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Criteria for the selection of switch OTC drugs based on patient benefits, efficacy, and safety [I]

-Spray volumes of nasal drop preparations containing ketotifen fumarate and frequency of spraying-

Marie Koizumi' 2, Syoko Ami?, Kazunari Takahashi', Yuko Wada?,

Miyuki Kumazawa?, Noriko Yamazaki?, Ken-ichi Shimokawa?, Fumiyoshi Ishii®*

We measured the spray volumes of 8 switch OTC products of ketotifen fumarate-containing nasal
solution and its brand-name product, as a control drug, as well as the frequency of spraying.
Furthermore, we investigated/reviewed the frequency of spraying described in the package inserts
or interview form and container properties. There were marked differences in the volume per
spray among the products: 65.9 (Taiyo spray for rhinitis Z) to 86.8 pL (Zaditen® AL spray for
rhinitis o, 12 mL). In all products, the frequency of achieving 0.05 mg of ketotifen per spray,
described in the package insets of Zaditen® Nasal Solution 0.05%, as a brand-name product, was
10 times or less on average. Estimating the frequency of spraying until patients use up the spray
preparation, that until the volume per spray rapidly decreases was calculated as the number of
sprays available. We divided the frequency of achieving 80% of the prescribed volume described
above by the number of sprays available. The values ranged from 56 to 101%, suggesting
differences related to the structure of the container of each preparation. Based on these results,
we clarified the volume per spray and its uniformity in spray-type nasal solutions, as well as the
necessity of confirming the frequency of spraying. From the perspective of the adequate use of
drugs, products of which the volumes per spray are not appropriate should be improved by each
manufacturer. We propose that the government should establish testing methods and criteria. In
addition, the results of this study are useful as information for the adequate selection of drugs in

self-medication support by regional pharmacies.
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