
COMPOSITION
Each tablet contains:
- Active ingredient: Montelukast sodium equivalent to

Montelukast ...10mg
- Excipients: Avicel PH 102,  Lactose Regular, Croscarmellose

sodium, Hypromellose (HPMC),  Magnesium stearate,
Opadry II Yellow,  Purified Talc.

CLINICAL PHARMACOLOGY
Mechanism of Action
MONTIGET (Montelukast sodium) is a competitive, selective
and orally active leukotriene D4 (cysteinyl leukotriene CysLT1)
receptor antagonist. The cysteinyl leukotrienes (LTC4, LTD4,
LTE4) are products of arachidonic acid metabolism and are
released from various cells, including mast cells and eosinophils.
These eicosanoids bind to cysteinyl leukotriene (CysLT)
receptors. Binding of cysteinyl leukotrienes to leukotriene
receptors has been correlated with the pathophysiology of
asthma, including airway edema, smooth muscle contraction,
and altered cellular activity associated with the inflammatory
process, factors that contribute to the signs and symptoms of
asthma. Thus, montelukast sodium inhibits physiologic actions
of LTD4 at the CysLT1 receptors, without any agonist activity.
PHARMACOKINETICS
Absorption
Montelukast sodium is rapidly absorbed following oral
administration. Peak plasma concentrations of montelukast
sodium are achieved in 2 to 4 hours after oral administration.
The mean oral bioavailability is 64%.
Distribution
Montelukast sodium is more than 99% bound to plasma
proteins. The mean plasma half-life of montelukast sodium
ranged from 2.7 to 5.5 hours in healthy young adults. The
pharmacokinetics of montelukast sodium is nearly linear for
oral doses up to 50mg.
Metabolism
Montelukast sodium is extensively metabolized in the liver by
cytochrome P450 isoenzymes CYP3A4, CYP2A6 and CYP2C9.
Therapeutic plasma concentrations of montelukast sodium do
not inhibit cytochromes P450 3A4, 2C9, 1A2, 2A6, 2C19, or 2D6.
Elimination
The plasma clearance of montelukast sodium averages
45mL/min in healthy adults. Montelukast sodium and its
metabolites are excreted principally in the feces via the bile.
INDICATIONS
MONTIGET (Montelukast) is indicated in adult for the
prophylaxis and chronic treatment of asthma including:
- The prevention of day and night time symptoms.
- The treatment of aspirin-sensitive asthmatic patients.
- The prevention of exercise-induced bronchoconstriction.
MONTIGET (Montelukast) is also indicated in adults for the
rel ief of symptoms of seasonal al lergic rhinit is.
DOSAGE AND ADMINISTRATION
Adults and adolescents 15 years of age and older with
asthma or seasonal allergic rhinitis:
one 10mg tablet daily.
ADVERSE REACTIONS
Montelukast is generally well tolerated. However, following
are the adverse effects reported which usually were mild and
did not require discontinuation of therapy.
- Hypersensitivity reactions (including angioedema, rash,

pruritus, urticaria and very rarely, hepatic eosinophillic
infiltration).

- Dream abnormalities, hallucinations, palpitations, drowsiness,
irritability, restlessness, insomnia, increased sweating,
headache.

- Nausea, vomiting, dyspepsia, diarrhea, abdominal pain.
- Myalgia including muscle cramps.
- Increased bleeding tendency, bruising edema.
- Tremor, dry mouth, vertigo, arthralgia.
Inform doctors with side effects when using medicine
CONTRAINDICATIONS
Montelukast is contraindicated in a patient who has shown
hypersensitivity to the drug or any of its components.
Montelukast is not indicated for use in acute asthma attacks
including status asthmaticus.
PRECAUTIONS
- Montelukast should not be abruptly substituted for inhaled

or oral corticosteroids. However the dose of inhaled
corticosteroid may be reduced gradually under medical
supervision.

- Although a casual relationship with leukotriene receptor
antagonism has not been established, caution and
appropriate clinical monitoring is recommended when
systemic corticosteroid reduction is considered in patients
receiving Montelukast.

- Montelukast should not be used as monotherapy for the
treatment and management of exercise-induced asthma.
Patients who have exacerbations of asthma after exercise
should continue to use their usual regimen of inhaled ß
agonists as prophylaxis and should have it available as and
when required.

- Montelukast does not block bronchoconstrictor response to
aspirin or non-steroidal anti-inflammatory drugs in aspirin
sensitive asthmatic patients. Such patients should continue
to avoid aspirin and other non-steroidal anti-inflammatory
drugs.

- Caution should be exercised when using Montelukast with
bronchodilator therapy. When clinical response is apparent
the bronchodilator therapy should be reduced.

USE IN PREGNANCY OR LACTATION
- Montelukast has not been studied in pregnant women. It

should be used during pregnancy only if clearly needed.
- It is not known if Montelukast is excreted in human milk.

Because many drugs are excreted in human milk, caution
should be exercised when Montelukast is given to a nursing
mother.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINE
Montelukast is not expected to affect a patient's ability to drive
a car or operate machinery. However, in very rare cases,
individuals have reported drowsiness.
DRUG INTERACTIONS
It is recommended that clinical monitoring, particularly in
children, be conducted when potent hepatic enzyme inducers
such as phenytoin, phenobarbital, or rifampicin are given with
Montelukast. These drugs will decrease the AUC of
Montelukast. No dosage adjustment for Montelukast is
recommended.
STORAGE CONDITIONS: Store at temperature below 300C.
Protect from sunlight and moisture.
SHELF-LIFE:
10mg Film-coated Tablets: 36 months from the manufacturing
date.
HOW SUPPLIED:
Montiget 10mg (film coated tablet): 2 blisters x 7 Tablets/Box.
SPECIFICATION: Manufacturer.
WARNING:
- Read carefully the leaflet before use.
- For further information, please contact your doctor.
- This drug is dispensed on prescription only.
- Keep out of reach of children.

Montelukast 10mg (as Montelukast Sodium)
film-coated tablet
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