPOIYT M ATTDAELD. OPAONG

. Kepaiodyio, avyevikn duokapyio, evaicincio 610 e, vautia 1| cOYYLOT.

Evnuepote apéomc tov Yotpo Gog edv TopoTnpoETE OTOL0NTOTE ad QLT T oM UEiD
Aoipméng. Avtd pmopet va eivar onueio AOUOEEWDY, OT®G AOUDOEE®Y TOV BdpaKa, AodEemV
TOV 3EPUATOC, £pmNTo (MOTAPO 1 EVKAPLOKEG AOUMDEELS OV Oa, uropovoay vo. Exovv coPapic
emmlokéc. Eviuepmote Tov y1atpo cog edv £xete 0molodMmote €100g Aoipuméng mov dev Tepva q
enavépyeTol ovveyms. O yatpdg cog pmopel va anopacicel 0Tt dgv Oa mpémet va
ypnowonomoete Stelara péypt va mepdoet | Aoipmén. Eniong evnuepdote tov yiorpd cog dv
€YETE OVOIKTEG TANYEG 1} TpaUATA, KAODG pmopel va poivvBovv.

ATo@oAidmon dEPRATOS — aDENGN TGS EPLOPOTNTUS KUL TNG UTOPOAIOMGNS TOV dEPNATOS
0€ EKTETONEVT] TEPLOY] TOV COUATOG EVOEYETAL VO EIVOL CVOUTTONATA EPLOPOSEPIIKIG
YoPIiacns 1] 0ToQoMIOTIKNG dEpROTITIONS, 01 0TToiEg givan cofapéc deppartondderes. Oa
TPETEL VO, EVI|LEPADCETE GPECOS TOV YIUTPO GUS EAV TAPUTIPNCETE OTOLAONTOTE OO AVTE
10, onpeio.



AMLeg avEMOVUNTES EVEPYELEG

Yoyvég avemBOunTeg evépyereg (Umopei va emnpedoovy £mg 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 avemBopnteg evépyereg (Umopet va ennpedoovv €oc 1 ota 100 dropa):
OdovTikég AMomEELS
KoAmkn poknriacikn Aoipmén
Kotabiyn
DOpayuévn 1 Bovhouévn pot
Awoppayio, HOA®TEG, GKANpLVOT), TPNEO Kot @oyovpa EKEL OTTOL yiveTol 1 £veon
AioOnuo advvopiog
[Ttoom Prepdpov kot yordpmon Lomv oTr pHio TAELPA TOV TPOCMTOV (KTOPGALCT
TPOCHOTLKOV veupovy 1 «mapdivon Bell»), mov givor cuviBwg mapodikn
. Metafoin oty yopioon pe epuBpotnTa Kot VEEG LIKPES, KITPIVES 1] AEVKES PAVKTOVEC,
UEPIKEC POPEC GLVOOEVOUEVEG ATt TVPETO (PAVKTUVOING Ympiaon)
. Amopioimon Tov 6£ppatog (AmoPoAid®GT OEPLATOS)
Axpn

YXrdviec avemBOunteg evépyseieg (umopel va emnpedoovy £og 1 ota 1.000 dropa)

. EpvBpdtnra kot amo@oAidmor Tov OEPUATOC GE EKTETOLEVT] TEPLOYT TOV GMUOTOC, M
omoio umopel va mapovctdlel payovpo 1 TOvo (amopoidwtikn depuatitida). [lapdpoa
CUUTTMLOTO OVOTTOCCOVTOL OPIGUEVES POPEG MG PUGIKT LETAPOAT GTOV TUTO TV
CUUTTOUATOV TNG Yopiaong (epuBpodepuxn ywpiaon)

. Dreypovn LIKPAOV ALOQOP®V OYYEI®V, 1) OTTOl0 LTOPEL VO 00N YNOEL OE SEPLLATIKO
eEAvON UL Le JUKPEG KOKKIVEC T LB (pOVGKAAES, TLPETO 1 TOVO GTIC APHPMOCELS
(ayyelitidn)

oAb omavieg avemOopnteg evépyseieg (Lmopel va emmpedoovy émo¢ 1 ota 10.000 dropa)

o Dovokdreg TOV dEPUATOC, OL OTTOlEC pITopel val eivat epuOPEC, KVNOUDOELS Kot ETMOVVEG
(IToppoAvymdeg TEPPLYOEIDER).

o Agppotikdg Adkog 1 ohvopopo tpocopotdlov pe Avko (epvbpo, empréEVO POMODIES
eEavOnua og meployég Tov dEPHATOg ToL eKTiBEVTAL GTOV A0 TOOVAG [LE TTOVOLG OTIG
apbphoeig).

Avao@opd avemBOuNTOV EVEPYELOV

Edv mapoatmpnoete kKamolo avemBOunt evEpPYELn, EVIILEPDGTE TOV YLOTPO 1) TOV PUPUOKOTOLO GOG.
AVT0 1oyl Kot Yo kdOe mhavr avemBountn evépyela Tov OgV avaQEPETAL GTO TOPOV PVALO OONYIDV
xpNons. Mropetite emiong va avagépete avemBounteg evépyeteg angvbeiog, pésw Tov EBvikov
Opyaviopuov ®apudkov, Mecoyeiov 284, GR-15562 Xolapyog, AOnva, Tni: + 30 21 32040337,
Iotétomog: http://www.eof.gr, http://www kitrinikarta.gr. Méow g avapopdg avemBountov
EVEPYEIDMV UOPEiTe Vo, BonBNcETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOC POPUAKOV.



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

5. IIog va pvrAdooste To Stelara

. To Stelara 130 mg mokvo S1GAVLE, Y10 TOPACKEVT SLAADUOTOS TTPOG £YYLOT XOpNYEITOL OE
vocokopeio 1 KAvikY Kot ot acBeveic dev ypeldletal va 10 QLAGEOLV 1] VO TO XEPLGTOVV.

. To @dppoako avtd TPENEL VO, PUAAGGETOL GE PLEPT TTOL gV TO PAETOVY Kot dev TO POEvoLY TO
TodLd.

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

. 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 n tedevtaio nuépa Tov PVO 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).

o Edv yvopilete, 1 vopilete 6T pmopei va €xet extebel oe akpaieg Oeppokpacieg (Onmg va et
katd AdBog katoyvybei 1 OepuavOet).

. Edv to mpoidv éxel avakivnOei duvartd.

. Edv n ocppayida acepoireiog Exel mopaPlactet.

To Stelara eivon pog ypricewg povo. Kébe apaiwpévo didlopa mpog Eyyoon 1 tpoidv mov dev Exel
ypnoonon el Kot TapapéEVEL GTO PLOAISIO Kot TN CVPLYYO TPETEL VO OTOPPINTETAL GOUPOVO, [LE TIG
KOTA TOTOVG 10 DOVGEG OYETIKEG OLUTAEELS.

6. Iegpregdpeva TS 6VOKELUGIUG KU LOUTEG TANPOPOPIEg

T nepréyer To Stelara

. H dpactikn ovoia givar o ustekinumab. Kafe groridio mepiéyetr 130 mg ustekinumab og 26 ml.

. Ta @GAAo cvotoTikd gival to dtbdpukd dwvatpro drag tov EDTA (E385), n L-otidivn,
povobdpoyAwpikn povovdpikn L-iotidivn, n L-pebetovivn, to moivcopPucod 80 (E433), 1
cokyopoln kot 1o HOMP Yo EVESIUA.

Epeavien tov Stelara kot wepieyOpeva. TG CVOKEVOGIOG

To Stelara givon d100Y£G, Ayp®UO G 0vVOLYTO KITPIVO TLKVO SRV Y10 TOPACKEDT] S10ADUOTOG TTPOG
€yyvon. Awtifetan 6 yaptivo kovti mov mepiEyel 1 epdmal 660m og yvaivo eloAidto tov 30 ml.
Kdabe praridro mepiéyet 130 mg ustekinumab og 26 ml Tokvod S10ADUATOC Y10 TOPAGKELT] SIHADLLOTOC

TPOG EYYLOT).

Karoyog Adsrog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopaockevactiig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMavdio

"o omowdnmote TANpogopia oYETKE e TO TAPOV POPUAKEVTIKO TPOIOV, TapaKAAEIDTE VO
amevbuvbeite otov TomiKd avtimpdommo Tov Koatdyov tng Adsiog Kvuhopopiog:



EA\rada

Janssen-Cilag @appokevtikiy Movonpdowmnn
A.E.B.E.

TnA: +30 210 80 90 000

To wapdv @UAL0 00N YOV YprioNS avade®p1)OnKe Yo TEAEVTAIN POPa TOV enTépPpro 2024

Aemntopepeic TAnpoeopieg yia to pappoako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmraikon
Opyaviopod @oppdkwv: http://www.ema.europa.eu/.

Ot TAnpoopieg mov axorovBolv amevBivovtal Lovo oe emayyeApatieg vyeiog:

IyvnAoocwotnto:

ITpokeévov va Bertiwbel 1 yvnAacudTnTo TV PLOAOYIKMOV QOPUIKEVTIKOY TPOIOVI®V, TO OVOUQ
Kol 0 aplOpog TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELOL.

Odnyiec apoiwong:

To STELARA mokvd SidAvpo Yo TopacKeLT] SIHADOTOG TPOG £YYLOT TPETEL VO APULDVETOL, VO
TPOETOUALETAL KO VO, EYYEETOL OO EMAYYEALOTIO VYELOG [LE XPTOT) ACTTTNG TEXVIKNG.

1. Ymoloyiote T d0om Ko tov op1fud tev eroadiov STELARA mov anattovvtol Bdoet tov
Bapovg Tov acBevoig (BA. mapdypago 3, [Mivaxa 1). Kabe proridio STELARA twv 26 ml
nepi€yet 130 mg ustekinumab.

2. Am6 tov aoK0 £yyvong Tov 250 ml, agarpéote kot amoppiyte Evav OYKo SHAVIOTOC
yAoplovyov vatpiov 9 mg/ml (0,9%) ico pe tov 6yko tov STELARA nov 6o mpootedei
(amoppiyte 26 ml yhoprodyov vatpiov yia kdbe proridio STELARA nov amorteitan, yio 2
Qoo amoppiyte 52 ml, yio 3 @rokidia amoppiyte 78 ml, yio 4 eroridia amoppiyte 104 ml).

3. AdPete 26 ml STELARA and kaOe @raridio mov omatteiton kot 7pocfécte To 6TOV 0ok
€yyvong tov 250 ml. O telkodg 0yKog 6ToV acko £yyvong Ba mpénet va givon 250 ml. Avapi&re
QoG

4, EAéyEte ontikd 10 apaiouévo dtdAvpo Tpy amd v Eyyvor. My To xpNoIUOTOCETE €AV
TOPOTNPTCETE EUPAVAS Od1PAVT] COUATIONN, ATOYPOUATIOUO 1| EEVO cmpaTidio.

5. Eyybote 10 apoiopévo didAvpa yio po mepiodo TovAdyiotov piag dpag. Metd v apaimon, 1
&yyvon Ba mpémel va £xel 0AOKANPmOEL EVTOC OKTM MPOV OO TNV APAioT] GTOV AoKO £YYVOTG.

6. XP1NGILOTOLELTE LOVO GET EYYVONG LE EVODOUUTMOUEVO, GTEIPO, U1 TVPETOYOVO, YOUNANG
TPOTEIVIKNG déopevong eiltpo (Léyebog mopwv 0,2 pikpdpeTpa).

7. Ka0e proridio mpoopiletar yia pio xpomn LOVO Kot TUXOV U YPTCULOTOINUEVO POPUOKEVTIKO

7TPO1oV Oo TPEMEL VAL ATOPPINTETAL GOUPOVO, LE TIC KATE TOTOVG 10 D0VCEG GYETIKEG OATAEELS.

Doraén

Edv eivar amopaitnto, 10 apaiopévo didAvpa Tpog Eyyvon wropei va dtatnpnoel oe Beppoxpacio
dopatiov. H éyyvon o mpémet va £xel ohokAnpwbei evtdg 8 wpadv amd TV opainscn 6Tov aoKo
£€yyvons. Mnv katayvyete.


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