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Abstract

We performed bioequivalence studies of KR2004 and original drug, Allermist nasal
spray 27.5ug 56 spray with crossover designs (over 14 days withdrawal) by using
total nasal symptom score (TNSS) in 50 patients with seasonal allergic rhinitis. After
administration of the study drug for 14 days in each period, antigen (cedar pollen)
exposure was performed for 3 hours. Both formulations were compared using TNSS A
AUCos: as a bioequivalence index. As a result analysis of variance, the 95% confidence
interval for the difference in the least squares mean between the two products was
—1.3058 to 0.8946, that is, within +2.2271 preset as the bioequivalence acceptable
range. In this trial, cortisol decreased, which has already been reported as adverse
drug reaction of Allermist, was observed in 3 cases (6.3%) of KR2004 and 3 cases (6.4%)
of Allermist respectively. These events were considered adverse drug reaction while
there was no difference in incidence between both products, and all subjects were
mild, non-serious, no treatment, and resolved. In addition, there were no adverse events
related to intranasal irritation during administration of the study drugs. From these

results, KR2004 was considered to be bioequivalent to Allermist, and no safety issues.
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