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

INDICATIONS AND USAGE

LUVOX Toblets ore indicoted for the freatment of obsessions and compulsions in patients with Ohsessive Compulsive Disorder (0CD), as defined in the
DSMAIR. Obsessive Compulsive Disorder is characterized by rscurrent and persistent ideas, thoughts, impulses or images (obsessions) that are ego-dystonic
and/or repefitive, purposeful, und intentional behaviors (compulsions) that are recognized by the person os excessive or unreasonable.
CONTRAINDICATIONS

Co-administration of ferfenadine, astemizole, o cisopride with LUYOX Tables is contraindicated (see WARMINGS and PRECAUTIONS).

LUYOX Tablats ave conraindicated in patients with a history of hypersensitivity to fluvoxamine moleate.

WARNINGS

In patients receiving another serotonin revptake inhibitor drug in combination with monoamine oxidase inhibitors (MAOIs),
there have been reports of serious, sometimes fatal, reactions. Therefore, it is recommended that LUVOX® Tablets not be
used in combination with o MAOI, or within 14 days of discontinving treatment with a MAOL. In addition, after stopping
LUVOX® Tablets, at lenst 2 weeks should be allowed before starting a MAOI

Terfenadine, astemizole und cisapride are all metabolized by the cytoch P450111A4 isoenzyme. | d plosma
concentrations of ferfenadine, astemizole and dsapride cavse QT gation and have been dated with torsades de
points-type ventricular tachycardiu, sometimes futal, Although it has not been definitively demonstrated that fiuvoxamine
is o potent [IA4 inhibitor, it is likely to be. C ly, it is ded that fl ine not be used in combination
with either terfenadine, astemizole, or cisapride.

Other Potentiolly Important Drug interactions

(Also see PRECAUTIONS - Drug Interactions) Benzodiuzepines: Benzodiazepi holized by hepatic oxidation (e.g., alprazolam, midazolom,
triazolom, etc.) should be used with coution because the clearance of these diugs is likely to be reduced by fi ing. The (?emance of henzodiazepi
metabolized by glucuronidotion (e.g., lorazepam, oxozepam, temazepam) is unlikely to be affected by fi Alprazolam- When fl
maleate (100 mg qd) ond clprazolom (1 mg gid) were co-administered to steady state, plasma concentrations ond other phormacokinefic porameters (AUC,
Cow, T} of alprazolom were approximately twice thas observed when alprozolom was administered clone; oral clearance wos reduced by obout 50%. The
elevated plasma alprazolam concentafions resufied in decreased psychomotor performance and memory. This interoction, which has not been investigated
using higﬁer doses of fluvoxomine, may be more pronounced if a 300 mg daily dose is co-ud 3, particularly since fi ine exfibits norr?inear
pharmacokinetics over the dosage range 100-300 mg. If lprazolam is co-odministered with LUVOX Tablets, the inifil clprozolom dosage should be at leost
halved and fifration to the lowest effective dose is recommended. No dosage adjustment s required for LUVOX Tublets. Diazepam~ The co-administration
of LUVOX, Toblats and diczepa is generolly not advisable. Because fluvoxarnine reduces the clearunce of both dinzepam and its active metobolite, N-
desmethyldiazepam, there is o strong likelibood of substantiel accumulation of both spedies duting chranic co-administration. Evidence supparting the
conclusion that it i inadvisable to co-administer flvoxamine and diozepam is derived from a sudy in which healthy volunteers taking 150 mg/doy of
fluvaxomine were administered a single oral dose of 10 mg of diazepom. In these subjects (n=8), the cleorance of diazepam wos rex?uced by 65% and
that of Ndesmethyldiazepam to o level that wos too fow to measure over the course of the 2 wesk long study. It is likely that this experience significantly
underestimates the degree of accomulation. that might occur with repeated diczepam adminishation. Moreover, as noted with alprazolom, the effect of
fluvoxamine moy even be more pronounced when it is administered o higher doses. Accordingly, diazepam ond fluvoxemine should not ordinarly be co-
odministered. T):oa hylline: The effect of steadystate fluvoxaming (SO mg bid) on the phaimacokinetics of a single dose of theophyline (375 mg as
442 mg uminophyllf;e{was evoluated in 12 healthy nonsmaking, mole vo?umeers. The cleoronce of theaphylline was decreased approximately 3-old.
Therefore, if theaphyline is co-odministered with fl ine maleote, its dose should be reduced to one th'ug of the usual doily maintenance dose and
plasma concentrations of theophyline should be monitored. No dosage adiustment is required for LUVOX Tablets. Wasrfiarin: When flovoxamine malete
(50 mg fid) wes administered concomitantly with worfurin for two weeks, worfurin plasto concentrations increased by 96% and prothrombin fimes were
prolonged. Thus potients receiving oral anficoogulants ond LUVOX Tablets shouid hove their prothiombin fime monitored and their anficoogulant dose
adjusted occordingly. No dosage adjustment s required for LUVOX Tablefs.

PRECAUTIONS

General

Activation of Mania/Hy ja: During kefing studies involving primorily depressed patients, hypomania or mania accurred in approximately
1% of patients freated with flovoxamine. Acivtion of mania,/hypomania has also been reported in o smal proportion of pafients with major affective
disorder wha were treated with other markefed anfidepressons. As with oll anfidepressants, LIVOX Toblets should be used cautiously in pafients with a
history of mania. Seizures: During premarketing studies, seizures were reported in 0.2% of flvoxaminefreated patients. LUVOX Tablets should be used
cautiously in patients with a history of seizures. It should be discontinued in any patient who develaps seizures. Suicidde: The possihilty of a suicide attempt
is inherent in patients with depressive symptoms, whether these occur in primory depression or in association with another primary disorder such os OCD.
Close supervision of high risk patients should accompany inifial drug therapy. Prescriptions for LUVOX Tablets shauld be wiitten for the smollest uanfity of
toblets consistent with good patient management in order fo reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
maonitored clinical experience with LUVOX Tablets in potients with concomitant systemic illness is limited. Caution is odvised in administering LUVOX Tablets
to patients with diseases or condifions that could offect hemodynamic responses or metabolism. LUVOX Tablets have not been evoluated or used to any
oppreciable extent in patients with a recent history of myocardial infarction or unstable heart disease. Patients with these diagnoses were systemeically
excluded from many clinical studies during the prom(t’ s premurkefing tesfing. Evaluation of the electrocardiograms for patients with depression or OCD who
porficpated in premarkefing studies revealed no differences between fluvoxamine ond placebo in the emergence of clinically imporiont ECG changes. In
paients with liver dysfunction, fluvoxamine cleorance was decreased by approximately 30%. LUVOX Tablets should be slawly fitrated in patients with liver
dysfunction during the inifiation of treatment.

Information for Patients

Physicions are odvised to discuss the following issues with pafients for whom they prescibe LUVOX Tablets: Imterference with Cognitive or Motor
Performance: Since ony psychonciive drug may impair judgement, thinking, or mtor skill, patients should be coutioned about operating hazaidous
machinery, including automobiles, until they are certoin thar LUVOX Toblets therapy does not adversely offect their abiity to engage in such activities.
Pragnancy: Patients should be advised 1o nofify their physicians if hey become pregnant or intend to become pregnant during therapy with LUVOX Toblets.
Nursing: Patients receiving LUVOX Tablets should be advised to noffy their physicians if they ore breast feeding an infant. (See PRECAUTIONS - Nursing
Mothers.) Concomitant Medication: Patients should be advised to notify their physicians if they are taking, or plon to take, any prescription or over-
the-counter drugs, since there is a potentiol for clinicolly importont interactions with LUVOX Tablets. Aleohok As with other psychotropic medications,
patients should be advised to avoid alcohol whils foking LUVOX Tablets. Allergic Reactions: Pafients should be advised to notiy their physicans i they
develop o rosh, tives, or o relofed allergic phenomenon during therapy with LUVOX Tablets.

Luboratory Tests

There wre no specific labaratory tests recommended.

Drug Interactions

There hove been rare postmarketing reports describing patients with weakness, hypeniflexia, and incoordination following the use of o selective serofonin
reuptake inhibitor (SSRY) ond iptan. f itant tieatment with iptan and an SSRI {e.g., fluoxetine, flovoxamine, paroxetine, serhraline) is
cIinicgﬂLwauumed, appropriate observation of the pafient is advised Potential inferactions wilﬂ drugs that inhibif or are Metabolized by
Cytochrome P450 Isozymes: Bused on a finding of substanial interactions of fluoxamine with certain drugs and imited in viro dota for the [IIA4
isoenzyme, it appears that fﬁvoxumine inhibits isoenzymes that ave known to be involved in the metobolism of é]mgs such os warfarin, theophyliing ond
propranolol. & clinically significant fluvoxemine nteraction is possible with drugs having a nariow therapeutic ratio such as terfenadine, astemizole cisapride,
waortarin, theaphyline, certcin benzodiazepines and phenytain, If LUVOX® Tuh?ers ure to be administered together with a drug that is eliminated vio oxidotive
metobolism and has o narrow therapeutic window, plasma fevels and /or phurmucod{namit effects of the lofter drug should be monitored closely, of feast
untilsteady stote conditions are reached. Ploase ses complefe prescribing information for recommendations regording CNS drugs such as monoamine oxidase
inhibitors, clprazolam, diazepam, lorazepom, lithium, tryptophan, dlozapine, alcohal, tricclic antidepressants, carbamazepine, methadone; and other drugs
such os theaphylline, propranolol and other beterblockers, warlarin, digoxin, and dilfiazem. Effects of Smoking on Fluvoxamine Metabolism:
Smokers hndp a 25% intrease in the mefabolism of i compored fo kers. El lsive Therapy (ECT): There are no clinical
studies estoblishing the benefits o risks of combined use of ECT and fluvoxamine malete.

Cardnogenesis, Mutagenesis, Impai of Fertility

Carcinogenesis: There is no evidence of corcinageniclty, mutagenicity or impaiment of fertlty with fiuvoxomine maleate. There was no evidence of
carcinegeniciy in rats treated orally with fluvoxarmine mleate for 30 months o hamsters treated orally with flovoxamine maleate for 20 (females) or 26
(males) months. The daily doses in the high dose groups in hese studies were iicreased over the caurse of the study fram a minitnurn of 160 mq/kg to
o maximum of 240 mg/kg in rats, end from o minimum of 135 mg/kg to o meximum of 240 mg/kg in hamsters. The maximum dose of 240 mg/kg
is approximotely 6 fimes the maximum human doily dose on o mg,/mt basis. Mufagenesis: No evidence of mutagenic potential was observed in o mouse
micronucleus test, an in vitio dromosame abetation test, or the Ames microbiol mutagen test with or without metabalic activetion. Impairment of
Fertility: In fertiity studies of male and female rots, up to 80 mg,/kg,/day orall of flovoxamine moleate, (approximately 2 fimes the maximum human
daily dose on o mg,/m? hosis) had no effect on mating pedarmence, Xmmion of gestotion, or pregnancy rate.

Pregnancy

Teratogenic Effects - Pregnancy Category C:In teratalogy studies in rats ond robbis, dail oral doses of flwvoxamine maleote of up to 80 and
40 mg/i;',' respectively (approximately 2 fimes e moximum human daily dose on a mg/m’ basis) coused o fetol malformations. However, in ather
reproduction studies in whicE pregnant rafs were dosed through weaning there was (1) an increose in pup mortality af birth (seen at 80 mg/kg and above
but not ot 20 mg/kg), and (2) decreases in postnotal pup weights (seen at 160 but not of 80 mg/kg) ond survival (seen of oll doses; fowest dose tested
= 5 mg/kg). (Doses of 5, 20, 80, and 160 mg//kg are upproximately 0.3, 0.5, 2, ond 4 times the maximum human daily dose on o m?/mZ basis.)
While ﬁw results of o crossfostering study implied that at leost some of these resuls ikely occurred secondarily to matemal toxicity, the role of a direct
dhug effect on the fetuses or pups could not be ruled out. There are no adequate and wellcontrolled studies in pregnant women. Fluvexamine maleate should
be used duing pregrancy only if the potentiol benefi justfies the potential risk to the fetus.

Labor and Delivery

The effect of flovoxamine on labor nd defivery in humans is unknown.

Nursing Mothers

4s for many other drugs, fluvoxamine s seceted in human brenst milk. The decision of whethes fo disconfinue nussing or to disconfinue the drug should
toke into occount the potenficl for serious odverse effects from exposure to fluvoxaming in the aursing infant as well as the potential benefits of LUVOX®
(Hlovoxamine moleate) Tablets therapy to the mother.

Pediatric Use

The efficacy of flovoxamine moleate for the treatmernt of Obsessive Compulsive Disorder was demonstrated in a 10-week multicenter placebo controlled
study with 120 outpatients ages &17. The odverse event profile observed in thot study wes generally similor o that observed in adult studies with
fluvoxamine (see ADVERSE REACTIONS).

Decreased appetite and weight lass hove been observed in assaciation with the use of fluvoxamine os well as ather SSRIs. Consequently, regular monitoring
of weight and growth is recommended if treatment of o child with an SSRI s ta be confinued long term.
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Geriatric Use
Aﬁpmximarew 230 patients participafing in controlled premarkefing studies with LUVOX Tablets were 65 yeors of age or over. No overal differences in sefety were
observed between these pafients and younger patients. Other reported clnical experience hes not identified differences in response between he elderly and younger
patients. However, the clearance of flovoxomine is decsecsed by about 50% in elderly compared o younger pofients (see Pharmacokinefics under CUNICAL
P;iARMA[UL[)GY), and greater sensifivity of some older individuals clso cannot be uled out. Consequently, LUVOX Tablets should be slowly fivated during inifation
of therapy.

ADVERSE REACTIONS

witl
Ot the 1087 OCD ond depressed pafients treated with flvoxamine moleate in controlled clinical trials conducted in North Americo, 22% discontinued
treatment due fo an adverse event.
Adverse events in OCD Pediatric Populution
In pediahic patients (N=57) treated with LUVOX® Tablets, the averall profile of adverse events is similar to that seen in adult studies. Other reactions which
have been reported in two or mare of the pediatiic pafients, and were more frequent than in the placebo group (N=63) were: abnormal thinking, cough
increase, dysmenorthea, ecchymosis, emotional lability, epistaxis, hyperkinesia, infection, manic reaction, rosh, sinusitis, and weight decrease.
Events for which the incidence in fluvoxamine maleate was aqual to of less than the incidence in placebo (N=63) and involved two or more of the pediafric
study patients were: abdominal pain, abnormal dreams, fever, headache, nausea, nervousness, pain, phoryngits and rhinitis.
Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinicaf Trials: LUVOX Toblets have been studied in
controlled frcls of OCD (n=320) and depression (n=1350). In general, adverse event rates were similar in the two data sefs. The most commonly observed
adverse events associated with the use of LUVOX Tablets and lkely to be drugrrelated {incidence of 5% or greater ond ot least twice that for plocebo) derived
from Toble 2 were: somnolence, insomia, nervousness, tremor, naused, dyspepsia, anorexia, vomiting, abnormal ejoculofion, asthenic, ond sweating. In
a pool of two studies involving only pafients with OCD, the following additional events were identified using the above rul: dry mouth, decreased Rbide,
urinary frequency, anorgasmis, thinitis and tosts perversion. Adverse Events Occurring af an Incidence of 1%: Toble 2 enumerotes adverse events
that accurred at a frequency of 1% or more, and were more frequent than in the placebo group, among patients treated with LUVOX Tablefs in two short-
term placebo controlled OCD tiials (10 wesk) and depression frals (6 week) in which patients were dosed in a rangs of generally 100 to 300 mg/doy.
This table shows the percentage of patients in each group who had at least one occurrence of an event ot some time during their hieatment. Reported odverse
events were clossified using o stondord COSTARFhosed Dictionory serminology. The presciber should be awave shot these figwes connot be used to predict
the incidence of side effects in the course of usual medical practice where patient chavacteristics and other factors may differ from those that prevailed in
the clinical tials. Similarly, the cited frequencies cannot be compared with figures obtained from other clinical investigations involving different Meatments,
uses, and invesfigators. The cited figures, however, do provide the prescribing physician with some basis for estimating the relutive confiibution of drug and
nondrug factors fo the side-effect incidence rate in the population studied. Adverse Events in OCD Placebo Controlled Studies Which are
Markedly Different (defined us at least o two-fold difference) in Rate from the Pooled Event Rates in OCD and Depression
Placebo Controlled Studies: The events in 0CD studies with o tworfold decrense in rafe compored to event rates in OCD and depression studies were
dysphagia and amblyopia (mastly blured vision), Additionally, there wos an approximate 25% decreose in nousea. The events in OCD studies with  two-
fold increase in rate compared fo event rates in OCD and depression studies were: astheniz, abnarmal ejaculation {mostly deloyed sjoculation), anxiery,
infection, rhinits, onorgasmio {in moles), depression, bido decrensed, phovyngifis, agitation, impotence, myodlonus/twidh, thist weight loss, leg cramps,
‘myalgia and urinory refention. These events are listed in order of decreasing ates in the OCD rials.
Vital Sign Changes
Comparisons of flovoxamine maleate and placebo groups in seporate pools of short4erm OCD and depression trials on (1) median change from boseline on
various vital signs varicbles and on (2) incidence o? pofients meeting criteria for potentially important changes from baseline on various vital signs varigbles
evecled no important differences between fluvoxamine maleate and placebo.
Laboratory Changes
Comparisons of fluvoxamine maleate and placebo groups in separate pools of short-term 0CD and depression tials on (1) median change from baseli on
various serum chemistry, hematolagy, and uringlysis variables and on (2) incidence of patients meefing criteria for potentially important chonges from
baseling on various serum chemistry, hematology, and wrinalysis voricbles reveoled no imparfont differences between fluvaxomine maleate ond plocebo.
ECG Changes
Comperisons of flovoxamine maleate and plocebo groups in seporate pools of shartteim OCD and depression tiials on (1) mean change fiom baseline on
various ECG variables and an {2) incidence of potients meeting criteria for potentially important changes from baseline on verious ECG variables revealed
o important differences between fluvoxomine maleate and placebo.
Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (flovoxamine {n=892) vs. plocebo [n=778] by pafients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu 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); Dyspapsia {10 vs. 5); Anorexia (6 vs. 2); Vomiting (5 vs. 2); Flatulence (4 vs. 3); Tooth Disorder’ (3 vs. 1;
Dysphogin (2 vs. ). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnia {21 vs. 10); Dry Mouth (14 vs. 10); Nervousness {12 vs. 5); Dizziness (]
¥s. 8); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vesodilotation (3 vs. 1) Hypertonia {2 vs. 1) Agitation (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1; NS Stimulafion (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). UROGENITAL: Abnormel Ejnculation** (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence® (2 vs. 1); Anorgastnia (2 vs. 0); Urinary Retention (1 vs. 0).!
'Events for which Hlovoxamine maleate incidence was equal to or less thon placebo are not fisted in the table above, but includs the foliowing: abdominal
pain, abnormal dreams, appeite increase, back pain, chest pain, confusion, dysmenorrheg, fever, infection, leg ramps, migraine, myalgio, pain, paresthesia,
Fhuryngiﬁs, pasturcl h{porension, prurits, fosh, rhinifis, thirst and finnitus. “Includes “tothache,” “footh exiraction and abscess,” and “caries.” *Mostly
ecling warm, hot, of flushed. *Mostly “blurred vision.” *Mostly “deloyed ejaculation.” “Incidence based on number of mals patisnts.
Other Events Observed During the Premorketing Evaluation of LUVOX Tablets
During premarketing clinical tiials conducted in North America and Europe, mulfiple doses of fluvaxomine muleate were administered for a combined tota}
of 2737 pafient exposures in patients suffering OCD or Mojor Depressive Disorder. Untoward events assaciated with fhis exposure were recarded by clinicol
invesfigators using descriptive terminolagy of their own choasing. Consequently, it is not possible o provide o meaningful estimate of the proportion of
individuals experiencing odverse events without first grouping similar types of untoward events info o limited fie., reguted) number of stendard event
categories.In the tabulations which follow, a sfundurﬂ (OSTARThosed Dictionory terminology has bean used to clossify reported adverse evenis. If the
COSTART term for an event was so general as to be uninformative, it was replaced with o more informative term, The fraquencies presented, therefore,
tepresent the proportion of the 2737 patient exposurss fo multiple doses of fluvoxamine maleate who experienced an avent of the type cited on at least
one occasion while receiving fluvoxoming maleate. All reported events are included in the lst below, with the following exceptions: 1) those events already
listed in Table 2, which tabulates incidence rates of common adverse experiences in ploceho-controlled OCD and depression clinical hials, are excluded; 2)
thase events for which a drug cause was considered remote (i.e., neoplasio, gastrointestinal carcinoma, herpes simplex, herpes zoster, application site
teqction, and unintended pregnancy) are omitted; and 3) events which were reported in only one potient and judged fo not be potentially sericus are not
included. It is important to emphosize that, clthough the events reported did occur during eatment with Auvaxomine maleate, a causal selationship o
fiwvoxamine moleate has not been estoblished. Events are furthes classified within body system categories and enumerated in arder of decreasing frequency
using the following definifions: frequent adverse events e defined as those occurring on one or more occasions in af least 1/100 patients; infrequent
adverse events are those occurting between 1,/100 nd 1,/1000 patients; and rare adverse avents are those occurring in less than 1,/1000 patients. Bady
as o Whole: Frequent: accidental injury, molaise; Infrequent: allergic reaction, neck pain, neck rigidity, overdose, photosensitivity reaction, suicide attempt;
Rare; cyst, pelvic pain, sudden deuth. Cardiovascular System: Frequent: hypertension, hypotension, syncope, tachycardia; Infrequent: angina pectors,
bradycardia, cordiomyopathy, cordiovascular dissase, cold extremities, conduction delay, heart failure, myocordial inforction, pallor, pulse inegular, ST
segment changes; Rore: AV block, cerebrovasculor accident, coronary arfery disease, embolus, pericarditis, phiebitis, pulmonary infarction, suptaventiiculor
extiosystoles. Digestive System: Frequent: elovated liver mansomingses; Infrequent: colifs, eructation, esophogits, gostits, gustreenterits,
gastrointesfinal hemorthage, gostrointestinal ulcer, gingivifs, glossits, hemorthaids, melena, rectol hemorthage, stomatifis; Aare: biliary pain, cholecystits,
cholelithiasis, fecol incontinence, hematemasis, intesfinal abstiuction, joundice. Endocrime System: Infraquent: hypathyroidism; Rare: goiter. Hemic and
Lymphatic Systems: Infrequent: anemia, ecchymosis, leukocytosts, lymphadenapothy, thrombocytopenia; Rare: leukopenic, purpura. Metabolic and
Izmilional Systems: Frequent: edemo, weight goin, weight loss; infrequent: dehydiatian, hvper(ho!esteroﬁﬁmin; Rare: diabetes mellitus,
yoerglycemia, hyperlipidemia, hypoglycemio, hypokalemia, loctofe dehy increased. Musculoskeletol System: infrequent: orthralgio,
i, bursit, generalized muscle sposm, yasthenia, fendinous contacture, tenasynoits; Rae: rtosis, myopathy, pathologce froche, Nervaus
System: Frequent: amnasio, apathy, hyperkinesia, hypokinesio, manic reacfion, myoc‘ionus, psychofic reaction; infraquent: agorophobia, okathisia, afoxig,
CNS depression, convulsion, deliium, delusion, depersondlization, drug dependence, dyskinesia, dystonia, emational labilty, euphoria, exhrapyramidel
syndrome, gait unsteady, hallucinations, hemiplegia, hostiity, hypersomnia, hypachondriasis, hypotonia, hysteric, incoordination, increased solivafion,
increased fbido, neuml?iu, poralysis, paranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertigo; Rare: akinesia, coma, fibrillations,
mutism, obsessions, reflexes decreased, slured spesch, tardive dyskinesia, torticolli, trismus, withdrawl syndiome. Respiratory System: Fraquent:
cough increased, sinusifs; Infrequent: asthma, bronchitis, epistoxis, hoarseness, hyperventilotion; Rare: apnea, congestion of upper airwoy, hemaplysis,
hiccups, laryngismus, obstructive pulmonary disease, pneumonia, Ski Infrequent: acne, alopecia, dry skin, eczem, exfoliative dermatits, furunculasis,
seborthe, skin discoloration, urtcorio. Special Senses: infrequent: accommodation abnarmal, conjunctivifs, deafness, diplopia, dry eyes, ear pain, eye
pain, mydriasis, olifis medio, parosmia, photophobia, taste loss, visual field defect; Rere: comeal ulcer, retinal detachment. Urogenital System:
Infregquent; anuria, breast puin, cysfifis, deloyed menstruation’, dysuria, femole loctation’, hematuric, menopause', menorthagia', mefrorhagia', nocturia,
Eulymin, I syndrome’, urinry inconti urinary fract infection, urinory uigency, urination impaired, voginal hemarthage', vaginitis'; Rovs:
idney calculus, b ia’, aliguiia.
'Based on the number of femoles. "Based on the number of moles.
Non-US Postmarketing Reports
Voluntary reports of adverse events in patients toking LUVOX Tablets that have been received since market infroduction and wre of unknown causcl
relationship to LUVOX Toblets use include: toxic epidermol necrolysis, Stevens-Johnsan syndrome, HenodrSchoenlein purpura, bullous evuption, priapism,
Egrunulomoxis, neviopathy, up[usﬂc anmia, onophylactic reaction, hyponanemio, acute rencl failure, hepatits, and severe akinesia with fever when
wi

h

was co-d ipsychotic medication.
CAUTION: Federol 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

e Relatively low incidence of anticholinergic side effects in
_ The first SSRI controlled trigls pf 0CD and depression.. LU.VOX® Tablets
indicated for 0CD vs placebo’: dizziness 11% s 6%; constipation 10% vs 8%;
in children and dry mouth 14% vs 10%

® The most commonly observed adverse events compared to

AVAILABLE IN 25-mg TABLETS 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
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