
antidepressantSwithpharmacologicalpropertiessimi血toPristiq（SNRJsorSSRIs），OrWho  

haverecentlyhadSNRIorSSRItherapydiscon血uedpriortoinitiationofanMAOI［see  
（力乃打α∽‘加α〟0那仔〃］．  

7.3 Serotonergic Drugs 

BasedonthemechamismofactionofPristiqandthepotentialforserotoninsyndrome，  

CautionisadvisedwhenPristiqisco－admimisteredwith0therdrugsthatmayaffbctthe  

SerOtOnergicneurotranSmittersystem；［seefVbrningsandPrecaut10nSP．2）］．  

7・4 DrugSthatInterfbrewithHemostasis（e．g．，NSArDs，Aspirin，andWarfhriJ））   

Serotoninreleasebyplateletsplaysanimportantroleinhemostasis．Epidemi0logicalstudies  

Ofcase－COntrOlandcohortdesigndlathavedemonstratedanassocia厄onbetweenuseof  

PSyChotropicdrugSthalinterferewithserotoninreuptakeandtheoccurrenceofupper  

gastrointeshalbleeding．ThesestudieshaNealsoshownthatconctmentuseOfanNSAlDor  
aspirinmaypotentiatethisriskofbleeding・Alteredanticoagulante飴cts，includingincreased  

bleeding，havebeenreportedwhenSSRIsandSNRka柁COadministeredwithwarfhrinPadents  

receivingwarfhrintherapyshouldbecarefulymomitoredwhenPristiqisinitiatedor  

血scon血ued．   

7．5EthamoI   

Aclinicalstudyhasshownthatdesvenl血inedoesnotincreasetheimpaiTentOfmental  
andmotorskillscausedbyethanol・However，aSwithallCNS－a血vedrugs，PatlerrtSShouldbe  

advisedtoavoidalcohoIconsump也onw旭etaldngPristiq・   

7・6 PotentiaIfbrOtherDrugStOAfTbctDesvenla触ime  

InhibitorsofCYP3A4aetoconazole）   

CYP3A4isaminorpathwayforthemetabolismofPristiq・Inaclinicalstudy，ketoconazole  

（200汀喝BID）increasedtheareaundertheconcentrationvs・timecuⅣeAUCofPristiq（400mg  
Singledose）byabout43％andCmaxbyabout8％．ConcomitantuSeOfPristiqwithpotent  

inhibitorsofCYP3A4mayresultinhigherconcentrationsofPrisbq．  

InhibitorsofotherCYPenzvmes   

Basedoninvitrodata，drugSthatinhibitCYPiso町meSIAl，1A2，2A6，2D6，2C8，2C9，  

2C19，and2ElarenotexpectedtohaveslgniGcantimpactonthephamkineticpro創eof  

pris叫．   

7・7 PotentialfbrDesvenlafh裏metoAffbctOtherDrugS  

DrugSmetabolizedbvCYP2D6（desipraminel   

lnvitrostudiesshowedminimalinhibitoryefftctofdesvenlafaxineonCYP2D6．   

Clinicalstudieshaveshownthatdesvenlafhxinedoesnothaveaclinical1yrelevanteffbcton  

CYP2D6metabolismatthedoseoflOOmgdai1y．Whendesvenlafhxinesuccinatewas  

admimisteredatadoseoflOOmgdaiけincoItiunCtionwithasingle50mgdoseofdesipramine，a  

CYP2D6substrate，theCmaxandAUCofdesipramineincreasedapproximately25％and17％，  
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respectively・When400mg（8timesthere？rrmended50mgdose）wasadministered，theCM  
andAUCofdesipramineincreasedapproxmately50％and90％，reSPeCtively・Concomitantuse  
ofdesvenlafhxinewithadrugmetabolizedbyCYP2D6canreSultinhigherconcentrationsof  
血血drug．   

DruESmetabolizedbvCW3A4（midazolad   

lnvitro，desvenl血inedoesnotinhibitorinducetheCYP3A4isozyme・  

Inaclimicalstudy，Pristiq400mgdai＆（8timcstherecorrmended50mgdose）wasco－  
admimisteredwithasingle4mgdoseofmidazolam（aCYP3A4sdbstrate）・TheAUCandCnax  
ofmidazolamdecreasedbyapproximately31％and16％respectively・Concomitantuseof  
PristiqwithadrugmetabolizedbyCYP3A4canresultinlowerexposu托StOthatdrug・  

Dru鱒metabolizedbyCYPIA2．2A6．2C8．2C9   

1nvitro，desvenla血xinedoesnotinhibitCYPIA2，2A6，2C8，2C9，and2C19isozymeSand  
wouldnotbeexpectedto曲ctthepharmaCOkineticsofdrugsthataremetabolizedbythese  
CYpiso町m．   

7．8 P一旦TycoproteinTnLnSPOrter   

D7Viqo，desvenl血neisnotasubstrateoraninhibitorfortheP－glycoproteintranSPOrter・   

¶lePharrrncokineticsofPristiqareunlikelytobeaffbctedbydrugsthatinhibitthe  
P－glycoproteintransporter，anddesvenl血ineisnotlikelytoaffbctthe匝Okinedcsof  
drugsthataresdbstrate＄OftheP－glycoproteintranSPOrter・   

7．9  EIecb．oconYulsiveTherapy   

¶lerearenOClinicaldataestablishingtherisksand／orbeneGtsofelectroconvulsivetherapy  
COmbinedⅥjlhPrisliqtrealment．   

＄  USErNSPECtFICPOPULAT10NS   

乱1 n陀騨Iam町   

Patientsshouldbeadvisedtonotifytheirphysicianiftheybecomepregnantorintendto  
becomepregnantduringther叩y．   

Terato寧enice飴cts－PremanCVCateEOrVC   

Whendesvenlafhxinesuccinatewasadministeredorallytopr？gnantratSandrabbitsduring  
theperiodoforganOgeneSis，therewasnoevidenceofteratogenlCltyinratsatanydosestested，  
uptolOdmestahtmandoseoflOOmかday（Onam釘m2basis）inrats，andupto15timesthea  
humandoseoflOOndday（Onamg／m2basis）inrabbits．However，fbtalweightsweredecreased  
inrats，withano－effbctdoselOhmesahumandoseoflOOmg／day（Onamg／m2basis）・   

Whendesvenlafhxinesuccinatewasadminlsteredora11ytopre甲antratSthroughoutgestation  
andlactadon，ther9WaSadecreaseinpupweightsandanincreaselnPupdeathsduringthenrst  
fourdaysoflactat10n・¶leCauSeOfthesedeathsisnotknowmTheno－efftctdosefbrratpup  
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mortalitywaslOtimesahumandoseoflOOmg／day（Onamg／m2basis）．Post－Weaninggrowth  
andreproductiveperformanCeOftheprogenywerenotafftctedbymatemaltreahentwith  
desvenl血ineatadose29timesahumandoseof100mg／day（Onamg／m2basis）．   

Therearenoadeq皿teandwell－COntrO11edstudiesofPristlqlnpregnantWOmen．Therefbre，  
Pristiqshouldbeusedduringpregnancyonlyifthepotentialbenentsjustifythepotemialrisks．   

Non－teratO寧emicefrbcts   

NeonatesexposedtoSNFus（SerotoninandNorepinephrineReuptakehmibitors），OrSSRIs  
（SelectiveSerotoninReuptakelnhibitors），1ateinthethirdtrimesterhavedeveloped  
COmplic牢OnSrequi中gprolongedhospitalization，reSPiratorysupportandtubefeeding・Such  

COmplicat10nSCananSelrrmediatelyupondelivery．Reportedclimical丘ndingshaveincluded  
respirrorydistress，CyanOSis，aPn？a，Sei2WeS，temPeratureinstability，fee血gdimculty，  

VOrruhng，hypoglycemia，hypotorua，hypertOnia，hyperreflexia，tremOr，jitteriness，irritability，and  

COnStantCrylng．Thesefbaturesareconsistentwitheitheradirecttoxice脆ctofSSRJsand  

SNRkor，POSSibly，adrugdiscontinuati竺Syndrome・Itshouldbenotedthatinsomecases，the  

Clinicalpictureisconsistentwithserotorunsyndrome［seeWbrningsandPrecautioYLSP．2）］．  
WhentreahngapregnantWOmanwithPristiqduringthethirdtrimester，thephysicianshould  
Care鮎11yconsiderthepotentialrisksandbene丘tsoftreatment［seeDosageandAdhinistration  

作．オ】．   

＆2 Labora皿dDel汀eIγ   

Thee飴ctofPristiqonlaboranddeliveryinhtnEnanSisunkn0wn．Pris也qshouldbeused  
duringlaboranddeliveryonlyifthepotentialbene丘tsjus也fythepotentialrisks．   

8．3 NurshgMo仙ers   

Desvenl血ine（0－desmethylvenl血ine）isexcretedinhmanmi1k．Becauseofthe  
POtentialforseriousadversereactionsinnursinginfantsfromPrisbq，adecisionshouldbemade  
Whetherornottodiscontinuentnsingor†Odiscon血uethedrug，takingintoaccountthe  

importanCeOfthedrugtothemother．叫administerPristiqtobreastfbedingwomenifthe  
expeCtedbenefitsoutweighanypossiblerisk．   

＄．4  Pedia損亡Use   

Safewandeffectivenessinthepediatricpopulationhavenotbeenestablished［see  
BαWbrni乃gand附加ⅥtngSandPrecautionsP．L）］．AJWOneCOnSideringtheuseofPristiqina  
ChildoradolescentmLdbalanCethepotendalriskswiththeclimicalneed．   

乱5  Ge血tdcUse  

Ofthe3，292padentsinclinicalstudieswithPristiq，5％were65yearsofageorolder．No  
OVeral1diffbrencesinsafttyorefBcacywereobservedbetweenthesepatientsandyounger  
Patients，butgreatersensidvityofsomeolderindividualscamotberuledout．Forelderly  
patients，POSSiblereducedrenalcleaTanCeOfdesvenlafamieshouldbeconsideredwhen  
dete竺轡ngdose［seeDosageandAdhinistradonP・2）andClinicalPharmacology〃2・6）］・If  

PristiqlSPOOdytolerated，eVeryOtherdaydosingcanbeconsidered．  
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SSRIsandSNRIs，includingPristiq，havebeenassociatedwithcasesofclinical1yslgni丘cant  
hyponatremiainelderlypatients，Whomaybeatgreaterriskfbrthisadverseevent（see  

PRECAUTIONS，吋POnatremia）．  

＄．6 Rem山Imp餌ment   

InsubiectswithrenalimpalrmenttheclearanceofPristlqWaSdecreased．Insubiectswith  
SeVererenalimpairment（24－hrCrCl＜30mL／min）andend－Stagerenaldisease，elinhationhalfl  

livesweresigmi負cantlyprolonged，increaslngeXPOSureStOPristiq；therefore，dosagea句ustment  

isrecomrrmdedinthesepatients［seeDosageandAdhinistrationP．2）andClinical  
タ如r〝lαCOJ巧打〝ヱ¢】．  

乱7 馳卿血Impalment   

Themeantl／2Changed丘om叩prOXimatelylOhoursinheal叫su句ectsandsubjectswith  
mi1dhepadcimpalrmenttO13and14hoursinmoderateandseverehepaticimpalrment，  
respec丘vely．Noaqustmentinstartingdosageisnecessaryforpatientswithhepadcimpalrment．  

9  DRUG ABUSE AND DEPENDENCE 

タ．1  ComtromedSllbstance  

Desvenl壬戒Ⅸineisnotacontrolledsubstance．   

9．ヱ Abuse鋸IdDepemdemce   

AlthoughPristiqhasnotbeensystematical1ystudiedinpreclimicalorclimicalstudiesforits  
potentialforabuse，nOindicationofdrug－Seekingbehaviorwasseenintheclinicalstudies．  
However，itisnotpossibletopredictonthebasisofpre－marketingexperience，theextentto  
WhichaCNS－aCtivedrugwi11bemisused，diverted，and／orabusedoncem訂keted．Consequently，  

PhysicianSShouldcarefu11yevaluatepati飢tSforahistoryofdrugabuseandfo1lowsuchpatients  
Closeけ，ObservingthemforsignsofmisuseorabuseofPristiq（e．g．，developmentoftolerance，  
incrementationofdose，drug－Seekingbdhavior）．   

10  0VERDOSAGE   

10．1 HtImanExperiencewithOverdosage   

Thereislimitedclinicalexperiencewithdesvenlafhxinesuccinateoverdosagein．hmans，In  
Pre－marketingclimicalstudies，nOCaSeSOffatalacuteoverdoseofdesvenlafhxinewerereported．   

AmongthepatientsincludedintheMDDpre－marketingstudiesofPristlq，therewerefbur  

adultswhoingesteddesvenlafhxinesuccinate（4000mg［desvenlafhxipealone］，900，1800and  
5200mg［incombinationwidlOtherdrugS］）；al1padentsrecovered．Inaddition，OnePadent’s  
ll－mOnth－01dchildaccidental1ylnge5ted600mgofdesvenlafhxinesuccinate，WaStreated，and  
recovered．Theadversereacti0nsrePOrtedwithin5daysofanOVerdose＞600mgthatwere  
POSSiblyrelatedtoPrisdqlnCluded：headache，VOmltlng，agltation，dizziness，nauSea，  
COnStlPation，diarrhea，drymoudl，pareSthesia，andtachycardia．  
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Desvenl血ine（Pristiq）isthem毎oractivemetaboliteofvenlafhxine．Overdoseexperience   

reportedwithvenlafhxine（theparentdrugOfPristiq）ispresentedbelow；theidentical  

informationcanbefbundintheOverdosagesectionofthevenlafhxinepackageinsert．   

Inpostmarketingexperience，OVerdosewithvenlafhxine（theparentdrugofPristiq）has   

OCCurredpredominantlylnCOmbinationwithalcoholand／orotherdrugs．Themostcommonly   

reportedeventsinoverdosageincludetachycardia，ChangeSin1evelofconsciousness（ranging   

丘omsomnolencetocom4），nWdriasis，Seizures，andvomiting．ElectrocardiogramChangeS（e．g．，   

prolongationofQTinterval，bundlebranChblock，QRSprolongation），Sinusandventricular   

tachycardia，bradycardia，hypotension，rhabdonwolysis，Vertigo，1ivernecrosis，SerOtOnin   

Syndrome，anddeahhavebeenreported．  

PublishedretrospeCtivestudiesreportthatvenlafhxineoverdosagemaybeassociatedwithan  

increasedriskoffhtaloutcomescomparedtothatobservedwithSSRIantidepressantproducts，   

butlowerthanthatfbrtnqyclicantidepressants．Epidemiologicalstudieshaveshown   

Venlafhxine－treatedpatientshaveahigherpre－eXistingburdenofsuicideriskfhctorsthanSSRI－   

treatedpatients．Theextenttowhichthe負ndingofanincreasedriskof払talodcomescanbe   

ahbutedtothetoxicityofvenlafhxineinoverdosage，aSOPpOSedtosomecharacteristic（S）of   

Venl血ine－treatedpatients，isnotclear．  

Prescnpt10nSforPristiqshouldbewrittenforthesmal1estquantityoftabletsconsistentwith   

goodpahentmanagement，inordertoreducetheriskofoverdose．  

10・ヱ Managemento†OYerdosage  

Treatmentshouldconsistofthosegeneralmeasuresemployedinthemanagementof   

OVerdosagewithanySSRI／SNIu．  

Ensureanadequateairway，OXygenation，amdventilation．Momitorcardiac血ythmandvital  

＼ノSigns・Generalsupportiveandsymptomaticmeasuresarealsorecommended．Gastriclavagewith   

alarge－boreorogastrictubewithappropnateairwayprotection，ifneeded，maybeindicatedif   

Performedsoona氏eringestionorinsymptomaticpatients．ActivatedcharCOalshouldbe   

administered．  

Inductionofemesisisnotrecommended．BecauseOfthemoderatevolumeofdistributionof   
thisdrug，fbrceddiuresis，diaiysis，hemoperfusion，andexchangetranSfusionareunlikelytobeof   

benent．Nospeci負cantidotesfordesvenlafhxinearekn0wn．  

InmBnaginganOVerdose，COnSiderthepossibilityofmultipledruginvoIvement．The   

physicianShouldconsidercontactlngaPOISOnCOntrOIcenterforadditionalinformationonthe   
treatmentofanyoverdose・Telephonenumbersfbrcerti丘edpoisoncontroIcentersarelistedin   

thePhysicianSDeskRefbrence（PDR＠）．  

11  DESCRIPTION  

PristlqlSaneXtended－releasetabletfororaladministrationthatcontainsdesvenlafaxine   
SuCCinate，aStruCtural1ynovelSNRIfbrthetreatmentofMDD．Desvenlafaxine（0－   

desmethylvenl血ine）isthem勾oractivemetaboliteoftheantidepressantVenl血ine，a  
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medicationusedtotreatm勾ordepressive，generalizedanXiety，SOCialanXietyandpanic  
血sorders．  

Desvenl血ineisdesignated凡㌻4－［2－dimethylamino－l－（1－hydroxy曙Clohexyl）ethyl］phenol  

andhastheempiricalformulaofC16H25NO2（hebase）andC16H25NO2・C4H604・H20（SuCCinate  
monohydrate）．Desvenlafhxinesuccinatemonohydratehasamoleculauweightof399．48．The  
struCturalfomiaisshownbelow．  

H20   

DesvenlafhxinesuccinateisawhitetoofF・Whitepowderthatissolubleinwater．¶le  
SOlubilityofdesvenlafhxinesuccinateispHdependent．Itsoctanol：aqueOuSSyStem（atpH7．0）  
partitioncoe伍cientisO．21．  

PristlqisfomiatedasaneXtended－releasetabletforonce－a－dayoraladministration．  

Eachtabletcontains760r152mgofdesvenla血Ⅹinesuccinateequivalentto500rlOOmgof  
desvenl血ine，reSpeCtively，  

Inactivelngredientsconsistofhypromellose，microcrystal1inecellulose，talc，magneSium  
Stearateand丘1mco血ng，WhichconsistsofsodiumCarboxymethylce11ulose，maltodextrin，  
dextrose，titaniumdioxide，Stearicacidandironoxide（S）．   

12  CLINICAl．PHARMACOLOGY   

12．1 MechamismofAction   

Non－Climicalstudieshaveshownthatdesvenlafhxinesuccinateisapotentandselective  
SerOtOninandnorepinephrinereuptakeinhibitor（SNRI）．TheclinicalefncaqYOfdesvenlafhxine  

SuCCinateisthoughttoberelatedtothepotendationoftheseneurotransmittersinthecentral  
nervOuSSyStem・   

12．2 Pharmatodymamics   

Desvenl血inelackedsignificantamnityfbrnumerOuSreCeptOrS，including  
muscarimic－CholinerglC，Hl－histaminerglC，Orα1－adrenerglCreCePtOrSinvitro．Pristiqalso  
lackedmonoamineoxidase（MAO）inhibitoryactivity．  
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12．3 Phamacoune偵cs   

Theslngle－dosepharmacokineticsofdesvenlafaxinearelinearanddose－PrOPOrtionalina  

doserangeoflOOto600mg／day．Themeanterminalhalf11ifb，tl／2，isapproximatelyllhours・  

Withonce－dai1ydosing，Steady－StatePlasmaconcentrationsareaChievedwi血血approximately4－  

5days．A‡steadyst釦e，multiple－doseaccumulationofdesvenlafhxineislinearandpredictal）1e  

fromthesingle－dosepharmacokineticprofi1e．   

12．4 AbsorptionBLndDistribution   

nleabsoluteoralbioavailabilityofPristiqa氏eroraladministr血onisabout80％．Meantime  
topeakplasmaconcentrations（Tmax）isabout7・5hoursafteroraladministration・   

Afood－e飴ctstudyinvoIvingadministrationofPristiqtohealthysubiectsunderfhstingand  

fedconditionsOligh－fatmeal）indicatedthatdleCmaxwasincreチSedabout16％inthefbdstate，  

whiletheAUCsweresimilar．T山sdi飴renceisnotclinical1yslgli負cant；therefore，PristlqCan  
betakenwithoutre＄ardtomeals【seeDosageandAdhinistrationP・L）］・   

Theplasmaproteinbindingofdesvenlafhxineislow（30％）andisindependentofdrug  

COnCentrati9n・nedesvenlafaxinevolumeofdistributionatsteady－Statefb1lowingintravenous  

administrahonis3．4L此g，indicatingdistributionintononvascularcompartmentS・   

12．5 MetabolismandElimina鵬on   

Desvenl血ineisprim加吋metabolizedbycoqiugation（mediatedbyUGTisoforms）and，tO  

aminorextent，through0Ⅹidativemetal）01ism．CYP3A4isthecytochromeP450iso町me  
mediahgtheoxidativemetal）Olism桝－deme叫1ation）ofdesvenlafhxine・TheCYP2D6  

metabolicpathwaylSnOtinvoIved，andaReradministrationoflOOmg，thepharmaCOkinedcsof  

desvenlafhxinewassimilarinsubiectswithCYP2D6poorandextensivemetabolizerphenotype・  

Approximately45％ofdesvenlafhxineisexcretedunChangedintJrineat72hoursafteroral  
administration．Approximately19％oftheadministereddoseisexcretedastheglucuromide  

metaboliteand＜5％astheoxid如ivemetabolite（N，0－didesmethylvenlafhxine）inurine．   

12．6 SpecialI－opula鵬ons  

△匹   

Inastudyofheal叫su切ectsadministereddosesofupto300mg，therewasanapproximate  

32％increaseinCmaxanda55％increaseinAUCinsubjectsolderthan75yearSOfage（n＝17），  
COmParedwithsubiects18to45year戸Ofage（n＝16）・Subjects65to75yearsofage（n＝15）  

hadnochangeinCmax，butanapproxlmately32％increaseinAUC，COmParedtosubiects18to  

45yearsofage【seeDosageandALhninistrationP・2）］．   

Gender   

Inastudyofhealthysubjectsadministereddosesuptoof300mg，WOmenhadan  
approximately25％higherCmaxandanaPPrOXimatelylO％higherAUCthanage－matChedmen・  
Noa4justmentofdosageonthebasisofgenderisneeded・  
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塾』遁   

Pharmacokineticanalysisshowedthatrace（W鮎te，n＝466；Black，n＝97；Hispanic，  
n＝39；0ther，n＝33）hadnoapparenteffbctontheph∬maCOkineticsofPristiq．Noa嘩Ⅶ血nent  

Ofdosageonthebasisofraceisneeded．   

Hep血cim戯den呵   

Thedisposlt10nOfdesvenlafhxinesuccinatea丘eradmimis廿如ionoflOOmgwasstudiedin  
Su旬ectswithmild（Child－PughA，n＝8），mOderate（Child－PughB，n＝8），andsevere  
（Child－PughC，n＝8）hepaticimpairmentandtoheal叫subjects（n 

AverageAUCwasincreasedbyapproximately31％and35％inpatientswithmoderateand  
SeVerehepaticirnpairmentrespectively，aCO叩aredtohealthysubiects・Aver喝eAUCvalues  
WereSimilarinsubiectswithmi1dhepaticlmPairmentandheal叫subjects（＜5％diffbrence）．  

SystemicdearanCe（CLR）wasdecreasedbyapproximateレ20％and3（野inpatierrtswith  
moderateandseverehepaticirnpaimM，nt，reSPeCtively，aSCOmPaTedtohealthys叫jects．CL／F  
Valueswereco叩灯油1einmildhepaticimpairmentandhealthysu切ects（＜5％difrbrence）．  

Themeantlr2dhanged丘om叩prOXim如elylOhoursinheal也ys叫jectsandsdQjectswith  
mildhepadcinpairmmtto13and14hoursinmoderateandseverehepaticimpairment，  
respectivdy．Noa4iustmentinst訂tingdosageisnecessaryforpa血entswithhepaticimpairment．   

Ren山insu用cien・   

Th？dispositionofdesvenlafhxineafteradministrationoflOOmgwasstudiedinsubjectswith  

mild（n＝9），mierate（n＝8），SeVere（n＝7）andend－St喝erenaldiseaLSe匹SRD）（n＝9）  
requiringdialysisandinheal叫，age－ndchedcmtroIsuqects匝＝8）．Eliminationwas  
Significantlycorrelatedwithcre如inineclearanCe．hcreasesinAUCsofabout42％inmildrenal  

irnpairment（24－hrCrCl＝50－80mL／min），about56％inmoderaterenalimpairment  

（24－hrCrCl＝30－50miJmin），aboutlO8％insevererenalimpairment  
（24－hrCrCl≦30mL／min），andaboutl16％inESRDsu句ectswereobserved，COmParedwi  

health）’．age－malchedcontroIsubiecIs．   

Themeanterminalhalf－1ift（tl／2）wasprolongedfrom11．1hotminthecontroIsubjectsto  

叩騨OXim慮ely13．5，15．5，17．6，and22．8hoursinndd，mierate，SeVererenalimpairmentand  

ESRDsu切ects，reSpeCtively．Le＄Sthan5％ofthedruginthebody’wasclearedduringastandaqd  
4－hourhemodialysisprocedu帽．  

Dosagea4iustment（everyotherdaydbsing）isrecorrmendedinpatienbwithsigni負cant  
impairmentofrenal如IICtion［seeDosageandAdhinistrationP．2）a7ui【鬼ein勒ecific  
P甲〟加0旧作．¢】．  
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13  NONCLINICALTOXICOLOGY   

13．1 Car℃ino酢meSis，Mu血gem即k，lmp血emtorFe河山呼  

CarcinoEeneSis  

Desvenlafhmiesuccinateadmimisteredbyoralgavagetomiceandratsfor2yearsdidnot  
increasetheincidenceoftumOrSineitherstudy．  

Micereceiveddesvenl血inesuccinateatdosagesupto500／300m釘kg／day（dosagelowered  
ahr45weeksofdosing）．The300醐daydoseis15timesahmandoseoflOOmg／dayona  

m釘m2basis．   

R如SreCeiveddesvenl血inesuccinateatdosagesupto300mg耽g／day（males）or500  
mg几釘day（fbmales）．Thehighestdoseis29（males）or48（fbmales）timesahumBLndoseoflOO  
mg／da）・Onamg／m二basis・  

M血蚊eneSis   

Desvenlafhxine㌣aSnOtmutagemicintheinvttrobacterialm血donassay（Amestest）肌d  

wasnotclastogeniclnaninvitrodhromosomeaberrationassayinculturedCHOcells，aninvivo  
mousemicronucleusassay，OraPinviwchromosomeaberrationassayinrats・舶ditional1y，  
desvenlafhxinewasnotgenotoxICintheinvltrOCHOmamiiancellforwardmutationassay  
andwasnegativeintheinvitroBALB／c－3T3mouseembryocelltranSfbrmationassay■   

Im画血郎tOf鎚血1血   

Reducedfbrti1itywasobservedinastudyinwhidhbothmaleandfemaleratsreceived  
desvenlafhxinesuccinate．Thise脆ctwasnotedatoraldosesapproximatelylOtimesahtman  
doseoflOOnddayonamg／m2basis．Therewasnoe飴ctonfertilityatoraldoses  
approximately3timesahumandoseoflOOmg／dayonamg／m2basis・  

14  CLINICALSTtJDIES   

nleefncacyofPristiqasatreatmentfordepressionwasestablishedinfour8－Week，  
randomized，double－blind，Placebo－COntrOlled，fixed－dosestudies（atdosesof50mg／dayto400  

喝／day）inadultoutpadeTtSWhomettheDiagnosbcandStatisticalManualofMentalDisorders  
（DSM－IV）criteriaformqordepressivedisorder．Inthe負rststudy，PatientsreceivedlOOmg  
（n＝114），200mg（n＝116），Or400mg（n＝113）ofPristiqoncedai1y，Orplacebo（n＝118）・Ina  
secondstudy，Patien値receivedeither200mg（n＝121）or400mg（n＝124）ofPristiqonce  
daib，，OrPlacebo（n＝124）．htwoadditionalstudies，patientsreceived50m亭（n＝150andn＝  
164）orlOOmg（n＝147andn＝158）ofPristiqoncedaily，OrPlacebo（n＝150andn＝161）・   

pristiqshowedsuperi0rityoverplaceboasmeasuredbyimprov壱mentinthe17－item  
Hami1tonRadngScalefbrDepression田AM－D17）totalscpreinfourstudiesandoverall  
improvement，aSmeaSuredbytheClinicalGlobalImpresslOnSScale－Improvement（CGI－I），in  
threeofthefburstudies．Instudiesdirectlycomparing50mg／dayandlOOnddaytherewasno  
suggestionofagreatereffbctwiththehigherdose／豆eeDosageandAdhinistrationP・ノ〃・  
Overal1，WhileadverseeventsamddiscontinuationsWeremOre丘■equentathigherdoses，nOSeVere  
toxicitywasobserved．  
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Analysesoftherelationshipsbetweentreatmentoutcomeandageandtreahentoutcomeand  
genderdidnotsuggestanydi蝕rentialresponsivenessonthebasisofthesepatient  

characteristics．Therewasinsumcientinformationtodeteminetheef海ctofraceonoutcomein  
血esesl山血es．   

16  HOWStJPPLIED／STORAGEANDHANDLING  

PristiqTM（desvenlafaxine）Extended－RdeaseTabletsareavai1ableasfo1lows：  

50mg，1ightpink，SquarePyramidtabletdebossedwith‘W，，（OVer）u50叩onthef］at  
Side  

NDCOOO8－1211－14，botdeof14tablets．  

NDCOOO8－1211－30，bottleof30tablets．  

NDCOOO8－121ト01，bo血eof90tab18b．  

NDCOOO8－1211－50，10blistersoflO（HUD）．  

100mg，reddish－Ontrlge，＄quaJYPyramidtabletdebossedwith以W叩（OVer）‘‘100，，on  
tbe瓜atside  

NDCOOO8－1222－14，bottleof14tablets．  

NDCOOO8－1222－30，bottleof30tablets．  

NDCOOO8－1222－01，bottleof90tablets．  

NDCOOO8－1222－50，10blistersoflO仕IUD）．  

Storeat200to250C（680to770F）；eXCurSionspemittedto150to300C（590to86OF）［see  

USPControlledRoomTemperature］．  

Eachtabletcontains760r152mgofdesvenlafaxinesuccinateequivalentto500rlOOmgof  
desvenlafhxine，reSPeCdvely．  

The叩pearanCeOfthesetabletsisatrademarkofWyethPhamaceuticals．  

U．S．P如entNo．6，673，838．   

17  PATIENTCOUNSELINGINFORMATION   

Advisepatients，theirfami1ies，andtheircareglVerSaboutthebenefitsandrisksassociated  

WithtreatmentwithPristlqandcounSeltheminitsappropnateuse．  

Advisepatients，theirfamilies，andtheircareglVerStOreadtheMedicationGuideandassist  

theminunderstandingltSCOnt飢tS．ThecompletetextoftheMedicationGuideisreprintedatthe  
endofthisdocument［seePatientCounselingl＊rmation〃71別  

2＄  
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17．1 SuicideRisk   

Advisepatients，theirfhmiliesandcaregiverstolookfbrtheemergenceofsuicidality，  
especial1yeadyduringtreatmentandwhenthedoseisa4iustedupordown［seeBox勒rning  
α乃d坪br乃i乃伊α耽ブタrecα〟Jio旧作・〃】．  

17．2 ComcomitamtMedicatiom   

AdvisepatientstakingPristlqnOttOuSeCOnCOmitantlyotherproductscontainlng  
desvenl血ineorvenl血ine．HealthcareprofessionalsshouldinstruCtPatientsnottotake  
PristlqwithanMAOIorwithin14daysofstopplnganMAOIandtoallow7daysafterstopplng  
PristiqbeforestartinganMAOI［seeContraindications＠・2）］．  

17．3 SerotominSyndrome   

Cautionpatientsabouttheriskofserotoninsyndrome，particularlywiththeconcomitantuse  
OfPristiqandtriptans，tramadol，tryPtOphanSuPPlementsorotherserotonergicagents［see  
抒br乃叫声αJガタrec（才〟如旧作．オα乃dβr〟gJ〃JerαC血那「7明．   

17．4 Elevated8loodIInさS5ure   

Advisepatientsthattheyshouldhaveregularmomitoringofbloodpressurewhentaking  
Pdstiq【∫ee抒brJ朋乃が〟乃dPrecd〟加那作・刃］．   

17．5 Abmomd別eeding  

PatientsshouldbecaudonedabouttheconcomitantuSeOfdesvenl血ineandNSAIDs，  

asplnn，Warfhrin，OrOtherdrugSthataffbctcoagulationsincecombineduseofpsychotropicdrugS  
thatinterferewithserotoninreuptakeandtheseagentshasbeenassociatedwithanincreasedrisk  
Ofbleeding．【see肋rningsandPrecautionsP・4）］．  

17．6 Narrow－angleGlaucoma   

AdvisepatientswithraisedintraocularpressureorthoseatriskofacutenarrOW－angle  
glaucoma（angle－Closureglaucoma）thatnwdriasishasbeenreportedandtheyshouldbe  
monitored［see勒rningsandPrecautionsP・5）］．   

17．7 Ac偵va伽norMania／Hypomania   

Advisepatients，theirfhmi1iesandcareglVerStOObservefbrslgnSOfactivationof  
manidhypomania［see肋rningsandPrecautionsP．6）］．   

17．＄ CardiovBLSCular／CerebrovascuIarDisease   

CautionisadvisedinadministeringPristlqtOPatientswithcardiovascular，Cerebrovascular，  
Orlipidmetabolismdisorders【seeAdverseReactions作Dand坪brningsandPrecautionsP・7）］．   

17．9 SerumCholesterolandTriglycerideElevation   

Advisepatientsthatelevationsintotalcholesterol，LDLandtriglyceridesmayoccurand  
measurementOfserum1ipidsmaybeconsidered［see勒rningyandPrecautionsP・8）］・  
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17．10：Discom鵬mⅦa銀on   

AdvisepatientsnottostoptakingPristlqwithouttalkingfirstwiththeirhealthcare  

PrOfbssional・Padentsshouldbeawarethatdiscontinuatione飴ctsmayoccurwhenstopplng  
Prisliq巨ee押匂rT7Ing－u77d什cL・（7LLtL（，nSP．9）anJAdwr∫eRe・aLli（）17∫「丘／）］．  

17．11Imter鮎柁nCeWi仙CogniポveamdMotorPer伽mance   

Ca血ionpatientsal）OutOperatinghazardousmachinery，lnCludingautomobiles，untiltheyare  

reasonablycertainthatPristiqtherapydoesnotadverselyaf托cttheiral）ilitytoengageinsuch  

activ摘es．   

17．12 AIcoh01   

AdvisepadentstoavoidalcohoIwhil早takingPristiq［seeDruglnteractions仔5）］．  

17．13 Ame曙icReac偵oms   

Advisepatientstonotifytheirphysicianifthqydevelopal1ergicphenomenasuchasrash，  

hives，SWdling，Ordi伍culb，breathing．   

17．14 一代騨Ianqr 

Advisepatierrtstonotifytheirphysicianiftheybecome、pregnantOrintendtobecome  

Pregnantduringtherapy［see【kein箪）eCyicPqpuh7ti肺笹L）］．  

17．15 Nu帽hg   

Advisepatientstonotifytheirphysicianifth町arebreastfeedinganinねIlt［see【hein  

勒ec所CP甲〟加わ那β．明．  

17．1石】臥閃idualIner暮MatrixTablet   

PatientsreceivingPristlqmaynOticeaninertmatrixtabletpassmginthestoolorvia  

COlosto叩・Patientsshouldbeinformedthattheactivemedicadonhasalreadybeenabsorbedby  
thetimethepadentseestheinertm血xtablet．  

17．17 FDArApprovdMedicadomGuide  

MEDICATIONGl几DE  
PristiqTM（pris－TEEK）Extended－ReleaseTablets  

（desvenlafhxine）  

AntidepressantMedicines，DepressionaLndOtherSeriousMenta）I11nesses，andSuicidal  

Thougb鹿OrAc伽ns  
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ReadtheMedicationGuidethatcomeswithyouoryourfamilymember’santidepressant  
medicine・ThsMedicationGuideisonlyaboutdleriskofsuicidalthoughtsandactionswith  
antidepressantmedicines・TaJktoyourIOryOurhmilymemberIsIhealthcarePrOVider  
about：  

・al1risksandbenefitsoftreatmentwithantidepressantmedicines  

・al1treatmentchoicesfordepressionorotherseriousmentali11ness  

WhatisthemostimportantinfbmationIshoddknowaboutaJltidepTY＄SaLntmedicines，  

depres＄ionaLndod）erSeriousmentaliIInesses，andsuicida）thoughtsoractions？  

1・ AntidepressamtmedicinesmaylnCreaSeSuicidaIthoughtsoractionsinsome  
ChndI℃m，teenager5，amdyou皿gadultswi他山仙e航rs一触wmon血sortreatment。  

2・ DeprYSSionarLdotherseriousmenIaJillnes＄eSarTthemostimportaJ］tCauSeSOr  

SuicidaJthoughtsandactions・SomepeoJ）lemayharveaparticularIyhighriskof  
havingsuicidalthoughtsoractions．TheseincludepeOPlewhohave（Orhavea  

familyhistoryof）bipolarillness（alsocal1edmic－depressiveillness）orsuicidal  

Lhoughlsoractions．  

3・ HowcaJ］］watchfbraJ］dtTytOPrYVentSui亡idalthoughtsaJ］dactionsinmyseJf  

Ora蝕miIymember？  

・PaycloseattemiontoanychangeS，eSPeCiallysuddenchangeS，lnmOOd，b血aviors，thoughts，Or  

fbelings．ThsisverylmPOrtantWhenanantidepressantmedicineisstartedorwhenthedoseis  
Changed，  

・Cal1thehealthcareproviderrightawaytoreportneworsuddenchangesinmood，behavior，  

thoughts，Orfeelings．  

・Keepal1fo1low－uPVisitswiththehealthcareproviderasscheduled．Cal1thehealthcareprovider  

betweenvisitsasneeded，eSPeCial1yifyouhaveconcemsaboutsymptoms．   

CalIaheaJthcarePrOviderrightawayifyouoryour蝕milymcmtIerhasanyofthe  
fbIhwIngSymPtOmS，eSPeCiaIlyiftheyareneW，WOrSe，OrWOrryyOu：  

・thoughtsaboutsuicideordying  

・attemPtStOCOmitsuicide  

・neWOrWOrSedepression  

・neWOrWOrSeanXie呼  

・feelingveryagltatedorrestless  

・p肌ica住鉱ks  

・trOublesleeping（insomia）  

・neWOrWOrSeirritability  

・aCtlngaggreSSive，beingangry，OrViolent  

・aCtlngOndangerOuSimpulses  

・aneXtremeincreaseinacdvityandtalking（mania）  

・0therunusualchangeSinbehaviorormood  

WhatelsedoImeedtoknowaboutamtidepressantmeditines？  

・NeverstopanantidepressantmedicinewithoutBrsttalkingtoahealthcareprovider，  
StopplnganantidepressantmedicinesuddenlycanCauSeOthersymptoms．  
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・AntidepressaJ）tSaremedicine＄uSedtohatdepressionandotheri11nesses・ItislmPOrtant  
todiscussalltherisksoftre血ngdepressionandalsotherisksofnottreatlngit・Patientsand  
theirfami1iesorothercareglVerSShoulddiscuss血1treatmentchoiccswiththehealthcare  
provider，nOtJuSttheuseofanddepressants・  

・Antidepressantmedicinesh＆tVeOthersideefhts・Talktothehealthcareprovideraboutthe  
sideeirbctsoftheme血cineprescribedforyouoryourfhmi1ymembe  

・▲ntidepTtSSan．medicinescanillteraCtwithothermedicines・Kno“・aJlofthemedicinesthal  
youoryour加Iilyme血bertakes・Keepalistofallmedicinestoshowthehealthcareprovider・  
DonotstartneWmdicineswithout丘指tChechngwithyourhealthcareprovider・  

・NotallantideptYSS＆LntmediciJle＄PreSCribedbrchiIdrenareFDAapprorvedbrtwein  
chnd皿・Talktoyourchild，shealthcarePrOviderformoreinfo血on・  

ThisMedicationGuidehasbeenapprovedbytheU・S・FoodandDrugAdministrationfbrall  
antidepressants．   

ImpoぬntIm伽ma鵬onaboutPdstiq  

ReadthepatientinformationthatcomeswithPristiqbeforeyoutakePristiqandea血也meyou  
rdllyourprescription・Theremaybenewinformation・lfyouhavequestims，aSkyour  
healthcareprovider・Thsinformationdoesnottaketheplaceoftalkingwithyourhealthcare  
PrOvideraboutyourmedicalconditionortreatmenL   

ⅥⅧ如k地点q？   

● PristiqlSaPreSCnPt10nmedicineusedtotreatdepression・Pristiqbelongstoaclassof  
me血cineskn0wnaSSNRIs（OrSerOtOnin璃OrePinephrinereuptakeinhibitors）・   

● Prisdqhasnotbeenstudiedorapprovedforuseinchildrenandadolescents・   

V日加＝血○山dnott由一ds鵬q？  

DonottakePristiclifvou：   

● areallerglCtOdesvenl戚Ⅸine，VenlafhxineoranyoftheingredientsinPristiq・Seetheend  
ofthisMedicationGuideforacompletelistofingredientsinPristiq・   

● Cumndytakeorhavetakenwithinthelast14days，anymedicinekn0wnaSanMAOI・  
TakinganMAOIwithcertainothermedicines，includingPristiq，CanCauSeSeriousor  
evenlife－threateningsidee飴cts・Also，yOumuStWaitatleast7daysa銃eryoustop  
taldngPris也qbeforeyoutakeanyMAOI・  

Wh如ShouldIt劇myhed仙ca柁prO扇derbdb代takmgP血鵬q？  

Te11yourhealthcaLreprOvideral）Outallyourmedicalconditions，includingifyou＝   

● havehighbloodpressu柁．   
・haveheartproblems．   

・havehighcholesterolorhightriglycerides．   
・haveahistoryofastroke．  
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・haveglaucoma．   

● havekidneyproblems．   
● haveliverproblems．   
・haveorhadbleedingproblems．   

● haveorhadseizuresorconvulsions．   

● havemiaorbipolardisorder．   
● havelowsodiumlevelsinyourblood．   

・arepregnantOrPlantobecomepregnant．ItisnotknownifPristlqwi11harmyourunbom  

ba吋．   

● arebreastfteding．Pristiqcanpassintoyourbreastmi1kandmayhamyourbaby．Talk  
withyourhealthcareprovideraboutthebestwaytofbedyourbal）yifyoutakePristlq．   

Serotomim野山drome   

Ararebutpotentiallylife－threatenlngCOnditioncal1edserotoninsyndromecanhappenwhen  
medicinessuchasPristiqaretakenwithcertainothermedicines．SerotominsyndromecanCauSe  
Seriouschangesinhowyourbrain，muSClesanddigestivesystemwotk．Esp∝iaIlytellyour  

he血thcaI℃prO扇derifyoutak仙etblloⅥng：  

● medicinestotreatrmgralneheadachesknownastriptanS  
・medicinesusedtotreatmooddisorders，includingtnqclics，lithi叫Selective  

SerOtOninreuptakeinhibitors（SSRIs），OrSerOtOninnorepinephrinereuptake  
inhibitors（SNRIs）  

● Silbu打訂Iline  

● 廿mdol  

● St．Jolm’sWort  

・MAOIs（includinglinezolid，anantibiotic）  
・tryPtOphanSuPplements  

AskyourhealthcarePrOViderifyouarenotsureifyouaretakinganyofthesemedicines．  

BeforeyoutakePristiqwithanyofthesemedicines，talktoyourhealthcareprovider  
aboutserotoninsyndrome．See“Whatarethepossiblesideef托ctsofPris也q？”  

Pri＄tiqcontainsthemedicinedesvenlaJhhe・DonottakePristiqwithothermedicines  
COmt如mimgvemla触ineordesvenla触ime．   

HowshouldItakePds鵬q？   

・TakePristlqeXaCtlyasyourhealthcareproviderhastoldyou．   

・TakePristlqatal）Outthesametimeeachday．   

・ Pristlqm町betakeneitherwithorwithoutfbod．   

・SwallowPristlqtabletswholewithfluid．DonotcruSh，Cut，Chew，OrdissoIvePristiq  
tabletsbecausethetabletsaretimereleased．   

・WhenyoutakePristlq，yOumaySeeSOmethinglnyOurStOOlthatlookslikeatablet．This  

istheemptyshell丘omthetableta且erthemedicinehasbeenabsorbedbyyourbody・  
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・ItiscommOnfbrantidepressantmedicinessuchasPristiqtotakeseveralweeksbefore  
youstarttOfeelbetter．DonotstoptakingPristiqifyoudonotfbelresultsrightaway・   

・DonotstoptakingorchangethedoseofPristiqwithouttalkingwithyourhealthcare  
PrOVider，eVenifyouftelbetter．   

・TalkwithyourhealthcarePrOViderabouthowlongyoushouldusePristiq．TakePristlq  

fbraslongasyourhealthcareprovidertellsyouto．   

・IfyoumissadoseofPristiq，takeitassoonasyouremember・Ifitisalmosttimeforyour  

nextdose，Skipdlemisseddose．Donottryto“makeup”fbrthemisseddosebytaking  

twodosesattheJsametime．   

・DonottakemorePristiqthanPreSCribedbyyourhealthcareprOVider・Ifyoutakemore  
PristiqthantheamountPreSCribed，COntaCtyOurhealthcareproviderrightaway．   

・IncaseofanoverdoseofPristlq，Cal1yourhealthcarePrOViderorpoISOnCOntrOIcenter，  

OrgOtOtheemergencyroomrightaway．   

ⅥⅧ如血ouldIavoidwhne一山g一山s偵q？   

・DonotdriveacarOrOperatemaChineryundlyouknowhowPristiqafftctsyou．   

● AvoiddrinkingalcohoIwhiletakingPrisdq．   

Wh如a代地ep05Siblesidee蝕t鹿OrPdsdq？  

Pristiqc＆nC＆uSeSerioussideefTbctsinctuding：   

● SecthebeginnLELgOfthisMedicationGuide－Antidepres＄antMedicines，Depression  

iLndotherSeriousMentaIIIlne＄＄eS，BLndSuicidalThoughtsorActions．   

● Serotonin＄yndrome．See‘CWhatshouldItelImyhealthcarePrOViderbefhretaking   
Pds叫？，，  

Getmedicalhelprightawayifyouthinkthatyouhaveserotoninsyndrome．Signsand  
SymPtOmSOfserotoninsyndromemayincludeoneormoreofthefbllowlng：  

● reStlessness  ・increaseinbloodpressure   

・hal1ucinations（seeingandhearing  ・diarhea   

thingsthatarenOtreal）  
●lossofcoordination  
● 鮎theartbeat  

increased body temperaturere 

●  COma   

●  nauSea  

● VOmtlng  

● Pristiqmayalsocauseotherserioussidee蝕ctsincluding：  

● New 

． 

bloodpressure，itshouldbecontrolledbeforeyoustarttakingPristlq．  

● AbnormalbleedingorbruisingPristlqandotherSNRIs／SSRIsmaycauseyoutohave   
anincreasedchanCe Ofbleeding．Takingaspirin，NSAlDs（non－SterOidalanti－  
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inflammatorydrugS），Orbloodthirmersmayaddtothisrisk．Tellyourhealthcare   

providerrightawayaboutanyumuSualbleedingorbmising．  

・Glaucoma（imtreasedeyepI℃SSure）  

●1n⊂reaSedchoLesterotaJld（rigIycerideleYelsinyourbIood  

・SymPtOmSWhenstoppingPristiq（discontinuationsymPtOmS）Sideef托ctsmayoccur   
WhenstoppingPristiq（discontinu如ionsymptoms），eSPeCiallywhentherapyisstopped   
Suddenly．YourhealthcareprovidermaywanttOdecreaseyourdoseslowlytohelpavoid   
Sidee蝕cts．Someofthesesideef艶ctsmaylnClude：  

● 血zziness  

●  nau5ea  

● headache  
●irritability  
● SleepingprobleIm（insormia）  

● anXle吋  

● abnormaldrearns  
● dre血ess  

● SWe如1ng  

● 血訂血ea   

● Seizures（convu15ioms）   

・Lowsodiumlevelsinyourblood（Symptomsofthismayinclude：headache，difRculty  
COnCentratlng，memOryChanges，COnfusion，WeaknessandunSteadinessonyourfeet．In  
SeVereOrmOreSuddencases， 

． 

levelscoddbe魚心止）   

ContactyourhealthcareprOViderifyouthinkyouhaveanyofthesesideeffbcts．  

CommOnSidee飴ctswithPristlqlnClude：  

● dredness  
● 血arIllea  

● VOmihng  
・amieサ  

● 打emor  

dilated pupilsls 
decreased sex driveve 

● delayedorgasmandqjaculation  

●  nauSea  

● headache  
・dⅣmOu也  

● SWe戚1ng  

● 血zziness  

●1nSOma  
・COnStlPation  

●lossof叩petite  

・SleeplneSS  

Thesearenotal1thepossiblesideeffbctsofPristiq．TellyourhealthcareprOViderabout anyside  
effectthatbothersyouordoesnotgoaway．Cal1yourdoctorformedicaladviceal）OutSide  
effects．Youm町rePOrtSideeffbctstoFDAatl－800，FDA－1088．Formoreinformationonthese  

andothersideef托ctsassociatedwithPristlq，talktoyourhealthcareprOVidervisitourwebsiteat  
ⅥW．PnStlq．COmOrCal1ourtoll一打eenumberl－888－Pristlq・   

HowshouLd7storePrisIiq？   

・ StorePristiqat680to770F（200to250C）  
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・DonotusePristiqaftertheexpirahondate（EXP），Whichisonthecontainer．The  

expirationdaterefbrstothelastdayofthatmonth．   

● KeepPristiqandal1medicinesoutofthereachofchildren．   

GenemJlnfbrmationaboutthesafbaJIde恥ctiveu＄eO†Pristiq  

MedicinesaresometimesusedfbrconditionsthatarenOtmentionedinMedicationGuides．Do  
notusePristiqfbraconditionforwhichitwasnotprescribed．DonotgivePristiqtoother  
PeOple，eVenifthqyhavethesamesymptomsthatyouhave．Itmayharmthem．   

ThsMedicationGuidesummarizesthemostlmPOrtantinformationabodPristiq．Ifyouwould  
likemoreinformation，talkwithyourhealthcareprovider．YoucanaSkyoupharmistor  
healthcarePrOviderfbrinfbrmationaboutPristiqthatiswrittenfbrhealthcarePrOfbssionals．For  
moreinformadon，gOtOWWW．Pristiq．comorcal11－888－Pristiq（774－7847）．   

ⅥⅦ如a代地eing托diemts山一d5偵q？  

Activeingredient desvenlafhxine  
hactiveingrtdients：hypromellose，microcrystallinecellulose，talc，magneSiumStearate，afi1m  
CO如ingwhichconsistsofsodiumCarboxymethylcellulose，maltodextrin，dextrose，titanium  
dioxide，Stearicacidandironoxide（s）．   

ThisMedicationGuidehasbeenapprovedbytheU・S・FoodandDrugAdministration・   

IssudFebm町2008   

C011tadIm伽nma鵬on  

Pleasevisitourwebsiteatwww．pnsbq．com，OrCallourto11一打eenuniberl－888－Pristiqtoreceive  
moreinformation．  

Thisproduct’slabelmayhavebeenupdated．ForcurrentPaCkageinsert  

andfurdlerPrOductinformation，pleasevisitwww．wyeth．comorcallour  画   
屋書邑 ふedicalcommunicalionsdepartmentto11－freeatl－800－934－5声56．  

WyetⅣ  
WyethPhmaceuticalsInc．  
Philadelphia，PA19101   
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