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Clinical observation on adverse reactions of montelukast in children and its
influencing factors analysis
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Abstract: Objective To observe the adverse reactions (ADRs) of children taking montelukast sodium and determine its related
influencing factors. Methods A follow-up survey was conducted on 530 patients who developed ADR after taking montelukast
sodium in the outpatient and inpatient departments of Shandong University Affiliated Children's Hospital from July 1, 2020 to
December 31, 2020. The influencing factors were analyzed. Results Among the 530 survey subjects, 45 patients reported ADR. The
shortest time for ADR occurrence was one hour after medication, and the longest time was two years after medication. It mainly
involves nervous system disorders, gastrointestinal dysfunction, blood and lymphatic system disorders, skin and subcutaneous tissue
disorders, with detection rates of 5.85%, 1.70%, 1.32%, and 1.13%, respectively. There was no significant correlation between the
age, gender, dosage, dosage form, and combination therapy of the patient and the occurrence of ADR (P > 0.05). There was a
significant correlation (P < 0.05) between the duration of continuous medication and the incidence of ADR, with 77.1% of children
experiencing ADR within one month of medication. Conclusion Montelukast sodium ADR involves multiple systems throughout
the body, mainly characterized by psychiatric symptoms, and no serious adverse reactions were observed.
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Table 1 Distribution of Montelukast Sodium medication
in 530 children
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Table 2 Systemic organ and clinical manifestations involved in occurrence of ADR with Montelukast Sodium
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Rate of detection is ratio of number of detected cases to total number of investigations, as one child might reported more than two systems ADR
or more than two clinical manifestations in same system ADR, rate of detection in table is the incidence rate of ADR in system, not detection rate of

every clinical symptom.
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Table 3 Factors influencing occurrence of ADR in 45 patients taking Montelukast Sodium
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