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ABSTRACT OBJECTIVE: To probe into the regularities and characteristics of adverse drug reactions/adverse drug
events (ADR/ADE) induced by Shuganning injection, so as to provide reference for the clinical safety application of
Shuganning injection. METHODS; By searching the literature reports for ADR/ADE of Shuganning injection in CNKI,
Wanfang Data, VIP, SinoMed, the Cochrane Library, PubMed and Web of Science from the marketing of Shuganning
injection to Mar. 2024, descriptive analysis method was used to study the ADR/ADE of Shuganning injection.
RESULTS: A total of 89 articles were enrolled, including 66 clinical studies, 20 case reports and 3 ADR monitoring
reports. And 443 cases of ADR/ADE were involved, mainly in patients aged from >40 to 65 years (268 cases,
60.50% ). There were 980 cases involving 9 organs/systems, mainly gastrointestinal damage (328 cases, 33.47%) ,
systemic damage (300 cases, 30.61%), skin and its appendages damage (250 cases, 25.51%). The clinical
manifestations of ADR/ADE were diverse, including nausea, vomiting, chills, fever and rash. Thirty-nine patients
had a detailed description of the onset time of ADR/ADE, mostly within 30 min of drug administration (26 cases,
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66.67% ). There were 16. 93% patients (75 cases) with improper solvent use, 10. 83% (48 cases) had off-label drug
use. Totally 122 cases of ADR/ADE could be graded in severity, most of which were mild to moderate ( 108 cases,

88.52%) , symptoms were relieved naturally or after symptomatic treatment, no severe ADR/ADE was reported. In

122 cases of ADR/ADE, the treatment process and outcome were recorded in detail, and most of the outcomes were

recovery or improvement. CONCLUSIONS: In the clinical application of Shuganning injection, it is necessary to

strengthen the drug safety monitoring. Clinical staff should strictly follow the drug instructions for rational medication in

order to ensure the safety of medication for patients.

KEYWORDS Shuganning injection; Literature analysis; Clinical safety re-evaluation; Adverse drug reaction; Adverse

drug event
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