LeukoMont
Film Coated Tablets & Chewable Tablets

Prescription Only Medicine

Composition:
LeukoMont 4

Each chewable tablet contains:
Montelukast sodium 4.2 mg equivalent to 4 mg Montelukast.

LeukoMont 5
Each chewable tablet contains:
Montelukast sodium 5.2 mg equivalent to 5 mg Montelukast.

LeukoMont 10
Each film coated tablet contains:
Montelukast sodium 10.4 mg equivalent to 10 mg Montelukast.

Therapeutic Activity:
Selective leukotriene receptor antagonist.

Indications:

LeukoMont is indicated for:

- Treatment of chronic asthma, including the prevention of daytime and nighttime symptoms in
pediatric patients 2 years of age and older

- Treatment of aspirin-sensitive asthmatic patients 2 years of age and older

- Prevention of exercise-induced bronchoconstriction in adults and pediatric patients 6 years of age
and older

- Relief of symptoms of seasonal allergic rhinitis in adults and in pediatric patients 2 years of age and
older.

When Should Not This Preparation Be Used:
LeukoMont is contraindicated in patients with known hypersensitivity to Montelukast.

Do Not Take This Medicine Without Consulting Your Physician Before Starting Treatment:

- If you are pregnant, intend to become pregnant or if you are breastfeeding

- If you are suffering or have suffered in the past from impaired function of the liver

- If you or your child have any medical problems or allergies or has had including allergy to aspirin

- LeukoMont 10 mg film coated tablets contain lactose, if you have intolerance to some sugars; contact
your doctor before taking this medicinal product.

Warnings and Precautions:

- If you or your child's asthma symptoms get worse, you should contact your doctor immediately

- LeukoMont is not meant to treat acute asthma attacks. If an attack occurs, follow the instructions
your doctor has given you or your child. Always have your inhaled rescue medicine for asthma
attacks with you

- If you or your child develop a combination of symptoms such as a flu-like illness, pins and needles
or numbness of arms or legs, breathing difficulties, rash, severe inflammation (pain and swelling) of
the sinuses (sinusitis) you should consult your doctor

- If you or your child experience mood-related changes while taking LeukoMont, tell your doctor
immediately.




Side Effects:

In addition to the desired effects of LeukoMont, the below side effects may occur during the course of

treatment. Do not be alarmed by reading the list of side effects, you may not suffer from any of them.

Refer to the doctor immediately if you or your child develops the following side effects while

using LeukoMont:

e Behavior and mood-related changes [agitation including aggressive behavior or hostility,
depression, disorientation (confusion), attention problems, bad or vivid dreams, feeling anxious,
hallucinations (seeing or hearing things that are not really there), trouble sleeping, irritability,
memory problems, restlessness, sleep walking, suicidal thoughts and actions (including suicide),
tremor]

¢ Increase in certain white blood cells (eosinophils ) and possible inflamed blood vessels throughout
the body (systemic vasculitis). The symptoms of these conditions may include: a flu-like illness,
rash, a feeling of pins and needles or numbness of arms or legs and severe inflammation (pain and
swelling) of the sinuses (sinusitis)

Most common: Upper respiratory infection, fever, headache, sore throat, cough, stomach pain,
diarrhea, earache or ear infection, flu, runny nose, sinus infection

Additional reported side effects: Increased bleeding tendency, low blood platelet count, allergic
reactions [including swelling of the face, lips, tongue, and/or throat (which may cause trouble
breathing or swallowing), hives, rash, and itching], dizziness, drowsiness, pins and needles/numbness,
seizures, palpitations, nose bleed; stuffy nose, swelling (inflammation) of the lungs, heartburn,
diarrhea, dyspepsia, nausea, vomiting, hepatitis, bruising, rash, severe skin reactions (erythema
multiforme) that may occur without warning, joint pain, muscle aches and muscle cramps, bedwetting
in children, weakness/tiredness, swelling

If any of the side effects gets serious or if you notice side effects not mentioned in this leaflet, consult
your doctor.

How Will This Medicine Affect Your Daily Life:

LeukoMont is not expected to affect your ability to drive a car or operate machinery. However, certain
side effects, such as dizziness and drowsiness, which have been reported very rarely with montelukast
may affect some patients ability to drive or operate machinery.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with another
medicine inform your physician in order to prevent hazards and lack of efficacy resulting from drug
interactions. This is especially important for the following drugs: Anti-asthmatic preparations such as
bronchodilators and steroids for inhalation or for oral use.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek help at an
emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not use your medication in the dark, always read the label and make sure you are using the

right medication

Always notice the expiry date and never use the medicine after the mentioned date

Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.
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Dosage And Directions For Use:
- The dose is according to the physician’s instructions
- Do not exceed the recommended dosage
- LeukoMont should be taken once daily with or without food
- For asthma, LeukoMont should be taken once daily, in the evening
- For seasonal allergic rhinitis, LeukoMont should be taken once daily according to doctor instructions
- Do not take an additional dose of LeukoMont within 24 hours of previous dose
- Even if there is an improvement in your or your child's health, or if you or your child has an asthma
attack, do not discontinue use of this medicine or change the schedule of its administration without
consulting your doctor
- If you or your child have asthma and aspirin makes yours or your child's asthma symptoms worse,
continue to avoid taking aspirin or other medicines called non-steroidal anti-inflammatory drugs
(NSAIDs) while taking LeukoMont
- Avoid, as far as possible, contact with factors which can potentially cause an asthmatic attack (such as
smoking, mites in dust dander, mold, pollens, animals, changes in weather, exposure to cold air)
- LeukoMont 10 mg film-coated tablets:
e Do not chew; swallow the whole tablet with some of water, without regard to meals
- LeukoMont 4&5 mg chewable tablets:
e Chew the tablet before swallowing, without regard to meals
e LeukoMont chewable tablets are not intended for use in children under 2 years of age.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose, skip the
missed one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Storage:
Store this medicine in its original package at temperature below 30°C, away from light and moisture.

Presentation:

LeukoMont 4: A box of 30 chewable tablets
LeukoMont 5: A box of 30 chewable tablets
LeukoMont 10: A box of 30 film coated tablets.
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