
Patient leaflet in accordance with the
Pharmacists’ Regulations (Preparations) – 1986

This medicine is dispensed with a doctor’s 
prescription only

Montelukast-Trima 4 mg 
Chewable Tablets
Each chewable tablet contains montelukast 4 mg 
(as sodium)

Montelukast-Trima 5 mg 
Chewable Tablets 
Each chewable tablet contains montelukast 5 mg 
(as sodium)

Montelukast-Trima 10 mg
Tablets
Each tablet contains montelukast 10 mg 
(as sodium)

Inactive ingredients and allergens: See section 2 
under “Important information about some of this 
medicine’s ingredients” and section 6 “Additional 
information”.

Read the entire leaflet carefully before you 
start using this medicine. This leaflet contains 
concise information about the medicine. If you 
have any further questions, ask your doctor or 
pharmacist.
This medicine has been prescribed for you. Do not 
pass it on to others. It may harm them, even if it 
seems to you that their medical condition is similar 
to yours.

What is the most important information I should 
know about the medicine? 
 	 Serious mental health problems have 
happened in people taking montelukast or 
even after treatment has stopped. This can 
happen in people with or without a history of 
mental health problems. Stop taking 
Montelukast-Trima and tell your doctor right 
away if you or your child have any unusual 
changes in behavior or thinking, including any of  
the following symptoms: 
agitation, including aggressive behavior or 
hostility, attention problems, bad or vivid dreams, 
depression, disorientation (confusion), feeling 
anxious, irritability, hallucinations (seeing or 
hearing things that are not really there), memory 
problems, obsessive-compulsive symptoms, 
restlessness, sleep walking, stuttering, suicidal 
thoughts and actions (including suicide), tremor, 
trouble sleeping, uncontrolled muscle movements. 

1. What is this medicine intended for?
Montelukast-Trima is indicated for prophylaxis 
and chronic treatment of asthma, including 
prevention of daytime and nighttime symptoms, 
treatment of aspirin-sensitive asthmatic  
patients, and prevention of exercise-induced 
bronchoconstriction in adult and pediatric patients 
two years of age and older.

Montelukast-Trima is indicated for relief of 
symptoms of seasonal allergic rhinitis in adults and 
pediatric patients two years old and older. Use of 
Montelukast-Trima for seasonal allergic rhinitis is 
limited to patients with intolerance to other therapies, 
because the benefits of Montelukast-Trima may 
not outweigh the risk of serious mental problems 
(see “What is the most important information  
I should know about the medicine?”(.
Therapeutic group: a selective antagonist of the 
leukotriene receptor.

Montelukast-Trima acts by blocking receptors in 
the airway for substances known as leukotrienes, 
which cause bronchoconstriction and swelling of the 
airways. Leukotrienes also cause allergy symptoms.

What is asthma?
Asthma is a chronic lung disease. It cannot be  
cured – only controlled.
Characteristics of asthma include:
 	 Narrowed airways causing breathing to become 
difficult. This narrowing worsens or improves in 
response to various conditions.

 	 Inflamed airways; that is, the lining of airways 
become swollen.

 	 Sensitive airways that react to many things, such 
as cigarette smoke, pollen, or cold air.

Symptoms of asthma include:
Coughing, wheezing, and chest tightness. Not all 
people with asthma have wheezing. For some, 
coughing may be the only symptom of asthma. 
Symptoms often occur during the night or after  
exercise.

What is exercise-induced asthma?
Exercise-induced asthma, more accurately called 
exercise-induced bronchoconstriction )EIB( occurs 
when exercise triggers symptoms of asthma.

What is seasonal allergic rhinitis?
 	 Seasonal allergic rhinitis (also known as hay 
fever) is triggered by outdoor allergens such as 
airborne pollens from trees, grasses, and weeds.

 	 The daytime and nighttime symptoms of 
seasonal allergic rhinitis typically may include:
 	 stuffy, runny, itchy nose
 	 sneezing
 	 watery, swollen, red, itchy eyes

	. Before using the medicine
Do not use this medicine if:

You are sensitive (allergic) to the active ingredient 
or to any of the other ingredients in this medicine 
(see section 6).

Special warnings about using this medicine
Before starting treatment with Montelukast-
Trima, tell your doctor:
 	 If you are allergic to aspirin. 
 	 If you have or have had mental health problems.

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

 	 This medicine is not intended for use in acute 
asthmatic attacks; in such cases, follow the 
instructions your doctor has given you for such 
situations. Always have with you the inhaler 
medicines that the doctor told you to use for acute 
attack. 

Avoid, as far as possible, contact with factors 
which may cause an asthmatic attack, such as 
smoking, dust mites, mold, pollens, animals, 
changes in weather, exposure to cold air. 

Children and adolescents
The medicine is not intended for children under the 
age of two years.

Drug interactions 
If you are taking or have recently taken other 
medicines, including nonprescription medications 
and dietary supplements, tell your doctor or 
pharmacist.
Some medicines may affect how Montelukast-
Trima works, or Montelukast-Trima may affect 
how other medicines work.
If you have asthma and aspirin worsens asthma 
symptoms, continue to avoid taking aspirin or other 
medicines known as non-steroidal anti-inflammatory 
drugs (NSAIDs) when taking Montelukast-Trima. 
Especially inform your doctor if you are taking 
antiasthmatic preparations such as bronchodilators 
and steroids for inhalation or for oral use. 

Using this medicine and food
Montelukast-Trima may be taken with or without 
food.

Pregnancy and breastfeeding
Before taking Montelukast-Trima, tell your doctor 
if:
 	 you are pregnant or plan to become pregnant. 
Talk to your doctor if you are pregnant or plan to 
become pregnant, as Montelukast-Trima may 
not be right for you.

 	 you are breastfeeding or plan to breastfeed. It is 
not known if Montelukast-Trima passes into 
breast milk. Talk to your doctor about the best way 
to feed your baby while taking Montelukast-Trima.

Important information about some of this 
medicine’s ingredients
Every tablet contains less than 1 millimole of 
sodium (23 mg), so that it is essentially considered 
‘sodium-free’.
	. How to use this medicine?
Always take Montelukast-Trima exactly as your 
doctor has told you. Check with your doctor or 
pharmacist if you are not sure about the dose or 
about how to take this medicine.
Only your doctor will determine your dose and how 
you should take this medicine. 
The recommended dosage is usually:
Adults and adolescents 15 years of age and 
older with asthma and/or seasonal allergic 
rhinitis: one 10 mg tablet daily.
Children 6 to 14 years of age with asthma and/
or seasonal allergic rhinitis: one 5 mg chewable 

tablet daily.
Children 	 to 5 years of age with asthma and/or 
seasonal allergic rhinitis: one 4 mg chewable 
tablet daily.

Do not exceed the recommended dose.

Montelukast-Trima should be taken once daily 
with or without food, according to doctor’s  
instructions.
For asthma, Montelukast-Trima should be taken 
once daily, in the evening.
For seasonal allergic rhinitis, Montelukast-Trima 
should be taken once daily according to doctor’s 
instructions.
Always have your inhaled rescue medicine for 
asthma attacks with you. Do not take an additional 
dose of Montelukast-Trima within less than 24 
hours of previous dose.
Montelukast-Trima chewable tablets are not 
intended for use in children under 2 years of age.

Directions for use:
Montelukast-Trima 10 mg tablets
Swallow the tablet with some water and without 
regard to meals. If necessary, the tablet may be 
chewed with some water. Do not split the tablets, 
there is no information about crushing.
Montelukast-Trima 4 mg and 5 mg chewable 
tablets
Chew the tablet with some water before swallowing, 
without regard to meals. Do not split the tablets, 
there is no information about crushing.

If you have accidentally taken a higher dosage 
If you have taken an overdose, or if a child has 
accidentally swallowed some medicine, proceed 
immediately to a hospital emergency room and 
bring the medicine package with you.

If you forget to take the medicine
If you forget to take this medicine at the scheduled 
time, do not take the missed dose as soon as you 
remember, and simply continue to follow your 
regular schedule as recommended by the doctor. 
Do not take a double dose to make up for a 
forgotten dose.
Adhere to the treatment as recommended by your 
doctor.
Even if your or your child’s health improves, do not 
stop taking this medicine without consulting your 
doctor.

Do not take medicines in the dark! Check the 
label and dose every time you take medicine. 
Wear glasses if you need them.
If you have any further questions about using 
this medicine, consult your doctor or 
pharmacist.

4. Side effects
Like with all medicines, using Montelukast-Trima 
may cause side effects in some users. Do not be 
alarmed by this list of side effects, you may not 
experience any of them.

Montelukast-Trima may cause serious side 
effects, including: 
 	 Serious mental health problems (see “What is 
the most important information I should know about 
the medicine?” at the beginning of this leaflet(. 

 	 Increase in certain white blood cells 
(eosinophils) and possible inflamed blood 
vessels throughout the body (systemic 
vasculitis). Rarely, this can happen in people 
with asthma who take Montelukast-Trima. This 
sometimes happens in people who also take a 
steroid medicine by mouth, that is being stopped 
or its dose is being lowered. 

Consult your doctor right away if you get one 
or more of the following symptoms: 
a feeling of pins and needles or numbness of arms 
or legs, a flu-like illness, rash, acute inflammation 
(pain and swelling) of the sinuses (sinusitis). 

The most common side effects of Montelukast-
Trima include: 
 	 upper respiratory infection
 	 fever
 	 headache
 	 sore throat
 	 cough
 	 abdominal pain
 	 diarrhea
 	 earache or ear infection
 	 flu
 	 runny nose
 	 sinus infection

Additionally, the following side effects have been 
reported as well: 
 	 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, sleepineess, seizures
 	 change in your vision, swelling or redness in or 
around the eye 

 	 palpitations (irregular heart beat)
 	 nose bleed; stuffy nose, swelling )inflammation( 
of the lungs

 	 heartburn, diarrhea, stomach pain, dyspepsia, 
nausea, vomiting, dental pain 

 	 symptoms of liver problems including nausea, 
vomiting, fatigue, jaundice (yellowing of the skin 
and eyes(, dark urine, flu-like symptoms, loss of 
appetite, and abdominal pain 

 	 severe skin reactions )Stevens-Johnson syndrome/ 
toxic epidermal necrolysis/ erythema multiforme) 
have been reported. Symptoms include blisters, 
rash, scaly and itchy skin; tender red lumps under 
the skin, most commonly on the shins (erythema 
nodosum), bruising 

 	 musculoskeletal and connective tissue disorders: 
joint pain, muscle aches and muscle cramps 

 	 weakness/tiredness, swelling
 	 increased bleeding tendency, low blood platelet 
count, elevated liver enzymes, elevated number 
of white blood cells in the urine (pyuria)

 	 bedwetting in children has been reported 

If you experience any side effect, if any side 
effect gets worse, or if you experience a side 
effect not mentioned in this leaflet, consult 
your doctor.

You can report side effects to the Ministry of Health 
by following the link ‘Reporting Side Effects of Drug 
Treatment’ on the Ministry of Health home page 
(www.health.gov.il) which links to an online form for 
reporting side effects. You can also use this link: 
https://sideeffects.health.gov.il
Additionally, you can report by email to:
safety@trima.co.il

5. How to store the medicine?
 	 Prevent poisoning! To prevent poisoning, keep 
this, and all other medicines, in a closed place, 
out of the reach and sight of children and/or 
infants. Do not induce vomiting unless explicitly 
instructed to do so by a doctor.

 	 Do not use the medicine after the expiry date 
(exp. date) which is stated on the package. The 
expiry date refers to the last day of that month.

Storage conditions:
Store in a dry place below 25°C.

6. Additional information
In addition to the active ingredient, this medicine 
also contains: 
Mannitol, microcrystalline cellulose, 
croscarmellose sodium, grape flavor, magnesium 
stearate, iron oxide red, acesulfame potassium.

What the medicine looks like and the contents 
of the pack
pink, round, biconvex tablets.
Every pack contains 28 tablets in blisters.

Registration holder and manufacturer: Trima 
Israel Pharmaceutical Products Maabarot Ltd.,  
Maabarot 4023000, Israel.

Revised in February 2024 according to MOH 
guidelines.

Registration number of the medicine in the 
National Drug Registry of the Ministry of Health:  
Montelukast-Trima 4 mg: 146-92-33402-00
Montelukast-Trima 5 mg: 146-93-33403-00
Montelukast-Trima 10 mg: 146-94-33396-00

PIL-0324-09

0
3

2
4

C

P00001133

الدواء  عبوّة  الملصق على  تحققّ من  الظلام!  في  الأدوية  تناول  يمُنع 
النظّارات  ضع  دواء.  فيها  تتناول  مرّة  كلّ  في  الدوائيةّ  الجرعة  ومن 

إليها. بحاجة  كنت  إذا  الطبيّة 
إذا كانت لديك أسئلة إضافيةّ بالنسبة إلى استعمال الدواء فاستشِر الطبيب 

أو الصيدليّ.
الأعراض الجانبية4ّ. 

كجميع الأدوية، قد يسببّ استعمال مونتيلوكاست-تريما أعراضًا جانبيةّ 
لدى قسم من المستخدمين. لا تندهش عند قراءة قائمة الأعراض الجانبيةّ. 

من المحتمل ألّا تعاني من أيٍّ منها.
قد يسبب مونتيلوكاست-تريما أعراضا جانبية خطيرة، بما في ذلك: 

مشاكل نفسية خطيرة )أنظر "ما هي أهم المعلومات التي يتوجب عليّ  	
معرفتها بخصوص الدواء؟" في بداية هذه النشرة(.

في  	 التهاب  ويحُتمل  )الحَمِضات(  معينة  بيضاء  دم  في خلايا  ارتفاع 
الأوعية الدموية في كل الجسم )التهاب وعائي متعدد الأجهزة(. في 
الذين  بالرَبوْ  المصابين  الأشخاص  لدى  هذا  يحدث  قد  نادرة،  أوقات 
الأشخاص  الذين  لدى  أحيانا  يحدث  يتناولون  مونتيلوكاست-تريما . 
أو  إيقافه  تم  والذي  الفم  طريق  عن  ستيروئيدياّ  دواءً  أيضا  يتناولون 

جرعته.  تقليل 
استشر طبيبك على الفور إذا كنت تطور عرضا واحدا أو أكثر من الأعراض 

التالية:
الرجلين،  في  أو  الذراعين  في  الإحساس  قلة  أو  وإبر  بدبابيس  إحساس 
مرض يشبه الأنفلونزا، طفح، التهاب حاد )ألم وتورم( في الجيوب الأنفية 

الجيوب الأنفية(. )التهاب 
تشمل الأعراض الأكثر شيوعا لـ مونتيلوكاست-تريما: 

عدوى في المسالك التنفسية العليا 	
سخونة 	
صداع 	
ألم الحنجرة 	
سُعال 	
ألم بطن 	
إسهال  	
آلام أو التهاب في الأذنين 	
إنفلونزا 	
رشح 	
عدوى في الجيوب الأنفية 	

بالإضافة، تم التبليغ أيضًا عن الأعراض الجانبية التالية:
و/ 	 اللسان  الشفتين،  الوجه،  انتفاخ  ذلك  في  ]بما  تحسسية  فعل  ردود 

أو الحنجرة )حيث قد تسبب صعوبة في التنفس أو في البلع(، شرى، 
وحكة[ جلدي  طفح 

دوار، ميل للنوم، نعاس، اختلاجات 	
تغيرات في الرؤية، تورم أو احمرار داخل العين أو حولها 	
ضربات القلب )وتيرة غير منتظمة( 	
نزيف من الأنف؛ احتقان في الأنف، انتفاخ )التهاب( الرئتين 	
حرقة، إسهال، ألم في البطن، عسر الهضم، غثيان، تقيؤ، أوجاع أسنان 	
أعراض مشاكل الكبد والتي تشمل غثيان، تقيؤ، تعب، يرقان )اصفرار  	

الجلد والعينين(، بول داكن، أعراض شبيهة بالأنفلونزا، فقدان الشهية 
وآلام البطن

جونسون/  	 ستيڤنس  )متلازمة  خطيرة  جلدية  أعراض  عن  التبليغ  تم 
الأعراض  تشمل  الأشكال (  متعدد  حُمامَى   / السُّمّي  البشرويّ  النخر 
على حويصلات، طفح، جلد حرشفي وحاك؛ كتل حمراء حساسة تحت 

كَدمات )حُمامَى عقِدَة(،  الساقين  الجلد، غالبا على 
المفاصل، آلام  	 ألم  اضطرابات العضلات والمفاصل والنسيج الضام: 

العضلات وتقلصات  عضلية 
ضعف/إرهاق، تورم 	
ارتفاع  	 الدموية،  الصفائح  تعداد  انخفاض  النزيف،  الى  الميل  زيادة 

قيحية( )بيلة  البول  في  البيضاء  الدم  خلايا  عدد  زيادة  الكبد،  أنزيمات 
تم التبليغ عن سلس بول ليلي لدى الأطفال 	

إذا ظهر عرض جانبي، إذا تفاقم أحد الأعراض الجانبيةّ أو إذا عانيت من 
عرض جانبيّ غير مذكور في النشرة، عليك استشارة الطبيب.

الضغط  من خلال  جانبيةّ  أعراض  عن  الصحّة  وزارة  تبليغ  الممكن  من 
الموجود  دوائي"  لعلاج  نتيجة  جانبيةّ  أعراض  عن  "التبليغ  الرابط  على 
 (www.health.gov.il( على الصفحة الرئيسية في موقع وزارة الصحّة
الذي يحوّلك إلى استمارة عبر الإنترنت للتبليغ عن الأعراض الجانبيةّ، أو 

https://sideeffects.health.gov.il الرابط:  دخول  عبر 
بالإضافة لذلك، من الممكن أيضًا التبليغ عبر البريد الإلكتروني: 

safety@trima.co.il

كيف يخزن الدواء؟5. 
التسمّم! يجب حفظ هذا الدواء وكلّ دواء آخر في مكان مغلق  	 تجنبّ 

وهكذا  الأطفال،  و/أو  الأولاد  رؤية  ومجال  أيدي  متناول  عن  بعيدًا 
الطبيب. من  تعليمات صريحة  بدون  التقيؤّ  تسببّ  لا  التسمّم.  تتجنبّ 

	  (exp. date( الصلاحيةّ  انتهاء  تاريخ  بعد  الدواء  استعمال  يمُنع 
اليوم الأخير  إلى  انتهاء الصلاحيةّ ينسب  العبوّة. تاريخ  الظاهر على 

الشهر. نفس  من 
شروط التخزين:

.25°C يجب التخزين في مكان جاف ما دون الـ
معلومات إضافية6ّ. 

بالإضافة إلى المركب الفعاّل، يحتوي الدواء، أيضًا:
Mannitol, microcrystalline cellulose, 
croscarmellose sodium, grape flavor, magnesium 
stearate, iron oxide red, acesulfame potassium.

كيف يبدو الدواء وماذا تحوي العبوّة
أقراص وردية، مدوّرة، محدبة من كلا الجانبين.

تحتوي كل عبوة على 28 قرصًا ضمن لويحات )بليستر(.
صاحب التسجيل والمنتج: تريما منتجات طبية إسرائيلية معبروت م.ض.، 

معبروت 4023000، إسرائيل.
تم تحريرها في شباط 2024 وفق تعليمات وزارة الصحة.

رقم تسجيل الدواء في سجلّ الأدوية الرسميّ في وزارة الصحّة: 
146-92-33402-00 مونتيلوكاست-تريما 4 ملغ:  
146-93-33403-00 مونتيلوكاست-تريما 5 ملغ:  

  146-94-33396-00 مونتيلوكاست-تريما 10 ملغ:  
لتبسيط قراءة هذه النشرة وتسهيلها ورد النصّ بصيغة المذكّر. مع هذا 

الجنسين. لكلا  معدّ  فالدواء 
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