
implantationlosses，anddecreasesinthenumberoflivefttuses．Noadversereproductive  

effbctsweredetectedinrabbitsatlO5mg／kg／day，abouttwotimestheclinicaldosebased  

Onbodysurficeareacomparisons．  

Otherartemisinlnsarekn0wntObeembryotoxicinanimals．Reproductivetoxicitystudies  
Withartemisininderivatives（e．g，arteSunate）demonstratedincreasedpost－implantation  
lossandteratogenicity（alowincidenceofcardiovascularandskeletalmalfbrmations）in  
ratsandrabbits．Similarfindingswerenotseeninanimalreproductivesttldiesuslng  
artemether．  

肋roJα方7c∫ル  

StudiesindogsandratshaveshownthatintramuscularlrUeCtionsofartemetherresulted  
inbrainlesions．Changesobservedmainlyinbrainstemnucleiincl11dedchromatolysis，  
eosinophiliccytoplasmicgranulation，SPheroids，aPOptOSis，anddarkneurons．Lesions  

WereObservedinratsdosedwithartemetherat25m釘kgfor70r14daysanddogsdosed  
at20mgkg丘）r8daysorlonger，butlcsionswerenotobservedaftershortercoureSOf  

drugOra魚eroraldoslrlg・Theestimatedartemcther24hAUCafter7daysof（loslIlgat  
thenoobservedefftct】cvd（10m釘kg／daygiveni】ltrこIrnuSCuiarly）isapproxi汀】ately7－  

foldgreaterthantheestimatedartemether24hAUCiIlhl】m［ulSOndayiofthestandilrd  
3－dayoraltreatmentreglmen；OralexposureinhurnanSdecreasesonsubsequentdays，  
thustheexpoヲuremarginincreases・Dogsdosedoral1ywith143mgkgartemether  
ShowedastatlStica11ymeasureablecffectonthehear‖gthrcshold；lt20dB．Thisdoseis  

equivalenttoabout29timesthehighestartemetherclinicaldose（160mg／day）basedon  
bodysurfaceareaCOmParisons．MostnervOuSSyStemdisordcrudverseeventsinthe  
Studiesofthe6－doseregimcnweremi1dinintensityandresoIvedbytheendofthestudy  
［seeddve7Te屈eαC力b那作・み］．  

14 CLINICAl」STUDIES  

14．1 Trc；ltmentOfAcutc，UIleOmp】icated員J27Zc如rtLmMalaria   

TheefficacyofCoartemTabletswasevaluatedforthetreatmelltOfacute，unCOmplicated  
malariacausedbyP．j27lc如ruminHIVnegativepatientsin8clillicalsttl（1ics．  
Uncomplicatedmalariawasde如edassymPtOmaticP・jblc画rummalahawithoutsigl！S  
andsymPtOmSOfseveremalariaorevidenceofvitalorgandysfunction・Baseli】1eParaSlte  

densityranged丘■Om500／pL－200，000／LIL（0．01％to4％parasitemia）inthemqiorityof  
Patients・Studieswereconductedinpartia）lyimmuneandnonJimmuneadultsand  

children（≧5kgbodyweight）withuncomplicatedmalariainChina，Thailand，Sub－  
SaharanA丘ica，Europe，andSouthAmerica．Patientswhohadclinicalfbaturesofsevere  

malaria，SeVereCardiac，renal，OrhepaticimpalrmentWereeXCluded．   

Thesttldiesincludetwo4－dosestudiesassesslngtheefncacyofthecomponentsofthe  
reglmen，aStudycompannga4－doseversusa6－dosereglmen，and5additiona16－dose  

reglmenStudies．   

CoartemTabletswereadministeredatO，8，24，and48boursinthe4－dosereglmen，andat  
O，8，24，36，48，and60hoursinthe6Ldosereglmen．Efhcacyendpointsconsistedofモ  
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● 28daycurerate，de血edasc］earanccofascxualparasites（theerythrocylicslage）  

within7（1ayswithoutrccrudesccnccbyday28   

・paraSitec）carancetime（PCT），defincd；lStimc丘om鮎stdosel111tilfirsttolaland  

COIllintlCddisappcaranccofasexuillpi11・ilSitewhichconti11uCSfor乙tnlrthcr48  

hours   

・fbvcrcIcarancctime（FCT），delillCdastimcfi・Om丘rstdoseuntilthcfirsltimc  

bodylcmpcraLtlrefbllbelow37．5OCan（1rcmaillCdbelow37．5OCfbriltleasta  
爪Il－1hcr48hours（onlyfbrpalieIllswillllcmpcral＝■e＞37．5OC；ltb；ISClinc）   

ThenlO（】ifietIinlenttolrじilt（mlTT）1一叩u7iItioTlinclu（1csヱ111pilticntswilhmill；uja  

（Iia脚OSisco）1LirnlillioTIWhoreceivc（lとIt］cilStOllCdoscofslu（lydrug・l三valtl；lblcT）こIticnts  

gencrallyarcaIIpalicz－tSWhohadaday7ilnd；lday28par；一Sito】oglCillasscssn－ClltOr  

CXpC）’icncedlrcalmcn用Iiltlrebyday28．   

SttJdieslnnd2：Tl－CtWOStudicswhichasscssc（11hccmcacyorCoartcmTab）cts（4  
doscsof4tabJctsof20mgartemclhcr／）20mglumcnll－1hnc）colヤparCd10CaCh  
COnlPOnel－talonewcrcran（lomizcd，doublc－blind，COmparalivc，Slnglcccntcr，COndllCIcd  

jnChina・Thec用cacyreslllls（Tab7e5）sup】）（）rtlhi）1thecombinationofartcmctllCraT】d  

7umcnlnlrincinCo；lrtC］1－Tab7etshadaslgn浦c；lntlyl－igl－Cr28－daycl】rer；ltCCOmP＝lrC（lto  

ilrlcmclher 

． 

TabIc5：Cljl）ica‖モ†JIc；lCyOfCoarIemTabIctsvcrstJSComponcnts（mTTT  
tlla暮ionl  

28－1laynlrerate  
lVN（％）palie】11s  

M（！di；lnlrC■l  Mel】ianI＞C’l’  

【25山，75仙l）CrCCnli呵  r25tt■，751ltpじrCCI－1ilc］  Sll山yNo．  

ReEion／p雨ielltageS  

Study 1 
Chil】a，agCS13－57ycars  

Coar†cmTi］blets  50／51（98．0）  241－O11rS【9，48】  30hol】rSl24，3（；】  

∧rtcnlClller  24／52（46．2）  21l1011rS【12，30】  301】OurSL24，33］  

LMれChI】両Ilじ  47／52（り0．4）  60】10urSr3（i，78】  54l10urS【45，66】  

Stlldy 2 
Cl】j11a，昭CS12－65ycars  

Coartcrn Tablcls 50／52（96．2）  

45／51（88．2）  

21I10urSr6，33］  30llOurS【24，36】  

LltIT】elbnlTiIIC  36hol】rS［12，60】  朋‖101汀S［42，60】  

pa血ntswhosesはIus  IIlm】’1TaTIalysIS，  WaSunCCrt；li］1WCrCClassificd；1Stre；ltnlCnlfhiZl］rCS．  

2Efflcacyct）rCratCbasedonbloodsmcarmicroscopy・  

ユForpatienlswhohadabo（lylcmperaturc＞37・50CatbilSCli11COnly  
495％CI（CoartcmTablcIs－arte，nCt）】er）0一】28－daycurerate：37．8％，66．0％  
5 
p－Va7uccomparillgCoartemTabIcIs－0－umcfhntTinconparasilccIcarancctime（PCT）aJldftvcr  
CIcarancetime（FCT）：＜0．001  

6p－ValllCCOmPariIⅦCoartemTabletstolumefantrineonparilSiteclearanCetime（PCT）‥＜0．001and  
Onftverc7carancetimnc（FCT）：く0．05  

Resultsof4－doscstudiesconductedinareaswithhighresistancesuchasThailandduring  

1995－96showedlowerefncacyresultsthantheabovestudies・Therefbre，Study3was  

conducted．  

20   



Study3：Sttldy3wasarandomized，double－blind，tWO－CentetStudyconductedin  

Thailandinadultsandchildren（aged≧2years），Whichcomparedthe4－doseTegimen  

（administeredover48hours）ofCoartemTabletstoa6－doseregimen（adminlSteredover  
60hours）・Twenty－eightdaycurerateinmITTsubjectswas81％（96／118）fbrthe  

CoartemTablets6－dosearmaSCOmParedto71％（85／120）inthe4－dosearm．   

Studies4，5，6，7，and8：hthesestudies，CoartemTabletswereadministeredasthe6v  

dosereglmen．   

Instudy4，atOtalof150adultsandchildrenaged ≧2yearsreceivedCoartemTablets．In  

Study5，atOtal164adultsandchildren ≧12yearsreceivedCoartemTablets．Both  

studieswereconductedinThai］and．   

Shldy6wasastudyof165non－immuneadultsresidinglnreglOnSnOn－endemicfbr  
malaria（Europ？andColombia）whocontractedacuteuncomplicatedjalcわarummalaria  
Whentravelinglnendemicreg10nS．   

Study7wasconductedinA舟icain310infhntsan（1chiidrcIlaged2monthsto9years，  

Weighing5kgto25kg，Withanaxilhrytemperature≧37．5OC．   

Study8wasconductedinA丘icain452infhntsandchildren，aged3monthsto12years，  

Weighing5kgto＜35kg，Withfevcr（≧37・5OCaxillaryor≧380Crectally）orhistoryof  

ftverinthepreceding24hours．   

Resultsof28－daycurerate，medianpE汀aSiteclea∫anCetime（PCT），andftverclearance  

time（FCT）fbrStudies3to8arereportedinTable6．  

Table6：ClinieillEfficacyof6－doscRcRimenofCoartemTab）ets   

StudyNo・Region／；tgeS   ヱ8－daycurer；lteln／Nr％；lti川tS  Medi；lnFCTZ  MedhHPCT  

mITTJ   【251h，75111perce血呵   ［251h，751hpercentile］     Ev且Illable   

SflJdy3T山河and，ageS3－62years   96／l18（81．4）   93／96（ワ6．ウ）   35 hours 44 bours 

Earlyfb山re4   0   0   ［20，46】  ［2Z，471  

Lateねihlre5   4（3．4）   3（3．1）   

Los【10ね】】0＼VUP   18（15．3）  

Olher6   0   

StlJdy4Tllai】and，agCS2H63ycars   130／149（87．2）   130／134（り7．0）   22hollrS  NÅ   

Early鮎血re4   0   0   ［iり，44】  

La【efもilure5   4（2．7）   4（3・0）   

Losttofbllowup   】3（8・7）  

OtheT‘   2（1，3   

Stl】dy5Thailand，a郡S12－71yc；lrS  148〃64（90．2）  148／155（95．5）   Z9hours   29hours  

Earlyfもilure4  0   0  【8，5り  【18，40］   

LatefこIilure5   7（4．5）   7（4．5）   

Losltofb】lowu   9（5．5）  

Other占   0   

Study（；  
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c／Columbia，a  37 I,ours 

r】8，441  

42llOl汀S   

【34，63】  

l．；ltehill】reさ  

Lostto丘肌owu  

S仙舟7AfHcil，a8CS2mon111S－ウ  268／310（86．5）  8l10日rS   

【8，24】  

24I10urS   

L24，36】  

267／300（帥．n）  

山1chiIllrCさ  

LcISt10b】Iow  

St1日y縛A丘ica，i喝CS3montIIS－12  374／452（82．7）  37（掴lリ（88．3）  BIlOl汀S   

rポ，231  

35IlOurS   

r24，36】  

7三mcacycurcratcbascdonb）oodsmじilrmicr・）SCOPy  
ZForpuliuntswho）ladabodylclllPCr乙IturC＞37・5りCatb；lSClinじ0日y  

3一一11一一7TTanalysIS，Palicnlswl10SCSlal11SWiLSunCCTLainwcrccIassjf－cdastl・calmじ！Ltfhil”・CS・  
4EarlyLhilureswereusuallydじnnCdaspalienlswithdrawnLbru7］Satisfhctorylhcrar）Cuticじ11tctwithinlhenrs暮7days  
Orbt：C；llJSClhcyrccejvedanothcrilIlljnlaJariallTIL：dicalioJ）Withinthcrirst7（lays  

5lノalcfhi】urcsweredcnncdaspaticnLsachiじVingparasilcclearanccwidlit－7daysbuthavlngparaSilcrcal）PCaraIICe  
inc］uJingrccrudescenccorIICWinLbctionduringthc28dayLbl）ow－Upperiod  
60thcrincludcs、VilhLITaWnduじtOPrOtOCO）violalionornon－COmPliancc，rCCCivcdadditionulmedicalio）”nCr（lay7，  
Wilhdrcwconscnl，missin鑑day70r28asst；SSmt：nl  

hl；111studies，Patients’signsandsymPtOmSOfmalilriaresoIvedwhenparasiteswere  

cleal・Cd．  

Instudicsco11ductcdinareaswithhightransmissionratcs，St】ChasAfHca，rCaPPeamllCe  

OfP，P［ck，arumParaSitcsmaybeductorccnldcsccnccorancwinfbction．   

Theefncacybybodyweightcategoryforstudics7；lnd8issllmmarizedinTilblc7．  

T；lble7：ClinicalEfJIcacybyWcightfbrPcdiatricStudics  

CoarlcmTab】cIs6－do＄CRcだimcn  

St＝】yNo・  nlITTpop111痛oIll  掛川IIIabIepoplltalilIn  

MedianPCT   28－1laycurerateヱ   
AgeciltegOry  

Z＄－daycurernteヱ  

，125th，75th ereeIltilel  n刑（％）p；lti別ItS   11／N（％）pnlients   

St11dy7  
5－＜10k′   24【24，36］   133／154（86．4）   133／14ワ（8り．3）   

10－＜15kg   35［24，36】   94／110（85．5）   り〟107（87．リ）   

15－25kだ   24r24，36】   41／46（89．1）   40／44（ウ0．9）   

Study8｝  
5－＜10kg   36r24，3（；1   61／83（73．5）   61／6り（88．4）   

10－＜15kE   35r24，36】   160／190（84．2）   157／179（87．7）   

15－Q5kE   35［24，361   123／145（84．8）   123／140（87－9）   
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26〔24，36  50／34（88．2）  25一＜ほk  29／31（93．5）  
hm王TTanalysIS，patientswhosestatuswasuncertainwereclassifiedastreatmentfailures，  

2EfficacyctueratebasedonbIoodsmearmicroscopy  
3coartemTabletsadministeredascrushedtablets  

TheefncacyofCoartemTabletsfbrthetreatmentP．jZIIciparuminfbctionsmixedwithP．  

VivaxwasassessedinasmallnumberofpatierltS・CoartemTabletsareonlyactiveagalnSt  
theerythrocyticphaseofPvivaxmalaha・Ofthe43patientswithmiⅩedinftctionsat  
baseline，al1clearedtheirparasitemiawithin48hours・However，paraSitere】apseoccurred  

COmmOnly（14／43；33％）・RelapsingmalariacausedbyP・Vivax 

， 

hypnozoitefbrmsthatmayremaindormantintheliver．   

16 HOWSUPPLIED／STORAGEANDHANDLING  

Coartem（artemether／1umefhntrine）Tablets  

20mg／120mgTablets－yellow，rOundnattabletswithbevelededgesandscoredonon  

Side．TabletsareimprintedwithN／CononesideandCGontheothcr．  

Bottleof24  NDCOO78－0568－45  

Unitdosecartonof24tablets（4x6－tabletblistercards）  NDCOO78－0568－43  

Storeat250C（77OF）；eXCurSionspermittedto15－300C（59－86OF）［seeUSPControlled  

ル叫〃行叫－・・…／J／ハ・〕．  

Dispenseintightcontainer（USP）．  

17 PATIENTCOUNSEI＿．INGINFOMATION  

SeeFDA－ApprovedPatientLabeling（17．2）・  

17．1Imrorm；ltionforSareUse  

・hstruCtPatientstotakeCoartemTabletswithfood・Patientswhodonothavean   
adequateintakeoffoodareathskfbrrecrudescenceofmaiaria．  

。Patientshypersensitivetoartemether，1umefantrine，OrtOanyOftheexclplentSShould  
notreceiveCoartemTablets．  

・InstruCtPatientstoinfomtheirphysicianofanypersonalorfhmi1yhistoryofQT   
prolongationorproarrhythmicconditionssuchashypokalemia，bradycardia，OrreCent   

myocardialischemia．  
・hstruCtpatientstoinfbrmtheirphysicianiftheyaretakinganyothermedicationsthat   

prolongtheQTinterval，SuChasclassIA（quinidine，prOCainamide，disopyramide），Or   

ClassIII（amiodarone，SOtalol）antiarrhythmicagents；antipsychotics（pimozide，   

Ziprasidone）；antidcpressants；Certainantibiotics（rnaCrOlideantibiotics，   

nuoroquinoloneantibiotics，imidazole，andtriazoleantifungalagents）；Certainnon－   

Sedatingantihistamines（terftnadine，aStemizole），OrCisapride．  

。InstructpatientstonotifytheirphysiciansiftheyhaveanysymPtOmSOfprolongation   

OrtheQTinterval，includingprolongedheartpalpitationsoralossof℃onsciousness．  
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●InstruCtPatientstoavoidmedicalionsthataremetabolizedbythecytochromccnzyme   
CYP2D6whilereceivingCoartemTablctssincethcscdrugSillsohavecardiacef托cts   
（C．g．，neCainide，imiprilmine，illnitriptylinc，Clol一一ipr乙tIninc）・  

●Illfbrmpaticnlstl一；1tbascdona】1imaldilt；l，CoaIIcmTablcts；1dmil－istercdduring   

prcgnancymayresultillfbtalloss・Fetaldefbctshavcbcenrel）OrtCdwhenartemisinins   

ilrCadministcredtoanimal占．  

● ITalofhntrilleandCoarlemrrablctsshout（Jnotbe；ldmillisteredwitllinonemonlhof   

eacholherdue10POIcnlialadditivee耽ctsol－thcQTinlcrva］・  

・Anlimalarialsshou7dnotbcgivcnconcomilantlywithCoartcmT；lblets，l一一11cssthcrc   

isnoothcrlrcatmcntopl］On，ducto］imitcdsafblydal乱  

・QTprolongil】gdrugS，incIudiIlgqui）1incandquiIlidi】一C，Shouldl）euSC（lc乙Iuliously   

丘劇owingCoarLcnTilblctsductotheJoI柑eJinlinationhalfllifbof）＝TICfhntrincan（1   

1llCr）OIcntia川）「；ld（lilivccfTbcIso一一tl－CQTinterv；1l・  

・Closclymo）1itorLbodintakcinl）i11ic）一tSWhoreceivc（1mefloqu）nCimnlCdirLIclyprior  

totreatmcntwithCoiltlcmTablcIs．  

・UscCoartcmTill）1ctscilutjously‖1l）alicntsrccciv－ngOlherdrugsthatarcsubslralcs，   

inhibitorsorin【1ucersofCYP3＾4，i】lCludinggrape仙itJu】Ce，CSpCCiallythoselhilt   
pI・OlonglhcQTinleIValorareanti－rCtrOVimldrugS・  

● CoarlcmTablctsm＝lyrCducelhecLTbctivencssofhormo】一alcol－Lr；lCel）tivcs・Thc事－eLbrc，  

1）；lticnlsl）SlngOraいransdcrrnalpatch，OrOthcrsystemichormonalco】1trZICCPtives  

shou7dbcadviscdlot】SC；ln；lddilionalnon－hormonalrncthodofbil・thcontrol．  

●InLbmlPalicnlsthatConrtcmT21blcIsca一一CauSehypcrscnsltlVltyrCaCtions・Insln－Ct   

pilticntstodiscontinuclhc（lrugatlhefirstslgnOfaskinrash，hivesorotherskin   

rcactions，araPidhcarlbcat，dimcuIty＝一SWal）owlngOrbreathing，allySWellh－g   

suggestingangiocdcma（c．g．，SWe11ingofthe）ips，tOnguC，fhcc，tightnessofthethroat，   

hoarscIICSS），OrOthcrsyI】1l）tOmSOranallcrgicreaction・  

17・2FI）A－ApproYCdPatientLabeling  
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PatientInIbrmation  

Coartem㊥  

（CO－AR－tem）  

（artemetherandlumefantrine）  

Tablets  

ReadthispatientinformationbefbreyoustarttakiIlgCoartem・Theremaybenew  
infbrmation．Thisinfbrmationdoesnottaketheplaceoftalkingtoyourhealthcare  
PrOVideraboutyourmedicalconditionoryourtreatment．  

WhatisCoartem？  

CoartemisaprescnptlOnmedicineusedtotreatuncomplica‡edmalariainadultsand  
Childrenwhoweighatleastllpounds（5kg）．  

WhoshouldnottakeCoartem？  

DonottakeCoartemifyouareallerglCtOanyOftheingredients．Seetheendofthis  
leafletforacompletelistofingredientsinCoartem．  

WhatshouldIte11myhealtheareproviderbefbretakingCoartem？  

BefbreyoutakeCoartem，tellyourhealthcareprovideraboutallyourmedicalconditions  
includingifyouhave：  

・heartdiseaseorafilmilyhistoryofheartproblemsorhe；uldiseIISe  

liver or kidney problcmsms 

・reCentlytakenothermedicincsusedtotreatmalaria  

・ifyouarepregnantorareplannlngtObecomepregnant．Coartemmaymcrease  

yourriskfbrlossofpregnancy．Fetaldeftctshavebeenreportedwhen  

artemisininsareadministeredtoanimals・Talktoyourhealthcareprovider  
beforetakingCoartem，  

・ifyouarebreast－fteding．ItisnotknownifCoartempassesintoyourbreast  

milk．Youandyourdoctorwilldecidethebestwaytoftedyourbabyifyou  
takeCoartcm．   

Tellyourdoctoraboutallthemedicinesyoutake，includingprescnptlOnandnon－  

prescnptlOnmedicines，vitamins，andherbalsupplements・Coartemandothermedicines  

mayafftcteachothercauslngSideefftcts．Coartemmayafftctthewayothermedicines  
workandothermedicinesmayaffbcthowCoartemworks．  

Especiallytellyourdoctorifyoutake：  

・anyOthermedicinestotreatorpreventmalaria  

・medicinesfbryourheart  
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● antlpSyChoticrnedicines  

・antidepressants  

● antibiotics   

●；lIltihistilmines  

・Cisapride（Prol）ulsi（1㊥）  

● medici11CStOtrCatfIⅣ－infbction  

・hormoI一；11melhodsofbiTthcontro】（forexample，birthco11trOIpillsorpatch）  

＾skyourhc；111l】CilrCPrOVidcrifyouarenotsurcifyourmcdicincisonctl】i11islisIcd  

；lbovc．K］10Wthcmc（Iicincsyoutake．KccpalistofyollrmCdici11eSwithyoutoshow  

yoLlrhcnltllCarCPrOVidcI－SWhcnyougctilIICWlnedicinc．  

lIowshouldltakcCoartem？  

Take Coartem exactly as prescribed.d. 

・Ifyouwcigh77pounds（35kg）ormore，Onedoseof’Co乙Irtemis4tilt）1cIs，  

・Ifyouweighlcssthan77poun（ls（35kg），yOurheallhcareproviderwillte）l  
youhowmanytableLstolakeLbreachdose．  

・ Afu11courseoftreatmcntis6doscsofCoilrtCTlltakenover3days：  

Dayl：takcldosc；8hollrSlatertakeldosc  

Dily2：takcldoseintllCmOmlng，1dbscinthcevcnIng  

D；ly3：takeldoseinthemornlng，1doscintheevenlng  

TnkcCoartemfhr3dayseYCnifyo11arefccJingbctter．  

・Evcry（loseofCoartcmshouldbctakcnwith正）Od，SuChasmj】k，inLbnt  

fbrmu】ap11ddi11g，pOrridge，Orbrolh．Ttisirr）POrtantJbry（）11tOeat之1SSOOnaS  
youcallSOlllatyO11rnl；17arinwillgoaway；1ndnolgctworsc．  

・DonotdlinkgrapchitjuiccwhileyoutakcCoartem．Drinkinggmpenl］it  

juiccduringlrcatmentwilhCoartcmcancauseyoutohavetoomuchnledicine  
inyourb］00d．  

・CoarlemmaybecruShedandmixcdwithonetotwoteasl）00nSOfwaterina  
cIcancontainer．  

・IfyouvomitwithinlhouroftakingCoartemyoushouldtakeaIlOtherdoseof  
Coartem・1fyouvomittheseconddose，te11you∫healthcareprovider・A  

di舵rcntmcdicinemayneedtobepreschbedfbryou．  

TellyourhealthcareprOViderrig71taWayif：  

・yOurmalariadoesnotgetbetter  

・yOuVOmitedanyofyourdosesofCoartem  

・yOuarenOtabletoeat  
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O yOugetflu－1ikesymptOmS（chills，ftver，muSClepains，Orheadaches）again   

afteryouhavefinishedyourtreatmentwithCoartem．  

。yOuhaveanyChangeinthewayyourheartbeatsoralossofconsciousness   

（血inting）．  

WhatarethepossiblesideeffectsofCoartem？  

CoartemcanciIuSeSerioussideeffectsincludiI）g：  

● AheartproblemcalledQTprolongationthatcancauseanabnomal  
heartbeatcanhappeninpeoplewhotakeCoartem．ThechanCeOfthis  

happeningishigherinpeoplewithafami1yhistoryofprolongedQTinterval，  
lowpotassium（hypokalemia），andinpeoplewhotakemedicinestocontrol  

heaIlbeats．  

0 AlIerglCreaCtions・SymptOmSOfanallerglCreaCtionincludc：rash，hives，fhst  
heartbeこIt，trOubleswallowlngOrbreathing，SWellingoflips，tOngue，face，  

tightnessofthethroat，OrtrOublespeaking・1fyouhaveaseriousallerglC  

reこICtion，StOptiLkingCoilrtemandgetemergencymedicalhelprightaway．  

Themostcommonsideefftctsinadultsare：  

● headache  

。ftelingdizzy  

O ftelingweak  

・lossofappetite  

・muSCleandjointpalnOrStifhess  

。ftelingtired  

● Chills  

o 托ver   

Themostcommonsideefftctsinchildrenare：  

● たver  

・COugム  

● VOmltlng  

● headacbe  

。lossofappetite  

ThesearenotallthepossiblesideefftctsofCoartem．Formoreinfbmation，aSkyour  

doctororphamacist・CallyourdoctorfbrJnedicaladviceaboutsideefftcts・Youmay  
reportsideefftctstoFDAatト800－FDA－1088．  

Howshot）1dIstoreCoartem？  

StoreCoartembetween590Fto86DF（15OCto30DC）．  

KeepCoartemanda11medicinesoutofthereilChofchildren．  
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Gcneralinfbrmntionabot）tthesafc；lndcJTectiveuseorConrfcm．  

MedicincsaresoI一一CtimcsprcscribcdfbrpurposesothcrLhanthoselisledinpaticnt  

hln）rmati（）n7caflcts・Dol－OtuSCCo；1rtCrnforaconditionfbrwhichitwasnotprcscribed・  

Dor10tgivcCoこIrtCmtOOtherpcople，eVenifthcyhavethesa111CSymPtOmStllatyOu  

h；lVC．Itmayhamllhcm．  

Thisr）atic．1tiT－Lb7TmlLionlenf］etsurnmarizestherr）OStimportal－tin払rmationabout  

Coarlem・Ifyouwollldlikemorein丘）rmutionaboulCoartじmtillkwiLhyourhea］1hcare  

providcr・Youci＝aSkyourhea）lhcareprovidcrorpharmacisILbrinfbrmationabout  
Courtcmtlliltiswrittcnfbrhcalthproftssionals．FormorciT】Lbmlationcal11－888－294－  

6287．  

Wllilt：IJ’CtheHlgredien（Si））Coartcm？  

＾clivc）ngrCdicJllsincludc：arlemelher，111meLhntrinc  

Il一日Ctivc川grC（licntsincludc：CO1loidalsilicondioxi（lc，CrOSC；1rmCllosesodium，  

hyprol一一e）lose，magneSiumstearatc，microcryst；11］inecc”ulosc，POlysorbate80  

Dislriblltedby：  

NovartisPh；lrmaCClltic；11sCorporation、  

East打之InOVer，NewJerscy O7936  

ApIi12009  T2008－64／T2008－65  

◎Novartis   
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