®
luvox {fluvoxomine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary of presciibing information (based on 8E1252 Rev 3/97)

INDICATIONS AND USAGE
LUVOX Toblets ove indicoted for the heatment of absessions and compulsions in patients with Obsessive Compulsive Disorder (OCD), as dafined in the
DSMAII-R. Obsessive Compulsive Disorder is characterized by recurrent and persistent ideas, thoughts, impulses or images (obsessions) that are ago-dystonic
and/or repefitive, purposeful, and intentional behaviars (compulsions) that are recognized by the person as excessive or unreasonable.
CONTRAINDICATIONS
Co-administition of terfenadine, astemizole, or cisapride with LUVOX Tablets is conhaindicated (see WARNINGS and PRECAUTIONS).
LUVOX Tablets are contreindicated in patients with o history of hypersensitivity to flvaxamine maleate.
WARNINGS
In putients receiving unother serotonin reuptake inhibitor drug in ion with ine oxidase inhibitors (MAOIs),
there have been reports of serious, sometimes fatal, rouctions. Therefore, it is recommended that LUVOX® Tablets not be
used in combination with o MAGI, or within 14 days of discontinuing treatment with a MAOL. In addition, after stopping
LUVOX® Tablets, at least 2 weeks should be allowed before starting a MAOL
Terfonodine, ostemizole and cisopride are ll metobolized by the cytod P4501IA4 iscenzyme, | d plasma
ons of terfenadi izole and disupride couse QT ﬂolnngnlim and have been associated with torsades de
poits-type ventricvlor tachycardin, sometimes fatal. Although it has not heen definitively demonstrated that fluvoxamine
is o poteat HIA4 inkibitor, it is Kkely to be. Consequently, it is ded that fl not be used in combination
with sither terfenadine, astemizole, or disapride.
Other Potentially Importont Drug Inferoctions
(Also see PRECAUTIONS - Drug Inferactions) Benzodiazep i by hepatic oxidation (e.g., olprazolom, midozolom,
triazolom, efc.) should be used with caufion becouse the clearance of these drugs is fikely to be reduced by fluoxamine. The (?eumnce of henzodiozepines
metabolized by glucuronidation {e.g., lorazepam, oxczepam, temazepam) is unlikely to be offected by fi ine. Alprazol fl i
maleate (100 mg qd) and alprazolam (1 mg gi) were co-administered to steady state, plasmo concenrations and other pharmacokinefic parometers (AUC,
G, T} of alprazolam were approximately twice thase observed when alprazolam was administered alone; aral clearance was reduced by about 50%. The
elevated plasma alprazolam concentrations resulted in decreased psychomotor performance and memory. This inferaction, which has not been investigated
using higﬁer doses of fiwoxamine, moy be more pranaunced if a 300 mg daily dose is coadministered, particularly since fiwvoxamine exfibits nondinear
ﬁharmucakineﬁcs over the dosoge range 100-300 mg. If alprazalem is co-administered with LUVOX Tabless, the iniial alprazolam dosage should be of least
alved ond fitration 1o the fowest effective dose is recommended. No dosage odjustment is required for LUVOX Tublets. Diazepam- The coadminishotion
of LUVOX Tablets and diazepam is generally not advisable. Because fluvoxamine reduces the clearance of both diozepam and its active mefubolte, N-
desmethyldiazepam, there s o shong likelihood of substantial accumulation of both species during chronic co-administration. Evidence supporting the
conclysion that i is inadvisable to co-odminister fvoxomine and diazepa Ts derived from a study in which healthy volunteers toking 150 mg/day of
flovoxamine were administered a single orol dose of 10 mg of diazepam. In these subjects (n=8), the clearonce of diazepam was reduced by 65% and
that of N-desmethykdiazepam to o level that was foo low to measure over the course of the 2 week long study. It s likely that this experience significantty
underestimotes the degree of cccumulation that might occur with repeated diozepam administration. Moreover, os noted with alprazolam, the effect of
fliwoxamine moy even be more pronounced when it is administered o higher doses. Accordingly, diazepam and fluvoxamine should not ordinarily be co-
administered. Iloofh : The effact of steady-tate flovoxamine (50 mg bid) on the phormacokinefics of a single dose of theaphylline (375 mg as
442 mg aminophyline) was eveluated in 12 heaithy nosmoking, male vo?unteers. The clearance of theophyline wos decrensed approximately 3old.
Therefore, if theophylline is co-odministered with moleate, its dose should be reduced to ong third of the usual daily maintenance dose and
plasma concentrations of theaphyline should be monitored. No dosage adjustment is required for LUVOX Tablets. Warfarin: When flovoxamine malecte
(50 mg fid) was administered concomitantly with worfarn for two weeks, warfarin plasma concentrations increased by 8% und prothrombin fimes were
prolonged. Thus patients receiving orol onticoagulants and LUVOX Toblets should have their prothrombin fime monitored and rﬂeir anficoagulant dose
adjusted occordingly. No dosage adjustment is required for LUVOX Tables.
PRECAUTIONS

of Mania/Hy ia: During studies involving primarily depressed patients, hypomania or mania occurred in approximately
1% of patients treoted with flvoxamine. Actvafion of manio/hypomania has also been reported in a small proportion of patients with major effective
disarder who were reated with ather marketed antidepressants. As with all anfidepressants, LUYOX Tablets should be used cautiously in patients with o
history of mania. Sefzures: During premarketing studies, saizures were reported in 0.2% of fluvoxamine-reated patients. LUVOX Tablets should be used
coutiously in patients with a history of seizwtes. It should be discontiaued in any patient who develops seizures. Swicidle: The possibility of a suicide aftempt
is inherent in patients with depressive symptoms, whether these occur in primary depression or in assaciation with another primary disorder such as OCD.
Close supervision of high risk patients should accompony inifial drug therapy, Prescriptions for LUVOX Tablets should be written for the smallest quanfity of
toblets consistent with good pafient manogement in arder to reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
monitored clinical experience with LUVOX Tablets in patients with concomitant systemic llness is limited. Coution s advised in administering LUVOX Tablets
to patients with diseases or conditions that could offect hemodynamic respanses or metabolism. LUVOX Tablets have not been evaluated o1 used fo any
oppreciable extent in potients with a recent history of myocardiol inforction or unstable heart disease. Patients with these diagnoses were systematically
excluded from mony clinical studies during the product’s premorkefing tesfing. Evaluotion of the electrocardiograms for patients with depression or 0CD who
porticipated in premarkefing sudies revedled no differerices between Ruvoxemine and placebo in the emergence of clnically important ECG changes. In
patients with fiver dysfunction, fluvoxamine clearance was decreased by approximately 30%. LUVOX Tablets should be slowly fitrated in pafients with fiver
dysfunction during the inifiaion of Heatment.
Information for Patients
Physicians re advised to discuss the Following issues with patients for wham they prescribe LUVOX Tablets: Iterference with Cognitive or Motor
erformonce: Since ony psychoactive drug may impair judgemen, thinking, or motor skill, patients should be cautioned cbout operating hazardous
machinery, indluding outomabiles, until they ore certin that (UVOX Tablets therapy does nat odversely offect their bty to engage in such actiities.
Pregnancy: Patients should be advised to notify their physicians  they become pregnant o infend to become pregnant during therapy with LUVOX Tablets.
Nursing: Pafients receiving LUVOX Tablets should be advised to nofify their physicions if they are breast feeding an nfant. (See PRECAUTIONS - Nursing
Mothers.} Comcomitowt Medication: Putients should be advised to notify their physicians if they ore toking, or plan to take, any prescription or over-
the-counter drugs, since there is o potential for clinically importent interactions with LUVOX Toblets. Aleohol: As with other psychotrapic medications,
patients should be advised to ovoid alcohel while taking LUVOX Tablets. Allergic Reactions: Pufients should be advised to notify their physicions if they
develop a rosh, hives, or o related ollergic phenomenon duiing therapy with LUVOX Tablets.
Laboratory Tests
There are no specific laboratory fests recommended.
Drug Interactions
These have been rare postmarketing reports describing patients with weokness, hyperreflexio, and incoordination following the use of o selective serotonin
teupteke inhibitor (SSR) ond sumatiiptor itant treatment with ipton and an SR {e.g., fluoxetine, flovoxamine, poroxefine, seriraline) is
clnically wairanted; appropriote observation of the pafient s odvised. Potential interactions wilg drugs that inhibit or are Metabolized by
Cytochrome P850 Isozymes: Bosed on o finding of substantil interactions of fluvoxamine with certain drugs and fimited in vifro data for the lliA4
isoanzyme, it appears that fm:nmine inhibits isoenzymes that are known fo be involved in the metabolism of drugs such as warfarin, theophylline and
pragionolol. A clinicolly significont owoxamine interaction is possible with drugs heving o narrow therapeufi rotio such us terfencdine, astemizole cisapids,
warforin, theophyline, certuin benzodiazepines and phenytoin. Hf LUVOX® Tablets ore to be odministered together with a drug that is eliminated via oxidative
metobalism and has o norrow therapeutic window, plosmo levels and /or pharmutodrnumi( effects of the latter drug should be menitored closely, ot least
untl steady state condifions are rsacE:d. Please see complete prescribing information for recommendations regarding NS drugs such os monoamine oxidase
inhibitors, alprozolarn, diczepam, lorazepam, lithium, tryptophan, clozapine, alcohol, tricyclic antidepressants, carbomazepine, methadone; and othler Eirugs

o B

Geriatric Use
Approximetely 230 patients pertcpating in contralled premarketing studies with LUVOX Toblets wers 65 years of age or over. No overall dnierences in safaty were
observed hetween these patients and younger patients. Other reponed clinical experience has not identiied diffarences in tespons between the ekledy ond younger
patients. However, the cleoronce of ﬁuvoxumine is decreased by about 50% in elderly compored fo younger patients (see Phammacokinetics nder CLINICAL
PmMAEULOGY), and gregter sensifivity of some older individuols also cannot be ruled aut, Consaguently, LUVOX Tablefs should be slowly fitrated during inifgtion
of therapy.
ADVERSE REACTIONS
Associoted with Discontinuation of Ti
Of the 1087 OCD and depressed patients treated with fluvoxamine maleote in controlled clinical ticls conducted in North America, 2% discontinued
treatment due fo an adverse event.
Adverse events in OCD Pediatric Population
In pediotric potients (N=57) treated with LIVOX® Tablets, the overall profile of adverse events s similar to tha seen in adult studies. Other reactions which
have been reported in two or mare of the pediatric pafients, and were more frequent than in the placebo group (N=63) were: abnormal thinking, cough
increose, dysmenorthea, ecchymasis, emofional loblity, epistexis, hyperkinesic, infection, manic reaction, rash, sinusitis, and weight decrease.
Events for which the incidence in fluvoxamine maleate wos equal fo or less than the incidence in placebo (N=63) and involved two o more of the pediatric
study patients were: abdominal pain, abnormol dreams, fever, headache, nausea, nervousness, pain, pharyngitis and hinfi.
Incidence in Controlled Trinds - Commonly Observed Adverse Events in Controfled Clinical Trials: LUVOX Toblets have been studied in
controlled trials of OCD (n=320) and depression (n=1350). In genetal, odverse event rates were similor in the fwo data sefs. The mast commonly observed
odverse events assaciated with the use of LUVOX Toblets and likely to be drugrelated fincidence of 5% or greater and at feast twice that for placebo) derived
from Table 2 were: somnolence, insomnia, nervousness, fremor, nausea, dyspepsia, anorexia, vomifing, abnormal ejaculation, asthenia, and sweating. In
o poot of two studies involving ony patients with 0CD, the following addifiona! events were identified using the cbove ruls: dry mouth, decreassd #bido,
urinary frequency, anorgasiia, thiniis ond toste perversion. Adverse.Events Occurring at an Incidence of 1%: Table 2 enumerates adverse events
that occurred at a frequency of 1% or more, and were more frequent than in the placebo group, among patients mreated with LUVOX, Tablets in two short-
term placebo controlled OCD trils (10 week) and depression trials (6 week) in which patients were dosed in a range of ganarally 100 to 300 mg/day.
This table shows the percentage of patients in each group who had ct least ane occurrence of an event at some fime during their treotment, Reported adverse
events wete clussiied using o stondord COSTARTbased Dictionary terminology. The prescriber shauld be cware that these figures cannot be used to predict
the incidence of side effects in the course of usual medical practice where patient characteristics and other factors may differ from those that prevailed in
the dlinical tricls. Sirmilarly, the cited frequencies cannot be compared with figures obtained from other clinical investigations invalving diferent treatments,
uses, and investigatars. The cited figures, however, do provide the prescribing physician with some basis for estimating the relafive contribution of drug and
norrdrug factors to the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controlled Studies Which are
Markedly Ditferent (defined as at least a two-fold difference) in Rate from the Pooled Event Rates in OCD ond Depression
Placebo Controlled Studies: The events in OCD studies with o two-fold decrease i rate compored o event rotes in OCD and depression shudies were
dysphagia and amblyopia (mostly blured vision). Additionally, there was an approximate 25% decreose in nausea. The events in OCD shudies with o two-
fold increase in rate compared fo event rates in OCD and depression studies were: asthenia, abnormal ejaculation (mostly deloyed ejaculation), anisy,
infection, thinits, cnorgosmia (in moles), depression, Kbido decreased, pharyngitis, agitafion, impotence, myodonus,/hwitch, hist, woight loss, leg cramps,
myalgia and urinary refenfion, These events ore listed in order of decreasing rates in the OCD k.
Vital Sign Changes
Comgarisons of fluvoxamine meleate and placebo groups i separate pools of shortferm OCD and depression trials on {1) median change from baseline on
various vital signs variobies and on (2) incidence o? patients meefing criteria for potentially important changes from baseline on various vital signs variobles
revealed no imporiant differences between fluvoxamine maleate and placebo.
Luboratory Chunges
Comparisons of fluvoxamine maleate and plocebo groups in separate paals of short4erm OCD and depression trials on (1) median change from baseline on
various serum chemisiry, hematology, and urinalysis variables and an (2) incidence of patients meefing criteria for potentially important changes from
baseline on various serum chemistry, hematology, and urinalysis variables revealed ng important differences betwesn fluvaxomine maleate ond plocebo.
ECG Chunges
Comparisons of fluvexamine maleate and placebo groups in separate pools of shortterm OCD and depression trials on (1) mean change fiom baseline on
various ECG variables and an (2} incidence of pafients meeting criteria for potentiolly important changes from baseline on various ECG variables reveoled
0 imporfant differences between fluvoxamine maleate and placebo.
Toble 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN 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); Fiu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Pelpitations (3 vs. 2). DIGESTIVE SYSTEM: Nauseo (40 vs. 14);
Diarthea {11 vs. 7); Cansfipation (10 vs. 8); Dyspepsia {10 vs. 5); Anorexia (6 vs. 2); Vomiting (5 vs. 2); Flatulence (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomia (21 vs, 10); Dry Mouth (14 vs. 10); Nervausness (12 vs. S); Dizziness (11
vs. 8); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vosodilotation® (3 vs. 1) Hypertonia (2 vs. 1) Agitafion (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimulotion (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dysprea (2 vs. 1); Yown (2 vs. 0). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Ambiyopia' (3 vs. 2). UROGENITAL: Abnarmal Ejoculation®* (8 vs. 1); Urinary Frequency (3
¥s. 2); Impotence’ (2 vs, 1); Anorgasmia (2 vs. 0); Urinary Retention {1 vs. 0).'
"Events for which fluvoxamine maleate incidence was equal 1o or less than placebo ore not listed in the table abovs, but include the following: abdominal
pain, abnormal dreams, appefite increase, back pain, chest pain, confusion, dysmenoithea, fever, infection, leg cramps, migrains, myalgio, pain, paresthesia,
pharyngitis, postural hypotension, pruritus, rash, shinifs, thirst and tinnitus. “includes “foothache,” “footh extiaction and abscess,” nd “caries.” *Mostly
feeling warm, hat, or flushed. “Mostly “blurred vision.” *Mostly “delayed ejaculction.” “Incidence based on number of male paients.
Other Events Observed During the Premurketing Evaluation of LUVOX Tablets
Dusing premarkesing clinica) frigls conducted in North Americo ond Europe, mulfiple doses of fluvaxamine malate were administered for o combined fotol
of 2737 potient exposures in patients suffering 0CD or Major Depressive Disorder. Untoward events associated with this exposure were recordsd by clinical
investigators using descriptive terminology of their own choosing. Consequentl, it is not possible to provide o meaninﬂful estimate of the proportion of
individuals experiencing adverse events without first grouping similar types of untoward events into ¢ fimited Gie., reduced) number of standard event
categories.In the tabuldtions which follow, a srundurﬂ COSTARThased Dictionary terminology has heen used to classiy reported adverse events. If the
COSTART term for an event wos o general s to be uninformative, it wos replaced with o more informative ferm. The frequencies presented, therefore,
represent the proportion of the 2737 patient exposures to mulfiple doses of fﬁlvoxumine maleate who experienced an event of the fype cited on at leost
ane occsion while receiving flovoxamine maleate. A reported events ore included in the list below, with the following exceptions: 1} thase events aheady
listed in Table 2, which tobulates incidence rates of common adverse experiences in plocebo-controlled OCD ond depression clinical frils, are excluded; 2)
thase events for which a drug cause was considered remote (i.¢., neoplasia, gastrointestinol carcinoma, herpes simplex, herpes zoster, application site
teqcfion, and unintended pregnancy) ore omitted; and 3) events which were reparfed in anly one patient and judged to not be pofentiolly serious are not
included. It is imporfant to emphasize that, although the events reparted did accur during freatment with fluvoxamine maleate, o causal relafionship o
fiuvoxamine maleate hos not been established. Events are further classified within body system categeries and enumerated in order of decreasing frequency
using the following definifions: frequent adverse events are defined as those accurring on ane o more occasions in af least 1/100 pofients; infrequent
adverse events ure thase occurring between 1,/100 and 1/1000 patients; and rase odverse events are those occurring i less than 1,/1000 pafients. Body
as @ Whole: Frequent: accidental injury, maloise; Infrequent: allergic reaction, neck pain, neck rigidity, overdose, photosensifivity reaction, suicide attempt;
Rore: cyst, pelic poin, sudden decth. Cardiovaseular System: Frequent: hypertension, hypotension, syncope, tachycardic; Jafrequent: angino pectori,
bradycardia, cordiomyopathy, cardiovascular disease, cold extremities, conduction delay, heart failure, myocardial infarction, pallor, pulse imeguler, ST
segment changes; Rare: AY block, cerebrovasculor occident, coronary artery disease, emgolus, peicarditis, phlebifis, pulmonary infarction, supraventricular
extrasystoles. Digestive System: Frequent: elevoted liver tansominases; Infiequant: colifs, eructotion, esophagits, gastis, gashoenterts,
gastrointestinal hemorthage, gostrointestinal ulcer, gingivfis, glassitis, hemorrhoids, melena, rectal hemorthage, stomatits; Rore: biliory pain, cholecysfiis,
holelithiasis, fecol inconfinence, hematemesis, ntestinal obstruction, joundice. Endloerime Systeme infrequent: hypothyraidism; Rare: qoiter. Hesmic and

such as theophyline, propranolo] and ather beterblockers, worfarin, digoxin, and dilficzem. Etfects of Smoking on
Smokers had a 25% increase it the metabolism of fl ine compored fo kers. Efe fsi miqlmnpy {ECT): There are no clnicol
studies establishing the benefits or sisks of combined use of ECT and fluvoxamine maleate.

Carcinogenesis, Mulagenesis, Impa of Fertility

Corcinogenesis: There is no evidence of corcinogenicity, mulagenicity or impairment of fertlity with fluvoxamine maleate.There was no evidence of
cordnogenicity in rats freated arolly with Auvoxamine maleote for 30 months or homsters treated oralty with flovoxamine maleate for 20 (females) or 26
(moles) months. The deity deses in the high dose groups in these studies were increased over the course of the study from o minimum of 160 mg,/kg to
o maximym of 240 mg/kg in rats, and from a minimum of 135 mq/kg to o maximum of 240 mg,/kg in hamsters. The maximum dose of 240 mg/kg
is appraximately 6 fimes the maximum humon doily dose on 6 mg/m? basis. Mutagenesis: No evidence of mutagenic potentiol was observed in a mouse
micionucleus test, an in vitio chromosome obertafion test, or the Ames microbiol mutagen fest with or without metabolic activation. Impairment of
Fortility: In fertity studies of male and female rats, up to 80 mg,/kg,/day orally of flovoxamine maleate, (approximately 2 times the maximum human
daly dose on o mg/m* basis) had no effect on mating performance, duration of gestation, or pregnancy rate.

og
Tmnn-q Effects - Pregnancy Category C: In teratology studies in rafs and rabbits, daily oral doses of flwoxaming moleate of up to 80 and
40 mé’!g, espectively (approximately 2 fimes the moximum human daily dose on o mg/m? basis) coused no fefol malformations. However, in ather
reproduction studies in whicn pregnant tofs were dased through weaning there was (1) an increase in pup mortality at birth (seen at 80 mg/kq ond above
but not at 20 mg,/kg), ond (2) decreases in postnatal pup weights (seen at 160 but not of 80 mg,/kg) nd survival (seen of ol doses; lowest doss tested
= 5 mg/kg). (Doses of 5, 20, 80, and 160 mg//kg are approximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on ¢ mg/m? basis.)
While gne results of o crossfostering study implied that of least some of these results likely occurred secondarily to matemal toxiciy, the role of a direct
drug effect on the fefuses or pups could not be ruled out. Fhese are no adequate and wellcontrofled sudies in pregnant women. Fluvoxaming moleate should
be used during pregnancy only i the potentiol benefit justifies the potential risk to the fetus.

Labor ond Delivery

The effect of fluvoxemine on lobor and delivery in humans is unknown,

Nursing Mothers

As for mony other drugs, fluvoxamine is secrefed in human breast milk. The decision of whether o disconfinue nursing o fo discontinug the drug should
take into occount the potentiel for serious adverse effects from exposure to fluvaxamine in the nursing infont as well as the potential benefifs of LUVOX®
{fluvoxomine moleate) Tablets thetapy to the mother.

Pediatric Use

The efficacy of fluvoxamine maleote for the treatmernt of Obsessive Compulsive Disorder was demonstrated in a 10-week multcenter plocebo controlled
shdy with 120 outpotients ages 8-17. The adverse event profife observed in that study was generolly similar fo thot observed in odult shudies with
flwoxurmine (see ADVERSE REACTIONS).

Decreased urﬂ)ema and weight lass hove been observed in associafion with the use of fluoxamine as well as ather SSRIs. Consequently, regular manitoring
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Lymphatic Systems: fnfrequent: anemia, ecchymosis, leukocytosis, lymphadencpathy, thrombocytopenio; Rare: Ieukoren‘m, purpura. Metabolic and
Nutritional ‘Systems: Frequent: edemo, weight goin, weight loss; Infrequent: dehydrafion, hypercholesterolemia; Rore: diabetes melius,
hyperglycemia, hyperlpidemia, hypoglycemia, hypokalemio, loctate dehyd increased. Musculoskelotal System: Infrequent: anhrolgia,
arthiits, bursifs, generafized muscle spasm, myasthenia, tendinous contracture, tenosynovitis; Rare: arthrasis, myapathy, pathological frachure. Nervous
System: Frequent: amnesia, apathy, hyperkinesia, hypokinesia, manic reaction, myoc‘onus, psychofic reaction; Infrequent: agoraphobio, okathisie, atasia,
(NS depression, convulsion, delirum, delusion, depersandlization, drug dependence, dyskinesia, dystonia, emational {abily, eupheria, extopyramidal
syndrome, gait unsteady, hallucinations, hemiplegio, hostilty, hypersomnic, hypochondriasis, hypotonia, hysteria, incoordination, increased solivation,
increased libido, neuralgia, parolysis, parancid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertige; Rare: ckinesic, coma, fiilations,
mutism, obsessions, vef‘I]exes decreased, slured speech, tardive dyskinesia, torticolls, tismus, withdiowal syndrome. Respiratory System: Frequent:
cough increased, sinusitis; Infiequent: asthm, bronchifis, epistaxis, hoarseness, hyperventilation; Rore: apne, congestion of upper airway, hemoptysis,
hicups, laryngismus, obstuctive pulmonary disease, pneumonia. Skin: Infrequent: acne, clopecio, dry skin, eczema, exfoliative deimatits, furuneulosis,
seborthea, skin discoloration, urticario. Speciaf Semses: Infrequent: accommodation abnormal, conjunctivifs, deafness, diplopic, dry eyas, ear puin, eye
poin, mydricsis, ofifis media, porosmi, photophobia, taste loss, visual field defect; Rave: comeal ulcer, refinol detuchment. Urogesital System:
Infrequent: onuria, breast pain, cystifis, deloyed menstuation', dysuria, femole lactafion’, hematuria, menopause', menorhogia', metrorthagia', nocturia,
polyuria, | syndrome’, urinry inconti wiinry fract infection, urinary urgency, urination impaired, vagina hemorthage', vaginitis'; Rare:
kidney colculus, hematospermia’, dliguria.
"Based on the number of females. “Based on the number of males.
Non-US Postmarketing Reports
Voluntary reports of adverse events in patients toking LUVOX Tablets that have been received since market introduction and re of unknown cousal
relationship to LUVOX Tablets use include: toxic epidermal necrolysis, Stevens-Johnson syndrame, Henach-Schoenlein purpura, bullous eruption, peigpism,
ggmnulomosis, reurapathy, aplastic anemio, anophylactic reaction, hyponatiemia, acute renal failure, hepatifs, ond severe akinesia with fever when
it anf

Ws Co-o0mini psychotic medication.
CAUTION: Federal low prohibits dispensing withou! prescription,
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EFFECTIVE FIRST-LINE SSRI THERAPY FOR OCD...

EMERGING FROM
THE PROFOUND
ANXIETY OF OCD

Low incidence of agitation
® 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

® Relatively low incidence of anticholinergic side effects in
controlled trials of OCD and depression. LUVOX" Tablets
vs placebo: dizziness 11%vs 6%; constipation 10% 2 8%;
dry mouth 14% vs 10%'

. The first SSRI ® For adults, the most commonly observed adverse events
indicated for 0CD compared to placebo were somnolence 22% vs 8%; insomnia
in children and

21% vs 10%; nervousness 12% s 5%: nausea 40% vs 14%;
; asthenia 14% vs 6%
AVAILABLE IN 25-mg TABLETS e 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% us 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’

U V O X a I n e a e a e *Parameters occurring = 1% with fluvoxamine maleate

25 mg TABLETS 50 mg & 100 mg SCO RED TA BLETS Please see brief summary of prescribing information on adjacent page.

ada!mqm

First-line SSRI therapy for obsessions and compulsions
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