
5．2 Pharmacokimeticproper扇田   

Abso甲tion  

ThemediantimetoreachthemaximumserumCOnCentraIion（tmax）was8．5daysa氏erasingle90mg  

Subcutaneousadministrationinhealthysu句ects．ThemediantT．nXValuesofustekinumabfb1lowmga  
Singlesubcutaneousadministrationofeither45mgor90mginpatientswithpsoriasiswere  
COmpambletothoseobservedinhealthysu句ects・   

Theabsolutebioava亘1abilityofustekinumabfbllowingasinglesubcutaneousadministrationwas  
estimatedtobe57．2％inpatlentSWithpsoriasis．   

Distパbution  

Medianvolumeofdistributionduringtheterminalphase（Vz）fbllowingasingleintravenous  
administrationtopatientswithpsoriasisranged育om57to83mln（g・   

Metabolism  

Theexactmetabolicpathwayforustekinumabisunknown．   

Elimination  
MedianSyStemicclearance（CL）fbllowingasingleintravenousadministrationtopatientswith  
psoriasisranged倉oml・99to2・34ml／day／kg・Medianhalfllift（tl佗）ofustekinumabwas  
approximately3weeksinpatientswithpsoriasis，ranging丘om15to32daysacrossallpsonasis  
Studies・Inapopulationphamacokineticanalysis，theapparentCleぉ㌣Ce（CL／F）andapparentvolume  

ofdistribution（V／F）wereO．4651／dayzmdi5．71，reSpeCtlVely，inpatlentSwithpsoriasis．TheCLnof  
ustekinumabwasnotimpactedbygender・Populationphmacokineticanalysisshowedthattherewas  
atrendtowardsahighercleamnceofustekinumabinpatientswhotestedpositiveforantibodiesto  
ustekinumab．   

Dose linearitv 
Thesystemicexposureofustekinumab（CmaxandAUC）increasedinanapproximatelydose－  
proportionatmamera負erasingleintravenousadministrationatdosesranging丘omO・09mgkgto  
4．5mgkgorfollowingasinglesubcutaneOuSadministrationatdosesrangingfromapproximately  
24mgto240mginpatientswithpsoriasis・   

Sindedosevs．multiDledoses  
Serdmconcentration－timepromesofustekinumabweregenerallypredictablea鮎rsingleormultiple  

subcutan印uSdoseadministrations．Steady－StateSerumCOnCentrationsofustekinumabwereachieved  
byWeek28aiterinitialsubcutaneOusdosesatWeeksOand4fo1lowedbydosesevery12weeks・The  
mediansteady－StatetrOughconcentrationranged丘omO．21pg／mltoO．26pg／ml（45mg）andfrom  
O．47巨g／mltoO．49pg／mi（90mg）．TherewasnoapparentaccumulationinserumuStekinumab  
COnCentratiohovertimewhenglVenSubcut弧eOuSlyevery12weeks・   

1mDaCtOfweiEhtonDharmacokinetics  
Inapopulationphamacokineticanalysis，bodyweightwasfoundtobethemostsign摘cantcovariate  
a飽ctingtheclear弧CeOfustekinumab．ThemedianCL／Finpatientswithweight＞100kgwas  
approximately55％highercomparedtopatientswithweight≦100kg・ThemedianV／Finpatients  
withweight＞100kgwasapproximately37％higherascomparedtopatientswithweight≦100kg・  
ThemediantroughserumCOnCenhtiorrsofustekinumabinpatientswithhigherweight（＞100kg）in  
the90mggroupwerecomparabletothoseinpatientswithlowerweight（≦100kg）inthe45mg  

grOup・   

Specialpop山ations  

Nopharmacokinetic血taareavai1ableinpatientswithimpairedrenalorhepaticfunction・  
NospeCificstudieshavebeenconductedinelderlypatients・   

1nthepopulationphamacokineticanalysis，therewerenoindicationsofane飴ctoftobaccoor  
alcoholonthepharmacokineticsofustekinurnab・  
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5．3 Preclinicalsa鮎けdata   

Non－Clinicaldatarevealnospecialhazard（e．g．organtoxicity）forhumansbasedonstudiesof  
repeated－dosetoxicityanddevelopmentalandreproductivetoxicity，includingsafttyphamacology  
evaluations．Indevelopmentalandreproductivetoxicitystudiesincynomolgusmonkeys，neither  
adverseef托ctsonmalefbrtilityindicesnorbirthdefbctsordevelopmentaltoxicitywereobserved・No  
adversee能ctsonftmaleftrtilityindiceswereobservedusingananalogousantibodytoIL－12／23in  
mlCe．   

Doselevelsinanimalstudieswereuptoapproximately45－fbldhigherthanthehighestequlValent  
doseintendedtobeadministeredtopsoriasispatientsandresultedinpeakserumconcentrationsin  
monkeysthatweremorethan100－fbldhigherthanobservedinhumanS・   

CarCinogenicitystudieswerenotperfbrmedwithustekinumal）duetothelackofappropriatemodels  
foranantibodywithnocross－reaCtivitytorodentIL－12／23p40・  

6． PHARMACEUTICALPARTICULARS   

6．1 Listofexcipients   

Sucrose  

L－histidine  

L－histidinemonohydrochloridemonohydrate  
Polyso止戚e80  

WaterforiTtjections   

‘・2 Intomp如ibilities   

lntheabsenceofcompatibilitystudies，thismedicinalproductmustnotbemixedwithothermedicinal  
products．   

‘．3 ShelIlifb  

12months   

6．4 Specialprecatltionsforstorage   

Storeinare丘igerator（20C－80C）．Donotfteeze．  
Keepthevialintheoutercartoninordertoprotect丘omlight・   

6．5  Natureandcontentsofcontainer   

STELARAissuppliedeLSaSterilesolutioninasingle－usetypeIgla5S2mivialclosedwithacoated  
buty1rubberstopper．STELARAisavailal）1einalvialpack．   

6．6  Specialprecautionsbrdi＄POSalandotberhandling   

ThesolutionintheSTELARAvialshouldnotbeshaken．ThesolutionshouldbevisuallyinspeCtedfor  
particulatematterordiscolorationpriortosubcutaneOuSadministration・Thesolutionisclearto  
Slightlyopalescent，COIourlesstolightyellowandmaycontainafヒwsmalltranSlucentorwhite  
particlesofprotein・ThisappearanCeisnotunusualforproteinaceoussolutions・Theproductshould  
notbeusedifthesolutionisdiscolouredorcloudy，Orifforeignparticulatematterispresent・Before  
administration，STELARAshouldbeallowedtoreachacomfortabletemparatureforiTtjection  
（approximatelyhalfanhour）．STELARAdoesnotcontainpreservatives；therefbreanyunusedproduct  
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remammginthevialandthesyrlngeShouldnotbeused．Detailedinstructionsfbruseareprovidedin  
thepackageleanet．   

AnyunusedproductorwastematerialshouldbedisposedofinaccordancewithlocalrequlrementS・  

7．  MARKETINGAUTHORISATIONHOLDER   

Janssen－CilaglnternationalNV  
Tumho山SeWeg30  
2340 Beerse 

Belgium  

8． MARXETINGAUTHORISATIONNUMBER（S）  

9． DATEOFFIRSTAUTHORISATION／RENEWALOFTHEAUTHORISATION  

10． DATEOFREVISION OFTHETEXT  

DetailedinfbrmationonthismedicinalproductisavailableonthewebsiteoftheEuropeanMedicines  
Agency（EMEA）http：／／www．emea．europa．eu／  
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ANNEXII   

A．  MANtJFACTtJREROFTHEBIOLOGICALACTIVE  
SUBSTANCEANDMAⅣUFACTURmGAtJTl10RISATION  
EOLDERRESPONSIBLEFORBATCHRELEASE   

ll．CONDITIONSOFTⅡEMARKETINGAtJTHORISATION  
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A． MANUFACTUREROFTHEB10LOGICALACTⅣESUBSTANCEAND  

MANUFACTURINGAUTHORISATIONHOLDERRESPONS王BLEFOR8ATCH  
RELEASE  

Manufactureroftheactivesubstance  

CentocorBiologics，LLC  
4777LeBourgetDrive  
St．Louis，MO63i34  

USA   Name抑e   
CerltOCOrBV  
Einsteinweg 10I 
NL－2333CBLeiden  
TheNetherlands  

B． CONDITIONSOFTHEMARKETINGAUTHORISATION   

● CONDITIONSORRESTRICTIONSREGARDINGSUPPLYANDUSEIMPOSEDON  
THEMARKETINGAUTHORISATIONHOLDER   

Medicinalproductsu句ecttorestrictedmedicalprescription（SeeAnnexl：SummaryofProduct  

Characteristics，Section4．2）．   

● CONDITIONSORRESTR（CTIONSWITIIREGARDTOTIIESAFEAND  
EFFECTIVEtJSEOFTtIEMEDICINALPRODUCT   

TheMarketingauthorisationHolder（MAH）shal1ensurethat，atlaunch，al1healthcareproftssionals  

Whoareexperiencedtoprescribe／useStelaraareprovidedwitheducationalmaterialscontalnlngthe  

bllowlng：   

TheobjectivesofthisHealthCareProfbssionaleducationalprogramwi11befbcusedon：  
・   LocalGuidancefbrTBscreening（Seedra航materialsinRMPAppendixl）・  

Thepotentialriskswi11bethefocusOfthisEM  
Seri0usinfectionsincludingsalmonella，TB，andnon－tuberculousmycobacterialinftctions－  

Malignancies   

Patientinformationpackwi11befbcusedon：  
Potentialrisks／sideefftctsasdescribedinthePatientInfbrmationSheet．  

・   Seri0usinfbctions，includingsalmonellainf己ctions，TB，andnon－tuberculousmycobacterial  

in臨ctions．  

・   Malignancies   

・   Appropnatetechniquesfbradministrationofustekinumab・   

● OTIIERCOⅣDITIONS   

朗αr〝7αCOVなfね〝Cg甲ナビ椚  

TheMAHmustensurethatthesystemofphmacovigi1anCe，aSdescribedinversionOO2presentedin  
Modulel・8・1・OftheMarketingAuthorisatjonApp】ication，isinplaceandfunctioningbeforeand  
Whilsttheproductisonthemarket・  
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月由烏A血刀曙e椚g〝げね〝  

TheMAHcommitstoperfbrmlngthestudiesandadditionalpharmacovigi1anCeaCtivitiesdetai1edin  
thePhamacovigi1ancePlan，aSagreedinversionl．60ftheRiskMan喝ementPlan（RMP）presented  
inModufel．8．2．oftheMarketingAuthorisationApplicationandanysubsequentupdatesoftheRMP  
agreed by the CHMP. 

AspertheCHMPGuidelineonRiskManagementSystemsfbrmedicinalproductsfbrhumanuse，the  
updatedRMPshouldbesubmittedatthesametimeasthenextPeriodicSafttyUpdateReport  
（PSUR）．   

lnaddition，anupdatedRMPshouldbesubmitted   
●WhennewinfbrmationisreceiYedthatmqyimpactonthecurrentSafetySpeC摘cation，  
PharmaCOvigilancePlanorriskminimisationactivities   

・Within60daysofanimportant（PharmacovigilanCeOrriskminimisation）milestonebeing  
reached   

・AttherequestoftheEMEA  
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ANNEXIII   

LABELLINGANDPACKAGELEAFLET  
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A．LA8ELLING   

▼
封
 
 



PARTICtJLARSTOAPPEARONTHEOUTERPACKAGING   

VIALCARTONTEXT（45mg）  

THE MED［CINALPRODUCT  

STELARA45mgsolut主onfbr叫ection  
ustekinumab  

OFACTIVESUBSTANCE（S）  

Eachvialcontains45mgofustekinumabinO．5ml．  

3． LISTOFEXCIPIENTS  

Excipients：Sucrose，L－histidine，L－histidinemonohydrochioridemonohydrate，pOlysorbate80，Water  
forirtiections．  

4． PHARMACEUTICALFORMANDCONTENTS  

Solutionfbriqjection  
45mg／0．5m1  
1 vial 

5・ METHODANDROUTE（S）OFADMINISTRATION  
Donotshake．  
SubcutaneOuSu革e  

Readthepackageleanetbefbreuse．  

6． SPECIALWARNmGTHATTHEMEDICINALPRODUCTMtTSTBESTOREDOUT  
OFTIIEREACHANDSIGHTOFCIIILDREN  

Keepoutofthereachandsightofchildren．  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

8． EXPIRYDATE  

9． SPECIALSTORAGECONDITIONS  

Storeinare＆igerator．  

Donot倉eeze．  

Keepthevialintheoutercartoninordertoprotect打omlight．  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPRODUCTS  
ORWASTEMATERIALSDERIVEDFROMSUCHMEDICrNALPRODtJCTS，If  
APPROPRIATE  
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11．  NAMEANDADDRESSOFTHEMAR＿KETINGAUTHORISATIONHOLDER  

Janssen－CilagIntemationalNV  
Turnhoutseweg30  
2340 Beerse 

Belgium  

12． MARKETINGAUTHORISATIONNUMBER（S）  

13．  BATCⅡNU■MRER  

Lot  

14．  GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu切ecttomedicalprescrlPt10n・  

15． INSTRUCTIONSONUSE  

1后． IN曹ORMATIONINおRAmLE  

STELARA45mg  
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TOAPPEARONSMALLIMMEDIATEPACKAGINGUNITS  

VIAl・LABELTEXT（45mg）  

1．  NAMEOFTHEMEDICINALPRODUCTANDROUTE（S）OFADMINISTRATION  

STELARA45mgsoiutionfbriniection  
ustekinumab  
SC  

2．   METHODOFAI）MINISTRATION  

3．   EXPLRY DATE 

4．   BATCHNUM＄ER  

Lot  

5．   CONTENTSBYWEIGI壬T，BYVOLtJMEORBYUNIT  

45mg／0．5ml  

6．   OTIIER  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGING   

VIALCARTONTEXT（90mg）  

l． NAMEOFTIIEMEDICINALPRODUCT  

STELARA90mgsolutionforirtjection  
ustekinumab  

2． STATEMENTOFACTIVESUBSTANCE（S）  

Eachvialcontains90mgofustekinumabinlml．  

3． LISTOFEXCIPIENTS  

Excipients：Sucrose，L－histidine，L－histidinemonohydrochloridemonohydrate，pOlysorbate80，Water  
foriqjections．  

4． PIIARMACEUTICALFORMANDCONTENTS  

Solution for injection 
90mg／lml  
1 vial 

5． METHODANDROUTE（S）OFADMIMSTRATION  

Donotshake．  
Subcutaneous use 
Readthepackageleanetbeforeuse．  

6． SPECIALWARNINGTHATTf［EMEDICmALPRODUCTA4tJSTBESTOREDOtJT  

OFTHEREACHANDSIGIITOFCHILDREN  

Keepoutofthereachandsightofchildren．  

7． OTⅡERSPECIALWAJtNmG（S），IFNECESSARY  

8． EXPmYI〉ATE  

9． SPECIAl．STORAGECONDITIONS  

Storeinare舟igerator，  
Donot舟eeze．  

Keepthevialintheoutercartoninordertoprotect舟omlight．  

10．  SPECIALPRECAUTIONSFORDISPOSALOFtJNtJSEDMEDICINALPRODUCTS  
ORWASTEMATERIALSDERmDFROMStJCIIMEDICINALPRODtJCTS，IF  
APPROPRIATE  
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1l．  NAMEANDADDRESSOFTHEMARKETINGAtJTHORISAT10NHOLDER  

Janssen－CilagIntemationalNV  
Turnhoutseweg 30 
2340 Beerse 

Be丑gium  

12．1ⅦARKETINGAUTHORISA耶0ⅣNUM方ER（S）  

13．  丑ATCENtJMBER  

CLASSIFIeATEON FOR SUPPLY 

Medicinalproductsubjecttomedica王prescrlptlOn．  

15． INSTRUCTIONSONUSE  

1‘． INFORMATIONINBRAILLE  

STELARA90mg  
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MINIMUMPARTICIJLARSTOAPPEARONSMALLIMMEDIATEPACKAGINGtJNITS   

VIALLABELTEXT（90mg）  

1．  NAMEOFTHEMEDICINALPRODUCTANDROtJTE（S）OFADMINISTRATION  

STELARA90mgsolutionforirtiection  
ustekinumab  
SC  

2．   METEODOFADMINISTRAT10N  

3．   EXPmYDATE  

4．   BATCHmもER  

5．   CONTEmSI事YWEIGHT，BYVOLUMEORI‡Yl桝IT  

90mg／lml  

后．   OTIIER  

T
・
 
 
 



B・PACKAGELEAFLET  
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PACKAGELEAFLET：INFORMATIONFORTHEUSER  

STELARA45mgsolution伽rinjection  
Ustekinumab   

ReadauofthisleafIetcarefu11ybeforeyoustartusingthismedicine・  
Keepthisleanet．Youmayneedtoreaditagaln・   
1fyouhaveanyfurtherquestions，aSkyourdoctororpharmacist・  
Thismedicinehasbeenprescribedfbryou・Donotpassitontoothers・Itmayharmthem，eVen   
iftheirsymptomsarethesameasyours・   
Ifanyofthesidee能ctsgetsserious，Orifyounoticeanysidee蝕ctsnotlistedinthisleanet，  
pleasetellyourdoctororphamacist・   

Inth誌1ea爪et：  

1．   WhatSTELARAisandwhatitisusedfor  
2．  BeforeyouuseSTELARA  
3．   HowtouseSTELARA  

4．   Possiblesidee能cts  
5． HowtostoreSTELARA  

6． Furtherinformation  

1．   ⅦATSTELARAISANDWHATITISUSEDFOR   

STELARAbelongstoagroupofmedicinescal1edimmunosuppressants（medicinesthatinhibityour  
immunesystem）．STELARAcontainstheactivesubstanCeuStekinumab，amOnOClonalantibody・   

STELARAisusedtotreatmoderatetosevereplaquepsoriasisinpatientswhocamotuseordidnot  
respondtoothermedicinesandphototherapy・Thisdiseasecausesinnanmationofskinandnai1s・  
STELARAwil）reducetheinflammationandothersignsofthedisease・  

2．   BEFOREYOtJtJSESTELARA  

DonotuseSTELAR＾  

・IfyouaTeallergic（hypersensitive）toustekinumabortoanyOftheotheringredientsofSTELARA   
（listedinsection6‘WhatSTELARAcontains’）・  

・lfyouhaveanactiveinfectionwhichyourdoctorconsidersimportant（Seealsobelow’Take   
SPeCialcarewithSTELARA’）・   

IfyouarenotsureifanyOftheaboveappliestoyou，talktoyourdoctororpharmacistbeforeus1ng  
STELARA．  
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Takespecia量carewitbSTELARA  
Yourdoctorwi11assessyourhealthbeforetreatment．MakesureyouteHyourdoctoraboutany主uness  
youhave，CheckwithyourdoctorbefbreusingSTELARAifyouhave：  
● Infbctions   

O Youmusttcllyourdoctorifyouhaveamykindofin触tion  
STELARAmaymakeyoulessableto重ghtinftctions．Someinftctionscouldalsobecome  

SenOuS．   

0 TellyouTdoctorifyotlhaveanyslgnSOfinfbction，eVenifitisveryminor．SignsmaylnClude  
fbver，ftelingtired．cough，flu－1ikesymptoms，diarrhoea，denta呈problemsandburnlngWhen  
urinatlng．Ifyouarenotsure，talktoyourdoctorstraightaway   

01tisparticularlytmportanttotellyourdoctorifyouhaveaninfヒctiontha‡wi1lnotgoawayor  
keepscomingback   

O Tellyourdoctorifyouhaveanyopencutsorsores－theymightgetinftcted・  

O Tuberculosis（TB）  

－ Tellyourdoctorifyouhavehadtuberculosis．AIsotel‖1imorherifyouhaverecently  
beennearanyonewhomighthavetubercuJosis  

－ Yourdoctorwillexamineyoufbrtuberculosisandperfonnatesttoseeifyouhave  
tuberculosis，befbreyouareglVenSTELARA  

．1fyourdoctorthinksthatyouareatriskoftubercuIosis，yOumaybegivenmedicinesfbr  
tuberculosis．Thiswi11bebefbreyoubegintreatmentwithSTELARA，andduring  
treatmeTltWithSTELARA．   

・Cancer．lmmunosuppressantslikeSTELARAdecreasetheactivityoftheimmunesystem・This   
mayincreasetheriskofcancer．Tellyourdoctorifyouhaveeverhadanytypeofcancer・   

・ VaccitLations．Tellyourdoctorifyouhaverecent）yhadoraregolngtOhaveavaccine．   

・Othertherapiesforpsoriasis．TellyourdoctorifyouarerecelVlnganyOtherimmunosuppressant   
Orphototherapy（WhenyourbodyistreatedwithspeC漬cultraviolet（UV）1ight）whileusきng   

STELARA，Whichmayalsodecreasetheactivityofyourimmunesystem．ThecombinatlOnOf   
thesetherapieshasnotbeeninvestigatedanditmaylnCreaSetheriskofdiseasesrelatedtoa   
Weakenedimmunesystem．   

tfyouarenotsureifanyoftheaboveappliestoyou，talktoyourdoctororpharmacistbeforeuslng  
STELARA．   

Usi皿gOtbermedicines  

PleaseteJlyourdoctororphamacjstifyouaretakingorhaverecentlytakenanyothermedicines，  
includingmedicinesobtainedwithoutaprescnpt10n．   

YoushouldnotbegivencertaintypesofvaccineswhileontreatmentwithSTELARA．   

P托卯a皿Cy沌dbreasト鮎eding  
TalktoyourdoctorbeforeusingSTELARA：  
・IfyouarepregnantorareplannlngtObecomepregnantwhileusingSTELARA．Theefftctsofthis   

medicineinpregnantwomenarenotknown．Ifyouareawomanofchildbearingpotentiai，yOuare   
advisedtoavoidbecomlngPregnantandmustuSeadequatecontraceptlOnWhileusingSTELARA  
andfbratleast15weeksa允erthelastSTELARAtreatmer）t．  

・tfyouarebreast－ftedingorifyouplantObreast－ftedwhileusingSTELARA．Yourdoctorwill   
decidewhetheryoushouldusethismedicine．   

Drivingandusingmachines  
LtisnotknownifSTELARAcana飽cttheabilitytodriveorusemachines．  

35   



3．   HOW TO USE STELARA 

AIwaysuseSTELARAexactlyasyourdoctorhastoldyou．Youshouldcheckwithyourdoctqrifyou  
arenotsure．Makesureyoudiscusswithy（山rdoctorwhenyouwi11haveyourlqeCtionsandyour  
fo1low－uPappOintments・   

HowmuchSTELARAisgIYen  
● Yourdoctorwi11decidehowmuchSTELARAyouneedandfbrhowlong  
。Thismaydependonyourweight  
・Theusualstattingdoseis45mgustekinumab．Afterthestartingdose，yOuwi11receivethenext   

dose4weeksIater，andthenevery12weeks  

・PatientswhoweighmorethanlOOkgmaybegiven90mglnSteadof45mg．  

Childrenandadolescemts（umderl＄yea門）   
STELARAisnotrecommendedfbrchildrenandadolescents（under18yearsold）becauseithas   
notbeenstudiedinthisagegroup．   

HowSTELARAis騨Vem  
・STELARAisgivenbyiQiectionunderyourskin（SubcutaneOusly）  
・Atthestart，medicalornursingstaffmayirtiectSTELARA．However，yOuandyourdoctormay   

decidethatyoumayiQiectSTELARAyourself二Inthiscaseyouwi11gettrainingonhowto呵ect   
STELARAyoursel£  

TalktoyourdoctorifyouhaveanyquestionsabolrtgivingyourselfaJliqiection．Seebelowinsection  
‘InstruCtionsforadministration’fbrfurtherinformationabouthowtoiniectSTELARA．   

1fyot［uSemOreSTELARAthaJlyOtI＄hould  
IfyouhaveusedorbeengiventoomuchSTELARA，talktoadoctororphamaciststraightaway・  
AIwayshavetheoutercartonofthemedicinewithyou，eVenifitisempty．   

Ily刷如曙ettOtlSeSTELARA  
lfyouforgetadose，COntaCtyOurdoctororpharmacist・Donottakeadoubledosetomakeupfora  
伽rgo恍endose．   

IfyotIStOPtLSitLgSTELARA  
ItisnotdangerOuStOStOp uSingSTELARA．However，thesymptomsforwhich STELARA was  
presiribedmaycomeback．   

IfyouhaveanyfurtherquestionsontheuseOfthismedicine，aSkyourdoctororpharmacist・  

4．   POSSIJ）LESIDEEFFECTS   

Likeal1medicines，STELARAcancausesidee飴cts，althoughnoteverybodygetsthem・  
Mostsidee晩ctsaremildtomoderate．However，SOmepatientsmayexperlenCeSerioussidee飽cts  
andmayrequlretreatment．   

TeIlyourdoctorstraightawayifyounoticeanyofthefol）0wingserioussideefFbcts－yOtImay  
血edⅦrge山mdiealtreatlne皿t：   

● SignsofaAallerglCreaCtionsuchasswellingofthe血ce，lips，mOuthorthroatwhichmaymake   
itdi餓culttoswalloworbreathe；Skinrash；hives；SWellingofthehands，ftetorankles  

● Sipsofinfec鱒JI（indudiJlgbberctLlosis）suchasfever，飴elingtiredorshortofbreath，COugh   

Whichwillnotgoaway，nu－1ikesymptoms，nightsweats，diarrhoea，WOunds，dentalproblemsand   

bumingwhenurinating．   

Sidee庁bctsmayoccurwithcertain舟equencies，Whicharedefinedasfbllows：  

● VeryCOmmOn：afftctsmorethanluserin10  
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o common：afftctslto10usersin100  

● unCOmmOn：afEbctslto10usersinl．000  

0 rare：a晩ctslto10usersinlO，000  
・ Veryrare：afftctslessthaniuserinlO，000  

・nOtknown：倉equencycannotbeestimatedfナomtheavailabledata・   

Thefbl電owmgsideeffectshavebeenobservedwithSTELARA：   

Verycommon：  
0lnftctionofthethroatorairways．   

Commom：  

・ Depression  

。 Feelingdizzy  

● Headache  

● Sorethroat  

・ Blockedorstuffynose  

● Diarrhoea  

●Itching  
● Backormusclepaln  
● Feelingtired  
・ Rednessofthe呵ectionsite  

・Innammationoftissueundertheskin．Thesignsincludewarmth，SWelling，rednessandpain・   

Uneommom：  

・Pain，SWelling，itching，hardness，bleeding，bmisingandi汀itationwheretheirjectionisglVen・   

1faJlyOfthesidee飽ctsgetsserious，Orifyounoticeanysideefftctsnotlistedinthisleaflet，please  
te11yourdoctororpharmacist．  

5．   HOWTOSTORESTELARA   

Keepoutofthereachandsightofchildren・   

Storeinare育igerator（2OC－8OC）．Donot倉eeze・  
Keepthevialintheoutercartoninordertoprotect倉omlight・   

DonotshakeSTELARAvials．Prolongedvigorousshakingmaydamagethemedicine・   

DotLOtuSeSTELARA  

● A食ertheexpirydatewhichisstatedonthelabelandthecartona食er砧EXP”・Theexpirydate   
referstothelastdayofthatmonth  

・Iftheliquidisdiscoloured，Cloudyoryoucanseeotherfbreignparticles幻oatinginit（Seefurther   
section6’WhatSTELARAlookslikeandcontentsofthepack’）  

・Ifyouknow，Orthinkthatitmayhavebeenexposedtoextremetemperatures（SuChasaccidental1y   

丘ozenorheated）  

・IftheproducthasbeenshakenvlgOrOus1y  

● Ifthesealisbroken．  

STELARAisfbrsingleuseonly・AnyunusedproductremalnlnginthevialandthesyrlngeShouldbe  
disposedof二   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste・Askyourpharmacisthowto  

disposeofmedicinesnolongerrequired・Thesemeasureswillhelptoprotecttheenvironment・  
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