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Montelukast Sodium BP

50125

Presentation:

Monfast 4 mg ODT: Each tablet contains Montelukast Sodium BP 4.16
mg equivalent to Montelukast 4 mg.

Monfast 5 mg ODT: Each tablet contains Montelukast Sodium BP 5.20
mg equivalent to Montelukast 5 mg.

Monfast 10 mg Tablet: Each tablet contains Montelukast Sodium BP
10.40 mg equivalent to Montelukast 10 mg.

Indications:

Monfast is indicated for the relief of symptoms of seasonal allergic
rhinitis and asthma in adults and pediatric patients, 2 years of age
and older.

Dosage and Administration:

General information: Monfast should be taken once daily. For
asthma, the dose should be taken in the evening. For seasonal
allergic rhinitis, the time of administration may be individualized to
suit patients’ needs. Patients with both asthma and seasonal allergic
rhinitis should take only one tablet daily in the evening.

Adults and adolescents 15 years of age and older with asthma or
seasonal allergic rhinitis: The dosage is one 10 mg tablet daily.
Pediatric patients 6 to 14 years of age with asthma or seasonal
allergic rhinitis: The dosage is one 5 mg ODT daily. No dosage
adjustment within this age group is necessary.

Pediatric patients 2 to 5 years of age with asthma or seasonal
allergic rhinitis: The dosage is one 4 mg ODT daily.

Monfast can be taken with or without food.

Contraindications:
Hypersensitivity to any component of Monfast.

Precautions:

General: Montelukast is not indicated for use in the reversal of
bronchospasm in acute asthma attacks, including status asthmati-
cus. Patients should be advised to have appropriate rescue medica-
tion available.

Montelukast should not be abruptly substituted for inhaled or oral
corticosteroids. Montelukast should not be used as monotherapy
for the treatment and management of exercise induced bronchospasm.
In rare cases, patients on therapy with Montelukast may present
with systemic eosinophilia, sometimes presenting with clinical
features of vasculitis consistent with Churg Strauss syndrome, a
condition which is often treated with systemic corticosteroid therapy.

Adverse Reactions:

Adolescents and Adults 15 years of age and older: In placebo-con-
trolled clinical trials, Montelukast has been evaluated for safety in
approximately 2600 adolescent and adult patients of 15 years and
older, the following adverse experiences reported with Montelu-
kast occurred in greater than or equal to 1% of patients.

General: Asthenia/fatigue, Fever, Pain.

Gastrointestinal: Dyspepsia, Gastroenteritis.

Nervous System/Psychiatric: Dizziness, Headache.

Respiratory System: Congestion, Cough, Influenza.

Skin: Rash; Laboratory adverse experiences: ALT increase, AST
increase, Pyuria.

Pregnancy:
Category B. There are no adequate and well-controlled studies in
pregnant women.

Lactation:

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.

Drug Interaction:

Drug Interactions: Montelukast has been administered with other
therapies routinely used in the prophylaxis and chronic treatment of
asthma with no apparent increase in adverse reactions. These
medications included thyroid hormones, sedative-hypnotics, non-ste-
roidal anti-inflammatory agents, benzodiazepines, and deconges-
tants.

Overdose:

There were no adverse experiences reported in the majority of
overdosage reports. The most frequent adverse experiences
observed were thirst, somnolence, hyperkinesia, and abdominal
pain.

Pharmaceutical Precautions:

* Do not use later than the date of expiry

* Keep out of the reach of children

* To be dispensed only on the prescription of a registered physician

Storage Condition:
Store below 30° C in a dry place.

Package Quantities:

Monfast 4 mg ODT: Box of 3 X 10 X 4 mg in blister pack.
Monfast 5 mg ODT: Box of 3 X 10 X 5 mg in blister pack.
Monfast 10 mg Tablet: Box of 3 X 10 X 10 mg in blister pack.
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