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Quality Securing of Generic Medicines

- Results of Quality Examination (Dissolution Test, etc.) -

Kiyoko KISHIMOTO", Keiko MINOWA”, Hideo KADOI", Takako MORIYASU", Jin SUZUKI",
Machiko NAGASHIMA", Misako TAKAHASHI", Takako SETO", Jun'ichi NAKAJIMA”,
Ken'ichiro MORI" and Shuzo OGINO®

We examined seven types of internal medicine (Famotidine Tablets, Pravastatin Sodium Tablets, Loxoprofen Sodium
Tablets, Doxazosin Mesilate Tablets, Mequitazine Tablets, Nicardipine Hydrochloride Tablets, and Propiverine
Hydrochloride Tablets). One hundred and three products (both original and generic) underwent quality examinations. The
results of the approval standard examination indicated that, with the exception of one generic product, all products were
acceptable. However, some generic tablets showed small differences in dissolution profile from the original reference

products.

Keywords: generic medicine, original medicine, internal medicine, quality examination, approval standard examination,

dissolution profile

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





