
6．   FURTHERINFORMATION  

W血atSTELARAeoIltains  
● Theactivesubstanceisustekinumab．Eachvialcontains45mgustekinumab（45mginO・5ml）t  

● TheotheringredientsareSuCrOSe，L－histidine，L－histidinemonohydrochloridemonohydrate，   
polysorbate80andwaterfor叫ections．   

WhatSTELARAlookslikeaJldcoJltentSOfthepack  
STELARAisacleartoslightlyopalescent，COlourlesstolightyellowsolutionfbrirtiection．The  
SOl血ionmaycontainafヒwsmalltranslucentorwhiteparticlesofprotein．Itissuppliedasacarton  
PaCkcontaininglsingle－dose，glass2mivial，Eachvialcontains45mgustekinumabinO．5mlof  
SOlutionforirtjection．   

MarketingAuthorisationHoIder  
Janssen－CilagIntemationalNV  
Tumhoutseweg 30 
2340 Beerse 
Belgium   

M五nu払cturer  

CentocorB．V．  

Einsteinweg 101 
2333CBLeiden  

TheNetherlands   

Foranyinfomlational）Outthismedicine，PleasecontactthelocalrepresentativeoftheMarketing  
AuthorisationHo］der：  

Belgi芭侶elgiqⅦe／鮎1giem  

JANSSEN－CILAGNV  
Roderveldlaan 1 
B－2600Berchem  
TeレTel：＋3232805411  

LⅦⅩembourg／Luxembm唱  

JANSSEN－CILAGNV  
Roden／eldlaanl  
B－2600Berchem  
Belgique／Belgien  
T岳1：＋32328054‖   

Magyarorszaig 
JANSSEN－CILAGKft．  

H－2045T6r6kbえIint，T6Park  

Tel：＋3623－510－919  

EMrap朋  
JohnsOn＆Johnsond．0．0．  

B143HeCn叩ⅩCo¢Ⅵ靂，  

M∬aAOCT4，Crp叫a4，訂aX3  
Co中舶1715  
Te∬．：＋35924899400   

Cesk貞republika  
JANSSEN－CILAGs．r．0．  

KarlaEngli蓋e3201／6  

15000Praha5  
Cesk丘republika  

Tel：＋420227012222  

Malta  

A．M．MangionLtd．  

Mangion Building 
Triq皇didantriqVal1etta  

LuqaLQA6000  
Malta  
TEL：0035623976000／6412  

Nederland  
JANSSEN－CILAGB．V．  

Dr．PaulJanssenweg150  
5026RHTilburg  
Tel：＋31135837373  

Danmark  

JANSSEN－CILAGA／S  
Hammerbakken19  

DK－3460Birkerod  

T旺＋4545948282  
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Deuts（血1and  

JANSSEN－CILAGGmbH  

Raifftisenstrasse8  
D－41470Neuss  
Tel：＋492137－955－955  

Eesti  
Janssen－CilagPoiskaSp．zo．0，  

Eesti創iaal  

L66tsa2  
EE－11415Ta呈iinn  

Tel：＋3726177410  

Elふ丘8α  

JANSSEN－CILAG¢apLla7CEVTt画A．E．B．E．  

∧Eの甲OPOちEIPf閏ち56  

GR－1512in£もⅥ  

A叫vα  

T11九：＋302106140061   

Espa痘a  

JANSSEN－CILAG，S．A．  

PaseodelasDoceEstrellas，5－7  

CampOdelasNaciones  
E－28042Madrid  
Tel：134917228100  

France  
JANSSEN－CILAGS．A．  

1，rueCamilleDesmoulins  
TSA 91003 
92787IssyLesMoulineaux  
Cedex 9 
T（≡l：08002550750r＋33155004444  

Ireland  
JANSSEN－CILAGLtd．  

50－100HolmersFmW町，  

HighWycombe，  
BuckinghamShire，HP124EG  
Tel：十4414945675（i7  

blalld  
JANSSEN－CILAG  
C／0Vistorh£  

H計g釦血2  

IS－210Gar∂aba：r  

Simi：＋3545357000  

Italia  
JANSSEN－CILAGSpA  
ViaM．Buona汀Oti，23  

l－20093ColognoMonzeseMI  

Tel：＋3902／25】0．l  

Norge  
JANSSEN－CILAGA，S．  

Drammensveien 288 
NO－02830slo  
T庶＋4724126500  

ijsterreich 
JANSSEN－C王LAGPharmaGmbH  
Pfarrgasse 75 
A－1232Wien  
Tel：＋431610300  

PoIska  

JANSSEN－－CrLAG  
POLSKASp．zo，0・  

山．1壬えecka24  

02－135Warszawa  

Tel．：十48222376000   

Portugal  
JANSSEN－CILAGFARMACEUTTCA，LDA．  
EstradaConsiglieriPedroso，69A  
queluzdeBaixo  
P－2734－503Barcarena  

Tel：＋351214368835  

Rom会nia  

Johnson＆Johnsond．0．0．  

Str・Tipogra創ornr・1ト15，  

CladireaS－Park，  

CorpA2，Etqj5  
013714Bucure封1  

Tel：＋40212071SOO   

Slovenija 
Johnson＆Johnsond．0．0．  

Smartinska 53 
Sト1000，Ljubtiana  

Tel．＋3S614011830  

SloYenSk丘republika  

Johnson＆Johnson，S．ー．0．  

Plyn畠rensk畠7侶  

82478Bratislava  
Tel：＋421233552600  

SⅦOmi／Finland  

JANSSEN－CILAGOY  
Vaisalantie／Vaisalav且gen2  

Fト02130Espoo佗sbo  

Puh／Tel：＋358207531300  
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K6叩0⊆  

B叩V坤α⊆X那加mvα両⊆AT8  

7Av8po畝血明  
CY－1060AEUK出血α  

T小：＋35722755214   

LatY軸  

Janssen－CilagPoIskaSp．zo．0．  
Ⅲ豆IeL釦V殖  

M融ro羞uiela15  

LV－1048，R屯a  

Tel：＋37167893561  

Lie血Ya  

UAB仏Johnson＆JolmsonM  
Gele羞inioVilkog．18A  
LT－08104Vilnius  
Tel：＋370527S68S8  

Sverige  
JANSSEN－C王LAGAB  
Box 7073 

19207So11entuna  

Tel＋4686265000   

United Kingdom 
JANSSEN－CILAGLtd．  

50－100HolmersFmWay，  
HighWy？Ombe，  
Buckinghamshire，HP124EG  
Tel：＋441494567567  

TbisleafktwaslastapproYedin〈MMm）．  

Detailedinformationonthismedicineisavailal）leontheEuropeanMedicinesAgency（EMEA）web  

Site：旭Dこ／／l川Ⅵ．e王nea．e∬Opd．e〟．  

＜＿叩＿．＿＿＿．＿“．．＿．＿＿＿＿＿＿＿＿…＿＿…＿＿＿＿Ⅶ＿＿＿＿＿＿＿＿＿＿叩＿＿＿＿＿＿＿＿…＿＿＿＿●＿●酬＿…＿＿＿＿＿＿＿＿＿●＿＿＿＿＿＿  
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INSTRUCTIONS FOR ADMINISTRATION 

Atthestartoftreatment，medicaiornurslngStaffassistsyouwithyour坑rstinjection．However，yOu  
andyourdoctormaydecidethatyoumay叩eCtSTELARAyourse王「1fthishappenS，yOuwi1王get  
tralnlngOnhowtolnjeCtSTELARA・Talktoyourdoctorifyouhaveanyquestionsaboutg一Vmg  
yourselfan画ection．  

・ DonotmixSTELARAwithotherliquidsfbrirtjection  
・DonotshakeSTELARAvials．ThisisbecausestTOngShakingmaydamagethemedicine．Donot   

usethemedicineifithasbeenshakenstrongly．   

1・CheckthentlmberofvialsandpreparethemateriaIs：  

Takethevial（S）outofthere什igeratorandcheckthevial（S）tomakesure  
・thenumberofvialsandstrengthiscorrect  

OIfyourdoseis45mgyouwiilgetone45mgvialofSTELARA  
O tfyourdoseis90mgyouwiugettwo45mgvialsofSTELARAandyouwillneedto  

giveyourselftwoirtiections・Choosetwodif詣rentsitesfbrthese呵ections（e．g．one  
irtiectionintherightthighandtheotheriniectionintheleftthigh），andgivetheiqjections  
Onerightaftertheother．Useanewneedleandsyringefbreachirtiection．  

●itistherightmedicine  
●ithasnotpasseditsexpirydate  

● thevialisnotdamagedandthesealisnotbroken  
● thesolutionisnotdiscoloured，Cloudyorcontainsanyfbreignparticles  
● thesolutionisnot育ozen．   

● Letthevialstandforabouthalfanhour．Thiswi111etthe】iquidcometoacomfbrtabletemperature   

forirtiection．  
● Washyourhandsverywe11withsoaparLdwamwater  
● Geteverythingtogetherthatyouneedandlayoutonacleansurface．Thisincludesasyringe，   

needleandantiseptlCSWabs．  

2．ChooseaJ）dpreparetheinjectionsite：  

Chooseanlrt）eCtionsite  
・ STELARAisgivenbyiniectionunderyourskin（S11bcutaneously）  

● Goodplacesfbrtheirtiectionaretheupperthighoraroundthebelly（abdomen）atleast5cmaway   
舟omthenavel（bellybutton）  

●Ifpossible，donotuseareasofskinthatshowslgnSOfpsoriasis  
●Ifsomeonewi1lassistinglVlngyOutheinjection，thenheorshemaya量sochoosetheupperamS   

Orbuttocksasan叫ectionsite．  
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Preparetheirtiectionsite  
・WipetheiTtiectionsiteontheskinwithanalcohoIswab  

・DotIOttOuChthisareaagainbefbreglVlngthe叫ection・   

3．Preparethedose：  

・Takethecapoffthetopofthevia里  

● Donotremovethestopper  
・CleahthestopperwithaLnantiseptlCSWab  
● Putthevialonanatsurface．  

Removetheneedlecover  
● Donottouchtheneedleorlettheneedletouchanything  
・Pushtheneedlethroughtherubberstopper  
・Tumthevialandthesynngeupsidedown  
● Pullonthesynngeplungertofi11thesynngewiththeamountofliquidinthevial  
●ltisimportantthattheneedleisalwaysintheliquid・Thisstopsairbubblesformlnginthesyrlnge   

● Removetheneedlefromthevial  

ノ鳳  

● Holdthesynngewiththeneedlepointinguptoseeifithasanyairb止bblesinside  
●Ifthereareairbubbles，taPthesidegentlyuntiltheairbubblesgotothetopofthesynnge  

・Thenpresstheplungeruntilalloftheair（butnoneoftheliquid）hasbeenremoved  

● Donotlaythesyringedownorallowtheneedletotouchanything・  

42  

T シ I   

t、－j   



4．Injeettbedose：  

・Gentlypinchthecleanedskinbetweenyourthumbandindex重nger・Donotsqueezeittightiy  

・ Pushtheneedleintothepinchedskin  

● PushthephngerwithyourthumbasfarasitwillgotolrUeCtal王oftheliquid・Pushitslowlyand   
evenly，keepmgtheskingentlypinched  

● Whentheplungerispushedasfarasitwillgo，takeouttheneedleandletgooftheskin  
。PressanantiseptlCSWabovertheinjectionsiteforaftwsecondsaftertheirtjection・   

5∴Disposal：  

● Usedsynngesandneedlesshouldbeplacedinapuncture－reSistantCOntainer，likeasharps   
container・Disposeofyoursharpscontaineraccordingtoyourlocalregulations  

・Emptyvials，antisepticwipes，andothersuppliescanbedisposedinyourgarbage・  
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PACKAGELEAFLET：INFORMATIONFORTHEUSER  

STELARA90mgsol11tionfbrinjection  
Ustekinumab   

ReadaⅢofthis）eafIetcarefullybebreyotIStar（usingthismedicine．  
KeepthisleaflettYoumayneedtoreaditagaln．   
1fyouhaveanyfurtherquestions，aSkyourdoctororphmacist・  
Thismedicinehasbeenprescribedfbryou．Donotpassitontoothers．Itmayharmthem，eVen   
iftheirsymptomsarethesameasyours．   
Ifanyofthesideefftctsgetsserious，OrifyounoticeanySideef托ctsnotlistedinthisleafIet，  
Pleasete11yourdoctororpharmacist．   

Intbislea爪et：  

l．   WhatSTELARAisandwhatitisusedfbr  
2． BeforeyouuseSTELARA  
3．   HowtouseSTELARA  
4，   Possiblesidee蝕cts  

7． HowtostoreSTELARA  

8． Furtherinfbrmation  

1．   WIIATSTELARAISANDWHATITISUSEDFOR   

STELARAbelongstoagroupofmedicinescal1edimmunosuppressantS（medicinesthatinhibityour  
immunesystem）・STELARAcontainstheactivesubstanCeuStekinumab，amOnOClonalantibody．   

STELARAisusedtotreatmoderatetosevereplaquepsoriasisinpatientswhocannotuseordidnot  
respondtoothermedicinesandphototherapy．Thisdiseaseca旧eSinnammationofskinandnai1s．  
STELARAwillreducetheinflammationandothersignsOfthedisease．  

2．   BEFORE YOU USE STELARA 

DotLO（t］SeSTELARA  

●Ifyouareal1ergic（hyperSenSitive）toustekinumabortoanyoftheotheringredientsofSTELARA   
（1istedinsection6’WhatSTELARAcontains’）．  

●IfyouhaveanaCtiveinfectionwhichyourdoctorconsidersimportant（Seealsobelow’Take   
SpeCialcarewithSTELARA’）．   

IfyouarenotsureifanyOftheaboveappliestoyou，talktoyourdoctororpharmaCistbeforeuslng  
STELARA．  
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Takespecialcarewitl】STELARA  
Yourdoctorwi1lassessyourhealthbefbretreatment．Makesureyoutellyourdoctoraboutanvilhess  
youhave・CheckwithyourdoctorbefbreusingSTELARAifyouhave：  
● Ⅰ皿鮎ctions   

O Y㈹mⅦStte11yourdoctoriryoubaveany揖ndorinねctiom  

STELARAmaymakeyoulessabletoホghtinfヒctions．Someinftctionscouldalsobecome  
SerlOuS．   

0 Tellyourdoctorifyouhaveanys唱nSOfinfbction，eVenifitisveryminor・Signsmaymclude  
ftver，托elingtired，COugh，flu－1ikesymptoms，diarrhoea，dentalproblemsandburningwhen  
urinatmg．tfyouarenotsure，talktoyourdoctorstraightaway   

01tisparticularlyimportanttotel呈yourdoctorifyouhaveaninftctionthatwi1lnotgoawayor  
keeps coming back 

o Tellyourdoctorifyouhaveanyopencutsorsores－theymightgetinftcted・  

O Tuberculosi5（TB）  

■ Tel】yourdoctorifyouhavehadtuberculosis・AIsoteHhimorherifyouhaverecently  
beennearanyOneWhom主ghthavetuberculosis  

■ Yourdoctorwillexamineyoufbrtuberculosisandperfbrmatesttoseeifyouhave  
tuberculosis，beforeyouareglVenSTELARA  

■Ifyourdoctorthinksthatyouareatriskoftuberculosis，yOumaybegivenmedicinesfbr  
ttlberculosis．Thiswi11bebeforeyoubegintreatmentwithSTELARA，andduring  
treatmentwithSTELARA．   

● Cancer・ImmunosuppressantslikeSTELARAdecreasetheactivityoftheimmunesystem・This   
mayincreasetheriskofcancer・TellyourdoctorifyouhaveeverhadanytypeOfcanCer・   

● VacciJlations・Te11yourdoctorifyouhaverecentiyhadoraregoingtohaveavaccine・   

● Othertherapiesforpsoriasis・TellyourdoctorifyouarerecelVlnganyOtherimmunosuppressant   
Orphototherapy（Whenyourbodyistreatedwithspecificultraviolet（UV）1ight）whileus吾ng   
STELARA，Whichmayalsodecreasetheactivityofyourimmunesystem・ThecombinatlOnOf   
thesetherapieshasnotbeeninvestigatedanditmaylnCreaSetheriskofdiseasesrelatedtoa  
Weakenedimmunesystem・   

Ifyouarenotsureifanyoftheaboveappliestoyou，talktoyourdoctororphamacistbeforeuslng  
STELARA，   

Usingotbermedicines  
Pleasetellyourdoctororpharmacistifyouaretakingorhaverecentlytakenanyothermedicines，  
includingmedicinesobtainedwithoutaprescriptlOn・   

YoushouldnotbegivencertaintypesofvaccineswhileontreatmehtwithSTELARA・   

Pregna皿亡ya皿dbreast一鮎eding  

TalktoyourdoctorbefbreusingSTELARA：  
●IfyouarepregnantorareplannlngtObecomepregnantwhileusingSTELARA・珊ee蝕ctsofthis   

medicineinpregnantWOmenarenOtknown・IfyouareawomanOfchildbearingpotential，yOuare   
advisedtoavoidbecomlngpregnantandmustuseadequatecontraceptionwhileusingSTELARA  
andforatleast15weeksafterthelastSTELARAtreatment．  

●Ifyouarebreast－fbedingorifyouplantobreast－ftedwhileusingSTELARA・Yourdoctorwill   
decidewhetheryoushouldusethismedicine・   

Drivipgandusingmaehimes  
ItisnotknownifSTELARAcanafftcttheabilitytodriveorusemaChines・  
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3．   斑OWTOUSESTE．LARA   

AlwaysuseSTELARAexactlyasyourdoctorhastoldyou・Youshouldcheckwithyourdoctorifyou  
arenotsure．Makesureyoudiscusswithyourdoctorwhenyouwi11haveyourlrリeCtionsandyour  
fo1low－upaPPOintments．   

HowmⅦCbSTELARAisglVen  
・Yourdoctorwi11decidehowmuchSTELARAyouneedandfbrhowlong  
・Thismaydependonyourweight  
● Theusualstartingdoseis45rnguStekinumab・Afterthestartingdose，yOuwillreceivethenexI  

dose4weekslater，andthenevery12weeks  

・Patientswhoweighmorethan100kgmaybegiven90mginsteadof45mg・  

Cbildrenandadolescents（uJlder18years）  

STELARAisnotrecommendedforchiIdrenandadolescents（under18yearsold）becauseithas  
notbeenstudiedinthisagegroup．   

HowSTELARAisglVen  

・STELARAisgivenbyirtjectionunderyourskin（SubcutaneOusly）  
・Atthestart，medicalornurslngStaffmayirtiectSTELARA．However，yOuandyourdoctormay  

decidethatyoumaylrUeCtSTELARAyourse虻Inthiscaseyouwi11gettrainingonhowtoiTtiect  
STELARAyourSe旺  

TalktoyourdoctorifyouhaveanyqueStionsaboutgivingyourselfanirjection・Seebelowinsection  
‘InstruCtionsforadministralion’for加herinfbrmationabotrthowtoir豆ectSTELARA．   

IfyollllSemOreSTEuRA仙anyoushould  
lfyouhaveusedorbeenglVentOOmuChSTELARA，talktoadoctororphamaciststraightawqy・  
AIwayshavetheoutercartonofthemedicinewithyou，eVenifitisempty・   

Ⅰ†y仙伽帽ettOⅦSeSTELARA  
Ifyouforgetadose，COntaCtyOurdoctororpharmacist．Donottakeadoubledosetomakeupfora  
forgottendose．   

Iryoustopu血gSTELARA  
ItisnotdangerOustOStOPuSlngSTELARA・However，thesymptomsforwhich STELARAwas  
prescribedmaycomeback．   

IfyouhaveanyfurtherquestionsOntheuseOfthismedicine，aSkyourdoctororpharmacist・  

4．  POSSIBLE SIDE EFFECTS 

Likeal1medicines，STELARAcancauseSidee舵cts，althoughnoteverybodygetsthem．  
Mostsidee飴ctsa陀mi1dtomoderate・However，SOmepatientsmayexpenenceserioussidee脆cts  
andmayrequiretreatment．   

TeIlyourdoctor＄traightawayifyollnOticeanyofthefbllowⅢgSeriotLSSidee一泡cts－yOtImay  
needurgentmedicaJtreatmeJlt：   

－ SignsofanallerglCreaCtionsuchasswellingofthefhce，1ips，mOuthorthroatwhichmaymake   
itdifnculttoswalloworbreathe；Skinrash；hives；SWellingofthehands，feetorankles  

● Signsofin触tion（incItIdingttIbercuJosis）suchas免ver，feelingtiredorshortofbreath，COugh   
whichwillnotgoaway，flu－1ikesymptoms，nightsweats，diarrhoea，WOunds，derrtalproblemsand   
bumingwhenurinating．   

Sidee飽ctsmayoccurwithcertain＆equencies，Whicharedefinedasfo11ows：  

・VeryCOmmOn：a飴ctsmorethan1useriniO  
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● COmmOn：afftctsltolOusersin100  
● unCOmmOn：afftctsltolOusersinl，000  
● rare：a能ctsltolOusersin10，000  

・Veryrare：a舵ctslessthanluserin10，000  

・nOtknowr）：frequencycannotbeestimated育omtheavai1abledata・   

ThefbllowlngSidee汗己ctshavebeenobservedwithSTELARA‥   

Verycommom：  
●Infictionofthethroatorairways．   

Commom：  

・Depression  

・ Feelingdizzy  

● Headache  

● Sorethroat  

● Blockedorstu勒nose  

● Dia汀hoea  

●‡tching  

・Backormusclepaln  

・Fee王ingtired  

Redness ofthe injection sitete 
・Innammationoftissueundertheskin．Thesignsincludewarmth，SWelling，rednessandpain・   

Umcommom：  

・Pain，SWelling，itching，hardness，bleeding，bmisingandirritationwheretheiniectionisglVen・   

Ifanyofthesideefftctsgetsserious，Orifyounoticeanysidee晩ctsnotlistedinthisleanet，Please  
tellyourdoctororphmacist・  

5．   HOWTOSTORESTELARA   

Keepoutofthereachandsightofchildren・   

Storeinare舟igerator（20Cp80C）・Donotfreeze・  

Keepthevialintheoutercartoninordertoprotectfiomlight・   

DonotshakeSTELARAvials．Proiongedvigorousshakingmaydamagpthemedicine・   

DonotuseSTELARA  

● A負ertheexpirydatewhichisstatedonthelabelandthecartona爺er“EXP，，・Theexpirydate   
reftrstothelastdayofthatmonth  

・Iftheliqu主disdiscoloured，CloudyoryoucanSeeOtherforeignparticlesnoatinginit（Seefurther   
section6’WhatSTELARAlookslikeandcontentsofthepack’）  

・Ifyouknow，Orthinkthatitmayhavebeenexposedtoextremetemperatures（SuChasaccidentally   
frozenorheated）  

・IftheproducthasbeenshakenvlgOrOuSly  
● Ifthesealisbroken．  

STELARAisforsingleuseonly．AnyunusedproductremalnlnginthevialandthesyrlngeShouldbe  
disposedof二   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste・Askyourpharmacisthowto  
disposeofmedicinesnolongerrequired・Thesemeasureswi11helptoprotecttheenvironment・  
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‘．   FURTHERINFORMATION  

WbatSTELARAcontaims  

・Theactivesubstanceisustekinumab．Eachvialcontains90mgustekinumab（90mginlml）・  

● Theotheringredientsaresucrose，L－histidine，L－histidinemonohydrochloridemonohydrate，   
POlysorbate80andwaterforirtjections．   

WhatSTELARAlookslikeandcontetLtSOfthepack  
STELARAisacleartoslightlyopalescent，COlourlesstolightyellowsolutionforiTtiection・The  
SOlutionmaycontainafbwsmalltranslucentorwhiteparticlesofprotein・ltissuppliedasacartOn  
packcontalnlnglsingle－dose，glass2mlvial．Eachvialcontains90mgustekinumabinlmlof  
SOlutionforirtjection．   

Marke伽唱AⅦtborkationⅥ01der  
Janssen－CilagIntemationalNV  
Tumhoutseweg 30 
2340 Beerse 

Belgium   

Ma血Ⅵ血ctⅦrer  

CentocorB．V．  

Einsteinweg 101 
2333CBLeiden  
TheNetherlands   

Foranyinformationaboutthismedicine，PleasecontactthelocalrepresentativeoftheMarketing  
Auth0risationHolder：  

LuxemboⅦrg／LtlXemburg  

JANSSEN－CILAGNV  
Roderveldlaan 1 
B－2600Berchem  
Belgique伯elgien  

Tel：＋3232805411   

Magyarors劫g  

JANSSEN－CILAGK爺．  

H－2045T6r6kb丘1int，T6Park  

Tel：＋3623－510－919  

Iklgi蓄膿el癖que／恥短ien  

JANSSEN－CILAGNV  
Roderveldlaan 1 
B－2600Berchem  
T卓1／Tel：＋323280541l  

Eも皿rapII兄  

Johnson＆Johnsond．0．0．  

B椚HeCnapⅨCo中朗，  

M∬叫OCT4，Crp叫a4，eTaX3  
Co如月1715  
TeJI．：＋35924899400   

Cesk畠repⅦblika  

JANSSEN－CILAGs．r．0，  

KarlaEngli孟e3201／6  

15000P一曲a5  

Cesk且republika  

Tel：＋420227012222  

Malta  

A．M．MangionLtd・  
Mangion Building 
Triq皇didafitriqVal1etta  
LuqaLQA6000  
Malta  

TEL：0035623976000／6412  

Nederland  

JANSSEN－CILAGB．V．  
Dr．PaulJanSSenWeg150  
5026RHTilburg  
Tel：＋31135S37373  

D4nmark  

JANSSEN－CILAGA／S  

Hammerbakken 19 
DK－3460Birker¢d  

T虻＋4545948282  

48  

b
 
「
、
d
U
n
l
』
M
．
一
一
馬
H
 
 

r
 
 

サ
ー
 
 
 



Norge  
JANSSEN－C王LAGA．S．  

Drammensveien 288 
NO－02830slo  
T妊十4724126500  

ijsterreich 
JANSSEN－CILAGPharmaGmbH  
Pね汀gaSSe75  

A－！232Wien  

Tel：＋43i610300  

Deutschland  

JANSSEN－C宣LAGGmbH  
Raiffeisenstrasse 8 
D－41470Neuss  
Tel：＋492i37－955－955  

Ees扇  

JansserトCilagPoIskaSp・ZO・0・  

Eesti重1iaal  

L66tsa2  
EE－11415Ta‖inn  

Teユ：＋3726177410  

El⊥丘∂α  

JANSSEN－CII，AG◎叩Pal（St）n画A．E．B．E．  

∧EO甲OPO⊆EIPf叩；56  

GR－i5121nE心Iq  

AOf叩  

丁重：＋30210614006i   

Espa鮎  

JANSSEN－CIIJAG，S．A．  

PaseodelasDoceEstrellas，5－7  

CampodelasNaciones  
E－28042Madrid  
Tel：＋34917228100  

France  

JANSSEN－CILAGS．A．  

1，rueCami11eDesmoulins  
TSA91003  
92787IssyLesMoulineaux  
Cedex 9 
T（宣l：OSOO2550750r＋33155004444  

Ireland  
JANSSEN－CILAGLtd．  

50qlOOHolmersFarmWay，  
HighWycombe，  
Buckinghamshire，HP124EG  
Tel：＋441494567567  

island 
JANSSEN－CIIJAG  
c／oVistorhf．  

H6rgat也n2  

IS－210Gar8abzer  
Simi：十3545357000  

Italia  
JANSSEN－CIIJAGSpA  
ViaM．Buonarroti，23  

l－20093ColognoMonzeseM王  

Tel：＋3902／2510．i  

PoIska  

JANSSEN－－｛二1LAG  

POLSKASp．zo．0．  

ul．1技ecka24  

02－135Warszawa  

Tel∴＋48222376000   

PortugaI  
JANSSEN－CILAGFARMACEUTICA，LDA．  
EstradaConsiglieriPedroso，69A  
QueluzdeBaixo  
P－2734－503Barcarena  

Tel：＋351214368835  

Rom盈nia  

Johnson＆Johnsorld．0．0．  

Str．Tipogra創ornr．11－15，  

CladireaS－Park，  

CorpA2，Etqj5  
013714Bucure！ti  
Tel：＋40212071800   

SloYemりa  

JohlSOn＆Johnsond．0．0．  

Smartinska 53 
Sト1000，りu叫ana  

Tel．＋38614011830  

Slovensk姦republika  

Johnson＆Johnson，S．ー．0．  

Plyn如enska7伯  

82478Bratislava  
Tel：＋421233552600  

Sl10mi／Finland  

JANSSEN－CILAGOY  
Vaisalantie／Vaisalav豆gen2  

Fト02130Espoo佗sbo  

Puh／Tel：＋358207531300  
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K血po⊆  

B叩V叩α⊆ⅩαT切花αVα両ち∧T8  

7Av8poKほol）⊆  

CY－10（iOAEUKOげiα  

T巾．：＋35722755214   

L訂h■ij8  

Janssen－CilagPoIskaSp．zo．0．  
創豆1eLaN再豆  

Matro乏uieJa15  

LV－1048，R屯a  
Tel：＋37167893561  

LietⅦVa  

UAB“Jolmson＆JohnsonM  
Gele羞inioVilkog．18A  
LT－08104Vilnius  
Tel：十37052786888  

Sverige  
JANSSEN－CILAGAB  
Box 7073 
19207Sollentuna  
Tel＋4686265000   

UnitedKillgdom  
JANSSEN－CILAGLtd．  

50－100HolmersFamWay，  

HighWycombe，  
BuckinghamShire，HP124EG  
Tel：＋4414945（i7567  

Thisleanetwaslastapprovedin（MM／YYYYi．  

DetailedinformationonthismedicineisavailableontheEuropeanMedicinesAgency（EMEA）web  
Site：蜘．   

＜－－－＿＿＿＿＿＿＿●＿●＿●＿＿‖＿＿＿＿＿＿＿＿叩＿＿－＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿●＿＿＿＿＿……＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿－＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿●＿＿＿川＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿  
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INSTRIJCTIONSFORAI）MINISTRATION   

Atthestartoftreatment，medicalornurslngStaffassistsyouwithyour石rst画ection．However．you  
andyourdoctormaydecidethatyoumaylrUeCtSTELARAyourself．1fthishappens，yOuwi］lget  

tTalnlngOnhowtolrUeCtSTELARA．TalktoyourdoctorifyouhaveanyquestionsaboutglVlng  
yourselfanirtiection．  
● DonotmixSTELARAwithotherliquidsfbriniection  
● DonotshakeSTELARAvials．Thisisbecausestrongshakingmaydamagethemedicine・Donot   

usethemedicineifithasbeenshakenstrongly．   

1．Check血emⅦmberorvialsamdpreparetbematerials：  
Taketheviai（S）outoftherefrigeratorandcheckthevial（S）tomakesure  

・thenumberofvialsandstrengthiscorrect  

OIfyourdoseis90mgyouwⅢgetone90mgvialofSTELARA・  
・itistherightmedicine  

・ithasnotpasseditsexpirydate  

● thevialisnotdamagedandthesealisnotbroken  
● thesolutionisnotdiscoloured，Cloudyorcontainsanyfbreignparticles  
● t壬1eSOlutionisnot打ozen．   

・Letthevialstandforabouthalfanhour．Thiswi11lettheliquidcometoacomfbrtabletemperature   
ぬー両ection・  

・Washyourhandsverywellwithsoapandwarmwater  
・Geteverythingtogetherthatyouneedandlayoutonacleansurface・Thisinciudesasynnge，   

needleandantiseptlCSWabs．  

2．CbooseatLdpreparetbeinjectionsite：  

Chooseaniniectionsite  
・STELARAisgivenbyiqiectionunderyourskin（subcutaneOusly）  
・Goodplacesfortheiniectionaretheupperthighoraroundthebelly（abdomen）atleast5cmawqy   

舟omthenavel（be11ybutton）  

・Ifpossible，donotuseareasofskinthatshowslgnSOfpsoriasis  
・1fsomeonewi1lassistinglVlngyOutheirtjection，thenheorshemayalsochoosetheupperarmS   

Orbuttocksasan1rt）eCtionsite．  

Preparetheirjectionsite  

・WipetheinjectionsiteontheskinwithanalcohoIswab  
・DonottouchthisareaagainbefbreglVlngtheiniection・  
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3・Preparethedose：  

● Takethecapoffthetopofthevial  

● Donotremovethestopper  
● CleanthestopperwithanantiseptlCSWab  
● Putthevialonan如Surhce．  

Removetheneedlecover  

● Donottouchtheneedleorlettheneedletouchanything  
● Pushtheneedlethroughtherubberstopper  
● Turnthevialandthesynngeupsidedown  
● Pullonthesynngeplungertofi11thesynngewiththeamOuntOfliquidinthevial  
●Itisimportantthattheneedleisalwaysintheliquid．Thisstopsairbubblesfbrmlnginthesynnge  

● Removetheneedle舟omthevial  

● HoldthesymngeWiththeneedlepointinguptoseeifithasanyairbubblesinside  
●・Ifthereareairbubbles，taPthesidegentlyuntiltheairbubblesgotothetopofthesynnge  

● Thenpresstheplumgeruntilalloftheair（butnoneoftheliquid）hasbeenremoved  
● DonotlaythesynngedownOra1lowtheneedletotouchanything．  
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4・Injecttbedose：  

● Gentlypinchthecleanedskinbetweenyourthumbandinde九重nger・Donotsqueezeittightly  

● Pushtheneedleintothepinchedskin  
● PushtheplungerwithyouTthumbasfhrasitwillgotolrUeCta呈loftheliquid・Pushitslowlyand   

evenly，keepingtheskingentlypinched  

● Whentheplungerispushedasfarasitwillgo，takeouttheneedleand電etgooftheskin  
● PressanantiseptlCSWaboverthe画ectionsiteforaftwsecondsaftertheirtiection．   

5．Disposa豊：  

● Usedsynngesandneedlesshouldbepiacedinapuncture－reSistantcontainer，1ikeasharps   
COntainer・Disposeofyoursharpscontaineraccordingtoyourlocalregulations  

● Emptyvials，antisepticwipes，andothersuppliescanbedisposedinyourgarbage・  
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