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Analysis of the Dissolution Test Results of Terazosin Hydrochloride Tablets from
the Perspective of Pharmaceutical Preparation Structure by High-resolution
Microscopic Imaging Technology

Zan Mengqing, Huang Hanhan, Zhang Guangchao, Ma Lingyun, Xu Mingdi, Niu Jianzhao", Liu Qian" (National
Institutes for Food and Drug Control; Key Laboratory for Research and Evaluation of Chemical Drug Quality,
National Medical Products Administration, Beijing 100050, China)

Abstract Objective: To explore the reasons for the dissolution test results of terazosin hydrochloride tablets
failed to meet the standard limit requirements. Methods: The internal microstructure of terazosin hydrochloride
tablets was observed and analyzed by high-resolution micro-CT technology. Results: Comparing the internal
three-dimensional structures of the two, it was found that the samples in which dissolution test results did not meet
the requirements of the standard limit had larger porosity than that of the reference preparation. Conclusion: It is
speculated that due to the excessive porosity of the sample, the sample has a stacking effect in the 500 mL medium
of the conventional dissolution vessel. The sample is covered by the excipients and aggregated at the bottom of the
dissolution vessel before the main component is dissolved, resulting in the dissolution test result not meeting the
standard limit requirements.
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