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Abstract Objective: To establish the quality standards for Yindan Jiedu Granules and test its acute toxicity.
Methods: High performance liquid chromatography (HPLC) method was used to measure the content of
baicalin in Yindan Jiedu Granules. The Agilent EClipse SB-C,; (4.6 mmx250 mm, 5 pm) column was used
as the analytical column, and the methanol-water-phosphoric acid (47: 53: 0.2) was used as the mobile phase

with the flow rate of 1.0 mL-min”, the detection wavelength of 280 nm, the column temperature of 30 °C and
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the injection volume of 10 pL. Thin layer chromatography (TLC) was adopted to identify the honeysuckle,
scutellaria, ephedra and mulberry bark in Yindan Jiedu Granules. A negative control group and a Yindan Jiedu
Granules administration group were set in the emergency drug test, and the relevant indexes were recorded for 14
consecutive days. Results: The injection amount of baicalin showed a good linear relationship (r=0.9998)
in the ranges of 0.8072~10.09 pg . The average recovery rate was 98.72%, the RSD value was 1.98% (n=9)
, and the RSD values of precision, stability and repeatability tests were all less than 2%. The characteristic
spots of TLC diagrams of honeysuckle, scutellaria, ephedra and mulberry bark were clear with good
separation, strong specificity and no interference from the negative control group. The oral administration
of Yindan Jiedu Granules in rats was 169.80 g-kg" on a single day, which was 57.52 times of the clinical
dose, and no obvious toxicity was found. Conclusion: The established method is easy to operate, and it has

high accuracy and reliable results, so it can be used for the quality control of Yindan Jiedu Granules. The

clinical dose of Yindan Jiedu Granules is safe and reliable.
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