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

INDICATIONS AND USAGE
LUVOX Tablets are indicated for the treatment of obsessions and compulsians in pafients with Obsessive Compulsive Disorder (0C0), as defined in the
DSAHIR. Obsessive Compulsive Disorder is characterized by recurrent and persistent ideas, thoughs, impulses or images (obsessions) that are ego-dystonic
and,or repetitive, purposeful, ond infenfional behaviors (compulsions) that are recognized by the person os excessive or unreasonable.
CONTRAINDICATIONS
Coadministration of terfenadine, astemizole, or cisapiide with LUVOX Tablets is contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX Tablets are contraindicated in pafients with ¢ history of hypersensitivity to fluvoxamine maleate.
WARNINGS
In patients receiving another serotonin revptake inbibitor drug in combination with monoanmine oxiduse inhibitors (MAOIs),
there have hoen reports of serious, sometimes fatal, reactions. Therefore, it is recommended that LUVOX® Toblets not be
used in combination with o MAOI, or within 14 days of discontinving treatment with a MAOL. In addition, after stopping
LUVOX® Tablets, at least 2 weeks should be allowed before starting a MAOL
Terfenadine, astemizole ond dsapride ore all metabolized by the cytoch P450111A4 isoenzyme. | d plusma
ions of terfenadi izole and cisapride cause QT l;:rolongalinn and have been assoduted with torsades de
points-type ventriculor tachycardia, sometimes fatal. Although it has not been definitively demonstrated that fluvoxamine
s a potent I1IA4 inhibitor, it is fikely to be. Consequently, it is ded thet fl not be used in combination
with either terfenadine, astemizole, or disapride.
ther Potentially Imp Drug 1 i
(Also see PRECAUTIONS - Drug ions) Benzodiazepines: Benzodiozep holized by hepotic oxidation (e.q., alprazolom, midazolam,
iazolam, etc.) shoutd be used with coufion because the clearance of these drugs is liely to be reduced by fluvoxamine. The c?eumnce of benzodiozepines
metabolized by glucuronidation (e.g., forazepom, oxozepom, temazepom) is unlikely to be affected by fi ine. Alprazolam- When fi i
moleate (100 mg qd) and lprazolam (1 my gid) were co-administered to steady state, plasma concentiations and other phormacokinefic parameters (AUC,
Con, T.) of alprozolom were approximately twice those observed when alprozolom was odministered olone; oral cleatance was reduced by about 50%. The
elevated plasma olprozolom concentrotions resulted in decreased psychomotor performance and memory. This interaction, which hos not been Invesri?ated
using higﬁer doses of fluvoxamine, may be more pronounced if a 300 mg daily dose is co-odministered, particularly since fl ine exhibits non-finear
phormacokinefics over the dosoge range 100-300 mg. If olprazalem is co-adrministered with LUVOX Tablets, the initcl alprazolom dosage should be at least
halved and titration o the lowest effective dose is recommended. No dosage adjustment is required for LUVOX Tablets. Diazepam- The coadministration
of LUVOX Tablets and diozepom is generally not advisable. Because fuvoxamine reduces the clearance of both diazepam ond ifs active mefabolite, N-
desmethyldiazepam, there is a shong 1ike|i{|ood of substontial accumulation of both species during chronic co-administrafion. Evidence supporfing the
conclusion that i is inodvisable fo co-odminister fluvoxamine ond diazepam is derived from o study in which healthy volunteers taking 150 mg/doy of
fluvaxamine were administered o single oral dose of 10 mg of diazepam. In these subjects (n=8), the cleatance of diozepam was reduced by 85% and
thet of N-desmethyldiazepom to o level that was foo low to meosure over the course of the 2 week long shudy. It i ikely shat this experience significantly
underestimates the degree of accumulation that might accur with repeated diazepam adminishrefion. Mareover, as noted with alprazolam, the effect of
fluvaxamine moy even be more pronounced when it is dministered at higher doses. Accordingly, diazepom and fluvoxcmine should not ordinarily be co-
administered. Iioorh lline: The effect of steady:stote fluvoxamine (50 mg bid) on the pharmacokinetics of a single dose of theophylkine (375 mg as
442 mg aminophyl ine(wus evaluated in 12 healthy norvsmaking, mole vc?umeels. The cleorance of theoph}/liine was decreosed approximotely 34old.
Therefore, if theaphyline is co-odministered with fi ine maleate, ifs dase should be reduced to ane third of the usuel daily maintenance dose and
plasma cancentrations of theophyline should be monitored. No dosage cdjustment is required for LUVOX Tablets. Wiarfarin: When flovoxamine malecte
{50 mg fid) was administered concomitantly with warfaiin for two weeks, worfurin plasma concentrations increased by 98% and prothrombin fimes were
prolonged. Thus patients receiving orcl anticoagulonts ond LUVOX Tablets should hove their prothrombin time monitared and their anficoagulant dose
adjusted accordingly. No doscge adjustment s required for LUVOX Tablets.
PRECAUTIONS
General

of Mania/Hy ia: During p ing studies involving primavly depressed patients, hypomania or mario accurred in approximately
1% o pariens reated with flovoxamine. Activation of mania/hypomania has also been reported in a sl proronion of patients with major affective
disorder who were treated with other morketed antidepressants. As with all anfidepressans, LUVOX Tablets should be used cautiously in patients with a
history of mania. Seézares: Duiing premarketing studies, seizures were reported in 0.2% of fluvoxamine-treated patients. LUVOX Tablets should be used
cautiously in patients with a history of seizures, i should be discontinued in any patient who develops seizures. Suicide: The possihiIiYJ of a svicide attempt
is inherent in potients with depressive symptoms, whether these occur in primary depressian or in association with another primary disorder such os 0CD,
Close supervision of high risk potients should occompany inifial drug therapy. Prescriptions for LUVOX Tablets should be written for the smalest quantity of
toblets consistent with good patient management in order fo reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
monitored clinical experience with LUVOX Tablets in patients with concomitant systemnic illness is fimited. Caution is advised in administering LUVOX Tablets
to patients with diseases or condifions that could agflect hemodynamic responses or mefobolism. LUVOX Tablets have not been evaluated or used to any
appreciable extent in pofients with a recent hisfory of myocardial infarction or unstable heort disease. Potients with these diognoses were systematically
excluded from many c?inical studies during the product’s premarksfing tesfing, Evaluation of the electrocardiogroms for patients with depression or 0CD who
partiipated in premarketing studiies revealed no differences between fluvoxamine and placebo in the emergence of clrically important ECG changes. In
patients with liver dysfunction, fluvoxamine clearance was decreased by approximotely 30%. LUVOX Toblets should be slowly tittated in patients with liver
dysfunction during the inifiation of treatment.
Information for Patients
Physicians ore advised to discuss the following issues with patients for whom they prescribe LUVOX Tablets: nterference with Cognitive or Motor
Performance: Since any psychoactive diug moy impair judgement, thinking, or motor skill, patients should be cautioned about aperating hozardous
machinery, including automobiles, unfl they are certain that LUVOX Tablefs therapy does not adversely affect their ability o engage in such activifes.
Pregnancy: Putients shauld be cdvised to notfy their physiciansif they become pregnant or intend to became pregnant during therapy with LUVOX Tablets.
Nursing: Potients receiving LUVOX Toblets should be odvised to natify their physicicns i they are breast feeding on infant. (See PRECAUTIONS - Nursing
Mathers.) Comcomitant Medication: Pafients should be advised to nofify their physicians if they ore faking, or plan to take, ony prescripfion or over-
the-tounter drugs, since there is o patential for clinically important interoctions with LUVOX Tablets. Aleofrol: As with other psychofropic medications,
patients should be odvised to avaid clcohal while taking LUVOX Tablets. Allergic Reactions: Potients shauld be advised to noffy their physicians if they
develop a rash, hives, or o related allergic phenomenan during therapy with LUVOX Tablets.
Laboratory Tests
There are no specific laborotory tests recommended.
Drug Interactions
There hove been rare postmarketing reports desciibing patients with weakness, hyperreflexia, and incoordination following the use of a selective serotonin
reuptake inhibitor (SSRI) and iptan. f itant freatment with tan end an SSRI (e'g fluoxetine, flovosamine, paroxeine, sertraling) is
clinically warrented, oppropricte observation of the patient is advised Potential interactions wi drugs that inhibit or are Metabolized by
Cytochrome P450 Isozymes: Bused on o finding of substantial ineractions of fiwvosamine with cerlain dlugs ond fimited in vito dot for the (11A4
isoenzyme, it appears that fluvoxamine inhibits isoenzymes that are known fo be involved in the metobolism of dugs such as warforin, theophylline and
propeonalol. A (ﬁﬂically significont flovaxomine interaction is possible with drugs having & narrow therapeutic ratio such os terfenadine, astemizole cisapride,
warforin, theophyline, certain benzodiazepines and phenytoin. If LUVOX® Tum]ers are fo be administered together with a drug that is eliminated vio oxidafive
metabolism and has u nerrow therapeutic window, plosmo levels and/or phurmuccdznumi( effects of the lotter drug should be monitored closely, of least
until steady state condifions ore reutrled. Please see complete prescribing information for recommendotions regarding CNS drugs such as monoomine oxidase
inhibitors, alprazolom, diazepar, lorazepar, lithium, fryptophan, dozopine, aicohol, fricydlic anfidepressants, corbamazepine, methadone; and other drugs
such as teaphyline, propranclol and other beterblockers, warferin, digoxin, and ditiazem. Effects of Smokiniq on Fluvoxamine Metabolism:
Smokers hmf 1 25% increase in the metabolism of fl ine compared to kers. Ef Isive Therapy (ECT): There e no clinicol
studies estoblishing the benefits or risks of combined use of ECT and fluvoxamine moleate.

inogenesis, Mutagenesis, Impai of Fertility
Corcinogenesis: There is no evidence of corcinogenicity, mutagenicity or impoirment of fertlity with fluvoxamine maleate. There was no evidence of
corcinogenicity in rats treated orally with fluvoxamine moleate for 30 months or hamsters treated orally with fluvoxomine 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 ats, and from o minimum of 135 mg,/kg to @ maximum of 240 mg/kg in homsters. The maximum dose of 240 mg/kg
is appioximately & times the maximum human doily dose on a mg/m" basis. Mutagenesis: No evidence of mutagenic potential was abserved in o mouse
micramyclaus test, an in vitto chromosome cberrafion fest, of the Ames microbial mutagen test with or without metabalic activation. Impairment of
Fertility: n ferility studies of male and female rats, up 1o 80 mg/k(?/dny arally of fluvexamine maleate, (approximately 2 fimes the maximum human
deity dose on o mg,/m* basis) had no effect on mafing performance, duration of estafion, or pregnancy rate.
Pregnancy
Teratogenic Effacts - Pregnancy Category C: In terotolagy studies in rofs and rabbits, daily oral doses of fluvoxomine maleate of up to 80 and
40 mg/kg, respoctively (agproximute\y 2 fimes the moximum human daily dose on a mg/m¢ basis) coused no fetal malformations. However, in other
reproduction studies in whic pregmm rats were dosed through weaning there wos (1) an increase in pup mortality ct bith (seen at 80 mg/kg and dbove
but not ot 20 mg/kg), nd (2) decrauses in postnatal pup weights (seen at 160 but not ot 80 mg/kg) and survival (seen of ul doses; lowest dose tested
= 5 mg/kg). (Doses of 5, 20, 80, ond 160 mg/kq are approximately 0.1, 0.5, 2, and 4 fimes the maximum human daity dose on o mi;/m7 busis.}
While ﬁ\e results of o cross-fostering study implied that o lecst some of these resulfs fikely occurred secondarily to matemal toxicity, the role of a direct
drug effect on the fetuses or pups could st be rled out, There ate no adequate and wellcontrolled studies in pregnant women. Fluvoxamine maleate should
be used during pregnancy only if the patential benefit justifes the potential risk to the fehus.
Labor ond Defiver
The effect of fluvoxamine on lobor and defivery in humens is unknown.
Nursing Mothers
As for many other drugs, flovoxammine is secreted in human breast milk. The decision of whether to disconfinue nursing ot fo disconfinue the drug should
take into account the potentiol for serious adverse effects from expasure to flovoxamine in the nursing infant as well s the potentiol benefits of LUVOX®
{fiuvoxamine moleate} Toblets thevapy to the mother.
Pediatric Use
The efficocy of flovoxamine moleate for the treatmat of Obsessive Compulsive Disorder was demonstrated in a 10-week mulficenter placebo contraled
study with 120 outpatients ages 8-17. The udverse event profile abserved in that study wos generally similar o that observed in adult sfudies with
fluvoxamine (see ADVERSE REACTIONS).
Decreased oppeits and weight loss have been observed in assaciation with the use of fuvaxamine as well us other SSRIs. Consaquently, regular monitoring
of weight anrgmwth is recommended if reotment of a child with an SSRI i to be confinued long term.
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Geriatric Use

Approvimately 230 pafients particpating in conhrolled premarkefing studies with LUVOX Tablets were 65 yeors of age or aver. No averall diferences in sufety were
abserved between these pafients and younger patients. Other reported clinical sxperience has not identiied diferences in respense betwesn the ekdedy and younger
potients. However, the clecrance of fluvoxamine is decreased by obout 50% in eldery compored to younger pafiants (see Pharmacokinefics under CLINICAL
PHARMACOLOGY), and greater sensitivity of some older individuols also canno be ruled out. Cansequentl, LUVOX Tablets should be slowly tirated during iitation

of theropy.
ADVERSE REACTIONS
Associated with Discontinuation of T
Of the 1087 OCD and depressed patients treated with fluvoxamine maleate in contiolled clinical rials conducted in North America, 22% discontinued
ieatment due fo on adverse event.
Adverse eveats in OCD Pediatric Population
In pediatric patients (N=57) meated with LUVOX® Tablets, the overall pofile of adverse events i similar to that seen in adult studies. Other reactions which
have been reported in two or more of the pediafrc patients, and were more frequent than in the placebo group (N=63) were: abnormol thinking, cough
increase, dysmenonthea, ecchymasis, emational lability, epistaxis, hyperkinesia, infection, manic recction, rosh, sinusitis, and weight decreose.
Events for which the incidence in fluvoxemine maleate wos equal to o less thon the incidence in placebo (N=63) and involved two or more of the pediatric
shudy patients were: abdominal pain, abnormal dreams, fever, headoche, nouses, nervousness, pain, phoryngtis and finitis.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LY Tablets have been studied in
contolled frials of OCD (n=320) ond depression (n=1350). In general, adverse event rates were similor in the two dato sets. The mest commonly observed
advarse events assaciated with the use of LUVOX Tablets and kkely to be drugelated (incidence of 5% or greater and ot least twice that for placebo) derived
from Table 2 were: somnalence, insomnia, nervousness, remor, naused, dyspepsia, anorexia, vomiting, abnorma! ejaculation, asthenia, and sweating.
a pool of two studies involving only patients with OCD, the following additional events were identified using the above rule: dry mouth, decreased #bido,
urinary frequency, anorgasmi, thinits and fuste perversion. Adverse Events Occurring at an Incidence of 1%: Toble 2 enumerates adverse events
that occurred of o frequency of 1% or more, and were more frequent than in the placebo group, among patients treated with LUVOX Tablets in two short
term plocebo controlled OCD trials (10 week) and depression ticls {6 week) in which patients were dosed in a range of generally 100 to 300 mg/day.
This fable shows the percentage of patients in each group who had at least one occuirence of an event af some fime during their reaiment. Reported adverse
events were classified using o stondord COSTARFhased Dictionary terminology. The prescriber should be aware that these figures cannat 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 clinical tial. Similarly, the cited frequenciss cannot be compared with figures obiained fiom other clinicol investigations involving different treatments,
uses, and investigators. The cited figures, howaver, do provide the presciibing physician with some basis for estimating the relotive contribution of drug and
nondrug factors 1o the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controlled Studies Which are
Morkedly Different (defined s at least a two-fold difference) in Rote from the Pooled Event Rates in OCD and Depression
Placebo Controlled Studies: The events in OCD studies with o two-fold decreose in rate compared to event rates in OCD and depression studies were
dysphagia and emblyopia (mostly blured vision). Additionally, there wos an approximate 25% decrease in nausen. The events in OCD studies with o twe-
fold incrense in rote compared fo event sates in OCD and depression studies were: asthenia, abnormal ejocultion (mostly delayed ejoculation), onxiety,
infection, rhinits, anorgasmia (in males), depression, fbido decreased, pharyngifis, agitation, impofence, myodonus,/twitch, thist, weight las, kg cumps,
myalgia and urinory refention. These events ore lsted in order of decreasing rotes in the OCD trils.
Vital Sign Changes
Comparisons of fluvoxamine maleate ond plocebo groups in separate pools of shortterm OCD and depression trials on {1) median change from baseline on
various vita signs veriables and on (2) incidence of patients meefing criteria for potentially important changes from basafine on various vitel sigas voriables
revegled no important differences between fluvoxamine maleate and plocebo.
Laboratory Changes
Comparisons of fluvoxaming maleate and placebo groups in separafe pools of shortterm OCD and depression frials on (1) medion change from baseline on
various serum chemistry, hematology, and urinalysis variables and on (2) incidence of patients meating citeria for pofentially important changes fiom
baseling an various serum chemistry, hematology, and urinalysis variables revealed no important differences between fluvoxamine malgate and placebo.
ECG Changes
Comparisons of fluvoxamine maleate and placebo groups in separate pools of shortterm OCO and depression trials on {1) mean change from baseline on
various ECG variables and on (2) incidence of patients meefing criteria for potentially important changes from baseline on various £C6 variables revecled
no impartant differences between fluvoxamine moleate ond placebo.
Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [n=892] vs. placebo (=778 by patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenio (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palgitations (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Diarchea (11 vs. 7); Constipation {10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomiing (5 vs. 2); Flanlence (4 vs. 3); Tooth Disoider” (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Samnolence (22 vs. 8); Insomnia (21 vs. 10); Ory Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Anviety (S vs. 3); Vosodfatation® (3 vs. 1) Hypertonia {2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory [nfection (9 vs. 5); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Toste Perversion (3 vs. 1); Ambiyopia' (3 vs. 2). UROGENITAL: Abnormal Ejgculation®* (8 vs. 1); Urinary Frequency (3
vs. 2); mpotence’ (2 vs. 1); Anorgasmig (2 vs. 0); Urinary Retention (1 vs. 0).!
Events for which flovoxamine maleate incidence was equal fo or less than placebo are not lsted in the table above, but include the following: abdominal
poin, abnormal dreams, appefite increase, back pain, chest pain, confusian, dysmenorthea, fever, infection, leg cromps, migraine, myalgia, pain, poresthesia,
Fhuryngiﬁs, postural hypotension, pruritus, rash, rhinitis, thirst and finnitus. Ancludes “toothache,” *footh extraction ang abscess,” and “cariss.” *Mostly
ealing warm, hat, or flushed. ‘Mostly “blurred vision.” *Mastly “deloyed ejoculation.” Incidence based on number of male patients.
Other Events Observed During the Premarketing Evaluation of LUVOX Toblets
Duting premarkefing clinical trials conducted in North America and Ewrope, multiple doses of Huvoxamine maleate were administered for @ combined total
of 2737 pafient exposures in pofients sulfering OCD or Mojor Depressive Disorder. Untoword events assaciated with this exposure were recorded by clinical
ivestigators using descriptive terminology of their own choosing. Consequently, it is not possible fo provide o msuningful estimate of the propartion of
individuals experiencing adverse events without first grouping similar types of untoword events into o limited (i.e., reduced) number of stondard event
categories.In the tabulotions which follow, o smndmg COSTART-based Dictionary terminology has been used fo dassify reported adverse events. If the
COSTART ferm for an event wos so generol as fo be uninformaive, it was reploced with o more informative term. The frequencies presented, therefore,
tepiesent the proportion of the 2737 patient exposures o multiple doses of fluvoxamine maleate who sxperienced an event of the type cited on of least
one occasion while receiving fluvoxomine mleate. All reported events e included in the list below, with the following exceptions: 1) those events lieady
listed in Table 2, which tobulates incidence rates of common odverse experiences in placebo-contiolled 0CD and depression clinicol frials, are excluded; 2)
those events for which a drug cause was considered remote (i.e., neoplasia, gustrointesfinal corcinoma, herpes simplex, herpes zoster, application site
reqction, and unintended pregnancy) are omitted; and 3) events which were reported in only one patient and judged to not be potentially serious ore not
included. It is important o emphosize that, aithough the events reported did occur during trectment with fluvoxaming moleate, u cousal relationship to
flovoxamine maleate hos not been established. Events are further clossified within bady system categories and enumerated in order of decrecsing frequency
using the following definitions: frequent adverse events are defined os those occuriing on one o more occosions in af least 1/100 patients; infrequent
adverse events ore those occurring between 1/100 and 1,/1000 potients; and rave adverse events are thase occutring i fess than /1000 pofients. Body
as a Whole: Frequent: occidental injury, malaise; Infrequent- ollergic reaction, neck pain, neck rigidity, overdoss, photosensiiviy reaction, suicide attempt;
Rare: cyst, pelvic poin, sudden death. Cardiovascular System: Frequent: hypertension, hypotension, syncops, tochycardia; Infreguent: angina pectoris,
brodycardia, cardiomyapathy, cordiovascular disease, cold extremities, conduction deloy, heart failure, myocardiol inforction, paflor, pulse irregular, ST
segment changes; Rare: AV block, cerebrovascular accident, coronary arery disease, embolus, pericarditis, phiehitis, pulmonary inforction, supraventricutar
extrosystoles. Digestive System: Frequont: elevated ver hansominases; Infraquent: colifis, eructation, esophagifis, gashifis, gashoenteriis,
gashointesfinal hemorthage, gostrointestinal ulcer, gingivifs, glossits, hemarthoids, melena, rectal hemorthage, stomatits; Rore: biliary pain, cholecysifis,
cholelithiasis, feccl incontinence, hemotemesis, intesinal abstruction, joundice. Emdocrine System: infrequant: hypothyraidis; Rare: goiter. Hemic and
#{mphnﬁc Systems: Infrequent: anemia, ecchymosis, leukocytosis, lymphodenapathy, thromb io; Rare: Ieukoreniu, purpura. Metabolic and
utritional Systems: Froquent: edemo, weight guin, weight loss; infrequent. dehydration, hyperchalesterolemia; Rure: diobietes melltus,
yoerglycemia, hyperfiidemia, hypoglycemia, hypokalemia, loctate dehyd increosed. Musculoskeletal System: infiequent: arthiolgia,
athi, ussis, generalized muscle spasm, myasthenia, fendinous contacure, enosynovits Rare: arhvosis, myopathy, pathoogical frachwe, Nervous
System: Frequent: omnesia, apathy, hyperkinesia, hypokinesic, manic reacfion, myoclenus, psychotic reaction; Infrequant: ogoraphabi, okathisia, atoxia,
(NS depression, convulsion, delirium, delusion, depersonalization, drug dependence, dyskinesio, dystonia, smational fability, euphria, extrapyramidal
syndrome, guit unsteady, hallucinations, hemiplegia, hostilty, hypersomnia, hypothoannsis, hypotoni, hysteria, incoordination, increased solivation,
increased livido, newralgia, paralysis, paranoid reaction, phobio, psychosis, sleep disorder, stupor, twitching, verfigo; Rare: akinesia, coma, Fbillations,
mutism, obsessions, ref?exes decreased, slurred speech, furdive dyskinesia, torticols, trismus, withdrowal syndrome. Respiratery System: Fraquent:
cough increased, sinusits; Infrequent: osthma, bronchits, epistaxis, hoarseness, hyperventilation; Rare: apneo, congestion of upper ainway, hemoptysis,
hiccups, laryngismus, obsfructive pulmonary disecse, preumonia. ki Infrequant: acne, alopecia, dry skin, eczema, exfoliative desmatits, furunculosis,
seborthea, skin discolorotion, urticaia. Special Semses: infrequsnt: accommodation abnormal, conjunciviis, deafess, diplopia, dry eyes, sor pein, eye
poin, mydriasis, ofiis media, porosmia, photophobio, taste loss, visual field defect, Rare: comeol ulcer, retinal detachment. Urogenital System:
Infrequent: anuria, breast pain, cysfiis, deloyed menstruation', dysuria, female loctation', hematuria, menapause', menorhagia', metorthagia’, nocturia,
polyuria, premenstrual syndrome', urinary incontinence, urinary ract infection, urinary urgency, wination impaired, vaginol hemorthage', vaginitis'; Rare:
kidney calculus, b i, oliguiia.
‘Bused on the number of females. ‘Bused on the number of males.
Non-US Postmarketing Reports
Voluntary reports of adverse events in patients taking LUVOX Tablets that have been received since market introduction and are of unknown cousa!
reluﬁonsnip to LUVOX Tablets use include: foxic epidermal necralysis, Stevens-Johnson syndrome, Henoch-Schoenlein purpura, bullous eruption, priapism,
agranulocytosis, newropothy, aplasfic anemia, anaphylaciic reaction, hyponatremio, acute renal failure, hepaifis, and severe akinesia with fever when
fluvoxamine was co-odministered with anfipsychotic medication.
CAUTION: Federol low prohibits dispensing without prescripfion.
8E1252 Rev 3/97
Reference: 1. Data on file, Solvay Pharmaceuticals, Inc.
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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% s 8%;
dry mouth 14% s 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% vs 5%; nausea 40% vs 14%;
asthenia 14% vs 6%'

AVAILABLE IN 25-mg TABLETS ® 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% s 3%;

® hyperkinesia 12% s 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’
]
f| U \/ O Xa m | n e m a | e ate *Parameters occurring = 1% with fluvoxamine maleate.

2 5 mg TA B LETS 50 m g & 1 0 O mg S C 0 R E D TA B LETS Please see brief summary of prescribing information on adjacent page.

adolescents

First-line SERI tharapy for obsessions and compulsions
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