®
I.UVOX {fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary of prescribing information (bosed on 8£1252 Rev 3/97)

INDICATIONS AND USAGE

LUVOX Tablets are indicated for the treatment of obsessions and comulsions in pofients with Obsessive Compulsive Disorder (0CD), as defined in the

DSHHIIR. Qbsessive Compulsive Disorder is characterized by recurrent and persistent idegs, thoughts, impulses or images {obsessions) that are ega-dystonic

and,/of repetitive, purposehul, and intentional bshaviors (compulsians) that are recognized by the person a5 excessive or unreasonable.

CONTRAINDICATIONS

Co-administration of terfenadine, astemizole, or cisapride with LUVOX Tablefs is contraindicated (see WARNINGS and PRECAUTIONS).

LUVOX Tabless are conpaindicated in potients with o history of hypessensitiity fo Huvoxomine moleate.

WARNINGS

In patients receiving another serotonin reuptake inhibitor drug in with ine oxidase i MAOIs),

there have been reports of serious, sometimes fatal, reactions. Therefore, it is recommended that LUVOX® Tablets not be

used in combination with a MAO, 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 n MAOL.

Terfonadine, astemizole und dsopride are oll metabolized by the cytochrome P4SOIIIA4 isoenzyme. | d plasma
ions of terfenadi izole and dsapride cause QT prolongation and have been d with torsades de

polnts-type ventriculor tachycardia, sometimes fatal. Although it hos not been definitively demonstrated that Hlovoxamine

is a potent A4 inhibitor, it is likely fo be. Consequently, it is ded that fl ine not be used in combination

with either terfenadine, astemizole, or dsapride.

Other Potentiolly Importunt Drug Interactions

(Nso see PRECAUTIONS - Drug Interactions) Benzodiazepimes: Benzodiazepi bolized by hepatic oxidation (e.q., dlprazolam, midazolam,
triazolam, efc.) should be used with coution because he clearance of these drugs is fikely fo be reduced by fi ine. The c?eumn(e of benzodiazepi
mefobolized by glucuronidation (e.g., lorazepam, oxazepom, temazepam) is unlikely to be offacted by fi ine. Alprazolam- When fi

maleate (100 mg gd) and alprazolam (1 mg gid) were co-administersd to steady stae, plasma concentrations and other phfumacokineﬁc parometers (AUC,
Con, 1) of alprazalom were approximately twice tose observed when alprazolam was administered alone; oral clearance was reduced by about 50%. The
elevated plosma clprazolom concentrafions resulted in decreased psychomotor performance and memary. This interaction, which has not been investigated
using higher doses of fluvoxamine, may be more pronounced if o 300 mg duiﬂ{ dose is co-administered, porticularly since fluvoxamine exhibits non-inear
pharmacokinetics over the dosage range 100-300 mg. If alprazolam is co-administesed with LUVOX Tablets, the inifiol olprazolam dosage should be ot least
halved ond fitration to the lowest effective dose is recommended. No dosage adjustment is required for LUVOX Tablets. Diazepam- The cc-administation
of LUVOX Toblets ond diszepam is generally not advisable. Becouse fluvoxamine reduces the cleatance of both diazepam and is active metabolits, N-
desmethyldiozepam, there is o strong fikelihood of substantial accumulation of both species during chronic co-edministrafion. Evidence supporting the
conclusion that it is inadvisable to co-odminister fluwoxamine and diazepam is derived fiom a study in which healthy volunteers toking 150 mg/day of
fluvoxomine were administered o single oral dose of 10 mg of diazepam. In these subjects (n=8), the clearance of diazepam was reduced by 45% and
that of N-desmeshyldiazepam 1o o level that wos toa low fo measure over the course of the 2 week long study. It is likely that this experience signficantly
underestimates the degree of accumulafion that might occur with repeated diozepam administration. Moreove, as nofed with alprazolam, the effect of
fluvoxomine moy even be more pronounced when it is administered of higher doses. Accordingly, diazepum ond fluvoxamine should ot ordingrly be co-
cdministered. Tloo{ : The effect of steady-stote fl ine (50 mg bid) on the ph inefics of a single dose of theophyliine (375 mg as
442 mg aminophylline) was evalucted in 12 healthy nonsmoking, male volunteers. The clecrance of theophyline was decieased approximately 34old.
Therefore, if theaphylline is co-odministered with f ine meleate, its dose should be reduced to one thirg of the usual daily maintenance dose and
plasma concentrations of theophylline should be manitored. No dosage odjustment is required for LUVOX Tablets. Warfarin: When flovoxamine moleate
{50 mg 1id) wos odministered concomitantly with warfarin for two weeks, warfarin plasma concentrations increased by 98% and prothrombin fimes were
prolonged. Thus patients receiving asal anticoagulonts and LUVOX Tablets should hove their prothrombin fime monitored and their anficoagulont dose
udjusted occordingly. No dosoge adjustment is required for LUVOX Tablefs.

PRECAUTIONS

General
Activation of Monia/Hy ia: During keting studies involving primarily depressed patients, hypomania o manic occurred in approximately
1% of patients treated with Huvoxamine. Activafion of manio,/hypomonia hos also been reported in o small proportion of patients with mojor affective
disorder who were eated with other marksfed ntidepressonts. As with ofl antidepressants, LUVOX Tablefs shoufd be used cautiously in patients with o
history of manic. Sefzures: During premarketing studies, seizures were reported in 0.2% of fuvoxomine-teated patients. LUVOX Toblets should be used
cautiously in patients with o history otp seizures. It should be discontinued in any patient who develops seizures. Swicidle: The possibility of a suicide attempt
is inherent in pofients with depressive symptoms, whether these occur in primary depression o in association with another primary disorder such as OCD.
Close supervision of high tisk pafients should accompony inifil drug therapy. Prescriptions for LUVOX Tablets should be written for the smallest quantity of
tablets consistent with good patient management in arder to reduce the tisk of overdose. Use in Patients with Concomitant Miness: (losely
monitored clinical experience with LUVOX Tablets in patients with concomitant systemic illness is limited. Caution is advised in administering LUVOX Tablets
to patients with diseases o conditions thot could affect hemodynamic responses or metabolism. LUVOX Tablets have not been evaluated or used to any
appreciable extent in Yutienrx with a recent history of myocardial infarction or unstable heart disease. Patients with these diognoses were systemafically
excluded from many clnicol studies during the product’s premorkefing tesfing. Evaluation of the elecirocardiograms for patients with depression or GCD who
parficipated in premorkefing studies revealed no differences between fluvoxamine and placebo in the emergence of clinically important ECG changes. In
patients with iver dysfunction, fluvoxaming clearance wos decreased by approximotely 30%. LUVOX Tablets should be slowly tirated in patients with liver
dysfunction during the initation of teatmen.
Information for Patients
Physicians are advised to discuss the following issues with patients for whom they presciibe LLVOX Tablets: Interference with Cognifive or Motor
erformance: Since any psychoactive drug may impoir judgement, thinking, or motor skills, patients should he coutioned about operafing hazardous
machinery, including automobiles, until they are certain that LUVOX Tablets therapy does nat adversely affect their ability to engage in such activties.
Pregnancy: Patients should be advised to noti their physicians if they become pregnant of intend to become pregnant during therapy with LUVOX Tablets.
Nursing: Potients receiving LUVOX. Tablets should be odvised 1o nafify their physicians if they are breast feeding an infant. (See PRECAUTIONS - Nursing
Mothers.) Comeomitant Medication: Patients should be odvised to noify their physicians if they are toking, or plan to take, any prescription or over-
the-counter drugs, since there is a potential for clinically importont interactions with LUVOX Toblets. Aleohof: As with other psychotropic medications,
patients should be advised 1o avoid olcohol while taking LUVOX Tablets. AMergic Reactions: Pafisnts should be advised to notify their physicians if they
develop o 1osh, hives, or o reloted ollergic phenomenon during thesapy with LUVOX Tobless.
Loboratery Tests
There ore no specic laboratory fests recommended.
Drug Interactions
There have been rare postmarketing reports describing patients with weakness, hyperreflexio, and incoardination following the use of o selective serotonin
teuptake inhibitar (SSRI) and sumatriptan. if concomitant reatment with sumatriptan and an SSRI (e.q., fluoxetine, fluvoxamine, paroxetine, sertroline) is
clinicolly warranted, appropriate observation of the pafient is udvisedh'eminr interactions with drvgs that inhibif or are Metabolized by
Cytochrome P450 Isozymes: Bused on o finding of substantial interactions of fluvoxomine with certain drugs and fimited in vitro data for the 144
isoenzyme, it appears thot fl(yvmo:amine inthitis isoenzymes that are known to be involved in the metabolism of gmgs such as warfarin, theophyline and
propranolol. A (Eniculiy significant fiuvoxamine interaction is possible with drugs having o nairow therapeutic ratio such os tefenoding, astemizole cisapride,
wortarin, theophyllne, certoin benzadiazepines ond phenytoin. If LUYOX® Tablets are fo be administered together with o drug it is eliminated vi oxidative
metobolism and hos a nasrow therapeutic window, plasma levels and /or phnrmacod{nam}( effects of the latter drug should be monitored closely, at least
unti steady stote conditions ore veacﬂed. Please see complete prescribing information for recommendations regarding CNS drugs such as manoamine oxidase
inhibitors, alprozolom, diozepom, losozepam, lithium, tryotophan, tlozapine, alcohol, ficyclic antidepressonts, corbomazepine, methadone; and other drugs
such os theaphyline, propranolol ond ather befoblockers, warlarin, digoxin, and dilfiazem. Effects of Smoking on Fluvoxamine Mefabolism:
Smokers had a 25% incregse in the metabalism of fi ine compared to kers. El fsi apy (ECT): There ore no clinicol
studies establishing the benefits o risks of combined use of ECT and Huvoxamine maleate.
Cordmogenesis, Mutagenesis, lmp of Fertility
Corcinogenesis: There is no evidence of corcinagenicity, mutagenicity o impairment of ferfiity with fluvoxamine maleate.There was no evidsnce of
carcinogenicity in rats teated arolly with fluvoxamine maleate for 30 manths or hamsters treated orally with fluvoxamine molsate for 20 (femles) or 26
{males) months, The daily doses in the figh dose groups in these studies were increased over the course of the study from o minimum of 160 mg/kg to
a maximum of 240 mg/kg in rots, ond from a minimum of 135 mg/kg to o maximum of 240 mg,/kg in homsters. The maximum dose of 240 mg/kg
is upproximately & fimes tie maximum human daily dose on o mg,/m’ basis. Mutagenesis: No evidence of mutagenic potential wos observed in o mouse
mictonucleus test, an it vilto cramosome oberrafion test, or the Ames microbiol mutagen fest witl or without mefabolic activation. Impairment of
Fertility: In fertiity studies of mole and female rots, up to 80 mg/kg/day orally of fwvoxomine meleate, (approximately 2 fimes the maximum human
deily dose on 0 mg/m* hasis) had o effect on mating performance, duration of gestation, or pregnanicy rafe.
Pragnancy
Torat Effects - Prognancy (mgorrg C: In feratology studies in rats ond rabbits, daily oral doses of flovoxamine moleate of p o 80 and
40 mg,kq, respectively (approximately 2 fimes the maximum human daily dose on o mg/m? basis) caused no fetol malformations. However, in ather
reproduction studies in which pregnont rars were dased through weaning there wos (13 an increase in pup mortality ot birth (seen at 80 mg/kg and ohove
but not ot 20 mg/kg), and (2) gecreuses in postnatal pup weights (seen at 160 but not at 80 mg/kg) and survival (seen at all doses; lowsst dose fested
=5 mg/kg). (Doses af 5, 20, 80, ond 160 mg,/kg are opproximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on @ mg/m’ busis.}
While ﬁ’ue results of @ crossfostering study impied that o least some of these results kel occurred secondarily to matemel toxicity, the role of o direct
drg effect on the Fetuses of pups could not be ruled oyt There are no adequate and welkconmofled studies in pregnant women. Fluvoxaming maleate should
be used during pregnancy anly if the potentiol benefit justifies the potential risk o the fetus.
Lobor and Delivery
The effect of flvoxeming on labar and defivery in umens is unknown.
Nursing Mothers
As for many other drugs, fluvoxamine is secreted in human breast milk. The decision of whether to discanfinue nursing or to discontinue the drug should
take into accaunt the patential for serous adverse effects from exposure to flovoxarnine in the aursing infant as well as the potentiol benefits of LUVOX®
{Huvaxomine maleate) Tablets therapy to the mother.
Pediatric Use
The efficocy of Huvoxamine moleate for the heamernt of Obsessive Compulsive Disorder was demonstioted in o 10-week mulficenter plocebo controlled
study with 120 outpatients ages 817. The adverse event profile observed in that study wos generally similar o that observed in odult studies with
fluvoxamine (see ADVERSE REACTIONS).
Decreased appetite and weight loss have been observed in assodiation with the use of fluvaxamine os well os other SSRIs. Consequently, regular monitoring
of weight ond growth is recommended if treatment of a child with an SR is 1o be canfinued long term.
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Geriatric Use

Hpproximately 230 patients partcipoting in controled premarkefing studies with LUVOX Tablets were 65 years of age or over. No overall dfferences in safety wers

observed besween hese patients ond younger posients, Other seported clinicol experience hos nor dentified d¥ferences in response beswaen fhe elderly ond younger

patients. However, the clearonce of flovoxamine is decreased by about 50% in eldedy compared 1o younger pafients (see Pharmacokinefics under CUNICAL

EP#RMAEOLOGY), and greater sensitivity of some older individuals also cannot be ruled out. Consequently, LUVOX Toblets should be slowly fiated during inifafion
IRY.

ADVERSE REACTIONS

d with Disconti T

with D
0f the 1087 OCD and depressed patients freated with fluvoxamine maleate in controled clinical trinks conducted in North America, 22% disconfinued
treqtment due to an adverse event.
Adverse events in OCD Pediatric Populotion
In pediatric patients (N=57) treated with LUVOX" Tablets, the overallprofile of adverse events is similar to that seen in adult studies. Other reactions which
have been reported in fwo or more of the pediafric pafients, and were more frequen than in the placsbo group (N=63) were: abnormal thinking, cough
inctease, dysmenorhea, ecchymasis, emotionol lobilty, epistaxis, hyperkinesio, infection, manic reaction, rash, sinusits, and weight decrease.
Events for which the incidence in flovoxamine moleate was equal fo or less then the incidence in placebo (N=63) and involved two or more of the pediatric
study patients were: abdominal pain, cbrormat dreams, fever, headache, nausea, nervousness, pain, pharyngits and chiniis.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Triafs: LUVOX. Toblets have been studied in
controlled tiiaks of OCD (n=320) and depression (n=1350). In general, adverse event rates were similar in the fwo data sets. The most commonly observed
adverse events associated with the use of LUVOX Toblets and likely to be drugrelated (incidence of 5% or greater and at least hwice that for placebo) derived
from Toble 2 were: somnolence, insomnia, nervousness, remor, nausea, dyspepsia, anorexia, vomiting, abnormal ejaculotion, asthenia, und sweating. In
0 pool of twa shudies involving only patients with OCD, the following addtional events were identified using the above rule: dry mouth, decrensed fbido,
uringry frequency, onorgasmia, shinits und faste perversion. Adverse Fvents Occurring of on Incidente of 1% Toble 2 enumerotes adverse avents
that occurred ot o frequency of 1% or mote, and wers more frequent than in the plocebo group, among patients freated with LUVOX Tablets in two short-
term placebo controlled OCD trials (10 week) and depression trials (6 week) in whith patients were dosed in o range of genetally 100 to 300 mg/doy.
This table shows the percentage of patients in each group who had ot least one occurrence of an event of some fime during their treatment, Reported adverse
events were classified using a standard COSTARThosed Dictionary terminology. The prescriber should be aware that these figures connot be used to predict
the incidence of side effects in the course of usual medical practice where potient characteristics and other factors may differ from those that prevailed in
the clinicol tials. Simirly, the cited frequencies connot be compared with figures obtained from other clinical investigations involving different treatments,
uses, and investigators. The cited figures, however, do provide the presciibing physician with some basis for esfimating the refufive contribution of drug and
nondrug factars to the side-effect incidence tate in the population studied. Adverse Events in OCD Plucebo Controlled Studies Which are
Markedly Ditferent (defined as ot least a two-fold difference) in Rute from the Pooled Event Rates in OCD and Depression
Placebo Controfled Studies: The events in 0CD studies with  two-old decrease in rate compored fo event rofes in OCO and depression studies wese
dysphagio and amblyopio {mostly blureed vision). Additionally, there was an approximate 25% dectease in nauseo. The events in 0CD studies with a two-
fold increase in rote compared fo event rates in OCD ond depression studies were: asthenia, abnarmaf ejaculofion (mostly delayed sjaculafion), anviety,
infection, rhinitis, anorgasmia (in mules), depression, fbido deceased, phuryngifs, agitation, impotence, myodonus/ hwitt, thist, weight bss, leg cumps,
myalgia ond urinory refention, These events are listed in order of decreasing rates in the OCD friak.
Vital Sign Changes
Comparisons of fluvoxamine malsate and placebo groups in separate pools of shortterm OCD and depression trials on (1) medien change from baseline on
various vital signs variables and on (2) incidence of patients meefing criteria for potentially important changes from basefine on various vital signs varibles
revealed no important differences between fluvoxamine maleate and placebo.
Laboratory Changes
Comporisons of fluvoxamine matete and placebo groups in separate pools of shartderm OCD and depression trals on (1) medion change from baseline on
vaious serum chemishy, hematology, and wrinalysis variobles and on (2) incidence of patients mesting criteria for pofentially importunt changes from
buseline on various serum chemistry, hematology, and winalysis variables revealed no importunt differences between fluvaxamine maleate and placebo.
ECG Changes
Comgarisons of fluvoxamine maleate and placebo groups in separate pools of shorterm OCD and depression fidls on (1) mean change fiom baseline on
various ECG voriables and on (2} incidence of patients mesting criteria for potentially important changes from baseline on various ECG variables revealed
o importunt differences between fluvoxamine maleate and placebo.
Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [n=892] vs. placebo [n=778] by potients—percentage): BODY AS WHOLE: Hecdoche (22 vs. 20);
Asthenia (14 vs. 6); Fiu Syndiome (3 vs. 2J; Chills (2 vs. T). CARDIOVASCULAR: Polpitations (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Oigwhea (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomifing (5 vs. 2); Flotlence (4 vs. 3}; Tooth Disorder (3 vs. 1);
Dysphagia (2 v, 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnin (21 vs. 10); Dry Mouth (14 vs. 10); Newvousness (12 vs. 5); Dizziness (11
vs. 8); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vasodilatation” (3 vs. 1} Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased libida (2 vs. 1); Dagression (2 .
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweating
{7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnormal Faculation** (8 vs. 1); Urinary Frequency (3
1. 2); Impotence! {2 vs. 1); Anorgasmia (2 vs. 0); Urinary Refention {1 vs. 0).'
"bvents for which fluvoxamine maleate incidence was equal to or less than placebo ore not listed in the toble above, but includs the following: abdomingt
pain, abnormal dreams, appetite increase, back pain, chest pain, confusion, dysmenorthea, fever, infection, leg cramps, migraine, myalgia, pain, paresthesio,
pharyngiti, postural hypotension, pruritus, rash, hiniis, thirst and finnitus. Includes “toothache,” “tooth exiaction and abscess,” and “taries.” *Hostly
foeling warm, hot, or flushed. *Mostly “blurred vision.” *Maostly “delayed ejoculotion.” “incidence based on number of male patiens.
Other Events Observed During the Premarketing Evaluation of LUVOX Tablets
During premarketing clinical trials conducted in North America and Europe, multiple doses of fluvaxamine maleate were administered for a combined total
of 2737 potient exposures in patients suffering 0CD or Major Dapressive Disorder. Untoward events associated with this exposure were recorded by clnicol
investigators using descriptive terminology of their own choosing. Consequently, it is ot possible to provide o meaningful estimate of the praportion of
individuols experiencing adverse events without first grouping simillr types of untoward events into o limited Gie., reau(ed) number of standard event
categories. the tabulations which follow, a standard COSTARTbased Dictionary terminology has heen used to classify reported cdverse events. If the
COSTART term for an event was so general as fo be uninformative, it was reploced with o mare informative term. The frequencies presented, therefore,
epresent the proportion of the 2737 patient exposures to multiple doses of fluvoxamine maleate who experienced an event of the type cited on af lecst
ane occosion while receiving fluvoxamine malsate. All eported events ars included in the kst below, with the following axcepions: 1) thess events aheady
fisted in Toble 2, which tobulates incidence rates of common adverse experiences in placebo-contralled OCD and depression clinical ticls, are excluded; 2)
those events for which o drug couse was considered remote Gi.e., neoplusia, gustrointestinal carcinoma, herpes simplex, herpes zaster, opplication site
reaction, and unintended pregnancy) are omitted; and 3) events which ware reported in only one patient and judged to no be potenfially serious are not
included. It is important to emphasize that, olthough the events reported did occur during freatment with fluoxamine moleate, o cousal relotionship o
fiuvoxomine moleate has nat besn established. Events are further dlassified within body system categories and enumerated in oider of decreasing frequency
wsing the following definitions: frequent dverse events are defined as those occurring on one of miore occasions in ot least 1/100 patients; infrequent
adverse events are those occuriing between 1,/100 and 1,/1000 potiens; and rore adverse events are those oceurting i fess than (/1000 petients. Body
as a Whole: Frequent: accidental injury, molaise; infrequent: cllergic reacion, neck pain, neck rigidity, overdoss, photosensiivity reacton, suicide attempt;
Rare: cyst, pelvic pai, sudden death. Cardit lar System: Froquent: t i ion, syncope, tachycardic; Jnfrequsnt: angino pectoris,
bradycordia, cardiomyapathy, cardiovascolar disease, cold extremities, canduction delay, heart faikus, myocardial infarction, pallor, pulse irregular, ST
segment changes; Rore: AY ‘{)lock, cerebrovascular accident, coronary artery disease, embolus, pericardifs, phlsbis, pulmanery inforctin, supraventricular
extiosystoles. Digestive System: frequent: elevated liver tonsaminoses; Infiequent: colfs, eructatian, esophagifs, gastits, gashoenterits,
goshointestinol hemorthage, gastrointesfing) ulcer, gingivitis, glossifis, hemaorhids, melsn, rectal hemorhoge, stomatifis; Rore: biary pain, cholecystifs,
cholelithiass, fecal incontinence, hematemesis, intestingl obstruction, jaundice. Endocrine Systeme infrequent: hypothyroidism; Rore: goiter. Hemic and
Lymphatic Systems: Infrequent: onemia, ecchymosi, leukacytosis, lymphodenopathy, thrambacytopenia; Rare: Ieukarsnin, purpura. Metabolic and
Nutritional ‘Systems: Frequent: edema, weight gain, weight loss; infrequent: deydration, h\g)euholesmo lemia; Rore: diobetes melltus,
hyperglycemia, Byperipideria, hypoglycemia, bypokelemia, lactate dehyd increased. M helotol Systom: infroquent: arthralgia,
athifs, bursifis, generalized muscle spasm, myasthenia, tendinaus contrachre, enosynowi; Rare: orhrasis, myapethy, pathologicat frachre, Mervous
System: Frequent: amnesia, apathy, hyperkinesia, hypokinesia, mani reaction, myoclonus, psychatic eoction; Infrequant: sgoraphobia, akathisi, atoxio,
(NS depression, convulsian, defiium, delusion, depersonafizafion, drug dependence, dyskinesia, dystonia, emofional Jabiffy, euphoria, extropyromidal
syndrome, gait unsteady, hollucinafions, hemiplegia, hastity, hypersomnia, hypochondrioss, hypotonia, hystera, incoordination, Tncreased safivation,
increased fibido, nevralgia, poralysis, poranoid reaction, phabia, psychosis, sleep disorder, stupor, twitching, vertio; Rare: okinesio, coma, fibrillations,
mutism, obsessians, reflexas decreased, slumed speech, fordive dyskinesia, tarticols, Mismus, withdiowal syndiome. Respiratory System: Frequent:
cough increased, sinusiis; Infrequent: asthma, bronchifis, epistaxis, hoarsenass, hyperventlation; Rare: npnea, congestion of upper airway, hemoplysis,
hiceups, laryngismus, obstructive pulmonary disease, pneumonia. Skin: Infrequent: acne, alopacia, dry skin, eczema, exfoliative dermatits, furunculosis,
sebortheg, skin discoloration, urfcaria, Speciaf Semses: infiaguent: accommodution abrom, conjunctivits, decfness, diplopia, dry eyes, ear pain, eye
pain, mydiiosis, ofifis media, porosmia, photophobio, tuste loss, visual field defect; Rare: comeal ulcer, refinel detachment, Urogenital System:
Infrequent; onuria, breast pain, cystifs, delayed mensiruation’, dysuria, female fachation’, hematuria, menopouse', menosthagio', metrorhugia', nocturia,
polyurio, premenstiual syndrome', urinary inconfinence, urinary fract infection, uiinary urgency, urination impaired, vaginal hemorchage', vaginits'; Rare:
kidney calculus, f i, oligurio.
1Based on the number of females. Based on the number of moles.
Non-US Postmorketing Reports
Voluntary reparts of odverse events in pafients toking LUVOX Tablets that hove bean received since market intreduction and are of unknown causal
relotionship to LUVOX Tablets use indude: toric epidermal necrolysis, Stevens:lohnsan syndrome, Hanoch-Schoanlein purpura, bullous eruption, prigpism,
agranulocytosis, neuropathy, aplosfic anemia, anaphylactic reaction, hyponatremia, acute cenal fullue, hepatifs, and severe okinesia with fover when
fluvoxaming wos co-administered with antipsychafic medication.
CAUTION: Federal low profibits dispensing without prescription.
BE1252 Rev 3/97
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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
T ® Relatively low incidence of anticholinergic side effects in
. Thefish SSM | controlled trigls .Of 0CD and depression.. LU'VOX® Tablets
“ vs placebo’: dizziness 11% s 6%; constipation 10% vs 8%;
dry mouth 14% vs 10%

® The most commonly observed adverse events compared to

AVAILABLE IN 25-mg TABLETS placebo were somnolence 22% s 8%; insomnia 21% vs 10%;
nervousness 12% s 5%; nausea 40% vs 14%; asthenia
14% vs 6%'

® Concomitant use of LUVOX® Tablets and monoamine
oxidase inhibitors is not recommended’

| Uvoxal | | | n e | | I al eate *Parameters occurring > 1% with fluvoxamine maleate.

25 mg TABLETS 50 mg & 100 mg SCORED TABLETS Please see brief summary of prescribing information on adjacent page.

First-line SSRI therapy for obsessions and compulsions
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