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Purity Investigation by Thermal Analysis

Liu Yi", Liu Zhaoxia", Wu Rui'?, Huang Haiwei', Yan Jing', Lin Lan" (1. National Institutes for Food and Drug
Control, Beijing 102629, China; 2. School of Pharmacy, Yantai University, Yantai 264005, China)

Abstract Objective: To study the application of thermal analysis in the purity research and in the purity of chemical
reference substances. Methods: Purity examples by thermo gravimetric analysis/simultaneous differential thermal
analysis (TGA/SDTA) and differential scanning calorimetry (DSC) for chemical reference substances were analyzed
and discussed. Via the analysis with TGA/SDTA, the heating rate was 20 °C - min”, and the gas flow rate of N, was
20 mL - min". Via the analysis with DSC, the heating rates were 0.5 °C - min" and 10 °C - min”, respectively, and the
gas flow rate of N, was 50 mL - min™. Results: The three-step process analysis systematically reflected the application
of thermal analysis technology in the purity research. Conclusion: The purity research by thermal analysis provided a
simple and convenient method for chemical reference substances and other suitable drug substances. It was helpful to
the application and popularization of the thermal analysis technology in the purity research.
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