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Establishment of Bacterial Endotoxin Test Method for Peramivir Hydrate and Sodium Chloride Injection
QIAO Shi-qin', SUN Zhu-ye', LI Wei-gang', WU Li-lei’ (1.Dept. of Pharmacy, Rizhao Hospital of TCM, Shan-
dong Rizhao 276800, China; 2.Shandong Lvyin Pharmaceutical Co., Ltd, Shandong Linyi 276000, China)

ABSTRACT OBIJECTIVE: To establish a method for bacterial endotoxin test for Peramivir hydrate and sodium chloride injec-
tion. METHODS: Maximum non-interference concentration of the sample with different batohes were used for interference test. was
determined by interference test according to endotoxin gel method stated in Chinese Pharmacopiea (2010 edition)and bacterial en-
edotoxintest by tachypleus amebocyte lysate from 2 manufact urers. RESULTS: The interference on bacterial endotoxin test could
be excluded when the sample was diluted to 2.5 mg/ml and the limit of bacterial endotoxins was 0.5 EU/ml. CONCLUSIONS: The

established method can be used to detect the bacterial endotoxin of Peramivir hydrate and sodium chloride injection.

KEYWORDS Peramivir hydrate and sodium chloride injection; Bacterial endotoxin test; Gel method; Interference test
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Tab 1 Recheck results of TAL sensitivity test
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Tab 2 Results of pre-interference test of samples
R mg/ml
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Tab 3 Results of interference test of samples
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Tab 4 Results of bacterial endotoxin test
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