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Montica®

. Montelukast Tablet
Composition :

Montica® 4 : Each chewable tablet contains Montelukast BP 4mg.

Montica® 5 : Each chewable tablet contains Montelukast BP 5mg.

Montica® 10 : Each film coated tablet contains Montelukast BP 10mg.

Description : Montelukast is a selective and orally active leukotriene receptor
antagonist that inhibits the cysteinyl leukotriene CysLT4 receptor. Cysteinyl
leukotrienes and leukotriene receptor occupation have been correlated with the
pathophysiology of asthma, including airway edema, smooth muscle contraction and
altered cellular activity associated with the inflammatory process, which contribute to
the signs and symptoms of asthma.

Indications : Montica® is indicated for the prophylaxis and chronic treatment of
asthma.

Dosage and administration : Adolescents & adults (15 years of age or over) :
10mg daily to be taken in the evening. Pediatric (6-14 years of age) : 5mg daily to be
taken in the evening. Pediatric (2-5 years of age) : 4 mg daily to be taken in the
evening. Safety and effectiveness of Montelukast in pediatric patients less than 12
months of age with asthma have not been established.

Or, as directed by the registered physician.

Side effects : Generally, Montelukast is well-tolerated. Side effects include
dizziness, headache, restlessness, abdominal pain, cough, fever, asthenia, rash and
upper respiratory tract infection.

Contraindication : Montelukast is contraindicated to patients with hypersensitivity
to any component of this product.

Precautions : Montelukast is not indicated in acute asthma attacks. Patients with
known aspirin sensitivity should avoid aspirin or other NSAID, while taking
Montelukast.

Use in pregnancy and lactation : Pregnancy : There are no adequate and well-
controlled studies of Montelukast in pregnant women. So Montelukast should be
used during pregnancy only if clearly needed. Lactation : It is not known that
Montelukast is excreted in human milk. Caution should be exercised when
Montelukast is given to a nursing mother.

Drug Interaction : Montelukast has been administered with other therapies
routinely used in the prophylaxis and chronic treatment of asthma with no
appropriate increase in adverse reactions. Cytochrome P-450 inducers : No dosage
adjustment for Montelukast is recommended.

Overdose : No specific information is available on the treatment of overdosage with
montelukast. In the event of overdose, it is reasonable to employ the usual
supportive measures.

Storage : Store below 25°C away from sunlight.

Packing :

Montica® 4 : Each box contains 3x10's tablets in Alu-Alu pack.

Montica® 5 : Each box contains 3x10's tablets in Alu-Alu pack.

Montica® 10 : Each box contains 3x10's tablets in Alu-Alu pack.

rE Manufactured by

Euy EURO Pharma Ltd.
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