®
luvox {Ruvoxamine moleate) 25 my TABLETS, 50 mg and {00 mg SCORED TABLETS
Brief Summory (For full Prescribing Information and Patient Information, refer to package insest.)

INDICATIONS AND USAGE

LUVOX® Tablets ore indicated for the traatment of absassions and compulsians in odults and children and adolescents (ages 8-17) with Obsessive Compulsive
Disorder (OCD), os defined in the DSAILR.

CONTRAINDICATIONS

Coadministrafion of terfenadine, astemizale, or cisapride with LUVOX® Tablets is contraindicated (see WARNINGS ond PRECAUTIONS).

1LVOX® Tablets are conhaindicated in patients with o history of hypersensitiity to fhwvoxamine moleate.

WARNINGS

In putients recsiving another serotonin reuptake inhibitor drug in ion with ine oxiduse inhibitors (MAO!),
there have been reporis of serious, sometimes fatal, reactions. Some cases presented with features resembling neuroleptic
malignont synd: Therefore, it is ded that LUVOX® Tublets not be used in combination with a MAOI, or within
14 zys of discontining treatment with a MAOL. After stopping LUVOX® Tablets, at least 2 weeks should be ollowed before

starting a MAOL
Terfonadine, astemizole and dsapride are off metabokized by the cytochrome P4501IIA4 isoenzyme. | d plasma
ions of terfenadi le and dsapride cause QT prol and have been d with torsades de

pointes-type ventricwlor tachycordia, sometimes fatal, Altkough it has not been definitively demonstrated that Fvoxamine
is a potent IIIA4 inhibitor, it is likely to be. Consequently, it is ded that fl ine not be used in combination
with either terfenadine, astemizole, or dsapride.
Other Potentially Important Drug Interactions
{Also see PRECAUTIONS - Drug Interoctions) Benzodiazepimes: Benzodiazep bofized by hepatic axidation (eA?., dlprazolom, midazolom,
triazolom, efc.) should be used with caution becouse the clearance of these drugs i ikely to be reduced by fluvoxomine. The cleorance of benzodiazepines
mefobolized by glucuronidotion (e.g., lorozepom, oxazepem, temazepam) is ualikely o be affected by f ine. Alprazolsm: When fl i
mateate (100 mg qd) and clprazolam () mg qid) were co-dministered to steady state, plosma concentrations and other pharmacokinefic porameters (AU,
o, T} of clprazolom were approvimately twice those observed when olprozelom wos administered alone; orol clearance was reduced by about 50%, The
elevated ﬂlasmn dlprazolam concentrations resulted in decreased psychomotor ren‘ormun(e and memory, This inferaction, which has not been investigated
using higher dases of fluvoxamine, may be more pronounced if o 300 my daily dose is co-administered, particularly since flovoxamine exhibits noninear
hormacokinetics over the dosoge range 100-300 mg. If aiprozolam is co-odministered with LUVOX® Tablets, the iniiot alprozolom dosoge should be of
reusr hatved gnd fifration fo the lowest ffective dose is recommended. No dosage odjustment is requised for LUVOX® Tablets. Diazepam: The co-
administration of LUVOX® Tablets and diazepam is generolly not advisable. Because fluvoxamine reduces the clearonce of both diazepam ond its active
metobalite, N-desmethyldinzepom, there is a strong lkelihood of substantial accumulation of both species dusing chronic co-adminishration. Theopdyllime:
The effect of steady-stote flwoxamine (50 m bi%) on the phormacakinetics of a single dose of theophyline (375 mg a5 442 mg aminophylline) was
evaluated in 12 helthy nonsmoking, male voqumeers. The clearance of theaphyline was decreased approximately 31‘0?d. Therefore, if theophyline is co-
odministered with flovosomine moleots, its dose should be reduted to one third of the usuol doily mointentnce dose ond plosmo concentrotions of
theophylline should be monitored. No dosage odjustment is required for LUVOX® Tablets. Wesrfarfin: When flwoxomine maleate (S0 mg tid) was
administered concomitantly with warfarin for two weeks, werforin plasma concentrations increased by 98% ond prothrombin fimes were prolonged. Thus
pofients receiving oraf anficoagulants and LUVOX® Tablets shauld have their prothrombin fime monitored and their anficoagulant dose odjusted accordingly.
No dosage adjustment is required for LUVOX® Tablets.
PRECAUTIONS

General

Activation of Mania /H 2 During premarketing studies involving primarily depressed patients, hypomania or mania occurred in approximately
1% of patients treated with Huvoxemine. Activation of monia/hypomania hos also been reponeJMi]n a small proportion of potients with major offective
disorder who were freated with other marketed antidepressonts. As with olf anfidepressants, LUVOX® Tablets should be used caufiously in pafients with o
history of mania. Sefzures: Duting uremurketing studies, seizures were reported in 0.2% of fluvoxamine-treated patients. LUVOX® Tablets should be used
cautiously in patients with a history of seizures. It should be discontinued in any pafient who develaps seizures. Swicidle: The possibilty of a suicide cttempt
is inherent in patients with depressive symptoms, whether these occur in primery depressian of in association with another primary disorder such as 0CD.
Chose supervision of high risk patients shouid accompany initiel drug therapy. Presciiptions for LUVOX® Toblsfs should be written for the smallest quantity of
tablets consistent with good pofient management in order o reduce the risk of overdose. Use in Patients with Concomitant liiness: Closely
manitored clinical experience with LUVOX® Tablets in pofients with concomitant systemic illness is limited. Coution is advised in administering LUVOX®
Tablets to potients with diseeses or conditions that could affect hemodynamic responses or metabolism. LUVOX® Tablets have nat been evaluated or used
to any appreciable extent in potients with a recent history of myocordiol inforcion or unstable heart disease. Potients with these diagnoses were
systematically excluded from many clinical studies during the product’s premorketing testing. Evaluation of the electrocardiograms for pafients with
depression or OCD who participated in premarkefing studies revealed no difforences %etween fluvaxamine and placebo in the emergence of clinically
important ECG changes. In patients with river dystunction, flwvaxamine clegrance was decreased by opproximately 30%. LUVOX® Tablets should be slowly
tiated in potients with fiver dysfunction during the iniiation of freaiment.

Information for Patients

Physicians are cdvised to discuss the following issues with patients for whom they prescribe LUVOX® Tablets: Iterference with Cognitive or Motor
Performance; Since any psychooctive drug moy impoi judgement, thinking, or motor skills, patients should be coutioned about operating hozardous
mochinery, including qutomabiles, unfl they are certain that LIVOX® Tablets therapy does not adversely affect their abilty fo engage in such octivites.
Pragnancy: Patients should be advised to naffy their physicans f they become egnant o intend ta become pragnant duting therapy with LVOX®
Tabiets. Nursing: Potients receiving LUVOX® Tablets should be udvised o notify their physicions if they are breast feeding an infant. (Ses PRECAUTIONS
- Nursing Mothers.) Comcomitant Medication: Patients should be advised to notify their physicians i they are fuking, or plan o fuke, any prescription
of over-the-counter drugs, since there is o potentiolfor clinically impartant interactions with LUVOX Toblets. Afeohial: As with other psychatropic medications,
pafients should be odvised o avoid alcohol while taking LUVOX® Tablets. Allergéc Reactions: Putients should be odvised to noffy their physicians if they
develop o sash, hives, or a reloted allergic phenomenon during therapy with LUVOX® Tablets.

Laboratory Tests

There are no specific laboratory tests recommended.

Drug Interactions

Potential interactions with that inkibit or are Metabolized by Cytochrome P450 ) Multiple hepatic cytochrome P450

(CYP450) enzymes are involved in the oxidative biotransformation of a large number of shructurally different drugs and endogenous compounds. The
available knowledge concerring the relationship of flovoxamine and the CYP450 enzyme system has been obtained mostly fom phormacokinetic inteaction
studies conducted in haolthy volunteers, but same preliminary in vitro data are ulso available. Based on o finding of substantial interactions of fluvoxamine
with certain of these ond limited in vifro date for the IMA4 isoenzyme, it appears that fluvoxamine inhibits isoenzymes that are known fo be involved in the
mefubolism of drugs such as warforin, theaphyfline and propronolol. A clinically significant fluvoxomine interaction is possible with drugs having a narrow
therapeutic ratio such as terfenadine, astemizole, or cisapride, werfarin, theophylline, certain benzodiczepines and phenytoin. If LUVOX® Tebles are to be
odministered together with o dmg that is elimingted via oxidotive metabelism and has a narrow therapeutic window, plasma levels and /or pharmacodynamic
effects of the lotter drug should be monitored closely, af least unfl steady-state condifions ure reached. CNS Active Drugs: Mense see complete
prescribing information for recommendations regarding CNS drugs such os monoomine oxidase inhibitors, alprazolam, diozepam, alcohal, carbomazepine,

WMA(DLBG‘{), and greates sensifiity of some older indiduels olso canmot be ruled out. Conseguertty, LUVOX® Tablets should be slowhy tirated dwing iriction
of therapy.

ADVERSE REACTIONS

Assodiated with Discontinuation of Treatment

0f the 1087 OCD and depressed patients reated with flwvoxamine malsate in controlled cliical trinls conducted in North America, 22% discontinsed
freatment due fo on adverse event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LUVOX® Tablats have bean studied
in controlled frials of OCD (N=320) and depression (N=1350). In general, adverse event rates were similar in the two dofa sets os wel as in the pediatric
0D shudy. The most commonly observed adverse events associated with the use of LUVOX® Tablets and likely o be drug-slated (incidnce of 5% or greater
ond at least wice that for plocebo) derived from Table 1 were: somnolence, insomia, nervousness, femor, nausea, dyspepsia, anorexic, vomiting,
abnormal ejoculation, asthenia, and sweating, In o pool of two studies involving only patients with OCD, the following additional events were idsntified
using the above rule: dry mouth, decrensed ibido, urinary frequency, anorgasmia, rhinits and toste pervarsion. It o stuly of pediatric pafients with OCD,
the foflowing addifional events were identfied using the above rule: agitotion, depression, dysmenorrhed, fatulence, hyperkinesio, and rash.

Adverse Events Occurring of on Incidence of 1%: Toble 1 enumerates adverse events that occurred at o frequency of 1% or more, and were
more frequent than in the placebo group, among patients freated with LUVOX® Tablets in two shorkterm plocebo controlied GCD frials {10 week) and
depression friols (6 week) in which patients were dosed in a range of generally 100 to 300 mg/doy. This tabl shows the percentage of patients in each
group who had af least one occurrence of an event ot some fime during their treatment, Reported adverse events were classified using a standard COSTART
based Dictionary rerminclogy. The prescrier should be aware tha thess figures canniot be used to pradict tha incidence of side effects in the course of usual
medical practice where patient characteristcs and other factors may differ from thase that prevailed in the clinical tiols. Similady, the cited frequendies
cannot be compared with figures obtined from other clinical investigations involving different treatments, uses, and invastigators. The cited figures, however,
do provide the prescribing physicion with some basis for estimating the relotive contibution of drug ond non-drug factors to the side-effect incidence rate in
the populotion shudied.

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 patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chils (2 vs. 1). CARDIOVASCULAR: Palpiafions (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diorheo (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia (10 vs. 5); Anovexia (6 vs. 2); Vomiing (5 vs. 2); Flanence (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Sorviolence (22 vs. 8); Insomia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness {12 vs. S); 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); Dapression (2 vs.
1); CNS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratary Infection (9 vs. 5); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweofing
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnormal Fiaculation®* (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence® (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retenfien (1 vs. 0).

"Events for which fluvaxartine maleate incidence was equal fo of less then placebo are not listed in the table above, but include the following: abdominal
pain, abriormal dreams, oppetite increase, back poin, chest pain, confusion, dysmenorheg, fever, infection, leg cramps, migsoine, myolgia, pain, paresthesia,
?huryngiﬁs, postural hypotension, pruritus, resh, thiniis, thirst and innitus. “Includes “toothache,” “tooth exiraction ond abscess,” and *caries.” *Mostly
eeling wom, hot, o1 K\‘;shed “Hhostly “blursed vision.” “Mostly “deloyed sjoculotion.” “incidence based on number of mole pafients.

Adverse Events in OCD Plocebo ControRled Studies Which are Markediy Different (defined as ut least a two-fold difference)
in Rate from the Pooled Event Rates in OCD amd Depression Placebo ControRled Studies: The events in 0(D studiss with o twofold
decrease in iate compored fo event rates in OCD and depression studies were dysphagia and amblyopio (mastly blurred vision). Addifionally, there was an
approximate 25% decrease in nausea. The events in OCD shudies with a two-fold incraase in rate compored to event rotes in OCD and depression studies
were: asthenia, abnormal ejaculotion (mostly dslayed ejoculation), anxiety, infection, rhinits, anorgasmia (in males), dspression, fibide decraosed,
pharyngiﬂf, agimn‘«;n, impotence, myodonus,/twitch, hist, weight loss, g cromps, myalgia and urinary tefention. Thess events ore isted in order of decrensing
sates in the OCD frials.

Other Adverse Evests in OCD Pediairic on. In Pediatric patients (N=57) teoted with LUVOX® Tabbets, the overall proil of adverse evens is
similoy to that seen i adlt shudies. Other reactions whiich have been reparted in two ar mare pediatric patients, and were more frequent than in the placebo graup
group were: abnormal Hhinking, cough icrease, dysmenarthes, ecchymosis, ematianal labiity, apistuxis, hyperkinesia, infaction, mank reoction, rash, sinusits, and
weight decease,

Vital Sige Chonges

Comparisons of fluvaxamine maleate and placsbo groups in separate pools of shortterm OCD and depression trials on (1) medion changs from beseine on
verious vital signs variables and on (2) incidence u? pafients meefing riteri for potentially important changes from hoseline on various vital signs voriables
tevecled no important diferences between flwvoxamine maleate ond placebo.

Loboratory Changes

Comporisons of fuvoxamine moleate and plocebo groups in seperate pooks of shorterm OCD ond depression ticks on {1) median thange from baseling on
various serum chemistry, hematology, and urinalysis variables and on (2) incidence of patients meeting criteric for potenticlly important changes from
beseline on various serum chemistry, hematology, and urinalysis variables revealed no important differences between fluvoxamine maleate and placebo.
ECG Chonges

(ompnrim of fluvoxomine moleate ond placebo groups in separote pools of shorkterm OCD and depression trials an (1) mean change from baseling on
verious ECG variables and on (2) incidence of pafients meeting citeria for potentially important changes from baseline ort various ECG variables reveoled
o important differences hetween fluvoxemmine malecte and plocebo.

Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets

Duting premarketing clinical tricls conducted in North Americo and Europe, mulfiple doses of fluvoxemine maleate were administered for a combined fotol
ot 2737 patient exposures in pofients sulfeiing OCD or Major Depressive Disorder, Untoword events associoted with this exposure were recorded by clinical
invesfigators using descriptive terminology of their own choosing. Consequently, it is not possible o provide o meaningful sstimate of the proportion of
individuals experiencing odverse events without first grouping similar types of untoword events into a limited (i.e,, seduced) number of stondard event
cotegories. In the mhlﬁuﬁons which follow, a stendard COSTARTbased Dictionary terminology has been used fo dlossify reported adverse events. If the
COSTART tem for an event was so general os fo be uninformative, it was replaced with a more informotive term. The frequancies presented, therefore,
represent the propartion of the 2737 patient exposures to mulfiple doses of fluvoxamine maleate who experienced an event of the type cited on ot least
ong occosion whi[:a receiving flwvoxamine moleate. Al reported events ore included in the list below, with the following exceptions: 1) those events clrsady
fisted in Table 1, which tobulates incidence rotes of common adverse experiences in placebo-controlled OCD and depression clinical ricls, are excluded; 2)
those events for which a drug cause was considered remote (i.6., neoplasia, goshointestinal carcinoma, herpes simplex, herpes zaster, application site
reaction, and unintended pregnanicy) are omitted; ond 3) events which were reported in only one patient and judged to not be potentially serious are not
included. It is importont to emphasize that, lthough the events reported did occur during treatment with fluvoxamine maleate, a cousal relationship to
fluvoxomine maleats hes not been established, Events are further classified within body system cotegories and enumerated in order of decrecsing frequency
using the following definitions: frequent adverse events are defined as those occuring on one or more accosions in at least 1,/100 patisnts; infrequent
adverse events are those occurring between 1,/100 and 11000 patients; and rore adverse events are those occuring in s than 1,/1000 patients. Body
as a Whole: Frequent: uccidental injury, malaiss; Infiequent: ollergic reaction, neck pain, neck rigidity, overdase, photosensitivity reoction, suicide attempf;
Rare: cyst, pelvic pain, sudden death. Cardiovasculur System: Frequent: hypertension, hypotension, syncope, tachycaidia; infrequent: anging pectors,
bradycardia, cardiomyopathy, cardiovasculor disease, cold extremities, conduction delay, heart failure, myocardial infurction, pallor, pulse irrsgular, ST
segment changes; Rore: A block, cerebrovascular aceident, coronary ortery diseass, embolus, pericarditis, phlebitis, pulmonary infarcion, supraventricular
exirasysfoles. Il?igestl've System: Frequent: elevated liver transaminases; nfrequent colifs, eructation, esophagifis, gastiis, gostroentaris,

clozapine, lithium, lorazepom, methadone, sumatripton, focrine, ficydlic anfidepressants, fryptophan; and other drugs such as theophylline, warterin,
digoxin, dikiazem, proponalol and other beterblockers. ENfects of Smoking om Fluvoxamine Metabolism: Smokers had o 25% increase in the

bolism of fi ine compared to kers. Ele fsh #mpy {ECT): There ore no clinicel studies establishing the benefits of risks
of combined use of ECT and flovoxamine moleate.

nogenesls, Motagenesis, Inpol of Fotilty
Corcinogenesis: There is no evidence of corcinogenicty, mulagenicity or impairment of fertfty with fluvoxamine malete. There was no evidence of
corcinogenicty in rofs eated orally with flwoxamine maleate for 30 months or hamsters treated orelly with fluvoxamine maleate for 20 (femles) or 26
(males) months. The daily doses in the high dose graups in hese studies were increased over the course of the study from o minimum of 160 mg/kg to
o maximum of 240 mg/lu it rats, and from a minimum af 135 mg,/kg to a maximum of 240 mg/kg in homsters. The maximum dose of 240 mg/kg
is approximately 6 fimes the maximum human daly dose on o mg/m* basis. Mutagenesis: No evidence of mutagenic potential was observed in o mouse
micronucleus fest, an in vifto chromasome aberation test, of the Ames microbial mutagen fest with or without metabolic activotion. Jmpairment of
Fertlity: In fertiity studies of mole and female rofs, up to 80 mg,/kg/day orally of fluvoxemine maleate, (approximately 2 fimes the maximum human
deily dose on o mg/m? basis) had no effect on mating performance, duration of gestation, o pregnancy rate.
Pregamcy
Torat: Effects: Preagnancy Category C: In teratology studies in ots and rabbits, daily orol dses of fluvoxamine meleate of up to 80 and
40 mézip, Tespectively (ugproximrnely 2 times the maximum human daily dose on @ mg,/m? besis) caused no fetol molformations. However, in other
reproduction studies in which pregnant sofs were dosed through wedning there was (1) o increase in pup mortolity o birth (seen t 80 mg/kg and cbove
but not at 20 mg/kg), and (2) decreases in postatal pup weights (seen ot 160 but not ot 80 mg,/kg) and surival (seen at ol doses; lowest dose tested
= 5 mg/kg). (Dases of 5, 20, 80, and 160 mg/kg ore approximately 0.1, 0.5, 2, and 4 fimes the moximum human doily dose on o mg/m? basis.)
While #\e results of o ross-ostering study implied that at lenst some of these results likely accurred secondarily fo materal toxicity, the ro?e of o direct
drug effect on the fetuses or pups could not be ruled out. There are e odequate and wellcontrolled studies in pregnant women. Fluvoxarmine maleate should
be used during pregnancy only if the potential benefit justies the potential isk to the fetus.
Labor and Delivery
The effect of fluvaxamine on tabor and defivery in humans is unknown.
Nursing Mothers
As for many other drugs, fluoxemine is secreted in human breast milk. The dedsion of whether to discontine nursing o to discontinue the drug should
fuke info account the potential for serious adverse effects from exposure to flovoxarmine in the nursing infant s welt as the potential benefits of EUVOX®
(flovoxamine maleate) Tablets therapy to the mother.
Pediatric Use
The efficacy of fluvoxamine moleote far the treatmernt of Obsessive Compulsive Disorder was demonshiated in a 10-week mulicenter placebo controlled
study with 120 outpatients ages 8-17. The adverse evant profile observed in that study wos generally similor to that observed in adult studies with
fluvaxomine (see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).
Decroased appetite and weight loss have been observed in association with the use of flovoxamine as well os other SSRIs. Consequentl, regular monitoring
of weight and growth is tecommended if treatment of  child with on SSR¥is to be confinued long term.
Gerlotric Use
mmely 230 pofients participafing in controlled premarkefing studies with LUVOX® Tablets wemem of age or aver. No overal differences in sefety were

d between these patients and younger patients, Other reporied clnical experience has not identied diferences in response hetween the ekderly and younger

patients. However, the clearance of Hwoxnnine is decreased by about 50% in eklerly compaved to younger pufients (see Pharmocokinetics under CLINICAL
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inol ulcer, gingivifis, glossitis, hemarthoids, melena, rectal hemarrhage, stomatiis; Rare: biiary pain, cholecystis,
halelithiosis, fecol inconfingnce, f is, intesfinol obstruction, joundice. Endocrine System: Infraquent hypathyraidism; Rore: goiter. Homsle ond

’{mphah’t Systems: Infrequent: anemia, ecchymosis, leukocytasis, lymphedenapathy, thrombocytopenia; Rare: Ieukorenia, purpura. Metobolic and
utritional Systems: Frequent: edemo, weight guin, weight loss; Infiequent: dehydiotion, hypercholesteralemia; Rore: diabetes melltus,

glycemic, hyperlipidensia, hypoglycemia, hypokalemic, lactate deh inreosed. Muscofoskelotol System: Infrequent: arthralgio,

arthi, bursifs, generalized muscie spasm, myasthenin, tendinous connactur, tenosymovi; Rore: erhiass, myopathy, patholagical frachwe. Nervous

System: Frequent: amnesia, apathy, hyperkinesia, hypokinesia, manic seaction, myoclonus, psychotic reaction; /nfiequent: agoraphobic, okathisia, atoxig,

(NS depression, conwulsion, delirium, delusiad, depersonalization, diug dependance, dyskinesia, dystoeia, amotional lnbility, suphotia, extapyrarmidal

syndrome, gait unsteady, holfucinations, hemiplegia, hostlity, hypersomnia, hypochondriasis, hypotonio, hysteria, incoordintion, inreased solivation,

increased libido, neuralgio, pasalysis, porancid reaction, phobio, psychosis, sleep disosdes, stupor, hwitching, vertigo; Rere: ckinesia, coma, fibilations,

mufism, obsessions, ref?exes decreased, sluned speech, turdive dyskinesia, torticolls, trismus, withdrowol syndrome. Respiratory Systom: Frequent:

cough increased, sinusitis; Infrequent: asthma, bronchifs, epistaxis, hocrseness, hyperventilotion; Rare: apnea, congestion of upper airway, hemaptysis,

hiccups, farygismus, obstructive pulmonary disease, pneumonia. Skitn: Infrequent: acne, clopecia, dry skin, eczema, extoliofive dermatits, furunculosts,

sebartheg, skin discoloration, urticaria. Spaciaf Semses: Infiequent: accommodation abnotmal, conjunctivits, deafness, diplopic, dry eyes, ear pain, eye

pain, mydriasis, ofitis medic, parosmia, photophobia, fuste loss, visuol field defect; Rare: comedl ulcer, retinal detochment, Urogenital System:

Infrequent: anuria, breast pain, cystifs, deloyed menstruation’, dysuria, female lactation', hematuria, menopause!, menorrhagic', meorthagia', nocturia,
lyuria, | syndrame, wrinary inconfinence, urinaty tact infection, urinary uigency, wination impairad, vaginal hemorthage, vaginits’; Rore:
idney coleuls, | ia?, oligurig.

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

Nou-US Postmarketing Reports

Voluntary reports of adverse events in patients toking LUVOX® Tablets that have been received since market infroduction and ore of unknown causad

eelafionship to LUVOX® Tablets use include: toxic epidermal necrolysis, Stevens-Johnsan syndrome, HenochrSchoenlein puspura, bullous eruption, priapism,

agronulocytosis, revropathy, aplostic anemis, onophylactic reaction, hyponaremvia, ocute renal failure, hepotits, and severe okinesia with fever when

fluvoxamine was coadministered with anfipsychotic medicafion.

OVERDOSAGE

Refer fo package insert {1 1F Rev 3/98) for overdosage information.

DOSAGE AND ADMINISTRATION

Refer to package insert (11F Rev 3/98) for dosage and adminishation information.
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OCD IS AN
ANXIETY DISORDER

Emerging
from the profound anxiety

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'BED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCH'ATR'STS FOR OCD1
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