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A．MELLING  
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ULARSTOAPPEARONTHEOUTERPACKAGING  

CARTON  

NAMEOFTIIEMEDICINALPRODUCT  

【novelonlOOmgⅢm－COatedtablets  

Rufinamide 

STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontains100mgrunnamide  

LISTOFEXCIPIEmS  

Containslactose．Seeleanetfbrfurtherinformation．  

PIIARMACEUTICALFORMANDCONTENTS  

埴  

10重1m－COatedtablets  

30  

30重1m－COatedtablets  

50  

50月Im－COatedtablets  

60  

60film－COatedtablets  

100 

lOO丘1m－COatedtablets  

5． METHODANDROUTE（S）OFADMINISTRATION  

Oral Use 

Readthepackagelea丑etbeforeuse・  

6． SPECIALWARNINGTHATTHEMEDICINALPRODUCTMUSTBESTOREDOUT  
OFTIIEREACHANDSIGIITOFCHILDREN  

Keepoutofthereachandsightofchildren・  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

8． EXPIRYDATE  

EXP（MM／YYYY）  
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9． SPECIALSTORAGECONDITIONS  

Donotstoreabove300C  

10． SPECIALPRECAUTIONSFORDISPOSALOFtJNUSEDMEDICpIALPRODUCTS  
ORWASTEMATERIALSDEmDFROMSUCHMEDICmAl．PRODUCTS，IF  

APPROPRIATE  

11． NAMEANDADDRESSOFTHEMARKETINGAUTHORISATIONIIOLDER  

EisaiLimited．，3Shortlands，LondonW68EE，UK  

12・MARKETⅢヾGAtJTHORISATIONNUMBER（S）  

EU／0／00／000／000  

13． BATCHNUM8ER  

Lot：inumber）  

14． GENERALCLASSIFICATIONFORStJPPLY  

Medicinalproductsu句ecttomedicalprescription．  

15． mSTRUCTIONSONUSE  

1‘． mFORMATIONmBRAILLE  

InovelonlOOmgtablets  
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NAMEOFTHEMEDICINALPRODUCT  

lnovelonlOOmg貞1m－COatedtablets  

Kufinamide 

NAMEOFTHEMARKETINGAtJTHORISATIONIIOLDER  

EisaiLimited．  

EXPⅢlYDATE  

EXP：（MMm）  

BATCIINUMBER  

l．ot：inumber）  

OTHER  

37   



PACXAGELEAFLET：NFORMATIONFORTHEUSER  

InoveIonlOOmg瓜1m－COatedtablets  
Inovelon200mg鎖Im－CO如edtablets  

InoYelo皿400mg瓜Im－eOatedtablets  
Ru瓜namide   

ReadallofthisleafletcarehlIyt）ebreyoustarttakingthismedicine・  
Keepthisleaflet・Youmayneedtoreaditagaln・   
Ifyouhaveanyfurtherquestions，aSkyourdoctororpharmacist・  
Thismedicinehasbeenprescribedforyou・Donotpassitontoothers・Itmayhmthem，eVen   
iftheirsymptomsarethesameasyours・   
IfanyOfthesidee飽ctsgetsserious，OrifyounoticeanySideefftctsnotlistedinthisleaflet，  
pleasete11yourdoctororpharmaCist・   

Iptbislea爪et：  

1． Whatlnovelonisandwhatitisusedfor  
2． BeforeyoutakeInovelon・  
3． HowtotakeInovelon  
4． Possiblesideef托cts．  

5． HowtostoreInovelon．  

6． Furtherinformation．  

1． Ⅵり注ATINOVELONISANDⅥⅧ【ATITISUSEDFOR   

Inoveloncontainsru重namide，Whichisanantiepilepticmedicine・Itisusedtotreatseizuresassociated  

WithLennox－Gastautsyndrome．  

2． BEFOREYOtJTAXEINOVELON  

DonottakeImoYelom   

－ifyouareallergic（hypersensitive）toruhamideoranyOftheotheringredientsofInovelonand  
廿iazolededvatives．   

TakespecialcarewithhoveJon   

－ifyousu飴r打omliverproblems，becausethereislimitedinformationontheuseOfInovelonin   
thisgroupandthedoseofyourmedicinemqyneedtobeincreasedmoreslowly・  

－ifyougetaskinrash・Seeyourdoctorimmediatelyasveryoccasionallythismaybecomeseri0us・  
一ifyousufftranincreaseinthenumberorseverityordurationofyourseizures，yOuShouldcontact   

yourdoctorimmediately．  
－ifyouexperiencedizzinessorsleeplneSSinformyourdoctor・   

Pleaseconsultyourdoctor，eVenifthesestatementswereapplicabletoyouatanytlmeinthepast・   

Taking other medicines 

PleasetellyourdoctororpharmacistifyouaretakingorhaverecentlytakenanyOthermedicines，  
includingmedicinesobtainedwithoutaprescnptlOnt   

Ifyourdoctorprescribesorrecommendsanadditionaltreatmentforepilepsy（e・g・Valproate）youmust  
tellhimyouaretakinglnovelonasyourdosemayneeda4iusting・  
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TakingIJ）OVelonwithfoodanddrink   

7novelonshouldprefbrablybetakenwithfood．Asaprecaution，donottakeInovelonwithalcohol．   

Pregnancyandbreast一触eding   

lfyouareawomanofchildbearingage，yOumuStuSeCOntraCeptlVemeaSureSWhiletakingInovelon・   

1fyouarepregnant，Orthinkyoumightbepregnant，Orareplanningtogetpregnant，tellyourdoctor．  
YoumustonlytakelnovelonduringyourpregnanCyifyourdoctortellsyouto・   

YoumustnOtbreast－ftedwhiletakingInovelon．   

Askyourdoctororphamacistfbradvicebeforetakinganymedicine．   

Drivingandusingmachines   

I）onotdriveoroperatemaChineryifyouf己eldrowsy，dizzyorexperienceblurredvisionwhilsttaking  
thismedicine・Beparticularlycarefulatthestartoftreatmentorafteryourdoseisincreased．   

ImportantiIIfbrtnationaboutsomeoftheiJlgredientsofInovelotL   

Inoveloncontainslactose・IfyouhavebeentoldbyyourdoctorthatyouhaveanintoleranCetOSOme  
SugarS，COntaCtyOurdoctorbeforetakingthismedicinalproduct．  

3． HOWTOTAKEINOVELON？   

AIwaystakeInovelonexactly asyourdoctorhastoldyou．YoumustCheckwithyourdoctoror  
Pharmacistifyouarenotsure・   

lnovelontabletsmustbetakentwicedai1ywithwater，inthemornlngandintheevenlng，lnoveloncan  

betakenwithfood・Ifyouhavedifncultyswa1lowing，yOuCanCruShthetablet・Thenmixthepowder  
inabouthalfaglass（100ml）ofwateranddrinkimmediately．   

Theusualstartingdoseinchildrenweighinglessthan30kgis200mgadaytakenintwodoses．The  
dosewi11beaqjustedforyoubyyourdoctorandmaybeincreasedby200mgatintervalsoftwodays，  
toadailydoseofnomorethan1000mg．   

Theusualstartingdoseinadultsandchildrenweighing30kgoroveris400mgadaytakenintwo  
doses・Thedosewi11beaqiustedforyoubyyourdoctorandmaybeincreasedby400mgatintervals  

Oftwodays，tOadai1ydoseofnomorethan3200mg，dependinguponyourweight．   

Somepatientsmayrespondtolowerdoses・Thedosemaybeincreasedmoreslowlyifyouexperience  

sideefftcts．   

Inovelonis meantto betaken as along－term medicine．Do not reduce yourdose or stop your  
medicineunlessyourdoctortellsyouto．   

Ifyo11takemoreInovelonthanyoushould   

IFyoumayhavetakenmoreInovelonthanyoushould，tellacarer（relativeorfHend），yOurdoctoror  

Pharmacistimmediately，OrCOntaCtyOurneareSthospitalcasualtydepartment，takingyourmedicine  

withyou．Youmaybecomesleepyandcouldloseconsciousness．Donotdriveatthistime．   

Iryou丘■rgettOtakeInovelon  
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Ifyouforgettotakeadose，COntinuetakingyourmedicineasnormal・Donottakeadoubledoseto  
makeupforforgottendose・Ifyoumissmorethanonedose，Seekadvice舟omyourdoctor・   

Iry川StOptakingInovelon   

Ifyourdoctoradvisesyoutostoptreatment，fo1lowyourdoctor，sinstruCtionsconcernlngthegradual  
reductionofInoveloninordertolowertheriskofanincreaseinseizures．   

IfyouhaveanyfurtherquestionsOntheuseOfthisproduct，aSkyourdoctororphamacist・  

4． POSSIBLESIDEEFFECTS   

Likeallmedicines，InoveloncanCauseSideefftcts，althoughnoteverybodygetsthem．   

TellyourdoctorifyouhaveanyOfthefollowlngandiftheyaretOOunCOmfortableforyou：   

Verycommon（morethan1inlOpatients）sidee飴ctsofInovelonare：  

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

Lesscommonlyreported（morethanlinalOOpatients）sidee脆ctsofInovelonare：  

Problems associated with nerveSincluding：difnculty walking，abnormalmovement，  
COnvu1sions／seizwes，unusualeyemovements，blurredvision，trembling．  

Problems associated with the stomachincluding：StOmaCh paln，COnStipation，indigestion，  
loosestooIs（d血Thoea），lossorchangeinappetite，Weightloss．  

Infbctions：Earinftction，flu，naSalcongestion，Chestinftction．  

Inadditionpatientshaveexperienced：anXiety，insomnia，nOSebleeds，aCne，raSh，backpain，  
in舟equentperiods，bruising，headirtiury・  
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Uncommon（betweenlinalOOandlina1000patients）sideeffbctsofInovelonare：  

Allergicreactionsandanincreaseinmarkersofliverfunction（hepaticenzymeincrease）．   

）fanyOfthesideefftctsgetsserious，OrifyounoticeanySideefftctsnotlistedinthisleanet，please  

teIlyourdoctororphamacist．  

5． HOWTOSTOREINOVELON   

KeepInovelonoutofthereachandsightofchildren．   

Ⅰ）onotuseInovelonaftertheexpirydatewhichisstatedontheblisterandcarton   

I）onotstoreabove30OC．   

Ⅰ）onotuseInovelonifyounoticeacharlgeincolourofthetablets．   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste・AskyourpharmaCisthowto  
disposeofmedicinesnolongerrequired・Thesemeasureswillhelptoprotecttheenvironment・  

6． FURTHERINFORMATION  

WhatInoveloncontaims  

Theactivesubstanceisru重namide．  

EachInovelonlOOmgnim－COatedtabletcontainslOOmgofrufinamide，  
EachInovelon200mg創m－COatedtabletcontains200mgofrufinamide・  
EachInovelon400mgⅢm－COatedtabletcontains400mgofrufinamide・   

The otheringredients arelactose monohydrate，microcrystalline cellulose，maize starch，  
CrOSCmellosesodium，hypromellose，magneSium stearate，SOdiumlaurilsulfateandcolloidal  
anhydroussilica・Thenlm－COatingconsistsofOpadryOOF44042［hypromellose，maCrOgOIs  
（8000），titaniumdioxide（E171），talcandferricoxidered（E172）］．  

WhatInovelonlookslikeatLdcoJ）tentSOfthepack   

●InovelonlOOmgtabletsarepink，OVal，Slightlyconvexfilm－COatedtablets，SCOredonbothsides，  
embossed‘C261’ononesideandblankontheotherside．   

TheyareavailableaspacksoflO，30，50，60andlOOfilm－COatedtablets．   

●Inovelon200mgtabletsarepink，OVal，Slightlyconvexnlm－COatedtablets，SCOredonbothsides，  

embossed‘C262’ononesideandblankontheotherside．   

Theyareavailableaspacksof10，30，50，60andlOOnlm－COatedtablets．   

●Inovelon400mgtabletsarepink，OVal，Slightlyconvexfilm－COatedtablets，SCOredonbothsides，  
embossed‘C263’ononesideandblankontheotherside．  

TheyareavailableaspacksoflO，30，50，60，100and200mm－COatedtablets．   

MarketingAuthorisationHoIderandManufhcturer   

EisaiLimited，3Shortlands，LondonW68EE，UK．  
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For anyinformation about this medicinalproduct，PZease contact thelocalrepresentative ofthe  
MarketingAuthorisationHolder：  

BeIgii5rBelgiqtIe侶elgien  

EisaiLtd．  
3 Shortlands 
LondonW68EE  

Royaume－UniNerenigd  
KoninikrtjkIVereinigtes  

Kiinigreich 

TeUTel：＋442086001400   

Cesk丘republika  

EisaiLtd．  
3 Shortlands 

LondonW68EE  
VelkえBrit血Iie  

Tel：＋4420き6001400   

Bulgaria  
EisaiLtd．  
3Sho托1and5  

LondonW68EE  
UnitedKingdom．  

Tel：＋442086001400  

Danmark  
Eisai AB 
P．0．Box573  

SE－1ユ479Stockholm  

Sverige  
T旺＋46（0）85010】600   

Deutschland  
Eisai GmbH 

LyonerStr．36  
D－60528Frank加／Main  

Deutschland  

Tel：＋49（0）6966585－0  

Luxembourg几uxemburg  
EisaiLtd．  
3 Shortlands 

LondonW68EE  

Royaume－Uni／VerenigdKoninkrtjk  

T岳1／Tel：＋442086001400  

Magyarorsヱag  

EisaiLtd．  
3 Shortlands 
LondonW68EE  
Nagy－Britannia  

Tel．、：＋442086001400  

Malta  

EisaiLtd．  
3 Shortlands 

LondonW68EE  
UnitedKingdom．  

Tel：十442086001400  

Nederland  
EisaiLtd．  

3 Shortlands 
LondonW68EE  

VerenigdKoninkrijk  
Tel：＋442086001400   

Norge  
Eisai AB 

P．0．Box573  

S－11479Stockholm  

Sverige  
Tlf：＋46（0）850101600  
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ijsterreich 
Eisai GmbH 

Niederlassung Qsterreich 
Bauernmarkt6／12  

A－1010Wien  
ijsterreich 

Tel：＋43（0）15351980－O   

PoIska  

EisaiLtd．  

3 Shortlands 

LondonW68EE  
Wielka Brytania 
Tel．：＋442086001400  

Eesti  

EisaiLtd．  

3 Shortlands 

LondonW68EE  
trhendkuningriik  
T七1：＋442086001400  

Elユd8α  

EisaiLtd．  
3 Shortlands 

LondonW68EE  

Hv（叫如oBαGik10  

T申：＋442086001400  

Espa丘a  

EisaiFarmac6utlCa，S．A．  

C／Ar山roSonaNO336，  

3aPlanta  

Madrid 28033 

Espa負a  

Tel：＋（34）914559455   

Framce  
Eisai SAS 

TourManl1attan－5／6Placedel，Ⅰris  

92095LaD6fbnse2  
France  
Tel：＋（33）147（i70005   

Ireland  

EisaiLtd．  

3 Shortlands 
LondonW68EE  
UnitedKingdom．  

Tel：＋442086001400  

Island  
Eisai AB 
P．0．Box573  

SMl1479Stockholm  

Sv職d∂  

Tel：＋46（0）85010i600  

Por血gal  

EisaiLtd．  
3 Shortlands 

LondonW68EE  
Reino Unido 

Tel：＋442086001400  

Romania  
EisaiLtd．  

3 Shortlands 

LondonW68EE  
United Kingdom 
Tel：＋442086001400   

SlovenIJa  

EisaiLtd．  

3 Shortlands 
LondonW68EE  
Velika Britanija 

Tel：＋442086001400   

SlovetLSk姦republika  

EisaiLtd．  
3 Shortlands 

LondonW68EE  

Vel’k畠Brit丘nia  

Tel：＋442086001400  
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Suomi／下inland  

Eisai AB 

P．0．Box573  

SE－11479Stockholm  
Ruotsi  

Puh／rel：＋46（0）850101600   

Sverige  
Eisai AB 

P．0．Box573  

S－11479Stockholm  

Sverige  

Tel：＋46（0）850101600  

Italia  

EisaiS．ー．l．  

Viadell’UnioneEuropea6侶  

20097SanDonatoMilanese（MI）  

Italia  

Tel：＋39025181401   

K血叩0弓  

EisaiLtd．  

3 Shortlands 
LondonW68EE  

Hv（叩血oBαdk10  

T申：＋442086001400  

tJnitedKitlgdom  
EisaiLtd．  

3 Shortlands 
LondonW68EE  
UnitedKingdom．  

Tel：020g6001400  

l．atヽ■軸  

EisaiLtd．  
3 Shortlands 
LondonW68EE  
Angliia  

Tel：＋4420S600Ⅰ400  

LktⅥVa  

EisaiLtd．  

3 Shortlands 
LondonW68EE  
J噸ineK訂alyste  

Tel．＋442086001400   

ThisIeafLetwaslastapprovedin（M丸ⅣYYYY）．   

Detai1edinformationonthisproductisavailableontheEuropeanMedicinesAgency（EMEA）  

WebsitehttD：／／www．emea．europa．eq  
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