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Research and improvement of quality standards
for compound lysine granules "

LI Zhao'*, LI Changliang' >, SHI Xiaoyi'>, LIU Yi'*, LIU Yanming'*, LI Xiaoyan®* "
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Abstract Objective: To Improve the quality standards of compound lysine granules included in local standards
rise to national standards Volume 16 of the current National Drug Standards. Methods: All the inspection items in
the current quality standards are inspected, and the improvement plan is proposed in combination with the test
results. Results; Chemical identification of gluconic acid and liquid phase identification of lysine hydrochloride
were added. Added the determination of the uniformity of calcium gluconate content; The uniformity and determina-
tion method of calcium gluconate content were unified, and the text specification was standardized with reference to
the second part of the 2020 edition of the Chinese pharmacopoeia. The method for the determination of lysine hydro-
chloride content was revised from the first derivative ultraviolet method of the original quality standard to the deter-
mination by HPLC, which solved the problems of cumbersome, time-consuming, low efficiency and poor repeat-
ability of the original detection method. Conclusion: This scheme improves and improves the quality standards of

compound lysine granules from the perspective of safety and standardization, and provides a theoretical reference for
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strengthening the quality control and quality standard revision of this product.

Key words: compound lysine granules; quality specification; content uniformity; content determination; revision

suggestion
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Tab.1 Comparison of loss on drying and water content results

Enterprises Lot Loss on drying/% Water content/ %
A 180702 0.57 0. 46
B 180604 1.41 1.39
190101 1.22 1.31
190102 1.13 1. 18
C 190201 0.62 0. 60
190202 0. 60 0.55
190203 0.50 0.50
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Tab.2 Comparison results of HPLC and first derivative ultravio-

let spectrophotometry for the determination of lysine hydrochloride

Methods HPLC First derivative UV spectrophotometry
Result/ % 99. 46 102.92
99.93 98.13
98. 89 101.97
99. 16 96. 14
99. 15 98.27
99.33 103. 95
Average/ % 99.32 100. 23
RSD/ % 0.36 3.13
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