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Introduction. Allergic rhinitis (AR) is a prevalent chronic inflammatory condition causing significant morbidity and impacting quality of life. Combination therapies involving leukotriene receptor antagonists and second-generation antihistamines, such as montelukast with levocetirizine or bilastine, are widely used. While both combinations have demonstrated efficacy, comparative safety data remain limited.

Aims. This study aimed to assess and compare the safety profiles of montelukast-levocetirizine and montelukast-bilastine combinations in patients with allergic rhinitis.

Methods. A prospective, observational study was conducted involving 60 patients diagnosed with AR, allocated into two groups: Group A receiving montelukast (10 mg) plus levocetirizine (5 mg) and Group B receiving montelukast (10 mg) plus bilastine (20 mg). Adverse drug reactions (ADRs) were monitored over 28 days. Severity was graded using Hartwig's scale and causality assessed by WHO-UMC criteria. Statistical comparison of ADR incidence between groups was performed.

Results. ADRs were reported in 8 patients in Group A and 6 patients in Group B, with no statistically significant difference. Common ADRs included drowsiness, dry mouth, sleep disturbances, and fatigue, predominantly mild to moderate in severity. Causality assessment classified most ADRs as probable. No serious adverse events were recorded, and both combinations were generally well tolerated.

Discussion. The findings indicate that montelukast-levocetirizine and montelukast-bilastine combinations have comparable safety profiles in allergic rhinitis management. The slightly lower ADR incidence with montelukast-bilastine may relate to bilastine non-sedating pharmacological properties; however, this was not statistically significant. Both combinations are safe options, allowing clinicians flexibility in therapeutic choice based on patient tolerance and preference.

