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地≧75γeα∫0〟  

Inthephase3clinicaltrial，nOn－CABG－rela‡edTIMlm句OrOrminorbleedingratesforpatientsintwo  

agegroupswereasfbllows：  

Age   Prasugrel   Clopidogrel   
≧75years（N＝1785）   9．0％（l．0％ねtal）   6．9％（0．1％ねtal）   

＜75years（N＝11672）   3．8％（0．2％ねt扇）   2．9％（0，1％htal）   

タα〆ね〃J∫＜∂0ね  

Inthephase3clinicaltrial，nOn－CABG－rClatedTIMIm往IOrOrminorbleedingratesforpatientsintwo  
Weightgroupswereasfb1lows‥  

Weight   Prasugrel   Clopidogrel   

＜60kg（N＝664）   10・1％（0％htal）   6．5％（0．3％ねtal）   

≧60kg（N＝12672）   4．2％（0．3％ねtal）   3．3％（0．1％htal）   

Inpatients≧60kgandage＜75years，nOn－CABGrrelatedTIMIm叫OrOrminorbleedingrateswere  

3・6％forprasugreland2・8％forclopidogrel；rateSfbrfatalbleedingwereO．2％forprasugrelandO．1％  
forcIopidogrel・   

CAβG－re／融‘噸  

1nthephase3clinicaltrial，437patientsunderwentCABGduringthecourseofthestudy．Ofthose  

patients，therateofCABG－relatedTIMIm年lOrOrminorbleedingwas14・1％fbrtheprasugrelgroup  
and4．5％intheclopidogrelgroup．Thehigherriskfbrbleedingeventsinsubjectstreatedwith  

PraSugrelpersistedupto7daysfromthemostrecentdoseofsttldydrug．Forpatientswhoreceived  
theirthienopyridinewithin3dayspr10rtOCABG，thefrequenciesofTIMIm句OrOrminorbleeding  
Were26・7％（120f45patients）intheprasugrelgroup，COmparedwith5・0％（30f60patients）inthe  

Clopidogrelgroup・Forpatientswhoreceivedtheirlastdoseofthienopyridinewithin4to7daysprlOr  
toCABG，thefrequenciesdecreasedtoll・3％（90f80patients）intheprasugrelgroupand3・3％（30f  

90patients）intheclopidogrelgroup．Beyond7daysaf【erdrugdiscontlnuation，theobservedratesof  
CABG－relatedbleedingweresimi1arbetweentreatmentgroups（SeeSeCtion4．4）．   

」dver∫2月eαCJわ〃∫  

Table2summariseshaemorrhagicandnon－haemoIThagicadversereactionsinTRITONclass漬edby  
frequencyandsystemorganclass．Frequenciesaredefinedasfbllows：  

Verycommon（≧1／10）；COmmOn（≧1／100to＜1／10）；unCOmmOn（≧1／1000to＜1／100）；  

rare（≧1／10，000to＜1／1，000）；Very 

availabledata）．  

TabIe2：HaemorrhagicandNon－haemorrhagicadversereaetions   
SystemOrganClass  Common   Uncommon   Rare   

βJoo（プロ〃dわ′〝pわα〟c  

伽／e∽ゐor（おノ一∫   

砂ed加「（尭r∫  Eyehaemorrhage  
l匂∫C乙／ねrβf∫Or（おr∫   Haematoma  

尺e軍わ一αわJツ，／力or（！Cfc  Epistaxis   Haemoptysis  
〟〃d椚e（滋α∫J加d／  

（茄∫Or（おr∫  

G（フ∫Jr（フ∫〃Je∫Jf〝αJ   Gastrointestinalhaemorrhage   Retroperitonealhaemorrhage  
訪∫Or（おr∫  Recta‖1aemOrl・hage  

Haematochezia   
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Gingivalbleeding  
∫たf〃α〃d∫〟占c以Jα〃eO〟∫  Rash  

Jね∫〟eゐor（おr∫   Ecchymosis   
尺e〃αJα〃d〟r加αワ  Haematuria  
d7∫Or（おノー  

Ge〃grαJゐor〔おr∫α〝d  Vesselpuncturesitehaematoma  

仇加扉血知れ加わ〝扇加  Puncture site haemorrhage 
co〃（ガ′わ〃∫  

坤〟り1クOJ∫0乃JJ唱α〃d  Post－prOCeduralhaemorrhage   Subcutaneous  
クrOCe血rαJ  haematoma   
C（）J叩フノブc（フ〟0〃∫   

InpatientswithorwithoutahistoryofTIAorstroke，theincidenceofstrokeinthephase3clinical  
trialwasasfb1lows（seesection4．4）：  

HistoryofTIAor   Prasugrel   Clopidogrel   

stroke  

Yes（N＝5用）   6．5％（2．3％ICH＊）   1．2％（0％ICH＊）   

No（N＝13090）   0．9％（0．2％ICH＊）   1．0％（0．3％ICHり  

＊JC〝＝∫〃加C用乃∫α川αe椚Orrろαge・   

4．9  0verdose   

OverdoseofE幻entmayleadtoprolongedbleedingtimeandsubsequentbleedingcomplications・No  

dataareavailableonthereversalofthepharmacologlCalefftctofprasugrel；however，ifprompt  
correctionofprolongedbleedingtimeisrequired，platelettransfusionand／orotherbloodproductsmay  
beconsidered．  

5． PHARmCOLOGICALPROPERTIES   

5．1 Pharmacodynamicproperties   

Pharmacotherapeuticgroup‥Notyetasslgned・ATCcode‥Notyetassigned・   

ア如r∽dCαか〃〝〃gC∫  

Prasugrelisaninhibitorofplateletactivationandaggregationthroughtheirreversiblebindingofits  
activemetabolitetotheP2Y12ClassofADPreceptorsonplatelets・Sinceplateletsparticipateinthe  
initiationand／orevolutionofthromboticcomplicationsofatheroscleroticdisease，inhibitionbfplatelet  
functioncanreSultinthereductionoftherateofcardiovasculareventssuchasdeath，myOCardial  
infarCtion，OrStrOke．   

Followlnga60mgloadingdoseofprasugrel，inhibitionofADP－inducedplateletaggregationoccursat  
15minuteswith5ト⊥MADPand30minuteswith20トIMADP・Themaximuminl1ibitionbyprasugrel  
ofADP－inducedplateletaggregationis83％with5LIMADPand79％with201⊥MADP，inbothcases  
with89％ofhealthysubjectsandpatientswithstableatherosclerosisachievingatleast50％inhibition  
ofplateletaggregationbylhour・Prasugrel－mediatedinhibitionofplateletaggregationexhibitslow  
between－Subject（12％）andwithin－Subject（9％）variabilitywithboth5LIMand20LIMADP・Mean  
steady－Stateinhibitionofplateletaggregationwas74％and69％respectivelyfor5LIMADPand20  
LIMADP，andwasachievedfo1lowing3to5daysofadministrationofthelOmgprasugrel  
maintenancedoseprecededbya60mgloadingdose・Morethan98％ofsubjectshad≧20％inhibition  
Ofplateletaggregationduringmaintenancedosing・   

Plateletaggregationgradual1yretumedtobaselinevaluesaRertreatmentin7to9daysafter  
administrationofasingle60mgloadingdoseofprasugrelandin5daysfb1lowingdiscontinuationof  
maintenancedosingatsteady－State．  
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CloDido訂el：Fo1lowlngadministrationof75mgclopidogreloncedailyfbrlOdays，40healthy  

Su句ectswereswitchedtoprasugre110mgoncedailywithorwithoutaloadingdoseof60mg．  
Similarorhigherinl1ibitionofplateletaggregationwasobservedwithprasugrel，Switchingdirectlyto  
PraSugre160mgloadingdoseresultedinthemostrapidonsetofhigherplateletinhibition．Followlng  
administrationofa900mgloadingdoseofclopidogrel（withASA），56su句ectswithACSwere  
treatedfbr14dayswitheitherprasugre110mgoncedailyorclopidogrel150mgoncedaily，andthen  
SWitchedtoeitherclopidogre1150mgorprasugrellOmgforanother14days・Higherinl1ibitionof  
Plateletaggregationwasobservedinpatientsswitchedtoprasugre110mgcomparedwiththosetreated  
withclopidogre1150mg・Nodataareavailableonswitchingfromaclopidogre‖oadingdosedirectly  

toaprasugre1loadingdose・   

／・加－・（J・二！： 

Thephase3TRITONstudycomparedEfient（prasugrel）withcIopidogrel，bothcoTadministeredwith  
ASAandotherstandardtherapy．TRITONwasa13，608patient，multicentreinternational，  
randomised，doubleblind，parallelgroupstudy．PatientshadACSwithmoderatetohighriskUA，  

NSTEMI，OrSTEMIandweremanagedwithPCI．   

PatientswithUA／NSTEMIwithin72hotlrSOfsymptomsorSTEMIbetween12hoursto14daysof  
SymPtOmSWererandomisedafterknowledgeofcoronaryanatomy・PatientswithSTEMIwithin12  
hoursofsymptomsandplarmedfbrprlmaryPCIcouldberandomisedwithoutknowledgeofcoronary  
anatomy．Fora11patients，theloadingdosecouldbeadministeredanytlmebetweenrandomisationand  
lhourafterthepatientleftthecatheterisationlab・   

Patientsrandomisedtoreceiveprasugrel（60mgloadingdosefollowedbylOmgoncedaily）or  
Clopidogrel（300mgloadingdosefo1lowedby75mgoncedaily）weretreatedfbramedianof14．5  
months（maximumof15monthswithaminimumof6monthsfollow－up）．PatientsalsoreceivedASA  
（75mgto325mgoncedaily）・Useofanythienopyridinewithin5daysbefbreenrolmentwasan  
exclusioncriterion．OthertherapleS，SuChasheparinandGPIIb／川ainhibitors，Wereadministeredat  
thediscretionofthephysician．Approximately40％ofpatients（ineachofthetreatmentgroups）  
receivedGPIIb〟IIainhibitorsiヮsupportofPCI（noinfbrmationavailableregardingthetypeofGP  
lIb／1IIainhibitorused）．Approxlmately98％ofpatients（ineachofthetreatmentgroups）received  
antithrombins（heparin，lowmolecularweightheparin，bivalirudin，OrOtheragent）directlyinsupport  
of■pcI．   

Thetrial’sprimaryoutcomemeasurewasthetimetofirstoccurTenCeOfcardiovascular（CV）death，  
non－fhtalmyocardialinfarction（MI），OrnOn－htalstroke．AnalysisofthecompositeendpointintheAll  
ACSpopulation（COmbinedUA丑寸STEMlandSTEMIcohorts）wascontingentonshowingstatistical  
SuperiorityofprasugrelversusclopidogrelintheUA／NSTEMIcohort（P＜0・05）・   

AllACSpqpulation：E貞entshowedsuperiorefficacycomparedtoclopidogrelinreducingtheprlmary  
composlteOutCOmeeVentSaSWellasthepre－SpeCinedsecondaryoutcomeevents，includingstent  
thrombosis（seeTable3）．Thebenefitofprasugrelwasapparentwithinthefirst3daysanditpersisted  
totheendofstudy・Thesuperiorefficacy 

． 

age．Thebenentsassociatedwithprasugrelwereindependentoftheuseofotheracuteandlong－term  
CardiovasculartherapleS，includingheparirJlowmolecularweightheparin，bivalirudin，intravenous  
GPHb／IIIainhibitors，1ipid－lowerlngmedicinalproducts，beta－blockers，andanglOtenSinconvertlng  
enzymeinhibitors．TheefncacyofprasugrelwasindependentoftheASAdose（75mgto325mgonce  
daily）．TheuseoforalanticoagulantS，nOn－StudyantiplateletmedicinalproductsandchronicNSAlDs  
WaSnOtallowedinTRITON．IntheA11ACSpopulation，PraSugrelwasassociatedwithalower  
incidenceofCVdeath，nOn－fatalMI，OrnOn－fatalstrokecomparedtoclopidogrel，regardlessof  
baselinecharacteristicssuchasage，SeX，bodyweight，geOgraPhicalreglOn，uSeOfGPIIb／IIIa  
inhibitors，andstenttype．Thebenentwasprimari1yduetoasign頂cantdecreaseinnon－fatalMI（See  
table3）．Sub5ectswithdiabeteshadsignincantreductionsintheprimaryandallsecondarycomposite  
endpoints・  
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Theobservedbene貞tofprasugrelinpatients≧75yearswaslessthanthatobservedinpatients＜75  
years■ 

4・8）・Patients≧75yearslnWhomthebenefitwithprasugrelwasmoreevidentincludedthosewith 
diabetes，STEMI，higherriskofstentthrombosis，OrreCurrenteVentS．   

PatientswithahistoryofTIAorahistoryofischaemicstrokemorethan3monthsprlOrtOPraSugrel  
therapyhadnoreductionintheprlmaryCOmpOSiteendpoint．   

Table3：PatientswithOutcomeEventsinTRITONPrimaryAnalysis  

Prasugrel   C］opidogrel  HazardRatio（HR）  p－  
＋ASA   ＋ASA   （95％CI）   Value   

OutcomeEYentS  

（N＝‘813）   （N＝‘7，5）   

A）lACS  ％  ％   

PrimaryCompositeOutcomeEvents  9．4   11．5   0．812（0．732，0．902）  ＜0．001  

Cardiovascular（CV）death，nOnfatalMI，Or  

nonfatalstroke  

PriTr）aryIndividualOutcomeEvents   

CVdeath   2．0   2，2   0．8g6■（0．701，1．118）  0．307   

NonfatalMl   7．0   9．1   0．757（0．672，0．B53）  ＜0．001   

Nonfatalstroke   0．9   0．9   1．016（0．712，1．451）  0．930   

UA／NSTEMI   （N＝5044）   （N＝5030）  

PrimaryCompositeOutcomeEvents   ％   ％   

CVdeath，nOnfatalM［，OrnOnfatalstroke   9．3   11．2   0．820（0．726，0．927）  0．002   

CVdeath   1．8   1．8   0．979（0．732，1．309）  0．885   

Nonhtal～Ⅲ   7．1   9．2   0．761（0．663，0．873）  ＜0．00l   

Nonfatalstroke   q．g   0．8   0．979（0．633，l．513）  0．922   

STEMI   （N＝17‘9）   （N＝17‘5）  

PrimaryCompositeOutcomeEvents   ％   ％   

CVdeath，nOn血talMl，OrnOnfatalstroke   9．8   12．2   0．793（0．649，0．968）  0．019   

CVdeath   2．4   3．3   0．73g（0．497，1．094）  0．129   

Non払talかⅢ   6．7   乱暴   0．746（0．588，0．948）  0．01（；   

Nonfatalstroke   1．2   1．097（0．590，2．040）  0．770   

IntheAl1ACSpopulation，analysisofeachofthesecondaryendpointsshowedasignincantbene缶t  
（p＜0．001）forprasugrelversusClopidogrel．Theseincludedde丘niteorprobablestentthrombosisat  

Studyend（0．9％vsl．8％；HRO．498；CIO．364，0．683）；CVdeath，nOnfatalMI，OrurgenttargetVeSSel  

revascularisationthrough30days（5．9％vs7．4％；HRO．784；CIO．688，0．894）；allcausedeath，nOnfatal  

MI，OrnOnfatalstrokethroughstudyend（10．2％vs12．1％；HRO．831；CIO．751，0．919）；CVdeath，  
nonfatalMI，nOnねtalstrokeorrehospitalisationforcardiacischaemiceventthroughstudyend（11・7  
％vs13．8％；HRO．838；CIO．762，0．921）．Analysisofallcausedeathdidnotshowanysignincant  

diffbrencebetweenprasugrelandclopidogrelintheAllACSpopulation（2．76％vs2．90％），inthe  

UA胴STEMIpopulation（2．58％vs2．41％），andintheSTEMIpopulation（3．28％vs4．31％）．   

Prasugrelwasassociatedwitha50％reductioninstentthrombosisthroughthe15monthfo1low－uP  
period．ThereductioninstentthrombosiswithE缶entwasobservedbothearlyandbeyond30daysfor  
bothbaremetalanddrugelutingstents．   

Inananalysisofpatientswhosurvivedanischaemicevent，PraSugrelwasassociatedwithareduction  
ihtheincidenceofsubsequentprimaryendpointevents（7．8％fbrprasugrelvsll．9％fbrclopidogrel）．   

Althoughbleedingwasincreasedwithprasugrel，ananalysisofthecompositeendpointofdeath丘om  
anycause，nOnfatalmyocardialinfarction，nOnfatalstroke，andnon－CABG－relatedTIMIm年IOr  
haemorrhagefavouredEnentcomparedtoclopidogrel（Hazardratio，0・87；95％CI，0・79toO・95；  
P＝0．004）・InTRITON，fbreverylOOOpatientstreatedwithEfient，therewere22fbwerpatientswith  
myocardialinfarction，and5morewithnonLCABG－relatedTIMIm可orhaemorrhages，COmParedwith  
Patientstreatedwithclopidogrel・  
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5・2 Pharmacokineticproperties   

PrasugrelisaprodrugandisrapidlymetabolisedinvivotoanactivemetaboIiteandinactive  
metabolites・Theactivemetabolite’sexposure（AUC）hasmoderatetolowbetween－Su句ect（27％）and  
within－Subject（19％）variability・Prasugrel’spharmacokineticsaresimi1arinhealthysu句ects，Patients  
Withstableatherosclerosis，andpatientsundergolngPerCutaneOuSCOrOnaryintervention・   

堰わ〃  
TheabsoIPtionandmetabolismofpr警ugrelarerapid，withpeakplasmaconcentration（Cm）ofthe  

activemetaboliteoccuminginapproxlmately30minutes・Theactivemetabolite’sexposure（AUC）  
increasesproportionallyoverthetherapeuticdoserange．Inastudyofhealthysu句ects，AUCofthe  
activemetabolitewasunaf托ctedbyahighfht，highcaloriemeal，butCmaxwasdecreasedby49％and  

thetimetoreachCmax（Tmax）wasincreasedfromO．5tol．5hours．Efientwasadministeredwithout  

regardtofoodinTRITON．Therefore，Enentcanbeadministeredwithoutregardtofbod；however，the  
administrationofprasugrelloadingdoseinthefhstedstatemayprovidemostrapidonsetofaction（See  
SeCtion4．2）．   

エ）～∫什7占∽わ〃  

bolitebindingtohumanserumalbumin（4％bufftredsolution）was98％．  

l／tイ．小ノ左上′り  

Prasugrelisnotdetectedinplasmafb1lowlngOraladministration．Itisrapidlyhydrolysedinthe  
intestinetoathiolactone，Whichisthenconvertedtotheactivemetabolitebyaslnglestepof  
CytOChromeP450metabolism，PrimarilybyCYP3A4andCYP2B6andtoalesserextentbyCYP2C9  
andCYP2C19．TheactivemetaboliteisfurthermetabolisedtotwoinactivecompoundsbyS－  
methylationorco叫ugationwithcysteine．   

Inhealthysubjects，patientswithstableatherosclerosis，andpatientswithACSreceivingEfient，there  
WaSnOrelevantefftctofgeneticvariationinCYP3A5，CYP2B6，CYP2C9，OrCYP2C190nthe  
pharmacokineticsofprasugreloritsinhibitionofplateletaggregation．   

gJわ7わ7αJわ〃  

Approximately68％oftheprasugreldoseisexcretedintheurineand27％inthefaeces，aSinactive  
metabolites．TheactivemetabolitehasaneliminationhalfJlifeofabout7．4hours（range2to15  

hours）．   

ぶpeciαノア∂p〟JαJわ那．・   

Fhhrb）．・Inastudyofhealthysut夷ectsbetweentheagesof20and80years，agehadnosignincant  
effectonpharmacokineticsofprasugreloritsinhibitionofplateletaggregation・Inthelargephase3  
Clinicaltrial，themeanestimatedexposure（AUC）oftheactivemetabolitewas19％higherinvery  
elderlypatients（≧75yearsofage）comparedtosubiects＜75yearsofage．Prasugrelshouldbeused  
Withcautioninpatients≧75yearsofageduetothepotentialriskofbleedinginthispopulation（See  
SeCtions4．2and4．4）．   

HeDaticimDai77nent：Nodoseadjustmentisnecessaryfbrpatientswithmildtomoderateimpaired  
hepaticfunction（ChildPughClassAandB）・Pharmacokineticsofprasu竿relanditsinl1ibitionof  

Plateletaggregationweresimilarinsu句ectswithmi1dtomoderatehepatlCimpalrmentCOmParedto  
healthysubjects・Pharmacokineticsandpharmacodynamicsofprasugrelinpatientswithseverehepatic  
impalrmenthavenotbeenstudied・Prasugrelmustnotbeusedinpatientswithseverehepatic  
impairment（seesection4．3）・   

Renalin7Pairmen（：Nodosagea〔りustmentisnecessary丘）rpatientswithrenalimpalrment，including  
Patientswithendstager竺aldisease（ESRD）・Pharmacokineticsofprasugrelanditsinl1ibitionof  

Plateletaggregationareslmilarinpatientswithmoderaterenalimpairment（GFR30－＜50  
ml／min／1．73m2）andhealthysubjects．Prasugreトmediatedinl1ibitionofplateletaggregationwasalso  
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SimilarinpatientswithESRDwhorequiredhaemodialysiscomparedtohealthysu叫ects，although  
CmaxandAUCoftheactivemetabolitedecreased51％and42％，reSpeCtively，inESRDpatients・   

Bodvweighf・’Themeanexposure（AUC）oftheactivemetaboliteofprasugre‖sapproximately30to  
40％higherinhealthysubjectsandpatientswithabodyweightof＜60kgcomparedtothoseweighing  
≧60kg・Prasugrelshouldbeusedwithcautioninpatientswithabodyweightof＜60kgduetothe  
potentialriskofbleedinginthispopulation（seesection4．4）．   

EthniciO）：Inclinicalpharmacologystudies，afteradjustingfbrbodyweight，theAUCoftheactive  
metabolitewasapproximately19％higherinChinese，JapaneSe，andKoreansubjectscomparedtothat  
OfCaucasiチnS，PredominantlyrelatedtohigherexposureinAsiansuqects鴫Okg・Thereisno  

diffbrencelneXpOSureamOngChinese，Japanese，andKoreanSu句ects．ExposureinsubjectsofAfHcan  
andHispanicdescentiscomparabletothatofCaucasians．Nodosea句ustmentisrecommendedbased  
Onetlmicityalone．   

Gendb・：Inhealthysubjectsandpatients，thepharmaCOkineticsofprasugrelaresimilarinmenand  
WOmen．   

Chikb′enandadblescents：Pharmacokineticsandpharmacodynamicsofprasugrelhavenotbeen  
evaluatedinapaediatricpopulation（SeeSeCtion4．2）．   

5．3 Preclinicalsafetydata   

Non－ClinicaldatarevealnospecialhazardforhumanSbasedonconventionalstudiesofsaftty  
pharmacology，rePeat－dosetoxicity，genOtOXicity，CarCinogenicpotential，OrtOXicitytoreproduction．  

Efftctsinnon－Clinicalstudieswereobservedonlyatexposuresconsideredsumcientlyinexcessofthe  
maximumhumanexposureindicatlnglittlerelevancetoclinicaluse．   

Embryo－foetaldevelopmentaltoxicologystudiesinratsandrabbitsshowednoevidenceof  
malfbrmationsduetoprasugrel．Ataveryhighdose（＞240timestherecommendeddailyhuman  
maintenancedoseonamg／m2basis）thatcausedefftctsonmaternalbodyweightand／orfood  
COnSumption，therewasaslightdecreaseino脆pringbodyweight（relativetocontroIs）．Inpre－and  

post－natalratstudies，maternaltreatmenthadnoefftctonthebehaviouralorreproductive  

developmentoftheof熟pringatdosesuptoanexposure240timestherecommendeddailyhuman  

maintenaJICedose（basedonmg／m2）．   

NocompoundqrelatedtumOurSWereObservedina2－yearratStudywithprasugrelexposuresranglngtO  
greaterthan75timestherecommendedtherapeuticexposuresinhumans（basedonplasmaexposures  
totheactiveandmqjorcirculatinghumanmetabolites）．Therewasanincreasedincidenceoftumours  

（hepatocellularadenomas）inmiceexposedfor2yea柑tOhighdoses（＞75timeslmmaneXpOSure），but  

thiswasconsideredsecondarytoprasugrel－inducedenzyme－induction．Therodent－SPeCificassociation  
Oflivertumoursanddrug－inducedenzymeinductioniswelldocumentedintheliterature．Theincrease  

inlivertumourswithprasugreladministrationinmiceisnotcoruideredarelevanthumanrisk．  

6． PHARMACEUTICALPARTICULARS   

6．1 Listofexcipients   

TabletCore：  

Microcrystalline cellulose 
Mannitol（E421）  

Croscarmellose sodium 
Hypromellose（E464）  
Magnesiumstearate   
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Film－Coat：  

Lactose monohydrate 
Hyprme1lose（E464）  
Titanlumdioxide（E171）  

Triacetin（E1518）  

Ironoxidered（E172）  
Ironoxideyellow（E172）  

Talc   

6・2 Incompatibilities   

Notapplicable．   

6．3  Shelfli艶   

2years．   

6.4 Special precautions for storage 

ThismedicinalproductdoesnotrequlreanySpeCialtemperaturestorageconditions．Storeinthe  
Orlglnalpackagetoprotect丘omairandmoisture・   

6．5 Natureandcontentsofcontainer   

Aluminiumfbilblistersincartonsof14，28，30（Xl），56，84，90（Xl）and98tablets．  
Notallpacksizesmaybemarketed・   

6.6 Special precautions for disposal 

No special requirements. 

7． n4ARKETINGAUTHORISATIONHOLI）ER   

EliLillyNederlandBV，Grootslagl－5，NL－3991RAHouten，TheNetherlands・  

8． MARKETINGAUTHORISATIONNUM二BER（S）  

9． DATEOFFIRSTAUTHORISATION／RENEWALOFTIIEAUTIlORISATION   

＜（DDmonthYYYY）＞  

10． DATEOFREVISIONOFTHETEXT   

（MM／YYYY）  
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ANNEXII  

MANUFACTURING AUTHORISATION HOLDER 

RESPONSIBLEFORBATCIIREl．EASE  

CONDITIONSOFTIIEMARKETINGAUTHORISATION  

A．  

B．  
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A． MANUFACTURINGAUTHORISATIONHOLDERRESPONSIBLEFORBATCH  
RELEASE  

Nameandaddressofthemanufacturerresponsiblefbrbatchrelease   

Li11yS・A・  

AvdadelaIndustria30  

E－28108AIcobendas（Madrid）  

Spain  

B． CONDITIONSOFTHEMARKETINGAUTIIORISATION  

●   CONDITIONSORRESTRICTIONSREGARI）INGSUPPLYANDtJSEIMPOSEDON  
THE MARKETING AUTKORISATION HOLDER 

Medicinalproductsut力ecttomedicalprescrlPtlOn・   

●   CONDITIONSORRESTRICTIONSWITHREGARDTOTHESAFEANI）  
EFFECTrvEUSEOFTfIEMEDICINALPRODUCT   

TheMAHshouldprovideeducationalmaterialtoallphysicianswhomaybeinvoIvedintreating  
patientswithprasugrel・Theformatandmeansofdissemination，Ofthismaterialshouldbediscussed  

withtheapproprlatelearnedsocieties・Theresultsofthediscussion，andwhereapproprlatethe  
material，Shouldbeagreedwiththenationalcompetentauthorityandbeavailablepriortolaunchin  
eachmemberstate．  

Theeducationalmaterialshouldinclude：   

・AcopyoftheSPC   

・ Emphasisthat：  

O Severehaemorrhagiceventsaremorefrequentinpatients≧75yearsofage（including  

fatalevents）orthoseweighing＜60kg  
O Treatmentwithprasugrelisgenerallynotrecommendedfbrpatientsof≧75yearsof  

age・  

0If，afteracarefu1individualbenefit／riskevaluationbytheprescribingphysician，  
treatmentisdeemednecessaryinthe≧75yearsagegroupthenfollowlngaloading  
doseof60mg，areducedmaintenancedoseof5mgshouldbeprescribed．  
0 Patientsweighing＜60kgshouldhaveareducedmaintenancedoseof5mg  
O Theevidencefbra5mgdoseisbasedonlyonPK／PDanalysesandnoclinicaldata  
Currentlyexistonthesafbtyofthisdoseintheatrisksubgroups・   

● OTHERCONI）ITIONS   

／ソ＝J・…．∴川、ノミJ〟・抑・・・＼l、／川J  

TheMAHrnustensurethatthesystemofpharmacovigi1ance，aSdescribedinversionv2・1presentedin  

Modulel．8．1．oftheMarketingAuthorisationApplication，isinplaceandfunctioningbefbreand  

Whilsttheproductisonthemarket・  

い＼（lいり・い・…川′／出り  

TheMAHcommitstoperformlngthestudiesandadditionalpharmacovigi1anceactivitiesdetailedin  
thePharmacovigilancePlan，aSagreedinRevisionl・40ftheRiskManagementPlan（RMP）presented  
inModulel．8．2．oftheMarketingAuthorisationApplicationandanysubsequentupdatesoftheRMP  

agreedbytheCHMP・  
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AspertheCHMPGuidelineonRiskManagementSystemsfbrmedicinalproductsfbrhumanuse，the  
updatedRMPshouldbesubmittedatthesametimeasthenextPeriodicSafttyUpdateReport  
（PSUR）．   

Inaddition，anupdatedRMPshouldbesubmitted   

・WhennewinformationisreceivedthatmayimpactonthecurrentSafttySpecification，  
PharmacovigilancePlanorriskminimisationactivities   
・Within60daysofanimportant（pharmacovigi1anceorriskminimisation）mi1estonebeing  
reached   

・AttherequestoftheEMEA  
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ANNEXIII   

LABELLINGANI）PACKAGELEAFLET  
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A．LABELLING  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGING   

CARTONOF5mgFILM－COATEDTABLETS  

1． NAMEOFTHEMEDICINALPRODUCT  

Enent5mg創m－COatedtablets  

prasugrel  

2． STATEMENTOFACTIVESUBSTANC呵（S）  

Eachtabletcontains5mgprasugrel（ashydrochloride）  

3． LIST OFEXCIPIENTS  

Containslactose．Seeleanetfbrfurtherinfbrmation．  

4． PHARMACEUTICALFORMANDCONTENTS  

14丘1m－COatedtablets  

5． METHOI）ANDROUTE（S）OFAI）MINISTRATION  

Readthepackageleanetbeforeuse．  
Oral use 

6． SPECIALWARNINGTHATTHEMEDICINALPRODUCTM二USTBESTOREI）OUT  

OFTHEREACHANI）SIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren・  

7． OTIIERSPECIALWARNING（S），IFNECESSARY  

8． EXPIRYI）ATE  

EXP   
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9． SPECIALSTORAGECONDITIONS  

Storeintheorlglnalpackagetoprotect斤omairandmoisture．  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPRODUCTS  

ORWASTEMATERIALSDERrVEDFROMSUCHMEDICINALPRODUCTS，IF  
AIIPROPRIATE  

11． NAMEANDAI）DRESSOFTIIEMARKETINGAtJTHORISATIONHOLDER  

EliLillyNederlandBV，Grootslagl－5，NL－3991RAHouten，TheNetherlands．  

12・MARKETINGAUTIIORISATIONNtJMBER（S）  

13． BATCHNUMBER  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsubiecttomedicalprescription  

15． INSTRtJCTIONSON＝USE  

1‘．INFORMATIONINおRAILLE  

E重ent5mg  
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MINIMUMPARTICt）LARSTOAPPEARONBLISTERSORSTRIPS   

BLISTEROF5mgFILM－COATEDTABLETS  

1． NAMEOFTHEMEI）ICINALPRODUCT  

Enent5mgⅢm－COatedtablets  

PraSUgrel  

2． NAMEOFTHEMARKETINGAUTHORISATIONIIOLDER  

3． EXPIRYI）ATE  

4． BATCHNUMBER  

5．  OTHER  

＜MON，TUE，WED，THU，FRl，SAT，SUN，＞  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGING   

CARTONOFlOmgFILM－COATEDTABLETS  

1． NAMEOFTHEMEl）ICINALPRODUCT  

EnentlOmgnlm－COatedtablets  
PraSugrel  

2・ STATEMENTOFACTrVEStJBSTANCE（S）  

EachtabletcontainslOmgprasugrel（ashydrochloride）  

3． LISTOFEXCIPIENTS  

Containslactose．Seeleanetforfurtherinformation．  

4． PHARMACEUTICALFORMANDCONTENTS  

14film－COatedtablets  

5・ METHOI）ANDROUTE（S）OFADMINISTRATION  

Readthepackageleafletbefbreuse．   

Oral use 

6． SPECIALWARNINGTHATTHEMEDICINALPRODUCTMtJSTBESTOREDOIJT  
OFTHEREACIIANDSIGHTOFCIIILI）REN  

Keepoutofthereachandsightofchildren．  

7・ OTHERSPECIALWARNING（S），IFNECESSARY  

8．  EXPIRYDATE  

EXP  
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9．  SPECIALSTORAGECONDITIONS  

Storeintheorlglnalpackagetoprotect丘omairandmoisture．  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPROI）UCTS  

ORWASTEMATERIALSI）ERIVEI）FROMSUCHMl己DICINALPRODUCTS，IF  

APPROPRIATE  

11． NAMEANDAI）I）RESSOFTHEMARKETINGAUTI壬ORISATIONIIOLDER  

EliLi11yNederlandBV，Groots】agl－5，NL－3991RAHouten，TheNetherlands．  

12・MARKETINGAUTHORISATIONNl）MBER（S）  

13． BATCHNUMI主ER  

14． GENERALCLASSIFICATIONFORSUPPLY  

MedicinalproductsubjecttomedicalprescrlptlOn  

1（i．INSTRtJCTIONSONUSE  

1（i．INIrORMATIONINBRAILLE  

EfientlOmg  
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS   

BLISTEROFlOmgFILM－COATEDTABLETS  

l． NAMEOFTI‡EMEDICINALPRODUCT  

E坑entlOmgfilm－COatedtablets  
prasugrel  

2． NAMEOFTIIEMARKETINGAUTIIORISATIONHOLI）ER  

3．  EXPIRYDATE  

4．  BATCHNUMBER  

Lot：  

5． OTHER  

＜MON，TUE，WED，THU，FRI，SAT，SUN，＞  
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B．PACKAGELEAFLET  
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PACKAGELEAFLET：INFORMATIONFORTIIEUSER  

EfientlOmgfilm－COatedtablets  
Efient5mgfiIm－COatedtablets  

Prasugrel   

Readallofthisleafletcarefullybefbreyoustarttakingthismedicine．  
Keepthisleaflet．Youmayneedtoreaditagam．  
Ifyouhaveanyfurtherquestions，aSkyourdoctororpharmacist．  
Thismedicinehasbeenprescribedforyou．Donotpassitontoothers．Itmayharmthem，eVen  
iftheirsymptomsarethesameasyours．  
1fanyofthesideeffbctsgetsserious，Orifyounoticeanysidee舵ctsnotlistedinthisleaflet，  
pleasetellyourdoctororpharmacist．   

Inthisleaflet：  

1． WhatEfientisandwhatitisusedfbr  

2． BefbreyoutakeE貞ent  
3．  HowtotakeEnent  

4． Possiblesideefftcts  

5． HowtostoreEfient  

6． Furtherinformation  

1． WHATEFIENTISANDWIIATITISUSEDFOR   

Efient，belongstoagroupofmedicinesca11edantl－plateletagents．Plateletsareverysmallcellparticles  

thatcirculateintheblood．Whenabloodvesselisdamaged，forexampleifitiscut，plateletsclump  

togF：thertohelpfbrmabloodclot（thrombus）・Therefbre，Plateletsareessentialtohelpstopbleeding・If  
Clotsformwithinahardenedbloodvesselsuchasanarterytheycanbeverydangerousastheycancut  
Offthebloodsupply，CauSingaheartattack（myocardialinfhrction），StrOkeordeath．Clotsinarteries  

SupPlyingbloodtotheheartmayalsoreducethebloodsupply，CauSingunstableangina（aseverechest  

Pain）・   

E鎖entinhibitstheclumplngOfplateletsandsoreducesthechanceofabloodclotformlng．   

YouhavebeenprescribedEnentbecauseyouhavealreadyhadaheartattackorunstableanglnaand  
youhavebeentreatedwithaproceduretoopenblockedarteriesintheheart．Youmayalsohavehad  
OneOrmOreStentSPlacedtokeepopenablockedornarrowedarterysupplyingbloodtotheheart．  
Enentreducesthechancesofyouhavingafurtherheartattackorstrokeorofdyingfromoneofthese  
atherothromboticevents．Yourdoctorwillalsogiveyouacety1salicylicacid（e．g．aspirin），anOtheranti－  

plateletagent．  

2． BEFOREYOUTAKEEFIENT  

DonottakeEnent   

Ifyoareallergic（hypersensitive）toprasugreloranyoftheotheringredientsofEnent・An  
allerglCreaCtionmayberecognisedasarash，itching，aSWOllenface，SWOllenlipsorshortnessof  
breath．Ifthishashappenedtoyou，tellyourdoctor．  
Ifyouhaveamedicalconditionthatiscurrentlycausingbleeding，SuChasbleedingfromyour  
stomachorintestines．  

IfyouhaveeverhadastrokeoratranSientischaemicattack（TIA）・  

Ifyouhavesevereliverdisease．  
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TakespecialearewithEnent  
Youshouldte11yourdoctorbeforetakingEflentifanyofthesituationsmentionedbelowapplyto  
yOu：  

Ifyouhaveanincreasedriskofbleedingsuchas：  

ageof75yearsorolder・Yourdoctorshouldprescribeadailydoseof5mgasthere  
isagreaterriskofbleedinglnPatientsolderthan75years  

arecentseriouslrリury  

recentsurgery（includingsomedentalprocedures）  

recentorrecurrentbleedingfromthestomachorintestines（e．g．astomachulcer，  
COlonpolyps）  

bodyweightoflessthan60kg・Yourdoctorshouldprescribeadailydoseof5mg  
OfEfientifyouweighlessthan60kg  
renal（kidney）diseaseormoderateliverproblems  
takingcertaintypesofmedicines（see’Takingothermedicines’below）  
Plannedsurgery（includingsomedentalprocedures）inthenextsevendays．Your  

doctormaywishyoutostoptakingEfienttemporarilyduetotheincreasedriskof  

bleeding  
lfyouareAsian－thereislimitedexperienceofEfientuseinAsians  
AlthoughnocaseshavebeenseenwithEnent，withcertainotherantiplateletagentsaveryrare  

COnditioncalledThromboticThrombocytopenicPurpura（TTP）canoccur．TTPisassociatedwith  
fever，tlnyrOundpin－pOintpurplish－redbruises，Smalltomedium－Sizedbmises，COnfusion，headaches  
andadecreaseinthenumberofplatelets・IfyounoticetlnyrOundpinqpolntpurPlishィedbruises，  
Pleasecontactyourdoctorimmediately・   

Takingothermedieimes  

Pleasetellyourdoctorifyouaretakingorhaverecentlytakenanyothermedicines，including  
medicinesobtainedwithoutaprescrlption，dietarysupplementsandherbalremedies．Itisparticularly  
importanttotellyourdoctorifyouarebeingtreatedwithclopidogrel（ananti－Plateletagent），Warfarin  
（ananti－COagulant），Or“nOnSterOidalantiinflammatorydrugs”forpainandfbver（SuChasibuproftn，  
naproxen，etOricoxib）・IfgiventogetherwithEfientthesemedicinesmayincreasetheriskofbleeding   

OnlytakeothermedicineswhileyouareonEfientifyourdoctortellsyouthatyoucan．   

TakingEfientwithfbodanddrillk  
Enentmaybetakenwithorwithoutfood・   

Pregnancyandbreast－feeding  

TellyourdoctorifyoubecomepregnantoraretrylngtObecomepregnantwhileyouaretakingEnent．  
YoushoulduseE貞entonlya魚erdiscusslngwithyourdoctorthepotentialbenemsandanypotential  
riskstoyourunbornchild．  
Ifyouarebreast－feeding，aSkyourdoctororpharmacistfbradvicebefbretakinganymedicine．   

Drivingandusingmachines  

NostudiesontheefftctsofEfientontheabilitytodriveandusemachineshavebeenperfbrmed．  
Elientisunlikelytoafftctyourabilitytodriveorusemachines．   

ImportantinfbrmationaboutsomeoftheingredientsofEfient  

E貞entcontainslactose・Ifyouhavebeentoldbyadoctorthatyouhaveanintolerancetosomesugars，  
contactyourdoctorbefbretakingthismedicinalproduct．  
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3． IIOWTOTAKEEFIENT   

AIwaystakeE貞entexactlyasyourdoctorhastoldyou．Youshouldcheckwithyourdoctoror  

pharmacistifyouarenotsure．   

Yourdoctorwillte11youhowmanyEfienttabletstotake．TheusualdoseofE貞entislOmgperday・  
Youwillstartthetreatmentwithasingledoseof60mg．  
Ifyouweighlessthan60kgoraremorethan75yearsofage，thedoseis5mgEnentperday・  

Yourdoctorwillalsote11youtotakeacetylsalicylicacid－（S）hewillte11youtheexactdosetotake  
（usua11ybetween75mgand325mgdaily）．   

YoumaytakeEfientwithorwithoutfood．Takeyourdoseatatoundthesametimeeveryday．Donot  

breakorcruShthetablet．   

Itisimportantthatyoutellyourdoctor，dentistandpharmacist，thatyouaretakingE貞ent・  

Efientshouldnotbeusedinchildrenandadolescentsbelow18yearsofage．   

IfyoutakemoreEfientthanyoushollld  

Contactyourdoctororhospitalstraightaway，aSyOumaybeatriskofexcessivebleeding．Youshould  
ShowthedoctoryourpackofEnent・   

IfyoufbrgettotakeEfient  
Ifyoumissyourscheduleddailydose，takeEfientwhenyouremember．Ifyouforgetyourdosefbran  

entireday，JuStreSumetakingE重entatitsusualdosethenextday．Donottaketwodosesinoneday・  

Forthe14，28，5684and98tabletpacksizes，yOuCanCheckthedayonwhichyoulasttookatabletof  

Efientbyreftrringtothecalendarprintedontheblister．   

IfyoustoptakingEfient  

DonotstoptakingEfientwithoutconsultingyourdoctor．Itisespeciallyimportanttodiscusswith  
yourdoctorbefbrestoppingE重entbecauseboththerisksandthebene且tsarebasedonregularuse・   

Ifyouhaveanyfurtherquestionsontheuseofthismedicine，aSkyourdoctororpharmacist・  

4． POSSIBLESIDEEFFECTS   

Likeallmedicines，E重entcancausesideefftcts，althoughnoteverybodygetsthem・   

・ Frequenciesoftheobservedsideefftctsaredefinedas：  

・ VeryCOmmOn：afftctsmorethanluserinlO  

●   COmmOn：afftctsltolOusersinlOO  
・  unCOmmOn：afftctsltolOusersinl，000  

・  rare：a脆ctsltolOusersinlO，000  

・ Veryrare：afftctslessthanluserinlO，000  

・ nOtknown：frequencycannotbeestimated什omtheavailabledata   

Contactyourdoctorimmediatelyifyounoticeanyofthefbllowlng：  

・ Suddennumbnessorweaknessofthearm，1egorface，eSPeCiallyifonlyononesideof  

thebody  
・  Suddencon血sion，difncultyspeakingorunderstandingothers  

・  Suddendi租cultylnWalkingorlossofbalanceorco－Ordination  
●  Suddendizzinessorsuddensevereheadachewithnoknowncause   

Alloftheabovemaybesignsofastroke．StrokeisanuncommonsideefftctofE貞entinpatients   

Whohaveneverhadastrokeortransientischaemicattack（TIA）．  
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Tellyourdoctorpromptlyifyounoticeanyofthefo1lowlng：  

・ Bloodinyoururine  

・ Bleedingftomyourrectum，bloodinyourstooIsorblackstooIs  
・ Uncontrollablebleeding，fbrexamplefromacut   

Alloftheabovemaybesignsofbleeding，themostcommonsideefftctwithEfient・Although  

uncommon，SeVerebleedingcanbelife－threatening・   

SideeffectsseeninclinicaltrialswithEfientinclude：   

CoJ乃椚0〃∫∫（お宅炉cJ∫  

Bleedinginthestomachorbowels  
Bleeding魚■Omaneedlepuncturesite  

Nose bleeds 

Skin rash 

Smallredbruisesontheskin（ecchymoses）  

Bloodinurine  

Haematoma（bleedingundertheskinatthesiteofani句ection，Orintoamuscle，CauSingswelling）  

Lowhaemoglobinorredbloodce11count（anaemia）  

Bruislng   

〔加co椚7乃07？通恒靡血  

Spontaneousbleedingfromtheeye，reCtum，gumSOrintheabdomenaroundtheinternalorgans  

Bleedingaftersurgery  
Coughingupblood  
BloodinstooIs  

Raresideeffects  

Subcutaneoushaematoma（bleedingundertheskincausingaswelling）   

Ifanyofthesideeffectsgetsserious，Orifyounoticeanysideeffbctsnotlistedinthisleanet，please  

tellyoudoctororpharmacist・  

5． ⅡOWTOSTORl己EFIENT   

Keepoutofthereachandsightofchildren・   

DonotuseEnentaftertheexpirydate，WhichisstatedontheblisterandcartonafterEXP・Theexplry  
datereferstothelastdayofthatmonth・   

Storeintheorlglnalpackagetoprotectfromairandmoisture・  

6． FURTH甘RINFORMATION  

What Efient contains 

Theactivesubstanceisprasugrel・  

EnentlOmg：EachtabletcontainslOmgofprasugrel（ashydrochloride）・  

Efient5mg：Eachtabletcontains5mgofprasugrel（ashydrochloride）・  
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Theotheringredientsaremicrocrystallinece11ulose，mannitol（E421），CrOSCarmellosesodium，  

hypromellose（E464）magnesiumstearate，1actosemonohydrate，titaniumdioxide（E171），  

triacetin（E1518），ironoxidered（10mgtabletsonly）（E172），ironoxideyellow（E172）andtalc・   

WhatEfientlookslikeandcontentsofthepack  
E茄entlOmg：Thetabletsarebeigeanddouble－arrOWShaped，With”10mg’’debossedononesideand  
“4759”ontheother．   

E負ent5mg‥Thetabletsareye1lowanddouble－arrOW－Shaped，with㍑5mgMdebossedononesideand  
“4760nontheother．   

E員entisavailableinpacksof14，28，30，56，84，90and98tablets・  
Nota11packsizesmaybemarketed．   

MarketingAuthorisationHolder  
EliLillyNederlandBV  
Grootslagl－5  
NL－3991RA，Houten  

TheNetherlands．  

Malluねcturer：  

Li11yS．A．  

Avda．delaIndustria30  

28108 Alcobendas 

Madrid  

Spain．   

Foranyinformationaboutthismedicine，pleasecontactthelocalrepresentativeoftheMarketing  
AuthorisationHolder．  

Belgique／BelgiyBelgien  
DaiichiSankyoBelgiumN．V．－S．A  

Tel／Tel：＋32（0）10489595  

Eも皿rapl川  

TIl”EJIHJImHHeJlePJIaHA’r6・B・－Bt・Jlrap朋  

TeJI．＋35924914140  

Cesk益republika  

ELILILLYCR，S．r．0．  
Tel：＋4202346（；4111  

Danmark  

EliLillyDanmarkA／S  
Tlf：＋4545266000  
Deutschland  

DaiichiSankyoDeutschlandGmbH  
Tel．十49（0）6950985341  

Eesti  

EliLillyHoldingsLimitedEestinliaal  
Tel：＋3726441100  

E九九d8α  

◎APMA∑EPB－＾I＾＾YA．E．B．E．  

T申：＋302106294600  

Espa魚a  

DaiichiSankyoEspaaa，S．A．  
Tel：＋34（0）915399911  

Luxembourg／Luxemburg  
DaiichiSankyoBelgiumN．Ⅴ．－S．A  

T丘1／Tel：＋32（0）10489595  

Magyarorszag  
DaiichiSankyoEuropeGmbH  
Tel：＋49（0）8978080  

Malta  

CharlesdeGiorgioLtd．  
Tel：＋35625600500  
Nederland  

DaiichiSankyoNederlandB・V．  

Tel：＋31（0）204072072  

Norge  
EliLillyNorgeA．S．  

Tlf：＋4722881800  

ijsterreich 
DaiichiSankyoAustriaGmbH  
Tel：＋43（0）14810645  
PoIska  

DaiichiSankyoEuropeGmbH  
Tel∴＋49（0）8978080  
Portugal  
DaiichiSankyoPortugal，Lda．  

Tel：＋351214232010  
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Romania  

EliLillyRomaniaS・R．L．  

Tel：＋40214023000  

SlovenlJa  
EliLillyfhrmacevtskadru宣ba，d．0．0．  

Tel：十386（0）15800010  
Slovensk畠republika  

EliLillySlovakia，S，r，0．  
Tel：＋42122066：～111  

Suomi／Finland  

OyEliLillyFinlandAb  
Puh／Tel：＋358－（0）98545250  

SYerige  
EliLillySwedenAB  
Tel：＋46（0）87378800  

United Kingdom 
DaiichiSankyoUKLtd  
Tel：＋44（0）1753893600  

France  

DaiichiSankyoFranceSAS  
T占1：＋33（0）155621460  

1reland  

DaiichiSankyoUKLtd  
Tel：＋44（0）1753893600  

Island  
lcepharmahf・  

Simi：＋3545408000  

Italia  

DaiichiSankyoItaliaS・P・A・  

Tel：＋39（0）06852551  

K山叩0⊆  

Phadisco Ltd 

T11九：＋35722715000  

Latvija  
EliLillyHoldingsLimitedparstavniec7baLatvij豆  

TeI：＋37167364000  

Lietuva  

EliLillyHoldingsLimitedatstovybe  
Tel．＋370（5）2649600  

Thisleanetwaslastapprovedin  

DetailedinfbrmationonthismedicineisavailableontheEuropeanMedicinesAgency（EMEA）web  
Site：http／／ww・emea・eurOPa・eu  
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