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中文摘要:目的: 通过对苦碟子注射液安全性文献的整理和分析,获得有关其上市后临床安全性方面的信息,为临床医生、研究者提

供相关决策帮助。 方法: 该文通过检索相关文献库,获得有关苦碟子注射液安全性报道的文献96篇,并获取全文。筛选出关于苦碟

子注射液发生不良反应的22篇报告,24个案例。通过对24个案例做5个方面的分析:严重不良反应5例;苦碟子注射液的不良反应在24

篇文献报道中的具体表现;不良事件发生时间;关于发生不良反应后的处理;联合用药情况。 结果: 分析发现文献中的不良反应报告

均欠规范,对于其真正的因果关系判断的过程不明确,且临床实际应对处理也存在不合理现象,对于联合用药的分析均未涉及。 结

论: 虽然22篇报告均是来自于临床实践的真实报告,但是由于不良事件/反应发生过程存在多种影响因素,且报告者对于因果关系的

判断以及报告的不规范,在很大程度上影响了苦碟子注射液在临床使用过程中发生不良反应发生的真实程度。
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Literature review report on safety evaluation about Kudiezi injection

Abstract:Objective: To explore safety evaluation information about Kudiezi injection used in the clinical practice. Method: Three Chinese 
literature databases were searched and 96 articles were downloaded.Safety information about the study question was extracted by 
researchers in the Excel form.Finally, 22 articles including 24 case reports were analyzed in this article.Five aspects about safety information 
were summarized. Result: It was found that all the adverse drug reaction reports in the literature were improper.There was no clear 
causality relation inference.It was inaccurate that those reports were identified as adverse drug reactions. Conclusion: Although 24 case 
reports were identified as adverse drug reaction the evidence for each report was insufficient.There is no scientific causality judgment among 
these reports,which were implied little significance to future health decision about Kudiezi injection.
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