®
I.UVOX {fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary (For full Prescribing Information and Patient Information, refer to package insert.)

INDICATIONS AND USAGE

LUVOX® Toblets are indicated for the rectment of absessions and compulsions in adults and childien and adolescents (ages 8-17) with Obsessive Compulsive

Disorder (0CD), us defined in the DSMIIR.

CONTRAINDICATIONS

Coadministration of terfenadine, astemizole, or disapride with LUVOX™Tablets is contraindicated (see WARNINGS and PRECAUTIONS).

LUVOX® Tablets are contraindicated in pofients with o history of hypersensitiity o fluvoxamin moleate.

WARNINGS

In patients receiving another serotonin reuptake inhibitor- drug in combination with oxidase inhibitors (MAOI),

there have been reports of serious, somefimes futal, reactions. Some cases presented with features resembling neuroleptic

malignant sz'ndrome. Therefore, it is recommended that LUVOX® Tablets not be used in combination with a MAOI, or within

14 duys of discontinuing treatment with o MAOL. After stopping LUVOX® Tablets, at least 2 weeks should be allowed before

starting o MAOI.

Terfenadine, astemizole and cisupride are oll metabolized by the cytodh P45011IA4 isoenzyme. | d plasma
ions of terfenadi izole and dsopride couse QT prolongation and have been associated with torsudes de

pointes-fype ventricular tachycardia, somefimes fatal. Although it has not been definitively demonstrated that fluvoxamine

is a potent NIA4 inhibitor, it is likely to be. Consequently, it is ded that fi not be used in combination

with either terfenadine, astemizole, or cisupride.

Other Potentially Important Drug Interactions

(Also see PRECAUTIONS - Drug Inferactions) Benzodiazepines: Benzodi holized by hepatic oxidation (e.q., dlprazolam, midazolom,

trigzolom, etc.) should he sed with caution because the clearance of these drugs islikely to be reduced by fluvoxamine, The c?eumnce of benzodiazepines

metabolized by glucuronidution {e.g., lorazepam, oxozepam, temazepam) is unlikely fo be affected by fi ine. Alprazol hen fi i

maleate (100 mg gd) and alprazolom (1 mg gid) were co-administered o steady state, plasma concentrations and other pharmacokinefic parameters (AUC,

(oo, T of alprazolom were approximately twice those observed when alprozolom was administered alone; oral cleatance was reduced by about 50%. The

elevated plosma olprozelom concentrotions resulted in decrensed psychomotos rerfovmunce and memory. This interaction, which has not been investigated

using higher doses of fluvoxamine, may be more pronounced if o 300 mg daily dose is coadministered, parficularly since fluvoxamine exhibifs nondinear

pharmacokinetics over the dosage range 100-300 mg. If alprazotom is co-odministered with LUVOX® Tablets, the initial alprazolam dosoge should be of

least halved and titation to the lowest effective dose is recommended. No dosage adiustment is required for LUVOX® Teblets. Diazepam: The co-

adminishrafion of LUVOX® Tablets and diazepam is generally not edvisable. Becouse fluvoxamine reduces the clearance of both diazepam and its acfive

mefaholite, N-desmethyldiazepam, there is a strong likelihood of substantiol accumulation of both species during chionic co-administrafion. Theophylline:

The effect of steadystate fluvoxamine (50 mq bid) on the pharmacokinefics of a single dase of theaphyline (375 m? as 447 mg aminophyling) was

evaluated in 12 healthy nan-smoking, male vjumeers. The clearance of theophylline was decrensed imately 3fold. Therefore, if theophyline is co-

admiistered with fluvoxamine maleate, its dose should be reduced to one third of the usuol daily maintenance dose and plasma concentrofions of

theophyline should be monitored. No dosoge adjustment is required for LUVOX® Tublets. Warfarin: When fluvoxamine molecte (50 mg fid) wos

administered concomitantly with warforin for two weeks, wardarin plesma concentrations increased by 98% and prothiombin times wers prolonged. Thus

pofients receiving oral oaticoogulonts ond LUYOX® Toblets should hove their prothrombin fime monitored and their anticoogulont doss odjusted orcordingly.

No dosage adjustment is required for LUVOX® Toblets.

PRECAUTIONS

General

jon of Mania/Hy jtt; During premarketing studies involving primarily depressed patients, hynomania or mania occurred in approximately
1% of pafents treated wih fuvoxamine. Acivafon of mania/hypomania has also been reported n a small propartion of pafents with major affecive
disorder who were treated with other marksted anfidepressants. As with oll anfidepressants, LUVOX® Tablas should be used coutiously in patients with o
istory of monia. Sefzures: During ?remurkeﬁng studies, seizures were reported in 0,2% of fluvaxamine-treated potients. LUVOX® Tablets shoutd be used
cautiously in pafients with a history of seizures. [t should be discontinued in any patient who develops seizures. Swicide: The possibility of a suicide attempt
is inherent in patients with depressive symptoms, whether these occur in primary depression o in association with another primary disorder such as 0CD.
Close: supervision of high risk patients should accompany initial drug therapy. Prescriptions for LUVOX® Tablets should be witten for the smallest quantiy of
tablets consistent with good pafient management in order to reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
maonitored clinicol experience with LUYOX® Tablets in patients with concomitant systemic illness is limited. Caution is odvised in administering LUVOX®
Tablets to patients with diseases or condiions that could offect hemodynamic responses or metabolism. LUVOX® Tablets have not been evaluated of used
to any appreciable extent in pafients with o recent history of myocardial infurction or unstable heart disease. Patients with these diagnoses were
systemaically excluded from many clivicel studies during the product’s premarkefing tesfing. Eveluation of the electrocordiograms for patients with
depression or OCD who participated in premarkefing studies revealed no differences gefween flovoxomine and placebo in the emergence of clincally
impartant ECG changes. In patients with liver dysfunction, fluoxomine clearonce was decreased by approximately 30%. LUVOX® Tablats should be slowly
fitgted in patients with liver dysfunction during the initiation of treatment.
Information for Patients
Physicians ore advised to discuss the following issues with paients for whom they prescribe LUVOX® Tablets: fterference with Cognitive or Motor
Performance: Sinca any psychouctive drug moy impair judgement, tinking, or moter skilk, patients should be cautioned about agerating hozardous
machinery, including utomobiles, until they are cerfain that LUYOX™ Toblets therapy does not adversely affect their abiity fo engage in such activities.
Pregnancy: Patients should be odvised to notfy their physicians if they become pragnant or intend fo become pregnant during therapy with LUVOX®
Tablefs. Nursings Patients receiving LUVOX® Tobles should be advised to nofify their physicians if they are breast feeding an infunt, (Ses PRECAUTIONS
-Nursing Mothers.) Comcomitant Medication: Potients should be advised to notify their physicians if they are toking, or plon to take, any prescription
ar over-the-counter drugs, since there s @ patential for clinicaly impartant inferactions with LUVOX Tablets. Aeohol: As with other psychatrapic medicafions,
patients should be advised to avoid alcohol while toking LUVOX® Tablets, Alfergic Reactions: Putients should be advised to nofify their physicians i they
develop a rosh, hives, or a reloted ollergic phenomenon during therapy with LUVOX® Tablets.
Loboratory Tests
Thete ae no specific laboratory tests recommended.
Drug Interactions
Potential interactions with drugs that inhibit or are Metabolized by Cytoch P450 Isozymes: Multiple hepatic cytachrome P450
(CYP450) enzymes are involved in the oxidative biotransformation of o lorge number of structurally different drugs and endogenous compounds. The
availoble knowledge concering the relationship of fluvoxamine and the CYP450 enzyme system has been obtuined mostly fiom phormacokinefic iteraction
studies conducted in haolthy volunteers, but some preliminary in vifro dato are also ovailable. Bosed on o finding of substantial interactions of fluvoxamine
with cestoin of thesa and limited Jn vitro doto for the J1A4 isoenzyme, it oppears shat fluvoxamine inhibits soenzymes that are known 1o be involved in the
metabofism of drugs such as worfurin, theophyline and propranolol. A clinically significant flwvoxamine interaction is possible with drugs having a norrow
therapeuti atio such as terfenadine, astemizole, or cisapride, worfarin, theophyline, certain benzodiazepines and phenytoin. If LUVOX® Toblefs are to be
administered together with o drug that is eliminated via axidative metabolism and has a narrow therapeutic window, plosma levels and /r shormacodynamic
ffects of the lofter drug shoulg be monitored closely, ot least until steady-state condifions are reached. CNIS Active Drugs: Please see complete
prescrbing informatian for recommendetions regarding CNS drugs such as monoamine oxidase inhibitors, alprazolam, diazepam, alcohel, corbamazeping,
clozapine, lithium, lorozepom, methodone, sumatiipten, focrine, tricydlic anfidepressants, fryptophan; and other drugs such as theophyling, warfarin,

FmRMACOLOGY), and greater sensitity of some older individucls okso cannot be ruled out. Consequenty, LUVOX® Tablets should be slowly fitroted during iniiation
of therapy.

ADVERSE REACTIONS

Associated with Discontinuation of Tr

Of the 1087 0D ond depressed patients treated with fluvoxamine maleate in controlled cliicel trials conducted in North America, 22% disconfinued
treatment due to an adverse event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LVOX® Tablets have been studied
in controfled trials of OCD (N=320) and depression (N=1350). In general, adverse event rates were similar in the two data sefs as well os in the pediafic
0D study. The most commonly observed adverse events associoted with the use of LUVOX® Toblets and likely to be drugrrelated (incidence of 5% or greater
ond at least twice that for plocebo) derived from Table 1 were: somnolence, insomai, nervousness, fremor, nauses, dyspepsia, arorexia, vomiting,
abnormal sjoculotion, astheniz, and sweating. In o pool of two studies involving only patients with OCD, the following odditional events were identiied
using the above tle: dry mouth, decreased Hido, urinary frequency, anorgasmi, shinitis ond foste perversion. In o shudy of pediatric patients with 0CD,
the following odditionaf events wers idenfified using the above rule: agitafion, depression, dysmenorhea, flafufence, hyperkiesia, ond rash.

Adverse Events Occurring ot an Incidence of 1%: Tuble | enumercies adverse events that occurred at o freguency of 1% or more, and were
more frequent than in the placebo group, among potients weated with LUVOX® Tablets in two shoriterm plocebo controlied OCD frials (10 week) and
depression trials (6 week) in which patients were dosed in o range of generalty 100 to 300 mg,/doy. This fable shows the pexcentoge of pafients in each
group who had o least one occurrence of an event af some fime during their freafment. Reported adverse events were classified using a standord COSTART-
based Dictionary ferminology. The prescriber should be aware that these figures cannof be used to predict the incidence of side effects in the course of usual
medical practice where patient choracteristics and other fuctors may differ from those that prevailed in the clinical trials. Similasy, the cited frequencies
cannot be compareg with figures obtained from other clinicel investigatians involving different treatments, uses, and investigators. Th cited figures, howeve,
do provide the prescibing physician with some basis for estimating the relafive contiibution of drug and non-drug factars to the side-effect incidence rote 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. placebo [N=778] by potients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palpifotions (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Dignhes (11 vs. 7); Constipation (10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomiing (5 vs. 2); Flutulence (4 vs. 3); Tooth Disorder” (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolence 22 vs. 8); Insomnia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 6}; Tremor (5 vs. 1); Anxiety (5 vs. 3); Vosodilatation” (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Devease Libido (2 vs. 1); Depression (2 vs.
1); CNS Stimulation (2 vs. 1). RESPERATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dyspnea (2 vs. 13; Yown (2 vs. 0). SKIN: Swegting
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnormal Ejaculation®* (8 vs. 1); Urinary Freguency (3
vs. 2); impotence’ (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retention (1 vs. 0).

Events for which fiuvoxamine maleate incidence was equal fo o less than placebo are not listed in the toble above, hut include the following: abdomingl
oain, abriarmal dreams, appetite incregse, back pain, chest pain, confusian, dysmenorchea, fever, infection, leg cramys, migraing, myalgie, pain, paresthesia,
pharyngiis, postural hypotension, pruritus, rash, hiniis, thirst and finnitus. “Includes “toothache,” “tooth extraction and abscess,” and “caries.” *Mostly
feeling warm, hot, or flushed. ‘Mostly “blured vision.” *Mostly *deloyed ejoculation.” ‘Incidence based on number of male patients.

Adverse Events in OCD Placebo Controlled Studies Which are Markedly Different (defined as at least a two-fold difference)
in Rate from the Pooled Event Rates in OCD and Depression Plocebo Controlled Studies: The events in 0CD studies with o twofold
decrease in ate compared to event rates in OCD and depression studies were dysphagia and amblyapia (mastly blurred visian). Additionally, there wos an
approximate 25% decrease in noused. The events in OCD studies with o twofold increase in rate compared to event rates in OCD and depression studies
were: asthenia, abnormal ejoculation (mostly delayed ejoculation), onviely, infection, rhinits, anorgasmia (in males), depression, bido decreased,
pharyngitis, agitation, impotence, myodonus,/twitch, thist, weight loss, leg cramps, myolgio and urincry refention. These events are listed in order of decreasing
ates in the OCD frials.

Other Adverse Events in OCD Pediatric Population. In Pediatic patients (N=57) treated with LUVON® Tablets, the overall prafie of adverse evens s
similar fo that seen in adultstudies. Other reactions which have been reported in two or more pedictic patients, and were more fiequent than i the placebe group
group were: abnormal thinking, cough increase, dysmenotthea, ecchymosis, emofional lablity, epistaxis, hyperkinesis, infection, manic reaction, rash, sinusis, ond
weight decrease.

Vital Sign Changes

Comparisons of fluvaxamine maleate and placsbo groups in separate pools of shortferm OCD and depression trials an (1) median change fram baseline on
various vital signs variables and on (2} incidence of patients meefing criteria for potentially important changes fiom baseling on various viful signs voriables
evealed no important differences between fluvoxamine moleote and placebo.

Laboratory Changes

Comparisons of fluvoxamine moleate and placebo groups in seporate pools of shortferm OCD and depression frials on (1) median change from hosefing on
vorious sesum chemisiry, hematology, ond wrinalysis vosibles ond on (2) incidence of pofients meefing critesio for potenfially imporions changes from
basefine on various serum chemistry, hematology, and urinalysis variables revealed no important differences between fluvoxamine malegte and plocebo.
ECG Changes

Comparisans of fluvoxamine maleate and placebo groups in separate pools of shortterm OCD and depression fcls on (1) mean change trom baseline on
various ECG variables and on {2) incidence of patients meefing citeria for pofentially important changes from basefing on various ECG varigbles revealed
no important differences betwsen fluvoxamine maleate and placebo.

Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets

During premarkefing clinical rials conducted in North America and Europe, multiple doses of fluvoxamine maleate were administered for a combined total
of 2737 potient exposures in pafients suffering OCD or Major Dapressive Disorder. Untoward events associated with this exposure were recarded by cliical
investigators using descriptive terminolagy of their awn choosing. Consequentl, it is not possible to provide a meaningful estimate of the proportion of
individuals experiencing adverse events without first giouping similar types of untoward events info o fimited (i.e., reduced) number of stondard event
categories. In the fabulations which follow, o standord COSTARFhosed Dictionary terminology has been used to dlssify reported adverse events. If the
COSTART term for an event was so general os to be uninformative, it was replaced with o more informative term. The frequencies presented, therefore,
represent the proportion of the 2737 patient exposures o muliple doses of fﬁ:voxumine maleate who experienced an event of the type cited on of least
ane occasion whils receiving fluvoxomine maleate. All eported events are included in the lst below, with the following exceptions: 1) these events olveady
listed in Toble 1, which tobulates incidence rates of common odverse experiences in plocebo-controlled OCD and depression clnicat frials, are exduded; 2}
those events for which o dhug couse was considered remote (i.c., neoplasia, gostrointestinal carcinoma, herpes simplex, herpes zoster, application site
reaction, and unintended pregriancy) are omitted; and 3) events which were reported in only one patient and judged to not be potenfiall serious ore not
included. It is important to emphasize that, olthough the events reported did occur during treatment with fluvoxemine moleate, o causol relafionship fo
fluvaxaming moleate has not besn established. Events are further classified within body system categories and enumerated in order of decteasing frequency
using the following definifions: frequent adverse events are defined us these occurring on one o more occasions in at least 1/100 patients; inhequent
adverse events are thase occurring between 1,/100 and },/1000 patients; and rare adverse events are those occuriing in less than 1/1000 patients. Sody
as « Whole: Frequent: accidental injury, malaise; infrequent. alleric reaction, neck pain, neck rigidity, overdose, photosensifivity rection, suicide attemp;
Rare: cyst, pelvic pain, sudden death. Cardiovascular System: Frequent: hypertension, hypotension, syncope, tachycardia; Infiequent; angino pectosis,
bradycardia, cardiomyopathy, cardiovascular disease, cold extremities, conduction delay, heart foilure, myocardia! inforction, pollor, pulse inegular, ST
segment changes; Rore: AV block, cerebravasculor accident, coronary artery disease, embolus, pericardfis, phiebifis, pulmonary inforction, supravenhicular
extrosystoles. ‘lgigesylive System; Frequent: elevated liver transaminases; Infrequent coliis, eructation, esophagifs, gastifs, gastroenteifs,

digosin, difivzem, propanolol and ather betablockers. Effacts of Smoking on Fluvoxomine Metabolism: Smokers hod 6 25% incrense in the
metabolism of fl ine compared fo kers. El i rapy (ECT): There ore no chnical studies establishing the benefits or risks
of combined use of ECT and flovoxomine maleate.
Card e i

g 9 I of Fertility

Carcinogenesis: There is no evidence of carcinogenialy, mutagenicity o impeitment of ferfilty with fluvoxamine maleate. There was no evidence of
carcinogenicity in rats eated orally with fluvoxemine maleate for 30 months or hamsters treated orally with fluvoxamine maleate for 20 (females) or 26
{males) months. The daily doses in the high dose groups in these studies were incraased aver the course of the study from o minimum of 160 mg/kg to
a maximum of 240 mg/kg in rats, and from a minimum of 135 mg,/kg to @ maximum of 240 mg[{ kg in hamsters. The maximum dose of 240 mg/kg
is opproximataly 6 times the maximum human daily dose on @ mg/m* basis. Mutagenesis: No evidence of mutagenic potenial was observed in @ mouse
micronucleus fest, an i it chromosome aberrafion fest, or the Ames microbial mutagen fest with or without metabolic activation. /mpairment of
Fertility: In forblity studies of male and female rofs, up to 80 mg,/kg/doy orally of flvvoxamine meleate, (approximately 2 fimes the maximum human
doly dose on o mg/m? basis) had no effect on mating performance, (?umﬂon of gestation, o pregniancy rate.

Pregnancy

Teratogenic Effects: Pregnancy Category C: In terotology studies in rats and rabbits, daily oral doses of flovoxaming moleate of up to 80 and
40 mg/kg, respectively {epproximately 2 fimes the maximum human daily dose on @ mg/m* basis) caused no fetal malformations. However, in other
reproduction studies in which pregnant ros were dased through weaning there was (1) an increase in pup mortality ot birth (seen at 80 mg/kg and above
but not at 20 mg/kg), ond (2) ge(reases in postnatal pup weights (seen at 160 but not ot 80 mg/kg) and survival (seen of ol doses; lowest dose tested
= 5 mg/kg). (Boses of 5, 20, 80, and 160 my/kg ore approximately 0.1, 0.5, 2, and 4 times the maximum humen daily dose on a mg/m? bosis.)
While the results of a crossfostering study implied thot at least some of these results likely occurred secondarily to materal toxiciy, the role of o direct
drug effect o the fetuses or pups could not he ruled out. These ore no ndequate and wellcontolled studies in pregnant women. Fluvaxamine molente should
be used during pregnancy only if the potential benefit justfies the potential risk fo the fetus.

Lobor and Delivery

The effect of fluvoxemine on labor and delivery in humans is unknown.

Nursing Mothers

As for many other drugs, flovoxamine is secreted in human breast milk. The decision of whether to disconfinue nursing o to disconfinue the drug should
take into account the potential for serious adverse effects from exposure to fluvoxamine in the nursing infant as well as the potentiaf benefits of LUVOX®
{flvoxamine moleate) Tablets therapy to the mother.

Pediatric Use

The efficacy of flovoxomine melecte for the trsatment of Obsessive Compulsive Disorder wos demonstrated in o 10week mulicenter placsbo controlled
study with 120 outpatients ages 8-17. The adverse event piofile observed in that study was generally similur to that observed in adult sudies with
fluvoxamine {see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).

Decreosed appeite and weight loss have heen observed in association with the use of fluvoxomine as wel os other SSRIs. Consequently, reguler monitoring
of weight nndp growth is recommended if treatment of o child with an SSRI s to be confinued long term.

Gerintric Use

Approximately 230 pofients paricpating in contolled premarkafing stdies with LUVOX™ Tablets were 65 years of age or over. No overall differences in sefety were
ofiserved between these pofients and younger patients. Other reportad cfnical experience has not identified diferences in response between the eldery and younger
pafients. However, the clearance of Ewoxumine is decreased by about 50% in elderly compared fo younger pafients (see Phamnacokinefics under CLINICAL
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g inal ulter, gingivitis, glossitis, hemorthoids, melena, rectal hemorthage, stomafifis; Rare: biliary pain, cholecystis,
cholefthicsis, fecol incontinence, hematemesis, intestinal obstruction, jcundice. Endocrine System: infraquent: hypothyroidism; Rare: goiter. Hemsle aad
Lymphatic Systems: Infiequent: anemic, scchymosis, leukecytosis, lymphadenopathy, thiombocytapenia; Rare: leukopenia, puipuro. Metabolic and
Nutritional ‘Systems: Frequent. edema, weight guin, weight loss; Infrequent: dehydhation, hypercholesterolemia; Rore: diabetes melitus,
hypesglycemia, hyperliidemia, hypoglycemia, hypokalemi, lactate dehydroge increased. Musculoskeletal System: Infrequent: arthralgio,
arthiifs, bursifis, generalized muscle spasm, myustﬁenin, tendinous contiacture, tenosynovitis; Rare: arthrosis, myopathy, pathalogical fiochre. Nervows
System: Frequent: amnesia, opathy, hyperkinesia, hypokinesia, manic reaction, myaclonus, psychatic reaction; infrequent: eqoraphobio, okathisi, ctoxia,
CHS depression, convulsion, delifium, delusion, depersonalization, drug dependence, dyskinesia, dystonia, emotional labilit, euphoria, exiopyramidal
syndhame, gait unsteady, hallucinations, hemiplegia, hastility, hypersomnia, hypochondriasis, hypotania, hysteria, incoordination, increased salivation,
increased libido, neuralgia, paralys's, poranoid recction, phobia, psychoss, sleep disorder, stupor, twitching, verfigo; Rare: okinesia, coma, fibilltions,
mutism, obsessions, reflexes decreased, slurred speech, tardive dyskinesia, tortcolls, trismus, withdiowal syndrome. Respiratory System: fiaquent:
cough increased, sinusits; Infrequent: osthma, bronchils, epistaxs, howrseness, hyperventilafion; Rare: apnea, congestion of upper itway, hemaptysis,
hiccups, faryngismus, obstructive pulmonary disease, pneumonia. Skinz infrequent: acne, alopecia, dry skin, eczema, exfoliotive dermatits, furunculosis,
seborrhea, skin discoloration, urticaria. Special Semses: infrequent: accommodation abnormal, conjunctvits, deafness, diplopia, dry eyes, ear pain, eye
pain, mydriasis, oftis media, parosmia, photophobio, taste foss, visuahdield defect; Rare: comeal ulcer, refinol detachment. Urogenital Systews:
Infrequent: anuria, breast pain, cystits, deloyed menstrugtion, dysuric, female lactation', hematuria, menopause’, menorthagia', mefrorhagia', nochuia,
pelyuria, premenstrual syndrome', urinary inconfinence, urinary troct infection, wrinary uigency, rinafion impaired, vaginal hemrthage!, vaginits'; Rore:
kidney calculus, hy permia’, oliguria.

"Bused on the number of females. “Based on the number of males.

Non-US Postmarketing Reports

Volontary reparts of adverse events in patients taking LUVOX® Tablets that have been received since market introduction and are of unknown causal
relutionship to LUVOX® Tablets use include: foxic epidermal necrolysis, Stevens-Johnson syndrome, Henach-Schoenlsin purpura, bullous eruption, priapisin,
agranulocytosis, neuropathy, aplastic anemia, anaphylactic reaction, hyponatremia, acute renal foilure, hepafitis, and severe ckinesia with fever when
flovoxamine was coudmiistered with antipsychofic medication.

OVERDOSAGE

Refer to package insert {1 1E Rev 3/98) for overdosage informafion.

DOSAGE AND ADMINISTRATION

Refer to pockage insert (11 Rev 3/98) for dosage und adminishotion infomnafion.
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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%; nausea 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

*Parameters occurring 1% with fluvoxamine maleate.

| nicantiy fluvoxamine maleate

adolescents 25mg TABLETS 50 mg & 100 mg SCORED TABLETS

Please see brief summary of prescribing information on adjacent page. THE #1 SSR| PRESCR'BED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCI'"ATRlSTS FOR ()CD‘I
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