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Study on the application of micro—gel TAL method in products of different fields and the
consistency comparison of the results
Ming Yang  Lina Wang Zhilong Zhao® Hua Fan Peng Lin Dan Sun  Yinghui Zhang Xiaolin Zhou
Liaoning Inspection, Examination and Certification Centre, Liaoning Institute for Drug Control
[Abstract] Objective: To study the applicability of the micro—gel method for bacterial endotoxin test with
micro—gel Tachypleus Amebocyte Lysate (TAL) in multiples samples in various fields and the consistency
comparison of the results between gel method and micro—gel method. To explore the possibility of the
application of micro—gel method in China. Method: According to the guideline of “9251 Guidelines for the
Application of Bacterial Endotoxin Tests” and “1143 bacterial endotoxin test method” in Chinese
pharmacopoeia (2020 Edition,Volume IV),the sensitivity of 30 batches of micro—gel TAL were checked.
Variety applicability of 42 batches of samples were test used micro—gel TAL. Consistency comparison of 66
batches of samples were also compared between classical gel method and micro—gel method. Results: The
sensitivity check result of micro—gel TAL and the result of variety applicability met the requirements of Chinese
Pharmacopoeia (2020),The consistency rate of the results of 66 batches of samples reached 100%. Conclusion:
The micro—gel method can be used for bacterial endotoxin test in multiple species with micro—gel TAL. The
micro—gel method can be promoted and applied as an improved and supplementary method to the classical gel
method.
[Key words] bacterial endotoxin test; Tachypleus Amebocyte Lysate(TAL); micro—gel Tachypleus Amebocyte

Lysate; micro—gel method
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