
肋Jαゐoノブ∬〝  

FebuxostatisextensivelymetabolizedbycoI如gationviauridinediphosphate  
glucuronosyltranSfbrase（UDPGT）en野meSyStemandoxidationviathecytochromeP450  
（CYP）system．Fourpharmacologicallyacdvehydroxylmetaboliteshavebeeniden憾ed，Of  

V＾ichthreeoccurinplasmaofhumanS．1nvitrostudieswithhuman1ivermicrosomesshowed  

thatthoseoxidativemetaboliteswereformedprimari1ybyCYPIAl，CYPIA2，  

CYP2C80rCYP2C9andfbbuxostatglucuronidewasformedmainlybyUGTIAl，1A8，and  

lA9  

βJメ椚加α〟0〃  

Febuxostatiseliminatedbybothhepaticandrenalpathways．Followingan80mgoraldoseof 14 
c－1abeledfbbuxostat，aPprOXimately49％ofthedosewasrecoveredintheurineas  

umChangedfebuxostat（3％），theaqYlglucuronideoftheactivesubstanCe（30％），itskn0Ⅵm  

OXidadvemetabolitesandtheircortjugates（13％），andotherunknownmetabolites（3％）．In  

additiontotheurinaryexcretion，aPPrOmiely45％ofthedoseTaSreCOVeredinthefaeces  

astheunChangedfbbuxostat（12％），theacylglucuronideoftheactlVeSubstanCe（1％），its  

kn0wnOXidadvemetabolitesandtheirco両ugates（25％），andotherunknownmetabolites  

（700）．   

St）eCialTX）Dulabons  

月g〃αJ加明解cfe〃α  

Followingmuldpledosesof80mgofADEⅣ皿Cinpatientswithmi1d，mOderateorsevere  

renalinsufnciency，theCmaxoffbbuxostatdidnotchange，rela仕vetosubjectswithnormal  

renalfunction．ThemeantOtalAUCoffbbuxostatincreasedbyapproximate吋1．8－fold丘om  

7．5pB・h／miinthenormalrenalfunctiongroupto13．2pg．h／miinthesevererenaldysfunction  

group・TheCmⅨandAUCofactivemetabohtesやCreaSedupto2－and4－fo1d，reSPeCtively・  

However，nOdosea句ustmentisnecessarylnpatlentSwithmildormoderaterenal  
1mpalrment．   

榊cf明Pα加乃e〝J  

Fo1lowingmultipledosesof80mgofADENURICinpatientswithmi1d（Child－PughClass  
A）ormoderate（Child－PughClassB）hepaticimpairment，theCnaxandAUCoffbbuxostat  
anditsmetabolitesdidnotchangeSignincantレcomparedtosubiectswithnormalhepatic  
function．Nostudieshavebeenconductedinpatientswithseverehepaticimpairment（Child－  

PughCla5SC）．   

dge  
TherewerenoslgnificantChangeSObservedinAUCoffebuxostatoritsmetabolitesfo1loⅦng  
multipleoraldosesofADENUNCinelderlyascomparedtoyoungerhealthysubjects．   

Ge〃（おr  

Fo1lowingmultipleoraldosesofADENURIC，theCmaxandAUCwere24％and12％higher  

infemalesthaninmales，reSpeCtively．However，Weight－COrreCtedCmaxandAUCwere  

Simi1arbetweenthegenders．Nodosea句ustmentisneededbasedongender．   

5．3 Preclinicalsa簸けdata   

Ef粘ctsinnon－Clinicalstudiesweregeneral1yobservedatexposuresinexcessofthe  

mimumhumexposure．   

〔bⅣブ〃Oge〝e∫ね，椚〟ぬge〃e∫れf〝甲αfme乃J琳血／砂  

25   



hmalerats，aStatistical1ysigni鮎antincreaseinTinrybladdertumOurS（tranSitionalcell  

papillomaandcarcindma）wasfoundonlyinassoclatlOnwithxanthinecalculiinthehigh  
dosegroup，ataPprOXimatelylldmeshumaneXpOSure．TherewasnoslgnificBLntincreasein  
anyothertumourtypeineithermaleorfbmaiemiceorrats．Thesefindingsareconsidereda  
COnSequenCeOfspecie？SpeCificpurinemetabolismandurinecompositionandofnorelevanCe  

toclinicaluse．   

AstandardbatteryoftestforgenotoxicitydidnotrevealanybiologicallyrelevantgenOtOXic  
effbctsforfebuxostat，   

Febuxostatatoraldosesupto48mgn（g／daywasfoundtohavenoef艶ctonferdlityand  
reproductiveperformanCeOfmaleandfemalerats．   

Therewasnoevidenceofimpairedfertility，teratOgenice蝕cts，OrharmtOthefoetusdueto  

fehⅨOStat・TherewashighdosematernalやCityaccompaniedbyareductioninweaning  
indexandreduceddwelopmentofo蝕pringlnratSataPPrOXima士eレ4．3timeshuman  

exposure．Teratologystudies，PerformedinpregnantratSatapprOXimateレ4．3timesand  

pregnantrdbbitsatapproximately13dmeshumanexposuredidnotrevealanyteratogenic  
e蝕cts．  

6． PHARMACEtJTICALPARTICtJLARS 

6．1Listo†敗亡ipients   

拗ねJcore  

Lactose monohydrate 
Microcrystalline cellulose 
Magnesium stearate 
IbTdroxypropylcellulose  
Croscamelloseso血um  

Silica，COlloidalhydrated   

乃鋸狛m血喝  

OpadryII，Yellow，85F42129containing：  

PolyⅥnyldcohoI  
Titaniumdioxide（E171）  

Macrogols 3350 
Talc  
Ironoxideyellow（E172）   

6．2Imcompatibilities   

Not叩plicめ1e．   

6．3 Shelrlifb   

2years   

6．4 Specialprecautionsbrstorage   

ThismedicinalproductdoesnotrequlreanySpeCialstoragecondition．  
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6．5 Natureamdco山一entsorcontaimer   

Clear（Aclar〃VC／Aluminium）blisterof14tablets．   

ADENUⅢC120mglSaVai1ableinpacksizesof28amd84別m－COatedtablets．   

Notal1packsizesmaybemarketed．   

6．6 Specialprecau伽nsIbrdi叩OSal   

Nospecialrequrements．   

7． h4ARKETINGAUTHORISATIONHOLDER   

IpsenManufacturingIrelandLtd（m瓜L）  
BlanChardstownIndustrialPark  
Snugboro Road 
Dublin 15 
Ireland   

8． MARKETINGAUTHORISATIONNUMBER（S）   

9． DATEOFFmSTAUTHORISATION／RENEWALOFTHEAUTHORISATION   

lO． DATEOFREVISIONOFTHETEXT  

Detai1edinformationonthisproductisavai1al）leonthewebsiteoftheEuropeanMedicines  

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

27   



ANNEXII  

A．AtJTHORISATIONHOLDERRESPONSIBLEFOR  

BATCHRELEASE   

B．  CONDITIONSOFTHEMARKETING  

AUTIIORISATION  
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A． MANUFACTURINGAtJTHORISATIONHOLI）ERRESPONSIBLEFOR  

BATCHRELEASE   

Nameandaddressofthemanufacturer（slresDOnSibleforbatchrelease  

Patheon France 

40BoulevarddeChamparet  
FR－38300BourgoinKdlieu  
FranCe  

B． CONDITIONSOFTHEMARKETmGAUTHORISATION  

● CONDITIONSORRESTRICTIONSREGARDINGSUPPLYANDUSEIMPOSED  
ONTHEMARKETINGAUTHOR［SATIONHOLDER   

MedicinalproductsubjecttomedicalprescnptlOn・   

● CONDITIONSORRESTRICrIONSWITHREGARDTOTHESAFEAND  
EFFECrIVEUSEOFTHEMEDICINAl．PRODUCT   

Notapplicable   

● OTHERCONDITIONS   

タカα珊αCOVfg〟α〃Ceサ∫Je椚  

TheMAHmustensurethatthesystemofpharmaCOVigilanCe，aSdescribedinversion2・O  
presentedinModulel．8．1．oftheMarkedngAuthorisationApplication，isinplaceand  
且mctionlngbeforeandwhilsttheproductisonthemarket・  

月ね烏丸血〃αgg椚e〃Jタね刀  

TheMAHcomitstoperforrmngthestudiesandaddidonalphamacovigilanCeaCtivities  
detai1edinthePharmaCOvigilanCePlan，aSagreedinversion2．0（19February2008）ofthe  

RiskManagementPlan（RMP）presentedinModulel・8・2・OftheMarke血gAuth0risation  

ApplicationandanysubsequentupdatesoftheRMPagreedbytheCHMP・   

AspertheCHMPGuidelineonRiskManagementSystemsformedicinalproductsforhuman  
use，theupdatedRMPshouldbesubmittedatthesametimeasthenextPeriodicSaftty  
UpdateReport（PSUR）．   

Inaddidon，anuPdatedRMPshouldbesubmitted   
・WhennewinformationisreceivedthatmayimpactonthecurrentSafetySpecincadon，  

PharmaCOⅥgilanCePlanOrriskminimisationactivities   

・Within60daysofanimportant（pharmaCOVigilanCeOrriskminimisation）mi1estone  

beingreached   
・AttherequestoftheEMEA  
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ANNEXIII  

uBELLINGANDPACXAGELEAFLET  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGmG  
OUTER CARTON 

1． NAMEOFTHEMEDICINALPRODtJCT  

ADENUⅢC80mg丘1m－COatedtablets  
Febuxostat  

2． STATEMENTOFACTIVESUBSTANCE  

Eachtd）1etcontains80m  fbbuxost如．  

3． LISTOFEXCIPIENTS  

Alsocontainslactosemonohydrate．  
Seethepackageleafletforfurtherinform如ion．  

4． PHARMACEUTICALFORMANDCONTENTS  

28負1m－COatedtablets  

5． METHOI）ANDROmE  OF ADMINISTRATION 

Fororaluse．  
Readthepackageleanetbeforeuse．  

6． SPECIALWARNmGTHATTHEMEDICINALPRODtJCTMtJSTBE  
STOREDOtJTOFTHEREACHANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren．  

7． OTHERSPECIALWARMNG  ，IFNECESSARY  

乱  EXpIRYDATE  

EXP  

9． SPECIALSTORAGECONDITIONS  

10．SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINAL  
PRODUCTSORWASTEMATERIALSDERIVEDFROMSUCHMEDICINAL  
PRODUCTS，IFAPPROPRIATE  
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1l．NAMEANDADDRESSOFTHEMARKETINGAUTHORISATIONHOLDE  

MarketingAuthorisa‡ionHolder：  

IpsenManufacturingIrelandLtd（IMIL）  
BlanchardstownIndustrialPark  

Snugboro Road 
Dublin 15 
Ireland  

12．MARKETINGAUTHORISATIONNUMBER  

13．BATCHNUMBER  

Lot：  

14．GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu句ecttomedicalprescnptlOn・  

15．mSTRtJCTIONSONUSE  

16．INFORMATIONINBRAILLE  

ADENURIC80mg  
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PARTICtJLARSTOAPPEARONTHEOUTERPACⅨAGmG  
OUTER CARTON 

1． NAMEOFTHEMEDICINALPRODUCT  

ADENURIC80mgfilm－COatedtablets  
Febuxostat  

2． STATEMENTOFACrIVESUBSTANCE  

Eachtabletcontains80m  鈷buxost戚．  

3． LISTOFEXCIPIENTS  

刃soconゆnslactosemonohy血ぬ  

Seethepackageleafletfor加herinformation．  

4． PHAMACEtJTICALFORMANDCONTENTS  

84丘1m－COatedtablets  

5． METHODANDROUTE  OF ADMINISTRATION 

Fororduse．  
Readthepackageleafletbeforeuse．  

6． SPECIALWARNINGTHATTHEMEDICINALPRODtJCTMUSTBE  
STOREDOtJTOFT什EREACIIANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren．  

7． OTHERSPECIALWARNING  ，IFNECESSARY  

き． EXPIRYDATE  

EXP  

9． SPECIALSTORAGECONDITIONS  

10．SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINAL  
PRODtJCTSORWASTEMATERIAl．SDERIVEDFROMSUCHMEDICINAL  
PRODUCTS，IFAPPROPRIATE  
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11．NAMEANDAJ）DRESSOFTHEMARKETINGAUTHORISATIONHOLDER  

MarkedngAuth0risationHolder：  
IpsenManufhcturingIrelandLtd（IMIL）  
BlanChardstownIndus仕ialPark  

Snl喝boroRoad  
Dublin 15 
Ireland  

12． MARKETINGAUTIIORISATIONNUMBER  

13． BATCHNtJMBER  

Lot：  

14．GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsubjecttomedicalprescnpt10n・  

15． mSTRUCTIONSONUSE  

16．INFORMATIONINBRAILLE  

ADENURTC 80 mg 
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MINMtJMPARTICUI．ARSTOAPPEARONBLISTERSORSTRIPS  

l． NAMEOFTHEMEDICINALPRODUCT  

ADENUⅢC80mgtablets  
FeblⅨOStat  

2． NAMEOFTHEMARKETmGAtJTHORISATIONHOLDER  

3． EXpIRYDATE  

EXP  

4． おATCIIm8ER  

Lot  

5． OTHER  

S
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PARTICULARSTOAPPEARONTHEOUTERPACKAGmG  

OUTER CARTON 

l． NAMEOFTHEMEDICINALPRODUCT  

ADENURIC120mg丘1m－COatedtablets  
Febuxostat  

2． STATEMENTOFACTIVESUBSTANCE  

Eachtabletcontains120mgfebuxostat．  

3． LISTOFEXCIPIENTS  

AIsocontainslactosemonohydrate．  
Seethepackageleafletforfurtherinformadon．  

4． PHARMACEUTICALFORMANDCONTENTS  

28鎖1m－COatedtablets  

OF ADMINISTRATION 5． METHODANDROUTE   

Fororaluse．  

Readthepackageleafletbeforeuse．  

6． SPECIALWARNpJGTHATTHEMEDICINALPRODtJCTMUSTBE  
STOREDOtJTOFTHEREACHANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren．  

，IFNECESSARY  7． OTHERSPECIALWARNING   

＄． EXPIRYDATE  

EXP  

9． SPECIALSTORAGECONDITIONS  
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10．SPECIALPRECAUTIONSFORDISPOSALOFtJNUSEDMEDICINAL  
PRODtJCTSORWASTEMATERIALSDERIVEDFROMStJCHMEDICINAL  
PRODUCTS，IFAPPROPRIATE  

1l．NAMEANDADDRESSOFTHEMARKETINGAtJTHORISATIONHOLDER  

MarketingAuth0risadonHolder：  
IpsenManufacturingIrelandLtd（IMIL）  
BlanchardstownIndus廿ialPark  
Snl鳩boroRoad  
Dublin 15 
Ireland  

12．M仏RXETmGAlrrHORISATIONNUMBER  

13． BATCHNUMBER  
Lot：  

14．GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsubiecttomedicalprescnpt10n．  

15． mSTRIJCTIONSONUSE  

16．INFORMATIONINBRAILLE  

ADENURIC120mg  
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PARTICUI．ARSTOAPPEARONTHEOUTERPACKAGmG  
OUTER CARTON 

1． NAMEOFTHEMEDICINALPRODUCT  

ADENUMC120mg別m－COatedtal，1ets  
Febuxostat  

2． STATEMENTOFACrrvESUBSTANCE  

Eachtabletcontains120mgfebuxostat．  

3． LISTOFEXCIPTENTS  

Alsocontainslactosemonohydrate．  
Seethepackageleanetforfurtherinformation・  

4． PHARMACEUTICALFORMANDCONTENTS  

84fi1m＿COatedtablets  

OF ADMINISTRATION 5． METHODANDROUTE   

Fororaluse．  
Readthepackageleanetbeforeuse・  

6． SPECIALWARNmGTHATTHEMEDICINALPRODUCTMtJSTBE  
STOREDOUTOFTHEREACHANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren・  

，IFNECESSARY  7． OTHERSPECIALWARNING   

臥  EXPIRYDATE  

EXP  

9． SPECIALSTORAGECONDITIONS  
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10．SPECIALPRECAUT10NSFORDISPOSALOFtJNUSEDMEDICI  
PRODUCTSORWASTEMATERIALSDERIVEDFROMSUCHMEDICI  

PRODUCTS，IFAPPROPRIATE  

11．NAMEANDADDRESSOFTHEMARKETINGAtJTHOR［SATIONHOLDER  

Marke血gAuth0risationHolder：  

IpsenMan血turingIrelandLtd（IMIL）  
BlanchardstownIndustrialPark  
SnⅥgboroRoad  
mblin15  
Ir81and  

12． MARKETINGAUTHORISATIONNtJMBER  

13． おATCHNUM丑ER  

Lot：  

14． GENERALCLASSIFICATIONFORStJPPLY  

Medicinalproductsubjecttomedicalprescript10n．  

15． mSTRUCTIONSONUSE  

16． mFORMATIONINBRAILLE  

ADENURIC120mg  
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MINMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

l． NAMEOFTHEMEDICINALPRODUCT  

ADENUNC120mgtablets  
Febuxostat  

2． NAMEOFTHEMARKETINGAUTHORISATIONI10LDER  

3． EXpIRYDATE  

EXP  

4． BATCHNIJMBER  

Lot  

5． OTHER  

S
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B．PACKAGELEAFLET  
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PACKAGELEAFLET：INFORMATIONFORTHEUSER   

ADENtJRIC80mg航1m－COatedtabIets  

Feb肥05tat   

ADEⅣURIClヱOmgmm－COatedtable鵬  
FebⅦⅩOStat   

Readallofthisleafktcarefullybefbreyoustarttakingthismedicine．  
K∝p血走1ea幻et．Youm町nedto指扇it喝a札  
lfyouhaveanyfdherque＄tions，aSkyourdoctororphamacist．  
Thismedicinehasbeenprescribedforyou．Donotpassitontoothers．Itmayhamthem，eVen  
げ血恵symptoms訂e血es皿1eaSyOWS．  
ffanyofthesidee飴ctsgetserious，OrifyounoticeanysideefRx：tSnOtlistedinthisleanet，  
pleasete11yourdoctororphamaLCist．   

1nthisle旦†kt：  

l． WhatADENURJCisandwhatitisusedfbr  

2． BeforeyoutakeADEⅣUMC  
3． HowtotakeADENURIC  
4． PossiblesideefEbcts  
5   HowtosbreADEmC  
6． Furtherinformation   

l． WⅡATADEmCISANDVVtLATITIStJSEDFOR   

ADENURICtd）1etsareusedtotreatgout，Whichisassociatedwithanexcessofachemicalcalleduric  
acid（urate）inthebody．hsomepeople，theamountofuricacidbuildsupinthebloodandmay  
beco皿etOOh励toremainsoluble．Whenthishappens，tmteCryStalsmayforminandamundthe  
JOintsandkidn町S．ThesecrystalscanCauSeSudden，SeVerePain，redness，Wamthandswellingina  
joint¢nownasagoutattack）．Leftuntre慮ed，1argerdepositscalledtophi（TOE－FI）mayforminand  
aroundjoints．Thesetophimaycausejolntandbonedamage．   

ADmCworksbyreducingmicacidlevels．KeepinguricacidlevelslowbytaldngADE  
onceeverydaystopscrystalsbuildingup，andovertimeitreducessymPtOmS．Keepinguricacidlevels  
SuLricientlylowforalongenoughperiodcanalsoshrinktophi．   

2． BEFOREYOtJTAKEADENtⅧuC   

DonottakeADENtJR［Cifyouare：   

・げyou訂eal1ergic匝ypersensitive）tofebuxostat，theactiveingredientofADENURIC，Orany  
Oftheotheringredientsinthesetablets．   

TakespecialcarewithADENtⅧuC  
Tellyourdoctorbefbreyoustarttotakethismedicine：   
・lfyouhaveorhavehadheartfailureorheartproblems   

● lfyouarebeingtreatedfbrhighuricacidlevelsasa 
． 

・Ifvouhavethymidproblems   

げyouareh飢ingagoutattackatthemoment（asuddenonsetofseverepain，tenderneSS，redness，  
wamthandswellinginajoint），Waitfbrthegoutattacktosubsidebeforenrststartingtreatmentwith  

ADENURIC．   

Forsomepeople，gOutattaCksmaynareuPWhenstartlngCertainmedicinesthatcontroluricacid  
levels．Noteveryonegets鮎res，butyoucouldgetanare－uPeVenifyouaKetakingADENURIC，飢d  
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especialレduringthe鮎stweeksormonthsoftreatment．ItisimportanttOkeeptakingADENURIC  
evenifyouhaveaflare，aSADENUMCissti11workingtoIoweruricacid・Overtime，gOutflareswill  
OCCurlesso氏enandbelesspainfulifyoukeeptakingADENURJCeveryday．   

Yourdoctorwi1loRenprescribeothermedicines，iftheya托needed，tOhelppreventortreatthe  
SymPtOmSOfn訂eS（suchaspainandswe11inginajoint）．   

Yourdoctormayaskyoutohavebloodteststocheckthatyourliveriswo血gnormal1y，   

Takingothermedicine＄  
Pleasetdlymrdoctororphamacistifyoua陀tal血g，Orhaverecentlytaken，anyOthermedicines，  
includingmedicinesobtainedwithoutaprescription．   

Itisespecia叫′iznportanttotellyourdoctororphamacistifyoua陀taking皿edicinescontainingany  
Ofthefo11owingsubstanCeSaStheymayinteractwithADENUMCandyourdoctormaywishto  
CO皿Siderneces5∬ym¢aSu代S：  

● M引℃叩tOp血e匝Sedto加水CanCα）   

・Azathioprine匝sedtoreduceimmtneresponse）   
・Thcophylline（usedtotreatasdlma）   

・Warfhrin（usedtothinyourbloodifyouhaveaheartCOndition）   

TakingADENtJⅢCwithhodaJlddrink  
Thetd）1etsshouldbetakenbymopth皿dcanbetakenwithorwithoutfbod．   

Pregnan町姐dbrea5t一鮎eding  
ItisnotknownifADENURIC皿ayhamyotuunbornchild．Tellyourdoctorifyou血inkyouare  
pregnantOrifyouareplannlngtObecomepregnantasADEmCshouldnotbeusedduring  
PrqgnanqY．ItisnotknownifADENURICmaypassintolmanbreastmilk．Youshouldnotuse  
ADENURICifyouarebreast危eding，Orifyou訂ePlannlngtObreastfted．   

Ddving＆れdusingmathines  
Nostudiesonthe曲ctsofADENURIContheal）ilitytodriv？andusemachineshavebeen  
Perfomed．However，yOuShouldbeawarethatyoumayexpenencedizziness，Sleepinessand  
血mbnessortinglmgsensation duringtreatmentandshouldnotdriveoroperatemachinesifa飴cted．   

ImportiLntinfbrmatioJ）且bout＄OmeOftheingredient50fADENtJRIC  
ADENURICtabletscontainlactose（atypeofsugar）．IfyouhavcbeentoldthatyouhaNean  
intoleranCetOSOmeSugarSCOntaCtyOurdoctorbeforetakingthismedicine．   

3． ⅡOWTOTAXEADENtⅧuC   

AlwaystakeADENURICexactlyasyourdoctorhastoldyou．Youshollldcheckwithyourdoctoror  
phamacistifyouaJ？nOtSure．   

ADENURICisavailableaseitheran80mgtabletora120mgtal）1et．Yourdoctorwillhaveprescribed  
thestrengthmostsuitablefbryou．  

● TheusualdoseisonetabletdaibT．ThebackoftheblisterpackisIna止edwiththedaysofthe  
Weektohelpyoucheckthatyouhavetakenadoseeachday．   
・Thetd）1etsshouldbetakenbymouthandcanbetakenwithorwithoutfood．   

ItisimportantthatyoudonotstoptakingADENURICunlessyourdoctortellsyouto．   

ContinuetotakeADENURICeverydayevenwhenyouarenotexperienclnggOutflareorattack．   

IfyoutakemoreADENUNCthaJlyOuShouId  

＼  
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Intheeventofamaccidentaloverdoseaskyourdoctorwhattodo，OrCOntaCtyOurneareStaCCidentand  
emergencydepartment．   

IfyouforgettotakeAl）ENURIC  
IfyoumissadoseofADENURICtakeitassoonasyouremembertmiessitisalmosttimeforyour  
nextdose，inwhichcasemissoutthefbrgottendoseandtakeyournextdoseatthenormaltime．Do  
nottakeadoubledosetomakeupforaforgottendose．   

Ifyoustopta最ngADENtⅧuC  
DonotstoptakingADENURICwithouttheadviceofyourdoctorevenifyoufeelbetter．lfyoustop  
takingADENURICyoururicacidlevelsmaybegintoriseandyoursymptomsmayworsenduetothe  
formationofnewcrystalsofurateinandaroundyourJOlntSandkidneys．   

Ifyouhaveanyfurtherquestionsontheuseofthisproduct，aSkyourdoctororphamacist．   

4． POSSIBLESIDEEFFECTS   

Likeal1medicines，ADENURICcanCauSeSidee鮎cts，althoughnoteverybodygetsthem．  

Commonsidee恥ct5（moreth皿1inlOOpatientsbutlessthanlin1．Opatients）are：  
● abnormallivertestresults  

● di血oea  

● headache  

● raShes   

・氏elingsick   

Uncommonsidee馳cts（morethan1in1，000patientsbutlessthan1in100patients）are：  
● Weightgain，increasedappetite，Changeinbloodsugarlevels（diabetes）ofwhichasymptom  
maybeexcessivethirst，increasedbloodfatlevels  

●  ereCtiledi瓜cultiesand／orlossofsexdrive   

・ difficultyinsleeping  

● dizziness，numbnessortlnglingsensation，Sleepmess，impairedsenseoftaste，reductionin  
SenS戚ionoftouch  

● 曲nomalECGhe∬tb・狐mg  

● hotf）ushesorblushing（e．g．rednessofthefaceorneck），increasedbloodpressure  
● COugh，Shortnessofbreath，nu－1ikesymptoms  
● drymouth，abdominalpainAiscomfortorwind，heartburn／indigestion，COnStipation，mOre  
frequent passing of stools 
● VOmitmg  
● itching，hives，Skininflammationordiscolouration，0thertypeofskinconditions   
・ muSClecramp，pain／acheinmuscles力oints，bursitisorarthritis（infl揖nmationofjointsusual1y  
accompaniedbypain，SWellingand／orsti蝕ess）  
● bloodintheurine，abnormalfrequenturination，kidneystones，abnormalurinetests  
（increasedlevelofproteinsinurine），areductionintheal）ilityofthekidneystofunction  
PrOPerly  

● fatigue，localisedswellingduetotheretentionoffluidsinthetissues（oedema）   
・ ChangeSinbloodchemistryoram0untOfbloodcells（abnormalbloodtestresults）   

RareSideefftcts（morethan1inlO，000patientsbutlessthan1inl，000patients）are：  
● We血ess  

●  nerVOuSneSS   

● fbelingthirsty   
・鎚elingyourhe訂tbeat  
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IfanyofthesideefEbctsgetserious，Orifyounoticeanysideeffbctsnotlistedinthisleaflet，please  

tellyotlrdoctororphamacist．   

5． E［（yⅣTOSTOREADENtJRIC  

● Keepoutofthereachandsightofchildren．  

● DonotuseaftertheexpirydatewhichisstatedonthecartOnandthetabletblisterfbila氏er  
‘EXP．’Theexpirydater曲rstothela＄tdayofthatmonth   

・Thismedicinalproductdoesnotrequl托anySPeCialstorageconditions．   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste．Askyourphamacisthowto  
disposeofmedicinesnolongerrequired．Thesemeasureswillhelptoprotecttheenvironment．   

‘． FURTⅡERINFOR則【ATION   

Wh＆tADENtJTuCcotItains  

Theactivesubstanceisfbbuxostat．  
Eachtabletcontmis80mgor120mgoffebuxostat．   

Thcotheringrcdicntsare：  
TbbおtcoTIe：lactosemonohydrate，microcrystal1inece11ulose，magneSitmstearate，  
hydroxypropylcellulose，CrOSCamelloscsodium，COlloidalhydratedsilica．  
nbn－COating：OpadryIIyellow，85F42129containing：POlyvinylalcohol，titamiumdioxide  

（E171），maCrOgOIs3350，talc，ironoxideyellow（E172）   

WhtADENtJRIClookslikeandcotLtentSOfthepack   

ADENURICfilm－COatedtabletsarepaleyellowtoye1lowincolourandcapsuleshaped．  
The80mgⅢm－COatedtabletsa陀maZkedononesidewith’80’．The120mg鎖lm－COatedtdbletsare  
m∬kedononesidewi也‘120’．   

ADENURICissq）pliedin2blistersof14tablets（28tabletpack），Or6blistersof14tablets（84tablet  
PaCk）．Notal1p拡ksizesmaybemarketed．   

MarketingAuthori＄atiotLHoIderandMantIfhcturer   

MarketingAnth0risationHolder  
IpsenMan血turingIrelandLtd（IMIL）  
BlanChardstownIndustrialPark  
Sn喝boroRoad  
Dublin 15 
Ireland  

Manu董bctul℃r  

Patheon France 
40boulevarddeChamParet  
38300Bou喝OinJallieu  
France  
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Foranyinfbrmationaboutthismedicinalproduct，pleasecontactthelocalrepresentative6f  
theMarketingAuth0risahonHolder．  

Latv軸  

Be飢鈷∬IpsenPhanna  

Bauskas5§  
鮎gaLVlOO4  
Tel：＋3717622233  

Belg近価elgique価elgien，  

Luxembour釘Luxemburg  

IpsenNVS．A．  
Guldensporenpark 87 
B－9820Merelbeke  
Belgie侶elgique侶elgien  

T占1／rel二＋32・9－2439600   

EMrapⅡ兄  
IpsenManufac血rlnglrelandLtd  
BlanchardstownIndustrialPark  
Snugboro Road 
Dublin 15 
ⅠⅠ℃1and  

Te丑：＋353－1－8203899   

Cesk畠republika  
Beaufour Ipsen Pharma 
EⅥOpSkA810ハ36  
CZ－16212Pr血a6  

Tel：＋420220（i12125   

DBLAmark，Norge，SuomiIFiAlaJld，Sverige，  
Island  
InstitutProduitsSynthese（IPSEN）AB  
KistaScienceTower  
F畠r（うgatan33  

SE－16451Kista  
Svedge収uotsiノSvibj（沌  

Tel／Tl釘P山〟Simi：＋46858S37070   

Deutschla皿d，Osterreich  
IpsenPhmaGmbH  
Einsteins仕．30  

D－76275Ettlingen  
Deutschland  
Tel：＋49－72431S4－80  

Ee5ti  
ESTOBHNOO  
Udeseりa4－4  

11913 Tallinn 
Tel二＋3725155810   

E山鳥∂α，Kl）叩0⊆，Malt且  

Ipsen EnE 
Aγ．△¶l叫TPiol）63  

A旬10ぢ  

GR－17456AO殆V仇／Athens  
EAAAAA／GREECE  
TTlmel：＋30－210－9S43324  

Liet11Va  
Beau血びIpsenPhmaLietuvos創idas  

Be吋galosg．2，  

LT－471＄3Kau皿aS  

Tel．＋37037337S54  

Magyarorsz且g  
Europh灯mTradeK乱  

一肌「血1atⅥ．37／B  

H－1163Budapest  
Tel∴＋36－1－4024204  

Nederl且nd  

IpsenFamaceuticaB．V．  
Taurusavenue 33b 
NL－ユ132LSHoo用dorp  
Tel：＋31235541600  

PoIska  

IpsenPolandSpzo・0．  

Al．JanaPawlaⅡ29  

PL－00＿g67Wz汀SZaWa  
Tel∴＋48（0）226536SOO  

PoれⅥgal  

IpsenPortugal－ProdutosFarmaceuticosS・A・  
AlanedaFern孟oLopes，n立16－119，Miranores  
P－1495t190Alg己s  
Tel：＋351－21－4123550  

Roumania  
Be餌払∬IpsenPhma  
AleeaAlexandru，nrlO，Ap，2－4，Sctl  
Bucuresti，011823－RO  
Tel：十4021（0）2312720  
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SlovenlJa  
Phamaswissd．0．O  
Dole再skacesta242c  
Sト1000抽明知a  
Tel：＋38612364700  

Espa丘a  

IpsenPhmaS．A．  

CtraLaureaMiro395  
SantFel山deLlobregat  
E＿08980Bamelona  
Tel：＋34－936－858100  

France  

BeaufourIpsenPhamaS．A．S．  
24nleErlanger  
F＿757glParisCedex16  
T占1：＋33－1－44961313  

Sloven＄k姦reptlbJika  

Li8ks．ー．0  

19Hviedoslavova  
SK－90301Senec  
T61：＋42125341201S  

UnitedKhgdom  
IpsenLtd．  
190B血Rod  
Slough，Be止s血涙  

SL13ⅩE  

Tel：＋44－（0）1753－627700  

Irel孔nd  

IpsenPhamaceuticalsLtd．  
7UpperLeesonS仕eet  
IR⊥＿mblin4  

Tel：＋353－1－66S1377  

It山ia  

Ipsen SpA 
ViaA．Fi由no，16  
Ⅰ＿20156Milano  

Tel：＋39－02－392241  

Thisleafletwaslastapprovedin   

Detailedinformationonthismedicineisavai1al）1eontheEuropeanMedicinesAgency（EMEA）  
Website http：〝ⅣWW．emea．eurOpa．eu／  
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