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The analysis of unconventional research projects and common
problems in the in vitro consistency evaluation of oral solid generic drugs

ZHAO Na, SHI Jing’

(Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

Abstract: Based on the "requirements on the submitted documents for consistency evaluation of generic oral
solid dosage forms of chemical drugs" and relevant guidance, this article summarized and formulated the decision
tree of in vitro consistency evaluation of oral solid generic drugs, discussed the differences and common problems
of in vitro evaluation research projects under different conditions, selective analyzed the technical requirements and
concern problems of unconventional research projects, and proposed corresponding recommendations for concern
problems, in order to provide more references for the follow-up study on consistency evaluation of oral solid generic
drugs.
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Figure 1 The decision tree of in vitro consistency evaluation of oral solid generic drugs
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Table 1 A prescription sheet for multiple specifications regular tablets. API: Active pharmaceutical ingredient

10 mg

15 mg 20 mg

Specification dosage of components

Weight/mg Proportion/% Weight/mg Proportion/% Weight/mg Proportion/%
API 10 11.8 15 17.6 20 23.5
Filler 68 80.0 63 74.1 58 68.2
Disintegrant 3 3.5 3 3.5 3 35
Binder 3 3.5 3 35 3 3.5
Lubricant 1 1.2 1 1.2 1 1.2
Weight of uncoated fragments 85 / 85 / 85 /
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