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Standardization for bacterial endotoxins test of Gastrodin Injection
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Abstract: Objective To establish a rapid standardized bacterial endotoxin test method for the quality control of Gastrodin Injection

(GI). Methods The tests were carried out according to the bacterial endotoxin test method in Chinese Pharmacopoeia 2010. Results

The interferential test with tachypleus amebocyte lysate of different sensitivity and manufacturers was carried out for GI. The solution

of GI (1:20) had no interference on the test. Furthermore, 10 batches of specimens were measured, and the results were coincident with

those by rabbit pyrogen test. Conclusion The bacterial endotoxin test method for GI has been established and is feasible to use as a

standard. The bacterial endotoxin limit could be 0.1 EU/mg.
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Table 1 Results of interfering pretest
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Ix e R 20 40 80 160
ZIEM 1009091 0SEUmML™  PC ++ ++ ++ +
NC — — — —

1010091  025EUmL"  PC ++ ++ ++ ++

NC — — — —
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NC — — — —

0911080  025EUmL' PC ++ ++ ++ 4+

NC — — — —
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Table 2 Results of verifying interfering test (sensitivity 0.5 EU/mL)
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Table 3 Results of sample test
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