®
lUVOX {fluvoxamine moleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Brief Summory of prescribing information (based on 8E1252 Rev 3/97)

INDICATIONS AND USAGE
LUVOX. Tablets ave indicated for the trectment of obsessions and compulsions in patients with Obsessive Compulsive Disorder (OCD), as defined in the
DSMHIHR. Obsessive Compulsive Disorderis charocterized by recurent and persistent ideas, toughts, impulses or images (ohsessions) thet ae eqo-dysfonic
ond/or repetifve, puiposeful, and intentiongl behaviars (compuisions) that are recogaized by the person os excessive o unredsoncble.
CONTRAINDICATIONS
Coodministation of terfenadine, astemizole, or cisapride with LUVOX Toblets is contcindicated (see WARNINGS and PRECAUTIONS),
LUVOX Tablets ore connaindicoted in patients with a history of hypersensiivity to fluvoxamine maleae,
WARNINGS
In patients recoiviag another serctonin revptake inhibitor drug in ion with oxidase inhibitors (MAOls),
there kave been reports of serious, sometimes Jotal, reactions. Therefore, it is recommended that LUVOX® Tablets not he
used In combination with a MAOY, or withia 14 days of discontinuing treatment with a MAOL In addition, after stopping
LUVOX® Tablets, t least 2 weeks shovld be allowed before starting a MAOL.
Torfenodine, astomizole ond csopride are ol metobolized by the cytochrome P450IIIA4 isoenzyme, I d plasma

ions of terfenadi izole ond disapride cause QT prolongation and have been assodiated with torsades de
points-type ventriculor tackycordia, sometimes fatal. Although it has not been definitively demonstrated that fluvoxamine
is 0 potent A4 inhibitor, it is likely to be. Consequently, it is ded that fl ine not be used in combination
with either terfenadine, astemizols, or cisapride.
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(Also see PRECAUTIONS - Drug Interactions) Benzodigzepines: Benzodiazepi balized by hepatic oxidation (e.g., alprazalom, midazolom,
trigzolom, efc.) should be used with caution becouse the clearance of these drugs is likely fo be reduced by fi ine. The c?eumnce of benzodiazepi
metobolized by glucwronidation (e.g., Jorazepam, oxozepom, Yemozepam) is nlikely to be offected by fi Alprazolom- Wh
maloote (100 mg gd) and olprozelom (1 mg gjd) wese ccrodministered to steady stote, plosma concentrations and other pharmacokinefic parometers (AUC,
G, T.) of alprazolam were approximately twice those observed when olprazelom was administered alone; oral clearance wos reduced by about 50%. The
elevated ﬁlusmn alprazolam concentrations resulted in decseased psychomotor performance and memory. This interaction, which has not been investigated
using higher doses of fuvoxamine, may be more pronounced if & 300 mg daily dese s co-administered, parficlarly since flovoxaming exhibits non-inear
Rhannucokinerics aver the dosage songe 100-300 mg. If lprazolam is co-administered with LUVOX Tablets, the iniiol olprazolam dosage should be at least

olved and titrotion o the lowest effective dose is recommended. No dosage adjustment is required for LUVOX Tablets. Dinzepam- The co-administration
of LUVOX Toblets and diozepam is generally nat odvisable. Becouse fluvoxamine reduces the clearance of both diszepam and its active metabolite,
desmathyldiazepam, there is o strong likelihoad of sulistantial accumulation of bath species during chronic coadministration. Fidence supporting the
conclusion that it is inadvisable to co-tdminister fluvoramine ond diazepam is derived from o study in which healthy volunteers taking 150 mg/day of
fluvoxamine were administered a single oral dose of 10 mg of diazepom. In these subjects (n=8), the clearance of diozepom wos reduced by 65% ond
that of N-desmethydiazepam 1o a level thot wos tao low to measure over the course of the 2 week long study. It is ikely that this experience significantly
underestimafes the degree of occumulation that might accur with repeated diazepam adminishation. Moreover, as noted with lprazolom, the effact of
fluvoxamine may even be more pronounced when it is edministered of higher doses. Accordingly, diazepam and fluvaxamine should not ordinarily be co-
odministered. :lnfh Rine: The effect of steady-stote fluvoxamine (S0 mg bid) on the phormecokinetics of o single dose of theaphylling (375 mg us
447 mg aminophyline) was evaluated in 12 healthy nonsmoking, male vo?unteers. The clearance of theaphyline was decreased approximately 34old.
Therefore, f theophyline is coadministered with fi ine moleate, ifs dose should be reduced to one third of the usual doily maintencnce dose and
plasmo concentrafions of sheophyline should be monitored. No dosage adjustment is required for LUVOX Tablets. Warfarin: When fluvexaming malecte
(50 mg fid) was administered concomitantly with warfarin for two weeks, warfarin plosma concentrations increosed by 98% and prothrombin fimes were
prolonged. Thus potients receiving oral anficongulants ond LUVOX Tablefs should have their prothriombin fime monitored and their onficongulont dose
adjusted accordingly. No dosage adjustment is required for LUVOX Toblets.
PRECAUTIONS
General

Activation of Maia/Hy far: Duiing premorketing studies involving primarily depressed patients, hypomania or mania occurred in approximately
1% of patients trected with fuvoxomine. Acivafion of mania,hypomania has clso been reported in o small prapartion of pofients with mojor affectve
disorder who were treated with other marketed antidepressonts. s with all ntideprassonts, LUVOX Tablets should be used cautiously in pafients with o
history of monia. Safzeres: During flemu&efmg studiss, seizures were reparted in 0.2% of flovoxamine-reated patients. LUYOX Tablets should be used
cautiousty in patients with ¢ hisfory of seizures. If should be discontinued in any potient who develops seizures. Sudcide: The possibilirrr of a suitide aftempf
is inherent in patients with depressive sympioms, whether these occur in primory depression of in associcion with another primary disorder such as OCD,
Close supervision of high risk pafients shou?d accompany inifial drug therapy. Prescriptions for LUVOX Tablets should be written for the smallest quantity of
tablets consistent with good patient monagement in order to reduce the risk of overdose. Use i Patients with Concomitant Hiness: Closely
monitored chnical experience with LUVOX Tablets in pafients with concomitant systemic llness is limited. Caution is odvised in administering LUVOX Tablets
to potients with diseases or condifions that could offect hemodynamic responses or metabolism. LUVOX Tablets have not been evaluoted o1 used to any
appreciable extent in patients with a recent history of myocordial inforcion or unstuble heart disease. Patients with these diagnoses were systemarically
excluded from meny clinical studies during the product’s premarketing tesfing. Eveluation of the electrocordiograms for patients with depression or 0CD who
porticipoted in premarketing studies revealed no differences between fluvoxamine ond placebo in the emergence of clinically important ECG changes. In
paients with liver dysfunction, fluvoxamine clearance wos decreased by approximately 30%. LUVOX Tablets should be slowly fitrated in patients with liver
dysfunction during the inifiation of reatment.
Information for Patlents
Physicians ore advised to discuss the following issues with patients for whom they prescribe LUVOX Tablets: Interference with Cognifive or Motor
[ 2 Since any psychoactive drug may impoir judgement, thinking, or motor skills, patients should be cautioned about opesating hozardous
machinery, including automobiles, ntil they ore certoin that LUVOX Tablets therepy does not adversely affect their ability fo engage in such activifies.
Pregnancy: Pafients should be odvised to nofify their physicians if they become pregnant o infend fo become pregnant during therapy with LUVOX Tablefs.
Nursing: Patients receiving LUVOX Tablets should be advised to notify their physicians if they are breast feeding an infont. (See PRECAUTIONS - Nursing
Mothers.) Comcomitant Medication: Potients should be advised to notify their physicians if they are taking, or plan to feke, any prestription or over-
the-counter drugs, since there is a potential for clinically importunt interactions with LUYOX Teblets. Aleohol: As with other psychatropic medications,
patients should be advised to evoid alcohol while taking LUVOX Tblets. Alfergic Reactions: Patients should be advised te notify their physicians if thay
develop o rash, hives, or a related alfergic phenomenon during therapy with LUVOX Tablets.
Loboratory Tests
There are na specific laboratory tests recommended.
Drug Interactions
There have been rore pastmarketing reports describing patients with weakness, hypesreflexia, and incoordination following the use of o selective serotonin
seuplake inhibitor (SSRY) ond i itont reatment with iptan and an SSRY (e.., fluoxetine, flovoxamine, paroxetine, sertraline) is
clinicolly warranted, appropriate observafion of the patient is advised.Pofentie interactions with drugs that inhibif or are Metaholized by
Cytochrome P450 Isozymes: Bused on o finding of substantiol interoctions of fluvaxamine with certain diugs and limited in witro dato for the HIIA4
isoanzyme, it appears thot fmmne inhibis isoenzymes that ore known to be involved in the metabolism of é]rugs such os warforin, theophyline ond
propranclol. A tEni(alIv significant fluvoxamine interaction s possible with drugs having o naow therapeutic rafio such as terfenadine, astemizole cisupride,
warorin, theaphyline, certain benzodiazepines and phenytain. if LUVOX® TubFers ure to be administered together with a drug that is eliminated vio oxidative
metabolism and hes a namow therapeutic window, plasma levels and /or phurmacod(numi( effects of the fottes drug should be monitored closely, at least
until steady state condifions are reucrted. Please see complete prestribing information for recommendations regasding CNS drugs such as monoamine oxidose
inhibitors, olprazolam, diazepam, lorazepom, lithium, tryptaghian, clozapine, alcohol, hicyclic anfidepressants, carbumuzepillg, methadane; u‘rld oﬁlm .drugs

Geriatric Use

Aﬁ&;oximmly 230 patients particpafing in conolle premarkefing stuies with LUVOX Tablts were 45 yeurs of age or over. No overall diffaences in scfay were
observed befween these potiens ard younger patients. Other reporte clricol experience hos not dentfied differences n resporse betwaen the elerly and younger
potients. However, the clearance of flovoxamine is decreased by cbout 50% in elderly compared fo younger pafients {see Phaimacokinefics under CUNICAL
WOIOGY), ond greotes sensitity of some older individuals olso connot be suled out. Consegquenty, LUVDX Toblts shouid be sowly firaed during ininfion

Iopy.
ADVERSE REACTIONS
d with Disconti of T

(f the 1087 OCD ond depressed pafients freated with fluvoxamine maleate in contralled clinical hials conducted in North America, 22% discontinved
freatmant due to an adverse event.
Adverse events in OCD Pediatric Population

In pediatric patients (N=57) treated with LUVOX® Tablets, the overal profile of adverse evants is il to that seen in adul studies. Other reactions which
have been reparted in two o more of the pediatic pafient, and were mare frequent than i the plocebo group (N=53) were: abnormal thinking, cough
increase, dysmenorthea, ecchymosis, emotional labily, epistaxis, hyperkinesio, infection, maric regction, rash, sinusif, ond weight decrease,

Events for which the incidence in flovoxamine maleats was equal to or less than the incidence i plocebo (=43} and involved two or more of the pediotric
study potients were: abdaminol poin, sbormal drecms, fever, heodothe, nouseo, nervousness, pain, pharyngitis and hinifs
Incidence in Controlled Tricls - Comimonly Observed Adverse Events in Controlled Clinical Trials: LUVOY Toblets have been studied in
contioled s of OCD (n=320) and depression (n=1350). in gemera, adverse event rates were similor in he two data sef. The most commonly abserved
adverse events ossociated with the use of LUVOX Tablets and fikely to be drugelated (incdence of 5% or reater and ot least hwice thatfor placebo) derved
from Table 2 were: somnofence, insomni, nervousness, fremor, nausea, dyspepsia, anorexic, vomiting, abmormal ejoculofon, asthenia, and swegting. In
@ ool of two shuties invalving only pafients with OCD, the following addifional events were identified using the hove vle: dry mouth, decreosed lbido,
uinory frequency, anorgasmia, ehinitisand taste perversion. Adverse Events Occurring ot an Incidence of 1%: Table 2 envmerctes odverse events
that occurred at a frequency of 1% or more, and were more freguent than in the placebo group, among pafients reated with LUVOX Tablets in two short-
term placaba controlled OCD trils {10 week} and depression trials (6 week) in which patients were dosed in o range of generaly 100 o 300 mg/doy.
This table shows the percentage of patients in each group who had of least one accurrence of on event at some time during their freatment. Reported adverse
events were classified using o standard COSTART-hased Dictionary terminolagy. The prescriber should be aware that these figures cannot be used to predict
the incidence of side effects in te course of usual medicol practice where patient charccteristcs and other factors moy differ from those that prevailed in
the clinicol trials. Similary, the cited frequencies cannot be compared with figures obtained from ather clinical investigations involving different reatments,
uses, and investigators. The cited figures, however, do provide the presciibing physician with some basis for estimating the relofive contibution of drug and
nanedrug factors to the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controfled Studies Which are
Markedly Different (defined as at least a two-fold differencs) in Rate rom the Pooled Event Rates in OCD and Depression
Placebo Controlled Studies: The events in OCD studies with o two-old decrease in rafe compared o event rates in OCD and depression shudies were
dysphagio and amblyopio (mostly blurred vision). Additionall, there was on approximate 25% decrease in nausea. The events in OCD shidies with u two-
fold increase in rote compared to event rates in OCD and depression studies were: asthenia, abnormal sjoculation (mosty delayed ejaculation), anxiety,
infection, rhinits, arorgasmia (in males), depression, ibido decrensed, pharyngitis, gitation, impotence, myoconus,/hwitch, tirst, weight loss, leg camps,
‘myalgia and urinary refenfion. These events ore listed in order of decreasing rates in the OCD frias.

Vitol Sign Changes

Comparisons of fluvoxamine maleate and placebo groups in separate pools of shortterm OCD and depression tials on {1) median change from boseline o
vrious vital signs variables and on (2) incidence o? pafients meefing citeria for potentielly important changes from baseline on various vital signs variobles
revedled no important differences between flovoxamine maleate and placebo.

Laboratory Changes

Comparisans of fluvoxemine meleate and placebo groups in separate peols of shorkterm OCD and depression tials ar (1) median change from baseline on
various serum chemistry, hematology, ond winalysis variobles and on (2) incidence of patients mesting ciferia for potentially important changes from
baseline on various serum chemistry, hematology, and winalysis variables revealed no imporfant differences between fluvoxomine maleate and placebo.
ECG Changes

Comparisans of fluvoxamine moleate and placebo groups in separate pools of shortterm OCD and depressian trials on (1} mean change from baselne on
vorious ECG varicbles and on (2) incidence of patients meefing criteria for potenfially importont changes from baseling on various ECG variables reveoled
no important diferences between fluvoxamine moleate and placebo.

Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxarine [1=892] vs. placebo [1=778] by pefients—psrcentage): BODY AS WHOLE: Heedache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chills (2 vs. 1). CARDIOVASCULAR: Palpitations (3 vs. 2). DIGESTIVE SYSTEM: Nausea (40 vs. 14);
Diarthea (11 vs. 7); Consfipotion (10 vs. 8); Dyspepsia (10 vs. 5); Anotexia (6 vs. 2); Vomiting (5 vs. 2); Flanlenc (4 vs. 3); Tooth Disorder’ (3 s. 1);
Dysphagio (2 vs. 1). NERVOUS SYSTEM: Sormnolence (22 vs. 8); Insomnia {2) vs. 10); Dry Mouth {14 vs. 10); Nervousness (12 vs. 5); Dizzinsss (11
vs. 6); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vusodilotation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infection (9 vs. 5); Dyspnea {2 vs. 1); Yawn (2 vs. 0). SKINz Sweating
{7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopia* (3 vs. 2). UROGENITAL: Abnormal Ejaculation' (8 vs. 1); Urinory Frequency (3
ws. 2J; Impotence’ (2 vs. 1); Anargasmia (2 vs. G); Urinary Retention (1 vs. 0).

"Events for which fluvoxaming moleate incidence was equal to or less than placebo are not listed in the table obove, but include the following: abdominad
pain, abnormal dreams, appetite increase, bock pai, chest pain, confusion, dysmenorheo, fever, infection, leg cramps, migraine, myalgia, pain, paresthesia,
pharyngitis, postural hypotension, pruritus, rash, hiniis, thirst and finaitus. “Includes “toothache,” “footh exiraction and abscess,” and “cories.” *Mastly
feeling warm, hot, or ffushed. ‘Mosthy “blumred vision.” *Mostfy “deloyed ejoculation.” “incidence based on number of mafe patients.
Other Events Observed During the Premarketing Evaluation of LUVOX Toblets

During premarketing clinicel tricls conducted in North America and Eurape, mulfiple doses of fluvoxamine malsate were odministered for o combined total
of 2737 patient exposures in patients suffering OCD or Major Depressive Disorder. Untoward events associated with this exposure were recorded by clinical
investigators using descriptive ferminology of their own choosing. Consequently, it is nat possible fo provide meuninﬂful estimate of the proportion of
individuols experiencing adverse events withut first grouping similar types of untoward events info a limited (i.e., recuced) umber of stondaid event
categories.In the tabulations which follow, a smnda(g COSTART-besed Dictionary terminology has been used fo classify reporfed adverse evens. If the
COSTART term for an event was so general as fo be uninfomnative, it was replaced with o more informotive term, The frequencies presented, thersfore,
tepiesent the proportion of the 2737 patient exposures to multple doses of fluvaxemine maleate who experienced an event of the type ted on of leost
one accasion while receiving flvoxamine maleate. All reported events are included in the list helow, with the following excepfions: 1) thase events already
listed in Toble 2, which fobulates incidence rates of common cdverse experiences in placebo-contralled (D and depression clinical frials, are excluded; 2}
thase events for which o drug cause was considered remate {i.¢., neaplasia, gashointestinal carcinoma, herpes simplex, herpes zester, application site
reqction, and unintended pregnancy) are omitted; ond 3) events which were reported in only ane patient and judged fo not be potentially serious are not
induded. It is importont to emphasize that, cltbough the events reported did occur during heatment with fluvoxamine maleate, o cousal relotionship to
fiuvoxomine maleats has not been established. Events ore further dlssified within body system categories and enumerated in order of decreasing frequency
using the folowing definifions: frequent adverse evenfs are defined as those occuring on ane or more occasions in af least T/700 pofients; infrequent
adverse events are those occurring between 1/100 and 1,/1000 patients; ond rare odverse events are those occuriing in less then 1,/1000 patiens. Body
as o Whole: Frequent: accidental injury, malaise;, frequent: ollergic reaction, neck pain, neck riidity, overdose, photosensitivity reaction, suicide attempf;
Rare: cyst, pebic pein, sudden death. Cardiovascular System: frequent: hypertension, hypotension, syncope, fachycardia; Infrequent: angina pectaris,
bradycardia, cordiomyopathy, cardiovasculor disease, cold extremities, conduction delay, heart failure, myocordicl inforction, pallor, pulse negulor, ST
seqment changes; Rare: AV block, cersbrovasculor accident, coronary artery disease, embolus, pericardits, phlebifis, pulmonary inforction, supraventriculor
exhiasystoles. Digestive System: Frequent: elevated liver transomingses; Infrequent: colifs, eructation, esophagifis, gastitis, gastroenteiifs,
gastiointestinal hemorrhage, gastrointasfingl ulcer, gingivtis, glossits, hemorrhoids, melena, rectal hemonthage, stomatiis; Rare: biliary pain, cholecystifs,
holelithiosis, fecol inconfinence, f is, ntestinal obstruction, joundice. Endlocrine System: Infraquent: hypothyroidism; Rare: goiter. Hemic and

such os theaphylline, propranolol and other beto-blockers, worlaiin, digoxin, and ditiazem. Effects of Smoki
Smokers hod a 25% increase in the metobolism of fi compared to kers. Ek isi mﬁmﬂpy {ECT): There are no clinical
studies establishing the benefits o risks of combined use of ECT and fluvexamine maleate.

Cardnogenssis, Mutogenesis, Impak of Fertlity

Carcinogenesis: There is no evidence of corcinogenicity, mutagenicity or impairment of fertility with fluvoxamine maleate. There was no evidence of
corcinogenicity in rats trected orally with flovoxamine maleate for 30 months or hamsters treated osolly with fluvoxamine maleate for 20 (femles) or 26
(males) months. The daily doses in the high dose groups in these studies were increased over the course of the sudy fiom a minimum of 160 mg/kg to
a moximum of 240 mg/lp i ats, and from a minimum of 135 mg,/kg to o moximem of 240 mg/kg in hamsters. The maximom dose of 240 mg/kg
is approximately 6 fimes the maximum human daily dose on a mg/m’ basis. Muragenesis: No evidence of mutagenic potential wos observed in a mouse
micronucleys test, an in vito chromosome herrtion test, or the Ames micrabial mutagen fest with or without metabolic activation. fmpairment of
Fortifity: In fortiity studies of male and femole rofs, up 1o 80 mg/kg/dey orally of flwvaxamine moleate, (approximately 2 fimes the maximum human
daiy dose on a mg/m’ basis) hed no effect on mating performance, duration of gestation, or pregnancy rate.

Pregnancy . o !

Terat EHects - Pragnoncy Category C: In teratology studies in rafs and rabbits, daily oral doses of fluoxamine moleate of up to 80 and
40 mfmg, respectively (opproximately 2 fimes the maximum human daily dose on © mg/m? basis) caused no fefol malformations. However, in other
reproduction studies in whicﬁ pregnant tats were dosed thiough weaning there was (1) an inciease in pup mortality at birth (seen ot 80 mg/kg and chove
but not at 20 mg/kg), and (2) gsaeuses in pastatal pup weights (seen ot 160 but not at 80 mg/kg) and survival (seen at all doses; lowast dose tested
=5 m%kq). (Doses of 5, 20, 80, and 160 mg,kg are approximately 0.1, 0.5, 2, and 4 fimes the maximum human daily dose on a mg/m? basis.)
While e results of o rossfostering study implied that ot least some of these sesults likely occursed secondarily to motemal foviciy, the m?e of o direct
drug effect on the fetuses or pups could not be ruled out. There are no ndequate and wellcontrolled studies in pregnant women. Fluvoxamine maleate should
be used during pregnancy only i the potential benefit justifies the potential risk to the fefus.

very
The effect of fluvoxarming on labor and delivery in humans is unknown,
Nursing Mothers
As for many other drugs, fluvoxamine is secreted in human breast milk. The decision of whether to discontinue nursing or to discontine the drug should
toke into account the potential for serious adverse effects from exposure to flwvoxomine in the nursing infant o5 well os the potential benefits of LUVOX®
(fhwvoxamine maleate) Toblets therapy to the mother.
Pediatric Use
The efficacy of fluvoxamine maleate for the reatmernt of Obsessive Compulsive Disorder wos demonsirated in a 10:-week mulficenter placebo contralled
study with 120 outpafiants ages 8-17. The adverse event profile abserved in that study was genesally similar to that observed in adult shudies with
fluvoxaming (see ADVERSE REACTIONS).
Decreased oppetite and weight loss have been observed in association with the use of fluvoxamine os well os other SSRIs. Consequently, regular monitoring
of weight aruﬁ;rwnh is recommended if treatment of a child with an SSRI is to be confinued long ferm.
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Lymphatic Systems: Infrequent: anemia, ecchymosis, leukocylosis, lymphadenopathy, thrombocytopenia; Rare: ieukareniu, purpura. Metabolic and
Nutritionol Systems: froguent: edemo, weight guin, weight loss; infrequent: dehydiofion, hypercholesteraiemic; Rare: diabefes melius,
hyperglycemio, hypedipidemic, hypoglycemio, hypokolemic, lactote dehy increased. Musculoskolotal System: Infrequent: orthralgio,
arhis, bursiis, generclized musdle spasm, myasthenio, tendinous contracture, fenosynovii; Rare: arfiasi, myopathy, pathological fracture. Nervous
System: Frequent: amnesin, opathy, hyperkinesia, hypokinesio, monic reaction, myoclonus, psychafic reaction; fnfrequent: agoraphobio, akathisia, atoxia,
(NS depression, convulsion, deliium, delusion, depersonalization, drug dependence, dyskinesia, dystonia, emafional lability, euphoria, extrapyramidol
syndrame, qait unsteady, hallucinations, hemiplegia, hostilty, hypersomeia, hypochandriasis, hypotonia, hystaria, incoordination, incieased salivetion,
increased libido, neurolgia, paralysis, paronoid reaction, phobig, psychasis, sleep disardsr, stupor, twitching, vertige; Rare: akinesi, coma, fiillations,
mtism, obsessions, reflexes decrensed, slurred speach, turdive dyskinesia, tortcolls, fismus, withdrawal syndrome. Respiratory System: Frequent:
cough increased, sinusifis; Infrequent: asthma, bronchifis, epistuxis, hoarseness, hyperventilation; Rore: apnea, congestion of upper airway, hemaptysis,
hiccups, laryngismus, obstructive pulmenary disease, peumonia. Skin: infrequent: acne, olopecia, dry skin, eczema, exfoliative dermatiis, furunculosis,
sebarrhea, skin discoloration, uticoria. Special Senses: Infrequent: accommodation abnormal, conjunctivitis, deafness, diplapia, dry eyes, ear pain, eye
pain, mydiasis, ofifis medie, parosmia, photophobia, taste loss, visual field defect; Rare: cornea{ ulcer, refinol detochment. Urogamital System:
Infrequent: anuria, breast pein, cysiits, delayed menstruation’, dysurio, female lactation’, hematuria, menopause!, menonthagia, metrorhagia', nocturia,
Eolyuria, P i syndrome, urinary inconfinence, urinary tract infection, urinary uigency, urination impaired, vaginal hemarthage', vaginitis'; Rare:
idney colculus, h i, oliguria.
"Based on the number of females. Based on the number of moles.
Non-US Postmarketing Reports
Voluntory repots of adverse events in patients foking LUVOX Toblets that have been received since market introduction and are of unknown cousal
relationship 1o LUVOX Tablets use include: toxic epidermal necrolysis, Stevens-Johnson syndrome, HenochSchoenlein purpura, bulous eruption, priapism,
agranulocytosis, neuropathy, oplastic anemia, anaphylactic reaction, hyponatremia, acute renal fallure, hapatits, and severs akinesia with fever when
flavoxamine was co-administered with antipsychotic medication,
CAUTION: Federal low prohibits dispensing without prescription.
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EFFECTIVE FIRST-LINE SSRI THERAPY FOR OCD...

EMERGING FROM
THE PROFOUND
ANXIETY OF OCD

Low incidence of agitation
® 2% vs 1% for placebo'

Low incidence of sexual dysfunction'

® LUVOX® Tablets vs placebo®: decreased libido 2% vs 1%;
delayed ejaculation 8% vs 1%; anorgasmia 2% vs 0%;
impotence 2% vs 1%

Favorable tolerability profile

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

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

AVAILABLE IN 25-mg TABLETS ® Adverse events in children and adolescents were similar to
those observed in adult studies. The most commonly observed
adverse events compared to placebo were: agitation 12% 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'

U \/O Xa | n e a e a e *Parameters occurring = 1% with fluvoxamine maleate.

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

First-line SSRI therapy for obsessions and compulsions
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