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[ Abstract] Objective: To evaluate the safety and tolerance of single dose and multiple dose total flavonoids of Herba
Desmodii Styracifolii capsules by oral administration in healthy subjects. Methods: A randomized, double-blind, placebo-
controlled study was conducted in 64 eligible subjects ( female; male =1:1). The proportion of experiment group and placebo
group was 80% . 54 eligible subjects were divided to 7 dosages in single dose group, the number of subjects( experiment group
+ placebo group) were 4 (4 +0), 4(4 +0), 6(6 +0), 10(8 +2), 10(8 +2), 10(8 +2) and 10(8 +2),
respectively. 10 eligible subjects were distributed to multiple dose group, the number of subjects ( experiment group + placebo
group) were 10 (8 + 2) . Safety and tolerability were evaluated by monitoring adverse events and laboratory parameters
containing blood routine, urine routines, blood biochemistry, ECG examination, blood clotting function. Result; 64 people
all completed the study and no serious adverse events occurred. In the single dose group, 9 cases of experiment group occurred
mild adverse events(19.6% , 9/46), 2 cases of placebo group occurred mild adverse events(25.0% , 2/8); In the multiple
dose group, 6 people of experiment group occurred mild adverse events(75.0% , 6/8), 1 people of placebo group occurred
mild adverse events (50.0% , 1/2); All adverse events were judged as no-drug-related by the investigators. Conclusion;
Total flavonoids of Herba Desmodii Styracifolii capsule was safe and well tolerated with single dose of less than 2394 mg per
single day or multiple dose of 665 mg(1/8 h) in Chinese subjects. The suggested dosage of II-phase clinical trial was no higher
than 665 mg per time, 3 times a day.
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