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Re-evaluation of the security of Guanxinning Injection (I)

ZHU She-min, WANG Ai-dan, LI Zheng, TANG Deng-feng, KUANG Rong
Zhejiang Provincial Institute for Food and Drug Control, Hangzhou 310004, China

Abstract: Objective To provide the data for re-evaluation on the security of Guanxinning Injection. Methods Testing for abnormal
toxicity, allergen, and depressor substances was performed in different doses, according to the methods in the appendix of Chinese
Pharmacopoeia 2010; And the grading evaluation was recorded by the animals’ reactions after sample injection. Results In the
examination of abnormal toxicity, toxicity of samples from different manufacturers varied widely. The samples from A, D, and F
manufacturers had less toxic, in which no animal was dead. Among them A and F only had one batch with getting three points; Sample
from B manufacturer had unstable and abnormal toxicity, and animal deaths occurred in eight among 13 batches of samples except
that one batch had no significant toxicity, accounting for 53.3%; Samples from C and E manufacturers showed a greater abnormal
toxicity, scored two to five points; Sample from D manufacturer was the most stable. Scoring between two and three points was
concentrated among 13 batches, there was no animal death; Among 71 batches of samples dilution in 1 : 2 was selected, animal deaths
occurred in only one batch; The results are basically the same from different sources and varieties of animals. In buck physical
examination, Guanxinning Injection has antihypertensive effect and samples in a dose of 0.2 mL/kg had more significant effect on
controlling blood pressure than histamine (0.1 pg/kg). While the dilution in 1 : 3, only four batches of B manufacturer have failed, and
the experiments were repeated using cats, the results were still unsatisfactory, among which one batch failed and three batches were
qualified; In allergy check, 24 batches of samples from different manufacturers had no obvious abnormal reaction. Conclusion There
is difference of abnormal toxicity test and buck physical examination among Guanxinning Injections produced by different
manufacturers. It suggests that abnormal toxicity test and buck physical examination can be used to control the quality.
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Table 4 Results of antihypertensive substances test of Guanxinning Injection (1 : 3 dilution)
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