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Abstract Objective: To study the relevant literature on the clinical safety of Reduning injection, to obtain the
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clinical safety information, and to provide reference for clinical safe drug use. Methods: Literature related to the
clinical safety of Reduning injection was collected, screened, extracted, standardized and integrated to form an
ADR/ADE literature database for Reduning injection. Descriptive analysis was used to sort out and analyze the
characteristics of adverse reactions/events. Results: A total of 418 literatures meeting the criteria were included,
including 345 clinical studies, 22 case reports and 51 ADR monitors. A total of 5292 ADR/ADE cases were
reported, among which 56 were ADR/ADE clinical manifestations involved 19 organs/systems, mainly skin and
accessory damage (46.35%), gastrointestinal system damage (29.65%) and systemic damage (9.11%). There were
79 cases of severe ADR occurred, mainly manifested as anaphylactic shock, liver damage and hematuria. In terms
of occurrence time and population characteristics, the ADR was quick-onset, and the ADR/ADE of Reduning
injection occurred in children with high incidence. All recorded ADR/ADE outcomes and prognosis were cured
or improved. Conclusion: The clinical manifestations, organ/system damage involved, severity, occurrence
time, outcome and prognosis of ADR/ADE for Reduning injection could be obtained through literature studies.
However, the overall occurrence and development process of ADR/ADE is not described in detail, and there is
much lack of information on the treatment measures and outcome time of ADR/ADE. The description of ADR/
ADE occurrence in clinical literature needs to be standardized, so as to improve the acquisition of clinical safety
and effective information of drugs after marketing and provide scientific evidence-based evidence for clinical
rational drug use.
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