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Issues Related to Analytical Procedures in Applications for Licenses to Manufacture or Import

Quasi-Drugs: Hair Dyes and Medicated Dentifrices

Atsuko SUZUKI?, Yoshiaki NAKAMURA?, Toshiro YOKOYAMA?, Keiko MINOWA?,
Aya NAKAMURA?, Tomoko HAMANO? and Dai NAKAE*

The Tokyo Metropolitan Government examines applications for licenses to manufacture or import new hair dyes or medicated
dentifrices. As part of this examination, we evaluate the justifiability of specifications and analytical procedures, as well as
applicant companies’ analysis data. If necessary, we verify the submitted data using the appropriate procedures and using
preproduction samples submitted by the applicant companies. For example, we have examined the product color of preproduction
samples and the methods for staining fabrics with hair dyes. Identifications of oxidative dyes by high-performance liquid
chromatography/photodiode array and titration analyses of sodium perborate have also been carried out. Subsequent to our advice
or suggestions, applicant companies have replaced their original analytical procedures with better ones. The number of
applications will increase further because there are many applicant companies in Tokyo. In this article, we discuss cases involving

advice or suggestions regarding applications, and intend to utilize them for the future.

Keywords: quasi-drug, license to manufacture or import quasi-drugs, hair dye, medicated dentifrice

*  Tokyo Metropolitan Institute of Public Health
3-24-1, Hyakunin-cho, Shinjuku-ku, Tokyo 169-0073, Japan
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