®
I.UVOX {fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary of prescribing information (bused on 8E1252 Rev 3/97)

INDICATIONS AND USAGE
LUVOX Tablets are indicated for the treatment of obsessions ond compulsions in pafients with Obsessive Compulsive Disorder (OCD), as defined in the
DSMIIR. Obsessive Compulsive Disorder is choracterized by recurrent and persistent ideas, thoughs, impulses o images {obsessians) that are ego-dystanic
and/or repeifive, purposeful, ond intenfional behoviors (compulsions) that are recognized by the person as excessive or unreasonable.
CONTRAINDICATIONS
Coadministration of terfenadine, astemizole, or cisapride with LUVOY Toblefs is contraindicoted (see WARNINGS and PRECAUTIONS).
LUVOX Tablets are contraindicated in patients with a history of hypersensitvity to fluvoxaming maleate.
WARNINGS
In patients receiving another seratonin reuptake inhibitor drug in combination with monogmine oxidase inhibitors (MAOIs),
there have been reports of serious, sometimes fatal, reactions. Therefore, it is recommended that LUVOX® Tablets not be
used in combination with a MAOI, 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 MAOI
Terfenadine, ostemizole ond dsapride are all metabolized by the cytodh P45011IA4 i d plasme
concentrations of terfenadine, astemizole and cisapride cavse QT gation ond have been d with forsades de
points-type ventricular tachycardia, sometimes fatal. Although it has not been definitively demonstrated that fluvoxamine
is a potent [1IA4 inhibitor, it is likely to be. C ly, it is ded tht fl ine not be used in combination
with either terfenodine, astemizole, or dsapride.
Other Potenticlly Importont Drug I i
(Also see PRECAUTIONS - Drug Interoctions) Bemzodiazepines: Benzodi bolized by hepatic oxidation {e.g., clprozolom, midazolam,
iazolom, etc.) should be used with caution becouse the clearance of these drugs is likely to be reduced by fluvaxamine. The c?eumnce of benzodiozepines
metobolized by glucuronidation {e.g., lorazepam, oxazepam, temazepom) is uniikely to be ffected by fl ine. Alprazolam- When fl i
maleate {100 mg qd) ond alprazolam () mg gid) were co-admiristered fo steady stote, plosma concentrations and other pharmacokinetic parameters (AUC,
(e, T} of clprozolam were approximately twice those observed when lprazolam was administered alone; oral clearance wes reduced by about 50%. The
elevated ﬁlnsma dlprazolam concentrafions resulted in decreased psychomotor rerformunce and memory, This interaction, which has not been 'mvesri?ared
using higher doses of fivvoxamine, may be more pronounced if 300 mg daiy dose is co-odrministered, particularly since fluvoxamine extibits non-inear
frarmacokinefics over the dosage range 100-300 mg. If lprazolam is co-administered with LUVOX Tablets, the intiol lprozolom dosage shuld be at least
ﬁulved and fitrafion to the lowest effective dose is recommended. No dosage adjustment s required for LUVOX Tablets. Diazepam- The co-administration
of LUVOX Tablets and diazepam is generally not cdvisable. Because fluvoxamine reduces the clearance of both diazepom and its active metobolite, N-
desmethyldiazepam, there is o shong likelinood of substantial accumulation of both species during chronic co-administration. Evidence supporting the
conclusion thet it i inadvisable to cadminister flovaxamine and diazepam is derived from  study in which healthy voluntesrs toking 150 mg/day of
flovoxomine were odministered o single orol dose of 10 mg of diozepom. In these subjects (n=8), the clearance of dinzepom wos reduced by 65% and
thet of N-desmethyldiazepam to o level that was too low to megsure over the course of the 2 week long study. Iis fikely shat his experience significantly
underestimates the degree of accumulotion that might occur with repeated diazepam adminishation. oreover, os nated with alprazolam, the effect of
fluvoxaming may even ba mare pronounced when it is administered ot higher doses. Accordingly, diozepam and fluvoxamine should not ordinarily be co-
administered. Theaphylline: The effect of steady:state flovaxamine (50 m? bid) on the pharmacokinefics of c single dose of theophylline (375 m? 0s
442 my ominophylline) was evaluated in 12 healthy non-smoking, male volunteers. The cleatonce of theaphylline wos decreased approximately 3old.
Therefore, if theaphyline is co-administered with fiy ine maleate, its dose should be reduced to one third of the usual duily maintenance dose and
plosma concentrafians of theophylling should be monitored. No dosage adjustment is required for LUVOX Tablets. Watrfarin: When flwoxamine maleate
(50 my fid) wos odministered concomitontly with warfarin for fwo weeks, warfarin plasma concentrations increused by 98% ond prothiombin fimes were
prolonged. Thus patients receiving oral onticoagulants and LUVOX Tablets should have their prothrombin time monitored and their anficoogulant dose
adjusted accordingly. No dosage adjustment is required for LUVOX Tublets.
PRECAUTIONS
General
Activation of Mania/Hypomania During premarkefing studies involving primarfy depressed pofients, hrpornunia ar mania occurred in approximtely
1% of patients eated with Fuvoxamine. Activation of manio,/hypomania hos alsa been reported in o small proportion of patients with maijor affective
disorder who were treated with other marketed antidepressants. As with all antidepressants, LUVOX Toblets should be used cautiously in potients with o
history of mania. Seizeres: During premarkefing studies, seizures were reporied in 0.2% of fluvoxamingtreated patients. LUVOX Tablefs should be used
cautiously in potients with a history or seizures. It should be discontinued in any patient who develaps seizures. Suicide: The possibility of ¢ suicide atfempt
is inherent in pofients with depressive symptoms, whether these accur in primary depression o in assodiation with another primary disorder such as 0CD.
Close supervision of high risk patients should accompany inifial drug therapy. Prescriptions for LUVOX Tablets should be written for the smallest quanity of
tablets consistent with qood patient monogement in order fo reduce the risk of overdose. Use i Patients with Concomitant Hiness: losely
monitored clinical experience with LUVOX Tablets in patients with concomitant systemic illngss i limited. Caution is advised in administering LUVOX Tablets
to patients with diseases or condifions tha could offect hemodynomic responses or metobolism. LUVOX Toblets have not been evaluated or used fo any
apprecioble extent in potients with o recent history of myocardial inforction or unstable heart disease. Patients with these diagnoses wers systemotically
excfuded from mony clinical sfudies during the pro%ct‘s premarketing fesfing. Evaluafion of the electrocardiogroms for pafients with depression or OCD who
parficipated in premarketing studies revealed no diferences between fluvoxamine and placebo in the emergence of clnically importont ECG changes. In
pafients with liver %ﬂumﬁon, fluvoxamine clearance was decreased by approximately 30%. LUVOX Toblets should be slowly titrated in patients with liver
dysfunction during the inifiation of treatment.
Information for Patients
Physicians are advised fo discuss the following issues with pafients for whom they prescribe LUVOX Toblets: terference with Cognitive or Motor
Performance: Since any psychooctive drug may impair judgement, thinking, or motor skill, patients should be cautioned about opsrating hazardous
machinery, induding outomobiles, until they are certain thar LUVOX Tablets therapy does not adversely affect their ahilty to engage in such activities.
Pragnancy: Putients should be odvised to nofify their physicians if ey become pregrant or intend to become pregnant during therapy with LUVOX Toblets.
Nursing: Patients receiving LUVOX Tablets should be advised to natify their physicians if they are breast feeding an infon. (See PRECAUTIONS - Nursing
Mothers.) Comcomitant Madication: Patients should be ndvised to notify their physicians i they are taking, or plan fo take, any presciption or over-
the-counter drugs, since there s o potential for clinically important interactions with LUVOX Toblets. Aleohol: &5 with other psychotropic medications,
pofients should be advised fo avoid alcohal while toking LUVOX Tablets. Allergic Reactions: Pofients should be advised to nofify their physicians if they
develop a rush, hives, or o reloted allergic phenomenon during therapy with LUVOX Tablets.
Loboratory Tests
There are na specifc laboratory tests recommended.
Drug Interactions
There have been rore postmarketing seports desciibing patients with weakness, hypeneflexia, and incoordination following the use of a selective serotonin
tewptoke inhibitor (SSRI) and iptan. If ifant freatment with iptan and an SSRI (e.g., fluoxetine, flovoxamine, poroxetine, serhraline) is
dlinically warcted, oppropricts observafion o the putien s odvised Potental interactions with drugs that inhibit or are Metabolized by
Cymlmm P450 Isozymes: Bused on a finding of substonfial interactions of fluvoxamine with certain drugs ond limited in vitro dato for the I1IA4
isenzyme, it appears thm%vn(::nmine inhibits isoenzymes hat ore known to be involved in the metabolism of diugs such as warfurin, theophyline and
propranalol. A cﬁnicullv significant uvoxemine interaction is possible with drugs having a narrow therapeutic rafo such as terfencdine, astemizole cisapide,
wartarin, theophylline, cartain banzodiazepines and phenyfoin. If LUVOX® Tablets are to be admisistered together with o drug that s eliminated vig oxidofive
metabolism and has @ nateow therapeutic window, plosm levels and /or pharmacadynommic effects of the latter drug should be manitored closely, of least
unil steody state condiians ore reoched. Please see complete prescribing information %r Tecommendetions regarding CNS drugs such as monoomine oxidose
inhibitors, olprozolom, dinzepam, lorazepam, lthiun, tryptaphan, clozapine, alcohol, tricydlic antidepressants, carbarnazepine, methadone; and other drugs
such as theaphyline, propranolol and ofher bete-blackers, warfarin, digoxin, and difiazem. Effects of ing on Fluvoxamine Metabolism:
Smokers hed a 25% inaegse in the metobolism of fl compered o El apy (ECT): There are no clinical
studies establishing the benefits or isks of combined use of ECT and fluvoxamine maleate.
Corcinogenesis, Mutagenesis, Impai of Fertility
Cardnogenesis: There is no evidence of carcinogenicity, mutagenicity or impairment of fertlty with fluvoxamine maleate.There wos no evidence of
carcinogenicity i rats treated orally with lwvoxamine maleate for 30 months or hamsters treated orally with flovoxamine maleate for 20 (females) or 26
(males) months. The deily doses in the high dose groups in these studies were increased aver the course of the study from o minimum of 160 mg/Xg to
o maximum of 240 mg/{g in rats, and from g minimum of 135 mg/kg to @ maximum of 240 mg/kg in hamsters. The maximum dose of 240 mg/kg
is appraximately 6 fimes the maximum human daily dose on @ mq/m? basis. Mutagenesis: No evidence of mutagenic potentiol wos observed in a mouse
micionucleus test, on in vitro chromosome aherrafion test, or the Ames micrabial mutagen test with or without rnerul?nlic activafion. Impairment of
Fertility: In fertity studies of male and female rafs, up to 80 mg,/kg,/day osally of fluvoxamine maleate, {approximately 2 times the maximum human
daily dose on ¢ mg,/m* basis) had no effect on mating performance, duration of gestation, or pregnancy rafe.
Pragnoncy
Toratogenic Effects - Pregnancy Category C: In teratology studies in rats and rabbits, doiy orol doses of flwvoxamine maleote of up 1o 80 ond
40 mi;%;, tespectively (opproximately 2 fimes Ize maximum human daily dose on o mg/m’ basis) caused no fetol malformations. However, in other
reproduction studies in whicﬂ pregnant rats were dosed through weoning there was (1) an increose in pup mortality at birth (seen at 80 mg,/kg and above
but not at 20 mg,/kg), ond (2) geueuses in postatal pup weights (seen ot 160 but not at 80 mg,/kg) ond survival {seen at all doses; lowest dose tested
= § mg/kg). (Doses of 5, 20, 80, and 160 mg/kg are approximately 0.1, 0.5, 2, ond 4 fimes the maximum human daily dose on a mygy/m? basis.)
While gne results of a crossostering study implied that at least some of these results likely accurred secondarily to matemal toxicity, the ro?e of o direct
drug effect on the Fetuses or pups could not be ruled out. There are no adequate ond well-cantrolled studies in pregnant women. Fluvoxaming moleate should
be used during pregnancy only if the potential benefit justfies the poteatial risk to the fetus.
Labor and Delivery
The effect of flwvoxamine on labor and delivery in humans is unknown.
Nursing Mothers
As for many other drugs, fuvaxamine is secreted in human breast milk. The decision of whether to discontinue nursing or to disconfinue the drug should
toke inta cccount the potential for serious odverse effects from exposure to flovoxamine in the nursing infant as well os the potential benefits of LUVOX®
(Hluvaxamine melecte} Tablets thesapy to the mother.
Pediatric Use
The efficacy of fluvoxamine maleate for the treatmennt of Obsessive Compulsive Disorder was demonstrated in a 10-week multicenter placebo controlled
study with 120 outptients ages 8-17. The adverse event profile observed in that study wos generclly similor o that observed in adult studies with
fluvoxamine (see ADVERSE REACTIONS).
Decreased appefite ond weight loss have been observed in associafion with the use of fluvoxemine as well as other SSRIs, Consequently, reqular monitering
of weight unrgmnh i recommended if treatment of  child with an SSRY is to be confinued long term.
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Geriatric Use
Aﬁsp;cximurew 230 pofients poricipating in cantralled premarkefing studies with LUVOX Tablefs were 65 years of age or over, No overal} differences in safety were
observed hetween these pafients and younger patients. Other reported clinica! experience has not identified diferences in response between the elderly and younger
patients. However, the clearance of fwvoxamine is decreased by chout 50% in elderly compared to younger patients (see Phamacokinefics under CLINICAL
:fH&RMACOLOGY), and greater sensifvity of some olger individuals olso connot be ruled out. Consequently, LUVOX Toblefs should be slowly tvated during infiation
IRy,
ADVERSE REACTIONS
Assodioted with Discontinuotion of T
Of the 1087 OCD and depressed patients treated with fluvoxomine maleate in controlled clinicol frols conducted in North America, 22% discontinued
reatment due fo on adverse event.
Adverse events in OCD Pediatric Population
In pediotric patients (N=57) treated with LUVOX® Tablets, the overall profile of adverse events is similor to that seen in odult studies. Other reactions which
have been reported in two or mare of the pediotiic patients, and were mote frequent than in the placebo group (N=63) were: abnarmal thinking, cugh
increase, dysmenorthed, ecchymasis, emotional lability, epistaxis, hyperkinesia, infection, manic reaction, rash, sinusiis, and weight decrease.
Events for which the incidence in fluvoxamine mialeate was equal to of less than the incidence in placebo (N=63) ond involved two or more of the pediatric
study patients were: abdominal pain, abnorml dreams, fever, headachs, nausea, nervousness, pain, pharyngitis and rhinifs.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controfled Clinical Trials: LUNOX Tablets have been shdied in
controlled trials of OCD {n=320) and depression (n=1350). In general, odverse event rates were similar in the two data sets. The most commanly abserved
adverse events associated with the use of LUVOX Toblets and likely to be drugrelated incidence of 5% or greater and of least twice that for placebo) derived
from Table 2 were: somnolnce, insomnio, nervousness, remor, nausea, dyspepsia, anorexia, vomiling, abnormal ejoculafion, asthenia, and sweating. In
0 pool of two studies involving only patients with 0C0, the following oddiional events were idenfified using the above rule: dry mouth, decreased fibido,
uinary frequency, anorgasmi, rhinits and foste perversion. Adverse Events Occurring at an Incidence of 1%: Table 2 enumerates adverss events
that occurred of o fraquency of 1% or more, and were more frequent than in the placsbo group, among potients freated with LUVOX Tablets in two shark
term placebo contralled OCD trials (10 week) and depression frials (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 ane occurrence of an event af some fime during their treatment. Reported adverse
events were clussified using ¢ stondord COSTARTbased Dictionary terminalogy. The prescriber should be aware that these figures cannot be used to predict
the incidence of side effects in the course of usual medical practice where pafient characteristics and other factors may differ from thass that prevailed in
the clinicol tials. Similorly, the cited frequencies connot be compored with figures obtained from other clinical investigetions involving different treatments,
uses, and investigators, The cited figures, howaver, do provide the prescribing physician with some basis for esfimating the relafive cantribution of drug and
nonrug factors 1o the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controlled Studies Which are
Markedly Different (defined as at least u two-fold difference) in Rate from the Pooled Event Rates in OCD and Depression
Plocebo Conrolled Studies: The svents in OCD studies with o two-fold detrease in rofe compared o event rafes in OCD ond depression studies were
dysphagia and emblyopia (mostly blurred vision). Addifionally, there was an approximate 25% decrease in nausea. The events in 0CD studies with a two-
fold increase in rote compared to event rates in OCD and depression studies were: asthenia, abnormal ejaculotion (mostly deloyed sjoculofion), anxiety,
infection, hinifs, anorgasmia (in males), depression, fido decreased, pharyngitis, agitation, impotence, myochonus,/fwitch, thirst, weight foss, g ramps,
myalgia and urinary refention, These events are listed i order of decreasing rates in the OCD frils.
Vital Sign Changes
Comparisons of flwoxamine maleate and placebo groups in separofe pools of shortterm OCD and depression trials on (1) median change from baseline on
various vital signs varicbles and on (2) incidence of pafients meeting ciiteric for pofentially important changes from bosefine on various vital signs variables
revecled no important differences between fluvoxamine molecte and placebo.
Loboratory Changes
Comparisons of flvoxamine maleate and placebo groups in separcte pools of shortterm OCD and depression trials an (1) median change from baseline on
various serum cheistry, hematology, and urinalysis variables and on (2) incidence of patients meeting criterio for potentially important changes fiom
baseling on various serum chemistry, hematology, and urinalysis variables revealed no important differences between fluvoxarine maleate and placebo.
ECG Changes
Comparisons of fluvoxemine maleate and placebo groups in separate pools of shortterm OCD and depression tials on (1) mean change from buseline on
various ECG varicbles and on (2) incidence of patients mesfing itsrio for potentially importont changes from baseline an various ECG variobles revealed
no important differences between fluvoxamine maleate and placebo.
Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (flwvoxamine [n=892] vs. placebo [n=778) by patients—percentoge): BODY AS WHOLE: Hecdache (22 vs. 20);
Asthenio {14 vs. 6); Flu Syndiome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palgitations (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Diarthea (11 vs. 7); Constipation (10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomiting (5 vs. 2); Flatlence (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphogia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insorio (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizzingss (1
vs. 6); Temar (5 vs. 1); Aniety (S vs. 3); Vasodilatation® (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); NS Stimudation (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: Tuste Perversion (3 vs. 1); Amblyopia' (3 vs. 2). UROGENITAL: Abnormol Ejaculation** (B vs. 1); Urinary Frequency (3
vs. 2); Impotence (2 vs. 1); Anorgasmio (2 vs. 0); Urinary Retention (1 vs. 0).
"Events for which fluvoxamine maleate incidence was equal o of less than placebo are not listed in the table above, but include the following: abdominal
pain, cbnormal dreoms, appefite increase, back pain, chest pain, confusion, dysmenorhea, fever, infection, leg cramps, migmine, myalgic, pain, porssthesia,
Fhuryngiﬁs, postural hﬁporension, pruritus, rash, shinits, thist and finnitus. “Includes “toothache,” “tooth extraction and cbscess,” and “caries.” *Mostly
ecling warm, hot, or flushed. *Mostly “blurred vision.” *Mostly “delayed sjaculafion.” “Incidence based on number of male potients.
Other Events Observed During the Premarketing Evaluation of LUVOX Tablets
During premarketing cliical frcls conducted in North America ond Furope, mulfiple doses of fluvoxomine maleate were edministered for a combingd tofal
of 2737 patient exposures in patients suffering OCD or Major Depressive Disorder. Untoward events ossaciated with this exposure were rcorded by clinical
investigators using descriptive terminology of their own choosing. Consequentl, it s not possible to provide o meaningful estimate of the propartion of
individuals experiencing adverse events without first grouping similas types of untoward events info o limited (i.., reduced) number of stundord event
categories.In the tabulations which follow, o standord COSTARTbased Dictionary terminolagy hos been used to classity reported odverse events. If the
COSTART term for an event was so general s to be uninformative, it was replaced with o more informative term. The frequencies presented, therefore,
represent the proportion of the 2737 patient exposures to mulfple doses of fﬁnvoxumine maleate who experienced an event of the type dted on of least
one occasion while receiving fluvoxamine moleate. All reported events are included in the list below, with the following exceptions: 1) those events afrecdy
listed in Table 2, which tabulates incidence rotes of common adverse experiences in placebe-controlled OCD and depression clinicel tidls, ore excluded; 2)
thase events for which o drug cause wos considered remate (i.e., neaplosia, gosfraintestinal carcinoma, hespes simplex, herpes zoster, application site
reaction, and unintended pregnancy) ore omited; and 3) events which were reported in only ane patient and judged to not be potentially serious are not
included. It is important o emphasize that, although the events reported did occur during treatment with fuvoxamine malegte, o causal relotionship to
fluvoxamine maleate hos not been established. Events cre further classified within body system categaries and enumerated in order of decreasing frequency
using the following definifions: frequent adverse svents are defined as those occurring on one o mors occasions in at least 1,/100 pafients; infrequent
adverss events are tose occurring betwaen 1/100 and 1,/1000 patients; and rare adverse events are those occuring in fess than 1,/1000 patients. Body
as a Whole: Frequent: accidentol injury, malaise; infrequent. allergic reaction, neck pain, neck rigidity, overdose, photosensiivity reaction, suicide ottempt;
Rare: cyst, pelvic pain, sudden death. Cardiovascular System: Frequent: hypertension, hypotension, syncape, tochycardia; Infrequent: angina pectoris,
bradycardia, cordiomyopathy, cardiovascular disease, co!dy extiemifies, conduction deloy, heart failure, myocardiol infarction, palior, pulse inegulor, ST
sagment changes; Rore: IV ‘giod(, cerebrovasculor accident, coronary ortery disease, smbolus, pericardiis, phlebits, pulmenory infaiction, supraventriculor
extrosystoles. Digestive System: Frequent: elovated liver Wansumingses; Infrequent: colifs, eructation, esophogitis, gostifs, gastioenterits,
qastrointestinal hemorthage, gostrointestinal ulcer, gingivits, glossits, hemorthaids, melenc, rectal hemarthage, stomatits; Rare: biiary pain, cholecystits,
cholelithiasis, feccl incontinence, hemotemess, intesfinal obstruction, joundice. Endecrine System: Infrequent: hypothyroidism; Rare: goiter. Hemic and
Lymphatic Systems: Infrequent: anemia, ecchymosis, Jeukocytosis, lymphadenopathy, thrombocytapenic; Rere: leukopenia, purpura. Metabolic and
Nutritional Systems: Fiequent: edema, weight goin, weight loss; fnfiequent. dehydration, hypercholesrem[:amia; Rare: diabetes melltus,
hyperghycemia, hyperlipidemic, hypoglycemia, hypokalemio, lactate dehyd increased. M keletal System: Infrequent: urthralgio,
arthiifs, bursifs, generolized muscle spasm, myosthenia, tendinous contracture, renos‘lnoviris; Rare: orthrosis, myopathy, pathological fracture. Nervous
System: Frequent: amnesia, apathy, hyperkinesio, bypokinesia, manic reaction, myotlonus, psychoic reaction; fnfrequent: ogoraphobio, ckathisi, otuxio,
NS depression, convulsion, delirium, delusion, depersonalizafion, drug dependence, dyskinesia, dystonio, emofional labilty, euphorio, extrapyromidal
syndrome, goit unsteady, hallucinations, hemiplegia, hostiity, hypersomnia, hypochonxrinsis, hypotanio, hysterio, incoordination, increased salivation,
increased libido, newrolgio, paralysis, poranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertigo; Rare: kinesio, como, fibiilofions,
mutism, obsessions, reflexes decreased, slurred speech, tardive dyskinesia, torficalls, trismus, withdiawal syndrome. Respiratory System: Frequent:
cough increased, sinusifs; infrequent: asthma, branchifis, epistaxis, hoarseness, hyperventilation; Rare: apnee, congestion of upper mirway, hemaptysis,
hiccups, laryngismus, abstructive pulmanary disease, pneumonia. Skin: infrequent: oce, dlopedio, dry skin, eczema, extoliotive dermatits, furunculogis,
seborhea, skin discoloration, urticoric. Special Semses: infrequent: accommodotion abnormal, conjunctiviis, deafness, diplopio, dry eyes, ear poin, eye
pain, mydiiasis, otifis medio, parosmia, photophabio, toste loss, visuol field defect; Rore: comeal ulcer, retinol detachment. Urogenital System:
Infrequent: anuria, breast pain, cysfifis, delayed menstruafion!, dysuia, female lactarion', hematuria, menopause', menonhagia', metrorchagia’, nocturio,
polyuria, | syndrome', urinary inconti urinary tract infection, urinary urgency, wrination impaired, vaginal hemorthage', vaginiis; Rare:
kidney calculus, hematospermia’, oliguria.
"Based on the number of females. Based on the number of males.
Non-US Postmarketing Reports
Voluntory reports of odverse events in potients taking LUVOX Tables thot have been received since market intioduction and are of unknown causal
relafionsnip to LUVOX Tablets use include: toxic epidermal necrolysis, Stevens-Johnsan syndrome, Henach-Schoenlein purpura, bullous eruption, priapism,
agianulocytosis, neuropathy, aplastic anemia, anaphylactic reaction, hyponatremia, acute renal failure, hepatits, ond severe akinesio with fever when
fi ine was co-adminisfered with anfipsychofic medicafion,
CAUTION: Federal low prohibits dispensing without prescripfion.
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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 s 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% us 6%; constipation 10% vs 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
;’;‘l’"s’d"" "'f’ 21% vs 10%: nervousness 12% vs 5%; nausea 40% vs 14%;
olesCR 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% 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’

| U \/O Xa | | | | n e I | | al e ate *Parameters occurring 2 1% with fluvoxamine maleate.

2 5 mg TA BLETS 50 mg & 1 0 O mg SCO R E D TA B L ETS Please see brief summary of prescribing information on adjacent page.

First-line SERI therapy foz obsessions and compulsions
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