
TabLe6：EfTeetofCo－administeredAgentsonthePharmaeokineIiesorMar3Viro⊂  

Co－admlnlStereddmg  

and dose 

N  MamviroeI）ose Rat】0（90％Cl）ofmarav】rOC Phamacok，netlCParameterS  
WIth／wLthoutco－admlnlSteTeddrug  
（noef鞄ct＝100）  

Cmin  AUCtユu  Cmal  

CYt｝5AandノorP－gPlnhibitors  
Ke10COnaZOle  

400mgOD  

RltOnaVlr  
IOOmgBID  

12  l00 mg BIDD 

8  100mgBID  

375  500  3う8  

（30ト469）  （う98，629）   （238，4乃）   

455  26】  l：！8  

（337－613）  （192．356）   （079，209）  

】1   100mgBID  115  977  4788 

（89（）－141）  （787，1214）   （う4l，67り  SaqulnaVlr（SOftgelcap5ules）  
／nlonavlr  

】000m釘100mgBID  

】】  300mgBID  924  う95  

（79g－107）  （343，45（））  

419  ユ57  

（365－180）  （3jO、387）  

667  488  

（578－770）  （440，541）  

1 97 

（166，234）  

2099 

（172，255）  

2677 

（232，3．08）  

Lop）naVlr／n10naVlr  
400m邑／100mgBID  

Atazanavlr  
400mg（〕D  

Atazanavlr／nto【1aVlr  
300m釘100mg（〕D  

12  う00mgBID  

12  300mgBID  

CYI，3Aand／orP－gPIndu⊂e門  
Eねvirenz  

600mg（〕D  

12  100mgBID  0，55  0552  0486  

（043－072）  （0492，0620） （0，377，0626）  

Rlfamp】Cln  
600mg（〕D  

Nevlraplne＊  
200mgBID  
（＋】am】vudine150mgBID，  
tenofbvlr300mg（〕D）  

12  100mgBID  0．22  0368  0535  

（017－028）   （0，32S，0413） （0260，0431）  

S  300mgSD  1011 

（0（）5，l．55）  

1 54 

（094，2．51）  

CYP3Aand／orP－gPlnhibitorsandlndl】CerS  
Lop．navir／ntonavlr＋efav）renZ  
400m釘100mgBID＋600rngQD  

Saqumav）「（SOftge】capsules）  
／ntonavlr十efavlrenZ  

lOOOm釘100mgBID十600mg  

OD  

T）PranaVlr／rltOTlaVlr  

500m釘200mgBID   

★Compar亡dtohistoricaldata  

l】  jOOmgBID  

l1   100mgBID  

629  25二‡  

（472－839）  （224，287）   

842  500  

（64（うー1097）  （426，587）  

l：Z5  

（101，155）   

22（〉  

（164，311）  

lヱ  150mgBID  180  1．02  O 86 

（155－209）  （Og50，123）   （06l，l．2り  

Jこ／ナ【・しい／．1／．肌ハ・Jハー＝り～／／h・／ソJし〃ⅥJくJい心JJ川い．・／t■．仙．州J／．川JハJⅥゞ、  
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Maravirocisunlikelytoinhibitthemetabolismofco－administereddrugsmetabolizedbythe  
fbllowingcytochromePenzymes（CYPIA2，CYP2B6，CYP2C8，CYP2C9，CYP2C19，and  
CYP3A）becauearaVirocdidnotinhibitactivityofthoseenzymesatclinicalJyrelevant  
concentrationslnVltrO．   

DruginteractjonstudieswereperfbrmedwithmaravirocandotherdrugSlikelytobeco－  
administeredorcommon］yusedasprobesfbrpharmacokineticinteractions［seeTable6］．  
Maravirochadnoef托ctonthepharmacokineticsofzidovudineorlamivudine．Maravirochadno  
ClinicallyrelevantefftctonthepharmacokineticsofmidazoJam，theoralcontraceptlVeS  
ethinylestradioJandlevonorgestrel，nOef俺ctontheurinary6P－hydroxycortisol／cortisolratio，  
SuggeStlngnOinductionofCYP3Ainvivo．Maravirochadnoefftctonthedebrisoqulne  
metabolicratio（MR）at300mgtwicedailyorlessinvivo．However，therewas234％increasein  
debrisoquineMRontreatmentcomparedtobaselineat600mgoncedaily，SuggeStlngpOtential  
inhibitionofCYP2D6athigherdose．   

12．4MICROI享IOLOGY   

l／し・．ノu／J八川・ごJ、．行〃り／J  

Maraviroc●isamemberofatherapeuticclassca11edCCR5co－reCePtOrantagOnists．  
MaravirocselectivelybindstothehumanchemokinereceptorCCR5presentonthece11  
membrane，PreVentlngtheinteractionofHTV－1gp120andCCR5necessaryforCCR5－trOplC  
HTV－1toenterce11s・CXCR4－trOplCandduaトtropicHIV－1entrylSnOtinhibitedbymaraviroc・  

加Jルf用Jdc血卸加CeJJC〟J抽re   

MaravirocinhibitsthereplicationofCCR5－trOPiclaboratorystrainsandprimarylSOlatesof  
HIV－1inOdelsofacuteT－Ce11inftction・ThemeanEC50Value（50％efftctiveconcentration）  
fbrmaravlrOCagainstHIV－1groupMisolates（CladesAtoJ）andgroupOisolatesrangedfrom  
O．1tol．25nM（0．05toO．64ng／mL）incellculture．   
Whenusedwithotherantiretroviralagentsince11culture，thecombinationofmaravirocwas  
notantagonisticwithNNRTIs（delavirdine，efavirenzandnevirapine），NRTIs（abacavir，  
didanosine，emtricitabine，1amivudine，StaVudine，tenOfovir，Zalcitabineandzidovudine），Or  

proteaseinl1ibitors（amprenavir，ataZanavir，indinavir，lopinavir，nelfinavir，ritonavirand  
Saquinavir）．Maravirocwasadditive／synergisticwiththeHIVfusioninhibitorenfuvirtide・  
MaravirocwasnotactiveagainstCXCR4－trOPicanddual－trOPicviruSeS（EC50Value＞10トIM）・  
TheantiviralactivityOfmaravirocagainstHIV－2hasnotbeenevaluated．  

尺e∫由α〃Ce′〃CeJJC〟JJ〟re   

HIV－1variantswithreducedsusceptibilitytomaravirochavebeenselectedincel］culture，  

fbHowingserialpassageoftwoCCR5－trOpicviruSeS（CCl／85andRU570）・ThemaraviてOC－  
resistantvirusesremainedCCR5－trOPICwithnoevidenceofachange斤omaCCR5－trOp】CVirus  
toaCXCR4－uSingvirus．TwoaminoacidresiduesubstitutionsintheV3－loopreglOnOftheHIV－  
1envelopeglycoprotein（gp160），A316TandI323V（HXB2numbering）wereshowntobe  
necessaryfbrthemaraviroc－reSistantphenotypeintheHIV－1isolateCCl／85．IntheRU570  

isoJatea3－aminoacidresiduedeletionintheV3loop，AQAI（HXB2positions315－317），WaS  
associatedwithmaraviroc－reSistance，Therelevanceofthespec捕cgp120mutationsobservedin  
maraviroc－reSistantisolatesselectedincellcuIturetoclinicalmaravirocresistanceisnotknown．  

Maraviroc－reSistantviruSeSWereCharacterizedphenotypicallybyconcentrationresponsecurves  
thatdidnotreachlOO％inhibitioninphenotypicdrugassays，ratherthanincreasesinE（プ50VaIues・  

CJ∫〃わαJ月e∫′∫Jd〃Ce   

Theresistanceprofileintreatment－naTveandtreatment－eXPeriencedsu句ectshasnotbeen  
fu11ycharacterized．ViroZogicfailureonmaraviroccanresult舟omgenotypicandphenotypic  
resistancetomaravirocorthroughoutgrowthofundetectedCXCR4－uSingviruSpreSentbefore  
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maraviroctreatment（seeTlqpismbelow）．Preliminarydatafromasubsetoftreatment－  

experiencedsubjectsfailingmaraviroc－COntainingregimenswithCCR5－trOpicviruS（n＝12）have  

identifled5virusesthathaddecreasedsusceptibilitytomaraviroccharacterizedinphenotypic  
drugassaysbyconcentrationresponsecurvesthatdidnotreachlOO％inhibition．Additionally，  

CCR5－trOPICVirusfrom20fthesetreatmentfailuresubjectshad3－fbldsh拍sinEC50Valuesfbr  
maravirocatthetimeoffailure．   

Eachoftheseviruseshadmultipleaminoacidsubstitutionswithuniquepatternsinthe  
heterogeneousV3loopreglOnOfgp120．Changesateitheraminoacidposition3080r323  
（HXB2numbering）wereseenintheV3loopinallnveofthesu句ectswithdecrea5edmaraviroc  

SuSCePtibility．ThecontributionofmutationsoutsidetheV3loopofgp120tomaraviroc  
resistancehasnotbeeninvestlgated．  

Cr（フ∫∫－re∫′∫Jα〃Cef〃CeJ／C〟／J〟rビ   

MaravirochadantiviralactivityagainstHIV－lclinicalisolatesresistanttoNRTIs，NNRTIs，  

PIsandenfuvirtideincellculture（EC50ValuesrangedfromO．7to8．9nM（0．36to4．57ng／mL））．  

Maraviroc－reSistantviruSeSthatemergedincelIcultureremainedsusceptibletothefusion  
inhibitorenRIVirtideandtheproteaseinhibitorsaqulnavir．  

Ⅳ（pJ∫〝7   

Inthem勾0rityofcases，treatmentfailureonmaravirocwasassociatedwithdetectionof  
CXCR4－uSing（i・e・，CXCR4－Ordual／mixed－trOPic）viruSWhichwasnotdetectedbythetropism  
assaypnortotreatment・CXCR4－uSingviruswasdetectedatfailureinapproximately60％of  
Su句ectswhofailedtreatmentonmaraviroc，aSCOmparedto6％ofsu句ectswhoexperienced  

treatmentfhilureintheplaceboarm．Toinvestlgatethelikelyoriginoftheon－treatmentCXCR4－  
usingvirus，adetailedclonalanalysiswasconductedonvirusfrom20representativesu句ects（16  

Su句ectsfromthemaravirocarmsand4su叫ectsfナomtheplaceboarm）inwhomCXCR4－uSing  

Viruswasdetectedattreatrnentfhilure．Fromanalysisofaminoacidsequencedifftrencesand  
Phylogeneticdata，CXCR4－uSingvirusinthesesubjectsemergedfromalowlevelofpre－eXistlng  
CXCR4－uSingvirusnotdetectedbythetropismassay（Whichispopulation－based）priorto  
treatmentratherthanfromaco－reCeptOrSWitchfromCCR5－trOplCvirustoCXCR4－uSingvirus  
resultlngfrommutationinthevirus．  
DetectionofCXCR4－uSingviruspnortoinitiationoftherapyhasbeenassociatedwitha  

reducedvir（）log）Calresponsetomaraviroc．Furthermore，Su句ectsfailingmaravirocBIDwith  
CXCR4－uSingviruShadalowermedianincreaseinCD4’ce11countsfrombaseline（＋22  
ce11s／mm3）thanthosesuqectsfailingwithCCR5－trOPicvirus（＋149cells／mm3）．Themedian  
3 increaseinCD4＋ce11countinpatientsfailingintheplaceboarmwas＋5cells／mm・   

12．5Pharmacogenomics  
TheimpactofCCR5promoterandcodingsequencepolymorphismsontheefncacyof  

maravirocisbeingevaluated．  

13  NONCLINICALTOXICOLOGY   

13．1CarCinogenesis，Mutagenesis，ImpairmentofFertility  

〔五rcf〃Ogビ〃e∫／∫   

Long－termOraJcarcinogenicitystudiesofmaravirocwerecarriedoutinrasH2transgenic  
mice（6months）andinratsforupto96weeks（ftmales）andlO4weeks（males）．Nodrug－related  
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increasesintumorincidencewerefbundinmiceat1500mg／kg／dayandinmaleandfbmalerats  
at900mg／kg／day．Thehighestexposuresinratswereapproximately11timesthoseobservedin  
humansatthetherapeuticdoseof300mgtwicedailyfbrthetreatmentofHIV－］infbction．  

肋Jαge〃e∫f∫   

Maravirocwasnotgenotoxicinthereversemutationbacterialtest（AmestestinSalmonella  
andE．coli），aChromosomeaberrationtestinhumanlymphocytesandratbonemarrow  
micronucleu占test．  

J′′け－J〃・川川Jイ八・川中l・   

MaravirocdidnotimpairmatingorftrtilityofmaleorftmaIeratsanddidnotafftctspermOf  
treatedmaleratsatapproximately20－fbldhigherexposures（AUC）thaninhumansgiventhe  
recommended300mg・twicedai1ydose．  

14 CLINTCALSTUDIES   

TheclinicalefncacyandsafttyofSELZENTRYisderivedfromanaJysesof24－Weekdata  
fromtwopngoingstudies，A4001027（MOTIVATE－1）andA4001028（MOTIVATE－2），in  

antiretrovlraltreatment－eXperiencedadultsubjectsinfbctedwithCCR5－trOPicHIV－1．These  
Studiesaresupportedbya24－Weekstudyinantiretroviraltreatment－eXPeriencedadultsu切ects  
infヒctedwithdual／mixed－trOpicHIV－1，A4001029．   

14．1StudiesinCCR5－trOPic，Treatment－ExperiencedSu叫ects   

StudiesA4001027andA4001028areongoing，double－blind，randomized，placebo－  
COntrOlled，multicenterstudiesinsubjectsinfictedwithCCR5－trOpicHIV－1．Subjectswere  
requiredtohaveanHIV－1RNAofgreaterthan5，000copies／mLdespiteatleast6monthsof  
priortherapywithatleastoneagentfromthreeofthefourantiretroviraldrugClasses【≧1  
nucJeosidereversetranscriptaseinhibitors（NRTI），≧1non－nuCleosidereversetranscriptase  
inhibitors（NNRTI），≧2proteaseinhibitors（PI），and／orenfuvirtide】ordocunモentedresistanceor  

intolerancetoatleastonememberofeachclass．A11subiectsreceivedanOPtlmizedbackground  
regimenconsistingof3to6antiretroviralagents（excludinglow－doseritonavir）selectedonthe  
basisofthesubject’spriortreatmenthistoryandbaselinegenotypicandphenotypicviral  
resistancemeasurements．lnadditiontotheoptimizedbackgroundreglmen，Su切ectswerethen  
randomizedina2：2：1ratiotomaraviroc300mgoncedaily，maraViroc300mgtwicedaily，Or  
placebo．Doseswerea4iustedbasedonbackgroundtherapyasdescribedinDosingand  
A加血血れ血叩Tablel．   

InthepooledanalysisfbrA4001027andA4001028，thedemographicsandbaseline  
Characteristicsofthetreatmentgroupswerecomparable（Table7）．Ofthe1043su切ectswitha  
CCR5tropISmreSultatscreenlng，7．6％hadadual／mixedtropISmreSultatthebaselinevisit4to  
6weekslater．Thisillustratesthebackgroundchange丘omCCR5todual／mixedtroplSmreSult  
OVertimeinthistreatment－eXPeriencedpopulation，PrlOrtOaChangeinantiretroviralreglmenOr  
administrationofaCCR5co－reCeptOrantagOnist．   

T如血7  

I）emographicandBase］ineChara仁暮eristicsorSt］bjectsinStudiesA4001027andA4001028  

BID  

N＝42后   N＝209   

′  
Mean（Range）   46．3（2ト73）   45．7（29－72）  
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Medjan（Range）  167（2－820）   171（1－675）   

CD4＋Ce）lCouIlt≦200cel）s／mm））  250（58．7％）   11g（567％）   

、ノ■）  

（OSS）二a   

0   57（け4？ノム）   j5（167％）   

136（31，9％）   44（21】％）   

2   】04（24．4％）   59（28．2％）   

≧5   I25（29づ％）   6（）（3l．6％）   

■－′ ヽ‾▲ ■‾ノ ′Vノ   

MedianNumberofResjstance－Assocjatedこト   

Plmlユtat】OnS   】0   10   

NNRTJmutat10nS   

NRTlmutations   6   6  

bResistancemutationsbasedonlASguldelLneS】   

Theweek24resultsfbrthepooledStudiesA4001027andA4001028areshowninTable8．  

Tab】e＄  

OutcomesorRandomizdTreatmentatWeek24  

SludiesA4001027andA40010ヱ8  

BID  PLACEBO  
N＝209   MeanDil艶rt：nCe   

Outl：Ome  N三42‘  

HIV－1RNA（）ogH．COPies／mL）   ーl．96   －0．99   0．97   

295（692％）   75（35．9％）   3二‡4％   

lnsufficlent Cllnlcal Response 91（2l．4％）   10（）（50．7％）  

Adverse Evc:nts 16（38％）   8（3．8％）   

Other   26（61％）   柑（8．6％）   

Patientswjthtrezltment－emergentCDC  柑（42％）  14（6．7％）  
Categoり′Cevents  

Deaths（duringstudyor両thin28daysof  
5（12％）   l（0．5％）  

lastdosり  

A氏er24weeksoftherapy，theproportionofsu叫ectswithHIV－1RNA＜400copies／mL  
recelVIngmaraviroccomparedtoplacebowas61％and28％，reSPeCtively．Themeanchangesin  
PlasmaHIV－1RNAfrombaselinetoweek24was▼1 
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maraviroc＋OBTcomparedto－■．99log川COPleS／mLfbrsubjectsreceivingOBTonly・The  
meanincreaseinCD4＋countswashigheronmaraviroctwicedai）y＋OBT（106．3ce11s／mm3）  
thanonplacebo十OBT（57．4cells／mm3）．   

14．2StudyinDual／Mixed－trOPic，Treatment－ExperiencedSu叫ects   
StudyA4001029wasanexploratory，randomized，doubleblind，multicentertrialtodetermine  
thesafttyandefficacyofmaravirocinsubjectsinftctedwithdual／mixedco－reCePtOrtrOPicHIV－  
1．Theinclusion／exclusioncriteriaweresimilartothosefbrStudiesA4001027andA4001028  

aboveandthesubjectswererandomizedinal：1：1ratiotoSELZENTRYoncedaily，  
SELZENTRYtwicedai）y，OrPlacebo．NoincreasedriskofinfbctionorHIVdiseaseprogression  
WaSObservedinthesubjectswhoreceivedSELZENTRY．SELZENTRYusewasnotassociated  
withasignificantdecreaseinHIV－1RNAcomparedtoplacebointhesesubiectsandnoadverse  
effbctonCD4countwasnoted．  

15 REFERENCES  
】 一AS－USADrugResistanceMutationsFigures   
http：〝www．iasusa．org／pub／topics／2006／issue3／125．pdf  

16 二HOWStJPPLIED／STORAGEANDHANDLING  
SELZENTRYnlm－COatedtabletsareavailableasfo1lows：   

150and300mgtabletsareblue，biconvex，OValⅢm－COatedtabletsdebossedwith“Pfizer”on  
onesideand山MVC150”or”MVC300Montheother．  

Bottlepacks150mgtablets  
● 60tablets（NDCOO69－0807－60）  

Bottlepacks300mgtablets   
・ 60tablets（NDCOO69－0808－60）   

SELZENTRYⅢm－COatedtabletsshouldbestoredat25Oc（77OF）；eXCurSionspermittedbetween  
15Oand300c（590－860F）［seeUSPControlledRoomTemperature］．   

SheIflifbis24months． 

17 PATIENTCOUNSELING］NFORMATION   

∫eeAゐd′cαJわ〃G〟J（わ．  

PatientsshouldbeinfbrmedthatiftheydevelopslgnSOrSymPtOmSOfhepatitisorallerglC  
reactionfb1lowinguseofSELZENTRY（rash，Skinoreyeslookyellow，darkurine，VOmiting，  
abdominalpain），theyshouldstopSELZENTRYandseekmedicalevaluationimmediately［se  
抒br〃f〃即〟〝dタrec（7㍍わ旧作．〃］．  

PatientsshouldbeinformedthatSELZENTRYisnotacurefbrHIVinfヒctionandpatientsmay  
Sti11developillnessesassociatedwithHIVinfection，includingopportunisticinf己ctions・Theuse  
OfSELZENTRYhasnotbeenshowntoreducetheriskoftransmissionofHTVtoothersthrough  
SeXualcontact，Sharingneedlesorbloodcontamination・  

Patientsshouldbeadvisedthatitisimportantto：  
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・ remainunderthecareoraphysicianwhenusingSELZENTRY；  
・ takeSELZENTRYeverydayasprescribedandincombinationwithotherantiretroviral  
drugs；  
・ repOrttOtheirphysiciantheuseofanyotherprescrlPt10nOrnOnPreSCrlptlOnmedicationor  

herbalproducts；  
・infbrmtheirphysicianiftheyarepregnant，Plantobecomepregnantorbecomepregnant  
WhiletakingSELZENTRY；  
・ nOtChangethedoseordosingscheduleofSELZENTRYoranyantiretroviralmedication  
withoutcon：Sultingtheirphysician．  

Patientsshouldbeadvisedthatiftheyfbrgettotakeadose，theyshouldtakethenextdoseof  
SELZENTRYassoonaspossibleandthentaketheirnextscheduleddoseatitsregulartime．Ifit  
islessthan6hoursbefbretheirnextscheduleddose，theyshouldnottakethemisseddoseand  
Shouldinsteadwaitandtakethenextdoseattheregulartime．  

CautionshouldbeusedwhenadministeringSELZENTRYinpatientswithahistoryofpostural  
hypotensionoronconcomitantmedicationknowntolowerbloodpressure・Patientsshouldbe  
advisedthatiftheyexperiencedizzinesswhiletakingSELZENTRY，theyshouldavoiddrivingor  
OperatlngmaChinery・  

LAB－0357－0．l  

DIStrlbutedby  

PflzerLabs  
DIVISlOnOfPflze汀Inc，NY，NYlOO17  
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MEDICATIONGU］DE   

SELZENTRY⑧（Sell－ZEN－tree）Tablets  
（maraviroc）  

ReadtheMedicationGuidethatcomeswithSELZENTRYbefbreyoustarttakingltandeach  
timeyougetareⅢ1．Theremaybenewinformation．Thisinformationdoesnottaketheplaceof  
talkingwithyourdoctoraboutyourmedicaIconditionortreatment．  

WbatisthemostimportantinfbrmationishouIdkJlOWaboutSELZENTRY？   

Liver problems 
Liverproblems（1ivertoxicity）havehappenedinpatientstakingSELZENTRY．Anallergic  
reactionmayhappenbeforeliverproblemsoccur．StoptakingSELZENTRYandcallyourdoctor  
rightawayifyougetanyOfthefbllowlngSymptOmS：   
● anitchyrashonyourbody（allergicreaction）   
● Yourskinoreyeslookyellowand／ordark（tea－COlored）urine   
・VOmitingand／orupperrightstomacharea（abdominal）pain   

YoushouldseeyourdoctorrightawaybutcontinuetakingSELZENTRYifyouhaveanyofthe  
fbllowlngOthersymptoms：nauSea，ftver，nu－1ikesymptoms，fatigue   

WhatisSELZENTRY？   

SELZENTRYisananti－HIVmedicinecalledaCCR5antagonist．HIV（Human  
ImmunodeficiencyViruS）isthevirusthatcausesAlDS（AcquiredImmuneDenciency  
Syndrome）．   

SELZENTRYisusedwithotherantirHIVmedicinesinadultswithCCR5－trOpicHIV－1infbction  
Whoarealreadytakinganti－HIVmedicinesandthemedicinesarenotcontrollingtheirHIV  
inftction．  

● SELZENTRYwillnotcureHIVinftction．   

・PeopletakingSELZENTRYmaystilldevelopinfbctions，includingopportunistic  
inftctionsorotherconditionsthathappenwithHIVinftction．   
●ItisverylmPOrtantthatyoustayunderthecareofyourdoctorduringtreatmentwith  
SELZENTRY．   

● Thelong－termefftctsofSELZENTRYarenotknownatthistime，  

● SELZENTRYhasnotbeenstudiedinchildrenlessthan16yearsofage．  

I）oesSELZENTRYlowerthcriskofpassingHIVtootherpeople？   

No，SELZENTRYdoesnotlowertheriskofpassingHIVtootJlerPeOplethroughsexual  
COntaCt，Sharingneedles，Orbeingexposedtoyourblood．   
● Continuetopracticesaftrsex．   

・Uselatex orpolyurethanecondoms orotherbarriermethodstolowerthechance of  
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SeXualcontactwithanybodyfluids・Thisincludessemen斤omaman，Vaglnalsecretions  
fromawoman，Orblood．  

● Neverre－uSeOrShareneedles．  

● AskyourdoctorifyouhaveanyquestionsaboutsafヒrsexorhowtopreventpassingHIV   
tootherpeople．  

HowdoesSELZENTRYwork？   

HIVenterscellsinyourbloodbyattachingltSelftostruCtureSOnthesurfaceofthecellcalled  
receptors・SELZENTRYblocksaspecificreceptorcalledCCR5thatCCR5－trOpicHIV－1usesto  
enterCD40rT－Cellsinyourblood・Yourdoctorwi11doabIoodtesttoseeifyouhavebeen  
inftctedwithCCR5－trOpicHIV－1befbreprescribingSELZENTRYforyou．   

● Whenusedwithotheranti－HIVmedicines，SELZENTRYmay‥  

● reducetheamountofHIVinyourblood．Thisisca11ed“viralload”．   

・increasethenumberofwhitebloodceJIscal】edT（CD4）cells．  

BothofthesemaykeepyourirrlmuneSyStemhea）thy，SOitcanhelpnghtinftction．   

SELZENTRYdoesnotworkinallpatientswithCCR5－trOPicHIV－1infヒction．   

WhatshoIIJdItellmydoctorbefbretakingSELZENTRY？   

TelIyourdoctorabouta）lofyourmedicalconditions）includingifyou：  
have aqy allergieses 
・haveliverproblemsincludingahistoryofhepatitisBorC  

have heart problemsms 
have kidney problemsms 
● havelowbloodpressureortakemedicinestolowerbloodpressure  
● arepregnantOrPlarLnlngtObecomepregnant・ItisnotknownifSELZENTRYmayharm   
yourunbornbaby・lfyoutakeSELZENTRYwhileyouarepregnant，talktoyourdoctor   
abouth（）WyOuCanbeincludedintheAntiretrovjralPregnancyRegistry・  
● arebreast－ftedingorplannIngtObreast－fted・ItisrecommendedthatHIV－POSitivewomen   
Shouldnotbreastfbedtheirbabies・ThisisbecauseofthechanceofpassingHTVtoyour   
baby・Talkwithyourdoctoraboutthebestwaytoftedyourbaby．   

TelJyourdoctorabouta）1themedicinesyoutake，includingprescnpt10nandnon－preSCrlptlOn  

medicines，Vitaminsandherbalsupplements．Certainothermedicinesmayafftctthelevelsof  
SELZENTRYinyourblood・YourdoctormayneedtochangeyourdoseofSELZENTRYwhen  
youtakeitwithcertainmedicines．   

J）onottakeproductsthatcomtainSt．John’sWort（hypericumperLbratum）．St．John，s  
Wortmaylowertheleve）sofSELZENTRYinyourbloodsothatitwi11notworktotreat  
yourCCR5－trOpicHIVinfbction．   

Knowthemedicinesyoutake・Keepalistofyourmedicines．Showthelisttoyourdoctorand  
Pharmacistwhenyougetanewmedicine．  
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HowshouldItakeSELZENTRY？   

TakeSELZENTRYexact）yasprescribedbyyourdoctor．SELZENTRYcomesin150mg  
and300mgtablets．Yourdoctorwi11prescribethedosethatisrightfbryou．  

● TakeSELZENTRYtwiceaday．  
●  SwallowSELZENTRYtabletswhole．Donotchewthetablets．  

● TakeSELZENTRYtabletswithorwithoutfood．  

● AIwaystakeSELZENTRYwiththeotheranti－HIVdrugSPreSCribedbyyourdoctor・   

I）onotchangeyourdoseorstoptakingSELZENTRYoryourotheranti－HIVmedicines  
withoutfirsttalkingwithyourdoctor．   

●IfyoutaketoomuchSELZENTRY，CallyourdoctororthepoisoncontroIcenterhghtaway・  

●IfyoufbrgettotakeSELZENTRY，takethenextdoseofSELZENTRYassoonaspossible   
andthentakeyournextscheduleddoseatitsregulartime．Ifitislessthan6hoursbefbre   
yohrnextdose，donottakethemisseddose．Waitandtakethenextdoseattheregulartime．   
DonottakeadoubIedosetomakeupfbramisseddose．  
・ItisverylmpOrtanttOtakeallyouranti－IIIVmedicinesasprescribedandatthesametime   
eachday・Thiscanhelpyourmedicinesworkbetter・Italsolowersthechancethatyour   
medicineswillstopworkingtofightHIV（drugresistanCe）．  
● WhenyourSELZENTRYsupplystartStOrunlow，aSkyourdoctororpharmacistforare創1．   
ThisisverylmpOrtantbecausetheamountofvirusinyourbloodmaylnCreaSeand   
SELZENTRYcouldstopworkingifitisstoppedfbrevenashortperiodoftime，  

Whatarethepossib］esidecfTbctsofSELZENTRYT   

WhenSELZENTRYhasbeeng】Venwithotheranti－HIVdrugs，therehaYebeenseriousside  
e∬bctsincluding：  

● LiverFIrOblems．See”WhatisthemostimportantinformationIshouldknowabout   
SELZENTRY？，，   

● HeartprObIemsincludingheartattack   

● Lowbloodpressurewhenstandingup（POSturalhypotension）．Lowbloodpressurewhen   
StandingupcanCauSedizzinessorfainting・Donotdriveacaroroperateheavymachinery   
ifyouhavedizzinesswhiletakingSELZENTRY．   

● Changesinyourimmunesystem．AconditioncalledImmuneReconstitutionSyndromecan   
happenwhenyoustarttakingHTVmedicines．Yourimmunesystemmaygetstrongerand   
COuldbegintofightinfヒctionsthathavebeenhiddeninyourbodysuchaspneumonia，herpes   
VirusOrtuberculosis．Tellyourdoctorifyoudevelopnewsymptomsa氏erstartlngyOurHIV   
medicines．   

・PossibIechanceofinfbctjonorcancer．SELZENTRYaf托ctsotherimmunesystemcells   
andtherefbremaypossiblyincreaseyourchancefbrgettlngOtherinfbctionsorcancer，   
althoughthereisnoevidencefromtheclinicaltrialsofanincreaseinseri0usinfbctionsor  
CanCer．  

Vers］On1902AugO7  

ー22－   



Themost（OmmOnSideefTeetsofSELZENTRYine）udecough，ftver，COlds，raSh，muSCleand  
JOlntPaln，SltOmaChpain，dizziness・Tellyourdoctoraboutanysideef龍ctthatbothersyouor  
does not go away. 

ThesearenotallofthesideefftctswithSELZENTRY．Formoreinfbrmation，aSkyourdoctoror  
phamlaCist・   

HowshotJldI5tOreSELZENTRY？   

・StoreSELZENTRYtabletsatroomtemperature斤om590Fto86レ（150cto30Dc）］．  

・Saftlythrowawaymedicinethatisoutofdateorthatyounolongerneed．  

・ KeepSELZENTRYanda‖medicinesoutofthereacIlOfchi）dren．  

GeneraJinfbrmationaboutSELZENTRY  

MedicinesaresometimesprescribedforconditionsthatarenotmentionedinMedicationGuides．  
DonotuseSELZENTRYfbraconditionfbrwhichitwasnotprescribed．DonotglVe  
SELZENTRYtootherpeople，eVeniftheyhavethesamesymptomsyouhave．Itmayharmthem．   

ThisMedicationGuidesummarizesthemostimportantinfbrmationaboutSELZENTRY．1fyou  
WOuldlikemoreinfbrmation，talkwithyourdoctor．Youcanaskyourdoctororpharmacistfbr  
moreinfbmLationaboutSELZENTRYthatiswhttenfbrhealthproftssionals．Formore  
infbrmationgotowww．selzentry．com．  

WhataretheingredientsinSELZENTRY？   

ActiveIngredieJlt：maraViroc  
I爪aCtiveIngredients：  
Tab）etcore：micrCrySta11inecel】ulose，dibasiccalciumphosphate（anhydrous），SOdiumstarch  

glycolate，magneSlumStearate   

Film－COat：FD＆Cb】ue＃2aluminumlake，SOyalecithin，POlyethyleneglycol（macrogo13350），  

POlyvlnylalcoho），talcandtitaniumdioxide   

Issued August 2007 

Distributedbl／  
Pfizer Labs 

DivisionofPゴ1zer］nc，NY，NYlOO17  
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ThisMedicationGuideha5beenapprovedbytheUSFoodandDrugAdministration  
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