®
I-uvox {fluvoxaming maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Briof Summary (For full Prescribing information and Patient Information, refer to package insert.)

INDICATIONS AND USAGE
LUVOX® Tablets are indicated for the treatment of obsessions ond compulsions in adults and children and adolescents {ages 8-17) with Obsessive Compulsive
Disorder {OCD), as defined in the DSMAHR.
CONTRAINDICATIONS
Cogdminishation of terfenadine, astemizole, or cisapride with LUVOX® Tablets is contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX® Tablets are contraindicated in patients with a histary of hypersensitivity to fuvoxaming maleate.
WARNINGS
In patients receiving another serotonin revptake inhibitor drug in combination with ine oxidase inhibitors (MAOI),
there have been reports of serious, sometimes fatal, reactions. Some cases presented with foatures resembling nevroleptic
molignont s‘indnm. Thersfore, it is recommended that LUVOX® Tablets not be vsed in combination with o MAO, or within
14 days of discontinuing treatment with a MAOL. After stopping LUVOX® Tablets, ot least 2 weeks should be allowed before
starting ¢ MAOI.
Terlenadine, ustemizole and dsapride are ol P450111A4 isoenzyme. | d plasma
ions of ferfenodi izole and cisapride couse QT gation and have been d with torsudes de
pointes-type ventriculor tachycardia, sometimes fatal, Aithough it has not been definitively demonstrated that fluvoxamine
is  potent HIA4 inhibitor, it is Iikely fo be. Consequently, it is ded thet fl ine not be used in combination
with either terfenadine, astemizole, or cisapride.
Other Potenticlly Importont Drug Interactions
(Also see PRECAUTIONS - Drug Interactions) Benzodiazep D d by hepatic oxidation (e.q., dlprozolam, midezolom,
triazolam, etc.) should b used with coution becausa the clearance of these drugs is ikely to be reduced by fi ine. The c?eurunte of benzodiazepi
metobolized by glucuronidation (e.g., lorazepam, oxazepam, temazepom) is unlikely to be cffected by f Alp
maleate (100 mg qd) and alprazolom (1 mg gid) were co-dministered to steady state, plasma concentrations and ofher pharmacokinefic parameters (AUC,
Cou, 1) of alprazolam were approximately twice those observed when alprazelom wos administered dlone; oral clearance was reduced by about 50%. The
elevated plasma olprozolom concentiafions resulted in dscieased psychomotor performance ond memory. This interoction, which hos not been investigated
using higher doses of fluvoxamine, may be more pronaunced if a 300 mg daily dose is inistered, particulorly since fi ing exhibits non-inear
pharmacokinetics over the dosage range 100-300 mg. If alprazolam is co-administered with LUVOX® Tablefs, the inifiol olprozolom dosuge should be of
least halved ond fitration fo the lowest effective dose is recommended. No dosage odjustment is required for LUVOX® Tablets. Diazepams The co-
administretion of LUVOX® Tablets ond diazepom is generally not advisuble. Because flovoxamine reduces the clearance of both diazepom and its active
metobolite, N-desmethyldiazepam, there is o stong likelihood of substantial accumulation of both species during chranic co-administration. Theopltyflime:
The effect of steadystate flwvoxamine (50 m1 bid) on the pharmacokinetics of a single dose of theophylline (375 mg os 442 mg aminophyline) was
evaluated in 12 healthy nonsmoking, male volunteers, The clearance of theaphyline was decreased approximately 3-fu?d, Therefore, if theaphyline is co-
odministered with flovoxamine moleate, its dose should be reduced to one rzird of the usual dally meintenance dose and plosma concentrations of
theophyline should be monitored. No dosage adjustment is required for LUVOX® Toblets. Warfarin: When fluvaxamine moleate (50 mg tid) wos
administered concomitantly with warforin for two weeks, warfarin plosmo concentratins increased by 98% and prothrombin fimes were prolanged. Thus
patients raceiving oral anficongulants and LUVOX® Toblets should have their prothrombin time monitored and their anficoagulant dose adiusted accordingly.
No dosage odjustment is reqired for LUVOX® Tablets.
PRECAUTIONS
General
Adtivation of Mania/H) ia: Duting premarketing studies involving primarily depressed pafients, hypomania or mania occurred in approximately
1% of patients treated with Huvoxnmine. Activation of mania,/hypomania has also been reported in a smuﬁ roportion of pafients with mejor affective
disosder who were treated with other morketed onfidepressons. As with oll anfidepressants, LUVOX® Tablets sﬁould be used coutiously in potients with o
history of mania. Sefzures: Dufing rremurkeﬁng studies, seizures were reported in 0,2% of fluvoxaming-eated potients. LUVOX® Tablets should be used
cautiously in patients with a histary of seizures. H should be discontinued in any patient who develops seizures. Suicide The possibili? of o suicide ctfempt
is inherent in pafients with depressive symrmms, whether these occur in primory depression or in association with another primary disorder sych as OCD.
Close supervision of high risk pofients should accompany inifal drug therapy. Prescriptions for LUVOX® Toblets sheuld be wiitten for the smallest quantity of
toblefs consistent with good patient management in arder to reduce the risk of overdose. Use in Patients with Concomitant Hiness: Cosely
monitored clinicaf experience with LUVOX® Toblets in patients with concomitant systemic illness is fimited. Coufion is odvised in administering LUVOX®
Tablets fo petients with dissases of conditions that could affect hemodynamic respanses or metabolism. LUVOX® Tablets hove not been evoluated or used
to any appreciable extent in patients with a recent history of myocardial inforction or unstoble heart disease. Patients with these diagnoses were
systematically excluded from many clinical studies during the product’s premarketing testing. Evaluation of the electiocardiograms for patients with
depression or OCD who porticpated in i)remurkering studiies revealed no dferences %elween fluvoxomine and placebo in the emergence of clinically
important ECG chonges. In patients with liver dysfunction, fluvoxamine clecrance was decreased by approximately 30%. LUVOX® Tablets should be slowly
firiated in patients with fiver dysfunction during the inifafion of trectment.
Information for Patients
Physicians are advised 1o discuss the following issues with paients for whom they prescribe LUVOX® Tablers: faterference with Cognitive or Motor
Performance: Since any psychoactive drug may impair judgement, thinking, or mofor skills, pafients should be cautioned about operating hazordeus
machinery, including cutomobiles, unfil they ore certain that LUVOX® Jablets therapy does nat adversely affect their obilty o engage in such acfvities.
Pragnancy: Pafients should be advised fo notify their physicians if they become pragnant or intend to hecome pregnant during therapy with LUVOX®
Tablets. Nursing: Patients receiving LUVOX® Tablets should be advised to nofiy their physicions if they are breast feeding an infant. (See PRECAUTIONS
- Nursing Mathers.) Concomitan? Medication: Patients should be advised fo nofity their physicians if they are taking, or plan to toke, any prescription
o over-he-counter drugs, since there is a potenticl for clinically important inferactions with LUVOX Tablets. Afcakiol: As with other psychotropic medications,
patients should be advised to avoid alcahol whil toking LUVOX® Toblats. Alfergic Reactions: Patients should be odvised to nofify their physicians if they
develop a rash, hives, or g reloted llergic phenomenon during therapy with LUVOX® Tablets.
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Laboratory Tests

There are no specific laboratory tests recommended.

Drug Interactions

Potential interactions with that inhibit or are Metabolized by Cytochrome P450 I Multple hepafic cytochrome P450

{CYP450) enzymes are involved in the oxidative biotransformation of a large number of structurelly different drugs and endogenaus compounds. The
available knowledge concerning the relafionship of fluvoxamine and the CYP450 enzyme system has been obtained mostly from phermacokinefic inferaction
studies conducted in healthy volunteers, but some preliminary i viro data are dlso uvuiléllse. Based on a finding of substontiol interactions of fluvoxamine
with certain of these and limited in vitto data for the A4 isoenzyme, it appears that fluvoxamine inhibits isoenzymes that are known to be involved in the
metobolism of drugs such as warfarin, theophyline ond propranolol. A clnically significant fluvoxamine interaction is possible with drugs having a narow
therapeuti ratio suh os tefencdine, astemizole, or cisopride, warfarin, theophyline, certtin benzodiazepines and phenytoin. If LUVOX® Tablets are to be
oministered ogether with o drug thot is eliminoted vio oxidative metobolisr and hos o narrow thesapeutic window, plosma levels and /or phermacodynomic
effects of the later drug should be monitored closely, at least unfi steady-state conditions ore reached. CNS Active Drugs: Please see complets
presciibing information for recommendations regarding CNS drugs such as monoamine oxidase inhibitors, alprazolom, diozepam, oleohol, corbamazepine,
dlozapine, lithium, lorazepom, methadone, sumatriptan, facrine, tricyclic antidepressants, fryptophen; umr other drugs such as theophylline, werarin,
digoxin, diffiozem, propanolol and other beterblockers, Effects of Smoking on Fluvoxamine Metabolism: Smokers hod 0 25% increse in the
metabolism of flwvoxamine compared to kers. Ek fsi y (ECT): Thera ore no clinical studies estabiishing the benefits o risks
of combined use of ECT ond flvoxaming maleate.
. M i ol

g g P of Fertility

Carcinogenesis: There is no evidence of carcinogenicity, mutegenicity or impairment of fertiity with fluvoxaming maleate. There was no evidence of

carcinogenicity in rafs freated orally with fluvoxamine maleate for 30 manths or hamsters teated arally with fluvoxamine moleate for 20 (females) or 26

{mlas) months. The daily doses in the high dose groups in these studies wers increased over the course of the study from @ minimum of 160 mg/kg fo

a maximum of 240 mMg in rafs, and from  minimum of 135 mg,/kg to o maximum of 240 mg/kg in hamsters. The maximum dose of 240 mg/kg

is oppreximately 6 fimes the maximum buman daily dose on a my/m' basis. Mutagenesis: No svidence of mutagenic potential was observed in a mause

mictonucleus fest, an in vitto chiamosome aberration fest, or the Ames microbial mutagen fest with or without metabolic octivation. impairment of

Fertility: n fertiity studies of mate and femole rats, up o 80 mg/kg/day orally of fluvaxomine maleate, (pproximately 2 fimes the maximum human

daily dose on 0 mg/m? busis) had no effect on mofing performance, é]umtion of gestation, or pregnancy rate.

Pregnoncy

Teratogenic Effects: Prognancy Category C: In terafology studies in rats ond rabbits, daily orel doses of flovoxamine maleate of up to 80 and

4 mmrespecﬁvely (appraximately 2 fimes the maximum human daily dose on o mg/m? basis) caused no fefcl malformations. However, in other

reproduction studies in whicﬁ pregnant rats were dosed through weaning there was (1} on increase in pup mortality at birth (seen of 80 mg/kg and above

but not ot 20 mg/kg), ond (2) gecreuses in postatal pup weights (seen of 160 but not at 80 mg/kg) and survival (seen at all doses; lowest dose tested

=5 m&/kg). (Doses of 5, 20, 80, and 160 mg/kg are approximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on @ mg/m? bosis.)

While the results of a crossostering study implied that ot least some of these results lkaly occurred secondarly to maternal toxicity, the role of @ direct

drug effect on the fetuses or pups could nat be ruled out. There are no adequote and wellcontrolled studies in pregnant women. Fluvaxamine malegte should

be used during pregnancy only f the potential benefit justifies the potential risk to the fefus.

Lobor and Delivery

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

Norsing Mothers

s for many other drugs, fluvaxamine is secreted in human breast milk. The decision of whether to discantinue nursing o to discontinue the drug should

fake into account the potential for serious adverse affscts from exposure to Fuvoxamine in the nursing infant s well es the potential benefits of LUVOX®

(flovoxamine maleate) Tablets therapy to the mother.

Pediatric Use

The efficacy of fuvoxamine molegte for the treatment of Obsessive Compulsive Disorder was demonshrated in a 10week muliicenter placeba controlled

study with 120 outpatients ages 8-17. The adverse event profile observed in that study wos generolly similar to that observed in odult studies with

fluvoxamine {see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).

Decreased ap(s)srite and weight loss have been observed in assaciation with the use of fluvoxamine as well as other SSRIs. Consequently, regular monitoring

of weight and growth is recommended it reatment of a child with an SR is to be confinued long term.

Geriatric Use

ﬁmoximmely 230 patients parficipafing in controdled premarkefing shudies with LVOX® Tablsts were 65 yers of age or over. No overall differences in safety were
rved between these patients and younges patients. Other reparted clinical experience has not identified differences in response between the elderly and younger

potients. However, the clearance of flwvoxamine is decreased by about 50% in eldedy compared to younger patients {see Phomacokinefics under CLINICAL
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PmRMACOLOGY), and greater sensifvity of some older ndividuals alse cannt be rued ou, Consaguentty, LUVOX® Tablets snoukd be slowy fftted duving inificken

of therapy.

ADVERSE REACTIONS

Associated with Discontinuation of Tr

Of the 1087 0CD und depressed patients freated with fluvaxamine moleate in controlled clinical trials conducted in North Americo, 22% disconfioued
regtment due o on adverse event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LVOX® Tablfs hove been shdied
in controlled trials of OCD {N=320) and depression (N=1350). In general, advarse event rctes were similar in the fwo dota sets os wel us in the pediefc
0CD study. The most commonly abserved adverse events associoted with the use of LUVOX® Tablets and likely to be drugelated (incidence of 5% or poter
and of least twice that for placebo) derived from Table 1 were: sommolence, insomnia, nervousness, tremor, naused, dyspepsia, anorexio, vomiting
abnorma ejaculation, asthenia, and sweafing. In q pool of hwo studies involving only patients with OCD, the following additional events were identified
using the above ruie: dry mouth, decreased filido, urinary frequency, anorgasmia, rhinitis and fuste perversion In @ study of pediatric pafients with 0CD,
the following addifional events wese identified using the above rule: agitafion, depression, dysmenorrhea, flatulsnce, hyperkinesio, and sash.

Adverse Events Occurring of an Incidence of 1%: Tuble 1 enumerates adverse events that occurred af a frequency of 1% or more, ond were
more frequent than in the placebo group, amang patients freated with LUVOX® Tablefs in two shorterm placebo controlled OCD tricks (10 week) ond
depression tiials (6 week) in which patients were dosed in o range of generally 100 to 300 mgy/day. This table shows the percentage of patierts in soch
group who hod at laast one occurience of on event at some fime during their frsatment. Reported adverse events were clossied using o stondard COSTARF
based Dictionary terminology. The prescriber should be aware that these figures cannot be used to predict the incidence of side effects i the course of usual
medical practice where pafient characteristics and ofer factors may differ fiom those that prevailed in the clinicol trials. Similorty, the cited equendes
cannet e compared with figures abtained fram other cliical investigations invalving different traatments, uses, and investigators. The dited figuras, however,
do provide the prescribing physician with some basis for estimating the relafive contibution of drug and non-drug factors fo the side-effect incidenxe rete ia
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 pofients—percentage): BODY AS WHOLE: Heodache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR Palpitutions (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Diarrhea (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia {10 vs. 5); Anorexio (6 vs. 2); Vomifing (5 vs. 2); Fiatulence (4 . 3); Tooth Disorder’ (3 vs. 1);
Dysphogia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); lnsamnia (21 vs. 10); Dry outh (14 vs. 10); Newvausness (12 vs. S); Oizziness (11
vs. 8); Tremar (5 vs. 1); Anxiety (5 vs. 3); Vosodilotation® (3 vs. 1) Hypertonia (2 vs. 1) Agitotion (2 vs. 1); Decreased Libido (2 vs. 1); Depession {2 .
1); (NS Stimuation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dyspnen (2 vs, 1); Yown (2 vs. ). SKIN: Sweating
{7 vs. 3). SPECIAL SENSES: Tuste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnormal Ejaculation® (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence® (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retention (1 vs. 0).

"Events for which flwoxaming maleate incidence was equal fo or less than placebo are ot listed in the table above, but include the following; obdominel
pain, abnormal dreams, appeite increase, back pain, chest poin, confusion, dysmenorrhea, fever, infection, leg cramps, migrcine, myolgio, poin, paresthesia,
?hmyngiﬁs, pastucal h?potensiun, puuitus, rash, chinifs, thirst and finoitus. “Includes “toothache,” “taoth extraction and abscess,” and “caries.” *Mastly
eeling warm, hat, or flushed. ‘Mostly “blurred vision.” *Mastly “deloyed ejoculofion. “Incidence based on number of male pafients.

Adverse Events in OCD Placebo Controlled Studies Which are Markedly Differont (defined as at least a two-fold differswce)
in Rate from the Pooled Event Rutes in OCD and Depression Placebo Controlled Studies: The events in 0CD studies with o tworfold
decrease in rate compared fo event rates in OCD and depression studies were dysphagio ond amblyopia (mostly blurred vision). Additionally, there wos on
approximate 25% decrease in nousea. The events in OCD studies with o two-old increase in rate compared o event rates in 0CD ond depression shidies
were; asthenic, obnormal ejaculotion (mostly delayed ejaculation), anxiety, infection, hinifis, anorgasmia (in males), depression, fbido decreased
pharyngti]ﬁs,oa[g{mm;n, impatence, myadonus,/twitch, thirst, weight loss, leg cramps, myalgia and winary retention. These events are listed in arder of degaming
ates in the OCD frials.

Other Adverse Events in OCD Pediatric Population. In Pediafic pofients (N=57) freated with LUVOX® Tablefs, the overall profile of adverse events s
similir to that seen in adult studies. Other reactions which have been reported in twa or more peditic pafients, and were mote frequent than in the plocebo group
qroup were: abnormol thinking, cough increase, dysmenorrhea, ecchymosis, emational lablity, epistuxis, hyperkinesia, infection, mani reaction, rash, sinusi, ond
weight decrease.

Vitaf Sign Changes

Comparisons of fluvoxamine maleate and placebo groups in separate pacls of shortterm 0CD and depression ticks on (1) medion change from baselive s
various vital signs variables and on (2) incidence of patients meeting crieria for potenfially important changes from baseline on various vital sigrs varicbles
revealed no important differences between fluvoxoming maleate and placebo.

Laboratory Changes

Comparisans of fluvbxamine maleate and placsbo groups in separate pools of shortHerm OCD and depression trals an (1) median chang from baseline on
various serum chemisty, hematology, and urinolysis variobles and on (2) incidence of pafients meefing criteria for potentiolly important changes fiom
buse!ila on various serum chemistry, hematology, and urinalysis variobles revealed no important differences between fluvoxamine maleate and plocebo.
ECG Changes

Comparisons of fluvoxaming maleate and placebo groups in seporate pools of shorterm OCD and depression triaks on (1) meon change from baselie on
vorious EC6 variobles and on (2) incidence of pafients mesting criteria for potenfially important changes from baseline on various ECG variables revealed
no important differences between fluvoxamine maleate and placebo.

Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets

During premorketing clnicol friols conducted in North America and Eurape, muliple doses of fluvaxamine malsate were administered for a combined tofol
of 2737 patient exposures in patients suffering OCD or Major Depressive Disordsr. Untoward events associated with this exposure were recarded by clinical
invesfigators using descriptive ferminology of their own chosing. Consequently, it s not possible to provide o meuninﬂful estimate of the proportion of
individuals experiencing adverse events without first grouping similer types of untoward events info  limited (.e., reduced) number of standord event
categories. In the rubu%aﬂons which follow, a standard COSTART-based Dictionary terminology has been used to closify reported adverse events. If the
COSTART term for an avent was $o general s to be uninformetive, it was replaced with a more informative term, The frequencies presented, therefose,
represent the piaportion of the 2737 patient exposures to mulfiple doses of fluvoxemine maleate who experienced an event of the type cifed on of least
one occasion while receiving fluvoxaming maleate. All reported events are included in the list below, with the following exceptions: 1) those events already
listed in Toble 1, which tabulates incidence rotes of comman adverse experiences in placebe-controlled OCD ond depression dlinicol rils, are excluded; 2)
those events for which a drug couse was considered remote (i.6., neoplasia, gastrointestinal carcinoma, herpes simplex, herpes zoster, application site
eqction, and unintended pregnancy) ore omitted; and 3) events which were reported in only one patient and judged to not be potenticly seriaus are not
included. It is importont to emphasize that, although the events reported did occur during treatment with flovoxamine moleate, a cousal relotionship to
fluvoxomine moleate has not besn estoblished. Events are further classified within body system cotegories and enumerated in order of decreasing frequency
using the following definifions: frequent adverse events ore defined os those occurring on one o more occasions in at least 1,/100 pofients; infrequent
adverse events ore those occurring between 1,/100 and 1,/1000 patients; and rore adverse events are those occurring in ess than 1,/1000 patients. Body
as a Whole: Frequent: accidentul injury, malaise; Infrequent: ollergic reaction, neck pain, neck rigicity, overdose, photosensitiity reoction, suicids aftempt;
Rare: tyst, pelvic pain, sudden death. Cardiovascular System: Freguent: hypertension, hypotension, syncope, tachycardio; /afrequent: angine pectors,
brotyeordio, cordiomyapathy, cordiovastular disease, cold extremities, conduction deloy, heart follore, myocardial infurction, paller, pulse megulor, ST
segment changes; Rare: AV block, carebrovoscular accident, coronary artery disease, embolus, pericarditis, phlebifis, pulmonary infarction, suproventriculor
extrosystoles. Digestive System: Frequent: elovated liver ransaminases; Infiequent: colifs, eructafion, esophagifs, gostrifs, gustroenteris,
goshointestingl hemorthags, gastiointestinal uler, gingvits, glossifis, hemarthaids, melena, rectal hemarthage, stomatifis; Rure: biiary pain, chodecystis,
holelithiasis, fecal incontinence, h is, infestinal obstruction, juundice. Endocrine System: Infrequent: hypothyroidism; Rore: gaiter. Homsic and
Lymphatic Systems: Infiequent: anemia, ecchymos's, leukoeytoss, lymphadenopathy, trombocytopenia; Rare: leukopenia, purpure. Metabelic and
Izmiﬁonal Systoms: Frequent: edema, weight guin, weight loss; Infiequent: dehyduotion, hypercholesferoremiu; Rore: diabetes mellitus,
yoerglycentia, hyperlpidemia, hypoglycemia, hypokalemia, lactate dah increased. Musculoskefetal System: Infraquent: achvalgio,
arthits, bursifs, generalized muscle spasm, myasthenis, tendinous contracture, tenosynovits; Rore: arthrosis, myopothy, pothological acure, Nervous
System: Frequent: omnesia, apathy, hyperkinesia, hypokinesia, manic reaction, myoclonus, psychotic reaction; fnfrequent: agorapnobia, akathisio, otaxia,
cﬁs depression, convulsion, defirium, delusion, depersonalization, diug dependence, dyskinesio, dystonic, emotional ability, euphia, extrapyramidal
syndrome, gait unsteady, hallucinations, hemiplegia, hostilty, hypersomnia, hypochonlfiusis, hypotonic, hysteria, incoordincion, inueased salivtion,
incraased fibido, neurdlgia, paralysis, poranoid reaction, phobic, psychosis, sleep disorder, stupor, twitching, vertigo; Rare: akinesic, cama, fibilations,
mutism, absessions, reflexes decieased, slurred speech, tardive dyskinesia, torticolis, rismus, withdrawal syndrome. Respiratory System: Fraquent
cough increased, sinusifis; Infrequent: osthma, bronchitis, epistoxis, hoarseness, hyperventlation; Rare: opnea, congestion of upper irway, hemoptysis,
hiccups, foryngismus, obstuctive pulmonary disease, pneumanio. Shin: infrequent; acne, dlopecia, dry skin, eczemo, exfoliotive dermatifs, furunculasis,
seborrhed, skin discoloration, urticaria. Special Senses: Infrequent: accommodation abnormal, conjunctivifis, deafess, diplopio, dry eyes, eor pain, eye
pain, mydriosis, ofitis media, parosmia, photophobia, taste loss, visval field defect, Rare: comeal ulcer, refinal defochment. U jtal System:
Infrequent: anuria, breast pain, cysfifis, delayed menstruation', dysuria, female loctation’, hematuria, menopause!, menarthagia', metronhagia', nodtura,
Eolyuriu, I)remensrruul syndiome, urinary incontingnce, urinary fract infection, urinory urgency, urination impaired, vaginel hemarhage’, voginitis'; Rore:
idney colculus, h i, oliguria.

"Based on the number of femles. “Based on the number of males.

Non-US Postmarketing Reports

Voluntary reports of adverse events in patients toking LUVOX® Tablets that have been received since market introduction and are of unknown causal
relofionship to LUVOX® Tables use include: toxic epidermal necrolysis, Stevens-lohnson syndrome, Henoch-Schoenlein purpura, bullous eruption, priapism,
agranulocytasis, neurapathy, aplosfic anemia, anaphyloctic reaction, hyponatremia, ocute rencl failwe, hepatifs, ond severe okingsia with fever when
fluvoxamine wos coadministered with antipsychofic medication.

OVERDOSAG!

Refer to packoge insert (11E Rev 3/98) for overdosage information.

DOSAGE AND ADMINISTRATION

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

R only
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Reference: 1, Data on file, Solvay Pharmaceuticals, Inc.
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OCD IS AN

ANXIETY DISORDER Emergi“g
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'
¥ 2% vs 1% for placebo

LOW INCIDENCE OF SEXUAL DYSFUNCTION'

v 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%

v 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 21% with fluvoxamine maleate.

L U V C)><®
The first SSRI 4

WD it fluvoxamine maleate

adolescents 25mg TABLETS 50 mg & 100 mg SCORED TABLETS

Please see brief summary of prescribing information on adjacent page. THE #1 SSRl PRESCR'BED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCHlATRISTS FOR OCD1
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