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Phase [ clinical tolerable study of Dongqing Tongmai Capsula on human

NI Tian-qing, HU Si-yuan, JIA Jing-yun, WANG Hui, ZHONG Cheng-liang
Pharmacology Base of the First Teaching Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin 300193, China

Abstract: Objective

Dongqing Tongmai Capsula at different doses, and the safe dosage range in phase II clinical trials were provided. Methods 44

In order to observe the tolerance and safety of human body, healthy volunteers were selected to take orally

healthy volunteers took orally the drug of one of 4 different dosages increasing by degree, and then continous-dose tolerance test was
carried out. Results Abnormal laboratory indicators associated with the tested drug, such as slight increment of creatinine, urea
nitrogen, and positive urine protein appeared in single-dose group, while abnormal indicator was not detected in continous-dose group.
Conclusion Overall, single-dose less than 3 pills (as much as 0.75 g) or continous-dose less than 2 pills Tid (as much as 1.5 g)
Dongqing Tongmai Capsula could be safe for human body.
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Table 1 Program of dosage increasing by degree
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Table 2 Abnormal value associated with tested drug
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