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Abstract: Objective To evaluate the quality of glucosamine sulfate solid oral preparations in China, and investigate the existing
problems in the current standards, so as to provide reference for its production and quality control. Method The medicine post
market quality surveillance of glucosamine sulfate solid oral preparations was conducted (73 batches in total, involving eight
production enterprises). Use the current registration standards implemented by various enterprises (a total of nine standards) to
conduct statutory inspections on sampled samples. At the same time, exploratory research was conducted on the product, with the

apparent solubility referring to general rule 1236 of the United States Pharmacopoeia (USP). The content determination method shall
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refer to the relevant methods under USP43 glucosamine sulfate sodium chloride. Related substance methods refered to the standards
of the original research enterprise for relevant material methods. The determination method for chromium content in the capsule
shell shall be in accordance with the relevant methods under the gelatin hollow capsules section of the 2020 edition of the Chinese
Pharmacopoeia. Establish a consistency testing model for near-infrared spectroscopy. Result The qualification rate of 73 batches of
sulfated glucosamine preparations was 97.3%, and the relevant substance inspection items of two batches of samples are unqualified.
There are certain differences in quality standards among different companies, and some companies have incomplete quality
standards that need to be improved. The testing methods for some important items in the quality standards need to be improved. In
addition, individual enterprises should consider the rationality of the formulation process, the sealing of packaging materials, and
moisture-proof measures. The exploratory research results show that there was currently no testing for the solubility of raw materials
in the execution standards of various enterprises. It is recommended that enterprises pay attention to factors such as crystal form that
may affect solubility. The results of using C, chromatographic column for statutory testing were generally higher than exploratory
results. The method of using chloride ions as the main component peak for content control was not exclusive, and the operation of
UV visible spectrophotometry was complex with significant deviation in results. It is recommended to change to a more convenient
and exclusive HPLC method. The impurity detection types, levels of known impurity fructose and deoxyfructozine, other known
impurity categories, and total impurity content of the test batch preparation with non double salt raw materials are higher than those
of other test enterprise samples. It is inferred that the reason is that it is easy to absorb moisture. The content of fructosezine in
effervescent tablets is relatively high, and the number of unknown impurities is higher than that of other dosage forms. It is
speculated that the reason is due to a large number of excipients. Compared to capsule formulations, tablets contain more impurities,
indicating that higher temperature steps such as granulation and granulation during the tablet production process can have a certain
impact on product quality. A near-infrared spectral consistency model or correlation coefficient model can be established according
to the manufacturer to supplement the rapid screening method for this product. Conclusion There were still some differences in the
quality standards of various enterprises. The quality standards of individual enterprises and the detection methods of some important
items in the quality standards need to be improved. A unified national standard, including specific and accurate detection methods,
should be established.
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Table 2 Comparative table of exploratory research results and legal testing results for content of glucosamine sulfate

preparation
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Fig. 8 Consistency test model of glucosamine sulfate capsules from different enterprises
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