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Studies on the Acute Toxicity in Mice and Cytotoxicity of the Impurity in Ornithine

Pan Wangping, Xu Xiaoling, Cai Bei, Lii Xiaojun, He Kaiyong ( Hubei Institute for Food and Drug Control, Wuhan 430064, China)
ABSTRACT Objective: To study the acute toxicity in mice and cytotoxicity of the impuritiy ( 3-amino-2-piperidinone hydrochloride )
in ornithine. Methods: The mice were given the impurity by intravenous injection. The acute toxicity was observed and LDy, in mice
was calculated by Bliss method. According to the result of LDs,, the mice were given the impurity respectively at high, medium and low
dose. The changes of general condition and body weight were recorded, and the blood biochemical indices and histomorphology of organs
and tissues were observed after 14 days. The cytotoxicity was measured on fibroblasts (1.929) cells. Results: The LDy, and 95% con-
fidence limit of the impurity ( intragastric administration) was 758.49-848.08 mg - kg™'. All the detected indices of the three groups
(660,330 and 170 mg - kg™") including general condition, weight change, biochemical indices, organ morphological and histological
change were all within the normal ranges. The impurity significantly decreased the viability of 1929 cells. The NOAEL value was 660
mg + kg™ in mice. Conclusion: The impurity has certain toxicity to mice and cells. The data can provide experimental basis for the
quality standard establishment for ornithine and the safety improvement in clinic use.
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