I.uvox Q(ﬂuvoxumine maleate) Tablets

Brief Summary of prescribing information (based on 8€1252 Rev 3/97)
See package insert for full prescribing information.
INDICATIONS AND USAGE
LUVOX, Tablats are indicoted for the freatment of obsessions and compulsions in patients with Obsessive Compulsive Disorder (OCD), us defined in the
DSMMIR. Obsessive Compulsive Disorden is charocterized by recurrent and persistent ideas, thoughts, impulses or images {obsessions) that are ego-dystonic
and/on repefitive, purposeful, and intentional behaviors (compulsions) that e recognized by the person as excessive or ynieasonable.
CONTRAINDICATIONS
Coadministration of terfenadine, astemizole, or cisapride with LUVOX Tablefs s contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX Toblets are controindicated in patients with g history of hypersensitivity to flovoxemine maleate.
WARNINGS
In patients receiving onother serotonin rewptake imhibitor drug i combination with ine oxidase imhibitors (MAOIs),
there have beea reports of serious, sometimes fatal, reactions. Therefore, it is recommended that LUVOX® Tablets not be
wsad in combiwation with a MAOL, or withia 14 days of discontinwing treutment with a MAOL. In addition, after stopping
LUYOX® Toblets, at least 2 weeks should be allowed before starting a MAOI.
Terfenadine, astemizole and cisupride are ol metabolized by the cytoch P4501IlA4 isaenzyme, | d plasmo
loas of terfenadi izole ond dsopride couse QT prolongation and have been assoduted with forsodes de
polats-type veatricular tachycardia, sometimes fatel. Although it has not been definitively demonstrated that fluvoxamine
Is u potent 1IA4 inhibitor, it is likely to be. Consequently, it is recommended that fluvoxamine ot be wsed in combimation
with either terfenadine, astemizole, or cisopride.
Other Potentially lmportant Drug luteractions
{Also see PRECAUTIONS - Drug Interactions) BemzodFazepiwes: Benzodiozepines metabolized by hepatic oxidution (e4?., dlprazolam, midazolam,
triazolom, etc.) should be used with coution because the clearance of these drugs is fkely to be reduced by fluvaxamine. The clearance of benzodiazepines
metubolized by glucurenidation (s.g., lorazepom, oxozepam, rsmuz:dpnm) is unlikely fo be affected by fluvoxemine. Abrazofame- When flovoxomi
‘maleate {100 mg qd) ond olprozolom ) mg gid) were co-administered Yo steady shote, plasma concentrations and other phormacokinetic parometers (AUC,
Co, T} of alprazolom were approximately twice those observed when alprazolom was administered olone; oral clearance was reduced Iywbom 50%. The
elevated plosma olprazolom concentrations resulted in decreased psychomotor performance ond memory, This inferaction, which has not been investigated
using hiﬂﬁﬂ doses of fluvoxomine, may be more pronounced if o 300 my duily dose is co-administered, porticulury since fuvoxamine exhibits nolineor
murmntokineﬁts over the dosoge range 100-300 my. If alprazolam is co-administered with LUVOX Toblefs, the initial olprozolom dosage should be ot least
ved and tination to the lowest effective dose is recommended. No dosage adjustment is roquired for LUVOX Toblets. Diazepasm- The co-administration
of LUVOX Tablats and diazepem is generally not advisoble. Becouse fluvoxumine reduces the clearonce of both diozepom and ifs active metabolite, N-
desmethyldiazepam, there is a strong likelihood of substantial accumulation of both species during chronic co-administration. Evidence supporting the
conchusion that it is inadvisable o coadmirister fuvaxaming ond diozepam is derived from a study in which healthy voluntesrs mkm 50 mg/doy of
fiwvoxamine were administered o single oral dose of 10 mg of diazepom. In thess subjects (n=8), the clearance of diazepam was reduced by 65% and
that of N-desmethyldiazepam to o level that was too low to measure over the course of the 2 week Ionmeruw Itis ikely hat this experience significantly
underestimates the degree of accumulation that might occur with repeated diozepam odministration. Moreover, s noted with alprozolam, the effect of
fhwvoxamine may even be more proncuriced when it is administered of higher doses. Accordingly, dinzepem and flovoxamin should ot ordinarily be co-
ndmmismredmﬂlx The effect of steadystote flovoxamine (50 v":)? bid) on the pharmacokinetics of g single dose of theophyline (375 mg s
442 myg ominophyline} was evaluated in 12 healthy nomsmoking, male volunteers. The clearance of thet:ﬂilins ws docreosed nppmxirmrey d.
Therefore, if theophylina is co-dministared with flwvoxamine maleate, s dose should be reduced fo one third of the usval daily maintenance dose and
plusma concentrafions of theophylline should be manitored. No dosage odiustment is required for LUVOX Tablets. Warfarda: When flovoxamine moleate
(50 mg fid) wos administered concomitontiy with warfarin for two weeks, warfarin plosma concentrations increased by 98% and prothrombin fimes were
prolonged. Thus patients receving oral anticongulonts and LUVOX Toblets should have their prothrombin time monitored and their anticoagulant dose
adjested accordingly. No dosage adustment is required for LUVOX Tablets.
PRECAUTIONS

General
Activation of Mm/ﬂmda: During premarkefing sudies involving pimariy depressed patients, hypomanio or mania occured in approximately
1% of potients treated with fuwoxomine. Actvafion of mania,/hypomania hos also been rsomem a smal proportion of patients with major ffective
disorder who were freafed with other marketed entidapressants. As with oll antidepressunts, LUVOX Toblets shoull be used coutiously in pahients with
history of mania. Sefzeres: During ermﬂuﬁng studies, seizures were raported in 0.2% of fuvoxamine-treated patients. LUVOX Tablets should be used
cavtiously in pationts with a history of seizures. It should be disconfinued in any patient who develops seizures. Swicide: The possibili? of a suiide ottempt
is inherent in pofients with depressive symptoms, whether these accur in primary depression or in associction with another primary disorder such us OCD.
Close supervision of high risk patients should accompany inifial drug theropy. Prescriptions for LUVOX Tablets should be written for the smallest quantity of
tablets consistant with good patient manogement in order o reduce the risk of overdose. Use ke Patfents with Coacomitant Iliness: Closcly
monitored clinical experience with LUVOX Tablets in patients with concomitant systemic iliness is limited. Caution is advised in edrinistering LUVOX Toblefs
o patients with dissases o conditions that could affect hemodynamic responses or metabolism, LUVOX Tablets have not been evaluated or used to any
appreciable extent in potients with a racent history of myocardial inforction or unstable heart disease. Patients with these diagnoses were systemaically
axthoded from many cfinicnl studies during the product's premorketing tesfing. Evaluation of the electrocardiograms for patients with depression or (D who
partcipated in pramarketing studies revacled no differences batween flwvoxamine and plocebo in the emergence of clnically important EC6 changes. In
patients with liver dysfunction, flovoxamine clearonce was decreased by approximately 30%. LUVOX Tablets should be slowly titrated in patients with liver
dyshunction during the initotion of eatment.
Iaformation for Patients
Physicions e odvised to discuss the folowing issues with pafients for whom they prescibe LUVOX Tablets: nferferemce with Cognitive or Motor
Performance: Since any psychoactive drug may impair judgement, thinking, or motor skill, potients should be cautioned about operating hazardous
machinery, induding outomotsles, until they are certoin that LUVOX Teblets therapy does not adversely offect their ability to engage in such adivities.
hnp.(rl’nﬁems should be odvised to notiy their physicians i they become pregnant or intend fo become pregnant during therapy with LUVOX Tablets.
Norshag: Patients receving LUVOX Tablets should be advised to nofify their physicians if they are breast feeding an infant. (Se PRECAUTIONS - Nursing
Mothers.) Comcomitaut Medication: Patients should be advised to nofify their physicians # they are tuking, or plon to take, any prescription or over-
the-counter drugs, since there is a potential for clinically importunt interactions with LUVOX Teblets. Alcobiod: As with other psychotrapic medications,
patients should be advised to avoid olcohol while toking LUVOX Tablets. Allergic Reactioms: Patients should be advised to notify their physicians if they
develop o rash, hives, or 0 reloted allergic phenomenon during theropy with LUVOX Tabdets.
Laboratory Tests
Thers ure no specific laboratory tests recommended.

Intoraction

s
There have besn rare postmarketing reports describing potients with weakness, hyperreflexia, and incoordination following the use of a selective serotonin
reuptoka inhibitor (SSRD) and sumatriptan. If concomitunt freatment with sumatiptun and an SSRE (ei., fluoxetine, fvvoxomine, paroxetine, sertaline) is
clinicoly waranted, appropriote observution of the pafient is advised. Potential interactions with drugs that inhibit or are Metabolized by
Cyt P450 Isoxyases: Bused on a finding of substantial interactions of fluvexamine with certain drugs and limited in viro data for the (A4
isoenzyma, it appeors hat fiwoxomine inhibifs isoenzymes thet ore known to be invalved in the metabolism of drugs such os worfurin, theophyline and
propmnoln!. A clinicelly significant flovoxoming interaction is possible with drugs having o norrow therapewtic rafio such as terfenadine, astemizole cisapiids,
wortorin, Iheoph‘tline, carhain benzodiazapines and phenytoin, If LUVOX® Tablets ure to be administered together with o drug that is efiminated vic oxidative
metabolism and hes o narrow therapeutic window, plasm fevels and /or phnrmucodz)numic offects of the lutter drug should be monitored closaly, ot least
unii teady state conditons ara reached. Please sse complote prescibing information for recommendations regarding CNS drugs such os monoomine oxidase

Geriatric Use

mmﬁely 230 patients parfcipating in controlled premarkefing studies with LUVOX Tablets were 65 years of age or over. No overal differences in safety were
ed between these patients and younger pafients. Othe reported clinical experience has not identified differences in response between the eldedy ond younger

patients. However, the clerance of fluvaxamine is decreased by obout 50% in eldery compared fo younger patients (see Phommacokinstics under CLINICAL

I;HARMM:COLOGY), and greoter sensitvity of some older individuals olso cannot be ruled out, Consequently, LUVOX Tablets should be skowly firoted during infiction

BY.
ADVERSE REACTIONS
Assodoated with Discontinuation of Treatment
Of the 1087 OCD and depressed patients treated with fluvoxamine maleate in controlled chnicul tricls conducted in North America, 22% discontinued
treatment due fo an adverse event.
Adverse eveats in OCD Pediatric Population
In pediotric patients (N=57) reated with LUVOX® Tablets, the overall profile of adversa avents is similar to thet seen in odult studies. Other reacions which
have been reported in two or mote of the pediatric patients, and were more frequent than in the placebo group (N=63) were: abnormal thinking, cough
increose, dysmenonthea, ecchymosis, emotional Iuhilgry, epistaxis, hyperkinesin, infection, manic reaction, rash, sinusitis, and weight decrsase.
Events for which the incidence in fluvoxomine moleate wos equal to o less than the incidence in plocebo (N=63) and involved two or mare of the padiatric
study pofients were: abdominal pain, abnormal dreams, fever, headache, nausea, nervousness, pain, pharyngitis ond rhinifis.
Incidence in Controlled Trials - C Observed Adverse Events in Coatrolled Clinicol Trials: LUVOX Tablets fiave been shudied in
controlled traks of OCD (n=320) and depression (n=1350). In general, adverse event rotes were similar in the fwo data safs. The most commonly obsarved
adverse events associated with the use of LUVOX Tablets and likely to be drugelated (incidence of 5% or greater and ot least twice that for placsbo) derived
from Table 2 were: somnolence, insomaia, nervousness, remos, nauses, dyspepsia, anorexia, vomiting, abaormal jaculation, asthenia, and sweafing. In
@ pool of two studies involving only patients with OCD, the following additionol events were identfied using the above rule: dry mouth, decreased Abido,
urinory fraquency, anorgasmia, rhinits und fuste perversion. Adverse Events Occurring ot an lnddence of 1%: Table 2 enumerates adverss events
that occurred at a frequency of 1% or mare, and were more frequent than in the placebo group, among patients treated with LUVOX Tablefs in two shert-
tom placebo controlled OCD trials (10 week) and depression tiols (6 week) in which patients were desed in a range of generally 100 to 300 mg/day.
This table shows the percentoge of pafients in sath group who hod ot Yeast one ocrurrence of an event ot some fima during fheit trectment, Reported adverse
events were clossified using o stondard COSTARTbased 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 medicol prachice where pafient characteristies and othe foctors may differ from those that prevailed in
the clinical fial. Similory, the cited frequencies cannot be compared with figures obtuined from other clinical investigations involving different treaments,
uses, ond investigators. The cited figures, however, do provide the prescribing physicion with some bass for estimating the elotive contribution of drug ond
nor-drug factors to the side-effect incidence rate in the population studied. Adverse Evemts is OCD Placebo Controfled Studios Whick are
Morkedly Different (defived as ot least o two-fold difference) in Rate from the Pooled Event Rates in OCD ond Depression
Placebo Controlled Studies: The events in OCD studies with  twofold decrease in rote compared fo event rates in OCD and depression shudies wers
dysphagic ond amblyopia (mostly blurred vision). Addifionally, there was an approximate 25% decrease in nauseo. The events in OCD shudies with o two-
fold incranse in rate compared to event vates in OCD and depression shudies were: astheniz, abnormal ejoculation {mosty delayed sjoculotion), anxiaty,
infection, ehinifs, anorgasmia (in males), depression, fhido decreasad, phoryngits, agitufion, impotence, myoconus,/twitch, thist, weight los, kg cumps,
myalgio and urinary refenfion. These events are lised i order of deceasing rates in the OCD iaks.
Vital Sign Changes
Comparisons of flvoramine moleote ond placebo o?rwps in separate pools of short-ferm OCD and depression ricls on (1) median changs from bossline on
various vitol signs variables and on (2) incidence ot pafients mesting criteria for potentially importont changes from baseline on various vitul sigas voriables
revealed no impartont differences between fluvoxamine maleate and plocebo.
Luboratory Choages
Comparisans of fluvexamine maleote and plocebo groups in separate pools of shortterm OCD and depression frials on (1) median change from basaling on
vorious serum chemistry, hemotology, and urinalysis variables and on (2) incidence of patients meeting crieria for potentially importunt changes from
baseline on vorious serum cheristry, hermatalogy, and urinalysis variables revealed no important differances between flvoxaming malsate and placabe.
ECG Changes
Comparisons of fluvoxaming maleate and placetio groups in separate poals of shorttenm OCD ond depression frials on (1) mean chonge from bassline on
various ECG variobles and or (2) incidence of patients meefing citeria for potentiolly importunt changes from baseline on various EC(% variabies reveolsd
1o importunt differences between flvoxamine maleate and placebo.
Toble 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (flovoxamine [n=892] vs. placabo [n=778] by patients—percentage): BODY AS WHOLE: Headuche (22 vs. 20);
Asthenia (14 vs. 8); Flo Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palpitafions (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diarthea (11 vs. 7); Constipation (10 vs. 8); Dyspepsia {10 vs. 5); Anovexia (6 vs. 2); Vomiting (5 vs. 2); Flatulenca (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphogia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 8); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vasodilatation (3 vs. 1) Hyportonia (2 vs. 1) Agitution (2 vs. 1); Dacreased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Resgiratory Infoction (9 vs. 5); Dyspaed (2 vs. 1); Yown (2 vs. 0). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia' (3 vs. 2). UROGENITAL: Abnormal Einculation™ (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence* (2 vs. 1); Anorgesmio (2 vs. 0; Urinary Retention (1 vs. 0).!
Events for which flovoxarmine maleote incidence was equal to or lass than placebo are ot listed in the fable cbove, but includs the following: obdominal
pain, abnommal dreais, appefite increase, back pain, chest pain, confusion, dysmenorrhen, feves, infection, leg cromps, migraine, myalgio, pain, paresthesia,
pharyngitis, postural hypatension, pruritus, fash, thinits, thirst and tinnitus. ZIncludes “oothache,” “tooth extroction nnﬂ abscass,” and “caries.” *Mostly
fealing warr, hot, or flushed. ‘Mostly “bhurred vision.” *Mostly “deluyed ejaculafion.” ‘incidence bosed on aumber of mole patients.
Other Events Observed During the Premorksting Evaluation of LUVOX Tablets
During premarketing clinicol ials conducted in North America and Eutope, multiple: doses of flovoxemine maleate wate administered for o combined totu!
ot 2737 pafient exposures in patients suftering OCD or Mojor Depressive Disorder. Untoward events associated with this exposure wers tecorded by clinical
invesfigotors using descriptive terminology of their own choosing. Consequently, it is nat possible to provide o mwningful estimate of the proportion of
individuols experiencing odverse events without first rSrouping similas types of untoward events into o limited (.e., reduced) number of standord event
cotegories.In the tobulations which follow, a stondord COSTART-hased Dictionary terminology has been used to dlassify reported adversa events. If the
COSTART ferm for an event wos so general as to be uninformative, it was replaced with o more informative ferm. The frequencies presented, therefore,
represent the proronion of the 2737 patient exposures to muliple doses of flvvoxamine moleats who experienced an evant of the type cited on of feast
one occasion while recebving flovoxomine maleate. All eported events are inchuded in the list below, with the following excoptions: 1) thase avents aready
fisted in Table 2, which tabulates incidence rotes of common adverse experiences in placebo-controlled OCD and depression cinicel hiaks, are excluded; 2)
thase events for which a dng cause wos considered remate (i.., neoplasia, gostointestinal corcinome, herpes simplex, herpes zaster, opplication site
reqction, and unintended pragnancy) ore omitted; and 3) events which were reported in anly one patient and judged fo not be potenfially senous ore not
included. It is important to emphasize that, although the events reported did accur during trectment with fivvoxomine maleats, o cousal relafionship to
fiuvoxomine maleate has not been estoblished. Events are further classified within body system categorias and enumerated in order of decreasing frequency
using the fallowing definitions: frequent adverse evens are defined s thase occuriing on one or more occosions in at lsast 1,/100 patients; infrequent
adverse events are fhose occurring between 1/100 and 1,/1000 patisnts; and rore adverse events are those occurring in less thon 1,/1000 pafients. Body
as a Whole: Frequent: uccidental injury, malaise; Jnfrequant: olergic renction, neck pain, neck igidity, overdoss, photosensitviy reaction, suicide attempt;
Rare: cyst, pavic pain, svdden death. Cardiovascular System: Fraquent: hypertension, iypolension, syncape, tuchycardia; /nfrsquent: angina paclons,
brodycardia, mrdiomyopmh\{’, cardiovascular dissose, cold exremities, conduction delay, heart failurs, myocordiol infurction, pallor, pulse inegular, ST
segment changes; Rore: AY block, cerebrovasculor accident, coronary artery disease, ambolus, pericardis, phlebifis, pulmonary inforction, supraventricular
extrosystoles. Digestive System: Frequent: elovated liver honsamingses; Infequent: colfs, eructation, esophogifs, gashifis, gushoenterifi,
ggsrmimesﬁnnl hemorage, gashointestinal ulcer, gingivfis, glossiis, hemowhoids, melena, rectal hemonhage, stomatiis; Rare: bifary pain, cholotystﬂ's‘,'

nhibibors, ofprazokom, diozepom, lorazeparm, fithiur, tryptophan, clozapine, alcohl, ticyclic antidepressants, carbamazapine, mathadone; and othes drigs
such o5 morrhylline, aropranolof and other beto-blockers, warfurin, digoxin, and ditfozem. Effects of on Fh ine Motoboli
Smokers had 0 25% increasa in the metubolism of fluvoxomine compared to kers. El fsi y (ECT): There ore no clinical
studies estoblishing the benefits or risks of combined use of ECT ond
Carcinogenesis, Mutagenesls, Impairment of Fertifity

sis: Thers is no evidence of carcinogenicty, mutagenicity or impairment of ferfiity with fluoxamine maleate.There was no evidence of
corcinogennicity in rofs heated orclly with flovoxamine maleate for 30 menths o homsters treated orally with Auvaxamine maleate for 20 (females) or 26
{males) months, The daily doses in the high dose groups in these studies wers increased over the course of the study from a minimum of 160 mg/kg to
o maximum of 240 mg/kg in rats, and from a minimum of 135 mg,/kg to & maximum of 240 mg /kg in hamsters. The maximum dose of 240 mg/kg
s opproximately 6 fimes the moximum human daily dose on o mg/m? basis. Mt is: No evidence of mutagenic Eorenﬁnl was obsarved in 0 mouse
mictonucleus test, an in vifro chromosome aberration fest, or the Ames microbiol mutagen fest with or without metobolic acivation. Impairment of
Fortility: In fertlty studies of male and female rats, up to 80 mg/kg/duy orally of fluvaxamine maleate, (approximately 2 times the maximum human
daily dosa on a mg/m? besis) had no effect on mating performance, duration of gestation, or pregnancy rate.

xaming mlegte.

ogRancy

Tora Effocts - Pregnancy Category C: In teratology studies in rats and rabbis, daily orol doses of flwvaxemine moleate of up to 80 and
40 mg/kg, respactively (uﬂpmximuteiy 2 times fhe moximum human daily dose on a mg/m? basis) causad no fotal malformations. However, in other
reproduction studies in whid pregmnt ufs were dosed through weaning there was (1) on increase in pup morfaliy af birth (seen ot 80 mg/kg and above
but not at 20 mg/kg), and (2) decreuses in postatal pup weights (seen at 160 but not ot 80 mg,/kg) and survival (seen at all doses; lowest dose tested
=5 my/kg). (Doses of 5, 20, 80, und 160 mg,/kg ore approximately 0.1, 0.5, 2, and 4 times the maximum human doily dose on o m‘;/mZ basis.}
While the results of a crossostering shudy implied tho at least some of these resuts likely occurred secondarily to maternal toxiciy, the role of a direct
drup effect on the fetuses or pups could not be rled out. There are no odequate and welkcontrolled stugies in pregnant women. Fluvoxamine maledte shoutd
ba used during prognancy only if the potentiol benefitjustfies the potential rsk o the fetus.

Delivery
The effect of flovoxamine on kabor and delivery in bumans is unknown.
Nwsing Mothers
As for many other drugs, fluvoxamine is secreted in human breast milk. The decision of whether to disconfinue nursing o fo discontinue the drug should
toke inte account the potential for serious adverse effects from exposure to flsvoxamine in the nursing infant as well os the potential benefits of LUVOX®
{fwoxomine maleate) Toblets theropy to the mother.
Pediatric Use
The sfficacy of fluvoxamine maleate for the treatment of Obsessive Compulsive Disorder wos demonstioted in o 10-week multicenter placebo controlled
study with 120 outpotients ages 817. The adverse event profile chserved in that study was generally similar to that observed in adult studies with
fivoxamine (see ADVERSE REACTIONS).
Decreased appetite and weight loss have been observed in association with the use of fluvoxamine as well as other SSRs. Consequently, requlor monitosing
of weight and growth is recommended if reotment of a child with an SSRI i to be confinued long term.
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lelihiasis, tecal incontinence, hematemesis, intesfinal obstruction, jaundice. Emdocrime Systems: Infraquent: hypothyroidism; Rore: goiter. Hewe

! tic Systems: Infraquent: anemio, ecchymosis, leukocytosis, hymphodenopathy, thromb io; Rore: leukopania, purpura. Medabolic ond

lotritional Systems: Frequent: edema, weight goin, weight loss; Infraquent: dehydration, hypercholesterolemio; Rars: dicbetes mellitus,
hyperglycemia, hypedipidemia, hypoglycemio, hypokelemia, lactate dehyd increosed. Masculoskoletol System: infraquent: arthralgio,
arhits bursis, generolized muscle spasm, myasthenia, tendinous confractus, tenasynoviis; Rore: ortosis, myopathy, pntholotﬂtnl fracture. Nevvows
System: Frequent: amnesia, apathy, hyperkinesio, hypokinesia, manic reaction, myoclonus, psychoic reaction; infraquant: agoraphobia, akothisio, atuxia,
(NS depression, convulsion, delium, delusion, depersonalization, drug dependence, dyskinssio, dystonia, emofional labilty, evphoric, extrapyromidl
syndrome, goit unsteady, hollucinations, hemiplegia, hostity, hypersomnia, hypachondricsis, hypotonia, hysteria, incoordinafion, increased saliation,
increased libido, nwwu, paralysis, paranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertigo; Rere: akinesia, como, fbrllaions,
mufism, obsessions, reflexes decreasad, stumed speech, turdive dyskinesia, torticolli, trismus, withdrawal syndrome. Respiratory System: Fraquent:
cough increased, sinusits; Anfreguent: asthra, bronchitis, apistaxis, hoarseness, hyperventilation; Rare: apnea, congestion of upper airway, hemoptysis,
hiccups, laryngisms, obstructive pulmonary disease, pneumonio. Ski: Infraquent: acne, alopedia, dry skin, eczemo, exfoliative dermatii, furunculosis,
sebortheg, skin discolorction, urticaria. Speciaf Seases: Infrequent: accommodation abnormal, conjunctivifs, deafness, diplopio, dry eyes, ear pain, eye
pain, mydriosis, ofifis media, parosmia, photophabia, fuste loss, visual field defect; Rore: comeol ulcer, retinal detochment. §) 3
Infreguent: onuria, breast poin, cystifis, deloyed menstruation', dysuria, famale lactufion’, hematuria, menopouse', menorrhogio', metrorhagia', nocturi,
Eolyurin, rremens?ruul syndrome', urinary incontinence, urinory tract infaction, urinery urgency, wrination impaired, vaginal hemorthage!, voginitis', Rare:

idney calculus, h i, oliguria.
"Bused on the rumber of females. “Based on the number of males.
Noa-US Postmarketing Reports
Voluntory reparts of adverse events in patiants taking LUVOX Tablets that have been racaivad since market intraduction and are of unknown cousal
elationship fo LUVOX Tablets use inchode: toxic epidermal necralysis, Stevens:Johnson syndrome, Henoch-Schoenlein purpura, bullous eruption, priapism,
agranulocytosis, neuropathy, opkestic anemia, onophylactic reaction, hyponatremin, acute renal fuilure, hepafitis, and severe akinesia with fever when
fiwvoxamine was co-odmintstered with anfipsychofic medication.
CAUTION: Federal low prohiits dispensing without prescipfion.

Reference: 1. Data on file, Solvay Pharmaceuticals, Inc.
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ErFrFecTIVE SSRI THERAPY WITH Low
SEXUAL DYSFUNCTION AND AGITATION

EFFECTIVE CONTROL OF OBSESSIONS
AND COMPULSIONS*

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 SAFETY 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 most commonly observed adverse events
compared to placebo were somnolence 22% vs 8%,
insomnia 21% s 10%, nervousness 12% s 5%,
nausea 40% vs 14%, abnormal ejaculation
8% vs 1%, asthenia 14% vs 6%'

¥ Concomitant use of LUVOX® Tablets and mono-
amine oxidase inhibitors is not recommended'

FLEXIBLE DOSING

Initial Dose: 50 mg once a day HS
Dose Range: 100 to 300 mg/day

COMPREHENSIVE SAFETY DATABASE
(Worldwide Exposure for Reporting Overdose®)'

¥ Data from 40 countries
¥ Over 12 million patients treated
¥ More than 37,000 patients studied in clinical trials

NEew InpicATion: For CHILDREN AND ADoLESCENTS With OCD

LUVOX

fluvoxamine maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

AN SSRI FOR THE FULL RANGE OF
OBSESSIONS AND COMPULSIONS

*Effectiveness not established beyond 10 weeks in controlled trials.
fParameters occurring = 1% with fluvoxamine maleate.
#Prescribers should write the smallest tablet quantity consistent
with good patient management to reduce overdose risk.
Please see brief summary of prescribing
information on adjacent page.
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