®
lUVOX (fluvoxamine moleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary (Foe full Prescribing Information and Patient Information, refer to package insert.)

INDICATIONS AND USAGE
LUVOX® Toblets ore indicoted for the reatment of absessions and compulsions in adults and children and adolescents (oges 8-17) with Obsessive Compulsive
Disorder (OCD), us defined in the DSM-HR.
CONTRAINDICATIONS
Coadministration of terfenadine, astemizole, or cisapride with LUVOX® Tablets is contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX® Tablets ave contraindicated in patients with o history of hypersensitivity to fluvoxamine moleate.
WARNINGS
In patiests receiving amother serotonin reuptoke inhibitor drug in combination with oxidase inhibitors (MAOI),
there have been reports of serious, sometimes fatal, reactions. Some cases presented with features resembling neuroleptic
i ch Therefore, it is ded that LUVOX® Tablets ot be used in combination with o MAOI, or within
14 days of discontinuieg treatmet with a MAOL. Alter stapping LUVOX® Tablets, at least 2 weeks should be allowed before
starting a MAOL
Terfenadine, astemizole ond cisopride are oll metabolized by the cytochrome PA50IHA4 isoenzyme. | d plosma
concentrations of terfenadine, astemizole and cisapride couse QT prolongation oud have been associated with torsades de
pointes-type ventriculor tackycordia, sometimes fatal. Although it has not been definitively demonstrated that Huvoxamine
is a potent [11A4 ishibitor, it is kkely to be. Consequently, it is ded that f ine not be used in combination
with either terfonadine, astemizole, or cisapride.
Othor Potentially Importont Drug I i
(Nlso see PRECAUTIONS - Drug Interactions) Benzodiazepimes: Benzodiozepi holized by hepafic oxidation (e.g., alprazolom, midazolam,
triazolam, efc.) should be used with coution because the clearance of these drugs is likely to be reduced by flovoxamine. The c?earunce of benzadiozepines
metabolized by glucuronidetion (e.q., lorazepom, oxazepam, temazepam) is unlikely to be affected by fi ine. Alprazolam: When fl i
malaate (100 mg gd) and clprozolom (} mg gid) were co-administered to steady stote, plosma concentrations and other pharmacokinefic parameters (AUC,
Coe, ) of clpiozolam were approximotely hwice those observed when alprazolom was administered alone; oral clearonce was reduced by abaut 50%. The
elevated plosma dlprazolam concentrations resulted in decreased psychomator performance ond memoty. This interaction, which has not been investigated
using higﬁer doses of fluoxamine, moy be more pronounced if o 300 mg duiﬁ{ dose is cv-administered, particulorly since fluvaxomine exhibits nondinear
rhurmacokinerics over the dosage range 100-300 mg. If alprazolam is co-administered with LUVOX® Tablats, the iniial alprazolom dosoge should be at
east halved ond fitrotion to the lowest effective dose is recommended. No dosage odjustment is required for LUVOX® Tablets. Diazepam: The co-
administrofion of LUVOX® Tablets and diozepum is generally not advisable. Becouse fluvoxgmine reduces the clearonce of both diozepam and ifs active
metabolite, N-desmethyldiazepom, there is a siang ikelibood of substantial accumulation of both species during chronic co-odministration. Theophylline:
The effect of steadystate fwvaxemine (50 mq bid) on the pharmacokinetics of o single dose of theaphyline (375 m? a5 442 mg aminophyline) was
evcluated in 12 healthy norrsmoking, male volunteers. The clearance of theaphylline wos decreased approximately 3-4old. Therefore, if theophyline is co-
edministered with flovoxamine molgate, its dose should be reduced to one third of the usual daily maintenance dose and plasma concentrations of
theophyline should be monitored. No dosage adjustment is required for LUVOX® Tablets, Warfarin: When flwvoxomine maleste (50 mg fid) was
administered concomitantly with warfarin for two weeks, wartorin plasma concentrations increased by 98% and prothrombin times were prolonged. Thus
patients receiving oral anficoagulants ond LUYDX® Tablets should have their prothrombin fime monitored and their anficongulant dose adjusted accordingly.
No desoge adjustment i required for LUVOX® Tablets.
PRECAUTIONS

General

Activation of Monla/Hy During keting studies involving primarily depressed pafients, hypomanic or monia occurred in approximately
1% of patients teated with Fuvexamine. Actvation of manic,/hypemonia hes also been reported in o smuﬁ pioportion of patients with major affective
disorder who were reated with other marketed anfidepressants. &s with olf antidepressants, LUVOX® Tablefs should be used cautiously in pofients with a
history of mania. Sefzeres: During premarketing studies, seizures were reported in 0.2% of fluvoxomine-trested pafients. LUVOX® Tablets should be used
cautiousty in pafients with a history o? seizures. It shoutd be discontinued in any patient whe develops seizures. Suicide The possibility of a suicide attempt
is inherent in potients with depressive symptoms, whether these occur in primary depression or in assaciation with another primary disorder such os 0CD.
Close supervision of high fisk patients shouﬂi accompany iiiel drug theropy. Prescrptions for LUVOX® Tablets should be witten for the smallest quantity of
tublefs consistent with good patient management in order fo reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
monitored clinical experience with LUVOX® Tablets in pafients with concomitont systemic illness is limited. Coution is advised in odministering LUVOX®
Tablets to patients with dissases o conditions that could affect hemodynamic responses or metabolism. LUVOX® Tablets hove not been evaluated or used
to ony opprecioble extent in patients with o recent history of myocardiol inforction or unstable heort disease. Patients with these diagnoses wese
systematically excluded from many clinical studies during the product's premuvkeﬁn% testing. Evaluation of the electocardiograms for patients with
depression or OCD who porticipated in premarkefing sfudies revealed no differences befween flovoxamine and plocebo in the emergence of clnically
imgortent ECG changes. In pofients with liver dysfunction, fluvoxamine clearance wes decieased by approximately 30%. LUVOX® Tablets should be slowly
fitrted in patients with lver dysfunction during the inifiotion of freatment.

{nformation for Patients

Physicions are advised ta discuss the following issues with patients for whom they prescribe LUVOX® Tablets: Interference with Cognitive or Motor
P e: Since any psychoactive drug moy impair judgement, thinking, or motar skills, patients shoutd be cautioned about operating hazardous
machinery, including outomobiles, unfl they ore cartoin that LUVOX® Toblets therapy does not odversely affect their ability to engoge in such actvities.
Prognancy: Patients should be advised to nafify their physicians if they become pregnant or intend to become pregnant during therapy with LUVOX®
Tablets. Morsing: Porients feceiving LUVOX® Tablets should be advised to noffy their physicians if they are breast feeding an infant. (See PRECAUTIONS
- Nursing Mothers.) Comcomitant Medication: Pafients shauld be odvised to notify their physicians if they are taking, or plan to fake, any prescripfion
or over-the-counter drugs, since there i o potential for linically important interactions with LUVOX Toblets. Alcohol: As with other psychotropic medications,
pafients should be advised to avoid olcohol while taking LUVOX® Tablets. Alfergic Reactions: Patients should be advised to notify their physicians if they
develop o rash, hives, or o related cllergic phenomenon during therapy with LUVOX® Tablets,

Laboratory Tests

There are nio specific Ioboratary fests recommended.

Drug Interactions

Potentiol interactions with drugs that inhibit or are Metabolized by Cytochrome P450 Isozymes: Multiple hepatic cytochrome P450

{CYP450) enzymes ars involved in the oxidative biotransformation of o large number of structurally different drugs and endogenous compounds. The
avoilable knowledge concening the relationship of fluvoxamine and the CYP450 enzyme system has been obtuined mostly from pharmacokinetic intssaction
studies canducted in healthy volunteers, but some preliminary in vifro data are olso availatle. Based on g finding of substantial interactions of fluvoxamine
with certain of these and limited in virro data for the HIA4 iscenzyme, it appeors that Hluvoxamine inhibits isoenzymes that ore known to be invalved in the
metabolism of drugs such os warfurin, theophyline and propranolal. A clinically significant fluvoxamine inferaction is possible with dugs having a narrow
therapeutic ratio such us terfenadine, astemizole, or cisapride, warforin, theaphylline, certuin benzodiazepines and phenytoin. If LUVOX® Tablets are fo be
administerad together with o drug that is eliminated via oxidotive mefabolism and has o nortow therapeutic window, plesm levels and/or phormacodynamic
sffects of the latter drug shoulg be monitored closely, at least unti steady-state conditions are reached. CNS Aetive Drugs: Please see compiete
prestiibing infarmotion for recommendations regarding CNS drugs such as manoamine oxidase inhibitars, clprazolam, diazepam, olcohol, cobamozepine,
clozapine, (ithium, lorazepom, methodone, sumohiptan, facrine, fricyclic onfidepressants, fryptophan; rmdn ather drugs such os theophylline, werlarin,

&H&RMACOLOGY), and greater sensitivity of some older indiduals also cannat be red out. Cansequently, LUVOX® Toblets should be slowly titrted during infintion
IOpY.

ADVERSE REACTIONS

Associated with Discontinuation of Tr

0f the 1087 OCD ond depressed patients freated with fluvoxamine maleate in controlled clinical trials conducted in North America, 22% disconfinued
treotment due fo an odverse event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Triafs: LUVOX® Toblefs hove been studied
in controlled trials of OCD (N=320) ond depression (N=1350). In general, adverse event rates were similar in the two dato sets os well os in the pediohic
0CD study. The most commonly observed adverse events associoted with the use of LUVOX® Tablets and likely to be drug-related (incidence of 5% or greater
ond at least twice that for placebo) derved from Table 1 were: somnolence, insommia, nervousness, fremor, nausa, dyspepsia, anorexia, vomiting,
abnormal gjuculation, asthenia, and sweating. In o pool of two studies involving orly potients with OCD, the following additional events were identified
using the above rule: dry mouth, decreased libido, urinary frequency, anorgasmia, shinifis ond faste perversion. In o study of pediatic pafients with OCD,
the following udditional events were idenffied using the above rule: agitation, depression, dysmenarthea, fiatulence, hyperkinesia, and rash.

Adverse Events Occurring af on Incidence of 1%: Table 1 enumerotes adverse events that occurred ot a frequncy of 1% or more, and were
more frequent thon in the placebo group, among patients treated with LUVOX® Tablets in two shorkterm placebo controlled OCD trials (10 week) and
depression frials (6 week) in which patients were dosed in g range of generally 100 fo 300 mg/day. This table shows the percentage of pafients in ench
group who hod at least one occurrence of an event at some fime during their reatment. Reported adverse events were classified using a standard COSTART-
based Dictionary terminology. The prescsiber should be aware that these figures cannot be used to predict the incidence of side effects in the course of usual
medical proctice where patient characteristics and other foctors may differ from those that prevailed in the clinical friols. Similarly, the cted frequendies
cannot be compared with figures obtuined from other clinical investigations invoving different treatments, uses, and investigators. The cited figures, however,
do provide the prescribing physician with some basis for estimating the relofive confribufion of drug and nondrug factors to the side-sffect incidence rate in
the population studied.

Table 1: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN ADULT OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [N=892] vs. plocebo [N=778] by patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palpitations (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diorthea (11 vs. 7); Constipation (10 vs. 8); Dyspepsic (10 vs. 5); Anorexia {6 vs. 2); Vomiting (5 vs. 2); Flanlence (4 vs. 3); Tooth Disorder (3 . 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolerce (22 vs. 8); fnsomnio (21 vs. 10); Dry Mouth {14 vs. 10); Nesvousness (12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vasodilatation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Oereased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respirctory Infection (9 vs. 5); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopic' (3 vs. 2). UROGENITAL: Abnamal Ejaculation®* (8 vs. 1); Urinory Frequency {3
vs. 2); Impotence® (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retention (1 vs. 0).

"Events for which flovoxomine maleata incidence wos equal to or less thon placebo are not listed in the table above, but include the following: abdominal
pain, abnormal dreams, appetite increase, back pain, chest pain, confusion, dysmenorthea, fever, infaction, leg cramps, migroine, myalgia, pain, paresthesic,
?huryngiﬁs, postural hypotension, pruritus, rash, rhinifs, thirst and tinnitus. YIncludes “toothache,” “tooth extaction and obscess,” and “caries.” Mostly
eeling warm, hot, or flushed. *Mostly “blured vision.” *Mostly “deloyed ejaculotion.” “ncidence based on number of male patients.

Adverse Events in OCD Plocebo Controfled Studies Which are Markedly Different (defined as at least o two-fold differencs)
in Rate from the Pooled Event Rates in OCD and Depression Placobo Controlled Studies: The evants in 0CD studies with a two-fold
decrease in rote compored to event rates in OCD and depression studies were dysphagia and amblyopia (mostly bluried vision). Additionally, there was an
approximate 25% decrease in nauseo. The events in OCD studies with o twe-old increase in rote compared to event rates in OCD and depression studies
were: asthenia, abnormal ejoculotion (mastly deloyed ejoculation), anxiety, infection, rhinits, anorgasmia (in males), depression, libido decreased,
phalynglzix,uacgilmitfn, impotence, myodonus,/witch, thist, weight oss, leg comps, myolgia and wrinary retention. These eveats ara listed in order of decreasing
ates in the OCD fiols.

Other Adverse Events in OCD Pediatric Population, In Pediaric pafients (N=57) reated with LUVOX® Tablets, the overall prafl of adverse events is
similay to that seen in adult studies. Other reactions which have been reported in fwo ar mare pediatic potients, and wers more hequent than in the placebo group
group were: abnormol thinking, cough increase, dysmenarthea, ecchymesis, emational labilty, epistaxis, hyperkinesio, infection, monic reacion, rash, sinusi, and
weight decrease.

Vital Sign Changes

Compurisons of fluvoxamine moleate ond plocebn ?mqos n separate pools of shorkterm OCD and depiession iols on (1) medion change from baseling on
various vital signs variables and on {2) incidence of patients meefing criteria for potentially important changes from boseline on various vitl signs variables
reveoled ne important differences beween flovoxamine malete and placebo.

Laboratory Changes

Comperisons of flovoxamine maleate and placebo groups in separate pools of shortterm OCD and dapression frals on (1) medion change from baseling on
various serum chemistry, hematology, and urinalysis variebles and on (2) incidence of pafients meeting critera for potentially important chonges from
baseline on various serum chemistry, hematology, and urinelysis variables revealed no important differences batween fluvoxaming molecte and placebo.
ECG Changes

Comparisons of fluvoxamine maleate and placebo groups in separate pools of shortferm OCD end depression fials on (1) mean change from baseline on
various ECG variables and on (2} incidence of pafients mesfing citeria for potentially important changes fiom haseline on verious E(g variobles revealed
na important differences between fluvoxamine maleate and placebo.

Other Events Observed During the Premarketing Evaluation of LUVOX® Toblets

During premarketing clinical trials conducted in North America and Eurape, multiple doses of flwvoxeming maleate were administered for o combined tofal
of 2737 patient exposures in patients suffering 0CD or Major Depressive Disorder. Untoward events assaciated with this exposure were racorded by cinical
invesfigotors using descriptive terminology of their own chaosing. Consequently, it is not possidle to provida a meaningful estimate of the proportion of
individuals experiencing odverse events without first grouping similr types of untoward events into o limited (i.6., reduced) number of stondord event
cotegories. In the mhrﬁnn’uns which follow, a stondard (OSTART-based Dictionary terminology has been used to classfy reported odverse events. If the
COSTART term for an event was so general as to be uninformative, it wos replaced with  more informative term. The frequencies prasantad, thersfore,
represent the proportion of the 2737 patient exposures to multple dases of flovoxamine maleats who exparienced an event of the rms dited on of lsast
one occasion while receiving fluvoxamine maleate. ANl reported events ore included in the ist below, with the following excaptions: 1) thoss events already
listed in Table 1, which tabulates incidence rates of comman adverse experiences in placsbo-ontolled OCD and dspression cliical trials, are excluded; 2)
those events for which o drug cause was considered remote (i.¢., neoplasie, gashointesfinal corcinoma, herpes simplex, herpes zoster, application site
reqction, and unintended pregnancy) are amitted; and 3) events which were reported in only one patient ond judgad to not be potenially serious are not
included. It is importont to emphasize that, although the evens reported did occur during reatment with flovexamine maleate, a cousal relationship o
fluvoxamine maleate has not bean esfablished. Events are further dassified within bady system categories and enumerated in erder of decreasing frequency
using the following definifions: frequent adverse events are defined as thase occurring an one or more occasions in at lecst 1/100 patients; infrequent
adverse events re thase occuriing between 1,/100 and 1,/1000 patients; and rere odverse events are those occurring i less than 1,/1000 patients.

as « Whole; Frequent: accidental injury, malaise; Infrequent: alleric recction, neck pain, neckigidty, overdoss, photossnsifivity reaction, suicids atternpt;
Rare: cyst, pelic pain, sudden death. Cardiovascular System: Fraquent; hypertension, hypotansion, syncops, tachycardia; Infrequent: angina pectoris,
bradycardia, cardiomyopathy, cordiovascular disease, cold extremities, conduction delay, heart failure, myocardiol infarction, pallr, pulse irmegular, ST
segment changes; Rare: AV block, cerebrovascular accident, coronary artery disease, embolus, pericardii, phlabifis, pulmanary inforction, suproventricular
exfrosysoles. .’.’ig“'."" System: Frequent: elovated liver ansominases; Infrequent: colfs, eructotion, esophagitis, gashitis, gastroenterits,

digoxin, dilfiozem, propanclol and other beterblockers. Effects of Smoking on Fluvoxamine Metabolism: Smokers had a 25% increase in the
balism of fi ing compared fo He isi apy (ECT): There ure no clinicol studies establishing the benefits or isks
of combined use of ECT ond flvoxamine moleate.
Carcinogemesis, Mutagenesis, lmpai of Fertility
Carcinogenesis: There is no evidence of corcinogenicity, mutagenicity or impairment of feriity with fluvoxarmine maleate. There was no evidence of
carcinogenicty in ros heated orally with fluvoxamine maleate for 30 manths or hamstess treated orally with fluvoxamine moleote for 20 (females) or 26
(moles) months. The daily doses in the high dose groups in these studies were increased over the course of the study from o minimum of 160 mg/kg to
a maximum of 240 mg/kg in ots, and from o minimum of 135 mg/kg to a maximum of 240 mg/kg in hamsters. The maximum dase of 240 mg/kg
is opproximately 6 fimes the maximum human daily dose on o mg/m* hosis. Mutegenesis: No evidence of mutagenic potsatiol was observed in o mouse
micionucleus test, an in vitto chromosome aberation fest, of the Ames microbial mutagen test with or without metabolc activafion. Impairment of
FertHity: I fortiity shudies of mole ond female rats, up to 80 mg,/kg,/day orally of flovoxomine moleate, (approximately 2 fimes the maximum human
doily dose on @ mg/m’ bosis) had no effect on mating pedormance, duration of gestation, or pregnancy rate.

Pr

Torat Effacts: Prognoncy Category C: in teratology studies in tots und rabbits, daily oral doses of fluvoxamine maleate of up to 80 and
40 mg/kg, respectively (urlpmximmdy 2 fimes the maximum human daily dose on a mg,/m? basis} caused no fefal maformations, Howeve, in other
reproduction shudies in which pregount rofs wera dosed through weaning there wos (1) an increass in pup moriality af birth (seen ot 80 mg/kg and above
but not ot 20 mg,/kg), and (2) decreases in postnatal pup weights (seen ot 160 but not of 80 mg/kg) and survival (seen af ol doses; lowest dose fested
=5 mg/kg). (Doses of 5, 20, 80, and 160 mg/kq ore approximately 0.1, 0.5, 2, ond 4 fimes the moximum human daily dose on a mg,/m? basis.}
Whill: the results of a cross-fostering shudy implied thot at leost some of these results ikely occureed secondarily to maternal toxicity, the m?e of a direct
drug ffect on the fetuses or pups could not be ruled out, There are no adequate and wellcantrolled studies in pregnant women. Fluvoxamine maleate should
be used during pegnoncy only if the potentiol benefit justfies the potentiol risk o the fefus.

Labor

The effect of ﬂwoxu.;iyns on babor and delivery in humans is unknown,

Nursing

As for many other drugs, flovexomine is secreted in human breast milk. The dacision of whether fo discontinue nursing or to disconfinue the drug should
toke info occount the potential for serious odverse effects from exposure 1o flovoxomine in the nursing infont as well cs the patential benefits of LUVOX®
(fuvoxamine maleate) Toblets therapy to the mother.

Pediatric Use

The efficacy of fluvoxmine maleate for the eatmernt of Obsessive Compulsive Disorder was demonstrated in o 10:week mulcenter placebo contolled
shudy with 120 outpatients ages 8-17. The adverse event profile observed in that study was generally similar fo thot observed in aduft studies with
fivaxamine (see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).

Decieased appefite and weight loss have bean observed in association with the use of Auvaxamine os wel as other SSRis. Consequently, reguior moritoring
of wight ond growth is recommended if eotment of o child with an SSRIis to be continued fong term.

Geriatric Use
pimately 230 patierts portcipating in controlled pramerketing studies with LUVOX® Toblets wer 65 years of age of over. No overol dfferences in safety were
between these patients ond paients. Other reported cinicol experience has not identified dferences in response between the eldery ond younger

patients. However, The clooronce of fiovexomine i deceased by about 50% in eldery compared to younger patients (see Pharmacokinefics under CLINICAL
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inal ulcer, gingivitis, glossitis, hemorrhoids, melena, rectal hemosthage, stomatits; Rare: biliary pain, cholecystts,

cholelihiasis, fecal incontinence, hematemesis, infestinal obstruction, joundice. Endocrine System: infraquant: hypothyroidism; Rore: goiter. Hemic and

mnp’lalk Systems: Infrequent: anemia, ecchymosis, leukocytosis, lymphodenopathy, thramk ia; Rare: loukopenia, purpura. Mefabolic and
tritional ‘Systems: Frequent: edema, weight gain, weight loss; Infequent: dehydrotion, hypeicholesterolemio; Rave: dinbetes melifus,

hyperglycemia, hypedipidemio, hypoglycemia, hypokalemio, lactte dehydrogenase increasd. Muscwloskeletol System: Infraquent. arthralgio,

arthifis, bursits, generalized muscle spasm, myesthenio, tendinous conhaciur, tenosynovits Rare: artheess, myopathy, pathological frocture. Nervous

System: Frequent: amnesio, apathy, hyperkinesia, hypokinesio, manic recction, myoclonus, psychotic racton; infraquent: agoraphobia, akathisia, atoxia,

CNS depression, convulsion, delrium, delusion, depersonalization, drug dependence, dyskinesic, dystonia, emotional lability, euphoria, extrapyramidol

syndrome, gait unsteady, hallucinations, hemiplegia, hostlty, hypersomnia, hypochondriasis, hypotonia, hysteria, incoordination, increosed salivation,

increased libido, neuralgio, parolysis, parancid reaction, phobio, psychasis, sleep disorder, stupor, hwitching, vertigo; Rare: akinesio, coma, fibrillations,

mutism, obsessions, lef?exes decreased, slurred speech, tardive dyskinesia, toricols, Wismus, withdrawal syndiome. Respératery System: Frequent:

cough increased, sinusitis; Infrequent: asthm, bronehifs, epistaxis, hoarsensss, hyperventlation; Rare: apnee, congestion of upper airway, hemoptysis,

hiccups, loryngisms, obstructive pulmonary disease, pneumania. Skinz Infreguent: acne, olopacia, dry skin, eczam, exfoliafive darmatits, furunculasis,

seborthea, skin discoloration, uricorio. Spedif Sensas: Infrequent: occommodafion oborma, covjunctivits, deafness, diplopia, dry eyes, ear pain, aye

pain, mydriasis, offis media, parosmia, photophabio, tuste s, visual field defect; Rare: comel uleer, retinal detachment. Urogenital System:

Infreguent: anuria, breast pain, cystits, deloyed menstruation’, dysuric, femas lactation’, hematuria, menopause’, menorhagia’, metaragia’, nocturia,

Eolyuriu, | syndrome', urinary inconfi urinory fact infection, urinary urgency, uination impaired, vaginal hemorthage!, vaginits'; Rare:

idney coloulus, b i, afiguria.

"Based on the number of femoles. *Based on the number of moles.

Non-US Postmarketing Reports

Voluntary reports of adverse events in pofients toking LUVOX® Tablats thot have been received since market inroduction and are of unknown cousal

telofionship to LUVOX® Tablets use includs: foxic epidsrmal nectolysis, Stevens-Johnson syndsome, Henoch-Schoanlein purpura, bullous erupfion, priapism,

agronulocytasis, neuropathy, aplastic anemio, anaphylactic reaction, hyponatremia, acute enal failure, hepatiis, and severa okinesia with fever when

fluvoxamine was coadministered with onfipsychotic medicafion.

OVERDOSAG!

Refer to package insert (11E Rev 3/98) for overdosage informetion.

DOSAGE AND ADMINISTRATION

Refer to package insert (11E Rev 3/98) for dosage and administraion information,

R only .
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OCD IS AN

ANXIETY DISORDER Emerging
from the profound anxiety
of OCD

VISIT THE OCD WEB SITE AT
http://www.ocdresource.com

SIGNIFICANTLY IMPROVES OBSESSIVE-COMPULSIVE SYMPTOMS'

LOW INCIDENCE OF AGITATION IN ADULTS'
Y 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®
¥ For adults, the most commonly observed adverse events compared to placebo were somnolence 22% vs 8%;
insomnia 21% vs 10%; nervousness 12% vs 5%; nauseéa 40% vs 14%; asthenia 14% vs 6%

¥ 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% vs 3%, hyperkinesia
12% vs 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
¥ Fluvoxamine should not be used in combination with terfenadine, astemizole, or cisapride

LUVOX

fluvoxamine maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

*Parameters occurring 21% with fluvoxamine maleate.

Please see brief summary of prescribing information on adjacent page. THE #1 SSRI PRESCRIBED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCHIATRISTS FOR OCD*
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