®
I.UVOX {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 Tablats ate indicoted for the teatment of obsessions and compulsions in pafients with Obsessive Compulsive Disorder (OCD), as defined in the
DSMHIR. Obsessive Compulsive Disorder s choracterized by recurrent and persistent ideas, thoughts, impulses or images (obsessions) that are ege-dystonic
and/or vepefitive, purposeful, and intentional behoviors (compulsions) that are recognized by the person s excessive or unreasonable.
CONTRAINDICATIONS
Co-administration of terfenading, estemizole, or cisapride with LUVOX Tables is contraindicated (see WARNINGS ond PRECALTIONS).
LNOX Tablets ars contraindicated in patients with a histary of hypersensitvity fo Huvoxamine malgate.
WARNINGS
In patients receiving another serotonin reuptake inhibitor drug in ion with oxidose inhibitors (MAOIs),
there have been reports of serious, sometimes fatul, reactions. Therefore, it is recommended thot 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 o MAOL
Terfenadine, astemizole and disapride are all metabolized by the cy P4501IA4 isoenzyme. | d plosma
ions of terfenodi izole and cisapride cause QT ||:‘:ol1mg||ﬁtm and have been associated with torsades de
points-Type ventriculer tachycardia, sometimes fatal. Although it hos not been definitively demonstrated that fluvoxamine
is o potent A4 inhibitor, it is ikely to be. Consequently, it is ded that fl ine not be used in combination
with eithor torfenadine, astemizole, or cisapride.
Other Potentlally Important Drug Interactions
(Also see PRECAUTIONS - Drug Interactions) Bemzodiazepines: Benzodiazepi ioolized by hepatic owidafion (e.g., alprazolam, miduzolom,
triozolam, etc.} should be used with coution because the clecrance of these drugs i liely o be reduced by flwvoxamine. The c?ealun(e of benzodiazepines
metabolized by glucuranidation (e.g., lorazepom, oxazepam, femazepam) is unlikely to be offected by fi ine. Alprazolam- When fl i
maleate (100 mg qd} and alpiazolam (1 my gid) were co-administered fo steady state, plasma concentrafions and other phaimacakinetic perameters (AUC,
G, T of lprazolom were approximotely twice those observed when alprazolam wes odinistered olone; oral clearance was reduced by cbout 50%. The
alevoted plasme alprazolom concentrations resulted in decreosed psychomtor performance and memory. This nteraction, which has nat been investigated
using higﬁer doses of flovoxemine, may be more pronounced if o 300 mg duiﬁ{ dose is co-odministered, porticulorly since fluoxaming exhibits nonineor
hormacokinetics over the dosage range 100-300 mg. If alprazolam is co-adminitered with LUVOX Tablets, the initel alprazolam dosage should be at feast
ﬁnlved and fitration fo the lowest effective dose is recommended. No dosage adjustment is required for LUVOX Tablets. Dieszepam- The co-cdministrafion
of LUVOX Teblets and diazepam is generally not advisable. Because fluvoxamine reduces the clearance of both diazepom and ifs active metabalite, N-
desmethyldiazepam, there is o strong likelinood of substanfiol occumulation of both species during chranic co-administration. Evidence supporting the
conclusion that it is inadvisable to co-odminister fluvoxaming ond diazepam is derived from a study in which healthy volunteers foking 150 mg/day of
fluvoxaming were odministered a single orol dase of 10 mg of diazepam. In these subjects (n=8), the clearance of diazepam was 1ei?uced by 65% ond
thot of Ndesmethyldiazepam to a level that was too low fo measure over the course of the 2 wesk long study. It is likely that this experience signiicantly
underestimates the degree of accumulafion thar might occur with rapeated diozepam administration. Moreaver, as noted with olprozolom, the effect of
Huvaxamine may even be more pranounced when it is adrministered o higher doses. Accordingly, diczepam and fluvoxamine should no ordinarly be co-
administered. Tloofll 2 The offect of steadystate flovoxamine (S0 mg bid) on the pharmacokinetics of a single dose of theophylline (375 mg as
442 mg aminaphyline) wos evaluoted in 12 hanthy norsmoking, mele vo?unteers. The cleaance of theophyline wos decreased opproximately 34old.
wefors, if theophyling is co-odministered with fl ine moleate, its dose should be reduced to one third of the sual daily mointenance dose and
plasma concentrafions of theaphyline should be monitored. No dosage adjustment is required for LUVOX Toblets. Warfarin: When flovoxamine maleate
(50 mg tid) was odministared concomitontly with warforn for two waeks, wararin plasmo concentrations increased by 98% and prothrombin fimes were
prolonged. Thus potients seceiving orat onficongulonts and LUVOX Tablets should have their prothrombin fime monitored and their anficoagulant dose
adiusted occordingly. No dosoge odjustment is required for LUVOX Tablets.
PRECAUTIONS
General
Activation of Manlu/Hyirommla: During premarkefing studies involving rimarily dapressed patients, hypomania of mania occured in approximataly
1% of patients reated with fluvaxomine. Activation of mania,/hypomania has also been reported in a smu“ proportion of patients with mojor affective
disorder who were treated with other marketed antidepressants. As with oll antidepressants, LUVOX Tablets should be used cautiously in patients with
history of manio. Sefzures: During premarkating studies, seizures were reported in 0.2% of fluvoxamine-freated patients. LUVOX Tablets should be used
cautiously in pafients with a history of seizures, It should be discontinued in any patient who develops seizures. Suicide: The possihilirx of 0 suicide cttempt
is inherent in patients with depressive symptoms, whether these accur in primary depression of in association with another primary disorder such as OCD.
Close supervision of high sk potients should accompany inifel drug theropy. Prescriptions for LUVOX Tablets should be wiitten for the smallest quoniity of
toblets consistent with good patient management in order o reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
monitorad clinicol experience with LUVOX Tablats in pafiants with concomitont systemic illness is limited. Coution s cdvised in odministering LUVOX Tablets
o potients with diseases or conditions that could affact hemodynamic responses or metobolism. LUVOX Tablets have not been evaluated o used to any
appreciable extent in patients with G recent history of myocardiol infarction or unstable heart disease. Patients with these dicgnoses were systematically
excluded from many clinical studies during the product’s premarkefing festing, Evaluation of the elacacurdiograms for patients with depression or OCD who
partcipated in premarketing studies revealed no dfferences between fluvoxomine and placebo in the emergence of clinicolly important ECG changes. In
patients with fiver d%sfuntrion, fluvoxamine clearance wos decreased by approximately 30%. LUVOX Tablets should be stowly firated in patients with liver
dystunction during the iniiation of trestment.
Information for Patients
Physicians are odvised to discuss the following issues with patients for whom they prescribe LUVOX Teblets: Interference with Cognitive or Motor
Porformance: Sinte any psychouctive diug may impair judgement, thinking, or motor skils, potients should be coutioned about aperating hazordous
mochinery, including automobiles, until they are certuin that LUVOX Tablets therapy does not adversaly offect their ability to engage in such activities.
Pregnancy: Patients should be advised to nofify their physicians if they become pregnant or infend fo become pregnont during therapy with LUVOX Tablets.
Nursing: Potients raceiving LUVOX Tablets should be odvised o nofify their physicions if they ore breast foeding an infant. (See PRECAUTIONS - Nursing
Mothers.) Concomitant Modication: Patients should be advised to nofify their physicians if shey are taking, or pln to take, any prescription o over-
the-counter drugs, since there is o potential for clincally important interactions with LUVOX Toblets. Afeahol: As with other psychatropic medications,
pofients should be adised to ovoid olcohol while foking LUVOX Toblets. Allergie Reactions: Patients should be advised to notify their physicians if they
develap a vash, hives, or o related olfergic phenamenon during therapy with LUVOX Toblets.
Laboratory Tests
Thare are no specifc laboratory tests recommended.
Drug Interactions
There have been rare postmarketing reports describing patients with weakness, hyperreflexia, and incoordination following the use of a selective serotonin
reuptake inhibitor (SSRY) and sumatriptan. ifant freatment with iptan and an SSRI (,e'z fluoxetine, flovoxamine, paroxefine, serfrline) is
tIinit;xMwavmnted, appiopiote observofion of the patien s odvised. Potential interactions with drugs that inhibit or are Metabolized by
Cytochrome P450 Isoz[ymn: Bosed on a finding of substontial interactions of fluvoxamine with certain drugs and limited in vitro dato for the Il1A4
isoenzyme, it appears thot fluoxamine inhibits isosnzymes that are known 1o be involved in the metabolism of drugs such os warforin, theophylline and
propranolol. & cinically significant fluvoxamine interaction is possible with drugs having a narrow therapeutic ratio such os tedenadine, astemizole dsopride,
warfurin, theaphyline, certain benzodiazepines and phenytoin. If LUVOX® Tablets are 1o be odministered together with  drug that is efiminated vio oxidative
metabolism and has o norrow therapeutic window, plosma levels and/or pharmacodynomic effects of the latter drug should be monitored closely, of least
until steady state condifions are reoched. Please see complete prescribing information Zor tecommendations regarding CNS drugs such os monoamine oxidase
inibitors, alprazolam, diazepar, lorazepam, lithium, tryptophan, dlozapine, alcohol, tricyclic anfidepressonts, curbamazapine, methadane; and ather drugs
such a5 theo‘rhylline, propranolol and other bete-blockers, worfarin, digoxin, and difiozem. Effects of Smoking on Fluvoxamine Metabolism:
Smokers had o 25% incrense in the metabolism of fl ing compored to kers. El fsi y (ECT): There are no clnicol
studies estublishing the benefits or risks of combined use of ECT and fluvoxamine moleate.
Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis: Thete is no evidance of carcinogenicty, mutagenicity or impairment of fertlty with fluvoxamine moleate.There was no evidence of
carcinogenicity in rats reated orafly with fluvoxamine maleate for 30 months or hamsters treated orally with fluvoxamine moleate for 20 (females) or 26
{males) months. The dailr doses in the high dose groups in these studies were increased over the course of the study fiom  minimum of 160 mg/kq to
a maximum of 240 mg/kq in rats, and from a minimum of 135 mg/kg to o maximum of 240 mg/kg in hamsters. The maximum dose of 240 mg/kg
is approximotely 4 times the maximum human deily doss on @ mg,/m bosis. Mufagenesis: No evidence of mutagenic potentiol was observed in o mouse
micionucleus test, on in vitro chromasome aberration test, or the Ames microbial mutagen test with or without metobolic activation. fmpairment of
Fortility: In fortiity studies of mole and female rats, up to 80 mg/kg,/day orally of fluvoxamine maleate, {approximately 2 fimes the meximum humen
daily dose on o mg,/m? basis) had no effect on mating performance, gumtion of gestation, or pregnoncy rate.
Pregnancy
Teratogenic Effects - Pregnancy Category C: In teratology studies in rats ond robbits, daily orol doses of fluvoxamine maleate of up to 80 and
40 my/kg, respectively (aﬂproximutely 2 fimes fhe maximum human daily dose on a mg,/m? basis) coused no fefal malformations. However, in ofher
repioduction studies in whid pre[?nam ats were dosed theough weaning there was (1) on increase in pup mortality af birth (seen at 80 mg/kg and chove
but net at 20 mg/kg), and (2) decreases in postnatal pup weights (seen ot 160 but not at 80 mg,/kg) and survival (seen ot off doses; fowest dose fested
=5 rnﬁl/kg). (Doses of 5, 20, 80, and 160 mg/kg ore approximately 0.1, 0.5, 2, ond 4 fimes the maximum humon daily dose on a mg/m’ basis.)
While the results of a crossfostering study implied thot af least some of these results lkefy occurred secondarily to motemnal foxicity, the rale of a direct
drug effect on the fetuses or pups cauld not be ruled out. There are no adequate and well-controlled sudies in pregnant women. Flovoxamine maleate should
be used during pregnancy only if the potentiol benefit justifies the potential risk to the fetus.
Labor and Delivery
The effect of flovoxamine on labor and delivery in humans is unknown.
Nursing Mothers
As for many other drugs, flovoxemine is secreted in human breast milk. The decision of whether fo discontinue nursing of to discontinue the drug should
toke inte account the potentiaf for serious adverse effects from exposure to fluvoxomine in the nursing infent os well as the potentiol benefits of LUVOX®
{fluvoxomine moleate) Tablets therapy to the mother.
Pediatric Use
The efficacy of fluvoxamine maleote far the treatmennt of Obsessive Compulsive Disorder was demonstiated in o 10-week multicenter placebo contiofled
study with 120 outpatients ages 8-17. The adverse event profile observed in that study was generally similar to that observed in adult studies with
flovaxamine (see ADVERSE REACTIONS).
Decreased appefite and weight loss have been abserved in association with the use of fluvexamine as well os other SSRIs. Consequentl, regular manitoring
of weight and growth is recommended if treatment of a child with an SSRI is to be confinued long term.
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Geriatric Use
Aﬁpmximalew 230 patients participating in conralled premerkefing shudies with LUVOX Tablefs were 65 yeors of age or over. No overall differences in scfety were
onserved between these pafients and younger pafients. Other reported clinicol experience has not identified dfferences in response between the eldedly and younger
patients. However, the clearance of fluwoxamine is deaensed by bout 50% in elderly compared o younger pofients (see Pharmacokinatics under CUNICAL
PmRMA(OlDGY), and greater sensitity of some older individuals olso cannot be ruled aut, Consequently, LUVOX Toblets shauld be slowly tivated during inifiotion
of therapy.
ADVERSE REACTIONS
inted with Discontinuation of T

Of the 1087 OCD and depressed patients freated with fluvoxamine maleate in controled clinical tials conducted in North America, 22% discontinyed
reatment due fo an adverse event.
Adverse events in OCD Pediatric Population
n pediatric patients (N=57) reated with LUVOX® Tublets, the overall profile of adverss events is similar to that seen in adultstudies. Other reactions which
have been reported in two or more of the pediatric patients, and were more frequent than in the placebo group (N=63) were: obnormal thinking, cough
inrease, dysmenorthea, ecchymasis, emational lobility, epistaxis, hyperkinesia, infection, maric reaction, rash, sinusitis, and weight decrease.
Events for which the incidence in flovoxamine maleate was equal to o ess than the incidence in placebo (N=63) ond involved two or more of the pediatric
study patients were: abdominal pain, abnormal drearns, fever, headache, nauseo, nervousness, pain, pharyngitis and rhinifis.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LUVOX Tablets hove been studied in
controlled frols of OCD (n=320) and depression (1=1350). In genercl, adverse event rates wre similar in the two dota sets. The mast commonly observed
adverse events ossociated with the use of LUVOX Tablets and hkely 1o be drugrelated (incidence of 5% or greater and at east twice that for placebo) darived
from Table 2 were: somnolence, insomnia, nervousness, tremor, nausea, dyspepsia, anorexia, vomiting, sbnormal sjaculation, asthenia, and sweating. |n
a pool of two studies involving only patients with OCD, the following additioncl events were identified using the obova rule: dry mouth, decreased Abido,
urinary frequency, cnorgasmis, hinifis ond toste perversion. Adverse Events Oceurring of on Incidence of 19%: Table 2 enumerates adverss events
that occurred ot a frequency of 1% o mare, and were more frequent than in the placebo group, among pofients treated with LUVOX Toblets in two short-
term placebo contralled OCD tricls {10 week) and depression fricis (6 week) in which patients were dosed in a range of generally 100 to 300 mg,/day.
This foble shows the percentage of patients in each group who had of least one occurrence of an event af some fime during their ireatment. Reported adverse
events were clossified using a standard COSTARTbosed Dictionary terminclogy. The prescriber should be aware that these figures cannot be used to predict
the incidence of side effects in the course of usuel medicol practice where patient characteristics and other factors may differ from thoss hat prevailed in
the clinical trigls. Similarly, the cited frequencies cannot be compared with figures abtained from other clinicel investigations involving different reatments,
uses, and investigators. The cited figures, however, do provide the prescribing physitian with some basis for estimating the relotive confribution of drug and
iondrug factors to the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controlled Studies Which are
Markedly Different (defined as ot least a two-fold difference) in Rate from the Pooled Event Rates in OCD and Depression
Placebo Controlled Studies: The events in OCD studiies with o twofold decrease in rate compared to event rates in OCD and depressin studies were
dysphagia ond amblyopia (mostly blurred vision). Additionally, there was on approximate 25% decrease in nausea. The events in OCD studies with o two-
folg increase in rate compared to event rofes in 0CD and depression studies were: asthenia, abnormal ejaculation (mostly delayed sjaculation), anxiety,
infection, rhinits, anorgasmia (in males), depression, libido decreased, pharyngitis, agitation, impotence, myoconus,/twitch, thist, waight foss, lag cramps,
‘myalgia ond urinory retention. These events are fisted in order of decreasing rates in the OCD rils.
Vital Sign Changes
Comparisons of fluvexamine maleate end placebo groups in separate poals of shortterm OCD and depression trials on (1) median change from boseline on
various vital signs variables and an (2) incidence of pakients mesfing tritria for potantially impertant changes from baseline on various vital signs variables
revealed no important differences between fluvoxamine moleate end placebo.
Laboratory Chunges
Comparisans of fluvoxamine maleate and placebo groups in separate pools of shortterm OCD and depression frials on (1) median change from baseline on
various serum chemistry, hematology, and urinalysis voriebles ond on (2) incidence of patients meefing crieria for potentially important changes from
baseline on various serum chemistry, hematolagy, and urinclysis variables revealed no important differences between fluvoxamine malsate and placebo.
ECG Changes
Comparisons of fluvoxamine moleate and plocebo groups in separate poals of shartterm OCD and dapression frials on (1) mean changa from baseline an
various ECG voriables and on (2) incidence of pafients meefing criteria for potentially impertant changes from haseline on vorious ECG variables revealed
o important differences between flovoramine maleate and placebo.
Toble 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [1=892) vs. placebo [n=778] by patients—percentoge): BODY AS WHOLE: Headoche (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chifls (2 vs. 1). CARDIOVASCULAR: Palpitations (3 vs. 2). DIGESTIVE SYSTEM; Nausea (40 vs. 14);
Digrthea (11 vs. 7); Constipation {10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomiting {5 vs. 2); Flutulence (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolerca (22 vs. 8); Insomnia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 8); Tremor (5 vs. 1); Anviety (5 vs. 3); Vasodilatotion® (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1); Dapression (2 vs.
1); (NS Stimulofion (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (3 vs. 5); Dyspnee (2 vs. 1; Yawn (2 vs. 0. SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopic® (3 vs. 7). UROGENITAL: Abnormal Eigculotion®* (8 vs. 1); Urinary Frequency (3
vs. 2); impotence’ (2 vs. 1); Anorgasmio (2 vs. 0); Urinory Retention (1 vs. 0).'
'vents for which flovoxamine maleate incidence was equal ta o less than placebo ars not listed in the toble above, but include the following: obdominal
pain, abnormal dreams, appefite incraase, bock pain, chest pain, confusion, dysmenorthea, fever, infection, leg cramps, migraine, myalgia, poin, poresthesio,
?huxyngiﬁs, postural hypotension, pruritus, resh, chinifs, thirst ond finnitus. 2includss “toothache,” “tooth sxtraction unﬁ abseess,” ond *caries.” *Mostly
esling warm, hot, or Hlushed. *Mostly “blurred vision.” *Mostly “deloyed ejaculation.” éincidence based an number of male patients.
Other Events Observed During the Premarketing Evaluation of LUVOX Tablets
During premarketing clinical frials conducted in North America and Europe, multiple doses of fluvoxomine malegte wers administered for o combined total
of 2737 patient exposures in patients suffering OC or Major Depressive Disorder. Untoword events associated with this exposure wers recorded by clinical
invastigators using descriptive ferminology of their own choasing. Cansequently, it is not possible to provide o meaningful estimate of the praportion of
individuols experiencing adverse events without first 3rouping similar types of untoword events into o limited (i.0., reduced) number of standord event
tme%mies.ln the tabulations which follow, o stendard COSTART-based Dictionory ferminelogy has been used to dlassify reported adverse events. If the
COSTART term for an event was so general as to be uninformative, it was rgrlu(ed with a more informative teim. The frequancies presented, thersfore,
represent the proportion of the 2737 patient exposures to multipls doses of fluvoxarmine maleots who experiencad an svant of the type cited on ot least
one occasion while receiving fluvoxamine maleate. Al reported events are included in the lst below, with the following exceptions: 1} thase events already
listed in Table 2, which tabulotes incidence rates of common adverss experiences in placsbo-<ontrolled OCD and depression clinical fricls, are excluded; 2)
those events for which  drug cause was considered remote (ie., neoplasia, gastrointestinol carcinoma, herpes simplex, herpes zaster, application site
reaction, and unintended pregnancy) are omitted; and 3) events which ware reported in only one potient ond judged to not be potentially serious cre not
included. It is important fo emphasize that, clthough the events reparted did occur during freatment with fluvoxamine maleate, a cousal relationship fo
flwwoxamine maleate hos not been established. Events are further classified within body system categories end enumerated in ordsr of decreosing fraquency
using the following definitions: frequent odverse events are defined as those occurring on one or more occasians in at least 1/100 patients; infraquent
odverse events are those occurting between 1,/100 and 1,/1000 patients; and rase odverse events are these occursing in less than 1,/1000 patients. Body
s @ Whole: Frequent: accidenfal injury, molaise; infraquent. allergic reaction, neck puin, neck rigidity, overdose, photosensitivity reaction, svicids attempt;
Rave: cyst, paivic pain, sudden deoth. Cardi for System: Fraquent: | ion, hypotension, syncope, tachycardia; Infrequent: angina pectors,
bradycordia, cardiomyopathy, cardiovscular disease, cold exvemities, conduction delay, heart failure, myocardial inforction, pollor, pulse iiregulay, ST
seqment changes; Rore: AV block, cerebrovascular accident, coronary artery diseose, embolus, paricardits, phlabitis, pulmonary infarcfion, supravenfricular
extrosystoles. Digestive System: Frequent: elevated liver Wonsominases; fafrequent: coliis, eructotion, esophogifi, gashifs, gastroenterifs,
gostrointesfinat hemorhage, gastrointestinal ulcer, gingivits, glossits, hemorthoids, melena, rectal hemarthage, stomatits; Rare: biary pain, cholecysffs,
cholelthiasis, fecal incontinence, hemotemesis, intesfinal obstruction, joundice. Endocrine System: Infraquent: hypothyroidism; Rare: goiter. Hemic and
Wnlk Systems: Infiaquent: anemia, ecchymosis, feukocytosis, lymphadenopathy, thrombocytopenio; Rars: leukopenia, purpuro. Metabolic and

utritionol ‘Systems: Froquent: edeme, weight guin, weight loss; fnfraguent. dehydration, hypertholastamramia; Rare: diabetes melltus,
yperglycemia, hyperlipidemia, hypogly hypokalemig, loctate incransed. Muscol | Systom: Infrequent: orthrulgio,
arthiiis, bursits, generalized muscle spasm, myasthenic, tendinous contracture, tenosynovitis; Rare: artrosis, myopathy, pathologicel fracture. Nervous
System: Frequent: omnesia, apathy, hyperkinesic, hypokinesia, manic reaction, mycc{onus, psychofic reaction; infraquent: agoraphobia, akathisio, ataxia,
CﬁS depression, convulsion, deliium, delusion, depersondiization, diug dependence, dyskinesia, dystonio, emofional lability, euphoric, extrapyramidal
syndrome, goit unsteady, hallucinations, hemiplegia, hostiity, hypersomnia, hypochonddiasis, hypotonie, hysteria, incoordinafion, increased salivation,
increased libido, neurclgia, paralysis, poranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertigo; Rare: akinesia, coma, fbrflations,
mutism, obsessions, reflexes decreased, slurred speech, tordive dyskinesia, tortcolls, trismus, withdiawal syndrome. Respiratory System: Frequent
cough increased, sinusits; fnfiequent: asthma, bronchifis, epistais, hoarseness, hyperventilation; Rare: apneq, congestion of upper airway, hemaptysis,
hiccups, laryngismus, obstructive pulmonary disease, pneumania. Skin: infraquent: cene, clopecio, dry skin, sczem, exfolitive dermatits, furunculosis,
seborthea, skin discoloration, uricario. Special Semses: Infraquent: accommodafion abnormal, conjuncivits, deafness, diplopio, dry eyes, ear pain, eye
pain, mydricsis, ofifis media, parosmia, photophobia, taste loss, visuel field defact; Rare: cameal ulcer, retinol detachment. Urogenital System:
Infreguent: curia, breast pain, cysfifis, deloyed menstruation’, dysuria, female lactation’, hematuria, menapause', menorthagia', mefrorthagia', nocturia,
polyuria, premenstrul syndrome', urinary inconfinence, urinary troct infection, wiinary rgency, uiinafion impaired, vaginol hemorthage', vaginiti'; Rore:
kidney (uﬂulus, h ia’, ofiguria.
"Based on the number of femles. “Bosed on the number of moles.
Non-US Postmarketing Reports
Voluntary reports of adverse evens in pafients toking LUVOX Tablets that have been received since market intoduction and are of unknown causal
reluﬁonslnip to LUVOX Tablets use include: toxic epidermal necrolysis, Stevens-tohnson syndrome, HenochSchoenlein purpura, bullous eruption, priapism,
agranulocytosis, newropathy, aplastic anemia, anaphylactic reaction, hyponatemia, acute renal foilure, hepeifis, and severe akinesia with fever when
fluvoxamine was co-administered with anfipsychotic medication.
CAUTION: Federal law prohibits dispensing without prescription.
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

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

® The most commonly observed adverse events compared to
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 | | l a| eate *Parameters occurring > 1% with fluvoxamine maleate.

25mg 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

https://doi.org/10.1017/51092852900005713 Published online by Cambridge University Press



https://doi.org/10.1017/S1092852900005113



