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Quality Assurance of Generic Drugs: Dissolution Behavior of Disopyramide Capsules

Kiyoko KISHIMOTQ? Masako SHIMIZU?, Keiko MINOWA?, Miho SAKAMOTO?,
Hideo KADOI?, Aya NAKAMURA? Tomoko HAMANO?® and Dai NAKAE?

We examined disopyramide capsules for quality assurance of generic drugs. Eight products (both original and generic)
underwent a dissolution test according to the Japanese Pharmaceutical Codex III. The results of the approval standard
examination indicated that all products were acceptable. With the exception of one generic product, all products exhibited the same
dissolution profile as the original reference product. However, the equivalence of the generic product exhibiting the differing
profile had already been proven by bioequivalence studies.

Dissolution appears to be altered during storage, so we examined the changes in the dissolution of 2 of 8 capsules referring to
the Guideline for Stability Testing of New Drug Substances and Products. The disintegration of capsules (capsular shells) was
delayed after storage under accelerated conditions for 1 month, thereby evidently delaying the dissolution of disopyramide.

Therefore, we should consider the date of manufacture and the storage condition of drugs when examining the quality of drugs.

Keywords: generic drug, disopyramide capsule, generic product, original product, approval standard examination, dissolution

profile, storage test, accelerated condition
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