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Establishment of Bacterial Endotoxin Test Method for Ossotide Injection
WANG Tingting', ZHOU Rui*(1.Lianyungang Institute for Drug Control, Jiangsu Lianyungang 222006, China;
2.Chia-tai Tianging Pharmaceutical Co. Ltd., Jiangsu Lianyungang 222006, China)

ABSTRACT OBJECTIVE: To establish the bacterial endotoxin test method of Ossotide injection. METHODS: According to the
appendix of the gel method under “bacterial endotoxin test method” in Chinese Pharmacopiea (2015 edition), the maximal non-in-
terference concentrations of samples were determined by interference test, and then methodology validation was conducted. RE-
SULTS: The agglutination of LAL with bacterial endotoxin had no interference when the sample was diluted to 0.333 mg/ml or be-

low. CONCLUSIONS: The established method can be used to detect the bacterial endotoxin of Ossotide injection.
KEYWORDS Ossotide injection; Bacterial endotoxin test; Gel method; Interference test
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Tab 2 Results of interference pretest of samples
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Tab 3 Results of interference test of samples
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Tab 4 Results of bacterial endotoxins test of samples
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