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Abstract

Object: To review data-bridging of marketed drugs in stability-testing. Methods: Before and after
drugs appearing on the market, alteration on entries in the listed drug happened. Data of stabili-
ty-test must be bridged. According to the concept of “qualify by design (QbD)”, conditions and
process of stability-test data bridging must be valued, based on drug registration regulations and
guidelines. Results: Applicable situations and conditions of marketed drug being data-bridged
were acquired. Evaluation and bridging of stability-testing data were able to be normalized by this
principle. Conclusion: Data-bridging of stability-test is a process of comprehensive evaluation.
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