
9．3 Dependence  

Toleranceis the needforincreaslng doses ofopioids to maintain adefined efrtct such as  

analgesia（intheabsenceof．diseaseprogressionorotherexternalfactors）・PhysicaIdependence  

is man脆sted by withdrawalsymPtOmS afier abrupt discontinuation of a drug Or uPOn  

administrationofanantagonist．   

Theopioidabstinenceorwithdrawa］syndromeischaracterizedbysomeoral王ofthefoIlowlng‥  

restlessness，1acrimation，rhinorrhea，yaWnlng，perSplration，Chi11s，myalgia，andmydriasis・Other  

symptoms also maydevelop，includingirritability，anXiety，backache，jointpain，Weakness，  

abdominalcramps，insomnia，nauSea，anOreXia，VOmiting，diarrhea，increasedbloodpressure，  

resplratOryrate，Orheartrate・  

Generally，tOlerance and／orwithdrawalare morelikelyto occurthelongerapatientis on  

continuous opioidtherapy．In a safbtystudywhere drug WaS administered up to90days，  

82・7％ofpatientstakingTRADENAMETMwhostoppedabruptlywithoutinitiatlngalternative  

therapyandwereassessed2to4daysaRerdiscontinuation，didnothaveobiectiveslgnSOf  

opioidwithdrawaluslngtheClinica10piateWithdrawalScale・ModeratewithdrawalsymPtOmS  

wereseeninO．3％ofpatientswiththerest（17％）experiencingmildsymptOmS・Withdrawal  

SymptOmSmaybereducedbytaperingTRADENAMETN・   

10 0VERDOSAGE  

lO．1HumanExperienco  

ExperiencewithTRADENAMETM overdoseis verylimited・Preclinicaldata suggestthat  

symptomssimilartOthoseofothercentral1yactinganalgesicswithmu－OPioidagonistactivity  

are to be expeCted uponintoxicationwith tapentadol・In pnnciple，these symPtOmS may  

particularly appearin the clinicalsetting‥ miosis，VOmiting，Cardiovascular collapse，  

consciousnessdisordersuptocoma，COnvu1sionsandrespiratorydepressionuptorespiratory  

arrest．   

10．2ManagementofOverdose  

Management ofoverdose should befocused on treatlng SymptOmS Ofmu－OPioid agonism・  

PrimaryattentionshouldbeglVentOre－eStablislmentofapatentairwayandinstitutionof  

l assistedorcontrolledventilationwhenoverdoseofTRADENAMETMissuspected．Supportive  

measureS（includingoxygenand vasopressors）should beemployedinthe managementOf  

circulatoryshockandpulmonaryedemaaccompanylngOVerdoseasindicated・CardiacarreStOr  
arrhythmiasmayrequirecardiacmassageorde丘bri11ation・  

Pure Opioid antagonists，SuCh as naloxone，are SpeCiGc antidotes to respiratory depression  

resultingfromopioidoverdose・Respiratorydepressionfo1lowlnganOVerdosemqyoutlastthe  

duration ofactionofthe opioid antagonist・Administration ofanOpioid antagonistisnota  

substituteforcontinuousmonitorlngOfairway，breathing，andcirculationfo1lowlnganOPioid  

overdose・Iftheresponsetoopioidantagonistsissuboptimaloronlybriefinnature，anadditional  

antagonistshouldbeadministeredasdirectedbythemanufactureroftheproduct・  
14   



Gastrointestinaldecontamination may be consideredin order to eliminate unabsorbed drug．  

Gastrointestinaldecontamination with activated charcoalor by gastriclavageis onlv  

recommendedwithin2hoursafterintake．Gastrointestinaldecontaminationatalatertimepomt  

may be use餌in case ofintoxication with except10nal重ylarge quantities．Befbre attemptmg  

gastrointestina重decontamination，CareShotJidbetakentosecuretheairway．   

11 DESCRlPTlON 

TRADENAMETM（tapentadol）Tablets areimmediate－release nlm－COated tablets fbr ora王  

administration． The chemical name is 3－［（1R，2R）－3－（dimethylamino）－1－ethyl－2－  

methylpropyl】pheno里monohydrochloride．Thestructuralfbrmulais：  

／
 
 
N
 
－
 
 

ThemolecularweightoftapentadoIHClis257・80，andthemolecularformulaisC14H23NO・HCl・  

Then－OCtanOl：Waterpartitioncoe餓cientlogPvalueis2・87．ThepKavaluesare9・34and10・45・  

InadditiontotheactivelngredienttapentadoIHCl，tabletsalsocontainthefbllowlnglnaCtive  

lngredients：microcrystallinecellulose，1actosemonohydrate，CrOSCarmellosesodium，pOVidone，  

magnesiumstearate，andOpadry⑧Il，aprOpnetaryfilm－COatlngmixturecontalnlngpOlyvlnyl  

alcohol，titaniumdioxide，pOlyethyleneglycol，talc，andaluminumlakecolonng．   

12 CuNfCALPHARMACOLOGY  

12．1Mechani＄mOfÅction  

Tapentadolisacentrally－aCtingsymtheticanalgesic．Althoughitsexactmechanismisunknown，  

analgesic efflcacyis thought to be due to mu－Opioid agonist activityand theinhibition of  

noreplnephrinereuptake・   

12．2Phamacodynamics  

Tapentadolisacentrally－aCtlngSymtheticanalgesic．Itis18timeslesspotentthanmOrphinein  

bindingtothehumanmu－OPioidreceptorandis2－3timeslesspotentinproducinganalgesiain  

animalmodels．Tapentadolhasbeenshowntoinl1ibitnoreplnephrinereuptakeinthebrainsof  

ratsresultinglnincreasednoreplnePhrineconcentrations．Inpreclinicalmodels，theanalgesic  

activitydue tothemu－Opioid receptoragonist activityoftapentadoIcan be antagonized by  

Selectivemu－Opioidantagonists（e．g．，naloxone），Whereasthenorepinephrinereuptakeinhibition  

is sensitive to norepinephrine modulators．Tapentadolexertsits analgesic e飴ctswithout  

pharmaco蔓oglCa王Iyactivemetabolite・   

E飴ctsonthecardiovascularsystem：Therewasnoefftctoftherapeuticandsupratherapeutic  

dosesoftapentado】ontheQTinterval．lnarandomized，double－blind，placebo－andpositive－  

COntrOlled crossover study，healthy su句ects were administered缶ve consecutive doses of  
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TRADENAMETMlOOmgevery6hours，TRADENAMETM150mgevery6hours，placeboanda  

Singleoraldoseofmoxinoxacin．1Similarly，TRADENAMETMhadnoreJevantefftctonother  

ECGparameterS（heartrate，PRinterval，QRSduration，T－WaVeOrU－WaVemOrPhology）・   

12．3Phamacokine胡cs  

AわSO′p〟0〃  

Mean absolute bioavailabilityafter single－dose administration（fasting）is approximately  

32％duetoextensive重rst－paSSmetabolism．MaximumserumCOnCentrationsoftapentadol訂e  

typica11yobservedataroundl．25hoursa氏erdosing．   

Dose－PrOpOrtionalincreasesintheCmaxandAUCvaluesoftapentadolhavebeenobservedover  

the50to150mgdoserange．   

Amultiple（every6hour）dosestudywithdosesranging丘om75to175mgtapentadoIshoweda  
mean accumuIation factor ofl・6for the parent drug andl．8for the m年IOr metabolite  

tapentadol－0－glucuronide，WhichareprimarilydeterminedbythedosingintervaJandapparent  

half・1ifboftapentadolanditsmetabolite．   

戸00d肘  
The AUC and Cmaxincreased by25％and16％，reSpeCtively，When TRADENAMETM was  

administereda鮎rahigh－fat，highーCaloriebreakfhst．TRADENAMETM maybegivenwithor  

withoutfood．   

Df劇〟bu打0〃  

Tapentadoliswidelydistributedthroughoutthebody．Followingintravenousadministration，the  

VO）umeofdistribution（Vz）fortapehtado）is540＋／－98L．Theplasmaproteinbindingislowand  

amOuntStOaPPrOXimateb，20％．   

楠ねbo〟sm8nd亡〟m納afわn  

InhumanS，themetabolismoftapentadolisextensive．About97％oftheparentcompoundis  

metabolized・TapentadolismainlymetabolizedviaPhase2pathways，andonlyasmal1amount  

ismetabolizedbyPhaseloxidativepathways．Them毎OrPathwayoftapentadolmetabolismis  

CO再ugation with glucuronic acid to produce glucuronides．After oraladministration  

approximately70％（55％0－glucurOnideaLnd15％sulfateoftapentadol）ofthedoseisexcreted  

inurineintheco吋ugatedform．Atotalof3％ofdrugWaSeXCretedinurineasumChangeddrug・  

Tapentadolis都Iditionally metabolized to N－desmethyltapentadol（13％）by CYP2C9and  

CYP2C19and to hydroxytapentadol（2％）by CYP2D6，Which arefurther metabolized by  

COTtiugation・Therefore，drug metabolism mediated by cytochrome P450systemis ofless  

importancethanPhase2coruugation．   

Noneofthemetabolitescontributestotheanalgesicactivity．  
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Tapentadolanditsmetabolitesareexcreted almostexclusively（99％）viathekidneys．The  

teminalhal封ifbisonaverage4hoursa氏erora壬administration．Thetota】clearanCeis1530＋／－  

177m王／min．  

Spec由′Poβび飴〟or－S  

EtdeHy  

Themeanexposure（AUC）totapentadoIwassimi1arinelder靂ys叫ectscomparedtoyoung  
adults，Withai6％lowermeanCnaxobservedintheelderiysubjectgroupcomparedtoyoung  

adultsu叫ects．   

RenatlmpaIrment  

AUCandCmaxoftapentadoIwerecomparableinsu叫ectswithvaryingdegreesofrenalfhnction  
（from normal to severelyimpaired）・h contrast，increasing exposure（AUC）to  

tapentado18glucuronidewasobservedwithincreasingdegreeofrena璽impalment．hsu旬ects  

withmi1d，mOderate，andsevererenalimpament，theAUCoftapentadoト0－glucuronideare  

l・5－，2・5－，and5・5－fbldhighercomparedwithnormalrenalfunction，reSpeCtively．   

Hepatic lmpairment 

AdministrationofTWENAMETMresultedinhigherexposuresandserumlevelstotapentadoi  

ins叫ectswithimpairedhepaticfunctioncomparedtosubiectswithnormalhepaticfunction．  

The ratio of tapentadoIpharmacokinetic parametersfor themild and moderate hepatic  

impairment groupsin comparison to the normalhepaticfunction grotlp Werel・7and4・2，  

respeCtlVely，forAUC；1・4and2・5，reSpeCtrVely，forCm肌；andl・2andl・4，reSpeCtively，fortlr2・  

Therateofformationoftapentadoト0－glucuronidewaslowerinsuqectswithincreasedliver  
impalrment．   

PharmacokineticDruglnteractions  

Tapentadolismainlymetabolized byPhase2glucuronidation，a highcapacitynowafhity  

SyStem，therefore，ClinicallyrelevantinteractionscausedbyPhase2metabolismareunlikelyto  

OCCur・Naproxen and probenecidincreased the AUC of tapentadolby 壬7％ and 57％，  

respeCtlVely・Thesechangesarenotconsidered clinicallyrelevantandnochangeindoseis  
r閂uird．   

No changeSin the pharmacokinetic parameters of tapentadoIwere observed when  

acetaminophenandacetylsalicylicacidweregivenconcomitantly．   

1nvitrostudiesdidnotrevealanypotentialoftapentadoltoeitherinl1ibitorinducecytochrome  

P450enzymeS・Thus，ClinicallyrelevantinteractionsmediatedbythecytochromeP450system  

a陀unlike】ytooccur．   

The pharmacokinetics oftapentadoJwere not afftcted when gastric pH or gastrointestinal  

motilhywereincreasedbyomeprazoleandmetoclopramide，reSpeCtive）y・   



Plasmaproteinbindingoftapentadolislow（approximately20％）・Therefore，thelikelihoodof  

pharmacokineticdrug－druglnteraCtionsbydisplacement丘omtheproteinbindingslteislow・   

13 NON－CuNICALTOXICOLOGY  

13．1Carcinogenesis，Mutagene＄is，［mpairmentofFertiIity  

C∂J℃Jnoロe〃e由  

TapentadoIwasadministeredtorats（diet）andmice（Oralgavage）fbrtwoyears・   

hmice，taPentadoIHCIwas administered by oralgavage at dosages of50，100and  

200mgn（g／dayfor2years（uptoO．2timestheplasmaexposureatthemaximumreCOmmended  

humandose叩D】onanareaunderthetime－Curve［AUC］basis）・Noincreaseintumor  
incidencewasobservedatanydoselevel．   

hrats，taPentadoIHCIwasadministeredindietatdosagesoflO，50，125and250m釘kg／dayfbr  

twoyears（uptoO．2timesinthemaleratsandO・6timesinthefbmaleratstheMRHDonan  

AUCbasis）．Noincreaseintumorincidencewasobservedatanydoselevel・   

M〟ねロe〃eS鹿  

Tapentadoldid notinduce gene mutationsinbacteria，butwas clastogenicwith metabolic  

activationinachromosomalaberrationtestinV79cells．Thetestwasrepeatedandwasnegative  

inthepresenceandabsenceofmetabolicactivation・TheonepositiveresultfortapentadoIwas  

not con伽medin vivoinrats，uSlngthe two endpoints of chromosomalaberration and  

unscheduledDNAsynthesis，WhentesteduptothemaximumtOlerateddose・   

JmD∂血e〃fof戸e仙  

TapentadoIHCIwasadministeredintravenouslytomaleor鈷maleratsatdosagesof3，6，Or  

12mgn（g／day（representingexposuresofuptoapproximatelyO・4timestheexposureatthe  

MRHDonanAUC basis，based on extrapolation録omtoxicokineticanalyses m asepa  

4－Weekintravenousstudyinrats）．Tapentadoldidnotaherftrtilityatanydoselevel・Maternal  

Ioxicityand adverse e飴cts on embryomic development，including decreased number of  

implantations，decreasednumbersofliveconceptuses，andincreasedpre－andpost－implantation  

lossesoccurredatdosages≧6m釘kg／da〉1   

13．2Anima＝「oxic010gyandJorPhamac010gy  

Intoxicologicalstudieswithtapentadol，themostcommonsystemiceffbctsoftapentadoIwere  

reIated to the mu－OPioid receptor agonist and norepinephrine reuptake inhibition  

pharmacodynamicpropertiesofthecompound・Transient，dose－dependentandpredominantly  

CNS－related瓜ndingswereobserved，includingimpairedrespiratoryfunctionandconvu1sions，  

thelatteroccl車nginthedogatplasmalevels（Cmax）whichareintherangeassociatedwiththe  

PaXimumreCOmmendedhumandose笹阻）・  

14 CLlNlCAL STUDlES 

Theefncacyandsa如yofTMENAMETMinthetreatmentofmoderatetosevereacute  
hasbeenestablishedintworandomized，double－blind，placebo－andactive－∽ntrOlledstudiesof  
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moderatetoseverepainfねmRrstmetatarsalbunionectomyandend－StagedegenerativeJOlnt  
disease．   

14・10托hopedicSurgery－Bunionectomy  
Arandomized，double－blind，Parallej－grOuP，aCtive－andplacebo－COntrOlled，multipje－dosestudy  

demonstratedtheefficacyof50mg，75mg，andlOO mgTRADENAMETMgivenevery4to  

6hours fbr72hoursin patients aged18to80yearsexperienclng mOderateto severepaln  

fbllowlngunilateral，貞rstmetatarsalbunionectomysurgery・Patientswhoqualifiedforthestudy  

with a baseline paln SCOre Of＞40n an‖－pOlnt ratlng SCale ranglng斤om O tolO weTe  

randomizedtolof5treatments・Patientswereallowedtotakeaseconddoseofstudymedication  
assoonaslhourafterthe坑rstdoseonstudyDayl，withsubsequentdosingevery4to6hours・  

Ifrescueanalgesicswererequired，thepatientswerediscontinuedfbrlackofefficacy・E庁icacy  

WaS eValuated by comparing the sum ofpainintensitydi晩rence over the坑rst48hours  

（SPID48）versusplacebo・TRADENAMETMateachdose．providedagreaterreductioninpain  

COmparedtoplacebobasedonSPID48values．   

Forvariousdegreesofimprovement丘ombaselinetothe48－hourendpoint，Figurelshowsthe  

舟actionofpatientsachievingthatlevelofimprovement・Thefiguresarecumulative，SuChthat  

everypatientthatachievesa50％reductioninpainfiombaselineisincludedineverylevelof  

improvementbelow50％・Patientswhodidnotcompletethe48－hourobservationperiodinthe  
StudywereasslgnedO％improvement．   



Figurel：PercentageofPatientsAchievingVariousLevelsofPainReliefasMe？SuredbyPain  
Severityat48HoursComparedtoBascliIle－PostOperativeBt］njonectomy  
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Theproportions ofpatientswho showedreductioninpainintensityat48hoursof30％or  

greater，Or50％orgreaterweresigni貢cantlyhigherinpatientstreatedwithTRADENAMETMat  

eachdoseversusplacebo．   

14．2EndLStageDegenerativeJointDisease  

Arandomized，double－blind，Parallel－grOup，aCtive－andplacebo－COntrOlled，multipleJosestudy  

evaluatedthee餌cacyandsafetyof50mgand75mgTRADENAMETMgivenevery4to6hours  
duringwakinghoursforlOdayslnpatientsaged18to80years，eXperienclngmOderatetosevere  

pain舟omendstagedegenerativejointdiseaseofthehiporknee，de蝕edasa3－daymeanpaln  

SCOreOf≧50nanll－pOintpainintensityscale，rangingftomOtolO．Painscoreswereassessed  

twicedailyandassessedthepainthepatienthadexperiencedovertheprevious12hours．Patients  

Wereallowedtocontinuenon－OPioidanalgesictherapyforwhichtheyhadbeenonastable  

regimenbeforescreeningthroughoutthestudy．Eighty－threepercent（83％）ofpatientsinthe  

tapentadoltreatmentgroupsandtheplacebogrouptooksuchanalgesiaduringthestudy・The  
75mgtreatmentgroupwasdosedat50mgforthe丘rstdayofthestudy，fo1lowedby75mgfor  

theremalnlngninedays・PatientsrequInngreSCueanalgesicsotherthanstudymedicationwere  

discontinuedforlackofefficacy・Efncacywasevaluatedbycomparingthesumofpainintensity   



difftrence（SPID）versusplacebooverthefirstfivedaysoftreatment・TRADENAMETM50mg  

and75mgprovidedimprovementinpalnCOmparedwithplacebobasedonthe5－DaySPfD・  

ForvariousdegreesofimprovementftombaseiinetotheDay5endpoint，Figure2showsthe  

付actionofpatientsachievingthat王evelofimprovement・Thenguresarecumulative，SuChthat  

everypatientthatachievesa50％reductioninpain育ombaselineisincludedineverylevelof  

improvementbelow50％・Patientswhodidnotcompletethe5－dayobservationper宣odinthe  

Studywereass】gnedO％improvement・  

Figure2：Pereentageo†Paden暮SAchievingVaパousLeYelso†PainRelie†asMe且Suredby  
AveragePaiESeYeritYfbrtbePrevioⅦS12山川門，MeasuredomStudyDay5Compared  
to8aselime－－EndStage王）egemer如iYeJointDisease  
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PercentlmprovementinPainfromBaselineonDay5  

Theproportionsofpatientswhoshowedreductioninpainintensityat5daysof30％orgreater，  

or50％orgreaterweresign漬cantlyhigherinpatientstreatedwithTRADENAMETMateach  
doseversusplacebo・   

16  HOWSUPPLIED／STORAGEANDHANDuNG  

TRADENAMETMTabletsareavailableinthefbllowingstrengthsandpackages・Alltabletsare  

roundandbiconvex－Shaped．  

50mgtabletsareye1lowanddebossedwith“0－M”ononesideand“50”ontheotherside，and  

areavailableinbottlesoflOO即DC50458－820－04）andhospitalunitdoseblisterpacksof  

lO（NDC50458－820－02）・  
ヱ！   



75mgtabletsareyellow－Orangeanddebossedwith”0－M”ononesideandH75”ontheother  

Side，andareavailableinbottlesof100（NDC50458－830－04）andhospitalunitdoseblisterpacks  

OrlO（NDC50458－830－02）．   

100mgtabletsareorangeanddebossedwith“0－M”ononesideand“100”ontheotherside，  

andareavailableinbottlesoflOO（NDC50458－840－04）andhospitalunitdoseblisterpacksof  

lO（NDC50458－840－02）．   

Storeupto250C（770F）；eXCurSionspemlittedto15－300C（59－86？F）［seeUSPControlled  

RoomTemperature］．Protect舟ommoisture．   

Keepoutofreachofchildren．   

17  PAT］ENTCOUNSEuNGINFORMAT10N  

PhysiciansareadvisedtodiscussthefbnowlnglSSueSWithpatientsforwhomtheyprescribe  

TRADENAMETM：  

17．1lnstructionsforUs  

Patients should be advisedTRADENAMETM shouldbetaken onlyas directed andtoreport  

episodes ofbreakthroughpainand adverse experiences occurring duringtherapy to their  

Physician．Individualization ofdosageis essentialto make optimaluse ofthis medication・  

Patientsshouldbeadvisednottoa句ustthedoseofTRADENAMETMwithoutconsultingtheir  
Physician／kee Dosqge andALh7inistration似7．Patients should be advised thatitmay be  

approprlatetOtaperdosingwhendiscontinuingtreatmentwithTRADENAMETMaswithdrawal  

SymptOmSmayOCCur／ieeDrugAbweandDqpendbnceP．j〃．Thephysiciancanprovideadose  

SCheduletoaccomplishagradualdiscontinuationofthemedication．   

17．2Mi＄u＄eandAbu＄e  

PatientsshouldbeadvisedthatTRADENAMETMisapotentialdrugOfal）uSe．Patientsshould  

protect TRADENAMETMfrom theft，and TRADENAMETM should neverbe glVentO anyOne  

Other than theindividualfor whom TRADENAMETM was prescribed／豆ee Wbrnings and  

ルビc（才〟Jわ〃∫作．現／．   

17．3tnterferencewithCognitiveandMotorPerformance  

AsTRADENAMETMhasthepotentialtoimpalrjudgment，thinking，OrmOtOrSkills，Patients  

ShouldbecautionedaboutoperatinghazardousmaChinery，includingautomobiles／豆eeWdrnings  

α〃d♪recα〟血〃∫作．斗7．   

17．4Pregnancy  

Patientsshouldbeadvisedtonotifytheirphysicianiftheybecomepregnantorintendtobecome  

PregnantduringtreatmentwithTRADENAMETMheeUrein勘ecyicPQPulafionsβ・W・   



17．5Nur引ng  

Patientsshouidbeadvisednottobreast－ftedaninfantduringtreatmentwithTRADENAMETM  

わee乙女ef乃勘gc所cP（汐〟加わ〃∫倦，刃7・   

17．6 MonoamineOx岳dase廉nhibitors  

Patients should beinformednottotake TRADENAMETMwhile uslng any drugsthatinhibit  

monoamine ox主dase・ Patients should not start any new medications while taking  

TRADENAMETMuntiltheyareassuredbytheirhealthcareproviderthatthenewmedicationis  

notamonoamineoxidaseinhibitor．  

17．7Seizure＄  

PatientsshouldbeinfbrmedthatTRADENAMETMcouldcauseseizuresiftheyareatriskfbr  

Seizuresorhaveepilepsy．SuchpatientsshouldbeadvisedtouseTRADENAMETMwithcare  

hee 肋rnings and Precautions β．W． Patients should be advised to stop taking  

TRADENAMETMiftheyhaveaseizurewhiletakingTRADENAMETMandcal＝heirhealthcare  

providerrightaway．   

17．8SerotoninSyndrome  

Patients should beinformed that TRADENAMETM could cause rare but potential王y  

liftJhreatening conditions resulting倉om concomitant administration of serotonergic drugS  

（includingSerotoninReuptakelnhibitors，SerotoninandNorepinephrineReuptakeInhibitorsand  

tricyclicantidepressants）heeWbrningsandPrecautionsP．動7・   

Patients shouldbeadvised toinfbrmtheirphysiciansiftheyaretaking，Orplantotake，any  

prescription or over－the－COunter drugS aSthereis a potentialfbrinteractions／kee Drug  

加ゎr（フC〟0那作〃・   

17．9AIcohoI  

Patients should be advised to avoid alcohoIwhile taking TRADENAMETM hee  

血e和C血那〝．刃7．  

7．10MedicationGuide  

SeeMedicationGuide．   

Manuhch汀edby：  

JanssenOrtho，LLC  

Gurabo，PROO778   

Manu蝕cturedfbr：  

PriCara，DivisionofOrtho－McNeil－JanssenPharmaceuticals，Inc．  

Raritan，NJOS＆69  

◎Ortho－McNeil－JanssenPharmaceuticals，Tnc．2008   



冊弓CaTa秒   
Dl扇或爪dO伽・MGNotlJ8nSSOn   
P血maco軸hc．  

ヲ  
ORTHO－M⊂NEIし」ANSSEN＿  

PH▲R仙人C【UTt⊂▲u，州こ．  

l・   ∴，   



MED］CAT10NGU‡DE  

TRADENAMETM  

（tapentadoり  

immediatereleaseoraltablets  

● Keep TRApENAM旺TMin a sa托place電O preVent the舘・Sell玉虫g or glV王mg認Way   

TRADENAMETMmaybarmothe門，amdisagaimsttbelaw・  

●Te11yourdoctorifyou（Orahmi1ymember）haveeverabtlSedorbeendependenton   
alcoboIIpreSCriptionmedicinesIOrStreetdrugs・  

ReadtheMedicationGuidethatcomeswithTRADENAMETMbeEbreyotIStarttakingitand  

eaeh time you geta mew prescriptiom・There may be newin覿汀matiom・Tbis Medicatiom  

Guidedoesnottaketheplaceoftalkingtoyourdoetorabou書yourmedicalconditionoryotJr  

treatlnent・TalktoyourdoctorifyoubaYeamyqueStions・  

Whatisthemostimportantin払rmationI  
Sl10uldknowaboutTRADENAMETM？   

TRADENAMETM is a tablet that contains  

tapentadol，a StrOng medicine thatis a paln  
medicine．   

UseTRADENAMETMexactlyhowyourdoctor・te11s  

youto．DonotuseTRADENAMETMifithasnot  
beenprescribedforyou．   

YoushouldnottakeTRADENAMETMifyourpaln  
ismildand canbe controlledwithother paln  
medicinessuchasnon－SterOidalanti－innammatory  
medicines（NSAIDS）oracetaminophen．   

WhatisTRADENAMETM？  

● TRADENAMETMisaprescrlptlOnmedicinethat  
isusedinadults18yearsofageoroldertotreat   
moderatetoseverepainthatisexpeCtedtolasta   
shorttime．   

TRADENAMETMisfor short－term uSe Only   
because therisksforwithdrawalsymPtOmS，   
abuse and addiction are higher when   
TRADENAMETMisusedlonger．   

WhoshouIdnottakeTRADENAMETM？  

DonottakeTMENAMETMifyou：  

have severe lung problemsms 

● haveagastrointestinalproblemca11edparalytic  
ileusin whichtheintestines are not working   
nomally．  

● take a monoamine oxidaseinhibitor（MAOl）   
medicineorhavetakenanMAOlwithinthelast   
14days，Askyourdoctororphamacistifanyof   
yourmedicinesisanMAOI．  

1ⅣbatshoⅦ1dIte11mydoctorbe払retaumg  

TRADENAM［ETM？   

TRADENAMETMmaynotberightfbryoll．Te11  
yourdoctoraboutal1yourmedicalconditions，  
includingifyouhave：   

● troublebreathingorlungproblems   

● orhadaheadiqiury   

liver or kidney problemsms 

● COnVtIIsionsorseizures  

dependency problems with alcoholol 

● panCrea5Orgallbladderproblems   

● PaSt Or PreSent SubstanCe abuse or drug  
addiction．Thereis a risk of abuse or  

addictionwithnarcoticpalnmedicines．If  
youhaveabuseddrugSinthepast，yOumay  
haveahigherchanceofdevelopingabuse  
Or addiction ？galn While uslng  
TRADENAMETM．  

● arepregnantOrplantobecomepregnant   

● are breast－fteding． You should not  
breastTftedwhiletakingTRADENAMETM．   



TelIyour doctor about a11the medieines you  
take，including prescnption and nonprescrlptlOn  
medicines，vitamins，andherbalsupplements．Using  

TRADENAMETM with other medicines can cause  

Serious side e飴cts． The doses of some other  

medicinesmayneedtobechanged．Yourdoctor  
Can te11you what medicines oan be saftlytaken  
withTRADENAMETM．Especiallytellyourdoctor  
ifyoutake：  

● Monoamiれe OxidaseInhibitors（MAOIs）．   
See’’WhoshouldnottakeTRADENAMETM．一■   

● any medicine tbat makes you sleepy・   
TRADENAMETM can make you sleepy and   
a脆ctyourbreathing．T奴ingthesemedicines   
togethercanbedangerous．   

HowshouldItabTRADENAMETM？  

● DonottakeTRADENAMETMunlessithasbeen   
prescribedforyoubyyourdoctor．  

● TakeTRADENAMETMexactlyasprescribedby   
yourdoctor．   

● Do notchangethedoseofTRADENAMETM   
umlessyourdoctorte）1s you to．Yourdoctor   
may change yOur dose a民er seelng howthe   
medicine a飴cts you．   Do not use   

TRADENAMETM more ofien than prescribed．   
Callyour doctorif your palnis not well   
COntrO11edwhiletakingTRADENAMETM．   

● Followyourdoctor’sinstruCdonsabouthowto   

Slowly stop taking TRADENAMETM to help  
lessenwithdrawalsymPtOmS，  

● TRADENAMETMcanbetakenwith orwithout   
fbod．   

WhatshouIdIavoidwhiletaking  
TRADENAMETM？  

● Donotdrive，OPeratemaChinery，Orparticipate  
inanyOtherpossiblydangerOusaCtivitiesuntil   
youknow how you react to this medicine．   
TRADENAMETMcanmakeyousleepy．  

● You should not drinkalcohoIwhile uslng   
TRADENAMETM・ AIcoholincreases your   
ChanCeOfhavingdangerOuSSidee脆cts．  

Whatarethepossiblesidee馳ctsof  
TRADENAMETM？  

TRA♪ENAMETMeancauseserioussidee蝕cts  
ineluding：  

● Lifb－tbreatening breathing probIems・CaIJ   
your doctor right away or get emergency   
medicalhelpifyou：   

● have trouble breathing，Or have slow or  
Shallowbreathing  

● haveaslowheartbeat  

● haveseveresleeplneSS   

● havecold，Clammyskin   

● 托elfaint，dizzy，COnfused，OrCannOtthink，  
Walkortalknomally  

● haveaseizwe  

● havehal1ucinations   

● PhysicalDependence．TRADENAMETM can   
Causephysicaldependence．Talktoyourdoctor   
about slowiy stopplng TRADENAMETM to   
avoid getting sickwithwithdrawalsymptOmS．   
You could become sick with uncomfortable   
SymptOmSbecauseyourbodyhasbecomeused   
tothemedicine．Tellyourdoctorifyouhave   
anyOfthesesymptomsofwithdrawal：feeling   
anxious，SWeating，Sleep problems，Shivenng，   
paln，nauSea，tremOrS，diarrhea，upperreSpiratory   
SymPtOmS，hallucinations，hair“standing on   
end．”Physicaldependenceisnotthesameas   
drugaddiction．Yourdoctorcante11youmore   
about the di飴rences between physical   
dependenceanddrugaddiction．   

● SerotoninsyndroJne．Serotoninsyndromeisa   
raJTe，1ift－threateningproblemthatcouldhappen  

if you take TRADENAMETM with Selective 
Serotonin Reuptake Inhibitors （SSRIs），   
Serotonin and Norepinephrine Reuptake  
lnl1ibitors （SNRIs），Monoamine Oxidase  
Inl1ibitors（MAOIs），triptanS Or Certain other   

medicines・Callyourdoctororgetmedicalhelp   
rightawayifyouhaveanyOneOrmOreOfthe   
these symptoms： yOu ftelagitated，have   
hal1ucinations，COma，rapid heart beat，feel   
OVerheated，loss of coordination，OVer aCtive   
renexes，nauSea，VOmltlng，Ordiarrhea．、   

● Seizures．TRADENAMETM canCauSe Seizures  

inpeOple whoare atriskfbrseizures orwho  
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have epilepsy．Tellyour doctor right awayif   
you have a seizure and stop taking   
TRADENAMETM．   

0 Low blood presstIre．This can make you f誠   
CLIZZyifyougetuptoofhst＆omsittmgorlying   
down．   

Tbe eomlmOn S孟de e苦海cts wi軸TRADENAMETM  
are nausea，dizziness．vomitlng，Sieepmess．and  
itching．   

Constlpationisacommonsideeffectofa1lopioid  
medicines．Talkto yourdoctor about the use oF  
iaxatives and stool softeners to prevent or treat 
constipation while taking TRADENAMETM. 

Tellyourdoctoraboutanysideefftctthatbothers  
youorthatdoesnotgoaway．Thesearenotallthe  
possiblesideefftctsofTRADENAMETM・Fora  
COmpletelist，aSkyourdoctororpham－aCist・   

Ca11your doctor fbr medicaladvice about side  
efftcts．Youmayreportsideef籠ctsto FDA ati－  
800－FDA－108S．   

HowsholIldIstoreTRADENAMETM？  

● StoreTRADENAMETMat59OFto86OF（150Cto   
300C）．KeepTRADENAMETMtabletsdry・  

● Dispose of TRADENAMETM tablets you no  
longerneed．  

KeepTRADENAMETMimasafbplaceoutof  
thereach ofchiIdren．   

Get）eralinfbrmationaboutTRADENAhlETM   

Medicines are sometimes prescribed for purposes 
otherthanthoseiistedin a Medication Guide．Do  

notuseTRADENAMETMfbraconditionfbrwhich  
it was not prescribed． Do not gwe  
TRADENAMEⅧto other people，eVeni†tbey  
baYe the same symptoms you have．Sharimg  
TRADEN＾ME’rM could be harm†ul and is  
againstthelaw・   

This Medication Guide summarizes the most  
importantinfbrmation aboutTRADENAMETM，1f  
you wouldlike moreinfbmation，talkwith your  
doctor．Youcanaskyourdoctororpharmacistfbr  
infbrmation aboutTRADENAMETM thatiswritten  
fbr doctors． For more infbrmation about  

TRADENAMETMcalll－800－526－7736．   

Whataretbeingrediemtsim  

MENAMETM？   

A亡tiveIngredient：tオpentadol  

lnactiYeingredients：microcrystal1inece11ulose，  
lactose monohydrate，CrOSCarmellose sodium，  

povidone，magneSiumstearate，aJldOpadry㊤II，a  
proprietary Ⅲm－COating mixture containing  
polyvlnylalcohol，titanium dioxide，POlyethylene  
glycol，talc，andaluminumhkecoloring・   

This Medication Guide has been approved by  
thetJ．S．FoodandDrugAdministration．  

Issued November 2008 

Manufacturedby：  
JanSSenOrtho，LLC  
Gurabo，PROO778   

Manufacturedfbr：  
PriCara，DivisionofOrtho－McNeil－JanSSen  

Pharmaceuticals，王nc．  

R訂itan，NJO8869   

◎Ortho－McNeil－JanssenPhannaceuticals，Inc．  
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