
1． NAMEOFTHEn4EDICINALPRODUCT   

Inovelon400mgnlm－COatedtablets  

2． QUALrrATrVEANDQUANTITATIVECOMPOSITION   

400 mg 

Each茄lm－COatedtabletcontains400mgru丘namide．  

Excipient：80mglactosemonohydrate／Ⅲmcoatedtablet．   

Forafu1‖ist（）fexcIPlentS，SeeSection6．1．  

3． PHARMACEtJTICALFORM  

Film－COatedtal）1et．   

400 mg 
Pink，‘ovaloid’，Slightlyconvex，SCOredonbothsides，embossed’C263’ononesideandblankonthe  
otherside．   

Thetabletcanbedividedintoequalhalves．  

4． CLmCALPAmCtJLARS   

4．1 TherapⅢ伽hdiはth鮎   

Inovelonisindicated as a4junCtive therapyin the treatment of seizures associated with  
LeTmOX⊥Gastautsyndromeinpatierrts4yeaqsandolder．   

4．2 Ⅰ，0紺logyandme仙dor4dmi皿由t帽tbn   

TreatmentwithhovelonshouldbeinitiatedbyaphysicianspeCialisedinpaediatricsorneurology  
withexpenenCeinthetreatmeTTtOfepilepsy．   

hovelonisfororaluse．Itshouldbetakentwicedailywithwaterinthemormngandintheevenlng，  
intwoequal1ydivideddoses・Asafoode飴ctwasobserved，itwi11preftral）1etoadministerInovelon  
withfood（SeeSection5．2）．IfthepatienthasdifBcultywithswallowing，tabletscanbecrushedand  
administeredinhalfaglassofwater．   

UseinchildrenfourvearsofaEeOrOlderandlessthan30k已  
Patients＜30k圧nOtreCeivinEValDrOate：  

Treatment should beimitiated at a dai1y dose of200mg．According to clinicalresponseand  
tolerability，thedosemaybeincreasedby200mg／dayincrements，aS打開uentlyaseverytwodays，uP  
toamaximumrecommendeddoseoflOOOmg／day．Dosesofupto3600mg／dayhavebeenstudiedin  
alimitednumberofpati6nts．   

Patients＜30k延alsoreceivinEValDrOatemedication：  
Asvalproatesigli重cantlydecreasesclearanCeOfhovelon，alowermaximumdoseofhlOVelonis  
recommendedforpatientsくっ0kgbeingco－administeredvalproate．Treatmentshouldbeimitiatedata  
dai1ydoseof200mg．Accordingtoclinicalresponseandtolerability，afteraminimumOf2daysthe  
dosemaybeincreasedby200mg／day，tOthemaximumreCOmmendeddoseof400mg／day．  
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Useinadults  

Treahent should beini血ted at a dai1y dose of400mg・According to clinicalresponse and  
tolerability，thedosemqybeincreasedby400mg／d町increments，aS舟equentlyaseverytwodays，up  

toamaximumrecommendeddoseasindicaIedinthetablebelow．  

Weightrange   30．0－50．Okg   50．l－70．Okg   ≧70．1kg   

Maxilnum  1800   2400   3200   
recommended dose 
（mdday）  

Dosesofupto4000mg／day（inthe30－50kgrange）or4800mg／day（OVer50kg）havebeenstudiedin  
alimitednumberofpatients．   

Elder吋  

ThereislimitedinformationonthetBeOfInovelonintheelderly・Since，thephamkineticsof  
rufimidearenotalteredintheelderly（SeeSection5．2），dosagea4justmentisnotrequiredinpatients  
OV訂65yea帽Ofage．   

PatientswithrenalimDairment  

Astudyinpatientswithsevererenalimpairmentindicatedthatnodosea4iustmelTtSarerequiredfor  
也e鍾p鵬e血S（S舵Secdon5．2）．   

PatientswithheDaticimp由rment  

Useinpatientswithhepaticimpairmenthasnotbeenstudied．Cautionandcarefu1dosctitrationis  
recommendedwhen廿edingpatie血Swithmildtomoderatehepaticimpairment・Therefore，usein  
Patientswithseverehepaticimpairmentisnotrecommended．   

E紬  
Inovelonshouldpreftrablybetakenwithfood（SeeSection5．2）．   

Disco血inu鮒h【Ⅳelon  
WhenInovelontreatmentistobediscontinued，itshouldbewithdrawngradual1y・Inclinicaltrials  
Inovelondiscontinuationwasachievedbyreducingthedosebyapproximately25％everytwodays・   

Inthecaseofoneormoremisseddoses，individualisedclinicaljudgementisnecessary．   

Uncontrolledopen－1abelstudiessuggestsustainedlong－terme餓cacy，althoughnocontrolledstudy  

hasbeenconductedforlongerthanthreemonths．   

4．3 Contraimdi00偵ons   

HyperSenSitivitytotheactivesubstance，triazolederivativesortoapyexcipients．   

4・4 S匹血1Ⅶ川h騨andpreはution5如ruse   

StatusepilepticuscaBieShavebeenobservedduringclinicaldevelopmentstudies，underruhamide  
Whereas no such cases have been observedunder placebo．These eventsled torunmide  
diseohtinuationin20％ofthecases・Ifpatientsdevelopnewsei2WetyPeSand／orexperienceam  
increased舟equencyofstatusePilepticusthatisdi飴rent舟omthepatient，sba陀1inecondition，thenthe  
benemriskratioofthetherapyshouldbereassessed．   

Antiepilepticmedicinalproducts，includingInovelon，Shouldbewithdrawngradual1ytoreducethe  
possibilityofseizuresonwithdrawal・Inclimicalstudiesdiscontinuationwasachievedbyreducingthe  

dose by approximately25％every two days．There areinsufncient data onthewithdrawalof  
COnCOmitantantiepilepticmedicinalproductsonceseizunさCOntrOlhasbeenachievedwiththeaddition  

OfInovelon．  
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Ru重namidetreatmenthasbeenassociatedwithdizziness，SOmnOlence，ataXiaandgaitdisturbances，  

Whichcouldjncreasetheoccurrenceofaccidentalfhllsinthispopulation（SeeSection4．8）．Patients  
andcarersshouldexercisecautionuntiltheyarehmiliarwiththepotentiale飴ctsofthismedicinal  
product・   

Serious antiepileptic drug hypersensitivitySyndrome has occturedin associationwithrufinamide  
therapy．Signsandsymptomsofthisdisorderwerediverse；however，patientstypically，althoughnot  
exclusively，preSentedwithfeverandrash associated withotherorgansysteminvoIvement．0也er  

associated maniftstationsincludedlymphadenopathy，1iver function tests abnormalities，and  
haematuria．Becausethedisorderisvariableinitsexpression，Otherorgan、SyStemSlgnSandsymptoms  
notnotedheremayoccur．Thissyndromeoccurredinclosetemporalassociationtotheinitiationof  
ruhamidetherapyandinthepaediatricpopulation．Ifthisreactionissuspected，ru負namideshouldbe  
discontinuedandaltemative treatment started．Allpatients who develop a rash while taking  
ru血amidemustbecloselymonitored．   

WomenofchildbearingpotentialmustusecontraceptlVemeaSureSduringtreatmentwithInovelon．  
PhysicianS Should try to ensurethat appropriate contraceptionisused，and shoulduse Clinical  
judgement when assesslng Whether oraJcontraceptives，Or the doses ofthe oralcontraceptive  
COmpOnentS，areadequatebasedontheindividualpatientsclimicalsituation（SeeSection4・5）・   

Inoveloncontainslactose，therefbrepatientswithr訂ehereditaryproblemsofgalactoseintoleranCe，the  
Lapplactasede負ciencyorglucose－galactosemahbsorptionshouldnottakethismedicine・   

4．5 bteractionwithothermedicinalproductsandotherfbrmsofinteraction   

Potential   

0血rα〝Jf一甲fJ甲庇椚ed七飯αノダrα血cね  

Ru負nBLmideconcentrationsmaybedecreasedbyco－administrationwithcarbamazeplne，phenobarbital，  
Phenytoin，Vigabatrinorprimidone・   

Forpatientsor］しInovelontreatmentwhohaveadmimistrationofvalproateinitiated，Sigmificantincreases  
inruhamideplasmaconcentrationsmayoccur・ThemostpronounCedincreaseswereobservedin  
Patientsoflowbodyweight（＜3Okg）・Therefore，COnSiderationshouldbegiventoadosereductionof  
Inoveloninpatients＜30kgwhoareinitiatedonvalproatetherapy（SeeSection4・2）・   

TheadditionorwithdrawalofthesedrugSOra句ustingofthedoseofthesedrugSduringInovelon  
therapymayrequlreanaquStmentindosageofInovelon・   

NosignificantChangesinrufinamideconcentrationareobservedfo1lowlngCO－administrationwith  
1anOtnglne，tOPiramateorbenzodiazeplneS・   

辿由』吐出Oヽ・elontoafftetolh墜mCdicina）roducts   

α力erd〃J才一甲fJ甲鮫肌edc加αノダrO血cJ∫  

The phamacokineticinteractions between ru点namide and other anti－ePileptic drugS have been  
evaluatedinpatientswithepilepsyuslngpOpulationphamacokineticmodelling・Rt戚namideappe訂S  
notto have clinica11y relevanteff邑ct on carbamaZePlne，lamOtrigine，phenobarbital，tOPiramate Or  
valproatesteadystateconcentrations．Sinceru丘namidemaydecreasephenytoinclearanCeandincrease  

averagesteady stateplasmaconcentrations ofco－administeredphenytoin，COnSiderationshouldbe  
giventoreducingthedoseofphenytoin・   

Orα／co〃かαC甲血e∫  

Co－administrationofru点namide800mgb．i．d．andacombinedoralcontraceptive（ethinyloestradio135  
帽andnorethimhonelmg）fbr14daysresultedinameandecreaseintheethi77ylestradioIAUCo・240f  
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22％andinnorethindroneAUCo＿240f14％．Studieswith0theroralorimplantcontraceptiveshavenot  
beenconducted・Womenofchild－bearingpotentialusinghormonalcontraceptivesareadvised  
anadditionalsafeande飴ctivecontraceptivemethod（SeeSection4．4and4．6）．   

qイOC触り椚eタイ5βg佗γ椚e∫  

Ru重namideismetabolisedbyhydrolysis，andisnotmetabolisedtoanynOtabledegreebycytochrome  
P450enzymeS・Furthermore，ー山h∬nidedoesnotinhibittheactivityofcytochromeP450enqmes  
（SeeSection5．2）・Thus，Clinicallysignificantinteractionsmediatedthroughinhibitionofcytochrome  
P450system by n瓜namide areunlikely to occur．Ru丘mide has been shown toinducethe  
CytOChromeP450enzyme CYP3A4andmaythereforereducetheplasmaconcentrationsofdrugs  
W最chaqemeはbolisedbythisenzyme．Thec飴ctwasmodesttomoderate．ThemeanCmAactivity，  
assessedascleamnceoftriazolam，WaSincreasedby55％atterlldaysoftreatmentwithn戒namide  
400mgb．i．d・TheexpostmoftriazolamWaSreducedby36％．Higherrunmidedosesmayresultina  
morepronounCedinduction・Itmqynotbeexcludcdthat血midemaydecreaB杷theexposurealsoof  
drugSm血01izedbyotherenzymes，OrtranSPOrtedbytranSPOrtPrOteinsSuChasP－glycoprotein．   

Itisrecommendedthatpatientstreatedwithdrugsthata陀metabolisedbytheCYP3Aenpesystem  
訂etObeca陀血11ymonitoredfortwoweeksatthestar（Of；oraftertheendoftreatmentwithInovelon，  
Ora食eranymarkedchangeinthedose・Adosea句ustmcntoftheconcomitantlyadministereddrug  
mayneedtobeconsidered．Theserecomnendationsshouldalsobeconsideredwhenru重namideis  
usedcomitandywithdrugSwithanarrowtherapeuticwindowsuchaswar血rinamddigoxin．   

A speci負cinteraction studyinhealthy su切ectsrevealednoinnuence ofm血Iamide atadoseof  
400mgbidonthephmokineticsofolanZaPlne，aCYPIA2substrate．   

Nodataontheinteractionofru負nmidewithalcoholareavai1able．   

4．‘ Pregmn呼andla血thm   

RidrelatedtoeDilepⅣandantieDileDticmedicinalDrOductsingeneral：  

Ithasbeenshownthatintheo飴pringofwomenwithepilepsy，theprevalenceofmalformations  
twotothreetimesgreaterthantherateof叩PrOXimately3％inthegeneralpopulation．Inthetreated  
POPulation，anincre鮎einmalfomationshasbeennotedwithpolytherapy；however，theextentto  
Whichthetreatmentand／ortheilhessisresponsiblehasnotbeenelucidated．   

Moreover，efftctiveanti－ePileptictherapymustnOtbeinteuupted，Sincetheaggravationoftheillness  
isdetrimentaltoboththemotherandthefoetus．  

Riskrelatedton戒namide：  

Studiesinanimalsrevealednoteratogemice飴ctbutfoetotoxicityinpresenceofmatemaltoxicity（See  
Section5．3）．ThepotentialriskforhumanSisunknown．   

Forrufinamide，nOClinicaldataonexposedpregnanCleSareaVai1able   

Taldngthesedataintoconsideration，n戒namideshouldnotbeusedduringpregnanCyunlesscleaLrly  
necessaryandinwomenofchildbearingagenotusingconbaceptivemeasures．   

Womenofchildbearingpotentialmustusecon廿aceptivemeasur田duringtreatmentwithInovelon．  
PhysicianS Should try to ensurethat appropriate conbaceptionis used，and should tue clinical  
judgement when assessing whether oralcontraceptives，Orthe doses ofthe oralcontraceptive  
COmPOnentS，aJeadequatebasedontheindividualpatientsclinlcalsituation（SeeSection4．5）．  

24   



IfwomentTeatedwithrufinamideplantObecomepregnant，theindicationofthisproductshbuldbe  
arefu11yweighed・Duringpregnancy，ane蝕ctiveantiepilepticrunnamidetreatmentmustnotbe  

lnterrupted，Sincetheaggravationofthei11nessisdetrimentaltoboththemotherandthefoetus．   

1snotknownifrufinamideisexcretedinhumanbreastmi1k．DuetothepotentiAlharmfu1ef托ctsfor  
thebreastfed－in鳥肌t，thelactationshouldbeavoidedduringmatemaltreatmentwithruhamide，   

4．7 E蝕ctsonabilitytodriveatLdusemachines   

Inovelon may cause dizziness，SOrrmOlenceand blurredvision．Depending on theindividual  
SenSitivity，InovelonmayhaveamildtosevereinfLuenceonthedbilitytodriveorusemaChines．  
Patientsmustbeadvisedtoexercisecautionduringactivitiesrequi血gahighdegreeofalertness，e．g．，  
drivingoroperatlngmaChinery．   

4．＄ Undesirablee蝕亡也   

Theclinicaldevelopmentprogramhasincludedoverl，900patients，Withdiffbrenttypesofepilepsy，  
exposed toru丘namide・The most commonly reported adverse reactions overallwere headache，  
dizziness，伽igue，and somnolence．The most common adverse reactionsObserved at a higher  

incidencethamplaceboinpatientswithLemox－Gastautsyndromeweresomnolenceandvomiting．  
Adverse reactions Were uSual1y mild to moderatein severity．The discontinuation ratein  
Lennox－Gastautsyndromeduetoadversereactionswas8．2％forpatientsreceivingInovelonandO％  

forpadentsrecelVlngplacebo・Themostcommonadversereactionsresultingindiscontinuationfrom  
theInovelontreatmentgroupwererashandvomiting．   

Adverse reactions reported withanincidence greaIer thm placebo，during the Lennox－Gastaut  
Syndromedouble－blindstdiesorintheoveral1rufinamide－eXPOSedpopulation，arelistedinthetable  
belowbyMedDRAprefヒ汀edterm，SyStemOrganClassandby倉equency．  
Frequenciesaredefinedas：VeryCOmmOn（≧1／10），COmmOn（≧1／100＜1／10），  
uncommon（≧1／1，000＜1／100）．  

rgan   

VeryCommom   Common   Uncommon   R且re   

nd  eumOnla  
s  Influenza 

Nasopharyngitis 

arinfection  

Sinusitis  

initis  

tem  

HyperSenSitivity＊  

and  Anorexia 

Eating disorder 
ecreasedappetite  

nxieサ  

lnsomia  

tem  Somnolence＊   StatusepileptlCus＋  
eadache   Convulsion  

Dizziness事   CoordinationAbnormal■  

ys也騨IluS  

Psychomotor hyperactivity 

Tremor   

System  

In飴ctionsan  

h免station  

Immune sys 

disorders  

e也bolism  

uhition  

ldisorders 

Psychia廿ic  

disorders   
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SystemOrga皿   

Class   VeryCommoll   Common   Uneommon   R且re   

EyeDisorders  Diplopia 

Visionblurred  

arand  Vertigo  

Labyrinth 
isorders  

Resp血0Ⅳ，  pistaxis  
oracicand  

mediastinal  
disorders  

Gastrointestinal  auSea   bdominalpainupper  

disordelち   Vomiting   Constipation 

SpepSla  

iarrhoea   

epato－biliaけ  Hepatic enzyme 
disorders  1nCreaSe  

S血and  Ra5h■  

subcutaneou5  
issuedisorders  Cne   

Musculoskele也1  ∝kpain  

and connective 

SSueandbone  

disorders  

印rOductive  01igomenod10ea  
system and 
breastdisorders  

Generaldisorders  GaitdistufbanCe＋  
and  
administration  
siteconditions   

Investigations  Weightdecrease  

叫uⅣ，pOISOnlng  ead叫uⅣ  

Con山Sion  

■CrossrefbrtoSection4．4．  

4．， 0verdose   

AfteranaCuteOVerdose，thestomachmaybeemptiedbygastriclavageorbyinductionofemesis・  

Thereis no speciBcantidoteforInovelon．Treatment should be supportiveand mayinclude  
haemodialysis（SeeSection5．2）．   

Multipledosingof7，200mg／daywasassociatedwithnomqjorsignsorsymptOmS．  

5． PⅡARMACOLOGICALPROPERTIES   

5．1 Pharmacodynamicproperties   

PharmaCOtherapeuticgroup：anti－epileptics，Carboxamidederivatives；ATC－COde：NO3AFO3．   

Mechanismofaction  
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RuhamidemodulatestheactivityofsodiumChannels，prOlongingtheirinactivestate．Ru負namideis  
activeinarangeofanimalmodelsofepilepsy．   

Clinical experience 

lnovelonwasadministeredinadoubleblind，placebo－∽ntrOlledstudy，atdosesofupto45mgkg／day  
for84days，tO139patientswithinadequate）ycontrolledseiztms associatedwithLennox－Gastaut  
Syndrome（including bothatypicalabsence sei2WeSand drop attacks）・Male or良male patierrb  

Ontween4and30yearsofage）wereincludediftheywerebeingtreatedwithlto3concomitant  
丘xed－doseantiepilepticdrugS．Eachpatienthadtohaveatleast90sei2WeSinthemonthpriortostudy  
entry．Asigmi茄cantimprovementwasobseⅣedforaIlthreeprimaryvaridbles：thepercentagechange  
intotaJsei2We舟equencyper28daysduringthemaintenanCephaserelativetobaseline（－35．8％on  
lnovelonvs．－1．6％onplacebo，P＝0．0006），thenumberoftomic－atOnicseizures（－42．9％onhovelon  

VS．2．2％on placebo，p＝0．0002），andthe sei2We SeVerity rating舟omthe GlobalEvaluation  
performedbythepare叫guardianattheendofthedouble－blindphase（muchorverymuchimproved  
in32．2％onInovelonvs・14．5％ontheplkeboam，p司．0041）．   

Populationphmacokinetic／pharmacodymicmodellingdemonstratedthatthereductionoftotaland  
tonic－atOnicseiz∬efrequencies，theimprovementoftheglobalevaluationofseizup巳SeVerityandthe  
increase in probability of reduction of seizm 丘equency were dependent on ru負namide  
concentration5．   

5．2 mはm鑓印加e触propeれi飴   

Absq呼ti叩  

MaximⅦnplasmalevelsarereachedapproxlm如ely6hoursa食eradministration．Peakconcentration  
（CnJandplasmaAUCofrufimideincreastlessthanPrOPOrtionallywithdosesinboth免stedand  
fedhealthysu切ectsandinpatients，prObal）1yduetodose－1imitedabsorptionbehaviour．A鮎rsingle  
dosesfoodincreasesthebioavailability（AUC）ofrufhamidebyappro裏mately34％andthepeak  
plasmaconcentrationby56％・   

Dis廿ib山iQ塑  

hin－ViLroStudies，Onlyasmall正弘tionofru血l釘nide（34％）wasboumdtohmanSerumprOteinswith  
albumina∝Ountingforapproximately80％ofthisbinding．nisindicatesminimalriskofdrug－drug  

interactionsbydisplacement斤ombindingsitesduringconcomitantadmimistrationofotherdrugS．  
Ru血Iamidewasevenlydistributedbetweenerythrocytesandplasma．   

Bio桓msbml血  
R血mideisaimostexclusively eliminatedbymetabolism．Themainpathwayofmetabolismis  
hydrolysisof血ecarboxylamidegrouptothepharmacological1yinactiveacidderivativeCGP47292．  
CytochromeP450－mediatedmetabolismisveryminor．Tbefbrmationofsmallamountsofglutathione  
COrtjugatescamotbecompletelyexcluded．   

Ru缶namide has demonstratedlittle orno sigmi負cant CaPaCityin－Vitro to act as acompetitive or  
mechanism・basedinhibitorofthefo1lowlnghumanP450enzymes：CYPIA2，CYP2A6，CYP2C9，  

CYP2C19，CYP2D6，CYP2El，CYP3A4／50rCYP4A9／11－2，   

Elimination  
Theplasmae孔血inationhalト1ifbisapproximately6－10howsinhealthysubjectsandpatientswith  
epilepsy．Whengiven twice dai1y at12－hourlyintervals，ru蝕Iamide accumulates tothe extent  
predicted byits terminalhalf・lift，indic血ngthatthe phamacokinetics ofn戒namide are time－  
independent（i．e．noautoinductionofmetabolism）・   

haradiotracerstudyinthreehealthyvolunteerS，theparentcompound（m瓜namide）wasthemain  
radioactivecomponentinplasma，rePreSentingabout80％ofthetotalradioactivity，andthemetabolite  
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CGP47292constitutingonlyabout15％．RenalexcretionwasthepredominantrOuteOfelimination  
fordrugrelatedmaterial，aCCOuntingfor84．7％ofthedose．   

Linearitv／non－1inearitv：  

The bioavai1ability ofru蝕Iamideis dependent on dose．Asdoseincreasesthe bioavai）ability  
decreases．  

Phamacokine！建sins ecialatient・rOu S  

ぬ  

Population pharmacokinetic mode11ing has been used to evaluate theinfluence ofsex onthe  
phamacokinetics ofru蝕1a汀Iide． Such evaluationsindicate that sex does not afftct the  
pharmacokineticsofrufhamidetoaclinicallyrelevanteXtent．   

血糊拍呼如御地  
Thepharmacokineticsofasingle400mgdoseofrufinamidewerenotakeredinsuqectswithchromic  
andsevererenal血ilⅧ帽COmParedtohealthyvolunteerS．However，Plasmalevelswerereducedby  
叩PrOXimately30％whenhaemodialysiswasapplied血radminlstrationofru蝕Iamide，SuggeSting  
thatthismaybeau光fu1procedureincaseofoverdose（SeeSections4．2and4．9）．   

御C坤e加  
NostudieshavebeenperformedinpatientswithhepaticimpairmentandthereforeInovelonshouldnot  
beadministeredtopatientswithseverehepaticimpaiTment．   

Cみ抜かβ〝クーノ2γe叫  

ChiIdrengenerallyh卯Clowercleaqanc60f血血IamidethanaduIts，andthisdifbrenceisrelat  
bodysize．Studiesinnew－borni加rinfhrLtSandtoddlersunder2yeamofagehavenotbeen  
COnducte血   

肋ケ  
A pharmacokinetic studyin elderiy healthy volunt8耶did not show asigmiBcantdi飴rencein  
PhaqmacokineticpaTameterSCOmParedwithyoungeradults．   

5．3 Pr血Ⅰ姐簸呼dah   

Conventionalsafetyphmlogystudiesrevealednospecialhazardsatclinicallyrelevantdoses．   

ToxicitiesobservedindogsatlevelssimilartohumaneXPOSureatthemaximumrecorrmendeddose  
wereliverchanges，includingbilethrombi，Cholistasisandliverenzymeelevationsthoughttobe  

relatedtoincreasedbilesecretioninthisspecleS．NoevidenceofanaSSOCiatedriskwasidentified  
theratandmonkeyrepeatdosetoxicib，Studies．   

In reproductive and developmentaltoxicity studies，theTe Were reductionsinfoetalgrow止land  

Survival，andsomestillbirthssecondarytomatemaltoxicity．However，nOeLrtctsonmorpho）ogyand  
血nction，includingleamingormemory，WereObservedintheof鞄pring．Inovelonwasnotteratogenic  
hmice，ー如SOrrabbits．   

Ru蝕Imlidewasnotgenotoxjcandhad・nOCaqCinogenicpotential．Adverseeffbctsnotobservedin  
Clinicalstudies，butseeninanimalsatexpostmlevelssimilartoclinicalexposu托1evelsandwith  
POSSiblerelevancetohurnanuSeWaSmyelolibrosisofthebonemmwinthemou光CarCinogenicity  
Study．Benignboneneoplasms（OSteOmaS）andhyperOStOSisseeninmicewereconsideredaresultof  
theactivationofamousespecificviruSbyfluorideionsreleasedduringtheoxidativemetabolismof  
和讃namide．   

RegardingtheirnmunOtOXicpotential，Smal1thymuSandthymicinvolutionwcreobservedindogsina  
13weekstudywithsignlBcantreSPOnSeatthehighdoseinmale．Inthe13weekstudy，氏malebone  
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marrowandlymphoidchangesarereportedatthehighdosewithaweakincidence．－Inratsdecreased  

Cellularityofthebonemarrowandthymicatrophywereobservedonlyinthecarcinogenicitystudy．  

6． PHARルIACEUTICALPARTICULARS  

后．1 L由torexcipients   

Core：  
Lactose monohydrate 
Cellulose，microcrystalline  
Maize starch 
Croscamellosesodium  

Hypmmeuo詑  

MagnesiumSteamte  
Sodium laurilsulfate 

Silicacolloidal，anhydrous   

Filmco如inE：  

OpadryOOF44042［consistsofhypromellose，maCrOgOIs（8000），titaniumdioxide（E171），talcand  
鈷汀icoxide托d（E172）】．   

占ユ 血compat抽出d飴   

Notapplic曲1e   

6j Sbdrli鮎   

3ye訂S．   

后．4 Sp∝血1pr桐utions伽r如0柑ge   

Donotstoreabove300C．  

6．5 NatureandcoDtet）tSOfcontainer   

400 mg 
Aluminium／aluminiumblisters，paCksoflO，30，50，60，100and200film－COatedtablets．   

Notal1packsizesmaybemarketed．   

‘．6 Spedalprecaudons鮫Irdkposal   

No special requirements. 

7． MARKETⅢ†GAUTHOR［SATIONHOLDER   

EisaiLimited，3Shortlands，LondonW68EE，UK   

＄． MARXETINGAIJTHORISATIONNtJMBER（S）  

9． DATEOFFIRSTAUTHORISATION几【ENEWALOFTI［EAUTHORISATION  
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10． DATEOFREⅥSIONOFTtIETEXT  
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A肌ⅩⅠI  

MANtJFACTtJRPGAUTHORISATIONf［OLDER  

RESI＞ONSI丑LEFORBATCIIRELEASE  

CONDITIONSOFTHEMARKETNGAUTf［ORISATION  

A．  

B．  
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A． MAmACTUWGAtJTHORISATIONIIOLDERRESPONSIBLEFORBATCH  
RELEASE  

NameandaddressofthemanufacturerresDOnSibleforbatchrelease  

Eisai Limited 

3 Shortlands 
LondonW68EE  

United Kingdom 

B． CONDITIONSOFTEEMARKETⅢ†GAUTHORISATION  

●  CONDITIONSORRESTRICTIONSREGARDINGStTPPLYANDtJSEIA4POSEDON  

Tt［EMARKETmGAtJTHORISATIONⅡOI．DER   

Medicinalproduct su句ect to restricted medicalprescription（SeeAmexII：Summary ofProduct  

Characteristics，SeCtion4．2）．   

●  CONDITIONSORRESTNCTIONSWrrEREGARDTOTEESAFEAND  
EFFECTrVEtJSEOFTHEMEDICpJALPRODtlCT   

Notapplicable・   

●  OTⅡERCONDrrIONS   

TheMAHmustensurethatthesystemofphamacovigilanCeisinplaceandfunctioningbeforethe  
PrOductisplacedonthemarket・   

The MAH commits to performing a post－marketing safety study（registry）and additional  
PharmaCOvigilanCeaCtivitiesdetai1edinthePhaJTnaCOVigi1anCePlan・   

Anupdated Risk Management Plan should be provided as perthe CI抑Guideline on Risk  
ManagementSystemsformedicinalproductsforhumanuSe．  

32   



A州EXIII   

LABELLrNGANDPACKAGELEAFLET  
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A．LABELLmG  
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PARTICULARSTOAPPEARONTHEOtJTERPACXAGING  

OtJTERCARTON  

1． NAMEOFTHEMEDICINALPRODUCT  

1novelonlOOmg創m－COatedtablets  

Rufinamide  

2． STATEMENTOFACTrVESUBSTANCE（S）  

EachtabletcontainslOOmgruhamide  

3． LISTOFEXCIPIENTS  

Containslactose．Seeleanetfbrfurtherinformation．  

4． PⅡARMACEtJTICALFORMANDCONTENTS  

10  
10film－COatedtablets  

滴  

30film－COatedtablets  

50  
50film－COatedtablets  

60  
60film－COatedtablets  

lpO  
lOO重1m－COatedtablets  

5． METHODANDROUTE（S）OFAl）MMSTRATION  

OmlUse  

Readthepackageleanetbeforeuse・  

6． SPECIALWARNmGTⅡATTⅡEMEDICmALPRODtJCTA4USTBESTOREDOtJT  

OFTⅡEREACⅡANDSIGETOFCEII，．DREN  

Keepoutofthereachandsightofchildren・  

7． OTEERSPECLu．WARNING（S），IFNECESSARY  

8． EXPIRYDATE  

EXP（M～灯rYYY）  
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9． SPECIALSTORAGECONDrrIONS  

Donotstoreabove300C  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPRODUCTS  

ORWASTEM【ATERIALSDERmDFROMStJCHMEDICplALPRODtJCTS，IF  

APPROPRIATE  

11． NAMEANDAJ）Ⅰ）RESSOFTEEMAR）EETINGAtJTEORISATIONf［OLDER  

EisaiLimited．，3Shortlands，LondonW68EE，UK  

12．MARWTmGAtJTt［ORISATIONⅧER（S）  

EU／0／00／000／000  

13． BATCⅡNVMⅡER  

Lot：‡number）  

14． GENERALCLASS】椚CATIONFORSWPLY  

Medicinalproductsu句ecttomedicalprescription．  

15．INSTRUCTIONSONUSE  

16．IN下OR則【ATIONmBMLLE  

InovelonlOOmgtablets  
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

1． NAMEOFTIIEルIEDICINALPRODUCT  

InovelonlOOmg丘lm－COatedtal）1ets  

Ru缶namide  

2． NAMEOFTHEMAMTmGAtJTⅡORISATIONHOLDER  

EisaiLimited．  

3． EXPRYDATE  

EXP：〈MM／YYYY）  

4． BATCIINUⅦER  

Lot：〈number）  

5． OT且ER  
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PARTICUl．ARSTOAPPEARONTHEOtJTERPACKAGⅢG   

OUTER CARTON 

1． NAMEOFTHEMEDICⅡ†ALPRODtJCT  

lnovelon200mgfilm－COatedtablets  
Ru丘namide  

2． STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontains200mgrufinamide  

3． uSTOFEXCⅢ＞IENTS  

Containslactose．Seelea幻etforfurtherinformation．  

4．1門札鮎mMACEtJTICALFO札MANDCONTENTS  

扮  

10丘Im－COatedtablets  

滴  

30航1m－COatedtal）1ets  

50  
50丘1m－CO如edtable也  

60丘1m＿COatedtable也  

碩幹  

100且1m＿COatedtablets  

5． METⅡODANDROtJTE（S）OFADMMSTRATION  

Readthepackageleafletbefbreuse．  

6． SPECIALWARNmGT且ATTHEMEDICmALPRODtJCTA4USTBESTOREDOtJT  

OFTⅡEREACE［ANDSIGIITOFCⅡILDREN  

Oraluse．  
Keepoutofthereachandsightofchildren．  

7． OTIIERSPECIALWARNNG（S），IFNECESSARY  

8． EXPmYDATE  

EXP（MMmY）  
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9． SPECIALSTORAGECONDITIONS  

Donotstoreabove300C  

10． SPECIALPRECAtJTIONSFORDISPOSALOFtJNUSEDMEl）ICⅢ†Al．PRODUCTS  

ORWASTEMATERIALSDERmDFROMSUCHMEDICNALPRODIJCTS，IF  
APPROPRIA．TE  

11． NAMEAⅣDADDRESSOFTⅡEMARKETmGAUTHORISATIONf［OLDER  

EisaiLimited．，，3Shortlands，LondonW68EE，UK  

12．MARKETINGAtTTEORISATIONNtJMBER（S）  

EU／0／00／000／000  

13． BATCHNUWER  

Lot：（number）  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu切ecttomedicalprescription・  

15． mSTRUCTIONSONUSE  

1‘．IN下ORMATIONmBMLLE  

Inovelon200mgtablets  
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MINIn4tJMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

1． MEOFTⅡEMEDICpJALPRODUCT  

Inovelon200mg別m－COatedtablets  

Ru負nanlide  

2． NAA4EOFTEEMARKETmGAtJTⅡORISATIONHOLDER  

EisaiLimited．  

3． EXPmYDATE  

EXP：（M恥〟YYYY）  

4． 丑ATCⅡⅣmER  

Lot：（number）  
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PARTICULARSTOAPPEARONTnEOIJTERPACKAGING  

OUTERCARTON  

1． NAMEOFTⅡEM【EDICmALPRODUCT  

Inovelon400mg負lm－COatedtablets  

Ru窮namide  

2． STATEMENTOFACTTVESUBSTANCE（S）  

Eachtabletcontains400mgru丘namide  

3． LISTOFEXCIPIENTS  

Contains1actose．Seelea且etforfurtherinformation．  

4． PⅡARMACEUTICAl．FORMAⅣDCONTENTS  

10  
10負1m－CO釦edtablets  

強  

30航1m－COatedtablets  

Iso 
50丘1m－CO釦ed也blets  
痴  

60負1m－COatedtablets  

l00  
100fi1m－COatedtablets  

200  
200創m－COatedtablets  

5． METE［ODANDROUTE（S）OFADMmSTRATION  

OralUse．  

Readthepackageleanetbeforeuse・  

6． SPECIALWAR州別GTHATTⅡEMEDICⅡ†ALPRODtJCTMtJSTBESTOREDOtJT  

OFTⅡEREACEANDSIGⅡTOFCHIl．DREN  

Keepoutofthereachandsightofchildren・  

7． OTHERSPECIALWAmG（S），IFNECESSARY  
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＄． EXPIRYDATE   

EXP（MMm）  

，． SPECIALSTORAGECONDITIONS  

Donotstoreabove30OC  

10． SPECIALmCAtJTIONSFORDISPOSALOFtJNtJSEDMEDICpIAI．PRODtJCTS  

ORWASTEMATERuエSDERmDFROMStlCⅡMEDICmALPRODtJCTS，Ⅲr  

AアrROI■RIATE  

11． NAMEANDAJ）DRESSOFTⅡEMAMTNGAUTⅡORISATIONⅡOLl）ER  

EisaiLimited．，3Shortlands，LondonW6＄EE，UK  

12．MARKETmGAtJTⅡORISATIONNtTMBER（S）  

EU／0／00／000／000  

13． 8ATCⅡⅣmER  

Lot：（number）  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu句ecttomedicalprescription．  

15． 耶STRUCTIONSONVSE  

1‘． p肝ORMATIONlm＝駄RAⅡ．LE  

lnove）on400mgtablets  
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1． NAMEOFTIIEM【EDICINALPRODUCT  

Inovelon400mgfilm－COatedtablets  

Rufinamide 

2． NAMEOFTHEMARKETNGAUTEORISATIONHOLDER  

EisaiLimited．  

3． EXPmYDATE  

EXP：（MM／YYYY〉  

4． BATCIINtJn4BER  

Lot：（number）  

5． OTHER  

43   



B．PACXAGEI．EAFLET   



PACKAGELEAFLET：INFORMATIONFORTHEUSER  

InovelonlOOmg茄1m－COatedtablets  
I皿OYelon200mgⅢm－COatedtablets  
Inovelon400mg丘I山一eOatedtablets  

RⅦ丘namide   

RcadallofthisleaLIetcarefuIIybeforeyotlStarttakingthis【nediciJ）e・  
Keepth慮sleanet・Youmayneedtoreaditagaln・   
Ifyouhaveanyfurtherquestions，aSkyourdoctororpharmacist・  
Thismedicinehasbeenprescribedforyou．Donotpassitontoothers・Itmayharmthem，eVen   
iftheirsymptomsarethesameaSyOurS・   
Ifanyofthesidee飴ctsgetsserious，OrifyounoticeanySidee飽ctsnotlistedinthisleanet，  
Pleasetellyourdoctororphamacist・   

Inth由1ea幻et：  

1． WhatInovelonisandwhatitisusedfor  

2． BeforeyoutakeInovelon・  
3． Howto愉keInovelon  

4． Possiblesideefftcts．  
5． HowtostoreInovelon．  

6． Fur也er通航汀mation．  

1． Ⅵ7tLATp10VELONISANDⅥr且ATITISUSEDFOR   

Inoveloncontainsrufinamide，WhichisanantlePilepticmedicine．Itisusedtotreatseizuresassociated  

withLermox－Gastautsyndrome．  

ヱ． BEFOREYOIJTAKEINOVELON   

DonottakeInovelon   

－ifyouareal1ergic（hypersensitive）torufinamideoranyoftheotheringredientsofInovelonand  
triazolederivatives．   

TakespecialcarewithInovelon   

－ifyousu飴r倉omliverproblems，becausethereislimitedinformationontheuseOfInovelonin   
thisgroupandthedoseofyourmedicinemayneedtobeincreasedmoreslowly・  
－ifyougetaskinrash・Seeyourdoctorimmediatelyasveryoccasionallythismaybecorneserious・  
一ifyousu脆ranincreaseinthenumberorseverityordurationofyourseiz∬eS，yOuShouldcontact   
your doctor immediately. 
－ifyouexperiencedizzinessorsleeplneSSinformyourdoctor・   

Pleaseconsultyourdoctor，eVenifthesestatementswereapplicabletoyouatanytimeinthepast・   

Taking other medicines 

PleasetellyourdoctororpharmacistifyouaretakingorhaverecentlytakenanyOthermedicines，  
includingmedicinesobtainedwithoutaprescnptlOn・   

Ifyourdoctorprescribesorrecommendsanadditionaltreatmentforepilepsy（e・g・Valproate）youmust  
tellhimyouaretakingInovelonasyourdosemayneeda4iustlng・  
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TakinghovelonwithfoodaJ）ddrjnk   

InovdonshouldpreftrabJybetakenwithfbod・Asaprecaution，donottakeInovelonwithalcohol．   

Pregnaneyandbreast－鮎edi皿g   

Ifyouareawomanofchildbearingage，yOumustuSeCOntraCePtlVemeaSureSWhiletakingInovelon・   

Ifyouarepregnant，Orthinkyoumightbepregnant，Orareplannlngtogetpregnant，tellyourdoctor．  
YoumustonlytakeInovelonduringyourpregnanCyifyourdoctortellsyouto．   

Youmustnotbreast一免edwhiletakingInovelon．   

Askyourdoctororpharmacistforadvicebefbretakinganymedicine．   

DriYingandn畠山gmadlin駕   

Donotdriveoroperatemachineryifyou免eldrowsy，dizzyOreXperienceblumdvisionwhilsttaking  
thismedicine．BeparticularlycareAllatthestartoftreatmentora允eryourdoseisincreased．   

hporbntiJlbrTT）ationaboutsomeo†theiJtgredientsofIJ）OYelom   

Inoveloncontainslactose．Ifyouhavebeento）dbyyourdoctorthatyouhaveanintoleranCetOSOme  
SugarS，COntaCtyOurdoctorbcforetakingthismedicinalproduct．  

3． HOWTOTAXEINOVELON？   

AIwaystakeInovelonexactlyasyourdoctorhastoldyou．Youmustcheckwithyourdoctoror  
Phamacistifyouarenotsure．   

Inovelontabletsmustbetakentwicedai1ywithwater，inthemornlngandintheevenlng．lnoveloncan  
betakcnwithfood・Ifyouhavedifncultyswallowing，yOuCanCruShthetablet．Thenmixthepowder  
inabouthalfaglass（100ml）ofwateranddrinkimmediately．   

Theusualstartingdoseinchildrenweighinglessthan30kgis200mgadaytakenintwodoses．¶1e  
dosewi11bea句ustedforyoubyyourdoctorandmaybeincreasedby200mgatirrtervalsoftwodays，  
toadailydoseofnomore・than1000mg．   

Theusualstartingdoseinadultsandchildrenweigh1ng30kgoroveris400mgadaytakeIlintwo  
doses．Thedosewi11bea嘩ustedforyoubyyourdoctorandmaybeincreasedby400mgatintervals  
Oftwodays，tOadailydoseofnomorethan3200mg，dependinguponyourweight．   

Somepatientsmayrespondtolowerdoses．ThedosemaybeincreasedmoresIowlyifyouexperience  
Sidee飴cts．   

Inovelonis meanttO betaken as along－term medicine．Do not reduceyourdose orstopyour  
medicineunlessyourdoctortellsyouto．   

ⅣyoⅥtakemoreInovelon仙anyoushould   

IfyoumayhavetakenmoreInovelonthanyoushould，tellacarer（relativeor舟iend），yOurdoctoror  
pharmacistimmediately，OrCOntaCtyOurneareSthospitalcasualtydepartment，takingyourmedicine  
Withyou．YoumaybecomesleepyandcouldloseconsciousneSS．Donotdriveatthistime．   

IryoⅦ伽rgettotakeInovelon  
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Ifyouforgettotakeadose，COntinuetakingyourmedicineasnormal．Donottakeadoubledoseto  
makeupforforgottendose．Ifyoumissmorethanonedose，Seekadvice丘omyourdoctor．   

Iryoustopta最ngI血OYelon   

Ifyourdoctoradvisesyoutostoptreatment，fo1lowyourdoctor’sinstruCtionsconcemlngthegradual  

reductionofInoveloninordertolowertheriskofanincreaseinseizures．   

Ifyouhaveanyfurtherquestionsontheuseofthisproduct，aSkyourdoctororphamacist・  

4． POSSⅢ主LESIDEEFFECTS   

Likeallmedicines，InoveloncanCauSeSidee飴cts，althoughnoteverybodygetsthem・   

TellyourdoctorifyouhaveanyOfthefo1lowlngandiftheyaretOOunCOmfortableforyou：   

Verycommon（morethanlin10patients）sidee蝕ctsofInovelonare：  

Dizziness，headache，nausea，VOmiting，SleeplneSS，fatigue．   

Lesscommonlyreported（morethan1inalOOpatients）sidee飴ctsofInovelonare：  

Problems associated with nervesincluding：difnculty walking，d）nOrmalmovement，  
COnvulsions／seizures，unuSualeyemovements，blurredvision，trembling．  

Problems associated with the stomachincluding：StOmaCh pain，COnStipation，indigestion，  
loosestooIs（diarrhoe4），lossorchangeinappetite，Weightloss・  

Infections：Earinfection，fh，naSalcongestion，ChestinLbction．  

Inadditionpatientshaveexperienced：anⅩiety，insomia，nOSebleeds，aCne，raSh，backpain，  
in舟equentperiods，bmising，headiTtiury．  
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Uncommon（betweenlinalOOandlinalOOOpatients）sidee飴ctsofInovelonare‥  

Allergicreactionsandanincreaseinmarkersoflive；血nction（hepaticenzymeincrease）．  

Ifapyofthesideefftctsgetsserious，OrifyounoticeanySideefftctsnotlistedinthisleanet，Please  
tellyourdoctororpharmacist・  

5． HOWTOSTOREmOVELON   

KeepInovelonout・Ofthereachandsightofchildren・   

DonotuseInovelona食ertheexpirydatewhichisstatedontheblisterandcarton   

Donotstoreabove300C．   

DonotuseInovelonifyounoticeachangeincolourofthetablets．   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste．Askyourphmacisthowto  
disposeofmedicinesnoIongerrequired・Thesemeasureswi11helptoprotecttheenvironment・  

6． mTⅡER抑ORMATION  

WbatInoYeloneonhins  

TheactivesubstanCeisru血amide．  

EachInovelonlOOmgflim－COatedtal）letcontainslOOmgofrufinamide．  
EachInovelon200mgfilm－COatedtabletcontains200mgofru負namide．  
EachInovelon400mg丘1m－COatedtabletcontains400mgofru鮎amide．  

The▲0theringredients arelactose monohydrate，microcrystal1ine cellulose，maize stad・Ch，  
croscamellosesodium，hypromellose，magneSiumStearate，SOdiumlaurilsul血teandcolloidal  
anhydrousSilica．The丘血一COatingconsistsofOpadryOOF44042［hypromellose，maCrOgOIs  
（＄000），titaniumdioxide（E171），talcandLtrricoxidered（E172）］．   

Ⅵ職且tInovelonlookslik…nd¢Onte皿tSOrtbepadi   

・lnovelonlOOmgtabletsarepink，OVal，SlightlyconvexBlm－COatedtablets，SCOredonbotQsides，  
embossed‘C26l’ononesideandblankontheotherside．   

Theyareavai1ableaspacksoflO，30，50，60andlOOfilm－COatedtablets．   

・Inovelon200mgtabletsarepink，OVal，Slightlyconvex別m－COatedtablets，SCOredonbothsides，  
embossed‘e262，ononesideandblankontheotherside．   

Theyareavai1ableaspacksoflO，30，50，60andlOOfilm－COatedtal）lets・   

・Inovelon400mgtabletsarepink，OVal，Slightlyconvexfilm－COatedtablets，SCOredonbothsides，  
embossed‘e263’ononesideandblankontheotherside．  

Theyareavai1ableaspacksoflO，30，50，60，100and200創m－COatedtablets・   

叩arketi皿gAutborjsationHoIderaJ）dMaJltL血cturer   

EisaiLimited，3Shortlands，LondonW68EE，UK．  
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ForaJlyinfbrmation about this medicinalproduct，please contactthelocalrepresentative ofthe  
MarketingAuthorisationHolder：  

Belg繕侶elgique侶elgien  

EisaiLtd．  
3 Shortlands 
LondonW（i8EE  
Royaume－UniNerenigd  

KoninikrijldVereinigtes 

Kiinigreich 
T61／Tel：＋442086001400   

Cesk畠republika  

EisaiLtd．  
3 Shortlands 

LondonW68EE  
Velk丘Brit占nie  

Tel：＋4420S6001400   

丑山garia  

EisaiLtd．  
3Sho正1ands  

LondonW68EE  

UnitedKingdom．  

Tel：＋4420＄6001400  

Danmark  

Eisai AB 
P．0．Box573  

SE－11479Stockholm  

Sverige  
Tlf：＋46（0）850101600   

De11tSd11and  

Eisai GmbH 

LyonerS廿．36  

D－60528Frankfurtndain  

Deutschland  
Tel：＋49（0）6966585－0  

Luxembourg／LⅦⅩe山burg  

EisaiLtd．  
3 Shortlands 
LondonW68EE  

Royaume－Uni／VerenigdKonink巧k  

Tel／Tel：＋442086001400  

Magyarorsz;ig 
EisaiLtd．  
3 Shortlands 

LondonW68EE  
Nagy－Britannia  

Tel∴＋442086001400  

Malta  
EisaiLtd．  
3Sho正1and5  

LondonW68EE  
UnitedKingdom．  

Tel：＋442086001400  

Nederland  

EisaiLtd．  
3 Shortlands 

LondonW68EE  

Verenigd Koninkrijk 
Tel：＋4420S6001400   

Norge  
Eisai AB 

P．0．Box573  

S－11479Stocl血01m  

Sverige  
Tlt＋46（0）850101600  
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ijsterreich 

Eisai GmbH 

NiederlassungOsterreich  

Bauernmarkt6／12  
A－1010Wien  

Oste汀eich  

Tel：＋43（0）15351粥0－O   

Polska 
EisaiLtd．  

3 Shortlands 
LondonW68EE  
Wielka Brytania 
Tel．：＋442086001400  

Eesti  

EisaiLtd．  

3 Shortlands 
LondonW68EE  

ijhendkuningriik 
Tel：＋442086001400  

Elふ丘るα  

EisaiLtd．  

3 Shortlands 
LondonW68EE  

Hv（叫如oBα成klO  

T巾．：＋4420＄6001400  

Espa蝕  

EisaiFamac6utica，S．A．  

C／Å血IrOSonaNO336，  

3－planta  
Maddd28033  

Espa丘a  

Tel：ぺ34）914559455   

France 

Eisai SAS 
TourM血地肌－5／6Placedel，Ids  

92095LaDiftnse2  

France  
Tel：＋（33）147670005   

Ireland  
EisaiLtd．  

3 Shortlands 
LondonW68EE  
UnitedKingdom．  
Tel：＋442086001400  

Island  
Eisai AB 
P．0．Box573  

S－11479Stockholm  

Sv咄崩  

Tel：＋46（0）850101600  

Po血gal  

EisaiLtd．  
3 Shortlands 

LondonW68EE  
Reino Unido 

Tel：＋442086001400  

Romania  
EisaiLtd．  

3Shonlands  

LondonW68EE  

U血【edKingdom  

Tel：＋442086001400   

SloYenりa  

EisaiLtd．  

3 Shortlands 
LondonW68EE  
VelikaBritanija  

Tel：＋442086001400   

SloYenSk貞reI川blika  

EisaiLtd．  
3Shoれ1ands  

LondonW68EE  
Vel，k丘Brithia  

Tel：＋442086001400  
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Sl）Omi／Fit）1and  

EisaiAB 

P．0．Box573  

SE－11479Stocl血01m  

Ruotsi  
nlh／reI：十46（0）850101600   

Sverige 
Eisai AB 

P．0．Box573  

S－11479Stockholm  

Sverige  

Tel：＋46（0）850101600  

Italia  

EisaiS．r．1．  

Viadell’UnioneEuropea6侶  

20097SanDonatoMilanese（MI）  

Italia 
Tel：＋39025181401   

Ⅹ血po⊆  

EisaiLtd．  

3Shoれ1ands  

LondonW68EE  

Hv（叩かoBαdはto  

T巾．：＋4420S6001400  

United Kingdom 
EisaiLtd．  

3 Shortlands 
LondonW68EE  
UnitedKingdom．  
Tel：02086001400  

La什ija  

EisaiLtd．  

3、Shortlands  

LondonW68EE  

Angl軸  

Tel：＋442086001400   

ue仇Ⅳa  

Eis由Ltd  

3Sho正1and5  

LondonW68EE  
Jun辞ineK訂dyste  
Tel．＋442086001400   

Thisleafh＊washstapprovedin（MMm）．   

Detai1edinformationonthisproductisavai1ableontheEuropeanMedicinesAgency（EMEA）  
Website如迩叩W，emea・eurOr）乱eu  
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