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Clinical safety monitoring study of Yiqi Fumai Lyophilized Injection
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Abstract: Objective To investigate the safety of Yiqi Fumai Lyophilized Injection in clinical use, including the type, incidence and
risk factors of adverse events/adverse reactions, and to further guide the clinical rational use of drugs and improve the instructions. It
also provides the basis for enterprises to formulate risk management plans. Methods The prospective, large sample, multi-center
centralized monitoring method was used to include 10 767 inpatients in 44 medical institutions from May 2016 to June 2017. Record
the patient's basic condition, drug use, and adverse reactions, and conduct statistics and analysis. Results The total adverse reaction
rate of Yiqi Fumai Lyophilized Injection was 0.176%, which was an occasional level, mainly found in the skin and its ancillary
systems.Conclusion the adverse reaction of Yiqi Fumai Lyophilized Injection is rare, and the clinical application is relatively safe. It
is recommended that the manufacturer should carry out the relevant research on the drop speed, further improve the instruction
information and standardize the clinical use.
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Table 1 Distribution of diseases and drug use
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Table 2 Velocity of intravenous drip
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Table 3 ADE Classification Statistics
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Table 4 Frequency of main symptoms of ADR
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Table 5 Demographic characteristics of 19 ADR patients
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Table 7 Distribution of different drip velocities in ADR

Fp iR d E/ (femin ) SN 5 E/%
<20 0 0.00
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Table 8 Relationship between course of treatment,

intravenous drip speed and ADR
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