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Pressor and Depressor Substance Test and Toxicity of Bivalirudin
LIU Chun,ZHAO Yu-mei,ZHENG Xia(Hainan Institute for Drug Control, Haikou 570216, China)

ABSTRACT OBJECTIVE: To study the pressor and depressor substance test and toxicity of bivalirudin. METHODS: According
to Chinese Pharmacopeia (2010 edition), the 1-5 times of clinical single dose (2.8-14 mg/kg) were used for the determination of
depressor substances and vasopressor substance. The limit of depressor substance was determined with cat blood pressure. The blood
pressure of SD rats was monitored by total arterial intubation to determine the limit of vasopressor substance. Mice were given medi-
cines via tail vein in acute toxicity test to detect LDs. The limit of abnormal toxicity test was calculated. RESULTS: The limit of
depressor substance test and vasopressor substance were both 14 mg/kg. The LDs of intravenous injection of bivalirudin in mice
was 1.60 g/kg and 95% confidence limit was 1.50-1.71 g/ kg. The abnormal toxicity test showed that no mice died within 48 h after

medication. CONCLUSIONS: Bivalirudin is in line with the requirements of Chinese Pharmacopeia.
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Tab 2 Results of bivalirudin in depressor substances test

5 FlE,mg/kg  ds,kPa dr,kPa dr,kPa ds, kPa
20090501 14 543 047 0.72 5.20
20090502 14 5.64 0.67 059 557
20090503 14 434 132 1.08 426
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Tab 3 Results of bivalirudin in vasopressor substance test

#s FlE,mg/kg  di,kPa dr,kPa dr,kPa ds,kPa
20090501 14 5.08 176 0.55 391
20090502 14 418 2.03 1.77 5.64
20090503 14 421 0.67 0.68 3.90
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