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Abstract: Objective To evaluate the efficacy and safety of Chaiyin Granule in treatment of influenza (exogenous wind heat
syndrome). Methods A randomized, double-blind, positive drug control, multicenter design was used to select 116 influenza
(exogenous wind-heat syndrome) patients who met the inclusion criteria from March 2021 to March 2022 in eight clinical research
centers, including China Japan Friendship Hospital, Tancheng First People's Hospital, Luohe Hospital of Traditional Chinese
Medicine, the People's Hospital of Linqging, the Tenth People's Hospital of Nanning, Guanxian Hospital of Traditional Chinese
Medicine, Guantao People's Hospital, and Liaocheng Chiping District Hospital of Traditional Chinese Medicine, randomly allocate
to the experimental group and control group in a 2 I 1 ratio. There were 78 cases in the experimental group and 38 cases in the
control group. The control group patients received oral administration of Oseltamivir Phosphate Capsules, one capsule per time,
twice a day, and Chaiyin Granule Simulator, taken in boiled water, one bag each time, three times a day. The experimental group of
patients took Chaiyin Granules orally, taken with boiled water, one bag each time, three times a day, and Olistavir Phosphate
Capsules Simulator, one capsule per dose, two times daily. The treatment period is five days. The main efficacy indicator is the time
to relieve clinical symptoms of influenza, while the secondary efficacy indicators are the recovery time/recovery rate of the disease,
the onset time of antipyretic effects, the efficacy of individual symptoms, the rate of viral nucleic acid negative conversion, the
incidence of complications/severe/critical illness, and the monitoring of drug safety during the trial. Results The clinical symptom
relief time of the experimental group and the control group were 3.133 days and 2.939 days, respectively. The 95% confidence
interval (95% CI) of the difference between the two groups was (—0.34, 0.33), and the lower limit was greater than the non inferior
limit of —0.5, indicating that the clinical symptom relief time of the experimental group was not inferior to that of the control group.
There was no statistical difference between the experimental group and the control group in terms of disease recovery time, disease
recovery rate, and antipyretic onset time (P > 0.05). The experimental group achieved similar results as the control group in
improving single clinical symptoms of influenza, such as body heat, sore throat, headache, cough, sweating, thirst, nasal congestion,
runny nose, and aversion to cold. After five days of medication, the viral nucleic acid conversion rates of the experimental group and
the control group were 76.32% and 68.42%, respectively. During the experiment, there were no complications, severe cases, or
critical illnesses. Conclusion Chaiyin Granule is not inferior to Oseltamivir Phosphate Capsule in alleviating the clinical symptoms
of influenza (exogenous wind-heat syndrome), and has more advantages in the negative rate of nucleic acid. The product has good
safety and is worthy of clinical promotion.

Key words: Chaiyin Granules; Olistavir Phosphate Capsules; influenza; exogenous wind-heat syndrome; randomly double blind;
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