
Eyedisorders  Blu汀edvision  Diplopia  

Cardiovascular  Flush  冬扇al  

disorders  Palpitations  猥hythmia，  
hypotension，  
bradycardia  

Gastro－intestinal  Dia汀hoe．a   Nausea，   OralGm粛血  Pseudomembranous   
disorders  VOmtlng，  in氏ction，  colitis   

gastrointestinal  
Pain，flatulence  

COnStlpation‥  

Hepato－biliary  Increa，Seinliver  Cholestatic  
disorders  enzymes（AST，  Jaundice  

ALT，alkaline  
phospbatase）   

Sbnand  Rash，urticaria，  Eczema   Erythema   
Subcutaneous  pruritus  multifome   
tissuedisorders  
Musculoskeletal，  Musclecramps   
COnneCtlVetlSSue  
Reproductive  Vaginal Candida 
SyStemdisorders  in飴ction  

Visualdisturbances（＜1％）associatedwiththeuseofKetek，includingblurredvision，dimculty  
focuslnganddiplopla，WeremOStlymi1dtomoderate・TheytypICallyoccurredwithinafewhoursafter  
the丘rstorseconddose，reCurreduponsubsequentdosing，1astedseveralhoursandwerefu11y  
reversibleeitherduringtherapyorfollowingtheendoftreatment．Theseeventshavenotbeen  
associatedwithsignsofocularabnormality（SeeSeetions4．4and4．7）．  

hclinicaltrialstheeffbctonQTcwassmal1（meanof叩PrOXimatelylmsec）・hcomparativetrials，  
Simi1areffectstothoseobservedwithclarithromyFinwereseenwithanon－therapy△QTc＞30msecin  

7．6％and7．0％ofcases，reSPeCtiveIy．NopatientlneithergroupdevelopedaAQTc＞60msec．There  
WerenOrePOrtSOfTdPorotherseriousventriculararrhythmiasorrelatedsyncopeintheclinical  
PrOgramandnosubgroupsatriskwereidenti鮎d．   

Duringpost－marketingexperiencethefollowingreactionshavebeenreported（ffequencyunknown）：  
－hnmunesystemdisorders：Angioneuroticoedema，an叩hylacticreactionsincludinganaphylactic  
shock  

TCardiacdisorders：QT／QTcintervalprolongation  
－Gastrointestinaldisorders：Pancreatitis，  

－Hepato，biliarydisorders：Severehepatitisandliverfailure（SeeSeCtion4．4）  
－Nervoussystemdisorders：Casesofrapidonsetofexacerbationofmyastheniagravishavebeen  
reported（SeeSeCtions4・43and4・4）・  
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4．9  0verdose   

Intheeventofacuteoverdosethestomachshouldbeemptied・Thepatientsshouldbecarefu11y  
Observedandgivensymptomaticandsupportivetreatment．Adequatehydrationshouldbemaintained，  

Bloodeiectrolytes（especialiypotassium）mustbecontrolled・DuetothepotentialfortheproIongation  

OftheQTintervalandincreasedriskofarrhythmia，ECGmonitoringmusttakeplace  

5． PHARMACOLOGICALPROPERTIES   

5．1 PharmaCOdynamicproperties   

Pharmacotherapeuticgroup：maCrOlides，1incosamidesandstreptogramins，ATCCode：JOIFA15．   

TelithromyclnisaserrusyntheticderivativeoferythromycinAbelonglngtOtheketolides，aClassof  
antibacterialagentsrelatedtomacrolides．   

Modeofaction  

Telithromycininhibitsproteinsynthesisbyactingattheribosomelevel．   

Thea班nityoftelithromycinforthe50SbacterialsubunitofribosomeislOfoldhigherthanthatof  
erythomycinAwhenthestrainissusceptibletoerythromycinA・AgainsterythromycinAresistant  
Strains，duetoanMLSBmeChanismofresistance，telithromycinshowsamorethan20foldafnnity  
COmparedtoerphromycinAinthe50Sbacterialsubunit．   

Telithromyclninterfereswiththeribosometranslationatthe23SribosomalRNAlevel，Whereit  
interactswithdomainVandⅡ．Furthermore，telithromyclnisabletoblocktheformationofthe50S  

and30Sribosomalsubunits．  

Breaboints   

TherecorrmendedMICbreakpointsfortelithromycinゝSeParatingsusceptibleorgmismsfrom  
intermediatelysusceptibleorganismsandintermediatelysusceptibleorganismsffomresistant  
Organisms，are：SuSCeptible≦0、5mgn，reSistant＞2mg几   

Aptibacterialspectrum   

Theprevalenceofresistancemayvarygeographica11yandwithtimeforselectedspeciesandlocal  
informationonresistanceisdesirable，ParticularlywhentreatlngSeVereinfections・－Asnecessary，  
expertadviceshouldbesoughtwhenthelocalprevalenceofresistanceissuchthattheutilityofthe  
agentinatleastsometypesofinfectionsisquestionable．  
Thisinfbrmationprovidesonlyanapproximateguidanceonprobabilitiesastowhether  
microorganismswi11besusceptibletotelithromycln．  

叫S  
AerobicGram－DOSitivebacteria  

Staphylococcusaureus methicillinsusceptible（MSSA）＊  

Lance百eldgroupCandG（Bhaemolytic）streptococci  

Jけ甲わC（フCC那αgαJ∝血e  

∫汁epわCOCC那ク乃e沼丁∽乃fαe＊  

Viridansgroupstreptococci  
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AerobicGram－neEativebacteria   

エビgわ乃eJ山戸乃e叫ん血  

〃クrαエビJわc（正αr血Ji∫＊  

Other   

C九Jα〝lツd呼んfJαク托e〟mO托∫αe＊  

CたJαmツdfαク∫けfαCf  

A勿C叩Jα∫J乃αク乃e昆∽0托～αe＊  

SpeciesfbrwhidlaCquiredresistancemaybeaproblem  
AerobicGram－DOSitivebacteria  

StqphylococcuiaureusmethicillinresistantMRSA）＋  

∫汁甲rOC（）CC払－のOge托e∫＊  

AerobicGram－neEativebacteria  
肋ビ叩ん〃揖わが〟e乃Zαe＄＊  

α血頑〟帥ヱαe＄  肋e〃lβ   

Inherantl  resistantor  anlSmS  

AerobicGram－neEativebacteria  
AcfJ㍑わわαCJer  

g和一er（）みαCJerfαCeαe  

P∫e此わ汀旧托α∫  

＊Clinicalefncacyhasbeendemonstratedforsusceptibleisolatesintheapprovedclinicalindications．  
＄naturalintermediatesusceptibility  
＋AmongMRSAtherateofMLSBcresistantstrainsismorethan80％，telithromyclnisnotactive  
agalnStMLSBC．   

Resistance  

TelithromycindoesnotinduceMLSBreSistanceinvitrotoStqphyZococcusaureus，Str甲tOCOCCuS  
PneumOniae・andStreptococcuspyogenes，anattributerelatedtoits3ketofunction・Developmentof  

invitroresistancetotelithromycinduetospontaneousmutationisrare・ThemaJOntyOfMRSAare  

resistanttoerythromycinAbyaconstitutiveMLSBmeChanism．   

InvitroresultshaveshownthattelithromyclnisaffectedbytheerythromycinermBormefArelated  
resistancemechanismsbuttolesserextentthanerythromycin・Whileexposuretotelithromycindid  
SelectforpneumococcalmutantswithincreasedMICs，theMICsremainedwithintheproposed  

SuSCePtibilityrange．   

ForStr甲tOCOCCuSPneulnOniae，thereisnocross－OrCO－reSistancebetweentelithromyclnandother  
antibacterialclassesincludingerythromycinAand／orpenicillinresistance－．   

ForStT’甲tOCOCCuSPyOgeneS，CrOSS－reSistanceoccursforhigh－levelerythromycinAresistantstrains．   

Effectonoralandfaecalflora  

Inacomparativestudyinhealthyhumanvolunteers，telithromycin800mgdailyandclarithromycln  

500mgtwicedai1yforlOdaysshowedasimi1arandreversiblereductionoforalandfaecalnora．  
However，incontrasttocla∫ithromycln，nOreSistantstrainsofalphastreptococciemergedinsalivaon  

treatmentwithtelithromycln．  
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5．2 Pharmacokineticproperties   

坤On   

FollowlngOraladministration，telithromyclnisfairlyrapidlyabsorbed・Ameanmaximumplasma  
COnCentrationofabout2mg／lisreachedwithinl－3hourafterdosewithonce－dailydosingof  
telithromycin800mg・TheabsolutebioavailabilitylSabout57％afteraslngledoseof800mg．The  
rateandextentofabsorptlOnisunaffectedbyfoodintake，andthusKetektabletscanbegivenwithout  
regardtofood・   

Meansteady－StatetrOughplasmaconcentrationsofbetweenO・04andO・07mg／larereachedwithin3  
to4dayswithonce－dai1ydosingoftelithromycin800mg・Atsteady－StateAUCisapproximatelyl．5  
foldincreasedcomparedtothesingledose．   

Meanpeakandtroughplasmaconcentrationsatsteadystateinpatientswere2・9±1・6mg／1（range  
O．02－7．6mg／l）andO．2±0．2mg／1（rangeO，010tol・29mg／1），duringatherapeutic800mgonce－dai1y  
dosereglmen．   

Distribution  

TheinvitroproteinbindinglSaPPrOXimately60％to70％・Telithromyclniswidelydistributed  
throughoutthebody・Thevolumeofdistributionis2・9±1・Olrkg・Rapiddistributionoftelithromycln  
intotissuesresultsinsignincantlyhighertelithromyclnCOnCentrationsinmosttargettissuesthanin  
plasma・Themaximumtotaltissueconcentrationinepithelialliningfluid，alveolarmacrophages，  
bronchialmucosa，tOnSilsandsinustissuewere14・9±11・4mgn，318・1±231mg／1，3・88±1・87mg几g，  
3．95±0．53mg／kgand6．96±1．58mgIkg，reSpeCtively・Thetotaltissueconcentration24hafterdosein  
epithelia11iningnuid，alveolarmacrophages，bronchialmucosa，tOnSilsandsinustissuewere  
O．84±0．65mgI），162±96mgn，0・78±0・39mg／kg，0・72±0・29mg／kgandl・58±1・68mg耽g，reSPeCtively．  
ThemeanmaximumwhitebloodcellconcentrationoftelithromyclnWaS83±25mg／l．   

Metabolism  

Telithromyclnismetabolizedprimari1ybytheliver・Afteroraladministration，tWO－thirdsofthedose  

iseliminatedasmetabolitesandone－thirdunchanged．Themaincirculatingcompoundinplasmais  

telithromycln．ItsprlnCIPalcirculatlngmetaboliterepresentsapproximately13％oftelithromycln  

AUC，andhaslittleantimicrobialactivltyCOmparedwiththeparentmedicinalproduct．Other  

metabolitesw（〉redetectedinplasma，urineandfaecesandrepresentlessorequalthan3％ofplasma  

AUC．   

Telithromyclnismetaboli乙edbothbyCYP450isoenzymesandnon－CYPenzymes．Thema）Or  

CYP450enzymeinvoIvedinthemetabolismoftelithromyclnisCYP3A4・Telithromyclnisan  

inhibitorofCYP3A4andCYP2D6，buthasnoorlimitedeffectonCYPIA，2A6，2B6，2C8，2C9，  

2C19and2El．  

Elimination  

Afteroraladministrationofradiolabe11edtelithromycin，76％oftheradioactlVltyWaSreCOVeredfrom  

faeces，and17％fromtheurine．Approximatelyone－thirdoftelithromyclnWaSeliminated  
unchanged；20％infaecesand12％inurine・Telithromycindisplaysmoderatenon－1inear  
Pharmacokinetics・Thenon－renalclearanceisdecreasedasthedoseisincreased・Thetotalclearance  

（mean±SD）isapproximately58±5Uhafteranintravenousadministrationwithrenalclearance  

accountingforabout22％ofthis・Telithromycindisplaysatri－eXPOnentialdecayfromplasma，Witha  

rapiddistribul二ionhalf－1ifeofO・17h．Themaineliminationhalf－1ifeoftelithromyclnis2－3handthe  
terminal，1essimportant，half－1ifeisaboutlOhatthedose800mgoncedai1y・  
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SDeCialDOl）ulations  

－RenalimDairment  
Inamultiple，dosestudy，36subjectswithvaryingdegreesofrenalimpalrment，al・4－foldincreasein  
C，na岬，anda2－foldincrea5einAUC（0－24）s，at800mgmultipledosesinthesevererenallyimpaired  
group（CLCR＜30mL／min）comparedtohealthyvolunteerswereobservedandareduceddosageof  
Ketekisrecorrmended（SeeSection4．2．）．Basedonobserveddata，a600mgdai1ydoseis  
approximatelyequivalentwiththetargetexposureobservedinhealthysu叫ects・Basedonsimulation  
data，analternatingdai1ydosingregimenof800mgand400mginpatientswithsevererenal  
impairmentCanaPPrOXimatetheAUC（048h）inhealthysubjectsreceiving800mgoncedaily．   

Theeffectofdialysisontheeliminationoftelithromycinhasnotbeenassessed．   

－HeDaticimDairment  

Inasingle－dosestudy（800mg）in12patientsandamultiple－dosestudy（800mg）in13patientswith  
nddtoseverehepaticinsumciency（ChildPughClassA，BandC），theCmax，AUCandtlr20f  
telithromyclnWereSimilarcomparedtothoseobtainedinage－andsex－matChedhealthysubject包．h  
bothstudies，higherrenaleliminationwasobservedinthehepatical1yimpairedpatients．Dueto  

limitedexpenenCeinpatientswithdecreasedmetaboliccapacityoftheliver，Ketekshouldbeused  
withcautioninpatientswithhepaticimpairment（SeCalsosection4・4）・   

－Elderlvsubiects  
Insubjectsover65（median75yeNS），themaximumplasmaconcentrationandAUCoftelithromycin  
Wereincreasedapproximately2foldcomparedwiththoseachievedinyounghealthyadults．These  
Changesinphamacokineticsdonotnecessitatedosageadjustment・   

－PaediatricDatients  
ThepharmaCOkineticsoftelithromyclninpaediatricpopulationlessthan12yearsoldhavenotyet  
becnstudied．Limiteddata，Obtainedinpaediatricpatients13to17yearsofage，Showedthat  
telithromyclnCOnCentrationsinthisagegroupweresimi1artotheconcentrationsinpatients18to40  
ye訂SOfage・   

－Gender  
ThephamcokineticsoftelithromyclnareSimi1arbetweenmalesandfemales・   

5．3 Preclinic雨sa良けdata   

RepeateddosetoxICltyStudiesofl，3and6monthsdurationwithtelithromyclnCOnductedinrat，dog  
andmonkeyshowedthattheliverwastheprincipaltargetfortoxicitywithelevationsofliver  
enzymeS，andhistologicalevidenceofdamagetTheseeffectsshowedatendencytoregressafter  
CeSSationoftreatment．Plasmaexposuresbasedon丘ecfractionofactivesubstance，attheno  
Observedadverseeffectlevelsranged丘oml・6to13timestheexpectedclinicalexposure．   

Phospholipidosis（intracellularphospholipidaccumulation）affectinganumberoforgansandtissues  
（e．g．，1iver，kidney，1ung，thymuS，SPleen，gal1bladder，meSentericlymPhnodes，GI－traCt）hasbeen  
Observedinratsanddogsadministeredtelithromycinatrepeateddosesof150mg此g／dayormrefor  
lmonthand20mgncg／dayormorefor3－6months・ThisadministrationcorrespondstofreeactlVe  
Substancesystemicexposurelevelsofatleast9timestheexpectedlevelsinhumanafterlmonthand  
lessthantheexpectedlevelinhumansafter6months，reSpeCtively．Therewasevidenceof  

reversibilityuponcessationoftreatment．Thesignificanceofthesehdingsforhumansisunknown．  

Insimi1aritytosome㍗aCrOhdes，telithromycincausedaprolongadonofQtcinterval－indogsandon  
actionpotentialduratlOninrabbitPurkinjefibersinvitro・Effectswereevidentatplasmalevelsof  
freedrug8to13timestheexpectedclinical1evel・Hypokalaemiaandquinidinehadadditive／supra－  
additiveeffectsinvitrowhilepotentiationwasevidentwithsotal01・Telithromycin，butnotitsmaJOr  
humanmetabolites，hadinhibitoryactivityonHERGandKvl．5channels．  
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ReproductiontoxICltyStudiesshowedreducedgametematurationinratandadverseefftctson  
fertilization・Atl厄ghdosesembryotoxICltyWaSaPParentandanincreaseinincompleteossincation  

andinskeletalanomalieswasseen・Studiesinratsandrabbitswereinconclusivewithrespectto  

POtentialforteratogenlClty・therewasequlVOCalevidenceofadverseeffectsonfoetaldevelopmentat  
highdoses．   

Telithromycln，anditspnncIPalhumanmetabolites，Werenegativeintestsongenotoxicpotentialin  

Vitroandinvivo・NocarcinogenicltyStudieshavebeenconductedwithtelithromycln．  

6． PHARMACEUTICALPARTICULARS   

6．1 Listofexcipients   

Tabletcore：  

Microcrystalline cellulose 
Povidone K25 

Croscannellose sodium 

Magnesiumsteamte   

Tabletcoatin亡：  

Talc  

Macrogol gOOO 
Hypromellose6cp  
TitaniumdioxideE171  

Yeilowironox五deE172  
RedironoxideE172   

‘．ユ Incompatibilは錯   

Notapplicable．   

6．3 Shelflire  

3ye訂S．   

6．4 Specialprecautionsforstorage   

NospeCialprecautionsforstorage・   

6．5 Nattlreandeontentsofcontainer   

Twotabletsarecontainedineachblistercavlty．   

Avai1ableaspacksoflO，14，20andlOOtablets．  

OpaquePVC／Aluminiumblisters   

Avai1ableaspackof5x．2tablets．  

OpaquePVC／Aluminiumperforatedunitdoseblisters・   

Notal1packsizesmaybemarketed・   

6．6 Specialprecautionsfordisposal  
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No special requirements. 

7． MARKETINGAUTHORISATIONHOLDER  

AventisPharmaS．A．  

20，AvenueRaymondAron  

F－92160ANTONY  
France  

8． MARKETINGAUTHORISATIONNUMBERS  

EU／1／01／191／001－005  

9． I）ATEOFFIRSTAUTHORISATION／RENEWALOFTHEAUTHORISATION   

Dateof丘rstnuLhoriヱ【ltOuau・thorisatiott：9July2001  

Dateoffirstrenewal：9July2006  

10． DATEOFREVISIONOFTHETEXT  
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PACKAGELEAFLET   

This PL was approved by the CHMP on 22 March 2007 and is pending for endorsement by the 
European Commission 
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PACⅨAGELEAFLET：INFORMATIONFORTHEUSER  

Ketek400mgfilm・COatedtablets  

Telithromycln  

Readallofthisleaf）etcarefullybefbreyoustarttakingthismedicine．  
Keepthisleaflet・Youmayneedtoreaditagaln・  

Ifyouhavefurtherquestions，aSkyourdoctororyourphamacist．  
Thismedicinehasbeenprescribedforyou．Donotpassitontoothers．Itmayharmthem，eVen  
iftheirsymptomsarethesameasyours・  

lfanyOfthesideeffectsgetsserious，Orifyounoticeanysideeffectsnotlistedinthisleaflet，  
Ourdoctoror  hannacist．  1easete11  

hthkleanet：  

1．   WhatKetekisandwhatitisusedfor  
2． BeforeyoutakeKetek．  

3．   HowtotakeKetek．  

4．   Possiblesideeffects  

5．   HowtostoreKetek  
6．   Furtherhformation  

l． WHATKETEKISÅNDWHATITIStJSEDFOR   

Ketekbelongstooneofagroupofmedicinesca11edketolides，aneWClassofamibioticsrelatedto  
macrolides．Antibioticsstopthegrowthofbacteriawhichcauseinfections・   

Ketekisusedinadultsandadolescentsof12yearsandoldertotreatinfectionsduetobacteriaagainst  
Whichthemedicineisactive．hadolescentsof12yearSandolder，Ketekcanbeusedtotreat：  
inftctionsofthethroat．Inadults，Ketekcanbeusedtotreatinfectionsofthethroat，inftctionsofthe  

Sinuses，Chestinfectionsinpatientswithlongstandingbreathingdifficultiesandpneumonia．  

2． BEFOREYOt）TAKEKETEK  

DonottakeKetek：   

・ifvollSufferfr（1mmyaStheniagl・aVIS，al・ilrediseasewhichc飢ISeSmuSCleweakness．  
－ifyouareallergic（hypersensitive）totelithromycin，tOanyOfthemacrolideantibioticsortoany   
OftheotheringredientsofKetek・Ifindoubt，talktoyourdoctororpharmacist．   
ifyouhavehadahepatitisand／orjaundicewhiletakingKetekinthepast・  
－ifyouaretakingcertainmedicinalproductstocontrolthebloodlevelofcholesterolorother   
lipids．  
－ifyouorsomeoneinyourfamilyareknowntohaveanabnormalityofelectrocardiogram（ECG）   
Called“longQTsyndrome”・  

－ WhiletakingothermedicinescontainlnganyOfthefo1lowlngaCtivesubstances：   
・ ergOtamineordihydroergotamine（tabletsorinhalerformigraine）   
● terfenadineorastemiz，01e（allergicproblems）   

● Cisapride（digestiveproblems）   

● pimozide（PSyChiatricproblems）   

－ifyouhaveseverelyimpairedrenalfunctionand／orseverelyimpairedhepaticfunction，donottake   
KetekwhiletakingothermedicinescontainlnganyOfthefollowlngaCtivesubstances：   
● ketoconazole（antifungaltreatment）   

● amedicinecalledproteaseinhibitor（HⅣtreatment）  
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Referalsotosection“Takingothermedicines”・   

TakespecialcarewithKetek：  
－ifyouhavehadcertainheartproblemssuchascoronaryheartdisease，Ventriculararrhythmias，  
bradycardiaorifyouhavehadcertainabnormalbloodtestsduetomedicalconditionssuchas  
hypokalaerr］ia，hypomagnesaemia・  

ifyoudevelopsevereorprolongedorbloodydiarrhoeaduringoraftertakingKetektablets，  
COnSultyourdoctorimmediatelysinceitmaybenecessarytointerTuPtthetreatment、Thismaybe  
asignofbowelinflammationQ，Seudomembranouscolitis）whichcanoccurfollowingtreatment  
withantibiotics．  

ifyouhaveliverdisease．  
it．vouexperiencevisuEIJdisturbances（blul・l・edヽ・isio11，diffieulfvinfoeusing．doublevision）  
汀ざt〉ueXperien亡etra11Sien†loss（げc（川SCi州SneSS（raintillg）・  

Ketektablel［sarenOtreCOmmendedforuseinchildrenandadolescentslessthan12yearsold、  

ReferalsotoseCtions“DonottakeKetek”－紳d－，“Takingothermedicines”and“Drivingandus主ng  
nlaChinesl、．   

Takingothermedicines  
Pleasetellyourdoctorifyouaretakingorhaverecentlytakenanyothermedecines，including  
medicinesobtajnedwithoutaprescrlptlOn，aSSOmeOfthemcouldhaveaninteractionwithKetek．   

YoushouldnotuseKetekwithmedicinescontainlngergOtamineordihydroergotaminetabletsor  
ergotamineinhalersformgraine，terfenadineorastemizoleforallerglCPrOblems，Cisapridefor  
digestiveproblemsandpimozideforpsychiatricproblems・YoushouldnotuseKetekifyouaretaking  
certainmedicinalproductstocontrolthebioodievelofcholesterGlorotherlipids，likesimvastatin．  
ReferalsotoseニCtion“DonottakeKetek”．   

ItisparticularlyimportantforyourdoctortoknowifyouaretakingmedicinescontainlngPhenytoin，  
andcarbamazepine（forepilepsy），rifampicin（antibiotic），PhenobatbitalorStJohn’swort，medicines  
liketacrolimus，CyClosporinandsirolimus（fororgantransplantation），OrmetOprOlol（againstheart  
disorder）orthelantiHⅣmedicineritonavir．   

TakingKetekwithfoodanddrink  
Ketekmaybetakenwithorwithoutfood・   

Pregnancy and Breast-feeding 
lfyouarepregnantdonottakeKetektabletsasthesafetyofKetekinpregnancylSinsufficiently  
established．Ifyouarebreast－feedingdonottakeKetektablets・   

Drivingandusingmachines  
LimitdrivillgOrOthel・hazardousaet・i、ities、、′hHetakillgKetck・lfvouhavevisiol－prOhlemsor  
faintwhiletakillgKetek，don（Jtdri、・■e．OPerateheavymaぐhinery，OrengageindilngerOuS  
actil7il■ies．  

TakingKetektabletsmaycausesideeffectssuchasvisualdisturbances）Whichmayreducethe  
capacitytocarryoutcertaintasks・Rarecasesoftransientlossofconsciousness（fainting），Whichmay  
beprecededbyvagalsymptoms（malaise，gaStrOintestinaldistress），havebeenreported・These  
symptomsmayappearasearlyasafterthe缶rstdoseofKetek・Y〇し一3h〇u！dヒen“・nrt30rLhcpotcmjnl  
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3． HOWTOTAKEKETEK   

YourdoctorwilltellyouhowmanyKetektabletstotake，atWhattimeandforhowlong・   

Theusualdurationoftreatmentis5daysforinfectionsofthethroat，infectionsofthesinuses，Chest  
inftctionsinpatientswithlongstandingbreathingdif抗cultiesand7tolOdaysforpneumonia．   

TherecommendeddoseofKetekforadultsandchildrenof12yearsandolderistwotabletsof400mg  
OnCedai1y（800mgoncedai1y）．  

Ifyouhavesevererenalinsufnciencyyoushouldtakealternatingdailydosesof800mg（twotablets  
Of400mg）and400mg（Onetabletof400mg），Startingwiththe800mgdose．   

Swallowthetabletswholewithaglassofwater．  
Itisbesttotaketabletsatthesametimeeachday．1fpossibletakethetahletsbeforegolngtObcd，  

toreducethepotentialinlpaCtOfvisualdisttlrbancesandlossofcollSCiousness．   

IfyoutakemoreKetekthanyoushould  
Ifyouaccidenta11ytakeonetablettoomany，nOthingislikelytohappen・lfyouaccidentallytake  
SeVeraltabletstoomany，COntaCtyOurdoctororphamacist・tfpossible，takeyourtabletsorthebox  
Withyoutoshowthedoctororpharmacist．   

IfyoufbrgettotakeKetek  
lfyouforgettotakeadose，takeitassoonaspossible・However，ifitisnearlytlrnefbryournextdose  
Skipthemisseddoseandtakethenexttabletattheusualtime．   

IfyoustoptakingKetek  
Takethecompletecourseoftabletsprescribedbyyourdoctor，eVenifyoubegintofeelbetterbefore  
youhavefimishedthemall・lfyoustoptakingthetabletstoosoon，theinfectionmayreturn，OryOur  
COnditionmaygetworse．  
Uyoustoptakingthetabletstoosoonyoumayalsocreateabacterialresistancetothemedicine．  
lfyoufeelyouaresufferingfromasideeffect，telladoctorirrmediatelytogetadvicebeforetaking  
thenextdose．   

lfyouhaveanyfurtherquestionsontheuseofthisproduct，aSkyourdoctororpharmacist．  

4． POSSIBLESIDEEFFECTS   

Likeal1medicinesKetekcancausesideeffects，althoughnoteverybodygetsthem．Mostofthemare  
mi1dandtranSient，butveryrarecasesofseriousadverseliverreactionsandliverfailure，including  
fatalcases，havebeenreported・So，ifanyofthefollowinghappens，StOptakingKetekandtellyour  
doctorimmediately：  
AllerglCOrSkinreactionssuchasfaceswelling，generalallerglCreaCtionsincludingal1erglC  
Shock，OrSeriousskinconditionsassociatedwithredspots，blisters．  
Severe，perSistentorbloodydiarrhoeaassociatedwithabdominalpalnOrfever，Whichcanbea  
SlgnOfseriousbowelinnammationwhichmayoccurveryrarelyfollowlngtreatmentWith  
antibiotics．  
Signsandsymptomsofhepatitis（1iverdisease）suchasyellowingofskinandeyes，darkurine，  
itching，lossofappetiteorabdominalpaln・  
WorsenlngOfaconditioncal1edmyastheniagravis，ararediseasewhichcausesmuscle  

Weahess．Rcpo11ぶhn＼TCinc山deddeG！har：duたthTeatこl血gbreuthillgtrOubleLhathnppcn9fmLin  

Theaboveserioussideeffectsareuncommon（loutoflOOOtolessthanloutoflOO），rare（loutof  
lO，000tolessthanloutoflOOOpatients）orveryrare（1essthanl／10，000patientsincludingisolated  
report），butmayrequireurgentmedicalattemion．  
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TheothersideeffectslistedbelowareglVenWithanestimationofthefrequencywithwhichtheymay  
OCCur．   

ThemostcommOnSideeffect（100rmOreOutOflOOpatients）whichmayoccurwithKetekis  
diaJThoea，uSual1ymi1dandtemporary・   

Othersideeffectswhichmaycommonly（1tolOoutoflOOpatients）occurwithKetekare：  
Nausea，VOmiting，abdominalpain，flatulence（excesswind），dizziness，headaches，disturbanceof  
taste，VaginalCandidainf？Ction（fungalinfectionassociatedwithlocalitching，bumingandwhite  
discharge），increaseinlivere・nZymeS（detectedbybloodtest）．   

Uncommonorraresideeffects（loutoflO，000tolessthanloutoflOOpatients）whichmayoccur  
withKetekare：  

Constipation，anOreXia（lossofappetite），StOmatitis（inflammationinthemouth），OralCandida  
infection（funga．1infection），hepatitis，raSh，urticaria（hive＄），Pruritus（itching），eC乙ema，SOmnOlence，  

insomnia，nerVOluSneSS，Vertigo，ParaeSthesia（tinglingofthehandsorfeet）‥Visualdisturbances  
（blurredvision，difncultyinfocusing，doublevision），，nuShes，tranSientlossofconsciousness  
（fainting），arrhyl［hmia，bradycardiaorpalpitations（ChangesinheartrateorinECG），hypotension（low  
bloodpressure），eOSinophilia（increaseofcertainwhitebloodcells，detectedbybloodtest）．  
Veryraresideefftcts（1essthanloutoflO，000patients）whichmayoccurwithKetekare：  
Disturbanceofsmell，muSClecramps．   

AdditionalsideeffectswhichmayoccurwithKetekare：  
abnormalityofelectrocardiogram（ECG）calledpro斡longationofQTintervalandinnamedpancreas  
（pancreatitis）・  

Duringpost－marketingexperience，1iverfailurehasbeenreported（frequencyunknown）．   

Ifanyoftheseundesirableeffectsaretroublesome，SeVere，Ordonotwearoffastreatmentgoeson，  
tellyourdoctor・ 

Ifanyofthesideeffectsgetsserious，Orifyounoticeanysideeffectsnotlistedinthisleaflet，Please  
tel】yourdoctororpharmacist・  

5． HOWTOSTORE KETEK   

Keepoutofthereachandsightofchildren・   

DonotuseKeteka氏ertheexpirydatewhichisstatedonthepack．   

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste・Askyourpharmacisthowto  
disposeofmedicinesnolongerrequired・Thesemeasureswi11helptoprotecttheenvironment・  

6． FURTHERINFORMATION  

WhatKetekcontains  

Theactivesubstanceistelithromycln  
Theothe：ringredientsaremicrocrystallinecellulose，POVidoneK25，CrOSCarmellosesodium，  

magnesiumstearateinthetabletcoreaswe11astalc，maCrOgO18000，hypromellose6cp，  
titaniumdioxideE171，yellowironoxideE172，redironoxideE172inthefi1m－COatlng．  
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WhatKetekIookslikeandcontentsofthepack   

Kete・k400mgtabletsarelightorange，Oblong，biconvex，film－COatedtabletimprintedwith“H3647”  

ononesideand“400”ontheother．   

KetektabletsarePreSentedinblisterpacks．Twotabletsarecontainedineachblistercavlty．  

TheyareaVai1ableinpacksoflO，5x2，14，20andlOOtablets．Notallpacksizesmaybemarketed．  

MarketingAuthorisationHolderandManufacturer   

乃eJ乃αrたe血gα以rんorf∫αrわ習ん0旭「げ麒拍弦正  

AventisPhamaS．A．  

20AvenueRaymondAron  
F－92160AmONY  
France   

乃e〝∽乃ゆcルrerqr助feたi∫ご  

AventisPharmaS．p．A．  

StradaStataleNo17，km22  
Ⅰ一67019Scoppito（L’Aquila），Italy   

Foranyinformationaboutthismedicinalproduct，plea？eCOntaCtthelocalrepresentativeofthe  
MarketingAuth0risationHolder．  

Belgique／BelgiyBelgien  
SanO缶－aVentisBelgium  
Tel／Tel：＋32（0）27105400  

Bも皿raplI兄  

SanOfi－aVentisBulgariaEOOD  
TeJI：＋359（0）29705300  

Cesk益republika  
SanO頁－aVentis，Sエ0．  

Tel：＋420233086111  

Danmark  
sanofi－aVentisDenmarkA／S  

Tlf：＋4545167000  

Deutschland  
Sanon－AventisDeutschlandGmbH  
Tel：i49（0）1802222010  

Eesti  
sano員＿aVentisEstoniaOtJ  

Tel：＋3726273488  
E）ふ丘∂α  

SanOfi－aVentisAEBE  
叫L：＋302109001600  

Espa瓦a  

SanOn－aVentis，S．A．U．  

Tel：＋34934859400  

France  

sanOfi－aVentisfrance  
T芭1：0800222555  

Appeldepuisl’itranger：＋33157632323  

Ireland  

sanofi－aVentisLtd．  

Tel：＋353（0）14035600  

LtlXembourgrLuxemburg  
SanOn－aVentisBelgium  
TilrTel：＋32（0）27105400（Belgique侶elgien）  

Magyarorsz三唱  

SanOfi－aVentiszrt．，Magyarorszag  

Tel：＋3615050050  

Malta  
sanofi－aVentisMaltaLtd．  

Tel：＋35621493022  

Nederland  
sanofi－aVentisNetherlandsB．Ⅴ．  

Tel：＋31（0）182557755  

Norge  
AventisPharmaAS  
Tlf：＋4767107100  
ijsterreich 
SanO貞一aVentisGmbH  

Tel：＋43180185－O  

PoIska  

SanOn－aVentisSp．zo．0．  

Tel：＋48225414600  

Portugal  
SanOfi－aVentis－ProdutosFarmaceuticos，S．A．  
Tel：＋351213589400  
Romania  
SanOfi－aVentisRomaniaS．R．L．  

Tel：＋40（0）213173136   

SlovenlJa  
sanofiLaVentisd．0．0．  

Tel：＋38615604800  

20  

P58   



Island  
Vistorhf．  
Sfmi：＋3545357000  

Italia  
SanO頁－aVentisS．p．A．  

Tel．＋390239391  

K血po；  

SanO貞一aVentisCypruSLtd・  

T小．：＋35722871600  

Latvija  
sanofi－aVentisLatviaSIA  
Tel．：＋3717332451  

Lietuva  

UABsano負－aVentisLietuva  

Tel：＋37052755224   

Thisleafletwaslastapprovedin  

Slovensk益republika  
sanofi－aVentisPhamaSlovakias，r．0．  

Tel：＋421257103777  

Suomi/Finland 
SanO負－aVentisOy  

PuⅣTel：＋358（0）201200300  

Sverige  
sanofi－aVentisAB  

Tel：＋46（0）86345000  

United Kingdom 
sano貞一aVentis  

Tel：＋44（0）1483505515  
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ケテック㊥錠300mg推定使用患者数  

サノフイ・アベンティス株式会社   




