®
l” Vox (fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary of prescribing information (based on 8E1252 Rev 3/97)
INDICATIONS AND USAGE
LUVOX Toblets ore indcated for the egtment of obsessions and compulsions in patients with Obsessive Compulsive Disorder (0CD), os defined in the
DSHHIFR. Obsessive Compulsive Disordet is charactsized by recurrent and persistent ideas, thoughs, impulses or images {obsessions) that are ege-dystonic
ond/of repefitive, purposeful, and intentional behaviors (compulsions) thot ore recogmzed by the person as excessive o unreasonable.
CONTRAINDICATIONS
Coadministation of terfenadine, stemizole, or cisupride with LUVOX Tablets is contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX Tablets are containdicated in ptiants with o history of hypersensitivity to flovoxamine maleate.

WARNINGS
In ts amother serotonin resptoke imhibitor i combi with ine oxidase ishibitors (MAOs),
Ihpr:'::n:‘:m of seriows, n:pfim fatdl, nnﬂwh '"nnfore it is recommended that LUYOX® Tablets not be

vsed in mﬂhmhwlﬁcllﬁ,orw"bh“duysddmmnmtmﬂumm I addition, after stopping
LUVOX® Toblets, at least 2 weeks should be ollowed before starting 2 MAOI

Torlonodioe, astomizole wd dscpride ore oll wetabolzed by the cytod P450|IIM isoenryme. Increcsed plosma
MMMM astemizole ond dsapride couse QT on and havi iated with torsades de
polts-type vestricalr tochycardi, sometimes faol. Although it bos wof been deﬁnﬁnly d..mmd that fievoxomsine
s o petent HIA4 inkibitos, it is Mkely fo be. Consequently, it is ine not be used in combination
with oither terfonadine, astemizole, or dsapride.

Other Potentially hmportomt Dreg Inferactiens

{Alsa see PRECAUTIONS - Drug i ies: Benzodi

i bolized by hepatic oxidation (e? olprozolam, midozolam,
iazolem, etc.) should be used with caution because the clearonce of these drugs is kel o be reduced by flovoxemine, The clearance of benzodiazepines
metubolized by glucuronidation (e.g., lorazepam, oxozepam, temazepam) is unlikely o be ffected by fluvoxomine. Afprazolam- When fvoxumine
maleate (100 mg gd) ond dlprazolam (1 mg qld) were cmdmmml fo steudy state, plasma cuncenmmons and other pharmacokinefic parameters (AUC,
Lo, 1} of dlprazolom weve approximately twic when alprazolam was administered olone; oral clearance was reduced by about 50%. The
dlevated ﬁlasmn dlprazolom concennations resuhed in decrsﬂsed psychomotor performance and memory. Tis inferacton, which hos not been |wes:?nmd
using higher doses of fluvoxamine, may be more pronounced if a 300 mg daily dose is co-udministered, particularty since flwvoxamine exhibits norHinear

mmacokinefics over the dosoge range 1 00-300 mg. i elprazolam is co-odministered with LUVOX Tablets, the it dlprazolam dosage should be at least
aived and fifvation to the lowest effective dose is recommended. No dosoge adjustment is required for LUVOX Toblfs. Diazopant- The co-adminishafion
of LUVOX Tablets and diozepam is generally not advisoble. Becouse flovoxamine reduces the clearance of both diozepom and its octive metobolite,
desmethykiazepam, there is a stong fikelivood of substontal accumelation of both species during dhvonic coodminishration. Evidence supporting "t
conclusion that it i inodvisable fo cocdminister fuvoxamine and diozepam is derived fiom a study in which healthy volunteers mkmxi 50 mg/day of
fiuvoxamine were administered o single oral dose of 10 mg of diozapam. In these subjects (n=8), the clearance of diazepam wos reduced by 65% and
lesmethyldiazapam o o level that was too low to medsure over the course of the 2 week fong study. It is likely that this experience Significantly
undemsmnum the degree of accumulaton that might occur with repeated diazapam adminisration. Morsover, s noted with dprazolam, the effect of
fiuvoxamine may even be more pmnounced when it is odministered ot higher doses. Accordingly, diazepom and flovoxamine shoukd not ordinarly be co-
nﬁnmmed"vlo?i effect of t flwvoxamine (50 mg bid) on the phamacokinefics of  single dose of theaphylline (375 mg as
442 mg aminophyline} was wnltmd in 12 y norsmoking, male volunteers. The clearnce of theopfiline wes detreased approximatel 3—?0
Therefore, ine maleate, its dose should be reduced to one third of the usual daily maintenance dose od
plosma cwenrmmm of th':?hylrm should be momlmed No domge adjustment is required for LUVOX Tablets. Wearfaris: When fluvoxamine maleate
(50 mg 1id) wos odministered concomitantly with warfarin for two weeks, warfarin plasmo concenrations increased by 98% ond 1gl;:ﬂlmmlnn times were
prolonged. Thus patients receiving ofol anficoaguiants and LUVOX Toblets shoud have thei piothrombin fime monitored and
odjusted accordingly. o dosage adjustment is required for LUVOX Toblets.
PRECAUTIONS

Geworol

Activation of Masio /Hj During premarkefing studies involving pnmunl{ depressed patients, h‘wnunm or mnia occurted in approximately

1% of potients eated wnh oxerming, Acivation of mania,/hypomania has also been reported in o smal of patients with major affective
er who were reoted with other markoted anfidepressants. As with all antidepressonts, LUVOX Tablets sh he wsed coutiously in patients with o

history of mania. Sebzeres: During premarkefing studies, seizures were reported in 0.2% of fluvoxamine-freated patients. LUVOX Toblets should be used

cautiously in patients with 0 history eizures. t shouk b disconined n any patient who devalops seizures. dede. The posslbdn} of a suiide ottempt

ir onticoogulant dose

is inherent in patients with depressive symy oceur in primary depression of in association with another primary disorder such as 0CD,
Gasesuporvwnofhghmkpaﬁem nitial drug therapy. Prescripfions for LUVOX Tablets should be written for the smallest quantity of
mhletstmstsmvmhgoodmm mgemmnordenuladmmensknfwefdose Uu-?ﬂmwhﬁ(mﬂﬁﬂsﬂmb{
monitored clinial experience with LUVOX Tablets in patients with concomitant systemic iliness is fimited. Coution is advised in administering LUVOX Toblets
to patients with diseases or conditions that could ofect hemodynamic responses of mefubalism. LUVOX Toblets have ot been eveluated or used fo any
appreciable extent in patients with a recent history of myocardil infarction or unstable heart disease. Patients with these diagnoses were systematically
excluded from many clinical shudies during the product’s premarketing festing. Evaluation of the electrocardiograms for patients with depression or 0CD who

porficipated in premarketing studies revealed no differences between fuvoxamine and placebo in the emergence of clinically important ECG changes. In
patients with fiver mﬁmon flwoxamine clegrance was detreased by approximately 30%. LUVOX Tablets should be slowly fitrated in patients with fiver
dyshunction during the iniiotion of treatment.
Information for Patients
Physicians are odvisad fo discuss the following issues with patients for whom they prescribe LUVOX Toblets: huterference with Cognitive or Motor
Performance: Since any psychoactive drug may impair judgement, thinking, or motor skils, pafients should be coutioned obout operating hazardous
modhinery, includi ng automobiles, until they are certuin that LUVOX Toblefs therapy does not adversely affect their abilty to engoge in such actviies.
should be odisad to notity their physicians if they become pregnan or intend fo become pregnant during therapy with LUVOX Toblefs.
Nursing: Pumms tacelving LUVOX Toblets should be odvised o notify their physicians i they are dweeast feeding an infont, (See PRECAUTIONS - Nursing
Mothers.) Comcomitomt Medication: Patients should be advised to nofify their physicians if they are taking, or plon to fake, any prescripfion or over-
the-counter drugs, since there i a potential for clinically important interactions with LUVOX Tablets. Alcodvok As with other psvdwlmpi( medications,
pafients shoukd be advised fo ovoid akcohol while taking LUVOX Tablets. Aflergic Reactios: Pationts should be advised to notify their physicians # they
develop a rash, hives, of o related ollergic phenomenon during theropy with LUVOX Tablets.
Laboratory Tests
There ave no specifc loborafory tests tecommended.
Drug Interactions
There have been rore postmarketing reports describing patients with weakness, hyperreflexio, and incoordination following the use of a selective serotonin
teupioke inhibitor (SSRI) and sumatripton. f concomstont ireatment with sumatripton and an SSRI (e.g, fuoxefine, ﬂuvoxumlne poroxefine, sertraline} is
chm(oii wnnmted uppfwms of the patient is advised. Por interactions wng inbibit or ore Mei y
mﬂ. Bosed on ¢ finding of subsmml interachions of flvvoxamine with certain d ond limited in vitre dota for the fIIA4
isoenzyme, it u vx rhm xamine inhibits isoenzymes that ore known to be involved in the metabolism ofmﬁlgx such os warfarin, theaphyline and
propranolol. A clinically significant fluvoxamine interacion is possible with dm‘;s having o namow therapeutic ratio such os terfenading, ostemizole cisapride,
warforin, theophyline, cerfoin hsnzodnzepmes and phenytoin. If LUVOX® Tablets are to be administered together with o drug that is eliminated vig oridie
metobalism ond hes o narrow mcmtx plesma levels ond/or phormacodynamic effects of the latter drug should be monitored closely, at least
unil steody state conditions are Plene see complete prescribing information for recommendations regarding NS drugs such os monoamine oxidose
inhibitors, olpeazolom, diazepam, korozegom, lithium, tryptophan, dozapine, alcohel, tricydic unndepresams carbomazepine, methodone; ond other drugs
such os ne, propronolol and other heteblockrs, watorn, digoxin, and dllmzem Elhds ol on Flovoxamine Metabolism:
Smokets had 0 5% increase in the metobolis of f umpored .,lmpy {ECT): There ore no clinical
shudies establishing the benefits or risks of combined use of ECT and fluvoxamine maleate.
Cordmogewesis, Mutogesests, Impairment of Fartility
Thete i no evidence of cacinogenicity, mutagenicity or impairment of fertiity with flwvoxamine maleate. There ws o evidence of
corcinogenécity in rafs treated osally with flovoxamine moleate for 30 months or hamsters treated orally with fusvoxamine maleate for 20 (females) or 26
(moles) months. The doly doses in the high dose groups in thess shudies were inceased over the course of the study from @ mirimum of 160 mg/kg fo
a maximu of 240 mg/kg in rats, ond from a minimum of 135 m g to o maximum of 240 :v\%kg in homsters, The maximum dose of 240 mg/kg
s approximotely  fimes the maximom fhuman darly dase on ¢ mg/m basis. Mertogesesis: No evidence of mutogenic potenfial was obsewed ing mouse
micronucleus test, an in vilo chromosome aberration test, of the Ames microbial mutagan test with or without metabolic activation.
Fortility: In fsmlw studies of male and female rats, up to 80 meg/kq,/day orally of fluvaxamine maleate, (approximately 2 times the maximum humun
doiy dose on a mg/m* basis) hod no effect on mating performance, duration of gestation, or regnancy rate.

hnm C:In teratology studies in rats and rabbits, doily oral doses of fuvoxomine maleate of up to 80 and
mspecmulv ( 2 fimes the maximum human daly dose on a mg/mz basis) caused no fotol malformations. However, in other
studies in whi o&n:m s were dosed through wearing there wos (1) anincease in pup martliy of bith (seen ot 80 mg/kg ond sbave
but not at 20 mg/kg), and (2) decreases in posmatal pup weights (seen at 160 but not at 80 mg/kg) ond survival (seen ot all doses; lowest dose tested

q). (Deses of 5, 20, 80, and 160 mg/kg ore approximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on o m?!/m basis.)
Whilo results of 0 :msslostoving shudy implied that at least some of thesa resuls likely otcurred secondarly fo maternal toxicity, the role of o direct
drug effect on the fetuses or pups could not be ruled out. There are no adequate and well-controlled studiss in pregnant women. Fluvoxamine moleate should

during pregnnncy only if the potential benefit justfies the potential risk to the fetus.

The effect of ﬂtmx:ﬁyim on labor and defivery in humans is unknown.
Norsing Mothers

As for many other drugs, flovoxamine is secreted in human breast mik. The dedision of whether to discontinue nursing or to discontinue the drug should
toke into occount the potential for serious edverse affects from exposwre fo fluvoxamine in the nursing infont as wel as the potential benefits of LUVOX®
(fiwvoxamine maleate) Tablats therapy o the mother.

Pediatric Use

The efficacy of fivvoxamine maleate for the freatmemt of Obsessive Compulsive Disorder wos demonstroed in a TGwaek mulficenter plocebo confrolled
study with 120 outpatients ages 817. The adverse event profile observed in that study was generaly similar to that observed in odult studies with
fivoxomine (see ADVERSE REACTIONS).

Decreased appefite and weight Joss hove been observed in ossocigtion with the use of fluvoxomine as well as other SSRIs. Consequently, regulor monitoring
of weight urﬁmﬂh is racommended if reatment of a child with an SR is to be continued long fem.
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Gerlatric Use
yimately 230 pafients portidpating in coniolled premarketing studies with LUVOX Toblets were 65 years of age or oves. No overod differences in safety were
Nedbemwnﬂhmpmmmurdmrmm Dﬂmrsponedcmlexpemmehosnotdenhﬁed riﬁssemesmrespmsebaMssnlheeHeerdyu

patients. However, the cleoronte of fluvoxamine is decreased by about 50% in ekderly compored to younger patients (sse Phammiacokinefics undes (UNKAL
MOLOGY) , ond greoter sensiivity of some older induiduaks also cannot be nded out. (onsemmﬂy LUVOXT(bIoIstIdbeslawlynNnreddmnglnmanon

ADVERSE REACTIONS
Assodated with Di of T

Of the 1087 0CD and depressed patients freated with fluoxomine maleste in controlled clinical trials conducted in North America, 22% disconfinued
fieatment due fo an odverse evenl.

Adverse events in OCD Pediatric Population

In pediatric patients (N=57) treated with LUVOX® Tablets, the overall profile of adverse events is simile to that seen in adult studies. Other reactions which
have been reported in fwo or more of the pediatric patients, ond ware more frequent than in the plocebo group (N=63) were: abnormal thinking, cough
inciegse, dysmenorthe, ecchymosis, emotional lability, epistaxis, hyperkinesia, infection, manic reaction, rash, sinusits, ond weight decrease.

Eventsfor which the ncdence in fuvoxmine maleate wos equal fo of less than the incdence in placebo (N=63) and involved two or more of the pediatric
shudy patients were; abdorminal pain, abnormal dreams, fever, headache, nausea, nervousness, pain, phoryngitis and thinifis.

Incidesce in Controlled Trials - Consmonly Observed Adverse Events in Controlled Clinicod Trials: LUVOX Toblets have been studied in
controlled frials of OCD (n=320) and depression (n=1350). In general, adverse svent rates were similar in the two data sefs. The most commonly observed
adverse events associated with the use of LUVOX Teblets and likely to be drugrelated {incidence of 5% or greater and at least twice that for placebo) derived
from Table 2 were: somnolence, insomnic, nervousness, fremo, nausea, dyspepsio, anorexia, vomiting, abnormal sjoculofion, asthenia, and sweating. In
o pool o two studies involving only pufiens with OCD, ‘e followmg additional avents were identfied ysing the above rule: drymoum decraased fibido,
urinary freguency, anorgosmia, thiniis and faste perversion, Adverse Eveats Occurring at an Incidence of 1%: Toble 2 enumerates adverse events
that occurred at o frequency of 1% or more, and wers more frequent than in the placebo group, among patients treated with LUVOX, Tablets in two short
term plocebo controlled OCD triols (10 week) and depression triols {6 week) in which patients were dosed in a range of generally 100 to 300 mg/day.
This fable shows the percentage of patients in sach group who hod ot least one ocarence of an event ot some fime during their treatment, Reported adverse
events were classified using o stondard COSTART-hased Dictionary terminology. The prescriber should be aware that these figures cannt be used to predict
the incidence of side effects in the course of usual medical practice where patient characteristics and ather foctors may differ from thoss that prevailed in
the clinical frials. Similarly, the cited frequencies cannot be compared with figures obtained from other clinica invesfigations involving different fregtments,
uses, and investigators. The cited figures, howeves, do provide the prescribing physicion with some basis for estimating the relative confribution of drug and
non-drug factors fo the side-sffect inddence rate in the populdtion studied. Adverse Evemts in OCD Placebo Controlled Studies Which are
Markedly Differont (defined as at leust a two-fokd difference) In Rate from the Pooled Event Rates in OCD and Depression
Placebo CoatroBed Studias: The events in OCD studies with a twoold dscrease i rate compared to evant rates in OCD) an depression studies were
dysphagia and omblyopia (mostly blurred vision). Additionally, there was an approximate 25% decrease in nauseo. The events in OCD studies with a two-
fold ineresse in ate compored to event rotes in OCD and depression studies wete: asthenic, abnormol efoculation (mostly deloyed sjaculation), anxiel,
infection, rhinifis, anorgasmia (in males), deprassion, fbido decreased, pharyngifis agrmhon impotence, myochnus/Mwitch, thit, woight loss, kg cromyps,
myaigic ond urinry retention. l‘hﬁeevemsureiﬂedlnovdewfdeueusngrmesmﬁwoc

Vitol Sign Changes

Comparisons of Fmommlne maleate and plocebo groups in separate pools of shorkterm OCD and depression fils on (1) medion change from boseline on
various il signs variobles and on (2) inddence of patients meefing citeria for potentilly important changes from boseline on various vital signs variables
revealed no imporiant diferences between flovoxamine maleate ond placebo.

Laboratory Changes
Comparisons of fluvoxamine moleate and placebo groups in separate pools of short-term 0CD and depression trials on (1) median change from baseling on
various serum chemisty, hemtology, and urinalyss variables and on (2) incidence of pafients mesting citeri for otentilly impartont changes from
baseline on vurious serum chemistry, lematology, and urinlysis voriables revealed no importunt differences betwaen ﬂpo luvoxamine moleote and placebo.
K6
Comparisons of fiuvoxamine moleate and placebo groups in separate pools of short4erm 0CD and depression frials on (1) mean changs from baseline on
varigus ECG variobles and on (2) incidence of patients meefing tmenu for potentially important chongas from bassline on various ECG variables revedled
no important differences between fluvaxomine maleate and placabe.
Toble 2: TREATMENT-EMERGENT ADVERSE EVENT IHGDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (flwvoxamine [r=892] vs. placebo [n=778] by patients—percentoge): BODY AS WHOLE: Heodachs (22 vs. 20);
Asthenig (14 vs. 6); Flu Syndrome (3 vs. 2); Chills {2 vs. 1), CARDIOVASCULAR: Polpitafions (3 vs. 2), DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diarthea (11 vs. 7); Constipation 10 vs. 8); Dyspepsia (10 vs. 5; Anotexio {6 vs. 2); Yomiting (5 vs. 2); Flahlence (4 vs. 3); Tooth Disorder” (3 . 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 v 8); Insomnia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness {12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Andty (5 vs. 3); Vosodilatution” (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decrsased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (3 vs. 5); Dyspriea (2 vs. 1); Yown (2 vs. 0). SKIN: Sweating
(7 v5. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia' (3 vs. 2). UROGENITAL: Abnomal Ejaculation** (8 vs. 1); Urinary Frequency (3
. 2); Impotence* (2 vs. 1); Anorgosmia (2 vs. 0) Uringry Retention (1 vs. 0)."
Eventsfor which fovoxaming molegte i wos equal fo or Jess thon placsho are nof lised in the toble above, but includs the following: sbdomingl
pain, abnomal dreams, appeite increase, bud{ pein, chest poin, confusion, dysmenarhes, fever, infection, leg cramps, migroine, mvnlqu pain, paresthesi,
haryngitis, posturc! hypotension, prots, ush, rhmms it and fiius. 2rcludes “toothache,” “ooth exocion ond absces,” and *cres” Mosty
ling warm, hot, or fushed. 'Mos1|y “blumed vision. ‘Mnstw “dloyed ejoculation.” “Incidence "based on number of male pafients.
Other Events Observed During the Premorketing Evaluation of LUVOX Tablets
Duting premarketing clinical tiols conducted in North America and Europe, multiple doses of fluvoxamine maleats were odministered for o combined fotol
of 2737 patient exposures i patiants sulfering OCD or Major Depressive Disorder. Untoward even's ossociated with this exposure were tecorded by clnicol
igators using descriptive farminology of their own choasing. Consoquently it is nat possibl to provids meﬂnmgful astimate of the proporion of
individuals experiencing adverse events without first groupmg similor types of untoward events into a limited (.e., reduced) number of stondard event
categories. n the tobulations which follow, o standord COSTARTased Dictionary terminology hos been used fo dusslfv reported adverse events. If the
COSTART fem for an event was so germul o fo be uninformative, it was n;rhcsd with a more infomative term, The frequencies presented, thersfore,
fepresent the pmromon of the 2737 patient exposures to multiple doses of Fovoxamine maleote who axperienced an event of the ype cited on of et
one occasion while receiving flvoxamine maleate. All reported events are indluded in the list below, with the following excaptions: 1) those events alieady
listed in Toble 2, which fabulgtes incidence rates of common advarse experiences in plmbo-connolled OCD and depression clinical rials, are exduded; 2}
hase evenls for which o dhug couse was considered remate (i, neoplosi, qustointestinal crcinoma, herpes simplax, herpes zoster, applcaion site
reqction, ond unintended pregnancy) are omitted; ond 3) events which were tspored in only one patient and judged to not be potenially srious ara nof
induded. It is importont fo emphasize that, nlthough the events reported did accur during freatment with fluvoxamine maleate, o causal relofionship to
fovoxarine molecte has notbeen estoblished. Evens or futherclossfed within body system cotogories and enumerated in ot of decregsing frequency
vsing the following defiifions: frequent adverse events are defined as those ocwring on one or more accasions in ot least 1,/100 potients; infrequent
adverse events are those occurring between 1,/100 and 1,/1000 patients; and rare odverse events are those occurring in less than 1,/1000 patients. Body
as o Whole: Fraquent: occidental i m]ury mululse Infrsmnroﬂetgn lemon neck pain, neck rigidity, overdose, pholosansitivity feaction, suicide offempt,
Rore: cyst, pelvic pain, sudden death, r{'mn: Frequent: hypertension, hypotansion, syncope, tuchycordia; 4 f anging pectors,
brodycardia, cardiomyopathy, mrdmvuscuhf dlmse cold extremities, conduction debay, heart falure, myocardial inforction, paflor, pulse egukar, ST
segment changes; Rare: AV blok, cerebrovascular octident, coranary ortery disease, embolus, penmldms phiebitis, pulmnnnry inforction, supraventricular
extusystoles. Digestive Systom: Froquent: dlevated fiver tronsamingses; Infiequent: colifis, eructation, esophagitis, gastrits, gastroenterfs,
qestrointestinal hemorthage, gastrointestinal ulcsr, gingivits, glossits, hemnhoids, melana, rectl humonhupe, stomatis; Rore: biiory pain, cholecysfits,
ihnlelnhmsls ;ecnl inconfinence, hematemesis, m!esnnul obstriction,jonice. Endwhc Symn: Inlrnquonr hypothyrmdism Rave: goiter. Hemic and

ystoms: # anemig, ecd om purpun. Metabolic and
mul Symlls. Froquent edemn walght gain, wetghr 'lns lnfmquenr dohydmnon hy}sordmlasmo ic; Rore: diobefes melis,
locho genose increased. ystem: Infrequnt: artrolgia,

unhnns i, generlized muscle spesm, myesthenia, fendinous mnnudurs o i Rore: arthrosis, m{upmhy pmh jicol fracture. Nervows
$ Frequent: amnesio, apathy, hyperkinesia, hypokinesia, manic reaction, myoclonus, psychnnc teaction; Infraquent: agoraphobia, akatsio, otaxia,
CNS depression, comision, dlium, delusion, depersonalzation, dug dependencs, dyskinesi, dvsmnm emofionct obity, eunhors extopyromidal
syndrome, guit unsteody, hall ucinations, hemmlegm hostilty, hypersomria, hypochoncrioss, hyporonm hystatia, incoordination, increased salivation,
incre neum’&ﬂpumlys pamnotdreacnvnvhabm stupex, twiching, vertigo; Rare: akinesio, coma, fbilatirs,
mfism, obsessons, tefleres dectensed, slomed speech, hrdve dyskinesio, totcols, ismus, wilhdluvml syndiome. Respiratory Symn. Frequent:
cough increased, sinsit; Infroquant: asthma, brondiis, epishas, hoarseness, hypefvsnnunon Rare: apnsa, congestion of upper dirway, hemoptysis,
iccups, lnrynglsmus obshuctve pulmenary dsense preumonia. Skin:lnquuonr ‘ehe, dlopecia, dry skin, eczema, exfoliotive dermatits, furunculosis,
seborthea, skin discoloration, urticaria. SpoddSﬂms: Infraquent: accommodtion dbrom, conjonchvii, deafness, diplopio, dry eyes, sar pain, eye
pain, mydliasis, offs medio, porcsi, photophobi, fuste lss, visuol fiekd defec; Rare: comeal uce, reinol defachment, Urogowited System:
Infrequent: anuria, breast puin, cysis, deloyed menstruaton', dysunu female locufon', hemauri, mermpnusa‘ mencrrhogia', metrorthagia’, nodluria,
Eo(yunu premensrruul syndiome!, urinary inconfinence, urinary fract infection, urinary urgency, wrinafion impaired, vaginal hemonhage' vaginifs'; fore:
idney colculus, hematospermia?, oliguria.

‘Bosed on the number of females. ’Bused on the number of moles.

Non-US Postmarketing Report

Volumug‘ teports of adverse evams |n potients toking LUVOX Tablets that have been received sinca market intoduction and are of unknown causal
relationship fo LUVOX Tablers use include: toxic epidemal necrolysis, Stevens-Johnson syndrome, Henoch-Schoanlein purpura, bullous eruptwn pﬂaplsm
ggmmﬂomosas neuwpumy nplam onemi, mmphvlmu Teachion, hyponohemia, ocute sengl “Toilre, hepatitis, and sever okinesia with fever when

medication.
CAUTION: Fedeml low probibits dispensing without prescripfion.
BE1252 Rev 3/97
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The first SSRI
indicated for 0CD
in children and

adolescents

AVAILABLE IN 25-mg TABLETS

LUVOX

fluvoxamine maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

EFFECTIVE FIRST-LINE SSRI THERAPY FOR OCD...

EMERGING FROM
THE PROFOUND

ANXIETY OF OCD

Low incidence of agitation
® 2% vs 1% for placebo'

Low incidence of sexual dysfunction'

® LUVOX® Tablets vs placebo™: decreased libido 2% vs 1%;
delayed ejaculation 8% vs 1%; anorgasmia 2% vs 0%;
impotence 2% vs 1%

Favorable tolerability profile

® Relatively low incidence of anticholinergic side effects in
controlled trials of OCD and depression. LUVOX® Tablets
vs placebo: dizziness 11%vs 6%; constipation 10% vs 8%;
dry mouth 14% vs 10%'

® For adults, the most commonly observed adverse events
compared to placebo were somnolence 22% vs 8%; insomnia
21% vs 10%; nervousness 12% vs 5%; nausea 40% vs 14%;
asthenia 14% vs 6%'

e Adverse events in children and adolescents were similar to
those observed in adult studies. The most commonly observed
adverse events compared to placebo were: agitation 12% s 3%;
hyperkinesia 12% s 3%; depression 5% vs 0%; dysmenorrhea
7% vs 3%; flatulence 5% vs 0%; rash 7% vs 3%

® Concomitant use of LUVOX® Tablets and monoamine oxidase
inhibitors is not recommended'

*Parameters occurring > 1% with fluvoxamine maleate.
Please see brief summary of prescribing information on adjacent page.

First-line SSRI thempy for obsessions and compulsions
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