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Abstract Objective: To conduct toxicological research on Reyanning mixture using juvenile animals, and provide
further preclinical safety data for its pediatric use. Methods: 10-day-old SD rats were intragastrically administrated
with Reyanning mixture for 36 consecutive days, and the main toxic target organs and the reversibility of the
damage, and to evaluate the toxicity and severity of the rats. Results: After the administration, the animals which
appeared brown watery stools, was related to the drug effect; and the symptoms of dark yellow urine might be
related to the properties of the test substance. The body weights of females and males in the high-dose group were

decreased before weaning, and the weight gains of females and males in the high-dose group decreased at the initial
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stage of administration. The hemoglobin and hematocrit of the females and males in the high-dose group decreased
at the end of the administration, and the number and proportion of reticulocytes of male animals in high-dose group
increased. The serum triglyceride of the female animals in the high-dose group increased. In the administration
groups, the urine specific gravity and urine ketone increased and the urine color darkened. The contents of urine
occult blood and white blood cell in the male animals increased. All of the above indicators were restored at the
end of the recovery period. In addition, no other abnormalities associated with the test article was found. No
renal histopathological change, corresponding to the variations in the urine biochemical indexes, was observed.
Conclusion: Under current experimental conditions, no observable adverse effect level of Reyanning Mixture on

juvenile animals was 65.1 g/kg (equivalent to the amount of crude drug). These results provide a reference basis for

the the clinical pediatirc dose design and toxic side effects monitoring.
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