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Overview of updates and amendments of the national
standard for human thrombin®
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Abstract Objective: To Correctly understand and use the new variety “human thrombin” in the Chinese Pharma-
copoeia 2020, and provide application guidelines for the smooth implementation of national standards for this
variety. Methods: The revision of the monotheory of human thrombin was summarized from the new background,
the comparison of domestic and foreign standards and the formulation process of key quality attributes.
Conclusion; Raising the registration standard of human thrombin enterprises to the national pharmacopoeia stand-
ard is conducive to the scientific supervision of blood products.
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Tab.1 Sample information used in the experiment
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Fig.1  The sample and rabbit anti human plasma produce pre-
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Tab.2 Sodium ion content inspection results
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Chromatogram of sugar content
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Fig.3  Chromatograms of glycine content
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Tab.3 Results of human thrombin titer determination
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Fig.4  Protein content determination results
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Tab.4 Specific activity test results
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