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I-Uvox (fluvoxamine maleate) 25 mg TABLETS, 50 mg and 100 mg SCORED TABLETS
Biief Summary of prescribing information (based on 8E1252 Rev 3/97)

INDICATIONS AND USAGE
LUVOX Toblets are indicated for the treatment of obsessions and compulsions in pafients with Obsessive Compulsive Disorder (0CD), as defined in the
MIER. Qbsessive Compulsive Disorder s choracterized by recurrent and persistent deas, thoughts, impulses or images (obsessions) that ore egodystonic
00/ reeitve, purposeful, and intenfional behoviors (compulsions) that are recognized by the person as excessive of unreasonable.
CONTRAINDICATIONS
Coudministrgion of terfenadine, astemizole, or cisapride with LUVOX Tablets is conraindicated (see WARNINGS and PRECAUTIONS).
0X Tablets ore contraindicated in patients with a history of hypersensitivity to fluvoxamine maleate.
WARNINGS
In patients receiving another serotonin reuptake inhibitor drug in combination with ine oxidase inhibitors (MAOIs),
ere have been reports of serious, sometimes fatal, reactions. Therefore, it is recommended that 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 a MAOI.
Terfenadine, astemizole and dsapride are oll metabolized by the cytochrome P45OIIIA4 isoenzyme. Increased plasma
@ f terfenadi izole and cisapride cause QT prolongation and have been associated with forsades de
ﬁns not been definitively demonstrated that fluvoxamine
ded that fl iine not be used in combination

[l

Points-type ventricular tachycardia, sometimes fatal. Although it

is a potent IIIA4 inhibitor, it is likely o be. Consequently, it is

With either terfenadine, astemizole, or disapride.

Other Potentially Important Drug Inferactions

(Ao see PRECAUTIONS - Diug Interactions) Benzodiazepines: Benzodi bolized by hepatic oxidation (e.g., olprazolam, midozolom,

Hiazolom, etc.) should be used with caution because the clearance of these drugs is likely to be reduced by fl ine. The (?aamn(e of benzodiazepi

Metabolized by glucuronidation (e.g., lorazepam, oxazepam, temazepam) is unlikely to be offected by fl ine. Alprazolam- When fl

Maleate (100 mg qd) and alprazolom (1 mg gid) were cc-administered to steady state, plosma concenrations and other pharmacokinefic porameters (AUC,
. T.) of alprazolom were approximately twice those observed when alprazolam was administered alone; oral clearance wos reduced by about 50%. The

Clevateq Lllusma alprazolom concentrations resulted in decreased psychomotor performance and memory. This interaction, which has not been invesfigated

using higher doses of fluvoxamine, may be more pronounced i o 300 mg daily dose is co-administered, particlarly since i ine exhibits noninear

R imacokinetics over the dosage range 100-300 mg. If lprazolom is co-administered with LUVOX Tablets, the inifial alprazolom dosage should be ot least

Geriatric Use

moximmdy 230 patients parfcpating in controlle premarketing studies with LUVOX Tablets were 65 years of age or over. No overall diferences in safety were
ved between these pafients and younger patients. Other reported clinical experience has not identied differences i response between the elderly and younger

patients. However, the clearonce of flovoxamine is decreased by obout 50% in elderly compared to younger pafients (see Phormocokinefics under CUNICAL

PHARMACOLOGY), and greater sensitity of some older individuols also connot be rled out. Consequently, LUVOX Toblets should be slowdy tated during iniiafion

of therapy.

ADVERSE REACTIONS

Associated with Discontinuation of Tr

0f the 1087 0CD and depressed pafients treated with flovoxamine maleate in controlled clinicol trials conducted in North America, 22% discontinued
freatment due fo on adverse event.

Adverse events in OCD Pediatric Population

In pediatic patients (N=57) hieated with LUVOX® Tablets, the overall profile of odverse events is similor to that seen in adult studies. Other reactions which
have been reported in two or more of the pediatric rnn’enrs, and were more frequent than in the placebo group (N=63) were: abnormal thinking, cough
increase, dysmenorthea, ecchymosis, emotionol labily, epistaxis, hyperkinesia, ifection, manic reaction, rosh, sinusifis, and weight decrease.

Events for which the incidence in fluvoxamine maleate was equal to of less than the incidence in placebo (N=63) and involved two or more of the pediatric
study pafients were: abdominal pain, abnormal dreams, fever, headache, nausea, nervousness, pain, pharyngitis and rhinis.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Trials: LUVOX Tablets have been studied in
controlled tials of OCD (n=320) and depression (n=1350). In general, adverse event rates were similor in the two data sets. The most commonly observed
adverse events associated with the use of LUVOX Tablets and likely to be drug-eloted (incidence of 5% or greater and ot least twice that for placebo) derived
from Table 2 were: somnolence, insomnia, nervousness, tremor, nausea, dyspepsia, anorexia, vomiting, abnormal ejoculation, asthenia, and sweating. In
o pool of two studies involing only patients with 0CD, the following addiional events were identified using the cbove ule: dry mouth, decreased lbico,
uinary frequency, anorgasmio, rhiniis nd foste perversion. Adverse Events Occurring at an Incidence of 1%: Toble 2 enumerates odverse events
that occurred at o frequency of 1% or more, and were more frequent than in the placebo group, among patients freated with LUVOX Tablets in two short
term placebo contolled OCD tils (10 week) ond depression fils (6 week) in which pafients were dosed in a range of generally 100 to 300 mg/day.
This table shows the pecentage of patients in each group who had at least ane occurrence of on event af some fime during their reatment. Reported adverse
events were classified using a standard COSTART-based Dictionary terminology. The prescriber should be aware that these fiqures cannot be used to predict
the incidence of side effects in the course of usual medical practice where patient characteristics ond other factors moy differ from those that prevailed in
the clincol tias. Similary, the cied frequencies cannot be compared with figures obtained from ofher clincal investigations involving different freatments,
uses, and investi The cited figures, however, do provide the prescribing physician with some basis for estimafing the relafive contibution of drug ond

ed and fitration to the lowest effective dose is recommended. No dosage adjustment is required for LUVOX Toblets. Diazepam- The «
of LUVOX Tablets and diazepam is generally not advisable. Because fluvoxamine reduces the clearance of both diozepom and its active metabolite, N-
ethydiozepom, there i o strong likelinood of substantial accumulaton of both species duing chronic co-odminisraion. Evidence supporting the
conclusion that it is inadvisable to co-administer fluvoxamine and diazepam is derived from a study in which healthy volunteers taking 150 mg/day of
amine were odministered o single oral dose of 10 mg of diozepa. In these subjects (n=8), the clearonce of diazepom was reduced by 65% and
that of N-desmethyldiazepom to a level that was too low to measure over the course of the 2 week long study. It s Iikelyermt this experience significantly
Underestimates the degree of accumulation that might occur with repeated diazepom administration. Moreover, os noted with alprazolam, the effect of
uvoxamin may even be more pronounced when it is odministered o higher doses. Accordingly, diozepam and flovoxamine should not ordinariy be co-
administered, oofh lline: The effect of steady-state fluvoxamine (50 mg bid) on the pf inetics of a single dose of theophyline (375 mg as
442 mg aminophylline) wos evoluated in 12 healthy nom-smoking, male VO?UM&EIS, The clearance of Iheophxlline was decreased approximately 3-fold.
ercfore, if theophyline is co-odministered with f ine maleate, its dose should be reduced to one third of the usual daily maintenance dose and
plasma concentrations of theophyline should be monitored. No dosage adjustment is required for LUVOX Toblets. Warfarin: When flovoxamine moleate
(50 mg tid) was odministered concomitantly with warfarin for two weeks, warforin plosma concentrations increased by 98% and prothrombin times were
qulnnged, Thus patients receiving oral anficoagulants and LUVOX Tablets should have their prothrombin fime monitored and their anficoogulant dose
adjusted accordingly. No dosage odjustment s required for LUVOX Toblts.
l(’::uunous

eral
Adtivation of Mania,/Hyj ia During premarketing studies involving primarily depressed patients, hypomania or mania occurred in approximately
1% of patients heated with fluvoxamine. Activation of mania,/hypomania has also been reported in a small proportion of patients with mojor offective
isorder who were freated with other marketed antidepressants. As with all anfidepressants, LUVOX Tablets should be used caufiously in patients with o
hnslo_fy of mania. Seizures: During premarkefing studies, seizures were reported in 0.2% of flovoxamine-treated patients. LUVOX Tablets should be used
Cautiously in patients with a history of eizures. I should be disconfinued in any patient who develops seizures. Swicide: The possibilty of a suicide ottempt
is inherent in patients with depressive symptoms, whether these occur in primary depression or in association with anofher primary disorder such as 0CD.
lose supervision of high rsk patients should accompony inifil drug therapy. Prescriptions for LUVOX Tablets should be witten for the smallest quaniity of
lts consistent with good patient manogement in oider fo reduce the rsk of overdose. Use in Patients with Concomitant Hiness: Closely
monitored clinicol experience with LUVOX Tablets in patients with concomitant systemic ilness is imited. Caution s odvised in odministering LUVOX Tablets
o patients with diseases o condifions that could offect hemodynamic responses or metobolism. LUVOX Tablets have not been evaluated or used to any
appreciable extent in patients with a recent history of myocordial inforction or unstble heart disease. Potients with these diagnoses were systematically
excluded from many clinical studies during the pmJ\n’s premarketing festing, Evaluation of the electrocordiograms for patients with depression or 0CD who
Partcipated in premarketing studies revealed no differences between fuvoxamine and plocebo in the emergence of clinicolly important ECG changes. In
patients with live dysfunction, luvoxamine clearance was decreased by approximately 30%. LUVOX Tablets should be slowly fitrated in patients with fver
ion during the initiation of treatment.
Information for Patients
Physicians are advised to discuss the following issues with patients for whom they prescribe LUVOX Toblets: Interference with Cognitive or Motor
Performance: Since ony psychoactive drug may impair judgement, thinking, or motor skills, pafients should be coutioned obout operating hazardous
machinery, including automobiles, until they are certoin that LUVOX Tablets therapy does not adversely cffect their ability 1o engage in such acivites.
Pregnancy: Potients should be advised to noifytheir physicians f they become pregnant o intend o become pregnant during therapy with LUVOX Toblts.
Norsing: Patients receiving LUVOX Toblets should be advised to norify their physicions if they ore breast feeding an infant. (See PRECAUTIONS - Nursing
Mothers.) Concomitant Medication: Patients should be advised to notify their physicians if they re faking, or plan to take, any prescription or over-
thecounter drugs, since there is a potenial for linically importont interactions with LUVOX Tablets. Alcohol: As with other psychotropic medications,
patients should be odvised o ovoid akohol while toking LUVOX Toblts. Allergic Reactions: Pafients should be advised to nofify their physicians if they
develop  rash, hives, or a related allergic phenomenon during therapy with LUVOX Tablets.
Laboratory Tests
There ore no specific laboratory tests recommended.
Drug Interactions
There hove been e postmarketing reports descibing patients with weakness, hyperrefleio, ond incoordination following the use of a selective serotonin
teuptake inhibitor (SSRI) and iptan. If treatment with and an SSRI (e.g., fluoxetine, fluvoxamine, paroxetine, sertraline) is
clincally wortanted, oppropriote observafion of the patient is odvised. Potential interactions with drugs that inhibit or are Metabolized by
Gyt P450 l”?ﬂﬂ: Based on a finding of substantial interactions of fluvoxamine with certain drugs and limited in vitro data for the HIA4
isoenzyme, it of that fluvoxamine inhibits isoenzymes that are known to be involved in the metabolism of drugs such as warfarin, theophyline and
propranolol. A (m significant flovoxamine interaction s possible with drugs having o narrow therapeuic ratio such os terfenadine, ostemizole disapide,
warforin, theophyline, certain benzodiazepines and phenytoin. If LUVOX® Iub?ets are fo be administered together with o drug that s eliminated via oxidative
metabolism and has a narrow themkam( window, plosm levels and,/or pharmacodynamic effects of the loter drug should be monitored closely, of least
untilsteady state conditions are reached. Please see complete prescribing information for recommendations regarding CNS drugs such as monoomine oxidase
inhibitors, olprazolam, diazepam, lorazepam, lithium, tryptophan, clozapine, alcohol, ticyclic anfidepressants, corbomazepine, nwﬁmdo:n; a.v‘\d omle« Emgs

nonedug foctors o the sideefect incdence rote in the populaton studied. Adverse Events in OCD Placebo Controlled Studies Which are
Markedly Different (defined as at least a two-fold difference) in Rate from the Pooled Event Rates in OCD and Depression
Placebo Controlled Studies: The events in CD studies with o tworfold decrease in rate compared to event rates in OCD and depression studies were
dysphagia and amblyopia (mostly blurred vision). Additional, there was an approximate 25% decease in nouseo. The events in OCD studies with a two-
fold increase in rate compared to event rates in OCD ond depression studies were: asthenio, abnormal ejoculation (mostly deloyed ejaculation), anxiety,
infection, rhinitis, anorgasmia (in males), depression, ibido decreased, pharyngitis, agitation, impotence, myodonus,/twitch, thirs, weight los, leg cramps,
myalgio and urinory refenfon. These events ave lsted in order of decreasing rtes in the OCD fcs.

Vital Sign Changes

Comparisons of fluvoxamine maleate and placebo ?roups in separate pools of shortferm OCD and depression trials on (1) median change from baseline on
various vital signs variobles and on (2) incidence of pafients meefing criteria for potentially important changes from baseline on various vital signs variables
revealed no importont differences between flovoxamine maleate and placebo.

Laboratory Changes

Comparisons of flovoxamine moleate ond placebo groups in separate pools of shortterm OCD and depression trils on (1) medion change from baseline on
various serum chemishy, hematology, ond urinalysis voriobles and on (2) inddence of pafients meating criteia for potentially important changes from
baseling on various serum chemishy, hematology, and urinalyss variables revealed no important diffrences between flvoxamine maleate ond placebo.
ECG es

(0!1\[1(%‘(::5g of flovoxamine maleate and plocebo groups in separate pools of shortterm OCD and depression tils on (1) mean change from baseline on
various EC6 variobles and on (2) incdence of patients meefing citeria for potentilly important changes from baseline on vorious ECG variables revealed
no important differences between fluvoxamine maleate and placebo.

Table 2: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN OCD AND DEPRESSION
POPULATIONS COMBINED' (fluvoxamine [n=892] vs. plocebo [n=778] by patients—percentage): BODY AS WHOLE: Headache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chils (2 vs. 1). CARDIOVASCULAR: Palptations (3 vs. 2). DIGESTIVE SYSTEM: Nousea (40 vs. 14);
Diorthea (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia (10 vs. 5); Anarexia (6 vs. 2); Vomiting (5 vs. 2); Fatulence (4 vs. 3); Tooth Disorder’ (3 vs. 1);
Dysphogia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnia (21 vs. 10); Dry Mouth (14 vs. 10); Nervousness (12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vasodilatation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitfion (2 vs. 1); Decreased Libido (2 vs. 1); Depression (2 vs.
1); (NS Stimolation (2 vs. 1). RESPIRATORY SYSTEM: Upper Respiratory Infecton (9 vs. 5); Dyspnea (2 vs. 1); Yown (2 vs. 0). SKIN: Sweating
(7'vs. 3). SPECIAL SENSES: Toste Perversion (3 vs. 1); Amblyopia' (3 vs. 2). UROGENITAL: Abnormal Ejoculation* (8 vs. 1); Urinary Frequency (3
vs. 2); Impotence (2 vs. 1); Anorgasmia (2 vs. 0); Urinary Retention (1 vs. 0).!

Events for which flovoxamine moleate incidence was equal fo ot less than plocebo are not lsted n the toble above, but include the following: obdominal
pain, abiormal dreams, appetite increase, back pain, chest pain, confusion, dysmenorthea, fever, nfection, leg comps, mnine, myalgio, poin, paresthesia,
rhﬂlmifﬁ, postural hypotension, pruritus, rosh, ehinits, thirst ond finnitus. “Includes “toothache,” “tooth extraction and bscess,” and “cories.” *Mostly
oeling worm, hot, or flushed. ‘Mostly “blurred vision.” ‘Mostly “deloyed ejoculaton.” ‘Incidence based on number of male pofients.

Other Events Observed During the Premarketing Evaluation of LUVOX Tablets

During premarketing clinical rials conducted in North America and Europe, multiple doses of flovoxamine moleate were administered for o combined total
of 2731 patient exposures in patents suffering OCD or Mojor Depressive Disoder. Untoward events associated with his exposure were recorded by cinical
investigators using descriptive ferminology of their own choosing. Consequently, it is not passible to provide @ meaningful estimate of the proportion of
individuols experiencing odverse events without first grouping similar types of untoward events into o limited (i, reduced) number of standord event
cotegories.n the tabulations which follow, mndmﬂ COSTART-based Dictionary terminology has been used o lassify reported odverse events. If the
COSTART term for an event was so generol as to be uninformative, it was replaced with o more informative term. The frequencies presented, therefore,
represent the proportion of the 2737g potient exposures o multple doses of I{Noxamine maleate who experienced an event of the type cited on af least
one occasion while receiving flovoxamine maleate. Al reported events ore induded i the st below, with the following exceptions: 1) those events ahready
listed in Table 2, which tobulates incidence rates of common odverse experiences in plocebo-contralled OCD and depression inicol rals, are exduded; 2)
those events for which o drug couse was considered remote (., neoplasia, gostoinestinal corcinomo, herpes simplex, herpes zoster, application site
reaction, and unintended pregnancy) are omitted; and 3) events which were reported in only one patient ond fudged o not be potentilly serous are not
included. It is importont fo emphasize that, although the events reported did occur during reatment with flwvoxamine moleate, o cousal relafionship to
flovoxamine maleate has not been established. Evens ore further classified within body system cotegories and enumerated in order of decreasing frequency
using the following definitons: fequent adverse events are defined as those occuring on one or more occasions in af least 1/100 patients; infrequent
adverse events ore those occurring between 1,/100 and 1/1000 patients; ond rore odverse events are those occurring in less than 1/1000 patients. Body
s a Whole: Frequent: accidental njury, molaise; Infrequent: llergic raction, neck poin, neck igdity, ovordose, phatosensitity reaction, suicide aftempr,
Rare: cyst, pelvic pain, sudden death, Cardiovascular System: Frequent: hypertension, hypotension, syncope, tochycardio Infrequent. angina pectori,
brodycordia, cordiomyopathy, cardiovascular disease, (oIJ extremifies, conduction delay, heart failure, myocardial inforction, pallor, pulse iregular, ST
segment changes; Rare: AV Lluk, cerebrovascular occident, coronory artery disease, embolus, pericardits, phlebits, pulmonary inforction, suproventriculor
extiosystoles. Digestive System: Frequent: elevated liver onsominases; Infrequent: colis, enctotion, esophagitis, gastrifis, gastroenteritis,
guslrmnreslim;l be[ﬂmhoge goshointestinal ulcr, gingivits, glossits, hemorrhoids, melena, rectal hemotrhage, stomtii; Rore: bilory pain, cholecysits,
d f

such os theophylline, propranclol and other beto-blockers, warforin, digoxin, and diltiazem. Effects of Smoking on Fl
Smokers had a 25% increase in the metabolism of fi compored o kers. Ele lsiv ,brqy (ECT): There ore no clinical
studies establishing the benefits or isks of combined use of ECT ond fluoxomine maleate.
Carcinogenesis, Mutagenesis, Impai of Fertility
Carcinogenesis: There is no evidence of corcinogenicity, icity or impairment of feriity with fluvoxomine maleate.There was no evidence of
arinogenicity in ots heated orally with flvoxamine moleate for 30 months or homsters reated orall with flovoxamine maleate for 20 (femoles) or 26
(males) months. The daily doses in e high dose groups in these studies were increased over the course of the study from a minimum of 160 mg/kg to
o maximum of 240 mg/kg in rats, and from a minimum of 135 mg/kg to 0 maximum of 240 mg/kq in hamsters. The maximum dose of 240 mg/kg
is approximately 6 fimes the maximum human daily dose on o mg/m’ basis. Mutagenesis: No evidence of mutagenic potentiol wos observed in @ mouse
micronucleus test, an i vifto chromosome aberration test, or the Ames microbial mutagen test with or without metabolic octivation. Impairment of
Fertility: In fertiity studies of mole and female rots, up to 80 mg/k‘%duy orally of flovoxamine maleate, (approximately 2 times the maximum human
daily dose on a mg/m’ basis) had no effect on mating performance, duration of gestation, or pregnancy rate.

C: In teratology studies in rats ond rabbifs, doil orol doses of fluvoxamine maleate of up to 80 and

egnancy

Teratogenic Effects - Pregnancy Cat

40 Z?'XE espectively (g xiv:gy 2 fimes lﬂ maximum human daily dose on o mg/m’ basis) coused no fetol malformations. However, in other
reproduction studies in which pregnant rats were dosed through weaning there was (1) an increase in pup mortality ot birth (seen at 80 mg,/kg and above
but not at 20 mg/kg), and (2) decreases in postatal pup weights (seen at 160 but not ot 80 mg,/kg) and survival (seen at ol doses; lowest dose fested
= 5 mg/kg). (Doses of 5, 20, 80, and 160 mg/kg ore approximately 0.1, 0.5, 2, and 4 fimes the maximum human daiy dose on o n;&/m’ basis.)
While the results of o cross-ostering study implied that at least some of hese results fikely occurred secondarily to matemal toxicity, the role of o direct
drug effect on the fetuses or pups could not be ruled out. There are no odequate and well<ontrolled studies in pregnant women. Fluvoxamine maleate should
be used :u'vdmlg).w'e'gnun(y only if the potentiol benefit justifies the potential risk to the fetus.

The effect of ﬂmx:nyim on lobor 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 discontinue the drug should
toke into account the potential for serious adverse effects from expasure to fluvoxamine in the nursing infont as well as the potential benefits of LUVOX®
(flovoxamine maleate) Tablets therapy to the mother.
Pediatric Use
The efficacy of fluvoxamine maleate for the reatment of Obsessive Compulsive Disorder was demonstrated in o 10-week multicenter placebo controlled
study with 120 outpatients ages 817. The odverse event profile observed in that study wos generally similar to that observed in odult studies with
guvoxnr;ijm (see ADVSRSE %\&ﬂmm e 4

lecreased oppefite and weight loss in association with the use of fluvoxomine as well as other SSRIs. Consequently, regular monit
of weight and growth is recommended if reatment of o child with an SSRI is to be continued long term. e

} https://doi.org/10.1017/51092852900031072 Published online by Cambridge University Press

lL lelithi sem e is, intestinal obstruction, joundice. Endocrine System: lnlroqtm;k hvpo‘m':vkvmdnm Rare: go&u n.-k:Jd
riphtk ystems: Infrequent: anemio, ecchymass, leukocytosis, ymphadenopaty, thiomt ia; Rore: ia, purpuro. Met
utritional Systems: Frequent: edema, weight gain, weight loss; Infiequent. dehydrafion, hvper(holesmm; Rore: diobetes melltus,

hyperglycemio, hyperlipidemio, hypoglycemio, hypokolemia, loctote' dehydrogenase increased. Musculoskeletal System: Infrequent: artholgio,

arthiifis, bursits, generalized muscle spasm, myastﬁm‘n, tendinous contracture, tenasynovitis; Rare: arthrosis, myopathy, pathological fracture. Nervous

System: Frequent: amnesio, apathy, hyperkinesia, hypokinesia, manic reaction, myoclonus, psychofic reacton; Inrequent: ia, okathisia, ataxia,

(NS depression, convulsion, delirum, delusion, depersonalization, drug dependence, d{!skmew dystonio, emational lability, euphoria, extrapyramidal

syndiome, goit unsteady, hallucinations, hemiplegio, hostilty, hypersomnia, hypochondriasis, hypotonia, hysteria, incoordination, increased salivation,

increased libido, nemul?ia, paralysis, paranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertigo; Rare: akinesia, come, fibilations,
mutism, obsessions, reflexes decreased, slured speech, tordive dyskinesio, torticlls, trismus, withdrawal syndrome. Respiratory System: frequent:
cough increased, sinusifs; Infrequent: asthma, bronchits, epistaxis, hoarseness, hyperventiltion; Rare: apnea, congestion of upper airwoy, hemoptysis,
hiccups, loryngisms, obstructive pulmonary disease, pneumonio. Skin: Infrequent. ocne, alopecia, dry skin, eczema, exfoliotive dermatitis, furunculosis,
seborhea, skin discoloration, uticari. Special Senses: Infrequent. occommodaion abnormal, conjuncivits, deafness, dipopia, dry eyes, ear pain, eye
pain, mydrasis, offis media, parosmio, photophobia, taste loss, visuol field defect; Rore: comeal ulce, retinal detachment. Urogenital System:

Infrequent: anuria, breast pain, cystiis, deloyed menstruation', dysura, female lactation', hematuria, menopause', menorthagia', metrorthagia', nocturia,

Eo'ytmu, vemenstrual syndrome', urinary inconfinence, urinary act nfection, urinary urgency, urination impaired, voginal hemorthage, voginits'; Rare:
idney (uﬁulus, h ia, oliguria.

"Based on the number of females. “Based on the number of moles.

Non-US Postmarketing Reports

Volunm reports of odverse events in potients toking LUVOX Tables that hove been received since market introduction and are of unknown cousal

relationship fo LUVOX Tablets use indude: toxic epidermal necrolsis, Stevens-Johnson syndrome, Henoch Schoenlein purpura, bullous eruption, priapism,

agranulocytosis, neuropathy, aplostic anemia, anaphylactc reacton, hyponatremio, ocute renal foilure, heparits, and severe okinesio with fever when
fi ine 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 FRO
THE PROFOUND
ANXIETY OF OCD

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

Low incidence of sexual dysfunctic

0/

® LUVOX® Tablets os placebo®: decreased libido 2% vs1%;
delayed ejaculation 8% vs 1%; anorgasmia 2% vs 0%;

impotence 2% s 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%vs 6%; constipation 10% vs 8%; §
dry mouth 14% s 10%'

The first SSRI e For adults, the most commonly observed adverse events
indicated for 0CD comp*uul to placebo were somnolence 22% vs 8%; insoms

in children and % vs 10%: nervousness 12% vs 5%; nausea 40% vs 14%; §
adolescents :

0/ 1

zwthem:t 14% vs 6%

Adverse events in children and adolescents were similar to
those observed in adult studies. The mpost commonly obsery§
adverse events compared to placebo were: agitation 12% vs §

2% vs 3%; dcprcss‘i(m 5% vs 0%; dysmenorrl

® hyperkinesia
1.
% vs 3%: flatulence 5% vs 0%; rash 7% vs 3% :
. e Concomitant use of LUVOX"'1 lll)lus and monoamine oxic
inhibitors is not recommended’ o

U \/O Xa | ﬂ e a ea e *Parameters occurring > 1% with fluvoxamine maleate

25 mg TABLETS 50 mg & 100 mg SCORED TABLETS Please see brief summary of prescribing information on adjacent page.

AVAILABLE IN 25-mg TABLETS

e\ First-line SSRY therapy for obsessions and compulsions
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