®
lUVOX {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 ore indicoted for the freatment of obsessions and compulsions in adults ond children and adolescents {ages 8-17) with Obsessive Compulsive
Disorder (OCD}, os defined in the DSKHINR.
CONTRAINDICATIONS
Coadministrafion of terfenadine, astemizole, or cisapride with LUVOX® Tablets is confraindicoted (see WARNINGS ond PRECAUTIONS).
LUVOX® Tablets ore contraindicated in petients with a history of hypersensitivity to fluvoxomine maleate.
WARNINGS
In patients receiving another serotonin reuptake inhibitor drug in combination with oxidase inhibitors (MAOI),
there have been reports of serious, somefimes fatal, reactions. Some cases presented with features resembling neuroloptic
di d Therefore, it is ded that LUVOX® Tablets not be used in combination with o MAO, or within
14 days of discontinving trectment with @ MAOJ. After stopping LUVOX® Tablets, of leost 2 weeks should be allowed before
P450l11A4 i !

starting a MAOL
bolized by the cytoch Y d plasmo

Terfenadine, astemizole and cisapride are oll

i fenadine, izole and dsopride cause QT prolongation and have been associated with torsades de
pointes-type ventricular tachycardin, sometimes fatal. Although it has not been definitively demonstrated that fluvoxamine
is o potent 111A4 inhibitor, it is ikely to be. Consoquently, it is ded that fi not be used in combination
with elther terfonadine, astemizole, or cisapride.
Other Potentially Important Drug Interoctions
{Also see PRECAUTIONS - Drug Interactions) Bemzodi

P D bolized by hepatic oxidation (6., diprazolom, midozolam,
triazolorm, etc.) should be used with caufion because the clearance of these drugs is likely 1o be reduced by f e, The c?enmnce of henzodiazepil
metabolized by glucuronidation (e.g., lorazapom, oxazepam, temazepam) is unlikely fo e offected by f Alprazolam: When fi
moleate {100 mg qd) end alprozolam {1 mg qid) were co-administered to steady stote, plasma concentiations and other phormacokinefic parameters (AUC,
Caw, T of alprozolom were approximately twice thase observed when alprazolom wos administered olone; oral cleararice was reduced by about 50%. The
elevated plasma alprozolam concentrafions resulted in decreased psychomotor performance and memory. This interaction, which has not been investigoted
using higﬁer dases of flwvoxamine, may be mare pioneunced if @ 300 mg dniry dose is co-administered, particularly since fl exhibits nondinear
hormacokinefics over the dosage range $00-300 mg. If alprozolom is co-administered with LUVOX® Toblets, the iniiol afprazolam dosage should be ot
Eeusl halved and titraion o the lowest effective dose is recommended. No dosage adjustment is required for LUVOX® Toblets. Diuzepam: The co-
administrafion of LUVOX® Tablets and diozepom is generally not advisable. Because fluvaxamine reduces the clearance of both diazepom and s active
metobolite, N-desmethyldiazepam, there is a stiong likefinood of substanfial accumulation of both species during chionic co-cdministiation. Theaphylline:
The effect of steady-tote fluvoxamine (50 mg bid) on the pharmacokinetics of o single dose of theaphyline (375 mg as 442 mg ominophyline) wos
evalugted in 12 heolthy nonsmoking, mele V(ﬂumeers. The clearance of theophyline wos decreased imatel 3-fo?d. erefore, if theophyline is co-
administered with fluvaxomine maleate, its dose should be reduced fo ane third of the usual daily ma dose ond plasma ions of
theophyline should be monitored. No dosage udjustment is required for LUVOX® Tablets. Warfarin; When flovoxamine maleate (50 mg tid) was
administered concomitantly with worfarin for two weeks, worfarin plasma concentiations increased by 98% and prothrombin fimes were prolonged. Thus
pafients receiving oral anficoagulonts and LUVOX® Toblets should have their prothrombin fime monitored and their anticongulant dose adjusted accordingly.
No dosage adjustment is required for LUVOX® Tablets.

PRECAUTIONS
General
Activation of Mania,/Hypomania: During premket

ly studies involving primarily depressed patients, hynomania or manio occurred in approximotely
1% of patients eated with Huvoxomine. Activaion of manio,/hypomonia hes also been reported in a xmun praportion of pafients with major offective
disorder who were freated with other markefed anfidepressans. As with olf anfideprassonts, LUYOX® Tablefs should be used cautiously in patients with o
history of mania. Sefzures: During premarketing studies, seizures were reported in 0.2% of fluvoxcminetreated patients. LUVOX® Tablets should be used
cautiously in pofients with o history o? seizures. It should be discontinued in any potient who develops seizures. Switide: The possibilill of a suicide attempt
is inherent in pafients with depressive symptoms, whether these occur in primary depression o in associafion with another primary disorder such os OCD.
Close supervision of high rsk patients should accompany intial drug therapy. Prescriptions for LUVOX® Tablets should be written for the smallest quantity of
toblets consistent with good potient management in ordes fo reduce the risk of overdose. Use in Patients with Concomitant Hlness: Closely
monitored clinical experience with LUVOX® Tablets in patients with concomitant systemic llness is imited. Caution is advised in administering LUVOX®
Toblets o pofients with diseoses or canditions thot could affect hemodynomic responses or mefobolism. LLIVOX® Toblets have nat been evoluated or used
to any appreciable extent in pafients with o recent history of myocardicl infarction or unstoble heart disease. Patients with these diagnoses were
systemotically excluded from many clinical studies during the product’s premarkefing tesfing. Evaluation of the electiocardiogroms for patients with
depression or 0CD who participated in premorketing studies revecled no diferences ?Jetween fluvoxamine and placebo in the smergence of clinically
importont ECG changes. In patients with li)ivel dysfunction, flovoxamine clearance was decreased by approximately 30%. LUVOX® Tabless should be slowly
fiftoted in patients with liver dysfuncfion during the inifition of freatment.

Informaticn for Patients

Physicians are odvised to discuss the following issues with patients for whom they presciibe LUYOX® Tablets: interferemce with Cognitive or Motor
Porformance: Since any psychoaciive diug may impair {udgement, thinking, or motor skilk, patients should be cautioned obout operafing hazardous
machinery, including cutomobiles, unfit they are certain that tUVOX® Tablets therapy does not odversely offect their abifty to engage in such activitis.
Pregnancy: Potients should be odvised fo nofify their physicians if they become pregnent or intend to become pregnant during therapy with LUVOX®
Tablets. Nursing: Pafients receiving LUVOX® Toblets should be advised to notify their physicians f they ore breast feeding an infant, (See PRECAUTIONS
- Nursing Mothers,) Comeomitant Medication: Patients should be odvised to nofify their physicians if they are taking, o plan to toke, any prestripfion
or over-the-counter drugs, since there is o potentiol for clinically important interactions with LUVOX Tablets. Aleohiol: As with other psychotropic medications,
patients should be advised to avaid alcohol while taking LUVOX® Toblets. Aergic Reactions: Patients should be advised to nofify their physicians f they
develop a rash, hives, or a reloted allergic phenomenon during theropy with LUVOX® Tablefs.

Loboratory Tests

There are no specific laboratory fests recommended.

Drug Interactions

Potential interactions with drugs that inhibit or are Metabolized by Cytochrome P450 Multple hepatic cytochiome P450
{CYP450) enzymes are involved in the oxidative biotransformation of a faige numbes of structurally different drugs and endogenous compounds. The
available knowledge concerning the relafionship of fluvaxomine and the CYP450 enzyme system hos been abtuined mostly from pharmacokineic interaction
studies conducted in heolthy volunteers, but some preliminery in vifro dota are olso oviloble. Bosed o o finding of substansial inferoctions of fluvoxemine
with certain of these ond limited in vitro dota for the I1IA4 isoenzyme, it appears that fluvoxamine inhibits isoenzymes that are known o be involved in the
metabolism of drugs such as worfarin, theaphyline and propranalol. A clinically significant flovaxamine interaction is possible with diugs having a narrow
therapeutic rafio such as terfencdine, astemizole, or cisapride, warfarin, theophyline, certain benzadiazepines and phenytain. If LUVOX® Tablets ore to be
administered together with a drug that is elimingted via oxidative metabolism nng has a nonow therapeutic window, plasma levels and/or pharmacodynamic
effects of the latter drug shoulg be monitored closely, at least until steady-state condiions are reached. CNS Active Drugs: Please see complete
prescribing information for recommendotians regarding CNS drugs such as monaamine oxidase inkibitors, olprazolam, diazepam, alcohol, cabamazepine,
clozapine, lithivm, lorazepom, methadone, tacting, ficyclic ryptaphan; ond other drugs such as theophylline, wartarin,
digoin, diltiazem, propanolol and ofher beta-blockers. Effects of Smoking on Fluvoxamine Mefabolism: Smokers hod ¢ 25% increose in the
metabolism of flovaxgrmine compared to kers. El Isive Therapy (ECT): There are no clinico! studies establishing the benefits o rsks
of combined use of ECT ond fluvexomine maleate.

Carcinogenesis, Mutagenesis, Impairment of Fertility

Carcinogenesis: There is no evidence of caicinogenicity, mutogenicity or impairment of fertty with fluvoxarmine maleate. There was no evidence of
carcinogenicity in rats treoted orally with flwoxamine maleate for 30 months or hamsters reated orally with Hluvoxamine maleate for 20 (females) or 26
{males) months. The daily doses in the high dose groups in these studies were increased over the course of the study from a minimum of 160 mg/kg fo
a moximum of 240 mg/lg in rats, and from o minimum of 135 my/kg to o maximum of 240 my/kg in hamsters, The moximum dose of 240 mg/kg
is approximately 6 times the maximum human doity dose on a mg,/m’ basis. Mutagenesis: No evidence of mutagenic potential was observed in a mouse
micionucleus test, an in vitto chiomosome aberration test, or the Ames miciobial mutagen fest with or without metabolic activation, Impairment of
Fortility: In fertlity studies of mole and female rats, up to 80 mg/kg/day orally of fluvoxamine molsate, (approximately 2 fimes the maximum human
daily dose on a mg/m’ basis) had no effect on moting performance, duration of gestation, or pregnancy rate.

Pregnancy

Tmﬂ;aﬂmk Effects: Pregnancy Category C: In tesatology studies in rats and rabbits, daily ora! doses of fluvaxamine moleate of up to 80 end

40 my/kg, respectively (approximately 2 fimes the moximum human daily dose on @ mg/m* basis) caused no fetol malformatians. However, in other
reproduction studies in which pregnant rofs were dosed through weaning there was (1) an increase in pup mortafity ot birth (seen at 80 mg/kg and above
but not at 20 mg/kg), and (2) ge(leu&es in posatal pup weights (seen at 160 but not ot 80 mg/kg) and survival (seen ot al dosas; lowest dose tested
= 5 mg/kg). (Doses of 5, 20, 80, and 160 mg,/ky wre approximately 0.1, 0.5, 2, and 4 times the maximum human daily dase on o mg/m* bosis.)
While gne resulfs of o crossfostering study implied that of least some of these resuls likely occurred secondarify o matemal toxiity, the role of o direct
drug effect on the fetuses or pups could not be ruled out. There are no adequate and wellcontrolled studies in pregnant women. Fluvoxamine moleate should
be used duing pregnancy only if the potential benefit justifies the potentil risk to the fatus.

Labor and Delivery

The effect of fluvoxaming on lobor ond delivery in humans is unknown.

Nursing Mothers

& for many other drugs, fluvoxamine is secreted in human breast mik. The decision of whether to disconfinue nursing or fo discontinue the drug should
toke info account the potentiol for serious odverse effects from exposure o fluvoxamine in the nursing infant s well as the potential benefits of {UVOX®
(Hlovoxamine maleate) Tablets therapy fo the mother.

Pediatric Use

The efficacy of fluvoxomine maleate for the treatmernt of Obssssive Compulsive Disorder was demonstrated in o 1(-week multicenter placebo controlled
study with 120 outpatients ages 8-17. The adverse event profile observed in that study was generally similor to that bserved in adult studies with
fluvoxamine (soe ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).

Decreased npri)etire and weight loss hove been observed in association with the use of fluvoxarmine os well as other SSRIs. Consequently, regular monitoring
of weight and growth is recommended if treatment of o child with on SRl s to be continued long ferm.

Gerlatric Use

Aﬂoximurely 230 patients porfiipating in contralled premarketing studies with LUVOX® Toblets wete 65 vears of age or over. No ovesall diferences in scfety were
observed betwesn these pafients and younger pafients. Other reported clinicol experience hes not idenfiied diferences in response betwaen the eldery ond younger
patients. However, the clearance of ¥|uvoxumine is decreased by chout 50% in eldesly compared to younger pofients (see Pharmocokinesics under CLINICAL
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PH#&MA(OLOGY), and greater sensifivity of some older individuals also connot be nded out. Consequently, LUVOX™ Tablets shoulg be slowly tirated during inifation
apy.
ADVERSE REACTIONS

with Discontinuai

Of the 1087 OCD and depressed patients treated with fluvoxamine maleate in controlled cliical frials conducted in North America, 22% discontimued
treatment due fo an cdvers event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controllsd Clinical Triuds: UNOX® Tablots hava been studied
in controlled trials of OCD (N=320) and depression (N=1350). In general, adverse event rates were similar in the two data sets as well as in the padiatric
0CD study. The most commonly observed adverse events associated with the use of LUVOX® Tablets und likely to be drugrelated (incidence of 5% or greater
and o least twice that for placebo) desived from Table 1 were: somnolence, insomnia, nervousness, fremor, nauses, dyspapsia, anorexia, vomiting,
abnormal jaculation, asthenia, and sweafing. In a pool of two studies involving only patients with OCD, the following additionol events were identified
using the cbove rule: dry mouth, decieased ibido, urinary frequency, anorgasmia, hinitis and fuste perversien. In o study of pediatric patients with 0CD,
the following additional events were identified using the above rule: agitafion, depression, dysmenorthea, flatulence, hyperkinesio, and rash.
Adverse Events Occurring at an Incidence of 1%: Toble 1 enumerctes adverse events thet ccuned at o frequency of 1% or more, and were
maore frequent than in the placebo gioup, among potients treated with LUVOX™ Tablefs in two shartterm placebo contiolled OCD tials (10 week) and
depression frials (6 week} in which patients were dosed in o range of generclly 100 to 300 mg,/day. This table shows the percentage of patients in each
group who had at least ane occurrence of an event at some fime during their frectment, Reported adverse events were clossified using a stondard COSTART-
bosed Dictionary terminology. The prescriber should be aware that these figures cannat be used to predict the incidence of side effacts in the caurse of usual
medical practice where potient characteritics and otter factors may differ from thase that prevailed in the cliical trials. Similarly, the dted frequencies
cannot be compared with figures obtaingd from other chinical investigations invalving different treatments, uses, and investigators. The cited figures, howeves,
do provide the presciibing physician with some basis for estimating the relative contibution of drug and nom-drug factors to the side-effect incidence rate in
the populafion 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);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1), CARDIOVASCULAR: Polpitations (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diarthea (11 vs. 7); Constipation {10 vs. 8); Oyspepsio (10 vs. 5); Anarexia (6 . 2); Vomiting (5 vs. 2); Flatulence (4 vs. 3); Tooth Disordsr” (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); Vasodlotation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitofion (2 vs. 1); Decregsed Libido (2 vs. 1); Deprassion (2 vs.
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratary Infaction (9 vs. 5); Dyspnea (2 vs, 1); Yawn (2 vs. ). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopio* (3 vs. 2). UROGENITAL: Abnormol Ejaculation* (8 vs. 1); Urinary Frsquancy (3
vs. 2); impotence® (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retention {1 vs. 0),
Events for which fluvoxamine moleate incidence was equal fo or less than placebo are nof listed in the table obove, but include the following: abdominal
pain, cbnormal dreams, appefite increase, back pain, chest pain, confusion, dysmenorthea, fever, infaction, leg cramys, migraine, myalgio, pain, paresthesia,

haryngitis, postural hypotension, pruritus, rash, thiniis, thirst and finnitus. Ancludes “toothache,” “tooth extraction nn% abscass,” and “cories.” *Mostly
Feeling warm, hot, or flushed. ‘Mostly “blurred vision.” *Mostly “delayed ejaculetion.” “ncidence based on number of mele potients.
Adverse Events in OCD Placebo Controlled Studies Which are Markedly Different (defined as at least o two-fold difference)
in Rate from the Pooled Event Rates in OCD and Depression Placebo Controfled Studies: The svents in 0CD studies with o twoold
decrense in rate compored fo event rafes in OCD ond depression studies were dysphagia and amblyopia (mostly blurred vision). Additionally, thers was on
approximate 25% decrease in nausea. The events in OCD studies with o twofold increase in rate compared o event rates in OCD ond depression studies
were: asthenia, oboimal ejoculation (mostly deloyed ejaculotion), anxiety, infection, chinits, anorgosmia (in males), dspression, fbido decreased
pharyngxs, ug/'ramlm, impatence, myockonus, witch, thist, weight loss, leg camps, myalgia ond urnary retsntion, These events are ited in order of decrecsing
ates in the OCD fials.
Other Adverse Events in OCD Pediatric Population. In Pediatic patients (N=57) treated with LUVOX™ Tablet, the overal profile of adverse everts is
similor o that seen in adult studlies. Other reactions which have been reported in two or mre pediatic patients, and were more fieguent then in the placebo group
group were: abnormal thinking, cough increase, dysmenorhea, ecchymosis, emaional fabilty, epistoxi, hyperkinesio, nfection, manic reaction, tash, sinusifs, and
weight decease.
Vital Sign Changes
Comparisons of fluvoxcming maleate ond plocebo ?mups in sepavate poos of shortterm OCD and depression triols an 1) median change from baseline on
vorious vital signs variables and on (2) incidence of pafients meeting citeria for potentially important changes from baseline on various vital signs variables
reveated no importont differences between fluvaxomine moleate and placebo.
Laborafory Changes
Comporisons of flovoxamine maleate and placsbo groups in seporate pools of shortterm 0CD and depression tials on {1) median change from beseline on
various serum chemistry, hematology, and urinalysis variables and on (2) incidence of patients mesting criteria for potentially important changes from
baseline on various serum chemisfry, hematology, and urinalysis variables revealed no important differences between flovaxamin maleate ond placsbo.
ECG Changes
Comparisons of fluvoxemine maleate and placebo groups in separate paols of short1erm OCD and depression trials on (1) mean change fiom baseline on
various ECG variables and on (2) incidence of patients meeting criteria for potentially important changes from bassfine an various E[g varinbles revealed
no importont differences befween fluvoxamine moleate and plncebo.
Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets
During premarkefing clinical frials conducted in North America and Furope, mulfipte doses of fluvoxamine meleate were administered for a combined fotol
of 2737 patient exposures in potients suffering OCD or Major Depressive Disorder. Untoward events assaciated with this exposure were recorded by chinical
investigators using descriptive terminology of their own choosing. Consequently, it is not possble to provide o meaningful estimate of the proportion of
individuals expeliencin% adverse events without first grouping similar types of untoward events into o limited (ie., rsgutad) number of standard event
cofegories. In the tobulations which follow, a stunderd COSTARThased Dictionary terminology has been used to classify reported adverss events. If the
COSTART term for an event was so general as fo be uninformative, it wos replaced with a more informative term. The fraquencies presented, therefore,
represent the pforonion of the 2737 patient exposures to mulfiple doses of flsvoxomine maleate who experienced an event of the type dited on af leost
ong occasion while receiving flavosamine moleote. Al reported events are included in the list below, with the following exceptions: 1) those events already
listed in Table 1, which tobulates incidence rates of common adverse experiences in placebo-controlled OCD and depression clnicol trils, ore excluded; 2)
thase events for which o drug couse wos considered remote Gi.e., neaplasia, gashointestinal carcinom, herpes simplex, heres zoster, application site
reaction, and unintended pregnancy) ore omifted; and 3) events which were reported in only one patient and judged o not be potentially serious are not
induded. It s importont to emphasize that, although the events reported did occur during freatment with fluvaxamine maleate, u causal telafionship to
fluvoxamine maleate hos o been established. Events are further clossified within body system cotegories and enumerated in arder of decreasing frequency
using the following definifions: frequens adveise events are defined os those occurring on one or mots ccasions in of leost 1,/100 patients; infrequent
adverse events are those occurring between 1,/100 and 1,/1000 patients; and rore adverse events are those occurring in ess than 1,/1000 pofients. Body
as @ Whole: Frequent: uccidental injury, malaise; Infrequent: allergic reaction, neck pain, neck rigidity, overdoss, photosensitviy reaction, suicide attempt;
Rare: cyst, pelvic pain, sudden death. Careli lar System: Froquent: i ian, syncope, tachycordic; nffaguent: anging pectors,
bradycordia, cardiomyopathy, cardiovosculor disease, cold extremities, conduction delay, heart foiture, myocardial infarction, palor, pulse irregular, ST
segment changes; Rare: AV block, cerebrovascular accident, coronary artery disease, embolus, pericardifs, phlebits, pulmonary infarction, supraventricular
exfrosystoles. Digestive System: Frequent: levated Iver tansumingses; Infrequent: colifis, eructation, esophugitis, gastiis, gastroentaiits,
qashointesfinal hemorthage, gastrointestinal ulcer, gingivifs, glossits, hemorrhaids, melena, rectal hemorthoge, stomatits; Rare: biliary pain, cholecystits,
choleithiass, fecal inconfinence, hematemesis, ntesfinal absfruction, joundice. Endlocriise System: infrequent: hypothyroidism; Rore: goiter. Hemic omd
Lymphatic Systems: Infrequent: cnemio, ecchymosis, leukacytosis, himphadenopﬂthy, thrombocytopenia; Rare: leukopenic, purpura. Metabolic and
Nyutriﬁonnl Systems: Frequent edema, weight goin, weight loss; Mnfrequent: dehydrotion, hvpertholestemlzmiu; Rore: diobetes melitus,
hyperglycemic, hyperlipidemia, hypoglycemia, hypokalemi, lacate dehy incieased. Muscwloskeletol System: infiequent: arthralgio,
arthits, bursifs, generalzed muscle spasm, myasthenia, tendinous contrachure, tenosynovifs; Rore: arhross, myopathy, pathological fracture. Nervous
System: Frequent: omnesia, apathy, hyperkinesia, hypokinesia, manic reacfion, myoc‘onus, psychofic reaction; infraquent: ogoraphohio, akathisia, atoxia,
(NS depression, convulsion, delirium, delusion, depersondlizofion, drug dependence, dyskinesia, dystanic, emotional lobility, eupheric, extapyromidal
syndrome, goit unsteody, hollucinations, hemiplagin, hostlty, hypersomaio, hypechondriasis, hypotonio, hysterio, incoerdinction, incrensed solivafion,
increased libido, neuralgia, paralysis, porancid reaction, phobi, psychosis, sleep disorder, stupar, twitching, vertigo; Rore: akinesic, coma, fibribations,
mutism, obsessions, reflexes decreased, slured speech, tordive dyskinesia, tortcolli, tismus, withdrawol syndrome. Respiratory System: Fraquent:
cough increased, sinusitis, Infrequent: asthma, bronchifis, epistaxis, hoarseness, hyperventilofion; Rare: apnes, congastion of upper airway, hemoptysis,
hiccups, loryngismus, obstructive pulmonary disetse, pneumonia, Skin: fnfrequent. acne, clopecio, dry skin, eczema, exfoliative demoits, furunculosis,
seborthea, skin discoloration, urticaria. Special Senses: Infiequent: accommodation abnormeal, conjunctivits, deafness, diplagia, dry eyes, ear poin, eye
pain, mydriasis, ofifis media, porosmio, photophabio, toste loss, visuol field defect; Rare: comel ulcer, retinal detechment. Uragenited System:
Infrequent: anuria, breost pain, cysfits, delayed menstruation’, dysuria, female lactation', hematurio, menopause', menarthogia', metrorthagia', nocturia,
go(yun‘a, rremensfruul syndrome', urinary inconfinence, urinary fiact infection, urinary urgency, urination impaired, vaginal hemotthage!, vaginiis'; Rore:
idney calculus, hematospermict, oliguria.
"Based on the number of females. *Based on the number of males.
Non-US Postmarketing Reports
\Iulunmr]/1 reports of adverse events in pofients toking LUVOX™ Tablets that have been received since market introduction and are of unknown causat
relotionship fo LUVOX® Tablets use include: toxic epidermal necrolysis, Stevens-Johnson syndrame, HenochSchoenlein purpura, bullous eruption, priapistn,
agranulocyfosis, neurapathy, aplastic anemia, anaphylactic reoction, hyponatremio, acute renal failure, hepatiis, and severe akinesia with fever when
fk ing was cadministered with antipsychafic medication.
OVERDOSAGE
Refer to package insert (1 1E Rev 3/98) for overdasage information.
DOSAGE AND ADMINISTRATION
Refer fo package insent (11E Rev 3/98) for desage and administation information.
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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'
¥ 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

LUVOX

fluvoxamine maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

*Parameters occurring 21% with fluvoxamine maleate.

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