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

INDICATIONS AND USAGE
LUVOX® Tablets ore indicated for the reatment of obsessions and compuisions in adults end children ond adolescents (ages 8-17) with Obsessive Compuksive
Disorder (OCD), as defined in the DSAMIIR.
CONTRAINDICATIONS
Co-administrtion of terfenadine, astemizole, or cisapride with LUVOX® Toblets is contraindicated (see WARNINGS and PRECAUTIONS).
LUVOX® Tablets ore contraindicated in potients with a history of hypersensitivity to flwvoxomine maleote.
WARNINGS
In patients roceiving enother serotonin reptake inhibitor drug in with ine oxiduse inhibitors (MAOI),
there have been reports of serious, sometimes fatal, reactions. Some cases presented with features resembling neuroleptic
malignant sxndrome. Therefore, it is recommended that LUVOX® Tablets not be used in combination with a MAOI, or within
14 days of discontinving treatment with a MAOL After stopping LUVOX® Tablets, at least 2 weeks should be allowed before
starting a MAOL
Terfenadine, nstemizole and cisapride ure ull metubolized by the cytochrome P450IIA4 isoenzyme. | d plasma
concentrations of terfenadine, ustomizole and cisapride cause QT prolongation ond have been assodated with torsodes de
pointes-type ventricular tachycardi, sometimes fotal. Although it has not been definitively demonstrated that fluvoxamine
is a potent [11A4 inhibitor, it is likely to be. Consequently, it is ded that fi ine not be used in combination
with either terfenadine, astemizole, or cisapride.
Other Potentially Important Drug Interactions
(Also see PRECAUTIONS - Drug Interactions) Bewzodiazepines: Benzodi bolized by hepotic oxidation (e.g., alprozolam, midozolam,
Hriozolom, etc.) should be used with coution because the cleartnce of thess drugs is likely to be reduced by fiuvoxamine. The c?eumn(e of benzodiazepines
metabolized by glucuronidfion {6.g., lorazepam, oxazepam, temazepam) is unlikely fo be affected by fi ine. Alprazole fl i
maleate {100 mg qd) and alprozelom (1 mg gid) were co-odministared to steady stote, plasma concentrations end other pharmacokinefic parameters (AUC,
Cos, T} of alprazolam were approximately twice those observed when alprazolom was administered olone; oral clearance was reduced by about 50%. The
elevoted plasma olprozolom concentrations resulted in decreased psychomotor rerformance and memory, This inferaction, which hos not heen investigated
using higher doses of fluvoxamine, may be mare pronounced if a 300 mg daily dose is ccodministered, porficularly since fluvoxamine exhibits non-ﬂneur
rhnrmatokinsn'cs over the desage range 100-300 mg. If alprazelar is co-cdministered with LUVOX® Tablets, the iniial olprazolam dosage should be ot
leost holved and fitrotion to the lowsst effective dose is recommended. No dosage adjustment is required for LUVOX® Toblets. Diazepam: The co-
udministrafion of LUVOX® Tablets and diazepam is generally not odvisable. Becouse fluvoxamine reduces the clearance of both diazepam and ifs active
metabolit, N-desmethyldiazepam, there is o strong ikefihaod of substantial accumulation of both species duiing chronic co-odministiation. Theophyflime:
The effect of steady-stute flovoxemine (50 mg hid) on the pharmacokinetics of a single dose of theophylline (375 mg as 442 mg aminophyliine} was
evalugted in 12 healthy norsmoking, male wﬁumeevs. The clearance of theophyline was decreased approximately 31‘0?d. Therefore, if theophylling is co-
administered with flovoxemine maleate, ifs dose should be reduced to one third of the usuol daily mointenance dose and plasma concentrations of
theaphylline should be monitored. No dosoge adjustment is required for LUVOX® Toblets, Warfarin: When flovoxamine maleate (S0 mg fid) wos
administered concomitantly with warferin for two weeks, warforin plasma concentrations increased by 98% and prothrombin fimes were prolonged. Thus
patients seceiving orcl anficoagulants and LUVOX® Tablets should have their prothrombin fime monitored end their anficocgulant dose adjusted occordingly.
No dosoge adjustment s required for LUVOX® Tablets.
PRECAUTIONS
General
Activation of Mania/Hypomania: During premarkefing studies involving primarily depressed patients, hypomania or mania occurted in approximately
1% of pafients Hreated with mlvoxamine, Activation of mania/hypomania hos also been reported in @ smnﬁ proportion of pofients with major affective
disorder who were treated with other marketed antidepressants. As with all antideprassonts, LUVOX® Toblets should be used cautiously in potients with a
history of manic. Seizures: During premarkefing studies, seizures were reported in 0.2% of fluvoxamine-treated pafients. LUVOX® Tablets should be used
caufiously in pafients with g history oF seizures. 't should be discantinued in any patient who develops seizures. Suicide: The possibility of a suicide attempt
is inherent in pafients with depressive symptoms, whether these accur in pimary depression o in association with another primary disorder such os OCD.
Close supervision of high sk patients should accompany initel drug theropy. Prescriptions for LUVOX® Tobless should be written for the smallest quanfity of
toblefs consistent with good patient management in order fo reduce the risk of overdose. Use in Patients with Concomitant Hiness: Closely
monitored clinicol experience with LUVOX® Tablets in potients with concomitant systemic llness is limited. Caution s udvised in odministering LUVOX®
Tablets to potients with diseases or conditians that cauld affect hemodynormic responses or mefabolism. LUVOX® Tablets have ot been evoluated o used
to ony appreciable extent in pafients with o recent history of myocardial inforction or unstable heart dissase. Patients with these diagnoses were
systematically excluded from many cinical studies during the product's premurkerin% testing. Evaluation of the electrocardiograms for pafients with
depression or OCD wha parficipated n premarketing studies revealed no differences between flovoxamine and placebo in the emergence of clinically
important ECG changes. In patients with liver dysfunction, fluvexaming clecrance wos decreosed by approximately 30%. LUVOX® Tablets should be slowly
titrated in patients with liver dysfunction during the initiation of reatment.
Information for Patients
Physicians are advised to discuss the fallowing issues with patients for whom they prescribe LUVOX® Tablets: Inferference with Cognitive or Motor
erformance: Since any psychoactive drug may impair judgement, thinking, or motor skills, patients should be: cautioned about operafing hazardous
machinery, including automobiles, until they ore certoin that LUVOX® Tablets therapy does not adversely affect their abilty to engage in such activities.
Pregnancy: Patients should be advised to notify their physicians if they become pregnant or intend to become regnant during therapy with LUVOX®
Tablets. Nursing: Patients receiving LUVOX® Tablets shoutd be odvised ta notify their physicians if they re breast feeding on infant, (See PRECAUTIONS
- Nursing Mothers.) Concomitant Medication: Patients should be odvised to noffy their physicians if they are taking, or plan to take, any presaription
or overne-counter drugs, since tere s o potential for clinically important inferactions with £UVOX Tablets. Afcohol As with other psychoropic medications,
patients should be advised to avoid alcohol while taking LUVOX® Tablets. Allergic Redetions: Patients should be advised to notify their physicians if they
develop a rash, hives, or a related allergic phenomenan during therapy with LUVOX® Tables.
Loboratory Tests
These are no specific laboratory tests recommended.
Drug Interactions
Potential interactions with drugs that inhibit or are Metabolized by Cytochrome P450 Isozymes: Multiple hepatic cytochrome P450
(CYP430) enzymes are involved in the oxidative biotransformation of a lorge number of structurally different drugs and endogenous compounds. The
available knowledge concerning the relctionship of fluvoxumine and the CYP450 enzyme system has been obtained mostly from phormacokinetic inferaction
studies conducted in healthy volunteers, but some preliminary in vitto dato re also uvuiluzle. Based on ¢ finding of substantial interactions of fluvoxamine
with certain of these and Yimited in vitro data for the HIA4 isoenzyme, it ppears that flovoxamine inhibits isoenzymes that are known to be involved in the
metobalism of drugs such as warfarin, theophylline and proprancfol. A clnically significant fluvoxamine interaction is possible with drugs having a norrow
therapeutic rafio such as terfenading, astemizale, or cisopride, worfarin, theoph;{lline, <ertain benzodiozapines and phenytoin. f LUVOX® Tablets are to be
administered together with a drug that is eliminated via oxidative metobolism and has o norrow therapeutic window, plesma levels and/or phormacodynamic
effects of the latter drug shoulg be manitored closely, at least until steady-state conditions are reached. CNS Active Drugs: Please see complete
prescibing information for recommendations regarding CNS drugs such as monoamine oxidase inhibitors, lprozolom, diazepam, alcohol, carbomazepine,
clozapine, lithium, lorazepam, methadone, sumatiptan, tactine, ticyclic anfidepressants, tryptophan; and other drugs such as theophyline, warlarin,

.

ZfHﬁ]RﬁM(OlUGY), and greater sensifiviy of some alder individuals also cannot be ruled out. Consequently, LUVOX® Tublets should be slowty finated dusing iificfion
eIapy.

ADVERSE REACTIONS

Associated with Discontinuation of T

0f the 1087 OCD and depressed patients ireated with flovoxamine maleate in controed clinical trials conducted in North America, 22% disconfinved
rgatment due fo an adverse event.

Incidence in Controlled Trials - Commonly Observed Adverse Events in Controlled Clinical Triafs: LUYOX® Tablefs have been studied
in controlled trials of 0CD (N=320) and depression (N=1350). In genercl, adverse event rates were similar in the two dofa sefs os wel os in the pediotic
0CD study. The mast commanly observed adverse events associated with the use of LUVOX® Tablets and likely to be drug-elated {incidence of 5% or greater
and af least twice that for placebo) derived from Table 1 were: somnolance, insomni, nervousness, tremar, nausea, dyspepsia, arorexia, vomilig,
abnormal ejoculation, sthenio, and sweating. In a pool of two studies involving only potients with OCD, the fallowing additional events wers idenied
using the above rule: dry mouth, decreased libido, urinary frequency, cnorgosmia, shinitis and faste perversion. In a study of pediatric patients with (D,
the following additional events were identified using the above rule: agitafion, depression, dysmenoithea, fiatulence, hyperkinesia, and rash.

Adverse Events Occurring at an Incidence of 1%: Toble 1 enumerotes adverse evenfs that occurted at o frequency of 1% or more, ond were
more frequent than in the plocebo group, among patients treated with LUVOX® Tablets in two shortterm plocebo controlled OCD friaks (10 week) and
depression trils (6 week) in which potients were dosed in a range of generally 100 o 300 mg/day. This table shows the percentoge of patients in each
group who hod ot least one ccurrence of an event at some fime during their trectment, Reported adverse avents were clossified using a standard COSTARF
based Dictionary terminology. The prescriber should be aware that these figures cannot be used to predict the incidence of side effects in the course of usu
medical practice where pafient characteristics and other factors may differ from those that prevailed in the clinical trials. Similarly, the cted frequencies
cannot be compared with figures obtained from other dlinical investigations invalving different freatments, uses, and investigators. The cited figures, howeser,
do provide the prescibing physician with some basis for esfimating the relative contribution of drug and nondrug fuctors fo the sideeffect incidence rota in
the populafion studied.

Table 1: TREATMENT-EMERGENT ADVERSE EVENT INCIDENCE RATES BY BODY SYSTEM IN ADULT OCD AND DEPRESSION
POPULATIONS COMBINED' {flovoxomine [N=892] vs. placebo [N=778] by pafients—percentoge); BODY AS WHOLE: Hendache (22 vs. 20);
Asthenia (14 vs. 6); Flu Syndrome (3 vs. 2); Chill (2 vs. 1), CARDIOVASCULAR: Polpitations (3 vs. 2). DIGESTIVE SYSTEM: Nouseo (40 v, 14);
Diarthea (11 vs. 7); Consfipation (10 vs. 8); Dyspepsia (10 vs. 5); Anorexia (6 vs. 2); Vomiting (5 vs. 2); Flatulence (4 vs. 3); Tooth Disorder® (3 vs. 1);
Dysphagia (2 vs. 1). NERVOUS SYSTEM: Somnolence (22 vs. 8); Insomnia (21 vs. 10); Dry Mauth {14 vs. 10); Nervausness (12 vs. 5); Dizziness (11
vs. 6); Tremor (5 vs. 1); Anxiety (5 vs. 3); Vasodilotation’ (3 vs. 1) Hypertonia (2 vs. 1) Agitufion {2 vs. 1); Decreased Libido (2 vs. 1); Depression {2 .
1); NS Stimulation (2 vs. 1). RESPIRATORY SYSTEM: Unper Respirctory Infection (9 vs. 5); Dyspnea (2 vs. 1); Yown (2 vs. 0), SKIM: Swating
(7 vs. 3). SPECIAL SENSES: Taste Perversion (3 vs. 1); Amblyopio® (3 vs. 2). UROGENITAL: Abnormal Eiaculotion® (8 vs. 1); Usinary Frequency (3
vs. 2); Impotence® (2 vs. 1); Anorgasmig 2 vs. 0); Urinary Retention {1 vs. 0).

"Fvents for which fluvoxeming maleate incidence wos equal to or less than placebo are not fisted in the table above, but include the following: abdominel
pain, obnormol drearms, appetite increase, bock pain, chest pain, confusion, dysmenorthea, fever, infection, leg cramps, migraine, myalgia, pain, paresthesio,
pharyngits, postural hypotension, pruritus, rash, thinitis, thirst and finnitus. “ncludes “toothoche,” “tooth extraction and abscess,” and *cories.” *Mostly
feeling warm, hot, or flushed. *Mostly “blurred vision.” *Mastly “deloyed sjoculation.” “ncidence based on number of mole pafients.

Adverse Events in OCD Placebo Controlled Studies Which are Markedly Different (defined as ot least  two-fold differance)
in Rate from the Pooled Event Rates in OCD and Depression Placebo Controlled Studies: The events in 0CD studies with o twofold
decreose in rate compaved fo event rates in OCD and depression studies were dysphagia and omblyopia (mostly blured vision). Addiionall, there was en
approximote 25% dacrease in nausea. The events in OCD studies with a twe-old increose in rate compared to event rates in OCD and depression studies
were: asthenia, abaormal ejoculation (mostly delayed ejoculation), anxiety, infection, hinifs, anorgasmia (in males), depression, Abido decreased,
phuryngtLﬁs, agiruliokn, impotence, myoclonus,/hwifch, Hhirst, weight loss, leg cramps, myalgia and urinary retention. These events are listed in order of decreesing
rates in the OCD triok.

Other Adverse Events in OCD Pediatric Population, In Pediatric patients (N=57) treoted with LUVOX® Tablefs, the overal profle of odverse everts is
similor fo that seen in adut studies. Other reactions which have been reparted in two or more pediatric pafients, ond were mere frequent than in the phacebo group
group were: abnomnal thinking, cough increase, dysmenorrhes, ecchymosis, emotional labilty, epistuxis, hyperkinesia, infection, manic seaction, rash, sinusis, and
weight decrease.

Vital Sign Changes

Comparisons of fluvoxamine maleate and placabo groups in separate pools of short-tarm OCD and deprassion tials on (1) median change from bassline on
various vital signs variables and on (2) incidence o? pafients meeting criteria for potentially important changes from baseline on various vital signs variables
revealed no importunt differences between flovoxaming moleate and placebo.

Loboratory Changes

Comparisons of fluvoxamine maleate and placebo groups in separate pools of shortterm OCD ond depression fials on (1) median change from bassline on
various serum chemistry, hematology, and vrinalysis variobles and an (2) incidence of patients meefing criterin for potentiolly important changes from
baseline on various serum chemistry, hematolagy, and wrinelysis voriobles revealed no important differences between fluvoxomine maleate and placebo.
£(G Changes

Comparisons of fluvoxamine maleate and placebo groups in separate paols of shortterm OCD and depression tials on (1) mean change from baseline on
various ECG variables and on (2) incidence of patients meeting criterc for potentially important changes fiom baseline on various ECG variables reveoled
no important differences between fluvaxoming maleate and plocebo.

Other Events Observed During the Premarketing Evaluation of LUVOX® Tablets

Duting premarketing <linical triels conducted in North Americc and Europe, muliple doses of fluvoxemine malects were administered for a combined tofol
of 2737 patient exposures in patients suffering OCD or Major Dapressive Disordsr, Untoward events associated with this exposure were recorded by clinical
investigators using descriptive terminalogy of their own choosing. Consequently, it is not possible fo provide a meaningful estimate of the praportion of
individuals experiencing adverse events without first grouping similar types of untoward events info o limited {i.., reduced) number of stundard event
categories. In the tabtﬂurions which follow, a standord COSTARTbased Dictionary terminology has been used to classify reported adverse events. If the
COSTART term for an event was so general as to be uninformative, it wos reploced with a more informative tevm, The frequencies presented, therefore,
represent the proporfion of the 2737 pafient exposures to mulfiple doses of fluvoxaming maleate who experienced an event of the type cited on of least
one occosion while receiving fluvoxomine molsate. Al reported avents are included in the lst below, with the following excepfions: 1) those events olieady
listed in Table 1, which tabulates incidence rofes of common adverse experiences in placebe-contiolled OCD and dapression climical frioks, are exchided; 2)
those events for which a drug couse was considered remote (i.e., neoplasia, gushointesfinal corcinoma, herpes simplex, herpes zaster, opplicafion site
reaction, and unintended pregnancy) are omitted; and 3) events which were reporfed in only one patient and judged fo nof be potenfially sriaus are ot
included. It is important to emphasize that, olthough the events reported did occur during treatment with flvoxemine maleate, o causal relationship to
fluvexamine maleate hos not been established. Events are fusther dlassified within body system cotegories and enumerated in arder of decreasing frequency
using the following definitions: frequent odverse events are defined o those occurting on one or more occasions in ot least 1/100 patients; infrequent
adverse events are those occuning betwaen 1,100 and 1,/1000 patients; and rare advarse avents ore those occurring i less than 1/3000 patients. Sedy
as a Whole: Frequent: accidental injury, molaise; Infiequent: allergic reaction, neck pain, neck rigicity, overdose, photosensifivity reaction, suicide attempt;
Rore: eyst, pelvic pain, sudden decth. Cardiovascular System: Frequent: hypertension, hypotension, syncops, tachycardic; infraquent: angina pectors,
bradycardio, cordiomyapathy, cordiovastular disease, cold extremities, conduction delay, heort failure, myocordiol infarction, poler, pulse imegulor, ST
segment chonges; Rore: AV block, ceretirovasculor ccident, coronory artery disease, embolus, pericardits, phlebitis, pulmanary infarction, suproventriculor
exfrasysholes. ‘lliigesllive System: Froquent: clevated lver tansominases; Infrequent: colfs, eructation, esophagitis, gasifs, gostroenteri,

digoxin, diltiazem, propenolol and other betablockers. Efects of Smoking on Fluvoxamine Metabolism: Smokers hod o 25% increase in the
metabolism of fl ine compored fo kers. El Isi l;?mrpy (ECT}: There are no clinical studies establishing the benefits or risks
of combined use of ECT ond fluvoxamine maleate.
Carcinogenesis, Mutugenesis, Impai of Fertility

Carcinogenesis: There is no evidence of carcinogenicity, mutagenicity or impairment of fertiity with fluvoxaming maleate. There wos no evidence of
carcinogenicty in rafs treated oralty with fluvoxamine maleate for 30 months or hamsters treated orally with fluvoxaming maleate for 20 (females) or 26
(males) months. The daily doses in the high dose groups in these studies were increased aver the course of the study from a minimum of 160 mg/kg to
a maximem of 240 mg/kg in tats, and from o minimum of 135 mg,/kg 1o o maximum of 240 mq /kg in hamsters. The maximum dose of 240 mg/kg
is approximately 6 times the maximum hyman daily dose an a mg,/m? basis. Mutagenesis: No evidence of mutagenic potential was observed in o mouse
mictonucleus est, on in vitro chromasome oberrotion test, or the Ames microbial mutagen test with or withaut metabolic octivation. Impairment of
Fertifity: In fertilty studies of male and female rats, up to 80 mg,/kg/day orally of flwvoxaming maleate, {opproximately 2 times the maximum human
daity dose an o mg/m” bosis) had no effect an mating performance, gurution of gestation, or pregnancy rate.

Pregnancy

Teratogenic Effects: Pregnancy Category C: In teratology studies in rets and rabbits, daily oral doses of fluvoxamine malsate of up o 80 ond
40 mg‘ﬂg,mrespecﬁvelv (appraximately 2 times the maximum human daily dose on @ mg/m? basis} caused no fetal malformations. However, in other
reproduction studies in which pregnant rafs were dosed through weaning there was (1) an increase in pup mortality at birth {seen at 80 mg/kg and dbove
but not at 20 mg/kg), and (2) gecreuses in postatal pup weights (seen of 160 but not ut 80 mg/kg) and survival (sesn ot all doses; lowest dose tested
= 5 mg/kg). (Doses of 5, 20, 80, and 160 mg/kg are approximately 0.1, 0.5, 2, and 4 times the maximum human daily dose on o mg/m? basis.}
While a1e tesults of o <rossostering study implied that at least some of these resubs likely occurred secondarily to matemal toxicity, the ro?e of a direct
drug effect on the fetuses or pups could not be ruled out. Ther are no adequate and well-controlled studies in pregnant women. Fluvoxaming maleate should
be used duiing pregnancy only if the potentiol benefit justifies the potential risk to the fetus.

Labor and Delivery

The effect of fluvoxamine on labor and delivery in humans is unknown.

Nursing Mothers

As for many other drugs, fuvoxamine is secrefed in human breast milk. The decision of whether to disconfinue nursing or to discontinue the drug should
toke info account the potential for serious adverse effects fiom exposure to flovoxamine in the nursing infant cs well as the potential benefits of LUVOX®
(flovoxamine maleate} Tablets therapy fo the mother.

Pediatric Use

The efficacy of flovoxamine maleate for the treatmernt of Obsessive Compulsive Disorder was demonstroted in @ 10-week multicenter placebo controlled
study with 120 outpefients ages 8-17. The adverse event piofile observed in that study was generally similar fo that observed in adult studies with
fiwvoxomine (see ADVERSE REACTIONS and DOSAGE AND ADMINISTRATION).

Decreased oppetite and weight loss have been observed in association with the use of fuvoxamine os well os other SSRIs. Consequently, regular menitoring
of weight umregmwth is tecommended if teatment of a child with an SSRI is 1o be confinued long term.

Geriatric Use

Approximately 230 potients paripating in conrolled premarketing studies with LUVOX® Tablets were 45 years of age or aver. No overall differences in safety were
observed between these patients and younger patients. Other reported clinicol experience has not identfied differences in response between the elderly and younger
patients. However, the cleoronce of Huvoxamine is decreased by obout S0% in elderly compored to younger pafients (see Phamnacokinefics under CLIMCAL

https://doi.org/10.1017/51092852900000742 Published online by Cambridge University Press

inol ulcer, gingiviis, glossits, hemorthoids, melena, rectal hemorrhage, stomtifis; Rare: biliary pain, cholecystifs,
cholelithiasis, facal inconfinence, hematemesis, intestinal obstruction, jaundice. Ende System: Infrequent: hypothyroidism; Rore: goiter. Homic and
Lymphatic Systems: nfiequent: anemio, ecchymosis, leukocytoss, lymphadenopathy, thrombocytapenia; Rare: lekapenia, pupura. Metobolk and
fm,riﬂonal Systems: Frequent: edema, weight goin, weight loss; fnfrequent: dehydration, hypevcholesmroEmia; Rore: dicbetes melitus,
hyperglycemia, hyperlipidemio, hypoglycemio, hypokalemic, lactate dehyd increased. Musculoskelotal System: Infrequent: artralgia,
arthiits, bursifis, generalized muscle spasm, myasthenia, tendinous contracture, tenosynovits; Rare: arthrosis, myopathy, pathalogical frachwe, Nervows
System: Frequent: omnesia, opathy, hyperkinesia, hypokinesia, monic reaction, myoclonus, psychofic reaction; fnfreguent: ogoraphobia, akathisia, otuxia,
(NS depression, convulsion, deliriom, delusion, depersondlization, drug dependence, dyskinesia, dystonio, emofionat lability, euphoria, extrapyromidal
syndrome, gait unsteady, hallucinations, hemiplegia, hostilty, hypersomaio, hypochondiiasis, hypotonio, hysteria, incoordination, inagased salivafion,
increased libido, neurolgio, poralysis, paranoid reaction, phobia, psychosis, sleep disorder, stupor, twitching, vertiga; Rare: akinesia, coma, fbrillations,
mutism, obsessions, ref?exe: decreased, slurred speech, tardive dyskinesio, torticoll, trismus, withdrawal syndiome. Respiratory System: Fraquent:
cough increased, sinusiis; Irfrequent: asthma, bionchitis, epistaxis, hoarseness, hyperventilation; Rare: apnea, congesfion of upper airway, hemoptysis,
hiccups, laryngismus, obstructive pulmonary disease, pneumonia. Skin: Infrequent: acne, olopecia, dry skin, eczemn, exfoliofive dermatits, furunculosis,
seborthea, skin discoloration, urticaria. Special Semses: Infrequent: cccommodation abnormal, conjunctivitis, deafness, diplopia, dry eyes, ear poin, eye
pain, mydiosis, ofifis medic, parosmia, photophobio, taste loss, visual field defect; Rore: comeal ulcer, refinal detachment, Uragenital Systoms:
Infrequent: anuria, breost pain, cystits, deloyed mensiruation', dysuria, femle lactation', hematuria, menopause', menarthogia', mefrorrhagia', nocturia,
polyuria, | syndrome', urinary i urinary fract infection, rinary urgency, uiinafion impaired, voginal hemorthage!, vaginifis'; Rare:
kidney calculus, f i, oliguria.

"Based on the numbes of females. Based on the number of males.

Non-US Postmarketing Reports

Voluntary reports of adverse events in patients toking LUVOX® Tablefs that have been received since market introduction and are of unknown cousal
telationship to LUVOX® Tablets use include: toxic epidermal necrolysis, Stevens-Johnson syndrome, Henoch-Schoenlein purpura, bullous eruption, priapism,
agranulacytosis, newrapathy, aplastic anemia, anophylactic reaction, hyponatremia, ocute renol fuilure, hepatitis, and severe okinesia with fever when
fluvoxamine was co-odministered with ontipsychofic medication.

OVERDOSAGE

Refer to package insert (11E Rev 3/98) for overdosoge information.

DOSAGE AND ADMINISTRATION

Refer to package insert (11E Rev 3/98) for desage and adrinistration information.

R only

Rev 10/98 (11E5)

Reference: 1. Data on file, Solvay Pharmaceuticals, Inc.

Solvay Pharmaceuticals
Marietta, GA 30062

Solvay ]
Pharmaceuticals
January 1999

Pharmacia&Upjohn

© 1999 Solvay Pharmaceuticals, Inc. All rights reserved. SVL414


https://doi.org/10.1017/S1092852900000742

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%, nausea 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

*Parameters occurring 21% with fluvoxamine maleate.

The first SSRI

B el fluvoxamine maleate

adolescents 25mg TABLETS 50 mg & 100 mg SCORED TABLETS

Piease see brief summary of prescribing information on adjacent page. THE #1 SSRI PRESCRIBED BY
©1999 Solvay Pharmaceuticals, Inc. All rights reserved. PSYCHIATRISTS FOR OCD1 .
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