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SINGULAIR 4 mg granules for kiddies 01VIVPY NI7MNA A" 4 710
SINGULAIR 4 mg chewable tablets for pre-school kids |an 177 o7 niav a"n 4 a0
SINGULAIR 5 mg chewable tablets now? ni'7av a"n 5 a0
SINGULAIR 10 mg tablets nI'72a0 a"n 10 a0

Composition: Montelukast (as sodium)
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SINGULAIR is indicated in adult and pediatric patients 12 months of age and older for the
prophylaxis and chronic treatment of asthma, including prevention of daytime and nighttime
symptoms, the treatment of aspirin- sensitive asthmatic patients, and the prevention of exercise-
induced bronchoconstriction.
SINGULAIR is effective alone or in combination with other agents used in the maintenance
treatment of chronic asthma. SINGULAIR and inhaled corticosteroids may be used concomitantly
with additive effects to control asthma or to reduce the inhaled corticosteroid dose while maintaining
clinical stability.

SINGULAIR is indicated for the relief of daytime and nighttime symptoms of seasonal allergic rhinitis
in adults and in pediatric patients 2 years of age and older.
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WARNING: SERIOUS NEUROPSYCHIATRIC EVENTS

Serious neuropsychiatric (NP) events have been reported with the use of SINGULAIR. The
types of events reported were highly variable, and included, but were not limited to,
agitation, aggression, depression, sleep disturbances, suicidal thoughts and behavior
(including suicide). The mechanisms underlying NP events associated with SINGULAIR
use are currently not well understood [see Warnings and Precautions (5.1)].
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Because of the risk of NP events, the benefits of SINGULAIR may not outweigh the risks in
some patients, particularly when the symptoms of disease may be mild and adequately
treated with alternative therapies. Reserve use of SINGULAIR for patients with allergic
rhinitis who have an inadequate response or intolerance to alternative therapies [see
Indications and Usage (1.3)]. In patients with asthma or exercise-induced
bronchoconstriction, consider the benefits and risks before prescribing SINGULAIR.

Discuss the benefits and risks of SINGULAIR with patients and caregivers when
prescribing SINGULAIR. Advise patients and/or caregivers to be alert for changes in
behavior or new NP symptoms when taking SINGULAIR. If changes in behavior are
observed, or if new NP symptoms or suicidal thoughts and/or behavior occur, advise
patients to discontinue SINGULAIR and contact a healthcare provider immediately [see
Warnings and Precautions (5.1)].

5 WARNINGS AND PRECAUTIONS

5.1 Neuropsychiatric Events

Serious neuropsychiatric (NP) events have been reported with use of SINGULAIR. These
postmarketing reports have been highly variable and included, but were not limited to, agitation,
aggressive behavior or hostility, anxiousness, depression, disorientation, disturbance in attention,
dream abnormalities, dysphemia (stuttering), hallucinations, insomnia, irritability, memory
impairment, obsessive-compulsive symptoms, restlessness, somnambulism, suicidal thoughts and
behavior (including suicide), tic, and tremor. NP events have been reported in adult, adolescent, and
pediatric patients with and without a previous history of psychiatric disorder. NP events have been
reported mostly during SINGULAIR treatment, but some were reported after SINGULAIR
discontinuation. Animal studies showed that montelukast distributes into the brain in rats [see
Clinical Pharmacology (12.3)]; however, the mechanisms underlying SINGULAIR-associated NP
events are currently not well understood. Based upon the available data, it is difficult to identify risk
factors for or quantify the risk of NP events with SINGULAIR use.

Because of the risk of NP events, the benefits of SINGULAIR may not outweigh the risks in some
patients, particularly when the symptoms of disease may be mild and adequately treated with
alternative therapies. Reserve use of SINGULAIR for patients with allergic rhinitis who have an
inadequate response or intolerance to alternative therapies [see Indications and Usage (1.3)]. In
patients with asthma or exercise-induced bronchoconstriction, consider the benefits and risks before
prescribing SINGULAIR.

Discuss the benefits and risks of SINGULAIR use with patients and caregivers when prescribing
SINGULAIR. Advise patients and/or caregivers to be alert for changes in behavior or for new NP
symptoms when taking SINGULAIR. If changes in behavior are observed, or if new NP symptoms or
suicidal thoughts and/or behavior occur, advise patients to discontinue SINGULAIR and contact a
healthcare provider immediately. In many cases, symptoms resolved after stopping SINGULAIR
therapy; however, in some cases symptoms persisted after discontinuation of SINGULAIR.
Therefore, continue to monitor and provide supportive care until symptoms resolve. Re-evaluate the
benefits and risks of restarting treatment with SINGULAIR if such events occur.

5.6 Risk in Patients with Phenylketonuria

SINGULAIR contains aspartame, a source of phenylalanine. Phenylalanine can be harmful to
patients with phenylketonuria (PKU). Each 4 mg and 5 mg chewable tablet contains 0.674 mg and
0.842 mg of phenylalanine, respectively. Before prescribing SINGULAIR to a patient with PKU,
consider the combined daily amount of phenylalanine from all sources, including SINGULAIR.

6 ADVERSE REACTIONS

The following clinically significant adverse reactions are described elsewhere in the labeling:
o Neuropsychiatric Events [see Warnings and Precautions (5.1)]




-t ORGANON

6.2 Postmarketing Experience

Psychiatric disorders

including, but not limited to, agitation, aggressive behavior or hostility, anxiousness, depression,
disorientation, disturbance in attention, dream abnormalities, dysphemia (stuttering), hallucinations,
insomnia, irritability, memory impairment, obsessive-compulsive symptoms, restlessness,
somnambulism, suicidal thinking and behavior (including suicide), tic, and tremor [see Boxed Warning,
Warnings and Precautions (5.1)]

Gastrointestinal disorders
diarrhea, dyspepsia, nausea, pancreatitis, vomiting

Skin and subcutaneous tissue disorders
angioedema, bruising, erythema multiforme, erythema nodosum, pruritus, Stevens-Johnson
syndrome/toxic epidermal necrolysis, urticaria
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