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03.03.2025 MONTELUKAST İÇEREN İLAÇLAR – ACIL GÜVENLILIK KISITLAMASI -GÖRÜŞ-KATKI_İNG

Turkish Ministry of Health Turkish Medicines and Medical Devices Agency
Number: E-24931227-510.01.04-5595362 28.02.2025 Subject: Montelukast-containing

Medicines / Urgent Safety Restriction / Opinion- Contribution
FILE

Regarding all medicinal products containing montelukast, the Agency has evaluated the
warnings of the European Medicines Agency (EMA), Coordination Group for Mutual Recognition
and Decentralised Procedures (CMDh) regarding the request for stronger emphasis on the
statements regarding neuropsychiatric events in the product information of medicinal products
containing montelukast. A decision was taken to add the statements specified in the attached
document to the Summary of Product Characteristics (SmPC) and Patient Information Leaflet (PIL)
of these medicinal products. Your opinions, suggestions and contributions, if any, regarding the
decision taken should be submitted to the Pharmacovigilance and Controlled Substances
Department, Pharmacovigilance Risk Management Unit until 10.03.2025, and no application
should be made to the Pharmacological Evaluation Unit of the Drug Licensing Department until
then. For your information and necessary action.

Prof. Dr. Ahmet AYAR Agency President
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Summary of Product Characteristics (SmPC)

4.4 Special warnings and precautions for use
Statements about neuropsychiatric events should be changed to be in boldface and boxed:
Neuropsychiatric events including behavioral changes, depression and suicidal tendencies

have been reported in all age groups receiving montelukast (see section 4.8). Symptoms can be
serious and may persist if treatment is not discontinued. Therefore, treatment with montelukast
should be discontinued if neuropsychiatric symptoms occur during treatment. Advise patients
and/or caregivers to be alert for neuropsychiatric events and tell patients to inform their doctor if
these changes in behavior occur.

Patient Information Leaflet (PIL)
2. What you need to know before you use <drug name>
Statements about neuropsychiatric events should be changed to be in boldface and boxed:
Several neuropsychiatric events (e.g. changes in behavior and mood, depression and suicidal

tendency) have been reported in patients of all ages treated with Montelukast (see section 4). If
you develop such symptoms while taking Montelukast, you should contact your doctor.


