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Research progress on control and analysis of reducing sugar in sorbitol

FANG Si-meng, SUI Yu-rong, HAN Xiao-jie
Tianjin Institute for Drug Control, Tianjin 300070, China

Abstract: Sorbitol is a D-glucose alcohol, which is not only a commonly used medicinal excipient, but also widely used in cosmetics
and food industry. There are certain differences in reducing sugar in sorbitol from different manufacturers. In the preparation process
and drug storage process, the residual reducing sugar may occur Maillard react with the amino-containing active pharmaceutical
ingredient (API) to produce some degradation products coupled with reducing sugar, which will affect the quality of the product. This
paper summarizes the production process of sorbitol, the quality control for sorbitol in pharmacopoeia of various countries, and the
determination method of reducing sugar residue, and analyzes the control of impurities produced by the Maillard reaction of reducing

sugar and API in sorbitol, in order to provide reference for development of new products and study of drug quality control.
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