®
luvox {fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summary (For full Prescribing Information ond Patient Information, refer to packoge insert.)

INDICATIONS AND USAGE
LUVOX® Tablets are indicated for the heotment of obsessians and compulsions in aduhts and children and adolescents (ages 8-17) with Obsessive Compulsive
Disorder (OCD), us defined in the DSA-IIR.
CONTRAINDICATIONS
Coodministration of terfenadine, ostemizole, or cisapride with LUVOX® Tablefs is conhaindicated (see WARNINGS and PRECAUTIONS).
LUVOX® Tablets are containdicated in patients with a history of hypersensitivity to fluvoxamine maleate.
WARNINGS .
In patients receiving onother serotonin revptake inhibitor drug i combination with monoamine oxidase inhibitors (MAOI),
there have been reparts of seriows, sometimes fatal, reactions. Some cases presented with features resembling neuroleptic
y d Therefore, it is ded that LUVOX® Tablets not be used in combination with a MAOI, or within
14 days of &mﬂhuhg treatment with o MAOL. After stopping LUVOX® Tablets, at least 2 weeks should be allowed before
storting o MAOL.
Torlenadine, astemizole and cisapride are oll metobolized by the cylock PA50IIIA4 isoenzyme. I d plasma
ions of terfenadi izoh uddsnpﬂdetm@lnolongdhm‘ oud have been associated with torsades de
pointes-type ventricvlor tachycordia, sometimes fotol. Although it has not been definitively demonstrated that fluvoxamine
s a poteat HIA4 inkibitor, it is likely to be. Consequently, it is ded that fi not be used in combination
either terfenadine, astemizole, or disapride.
Other Pot Important Drug Interactions
{Also ses PRECAUTIONS - Drug Interactions) Bemzodiazepimes: Benzodinzepi bolized by hepatic oxidation {e.g., alprazolam, midazolam,
triazolom, fc.) should be used with caufion becouse the clearance of these drugs is fikely to be reduced by fluvoxamine, The c?eumnce of benzodinzepines
metebalized by glucuronidation (z.g., lorazepom, oxazepam, temazepam) is unlikely o be affected by fi ine. Alprazotam: When i i
malsate {100 mg qd) and alprezolam () mg gid) were coadministered fo steody state, plosmo concentrations and other pharmocokinetic paramefers (AUC,
Coa, T of alprazolam were opproximately twice those observed when alprazalom wos administered alone; oral clecrance was reduced by obout 50%. The
elevated plasma dlprazolom concentrations resulted in decreased psychomotor performance and memory. This inferaction, which has not been investigated
using higﬁer doses of fluvoxamine, may be more pronounced if o 300 mg dain dose is co-odministered, particularly since fluvoxamine exhibits norr?ine«r
rhurma(okineﬂcs over the dosage ronge 100-300 mg. If alprazolam is co-administered with LUVOX® Tablets, the initial alprazolom dosage should be ot
east holved ond fitrotion to the lowest effective dose is recommended. No dosoge adjustment is required for LIVOX® Tablets. Diazepam The co-
administration of LUVOX® Tablets and diozepam is generally not advisable. Because fwvoxamine reduces the clearance of both diazepam and ifs active
metabolite, N-desmethyldiazepam, there is o strong ikeihood of substantial accumuletion of bath species during chronic co-cdministration. TheaphyRime:
The effect of steady-state flovaxamine (50 mg bid) on the pharmacokinetics of o single dose of theophyline (375 mg as 442 mg aminophyline} ws
evaluated in 12 hedlthy non-smoking, male vtﬂuvﬂws. The clearance of theaphyline wos decreased approximately 3{0?11 Therefore, if theophylline is co-
administered with fvoxomine maleate, its dose should be reduced to ane thid of the usual daily maintencnce dose and plosmo concentrations of
theaphyline sheuld be monitored. No doscge adiustment is required for LUVOX® Tablets. Warfarin: When fluvoxamine maleate (50 mg fid) was
administered concomitantty with warfarin for two weeks, warfurin plosma concentrations increased by 98% and prothrombin fimes were prolonged. Thus
patients receiving oral anficoogulants ond LUVOX® Tablets should have their prothrombin fime monitored and their anficoagulent dose adjusted accordingly.
No dosoge adjustment is sequired for LUVOX® Toblets.
PRECAUTIONS
Geworal
Activation of Mowia/H a: During premorketing studies involving primarily depressed patiets, hrpomuniu or manig occurred in opproximately
1% of patients freated with ¥uvoxumine, Activation of mania/hypomania hes also been reported in a smefl ﬁlopomon of patients with major affective
disorder who were freated with other marketed anfidepressants. As with alt antidepressants, LUVOX® Tablets should be used coufiously in patients with o
history of manio. Seézures: During premarketing stuies, seizures were reported in 0.2% of fluvoxamine-treated patients. LUVOX® Tablets shouid be used
<outiously in patients with a history urseizums. It should be discontinued in any patient who develops seizures. Sueide: The possibility of a suicide attempt
is inherent in pafients with depressive symptoms, whether these occur in primary depression o in association with another primary disorder such os OCD.
Close supsrvision of high risk patients shwﬂi accompany initial dnug therapy. Prescripfions for LUVOX® Tablets should be written for the smallest quanfity of
tablefs consistent with good pofient monagement in order fo reduce the risk of overdose. Use in Patients with Concomitont Hness: Closely
monitored clinical experience with LUVOX® Tablefs in potients with concomitont systernic ilness is limited. Caufion is odvised in administering LUVOX®
Tables to patients with diseases or conditions that could affect hemodynamic responses or metabolism. LUVOX® Tablets have not been evaluated of used
to ony oppreciable extent in pafients with o recent history of myocardial inforction or unstable heart disease. Patients with these diagnoses were
systematically excluded from many clnicol studies during the product’s premurkering festing. Evaluafion of the electrocardiograms for potients with
depression or OCD who porticipated in premarkefing studies revealed no differences between fluvoxamine and placebo in the emergence of clinically
imporfont £C6 changes. In pafients with ?iver dysfunction, fluvoxamine clearance was decreased by approximately 30%. LUVOX® Teblets should be slowly
titated in patients with liver dysfunction during the iniiation of reatment.
Information for Patients
Physicians are odvised to discuss the following issues with pafients for whom they prescribe LUVOX® Toblets: lnterferance with Cognitive or Motor
P 2 Since any psychoactive drug moy impair judgement, tinking, or motar skills, patients should be caufioned about operating hazardous
machinery, indluding automobiles, unil they are certain that LUVOX® Tablets therapy does not adversely offect their ability o engage in such activities.
Pregnoncy: Pafients should be advised o notify their physicians if they become pregnant or intend to become pregnant during therapy with LUVOX®
Tablets. Mursimg: Patients recaiving LUVOX® Tablets should be advised to noffy their physicians if they are breost feeding an infant. (See PRECAUTIONS
- Nursing Mothers.) Comcométant Medication: Pofients shouid be advised to notify their physicians i they are toking, or plan to tuke, any prescription
or aver-the-counter drugs, since there is a potential for clinicolly important interactions with LUVOX Tablers. Aleakol: As with other psychoropic medications,
patients should be advised to avoid alcohol whille toking LUVOX® Tablets. Affergéc Reactions: Patients should be udvised to nafify their physicians i they
develop u rash, hives, or a reloted ollergic phenomenon during therapy with LUVOX® Tablets.
Laboratory Tests
There are no specific loborctory tests recommended.
Drug Interactions
Potentiol interoctions with &vrgs that inhibit o are Metabolized by Cytochrome P450 1 Multiple hepotic cytochrome P450
{CYP450) enzymes are involved in the oxidative biohansformation of a large number of structurelly different drugs ond endogenous compounds. The
available knowledge concerning the retofionship of fluvoxaming and the CYP450 enzyme system has besn obtoined mostly from pharmacokinefic inferaction
studies conducted in healthy volunteers, but some preliminary in vilro data are olso ovailable. Based on o finding of substuntial interactions of flvoxamine
with certain of these and limited in vifro data for the I1A4 isoenzyme, it appeors that fluvexamine inhibits isoenzymes that ore known fo be involved in the
metabolism of drugs such o5 worfarin, theophyline and propranolol. A clinically significant fluvoxamine interacion is passible with drugs having a norrow
therapeufic rofio such o terenadine, astemizole, or cisapride, warforin, theophyline, certain benzodiazepines and phenytoin. If (UVOXK® Tablets are to be
administared together with o drug that is eliminated via oxidative metabolism and has a nerrow therapeutic window, plasma levels and,/or phormacodynamic
offects of the latter drug should be monitored closely, of least untl steody-stute conditions are reached. CNS Active Drugs: Plecse see complete
prescribing infosmation for recommendations regarding (NS drugs such as monoarine oxidase inhibitors, a:rmzolﬂm, diazepom, olcohol, carbomazepine,

‘l;H'A&MMOI.DGY), and greater sensitity of some older ndividuals also cannot be ruled out. Consequentl, LUVOX® Tablets snoukd be sy titiated during iifition

apy.
ADVERSE REACTIONS
Associated with Discontinuation of Tr
Of the 1087 OCD ond depressed patients treated with fuvoxamine maleate in controlled clinical trials canducted in North America, 22% disconfimued
treatment due to an odverse event.
Incidente in Controlled Triels - Commonly Observed Adverse Events in Controlled Clinical Trials: |VOX® Tablets hove been studied
in contalled trials of OCD (N=320) ond depression (N=1350}. In general, adverse event rates were similar in the two datu sets as wll os in the pediatric
0CD study. The most commanly observed adverse events associated with the use of LUVOX® Tablets and fiksly fo be drug-elated Gincidence of 5% or greater
and o feast twice that for placebe) derived from Toble 1 were: somnolence, insomnia, nervousness, femor, naused, dyspepsio, anorexic, vomiting,
abnormal ejoculation, asthenic, and sweating. In o pool of two studies involving only patients with OCD, the following additional events wers identified
using the obove rule: dry mouth, decreased fbido, urinary frequency, anorgasmia, thinits and faste perversion. In a study of pediatic potients with OCD,
the fallowing additionat events were identitied using the above rule: agitation, depression, dysmenarchea, flatulence, hyperkinesia, and rash.
Adverse Events Occurring of on Inddence of 1%: Toble ) enumerates adverse events that occurred of a frequency of 1% or more, and were
more frequent than in the placebo group, omong patients treated with LUVOX® Tablets in two shortterm placeba conrolled 0CD trials (10 week) and
depression rials (6 week) in which pafients were dosed in a range of generally 100 fo 300 mg/day. Fhis table shows the percantage of patients in each
group who had at least ane occurrence of an event ot some fime during their freatment. Reported adverse events were classiied using a standard COSTART-
besed Dictionary terminology. The prestsiber shoutd be aware that these figures connot be used to predict the incidsnce of side effects in the course of usuol
medical pratice where patient characteristics and ofher factors may differ from those that prevailed in the clinical triels. Similuly, the cited fraquencies
cannot be compared with figures obtained from other clinicolinvestigations involving different treatments, uses, ond invesfigotors. The cited figures, however,
do provide the prescribing physicion with some basis for esfimating the selative conribution of drug and nomvdrug factors to the side-sffect incdence rate in
the population studied.
Tuble 1: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN ADULT OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [N=892] vs. placsbo [N=778} by patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDEOVASCULAR: Palpitations (3 vs. 2). DIGESTIVE SYSTEM: Nausaa (40 vs. 14);
Diarthea (11 vs. 7); Constipation (10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomifing (5 vs. 2); Flotlence (4 vs. 3); Tooth Disorder® (3 v, 1);
Dysphagia (2 vs. }). NERVOUS SYSTEM: Sormnolence (22 vs. 8); dnsomin (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 8); Tremar (5 vs. 1); Anxiaty (5 . 3); Vosodilatotion” (3 vs. 1) Hypertonia (2 vs. 1) Agitefion (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); CNS Stimulofion (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dyspnea (2 vs. 1); Yawn (2 vs. 0). SKIN: Sweating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Ambiyopia* (3 vs. 2). UROGEMITAL: Abnormal Ejacufation’ (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence* (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Refention (1 vs. 0).
"Events for which flovoramine maleate incidence was equal fo or less than placebo are ot listed in the toble above, but include the following: abdominal
pain, abnormal dreams, appetite increase, back pain, chest pain, confusion, dysmenorrhea, fever, infection, leg cromps, migraine, myalgia, poin, paresthesia,
haryngitis, postural hypotension, pruritus, rash, rhiniis, thirst and finnitus. 2ncludes “toothache,” “taoth extvaction and abscess,” and “caries.” *Mostly
Feeling warm, hot, or flushed. ‘Mostly “blurred vision.” *Mostly “delayed ejaculation.” Incidence based on number of mole patients.
Adverse Events in OCD Placebo Controlled Studies Which are Morkedly Different (defined as at least a two-fold ditfersnce)
in Rate from the Pooled Event Rates in OCD und Depression Placebo Controlled Studies: The events in OCD studies with ¢ twofold
decreose in rote compared to event rotes in OCD ond depression studies were dysphagia and amblyopia (mostly blurred vision). Addifionclly, there was on
approximate 25% decrease in nausea. The events in OCD studies with o twe-fold increase in rate compared o event rates in OCD and depression studies
were: asthenia, abnormal gjoculation (mostly delayed sjoculafion), onxiey, infaction, chinits, anorgasmia (in males), depression, Hbido decrensed,
pharyngiﬁ!}f, ugimriog, impotence, myoconus/twitch, Hist, weight loss, leg cramps, myagic ond urinary retantion. These events are listed in order of decesing
tates in the OCD riaks.
Other Adverse Evonts in OCD Pediatric P In Pediatic patients (N=57) weated with LUVOX® Tablets, the overall prof of adverse events is
similor to that seen in adult shdies. Otfer reactions which have been reported in two or more pediatric patients, and were more frequent than in the placebo group
group were: abnomnal thinking, cough increase, dysmenonthea, ecchymosis, emotional lability, epistas, hyperkinesia, infection, maic reaction, rash, sinusis, and
weight decrease.
Vital Sign Changes
Comparisons of fluvoxamine maleate ond placebo groups in separate poals of shortterm OCD and depression ials on (1) median change from baseling on
various vital signs variobles and on (2) incidence 0? patients meefing criteri for potentially important changes from basaline on various vital signs variables
tevealed no important differences between fluvoxaming moleate ond placsbo.
Laboratory Changes
Comparisons of fluoxamine maleate ond placebo groups in seporate pools of shortferm OCD and depression tials on (1) median change from baseling on
various serum chemisty, hematology, ond urinclysis variobles and on (2) incidence of pofients meefing criterio for potentially importunt changes from
baseline on various serum chemistry, hematology, and urinolysis variables reveoled na important differences betwsen fluvoxamine malsate ond placsbo.
ECG Changes
(omparisons’ of flvoxamine maleate and placebo groups in seporate paols of short-term OCD and depression frials on (1) mean change from boseline on
various ECG variables ond on (2) incidence of pafients meefing crteria for potentiolly important changes from boseline on various ECE variqbles revealed
o importont differences between fluvoxamine maleate and placebo.
Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets
During premarketing clinicol tricls conducted in North Americe and Europe, multiple doses of flvvoxamine maleate were administerd for o combined totol
of 2737 patient exposures in patients sulfering OCD o« Major Depressive Disorder. Untoword events associated with this exposure wers sacorded by clinical
investigotors using descriptive terminology of their own choosing. Consequently, it is not passible to provide a meaningful estimate of the proportion of
individuals experiencing odverse events without fisst grouping similar types of untoword events into o Yimited (i.6., reduced) number of standard event
cotegories. In the taluﬁutions which follow, a stondord COSTART-hased Dictionary terminology has been used to dlassify reported odverse events. If the
COSTART term for an event was so generol s to be uninformative, it was replaced with o more informative term, The frequencies presented, therefore,
represent the proportion of the 2737 potient exposures to mulfiple dosas of fluvoxamine maleate who experienced an event of the type cifed on af least
one ocasion whiﬁe receiving fluvoxamine malegte. Al raported events are included in the list below, with the following exceptions: 1) these events alieady
listed in Table 1, which tabutates incidence rates of common odverse experiences in plocebo-controlled OCD and deprassion clinical frials, are excluded; 2)
those events for which o drug cause was considered remote (i.c., neoplosia, gastointestinal carcinoma, herpes simplex, herpes zoster, application site
reqction, and unintended pregnancy) are omitted; and 3) events which were reported in only one pafient and judged to not be potentially serious are not
included. It is important to emphesize thot, although the events reported did occur during reatment with flwvoxamine mileate, o cousal ralationship to
fluvoxamine moleate hos not been estabiished. Events are further classified within body system categories and enumerated in order of decreasing frequency
using the following definitions: frequent adverse events are defined as those occurring on one or mose occosions in at least 1,/100 pofients; infraquent
adverse events are those occurring between 1,/100 and 1,/1000 patients; and sore adverse events are those octurring in less than 1,/1000 patients. Bodly
as o Whole: Frequent: occidentol injury, malaise; /nfrequent: allergic reaction, neck pair, neck rigidity, overdase, photasensitivity reaction, suicide attempt;
Rare: cyst, pelvic pain, sudden death. Cardiovascwlar System: Fraquent: hypertension, hypotension, syncope, tachycardia; nfreguent: angina pectoris,
bradycardia, cardiomyopathy, cordiovascular disease, cold extramities, conduction delay, heart failure, myocardial inforction, pallor, pulse imegular, ST
segment changes; Rare: AV block, cerebrovoscular accident, coronary ortery diseose, embolus, pericarditis, phiebitis, pulmanary infarction, supraventriculor
exirasysfoles. Digestive System: Froquent: elevoted fiver Nansaminoses; Infiequent: coliis, eructation, esophagiis, gostifis, gashoentedts,

dlozapine, lithium, lorazepam, methadone, Yacrine, tricyclic anfid tryptophan; and other drugs such as theophylline, warfarin,
digoxin, dilfmz%m, propanolol and other bem-blqckeﬁ." Fffects of Wmfhvoxm: Metabolism: Smokers hod o 25% inaease in the

metabolism of

e compared fo y (ECT): Thete are no clinical studies estoblishing the benefits or risks
of combined use of ECT and luvoxomine maleate.
Coc ™ e of Fertity

Corcimogenesis: There is na avidence of cacinogenicity, mutegenicity or impairment of fertty with fluvoxamine maleate. There was no evidence of
carcinogenicity n rats treated orally with fluvoxamine maleate for 30 months of hamsters treated arolly with fluvoxamine maleate for 20 (femeles) or 26
(moles) months. The daily doses in the high dose groups in these studies were increased over the course of the study from a minimurm of 160 mg/Xg to
o maximum of 240 mg/kg in rofs, ond from o minimum of 135 mg/kg to a maximum of 240 mg/kg in hamsters. The maximum dose of 240 mg/kg
is approximately 6 fimes the maximum human doily dose on a mg,/m* besis. Muagemesis: No evidence of mutagenic potential wos observed in a mouse
mictonucleus test, on in vito chromasome aberration test, or the Ames microbial mutagen fest with or without metobolic activation. /mpairment of
Fortibity: in fertlity studies of male ond femole rofs, up o 80 mg,/kg/day orally of fuvoxamine maleate, (epproximately 2 fimes the maximum human
daily dose on o meg,/m* basis) had no effect on mating performonce, duration of gestation, or pregnancy rafe.

ogaancy

Tor Effacts: Category C: In teratology studies in rats ond rabbits, daity oral doses of flovoxamine maleate of up to 80 and
40 mg/kg, respectively (approximotely 2 times the maximum human daily dose on o mg/m? basis) caused no fetcl malformotions. However, in other
reproduction studies in which t rats were dosad through weoning there was (1) an inreess in pup morkality gt birth (seen ot 80 mg,/kg ond above
but not at 20 mg/kg), and (%mom in postatal pup weights (seen ot 160 but not of 80 mg/kg) and survivad (seen at l doses; lowest dose tested
=5 g). (Doses of S, 20, 80, and 160 mg/kg are approximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on o ma,/m? bosis.)
While the results of a crosstostaring study implied that at least some of these results ikely occuried secondarly to maternal taxicity, the role of o diract
drug effect on the fetuses of pups could not be ruled out. There are no adequate ond welkcontrolled studies in pregnant women. Fluvoxaming maleote should
be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.

ond Delivery
The effact of Huvoxamine on lobor and delivery in humans is unknown.
Mothers

As for many other drugs, fwvoxamine is secreted in human breast milk. The decision of whether o disconfinue nursing or to discontinue the drug should
take into account the potential for serious odverse effects from exposure 1o fluvoxamine in the nursing infunt os well us the potentiol benefts of LUVOX®
(flvoxamine maleata) Tublefs theragy to the mother.
Podiatric Use
The efficacy of fluvoromine moleate for the eatmemt of Obsessive Compulsive Disorder was demanshoted in o 10week mulfcenter placebo controlled
stdy with 120 outpatients oges 8-17. The odverse event profile observed in that study was generally simior to that ohserved in adult studies with
fiuvoxamine (see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION),
Decreased oppefite and weight loss have been observed in association with the use of flvoxomine as well as other SSRIs. Consequently, regular monitoring
of weight and growth is recommended ¥ heatment of o child with an SR is to be confinued long term.
nmblllf‘l.w controlled premarketing studies with LUVOX® Tablets were 65 years of 1l dif saf
C patients porticpating in i i were age o over. No overall differences in safety were
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paients. However, the cleoronce of e is decransad by about 50% in elderly compored to younger paients {see Phomiacokinefics under CLINICAL
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inal ulcer, gingivits, glossits, hemorthoids, melena, ectol hemarthage, stomatits; Rare: biliry pain, chlecystits,
cholelthiasis, focal incontinence, hematemesis, intesfinal abstuction, jaundice. Endocriie System: infraquent: hypothyroidism; Rare: goiter. Hewsic omd
i ic Systems: Infrequent: nnemia, ecchymosis, leukacytosis, lymphodenopothy, thrombocytopenio; Rare: Ieukoreniu, surpuio. Metabokc and
Jutritional Systems: fraquent edemo, weight goin, weight loss; Infrequent: dehydrafion, hyyefcholestero lomio; Rore: diobetes mellitus,
hyperglycemia, hyperlipidemia, hypoglycemia, hypokalemia, lactate dehydrogenase increased. M kelotal System: infrsquent. urthrolgia,
unirin‘s, st generaiized muscle spasm, myasthenis, tendinous contracture, tenasynoviis; Rare: artasis, myopathy, pothological fracture. Nervous
Systom: Frequent: amnesia, apathy, hyperkinesia, hypokinesia, manic reaction, myaclonus, psychtic reaction; /nfrequent: agoraphobia, akathisia, atuxi,
CﬁS depression, convulsion, defirium, delusion, depersonalization, drug dependsnce, dyskinesia, dystonie, emtional labily, euphora, exfrapyramidal
syndrome, qait unsteady, hallucinations, hemiplegia, hostiity, hypersomnia, hvpochoﬁnsis, hypotonia, hysteria, incoordination, increased salivafion,
incregsed libido, neuml?iu, paralysis, poranoid reaction, phobia, psychosis, sleep disorder, stupr, twitching, vertigo; Rare: kinesia, coma, fibrllaions,
mutism, obsessions, reflexes dacreased, slurred speach, tordive dyskinesia, torticollis, tismus, withdrowal syndrome. Respirotory System: Fraquent:
cough increased, sinusits; Infrequent- asthma, bronchifis, epistaxis, hoorseness, hyperventilation; Rare: apnea, congestion of pper airway, hemoptysis,
hiccups, foryngismus, obstructive pulmonary dissase, preumonia. Skin: Infrsquent: ocne, alopecia, dry skin, eczema, exfofiotive dermatits, furunculosis,
seborthea, skin discoloration, urticaria. Special Senses: Infrequent: accommodation abnormal, conjunctivifs, deafness, diplopia, dry eyes, ear puin, eye
puir, mydriasis, ofitis medio, parasmia, photophobia, taste loss, visual field defect; Rare: comeal ulcer, retinal detachment. Urogenital System:
Infrequent: anuria, breast pain, cystfis, delayed menstruation', dysuria, female lactation', hematurio, menopause', menarrhagia’, metioragia', nocturia,
olyuria, | syndrome, urinary incontinence, urinary fract infection, urinary urgency, urinafion impaired, vaginal hemorthage, voginitis”; Rars:
Eidney tu|cu|us, h i, aliguria.
"Based on the number of females. *Based on the number of maes.
Non-US Postmarkefing Reports
Voluntary reports of adverse events in patients faking LUVOX® Tablets that have been seceived since market infroduction and are of unknown cousol
relarionsnip to LUVOX® Tablets use include: toxic epidemmal necrolysis, Stevens-Johnson syndrome, Henodr Schoenlein purpura, bullous eruption, priapism,
agranulocytesis, neur?amy, aplastic anemia, anaphylactic reaction, hyponatiemi, ocute renal failure, hepatits, and severe akinesia with fover when
fivoxamine was co-dministered with onfipsychofic medicotion.
OVERDOSAGE
Refer to pockoge insert (11E Rev 3/98) for overdosage information.
DOSAGE AND ADMINISTRATION
Refer to pockage insert (11 Rev 3/98) for dosage ond administration infaimation.
only
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OCD IS AN

ANXIETY DISORDER Emerging

from the profound anxiety
of OCD

VISIT THE OCD WEB SITE AT
http://www.ocdresource.com

SIGNIFICANTLY IMPROVES OBSESSIVE-COMPULSIVE SYMPTOMS'

LOW INCIDENCE OF AGITATION IN ADULTS'
Y 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'

¥ For adults, the most commonly observed adverse events compared to placebo were somnolence 22% vs 8%;
insomnia 21% vs 10%; nervousness 12% vs 5%; nauseéa 40% vs 14%; asthenia 14% vs 6%

¥ 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% vs 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
¥ Fluvoxamine should not be used in combination with terfenadine, astemizole, or cisapride

LUVOX

fluvoxamine maleate

25mg TABLETS 50 mg & 100 mg SCORED TABLETS

*Parameters occurring 21% with fluvoxamine maleate.

Please see brief summary of prescribing information on adjacent page. THE #1 SSRI PRESCRIBED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCHIATRISTS FOR OCD*
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