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(as sodium salt)
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Mannitol, microcrystalline cellulose, croscarmellose sodium, grape flavor, magnesium
stearate, iron oxide red, acesulfame potassium.
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Montelukast 5 mg
(as sodium salt)
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Mannitol, microcrystalline cellulose, croscarmellose sodium, grape flavor, magnesium

stearate, iron oxide red, acesulfame potassium.
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986

MONTELUKAST-TRIMA
4 mg 5 mg 10 mg
Chewable tablets Chewable tablets Tablets

The dispensing of this medicine requires a doctor’s prescription
Read this package insert carefully in its entirety before using this medicine
Composition:
Each tablet of 4 mg
dosage contains:
Montelukast 4 mg
(as sodium salt)

Each tablet of 5 mg
dosage contains:
Montelukast 5 mg
(as sodium salt)
Also contains: Also contains: Also contains:

0.6 mg sodium 0.75 mg sodium 1.5 mg sodium
Inactive ingredients: Mannitol, microcrystalline cellulose, croscarmellose sodium, grape
flavor, magnesium stearate, iron oxide red, acesulfame potassium.

Therapeutic group: Leukotriene receptor antagonist.

Leukotrienes are chemical substances that cause narrowing of the airways and an inflammatory
process leading to asthma symptoms. Leukotrienes may also cause allergy symptoms.
Therapeutic activity: For treatment of chronic asthma, including prevention of daytime and
nighttime symptoms, and prevention of exercise-induced symptoms of the disease in adults
and in children two years of age and above. Montelukast-Trima is intended for the relief of
symptoms of seasonal allergic rhinitis in adults and in children above two years of age.

When should the preparation not be used?

Do not use if you have a known sensitivity to montelukast or to any of the medicine’s
ingredients.

Each tablet of 10 mg
dosage contains:
Montelukast 10 mg
(as sodium salt)

Do not take this medicine without consulting a doctor before starting treatment:
If you are pregnant or breastfeeding.
Warnings: If you are sensitive to any type of food or medicine, including this medicine, inform
your doctor before commencing treatment with this medicine.
If you are suffering, or have suffered in the past, from impaired function of the liver, inform
your doctor before commencing treatment with this medicine.
This preparation is not intended for the treatment of acute asthmatic attacks; in such cases,
follow the instructions of the attending doctor.
Rarely, patients taking montelukast experience a condition combining a number of symptoms
that do not pass or even worsen. These symptoms include: flu-like sickness; rash; stinging
sensation like pins and needles or numbness of the arms and legs; breathing difficulties or
shortness of breath; severe inflammation (pain and swelling) of the sinuses (sinusitis). These
symptoms usually occur, but not always, in patients who are taking oral steroids for treatment
of asthma, when their dosage is slowly reduced or stopped. Although it has not been proven
that montelukast causes this condition, consult your doctor immediately if you develop one
or more of the above-mentioned symptoms.
Drug interactions: If you are taking another drug, or if you have just finished treatment
with another medicine, including non-prescription medicines, inform the attending
doctor, in order to prevent hazards or lack of efficacy arising from drug interactions.
This is especially important for medicines belonging to the following groups: anti-asthmatic
medications such as bronchodilators, inhaled or oral steroids, phenobarbital (for treatment
of epilepsy), rifampicin, phenytoin, birth control pills, theophylline, terfenadine, digoxin,
warfarin.
Side effects: In addition to the desired effect of the medicine, adverse reactions may occur
during the course of taking this medicine. Montelukast is usually well tolerated.
The most common side effects reported in studies were abdominal pain, headache, feeling
of thirst, diarrhea, hyperactivity, asthma, rash, scaly and itchy skin. These side effects were
usually mild.
The following side effects have also been reported: upper respiratory tract infection; increased
bleeding tendency; allergic effects (including swelling of the face, lips, tongue and/or throat)
that may cause breathing or swallowing difficulties (anaphylaxis); allergic skin reaction,
skin itching and rash, hives (an itchy skin rash); atopic dermatitis and skin inflammations;
mood and behavior related changes (agitation including aggressive behavior or hostility,
depression, disorientation, abnormal dreams, hallucinations, feeling anxious, insomnia,
irritability, restlessness, sleep walking, suicidal thoughts and actions), tremor; palpitations;
toothache; dizziness, drowsiness, feeling of pins and needles or numbness, very rarely,
convulsions; digestive disturbances, nausea, vomiting, dryness of the mouth, nose bleed;
short-sightedness, cough, rhinitis and nasal congestion, rhonchi; jaundice, gastrointestinal

6.2
inflammation, inflammation of the pancreas, tonsillitis, eye inflammation (conjunctivitis),
ear inflammations, throat inflammations, respiratory tract inflammations, bronchitis, viral
infections, chickenpox; bruising; joint pain, muscle pain, muscle cramps; weakness/tiredness;
swelling due to fluid retention; fever.
There are also other side effects known in the literature; therefore, inform your doctor if you
develop any unusual symptoms, or if any known symptom persists or worsens.
In the event that you experience side effects not mentioned in this leaflet, or if there is a
change in your general health, consult your doctor immediately.
Adverse reactions and drug interactions in children: Parents must inform the attending
doctor about any side effects, as well as any additional medicine being taken by the child!
See above for details of side effects and drug interactions.
Dosage: Dosage is according to doctor’s instructions only.
Take Montelukast-Trima once a day with or without food, according to the doctor’s
instructions.
Asthma patients should take Montelukast-Trima once a day, in the evening.

Patients suffering from seasonal allergic rhinitis should take Montelukast-Trima once a day
according to the doctor’s instructions.

Directions for use and recommended dosage unless otherwise prescribed by the
doctor:

Adults and adolescents above 15 years of age for treatment of asthma or seasonal allergic
rhinitis:

One 10 mg tablet a day. Swallow the tablet with a small amount of water and regardless of
meals. If necessary, the tablet can be chewed with a small amount of water.

Children from 6 to 14 years of age for treatment of asthma or seasonal allergic rhinitis:

One 5 mg chewable tablet a day. Chew the tablet with a small amount of water and regardless
of meals.

Children from 2 to 5 years of age for treatment of asthma or seasonal allergic rhinitis:

One 4 mg chewable tablet a day. Chew the tablet with a small amount of water and regardless
of meals.

This medicine is not intended for administration to children under two years of age.
Take extra care when administering tablets to little children due to risk of choking.

Make sure that medicines for an acute asthma attack are always at hand. Do not take an
additional dose of Montelukast-Trima before 24 hours have elapsed from the previous
dose.

Attention: Do not exceed the recommended dose. Do not take a forgotten dose; instead,
continue your regular dosing schedule as instructed by the attending doctor.

- How can you contribute to the success of the treatment? :

Complete the full course of treatment as instructed by the doctor. Even if there is an improvement
in your health, do not discontinue use of this medicine without consulting your doctor.

In order to help monitor your asthma condition, continue taking Montelukast-Trima, even in
the absence of asthma symptoms, for the period of time determined by the attending doctor.
If possible, avoid contact with or being near factors that can cause an asthma attack, e.g.,
smoking, dust mites, mildew, pollen, animals, weather changes, exposure to cold air.
Avoid poisoning! This medicine, and all other medicines, must be stored in a safe place out
of the reach of children and/or infants, to avoid poisoning. If you have taken an overdose,
or if a child has accidentally swallowed the medicine, proceed immediately to a hospital
emergency room and bring the package of the medicine with you.

Do not induce vomiting unless explicitly instructed to do so by a doctor! This medicine has
been prescribed for the treatment of your ailment; in another patient it may cause harm.
Do not give this medicine to your relatives, neighbors or acquaintances.

Do not take medicines in the dark! Check the label and the dose each time you take your
medicine. Wear glasses if you need them.

Storage: Keep in a dry place, below 25°C.

Even if kept in their original container and stored as recommended, medicines may be kept
for a limited period only. Please note the expiry date of the medicine! In case of doubt,
consult the pharmacist who dispensed the medicine to you.

Do not store different medications in the same package.

Montelukast-Trima 4 mg: 146-92-33402-00

Montelukast-Trima 5 mg:  146-93-33403-00
Montelukast-Trima 10 mg: 146-94-33396-00

License number:

The format of this leaflet was determined by the Ministry of Health and its content was
checked and approved by it
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Israel Pharmaceutical Products
Maabarot Ltd.
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