®
lUVOX {fluvoxaming moleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summory {For full Prescribing Information and Patient Information, refer to package insert.}

INDICATIONS AND USAGE
LUVOX® Toblets are indicated for the treatment of obsessions and compulsions in adulfs and children ond adolescents {ages 8-)7) with Obsessive Compulsive
Disorder (OCD), as defined in the DSAHIFR.

CONTRAINDICATIONS
Coadministration of tefenadine, ustemizale, cisopride, or pimozide with LUVOX® Tablets is contsindicated {see WARNINGS and PRECAUTIONS).
LUVOX® Toblets ore contraindicated in patients with o history of hypersensitivity to flovoxoming maleate.

WARNINGS
In patients receiving another serotonin reuptake inhibitor drug in combination with oxidase inhibitors (MAOI),
tlure have Imn reports of serious, sometimes fatal, reactions. Some cuses presented with features resembling neuroleptic
Therefore, it is ded that LUVOX® Tublets not be use in combination with a MAOJ, or within
14 d'uys of di iscontinuing treatment with a MAOL After stopping LUVOX® Tablets, t least 2 weeks should be allowed before
starting a MAOL
Terfenadine, ustemizole, tlsupnde, and pnnozlde are all metabolized by the cytochrome P450111A4 isozyme. Increased plasma
dsapride, and pimozide cause QT prolongation and have been associated with
torsades de pointes-type ventriculor tachycardia, sometimes fotal. Although it has not been delmmvoly demonstrated that
ﬂwoxnmme is a potent [IA4 ml\lbllor, it is likely 1o be, Consequently, it is d that ine not be used in
with either terf le, disopride, and pimozide.
Other Potentially Important Drug Interactions. (Ao see PRECAUTIONS - Drug Interoctions) Benzodiozepines: Benzodiozepi
by hepatic oxidafion {e.g., oprazolam, midazolam, tizolom, etc) should be used with couton because the clecrance ofthese drugs s fikely 1 be reduced
hy ﬂuvoxamlne The (Ieurnnce o henzodmzeplnes mefobolzed by glucuronidation (e.g., lorazepam, oxazepa, temazepom) is uriikely to be affected by
Wher maleste (100 mg qd) ond alprazolom (1 mg qid) were co-udministered fo steady state, plosma
concentofions ond ofher pharmocokinetic parometers (AUC, G, T) of alprozelam were opproximately twice those observed when alprazolam was
administered olone; oral clearance was reduced by obout 50%. The elevated plosma alprozolom concentrations resulted in decreased psychomotor
performance and memory. This interaction, whlch hos not been invesfigoted using higher doses of fuvoxamine, moy be more pronounced if ¢ 300 mg daily
dose s coadministered, parficuforly since fi ine extibits noninear pt kinetics over the dosuge range 100-300 mg. If alprazolom is co-
administered with LIVOY® Tablets, the iniiol olprozolom dosage should be at least halved and titation to the lowsst effective dose s recommended. No
dasage adjustment is required for LUVOX® Tobets. Diazepam: The co-udminishation of LIVOX® Tablets and diazepom is generally not advisable. Because
flvvoxamine reduces the clearance of both diazepam and s active metobolite, N-desmethyldiazepam, there is a strong ikelibood of substential occumetation
of both species during chranic coadministraion. Evidence supporting the conchusion that it is inadvisable fo co-administer fluvoxamine and dizepam is
derived Hrom a study in which healthy velunteers taking 150 mg/doy of Huvoxamine were administered o single oral dose of 10 mg of diazepom. In these
subjects (N=8), the dearance of diazepam was reduced by 5% and that of N-desmethyldiozepom to o level that was oo low 1o measure aver the course
of the 2 week long study. It is ikely that this experience signficantly underestimotes the degres of accumulafion that might occur with repented diozepam
administration. Moreover, os nofed with clprozolorm, the effect of fluvoxomine may even be more pronounced when it is administered ot higher doses.
Accordmgb/ dlazepum and fiwoxamine should not ordinarly be co-administered. Theophyline: The effect of steady-state fluvoxamine (50 mg bid) on
the of a single dose of theophylline (375 mg as 442 mg aminophylling} was evulumed in Zheahhy nonsmoking, male voiunteers. The
clearance of theaphylline wos decreased approximately three-fold. Therefore, if th i i

hl maleate, its dose shauld
be reduced to one third of the usucl daily mai dose ond plasma of herl should he monitored. No dosage adjustment is
required for LUVOX™ Tablets. Warferin: When fluvoxamine mulente (50 mg tid) was odministered concomitontly with warfarin for two weeks, warfarin
plosma concentrations increased by 98% ond prothrombin fimes were: prolonged. Thus pafients receiving oral anficoagulonts and LUYCX® Tobles should

have their prothrombin time manitored and their anticoogulont dose adjusted accordingly. No dosage adjustment is required for LUVOX® Tablefs.

PRECAUTIONS
Gvnefol

/H " |

During ing studies invalving pimarity depressed patients, hypomania or monia occurred in uppr(mmmely

1% of pnhems heuted wnh  fivvaxamine. Acivoion of mania/hyaomanin has also been reported in o small propartion of pafients with mojor offecive
disorder who were treated with other murketed onfidepressans. As with ol ontidepressonts, LUVOX™ Tablets should be used caufiously in patients with o
History of mania. Seizures: During premarketing stuies, seizures were reported in 0.2% of flovoxamine-reated pafients. LUVOX® Tablets shauld be used
caufiausly i patients with o istory o seizures. i should be disconinved n ony patient who develops seizures. Swicides The possibilty of a suicide otfempt
isinherent n potients with depressive sympfoms, whether these occur in primary depression or in assodafion with enother primory cisorder such s 0CD.
Clse supervision of high risk patients should accompany inifil drug therapy. Prescriptions for LUVOX™ Tablets should be witten forthe smallest quontity of
tablets consistent with good pafient management in ordes to reduce the risk of overdose. Use in Patients with Concomitant Hiess: Closely
monitred clinical experience with LUVOX® Tablets in patients with cancomitant systemmic ilness i limited. Caution is advised in odministering LUVOX® Toblets
o patients with diseases or conditions that could offect hemedynornic respanses or mefabalism. LIVOX® Tablets have not been evaluated of used fo any
appreciable extent in patients with o recent history of myacnrJ;nl infarction or unstable heart disease. Potients with these diagnoses were systematically
excluded from mony clinicol studies during the producy's premarketing festing. Evaluation of the electrocordiograms for patients with depression or 0CD who
partcipated in premorketing studies revenled no differences between fuvoxeming nd placebo in the emergence of clinically importunt ECG changes. In
patients with fiver dysfunction, flwvoxamine clearance was decreosed by approximately 30%. LUVOX® Tablets should be slowly firated in patients with liver
dysfunction duing the inifiation of treatment.

Information for Patients: Physicians ore odvised to discuss the following issues with potients for whom they prescribe LUVOX® Tablets: hiterference
with Cogaitive or Motor Performance: Since cny psychoactive drug moy impair judgement, thinking, or motor skill, pofients should be caufioned
about opercfing hazardous machinery, including autormobiles, unfil they are certain that LUVOX® Tablefs therapy does rot adversely offect their ability to
engage in such octiviies. Pregmaney: Patients should be odvised to notify their physicians i they become pregnont of intend to become pregnant duting
therepy with LUVOX® Tablets. Nursings Pafients raceiving LUVOX® Tablets should be advised to nofify their physicians if they are breast feeding on infant.
(See PRECAUTIONS - Nursing Mothers.) Concomitant Medication: Patients should be advised to notify their physicians if they are takirg, or plon fo
toke, any prescrption or overthe-counter drugs, since there is a potential for clinicolly important interactions with LUVOX Tblets. Afcohiok: As with other
psychatropic medications, pofients should be odvised to avoid alcohol while toking LUVOX® Toblefs. Aergic Redctions: Pafients should be odvised to
nofify their physicians if they develop u rash, hives, or o related allergic phenomenon during therapy with LUVOX® Tablets.

Laboratory Tests: There ore no specifc loboratory tests recommended.

Druy Interactions: There have been rore pastmarketing reports describing patients with weakness, hypereflexia, and incoardination following the use
of o selective serotonin reuptake inhibitor (SSRI) and sumatriptan. If concomitunt eatment with sumatriptan and SSRI (e.g., fluoxefing, fluvoxamine,
purnxxehne semnllne) is dlmtnlly wunﬂnred nppropnme observation of the patient is advised. Potential interactions with drugs that inhibit or

are M d by Cy P450 Isozymes: Based on o finding of substantial interactions of fluvoxamine with tenum drugs ond Ilmned
i vitro dato for the [11A4 i |sozyme it appears thot fluvoxamine infubits isozymes that ase known o be involved it the metobolism of drugs such as warfarin,
theophylline and propranlol. A clinically significont fiuoxamine interaction is possible with drugs hoving a narrow therepeutic ratio such as terfenadine,
astemizole, cisapride, or pimozide, warfurin, theaphylling, certuin benzodiazepines and phenytoin. If LUVOX® Tablets ase to be administered fogether with
o drug that is eliminated via oxidative metabolism and has o narrow therapeutic window, plasma levels and /or pharmocadynamic effects of the latter drug
should be monitared closeky, at least unt steady-state conditions are reached. Please see complete prescribing information for recommendations regarding

differences in safety were observed between these patients and younger patients. Other reported clinicet experience has not identified dferences in response betwesn
the elderly and younger potients. However, flovoxamine has been associoted with several coses of dinically signficant hyponahiemia in eldedly pofients (see
PRECAUTIONS, General). Furthermare, the clecrance of fluvoxamine is decreased by obout 50% in elderly compared o younger patients , and grentes sensifiity of
some older individuols also connot be ruled aut. Consequentty, LUYOX® Tablets should be slowly titated during iniiation of therapy.

ADVERSE REACTIONS

d with Di ion of Tr 0f the 1087 0CD and depressed patients reated with fluvoxamine moleate in controed chinical
trials conducted in North America, 22% discontinued treatment due to an adverse event.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LVOX® Toblels have been studied
in conrolled trils of OCD (=320} and depression (N=1350). In general, advarse event rates were Similar in the twa dota sefs as well us in the pediots
0D study. The most commonly observed adverse events assaciated with the use of LUVOX® Tablets and fkel 1o be drug-eluted (incidence of 5% or greater
ond af least twice thot for placebo) derived from Toble 1 were: somnolence, insomnia, nervousness, hemor, nauseq, dyspepsia, anorexia, vomifing,
abnormal ejaculation, sthenia, and sweafing. In a pool of two studies invaiving aly pofients with 0CD, the following odditional events wese identified
using the obove rule: dry mouth, decreased hbido, urinary frequency, anorgosmia, thinitis and faste perversion. In o study of pediatic potients with OCD,
the following addifional events were identified using the above rule: agitation, depression, dysmenorrheq, flafulence, hyperkinesia, and rosh.
Adverse Events Occurring ot an Incidence of 1%: Tuble 1 enumerates odverse events that occurred at o frequency of 1% or more, and were
mare frequent thon in the plocebo group, among patients reated with LUVOX® Tablets in two shorkerm placebo controlled OCD ks (10 week) and
depression Hrials (6 week) in which pafients were dosed in o range of generally 100 to 300 mg/day. This fable shows the percentage of pafients in each
group who had of least one occurrence of an event af some fime during their reatment, Reported odverse events were clussified using a standord COSTART-
based Dictionary terminology. The prescriber should be oware thot thes figures connat be used to predict the incidence of side effects in the course of usual
medical practice where patient characteristics and other factors may difer from those that prevailed in the clinicol frials, Similary, the cited frequencies
cannot be compared with figures obtained from other clinical investigations involving different trentments, uses, and investigators. The cited figures, however,
do provide the prescribing physician with some basis for esfimating the relotive contribution of drug and non-drug factors to the side-effect incidence rate in
the population studied.
Table 1: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN ADULT OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxomine (N=892] vs. placebo [N=778] by patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenic (14 vs. 8); Flu Syndrome (3 vs. 2); Chills {2 vs. 1). CARDIOVASCULAR: Polpitations (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Diarthea (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia {10 vs. 5); Anorexia (6 vs. 2); Vomiting {5 vs. 2); Flohlence (4 vs. 3); Tooth Disorder® (3 . 1);
Dysphogia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnia (21 us. 10Y; Dry Mouth {14 vs. 10); Nervausness {12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Aniety (5 vs. 3); Vasodilatafion’ (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1; Depression (2 .
1); (NS Stimulafion (2 vs. 1). RESPIRATORY SYSTEM: Lipper Respiratory Infection (9 vs. 5); Dyspnea (2 vs. 1); Yown (2 vs. 0). SKIN: Swecting
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnorma! Ejoculafion™® (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence’ (2 vs. 1); Anorgasmia (2 vs. 0); Urinory Retention (1 vs. 0).
Events for which fluvoxamine moleate incidence was equal fo or less than placebo ore not listed in the tabte above, but include the following: abdominel
pain, abnormal dreams, appefite increose, back pain, chest pain, confusion, dysmenorthea, fever, infection, leg cramps, migroine, myalgia, pain, pasesthesic,
pharyngits, postura) hypotension, prustus, rosh, rhinifis, fhirst and finnitus, “Includes “toothache,” “tooth exiraction and abscess,” and *caries.” *Mostly
feeling warm, hot, or flushed. ‘Mastly “blurred vision.” *Mostly “delayed ejaculation.” “incidence based an number of mole patients.
Adverse Events in OCD Plucebo 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 Placebo Controlled Studies: The events in OCD studies with o twodold
decrease in rate compared o event rates in 0D and depression studies were dysphagiz and amblyopio (mostly blured vision), Addiinally, there was on
approximate 25% decrease in naussa. The events in OCD studies with o two-old increase in rate compared to event rates in OCD and depression studies
were: astheniz, abnormal ejaculation (mostly deloyed ejoculation), anxiety, infection, rhinitis, anorgasmia (in males), depression, fibido decreosed,
pharyngits, ugimn'TSn, impotence, myodonus,/witch, thist, weight loss, leg camps, myalgia and urinary refention. These events are listed in order of dedensing
ates in the OCD trigs.
Other Adverse Events in OCD Pediutric Population: In Pediotic paients (N=57) reated with LUVOX® Toblets, the overall profile of adverse events s
similar fo that seen in odult studies. Other reactions which hove been reported in two or mare pediaric pafients, ond were more frequent than in the plocebo group
gmu;;] vgre: abiormal hinking, cough incrense, dysmenorthes, ecchymasis, emotional labilty, epistaxis, hyperkinesia, infection, manic reaction, rash, sinusifs, and
weight decregse.
Vital Sign Changes: Comparisons of fluvoxamine moleate ond placebo groups in separcte pools of shorkterm OCD and depression friais on (1) median
change from beseline on various vita! signs voriables and on (2) incidence of pofients meeting criterio for potentially important changes from boseline on
various vital signs variobles revealed no important diffesences between flvvoxaming maleate ond placebo.
Laboratory Changes: Comparisons of fluvoxarring maleate and placebo groups in separate pools of shartterm OCD and depression frils on (1) median
change from boseline on various serum chemistry, hematology, and wrinalysis varigbles and on (2) incidence of patients meeting criteria for potentially
important changes from busefine on various serum chemistry, hematolagy, ond urinalysis varicbles revealed no important differences between fluvaxamine
maleate and placebo.
ECG Changes: Comparisons of fluvaxamine meleate and placsbo groups in separcte pools of shortferm OCD and depression trials on {1} meon chonge
from baseline on vorious £CG variables and on (2) incidence of patients meefing criteria for potentielly important changes fom boseline on various EC6
variables revealed no important differences benween flvoxamine 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 flovoxamine moleate were administered for a combined fotal of 2737 pafient exposures in pafients suffering 0CD
or Major Depressiva Disarder. Untoward events associated with this exposure were recordad by clinical investigators using descriptive terminology of their
own choosing. Consequently, it is not possible to provide  meaningful estimate of the propostion of individuals experiencing adverse events without first
grouping similar types of untoward events into a fimited (i.., reducad) number of standard event categories. In the fobulations which folow, o siondard
COSTARThased Dictionary ferminology has been used fo classify reported adverse events. If the COSTART term for an event wos so general os fo be
uninformative, it was replaced with ¢ more informative term. The frequencies presented, therefore, represent the proportion of the 2737 patient exposures
to multile doses of fiuvoxeming moleate who experienced on event of the type cifed on af least one occasion while receiving fluvoxamine moleote, 4l
ceported events are included in the list below, with the following excepfions: 1) thase events already listed in Toble 1, which tabulotes incidence rates of
common adverse experiences in plocebo-controlled 0CD and depression clinical trials, are excluded; 2) those events for which a drug cause wos considered
remate (i.e., neoplasia, gastrointestinal carcinome, herpes simplex, herpes zoster, application sife reaction, ond unintended pregnancy) are omitted; and 3)
events which were reported in only one patient and judged 1o not be potentially serious are ot included. It is importunt to emphasize the, although the
events reported did occur during treatment with fluvaxamine maleate, a causol relationship to fiuvoxamine maleate has not been estoblished, Fvents ore
further classified within hody system categories and enumerated in arder of decreasing frequency using the following definifions: frequent odverse events
ure defined os those occuriing on one or more accasions in of leost 1/100 patients; infrequent adverse events are those occurring between 1/100 and
1/1000 patients; and rare adverse events ore those occurring in less than 1/1000 pafients. Body as @ Whole: Frequent: occidental injury, molaise;
Infrequent: allergic reaction, neck pain, neck rigidity, overdose, photosensitivity reaction, suicide attempt, Rare: cyst, pelvic pain, sudden death.
Cordiovascular System: Frequent: byperension, hypotension, syncope, tachycordio; Infiequent: angina pectors, brodycordio, cardiomyopathy,
cordiovascular disease, cold extremities, conduction delay, heart fuilure, myocardial inforction, pallor, pulse irregulor, ST segment changes; Rore: AY block,
cerebrovasculor umdem coronary arfery disease, embolus, pericardis, phlehms pulmonary |nfurmon supraventricuior extrosystoles. Digestive Systom:
Frequent: elevated liver fransominases; Infrequenr mlms eructation, esophagitis, gostritis, gastroenteiifis, gastrointestinal hemorrhoge, gashointestinal
uleer, gingivfis, glossits, hemonhmds meleno, sectol hemorthoge, stomatifis; Rore: biliory pain, cholecystitis, cholelihiasis, fecal” inconfinence,
hematemesis, intestinal obshruction, |uund:ce Endocrine System: Infrequent: hypathyroidism; Rore: goiter. Hemic and Lymphatic Systems:
Infrequent: anemi, ecchymosi, 1eukocy105|s lymphodenopathy, thrombocytopenia; Rave: leukopenia, purpura. Metabolic and Nutritional Sy rrslems

(NS drugs such us manocmine oxidese inhibitors, alprazolom, diazepam, lorazepam, lithium, tryptophon, clozapine, clcohol, ricyclic
carbamazepine, methadone, and other drugs such as theophyline, propanalol and other bemhlo(kersvwnrfunn digoxin, diiczem. Effads of Smakmg

Flequenr edema, welght qain, wexghr loss; Infrequent: dehydmnon hyperthoiestemlemlu Rave: dichetes melltus, hyperglycenia, hyperlipidemia,
I ia, lactate dehyd increased. M keletal System: Infrequent. arthralgio, arthifis, bursfi, generafized musle
spusm myusthenla tendmous contracture, fenosynovitis; Rare: arthrosis, myopathy, pathological frocture. Nervous System: Frequent: amnesia, apathy,

on Flyvoxamine Metabolism: Smokers hod o 25% incetse i he metubolism of f compared to k

Ther"PY licn There ore no clinical studies estoblishing the benefits or risks of combined use of ECT and ﬂuvaxumme maleate.

[¢ is, | of Fertility

tarmogmsls There is no evidence of corcinogeiciy, murugenmfy or impairment of ferslty with fluvoxamine maleate. There was no evidnce of
carcnogencity in s reated orafly with fivvoxamine maleate for 30 monhs or hormsters treted orally with fluvaxamine moleate for 20 (femoles) or 26
(males) months. The daly doses in the Yigh dose groups in these studies were increased aver the coursa of the study from o minimum of 160 mg/kg o
a maximum of 240 mg/kg in rats, and fram a minimum of 135 mg/kg to o maximum of 240 mg /kg in hamsters. The maximum dase of 240 mg/kg
is approximatel  times the maximum human doily dose on o mg/m hosis. Mutagemesis: No evidence of mutngenic potenticl wos observed in a mouse
micronucleus fest, an i viio chiomasome oberration test, or the Ames microbial mutagen test with or without mefubolic octivation. Impairment of
Fertifity: In femllty studies of male and femole rats, up o 80 mg/kq,/day orally of fisvoxamine maleote (approximotely 2 times the maximum human
daily dose on o mg,/m? bosis) had no effect on mating performance, durotion of gestation, or pregnancy rote.

Pregnancy

Torat Effects: Prognancy Category C: In teratology studies in rats and rabbits, duly orol doses of fluvoxamine moleate of up o 80 and
40 mg/kg, respectively (opproximately 2 times the moximum human daily dose on o mg/m basis) caused no fetol matformations. However, in other
Tepr umon studies in Whl(ﬁ pregnant rots were dosed through weaning there was (1} an increase in pup mortality at bisth (seen at 80 mg/kg and cbove
but not at 20 mg,/kg), and (2) gsaeuses in postnotal pup weights (seen at 160 but not at 80 mg/kg) and survival (seen at of doses; lowest dose fested
=5 mg/kg). (Doses of 5, 20, 80, and 160 mg/kg are uppm)ﬂmutelr\‘]l] .1, 0.5, 2, and 4 times the maximum human daily dose on o mg/m? basis.}
While the results of o cross fosranng study Imphei thot ofecst some o these Tesuls Ilkely occurred secondaiity to mateml foxiciy, the role of a direct drug
effect on the fetuses or pups could not be ruled out. There ure no adequote and wellcontralled studies in pregnant women. Fluvoxming maleate should be
used during pregnoncy only i the potential benefit justiies the potential risk to the fetus.

Labor and Defivery: The effect of flovaxamine on lebor and delivery in humans is unknown.

Nursing Mothers: s for many ather drugs, fuvoxcrmine is secreted in human breast milk. The decision of whether fo discontinue nursing ar to disconfine
the drug should take into account the potenial for serious adverse effects from exposure fo fluvoxamine in the nursing infont as wel as the potential benefits
of LUVOX® (Rluvoxamine maleate) Toblets therapy to the mother.

Pediatric Use: The efficacy of fluvoxamine moleate for the treatment of Obsessive Compulsive Disorder was demonshated in o 1 Oweek mulfcenter
placebo contralled study with 120 outpatiens ages 8-17. The adverse event profile abserved in that study was generally similar fo that observed in odult
studies with fluvoxomine (see ADVERSE REACTIONS).

Decreased appefite and weight loss have been observed in association with the use of fuvoxamine os well as oher SSRIs. Cansequently, regular monitoring
of weight and growth is recommended if reatment of o child with an SSRIis 1o be confinued long term.

Geriatric Use: Approximately 230 petients poridpating in controlled premarketing studies with LUVOX® Tablets were 65 years of age or over. No overoll
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moric reaction, myoclonus, psychofic reaction; nfrequent: ugoraphobio, akathisia, ataxia, CNS depression, convulsion, deliium,
delusion, depersondlization, drug dependenne dyskinesio, dystonia, emofiond labilty, eupharia, exnupymmtdul syndrome, gait unsteady, hollucinafions,
hemiplegia, hostilty, hypersomaic, hypochondriasis, hypotonia, hysteria, incoordination, increased selivation, increased libido, neuralgia, poralysis, paranoid
teaction, phobia, psychosis, sleep disordar, stupor, twitching, vertigo; Rare: okinesic, coma, fibrillations, mutism, obsessions, reflexes decreased, slumed
speech, urdive dyskinesia, torticolls, frismus, withdrawal syndrome. Resplramy Symm Frequent: cough increased, sinusifis; infrequent- osthma,
bronchitis, epistuxis, hoorseness, hypervemllurmn Rare: apnea, congestion of upper airwoy, hemoptysis, hiccups, Iarynglsmus obstructive pulmonary
disease, pneumonia. Skin: Infrequenr acne, alopeci, oy skin, eczema, exfoitive dermati, furunculosis, seborthea, skin disclorafion, urticaria. Speciaf
Senses: Infrequent: accommodation obnormel, conjunctivifis, deufness diplapio, dry eyes, eor pain, eye pain, mydriosis, ofifis media, porasmi,
photophobio, taste lass, visual field defect, Rave: coreal ulcer, refinl defochment. Urogenital System: Infrequent anurio, breast pain, cystifs, deluyed
mensfrugfon’, dyswia, female lactation', hematurio, mengpause', menonhugm menorrhugm‘ nacturia, polyuria, premensrruul syndrome, urinary
urinary tract infection, urinary urgency, winafion impaired, vaginal k , vaginitis'; Rore: kidney calculus, h i, oliguric.

"Besed on the number of females. Based on the number of males.

Non-US Postmarketing Reports: Voluntory reports of adverse events in patients taking LUVOX® Tablets that hove been received since market
introduction and are of unknown cousal relationship to LUVOX® Tablets use include: toxic epidermal necrolysis, Stevens-Johnson syndrome, Henoch
Schoenlein purpura, hullous eruption, priapism, agranulocytosis, neuropathy, aplastic anemio, anaphylactic reaction, hyponatremii, ocute renol failure,
hepatits, and severe akinesia with fever when fluvoxaming wos co-sdministered with anfipsychofic medication.

OVERDOSAGE
Refer o package insert (15E Rev 5/99) for overdosuge information.

DOSAGE AND ADMINISTRATION
Refer to package insert {15E Rev 5,/99) for dosage und adminisirtion information.
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“My doctor diagnosed
obsessions and compulsions

v IMPROVES OBSESSIVE-COMPULSIVE SYMPTOMS
IN ADULTS, CHILDREN, AND ADOLESCENTS*?

v LOW INCIDENCE OF SEXUAL DYSFUNCTION IN ADULTS*

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

v LOW INCIDENCE OF AGITATION IN ADULTS®
2% vs 1% for placebo

In 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%*

In children and adolescents, 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, cisapride, or pimozide.*

As any psychoactive drug may impair judgment, thinking, or motor skills, patients on LUVOX® Tablets should be advised
to exercise caution until they have adapted to therapy.’
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