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luvox {fluvoxamine maleate) Tablets
Brief Summary of prescribing information (bosed on 8E1252 Rev 3/97)
See package insert for full prescribing information.
INDICATIONS AND USAGE
LUYOX Tablets ore indicated for the frentment of obsessions ond compulsions in pafients with Obsessive Comguksive Disorder (OCD), os defined in the
DSMHIFR. Obsessive Compulsive Disorder is choracterized by recuntent and persistent ideas, thoughts, impulses or images (obsessions) thet are ego-dystonic
and,/o repetitive, purposeful, and intenfianal behaviors (compulsions) thot ore recognized by the persan as excessive of unreasonable.
CONTRAINDICATIONS
Co-odministration of terfencdine, ostemizole, or cisapride with LUVOX Toblets is confraindicated (see WARNINGS and PRECAUTIONS).
LUVOX Teblefs ore contraindicated in patients with g history of hypersensitivity to fvoxamine maleate.
WARNINGS
In patients receiving another serotonin reuptoke inbibitor drug in combination with ine oxidase ishibitors (MAOIs),
there have boen reports of serious, sometimes fatol, reactions. Therefore, it is recommended that LUVOX® Tablets not be
used in combimation with a MAOI, or within 14 duys of discontiauing treatment with a MAOL. In cddition, after stopping
LUVOX® Tablets, ot least 2 weeks shoskd be cllowed before startig 0 MAOI.
Terfenadine, astemizole and dsapride are ol metabolized by the cytod P4501IIA4 isoenzyme. | d plasma

ions of ferfenadi izole and csapride covse QT prolongation and have been associuted with torsades de

s-type veniricelor fackycardia, sometimes fatal. Although it has ot been definitively demonstruted that fluvoxcmise
rampﬂmlllM inhibitor, it is Gkely to be. Consequently, it is ded that fi ine wot be used i combination
with sither terfenadine, astomizole, or dsopride.
Other Potenticlly lmportaat Drug Interactions
(Also see PRECAUTIONS - Drug Interoctions) Bemzodiazepiwes: Benzods

¥ bolized by hepatic oxidation (e.?., dprazolom, midazolom,
triazolom, etc.) should be used with coution because the clearance of these drugs is lkely o be reduced by flovoxamine. The clearance of benzodiazepines
metobolized by glucuronidation (e.g., lorazepom, oxazepam, femazepam) is unlikely fo be affected by flovoxamine. Alprazofom- When fluvoxomine
malente (100 mg gd) and alprozolom {1 mg gid) were co-administered to steady stute, plosma concenhrations and other pharmacokinefic parometess (AUC,
Cos, T} of olprozolom were approximately wice those abserved when alprazolom was odministered alone; oral clerance was reduced by about 50%. The
elovated plasma alprazolam concentrations resulted in decreased psychomotor perfanmonce and memary. This interaction, which has not been investigated
using higher dases of flwvoxamine, may be more pronounced if a 300 mg duir{edwse is coadministered, particulony since fluvoxamine exhibits nomlineor
Khmmu(okineﬁc over the dosage range 100-300 mg. If clprazolam is co-odministered with LUVOX Tablets, the inital alprazolam dosage should be ot least

uived ond fitration o the lowest effective dose is recommended. No dosage odjustment is requited for LUVOX Tablets. Diazepoms- The co-administration
of LUVOX, Toblets and diazepam is generally not odvisable. Becouse fluvoxernine reduces the clegrance of both diozepom ond its active metabelite, N
desmethyldiozepam, there is  stong likelihood of substanial accumulafion of both species during chroric co-administration. Evidence supporting the
conclosion that it is inadvisable to coadminister fovoxamine and diazepam is derived from a study in which healthy volunteers taking 150 mg/day of
fiovoxamine wese administered a single oral dose of 10 mg of diazepom. In these subjects (n=8), the clearance of dinz«mm was reduced by 65% ond
that of N-desmethyldiazepam 1o o level that was too low to measure over the course of the 2 week long study. It is ikely thas this experience siguificantly
underesfimotes the degree of accumulation that might occur with repeated diazepam adminishation. Moreover, as noted with alprazolom, the effect of
fivoxamine may even be more pronounced when it is administered of higher doses. Accordingly, diazepom and fluvexomine should not ordinarity be co-
administered. ;Lo(i(ﬁn The effect of steadystote f ine (50 m? bid) on the ph kinetics of a single dose of theophiyline {375 mg as
442 myg aminophyline) was evaluated in 12 healthy nonsmoking, mole volunteers. The clearance of theaphylline wos decreased approximately 3old.
Therefore, i theaphyline is co-odministered with fi ine maleate, ifs dose should be reduced to one third of the usual daily maintenance dose and
plosma concentations of theaphyline should be monitored. No dosage adjustment is required for LUVOX Tublefs. Warfaria: When flovoxamine maleate
(50 mg fid) wos administered concomitantly with warfarin for two weeks, warfarin plosma concenrations increased by 98% and prothrombin times were
prolonged. Thus patients receiving oral anticoogutants ond LUVOX Toblets should have their prothrombin fime monitored and their anficoogulant dose
adjusted accordingly. No dosage adjustment is required for LUVOX Tablets.

General

Activation of Mania/Hi : Duting premarketing studies involving primarity depressed patients, hrpomanin or manio accurted in opproximately
1% of patients freated with flovoxamine. Activation of mania/hypomania has also been reported in a small proportion of potients with major offective
disorder who were treated with other murketed antidepressants. As with oll anfidepressans, LUVOX Tablets should be used coutiously in pafients with o
history of mania. Sefzeres: During premorketing studies, seizures were reported in §.2% of fluvoxamine-treated patients. LUVOX Toblefs should be used
cauliously in patients with a history of seizures. It should be discontinued in any patient who develops seizures. Suicides The possibilty of a suicide attempt
is inherent in pofients with depressive symptoms, whether these occur in primary depression of in association with another primary disorder such s OCD.
Close supervision of high risk patients should accompany inifial drug therapy. Prestriptions for LUVOX Tablets should be written for the smallest quantity of
toblets consistent with good pafient management in order fo reduce the risk of overdose. Use i Patients with Comcomitant Hiness: Closely
monitored clinical experience with LUVOX Tablets in pofients with concomitant systemic iness is limited. Coution is advised in administering LUVOX Tablets
to potients with diseases or condifions that could offect hemodynamic responses or metabofism. LUVOY Tablets fiave not been evaluoted or used to any
appieciable extent in pafients with o recent history of myocardiol infarction or unstoble heart disease. Potients with these diagnoses were systematicolly
exchuded from many clinical studies during the product’s premarketing testing. Eveluation of the electrocardiogramms for patients with depression or OCD who
partcipated in premarkefing studies revealed no differences between fluvoxumine and placebe in the emesgence of clinically important ECG changes. 1
patients with liver d'zduncﬁon, flwvoxamine clearance wos decrensed by approximarely 30%. LUVOX Toblets should be slowly titrated in pafients with fiver
dysfunction during the inifation of treatment.

Information for Patieats

Physicians are advisad o discuss the following issues with potients for whom they prestribe LUVOX Tablets: Jaterference with Coguitive or Motor
Parformonce: Since any psychoactive drug may impoir judgement, thinking, or motor skill, patients should be cautioned about operating hazardous
machinery, induding outomobiles, until they are certuin that LUVOX Toblets therapy does not adversely affect their bility fo engage in such activities.
Prgmancy: Patients should be dvised to noffy their physicions if they become pregnant or intend to become pregnant during therapy with LUVOX Toblets.
Norsing: Fotients receiving LUVOX Tablefs should be odvised fo notify their physicians if they are breast feeding an infont. (See PRECAUTIONS - Nursing
Mothers.) Comcomitant Medication: Pafients should be advised o notify theit physicians i they are taking, or plan to toke, ony prescripfion o over-
the-counter drugs, since there is o potential for clinically importunt inferactions with LUVOX Tablets. Aleahols As with ather psychotiopic medications,
pofiants should be advised to ovaid alcohol while toking LUVOX Tablets. Afergic Reactioas: Pafients should be odvised to naffy their physicians if they
develop a rash, hives, or o related allergic phenomenan dusing therapy with LUVOX Tobles.

Laboratory Tests

There ore no specific laboratery fests fecommended.

nteractions
Thare have been are gostmarkefing reports describing patients with weakness, hyperreflexia, and incoordination fallowing the use of  selective serotonin
reuptake inhibilor (SSRI) and sumotriptan, i itant treatment with ipton and an SSRLS'e',E., fluoxstine, fiuvoxamine, paroxetine, serraline) is
clinicaly worronted, appropriae observarion of he patent is odvised. Potetil imteractions wi drugs that inkibit or are Metoholized by
Cyt P450 Isozymes: Bused on a finding of substantiol inferoctions of fvoxomine with cerfain drugs and limited in vitto dota for the (A4
isoenzyme, it urpeurs that flvoxamina inhibits isoenzymes that ore known fo be involved in the metabolism of drugs such gs warfusin, theophyline and
propranalol. A clinically significant fluvoxamine interaction is possible with dru?s having a norrow therapeutic ratio such as terfenadine, astemizale cisusride,
wrfurin, theophylline, certoin benzodiazepines and phenytoin, If LUVOX® Toblets are to be odministered together with a dwg that s eliminated via oxidative
mefobolism and has o narmow therapeutic window, plosma levels and/or pharmacadynamic effects of the latter drug should be monitored closely, ot least

Geriatric Use
ﬁﬁgroximurew 230 patients parfcipating in contolled premarketing studies with LUVOX Toblets were 65 years of age of aver. No overol diffecences in safety were
between these patients and younger patients. Other reported clinical experience has not identified differences in respanse between the eldedy and younger
potients. However, the cleorance of fwvoxamine is decrecsed by obout 50% in eldedy compared to younger patients {see Phamnocokinetics under (LNICAL
m]RMA[OLOGY), and greater sensifiity of some older individuols o cannot be rled out. Consequently, LUVOX Tablets should be slowly titated during mifiaion
erapy.
ADVERSE REACTIONS
Associated with Discont of T
0f the 1087 0CD and depressed patients treated with fluvoxamine maleats in contioled cliical trials conducted in North America, 22% disconfinued
treatment due to an adverse event.
Adverse events in 0CD Pediafric Population
In pediatric patients (N=57) freated with LUVOX® Tablets, the overall profile of adverse events is similar to thot seen in odult studies. Other reactions which
have been reported in two or more of the pediatic patients, and were more freguent thon in the plocebo group (N=63) were: abnormal thinking, cough
increase, dysmenorrhen, ecchymosis, emotionol lobilty, epistaxis, hypekinesio, infection, mavic reaction, rosh, sinusifis, and weight decsease.
Events for which the incidence in fluvoxamine mateate wos equal to o less than the incidence in placebo (N=63) and involved two or more of the pediatrc
study pofients were: cbdominol pain, obnormal dreams, fever, headoche, nausea, nervousness, pain, phoryngitis and rhinitis.
Incidence in Controlled Yrials - C Observed Adverse Events in Controlled Climical Triats: LUVOX Teblets hove been studied in
confrolled frials of 0CD (n=320) and depression {n=1350). In general, adverse event rates were similor in the twa data sefs. The most commonly abserved
adverse events assaciated with the use of LUVOX Tablets and tkely to be drugrelated (incidence of 5% or greater nd ot lecst twice that for plocebo) derived
from Toble 2 were: somaolence, insomaio, nervousness, hemor, nausea, dyspepsio, anorexia, vomiting, abnormol sjaculation, asthenio, ond sweafing. In
1 pool of two studies involving only patients with 0D, the following additional events were identified using the above rule: dry mouth, decreased fibido,
urinary frequency, anorgasmi, rhinifis ond faste perversion. Adverse Evenfs Occurring af on fncidence of 196: Toble 2 enumerctes adverse events
that eccurred at o frequency of 1% or more, and were more frequent than in the placebe group, omong parients reated with LUVOX Tablets in two short-
term placebo controlled OCD trinls (10 week) and depression frials (6 week) in which pafients were dosed in o range of generolly 100 to 300 mg/day.
This table shows the percentage of petients in each group who had af feast one occurrence of an event at some fime during their heatment, Reported odverse
events were classified using o stundard COSTART4osed Dictionary terminolagy. The presciber should be oware that these figures canrot be used to predict
the incidence of side effects in the course of usual medical proctice where poient choracterisfics and other factors moy difer from those that prevailed in
the clinicol tiok. Similorly, the cited frequencies cannot be compared with figures obtained from other clinical investigotions involving diffarent treatments,
uses, and investigotors. The cited figures, however, do provide the prescribing physicion with some basis for estimating the relafive canfribution of drug ond
nomdrug factors to the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controled Studies Whick are
Morkedly Different (defined as at least a two-fold difference) in Rate from the Pooled Event Rates in OCD and Depression
Placebo Coatrolled Studies: The events in 0CD studies with o twe-old decrease in rate compared to event rates in OCD and depression studies were
dysphogio and amblyopia (mosfly blurred vision). Additionally, fhere was an approximate 25% decrease in nouses. The events in OCD studies with o fwo-
fold increase in rate compared to event rotes in OCD and depression studies were: astheni, abnormol jaculofion (mosty delayed ejoculation), aniety,
infection, dhinifs, anorgasmia (in males), depression, Kbido decreased, pharyngitis, agitation, impotence, myvdbnus,/hwitch, it weight loss, leg comyps,
myagio ond urinary reention. These events are listed in order of decreasing ates in the 0CD trick.
Vitol Sign Changes
Comparisans of fluvoxamine maleate and placebo groups in separate pols of shortterm OCD and depression fricls on (1) median change from baseline on
various vital signs voriables and on (2) incidence o? potients meefing criteria for potentially important changes from buseline on various vifol signs voriables
sevealed no important differences between flovoxamine maleate and placebo.
Laboratory Changes
Comparisons of flovaxomine moteate and placebo groups in seporate pools of shortderm OCD and depression friels on {1) median change from baseline on
various serum chemistry, hematelogy, and urinolysis variobles and on (2) incidence of patients meeting ciiteri for patentially important changes from
bﬂcseﬁne on various sewum chenistry, hematology, and urinolysis variables revealed no importont diferences between fluvoxomine maleate and picebo.
ECG Chonges
Comparisons of fluvoxamine moleate and placebo groups in separate poals of shortterm OCD and depression Mials or (1) megn change from baseline on
various ECG variables ond on (2) incidence of pafients meefing criteria for patenfiolly important changes from baseline on various ECG voriobles revealed
na important ifferences between fluvoxamine maleate and placebe.
Toble 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fwvoxamine (n=892] vs. ploceba [n=778) by potients—percentoge): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chill (2 vs. 1). CARDIOVASCULAR: Palpitations (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diarchea {11 vs. 7); Constipation (10 vs. 8); Dyspepsia (10 vs. S); Anorexia (6 vs. 2); Vomifing (S vs. 2); Flatulence (4 vs. 3); Tooth Bisorder’ (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. 8); Tremor (5 vs. 1); Anxiety {5 vs. 3); Vosodilatation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased libido (2 vs. 1); Depression (2 vs.
H; (NS Stimudation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratury lnfection (% vs. 3); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweating
{7 vs. 3). SPECIAL SENSES: Tuste Perversion (3 vs. 1); Amblyopia’ {3 vs. 2). UROGENITAL: Abnomnal jaculation** (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence® (2 vs. 1); Anorgasmia (2 vs. 0); Urinory Retention (1 vs. 0).'
Events for which flovaxamine moleate incidence wos aqual to of ess than placebo are not lsted in the toble above, but include the fallowing: bdominal
poin, abnomal dreams, appefite increase, back poin, chest pain, confusion, dysmenorthed, fever, infection, log cramps, migraine, myalgia, pain, poresthesic,
?huryngiris, postural hypotension, prusitus, rash, rhinifis, thirst and finnitus. Yncludes “toothache,” “toath extraction and abscess,” ond "caries.” *Mostly
eeling worm, hot, or tlilushed. “Mostly “blureed vision. *Mostly “deloyed ejacolation.” “Incidence based on number of male pafients.
Other Events Observed During the Premarketing Evaluation of LUVOX Tablets
Duting premarketing clinical frals conducted in North America and Eurape, mulfiple doses of fluvoxamine maleate were administered for o combined totol
of 2737 patient exposures in potients suffering OCD or Mojor Depressive Disorder. Untoward events associated with this exposure were secorded by clinicol
invesfigators using descripfive teminology of Sheir own choosing. Consequently, it is not pessible fo provide a meaningful estimate of the proportion of
individuals experiencing adverse events without first grouping similar fypes of untoward events info a limited (i.e., reduced) number of standord event
categories.In the tabolations which follow, o stondard COSTARTbased Dictionary terminology has been used to classiy reported adverse ovents. K the
COSTART term for on event wos so generol as to be uninformative, it was seplaced with a more informative term. The frequencies presented, therefore,
Tepresent the proronian of the 2737 patient exposures to multple doses of fluoxamine meleats whe experienced on event af the type cited on  least
one oceasion while recewving fluvoxamine maleate. All reported events are included in the list below, with te following exceptions: 1) those events olready
listed in Table 2, which tobulates incidence rates of common odverse experiences in placebo-cantrolled OCD ond depression clinical wials, are excluded; 2)
these events for which o drug couse was considered remote (ie., neoplosia, gastrointestinal carcinoma, herpes simplex, hemes zoster, application site
teaction, and unintended pregnancy) are omitted; and 3) events which were reported in only ane pofient and judged to not be potentially serious ore not
included. It s imporfant fo emphasize that, clthough the events reported did occur during reotment with flovoxamine maleate, o causol relationship to
fiovoxamine moleate has no been estoblished. Events ore further dlossiied within body system categories und enumerated in ordar of decseasing frequency
using the following definifions: frequent adverse events are defined as those occurring on one or more occasions in ot lesst 1,/100 patients; infrequent
adverse events use those occurring between 1,/100 and 1,/1000 patients; ond rare adverse events are those occurring in less than 1,/1000 patients. Body
as o Whole: Frequent: accidental injury, molaise; Infrequent: allergic reaction, neck pain, neck rigidity, overdose, pholosensitivity reaction, suicide atfemp;
Rare: cyst, pehvic pain, sudden deoth. Cardi dor System: Frequent: h ion, | ion, syncope, tuchycardia; Infrequent: anging pectoris,
bradycordia, cordiomyopathy, cardiovascular disease, cold extremities, conduction deloy, heart fuilure, myocardial infarction, pallor, pulse rregulor, SF
segment changes; Rare: AY block, cerebrovascular accident, coronory artery disease, embolus, pericardits, phlebifis, pulmonary infasction, supraventriculor
extsystoles. ‘llh'gesl‘ive System: Frequent: elevated lver hansaminases; Inffequent; colifis, efuctation, esophogils, gastrfis, goshoenterts,

unfil steady state conditions ore reached. Plense see complete prescribing information for dations regording CNS drugs such as ine oxidase
inhibitors, olprozolom, diazepam, lorazepam, lthium, tryptophan, dozopine, clcohal, icyclic antidepressants, carbomazepine, methadone; and other drugs
on Pl o)

inal ulcer, gingvifs, glossitis, hemothoids, melena, rectol hemorthage, stomofifs; Rore: biliary pain, chelecystits,
I is, intestinal obstruction, jnupditg. E‘ndom!n SJ”{"" Infraquent: hypothyraidism; Rore: qoiter. Hemic ond

ol

is, focel i

such as wylling, propronolol and other beta-blockers, warforin, digoxin, and dilfiozem. Effects of

Smakers had o 25% increase in the metabolism of fi ine compared to kers. Ek dsi y (ECT): There are no clinical
studies establishing the benefits or sisks of combined use of ECT ond fluvoxamine maleote.

Corcimogenesis, Mutagenesis, Impal of Fi

Cordmogenesis: There is no evidence of carcinogenichy, mutogenicity of impairment of feriity with fvoxaming moleote.There was no evidence of
corcinogenicty in rats treated orally with flovoxamine maleate for 30 months or hamsters treated orally with fluvoxaming moleate for 20 (femoles) or 26
(moles} months. The daily doses in the high dose groups in these studies were increosed over the course of the study from a minimum of 160 mg/Xg to
a maximum of 240 mg,/kg in iats, and from o minimum of 135 mg /kg to o maximum of 240 mg /kg in homsters. The maximum dose of 240 mg/kg
is opproximately & fimes the maximum human daily dose on o mg/m basis. Mutagemesis: No evidence of mutagenic potentiol was observed in o mouse
micronucleus fest, on in vitro chromosome cbenafion fest, or the Ames microbial mutagen test with or without metubolic activation. Impairment of
Fertility: In fertity studies of mele ond female rafs, up 10 80 rrm/kg/dw orally of flovoxamine maleate, (opproximotely 2 fimes the maximum human
daily dose on o mg,/m basis} had no effect on mating performance, duration of gestetion, or pregnancy rate.

Preguancy

Torat Effocts - Prognancy Category C: In terotology studies in rats and rabbits, daily orol doses of flovoxamine moleate of up o 80 ond
40 m g, respectively (npproximura{y 2 times the maximum human doily dose on o mg/m? basis) coused no fetol maKormations. However, in other
reproduction studies in which pregnant tols were dosed through weaning there was (1) an increase in pup mortafty at birth (seen at 80 mg,/kg and above
but not ot 20 mg,/kg), ond (2) decreases in postnatal pup weights (seen af 160 but not ot 80 mg/kg) ond survival (seen at oll doses; lowest dose tested
=9 msﬂ/ku). {Doses of 5, 20, 80, and 160 mg kg wre approximately 0.1, 0.5, 2, and 4 fimes the maximum humon daily doss on @ mg/m? besis.)
While the results of o crossfostering study implied that ot least some of these results bkely occurred secondariy to maternal toxiciy, the role of  direct
drug effect on the fetuses or pups could not be rled out. There ure no cdequate and welkcontrolled studies in pregnant women. Flwvoxamine maleate should
be wsed during pregnancy only if the potential bensfit justifies the potentiof risk to the fetus.

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

Nursing Mothers

As for many other drugs, flovoxamine is sacreted in human breast milk. The decision of whether o disconfinue nursing o to discontinue the drug should
tuke info account the potentiol for serious adverse effects from exposure to flwvoxamine in the nursing infont as well as the potentiol benefits of LUVOX®
{fiuvoxomine maleate) Toblets therapy to the mather.

Pediatric Use

The efficacy of fwoxamine maleate for the featment of Obsessive Compulsive Disorder was demonstrated in a 10-week multicenter plocebo controlled
study with 120 outpatients ages 8-17. The adverse event profile observed in that study was generally similor to that observed in odulf studies with
fvoxamine (see ADVERSE REACTIONS).

Decreased appaite and weight loss have been observed in association with the use of fiuvoxomine os well s other SSRIs. Consequently, regular monitoring
of weight and growth is recommended i treotment of a child with an SSRI s to be continued long tetm.
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Lymphatic Systems: infrequent: anemia, ecchymosis, leuk "kare:leukoreniu, purpura, Mef

Notritionol Systems: Froquent: edemo, weight goin, weight loss; fnfrequent: dehydrotion, hypercholesterolemio; Rove: diabetes melltus,
hyperglycemia, hyperlipitemic, hypoglycemia, hypokelemia, lncate deh incrensed. Musculoskeletal System: Infraquent: urthralgio,
arhis, bursits, generoized musdle spasm, myasthenio, tendinous contactue, tenosynovits Rave: arthrass, myopothy, patholagicol frochue, Nervous
gm Frequent: amnesia, apathy, hyperkinesia, hypokinesia, manic reaction, myodlancs, psychotic reaction; ftfequant: agoraphabic, okathisic, etuxio,

pession, convulsion, delirium, delusion, depersonclizofion, drug dependence, dJskinesin, dystonia, emotionat lability, euphoria, extopyromidal
syndrome, gait unsteady, hallucinafions, hemiplegia, hostilty, hypersomic, hypochondricsis, hypotenia, hysteria, incoordination, increased salivation,
incregsed libido, neurolgia, paralysis, porancid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertige; Rare: okinesia, coma, fibrillaions,
mutist, obsessions, reﬁexes decreased, slured speach, turdive dyskinesio, torficolls, tismus, withdrowol syndrome. Resplratory System: Frequent:
cough increased, sinusitis; #nfreguent: asthma, bronchifis, epistoxis, hoorseness, hyperventilation; Rare: apnao, congestion of upper cirwoy, hemaptysis,
hiceups, faryngismus, obstructive pulmonary disease, pneumonia. Ski: infrequent: acne, alopecic, dry skin, eczema, extoliative dermatits, furunculosis,
seborthea, skin discoloration, urticaria. Special Senses: Infraquent: accommodation obnormal, conjunchivits, deatness, diplopio, dry eyes, ear poin, eye
pain, mydriasis, fiis media, porosmio, photophobio, faste loss, visual field defect; Rare: comeal ulcer, refinal detachment. Urogesital System:
Infrequent: anuria, breast pain, cystits, delayed menstruation', dysurio, female loctation', hematurio, menopause!, menarthagia', meNorthagio’, nocturi,
polyuria, premenstrugl syndrome', rinary incontinence, urinary fract infection, urinary urgency, urination impaired, vaginal hemorrhage', vaginifis'; Rore:
kidney colcudus, b o', oligurio.

"Based on the number of females. “Based on the number of moles.

Non-US Postmarketing Reports

Vohuntury teports of adverse events in patients tuking LUVOX Tablets that have been recaived since market inroduction and are of unknown causal
telotionship to LUVOX Toblets use include: toxic epidermal necralysis, Stevens-dohnson syndiome, HenochSchoenlein purpura, bulous eruption, priapism,
ageanulocytosis, neuropathy, aplostic anemia, anaphylactic reaction, hyponatremia, acule renal faiure, hepofitis, and severe okinesia with fever when
fi ine was co-administered with anfipsychofic medicafion.

CAUTION: Federal low prohibits dispensing without prestripfion.

Reference: 1. Data on file, Solvay Pharmaceuticals, Inc.
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INTRODUL‘ING A NEW INDICATIUN %
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Jf childnood OCD

LUVOX?® Tablets—the first SSRI indicated for
obsessive compulsive disorder in children and adolescents

ﬂuvoxamlne maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

An SSRI for treatment of
obsessions and compulsions

» Concomitant use of LUVOX® Tablets and monoamine oxidase inhibitors is
not recommended.’ Fluvoxamine should not be used in combination with
terfenadine, astemizole or cisapride.

» Decreased appetite and weight loss have been observed with the use of
fluvoxamine as well as with other SSRIs. Regular monitoring of weight
and growth is recommended.

Please see brief summary of prescribing information on adjacent page.
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