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Abstract: Objective To evaluate the efficacy and safety of Antiviral Oral Liquid in the treatment of children with hand-foot-mouth

disease (HFMD). Methods This was a randomized, double-blind, placebo-controlled, multicenter clinical trial intending to involve
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288 children. They were randomly divided into two groups: trail group received Antiviral Oral Liquid and control group received
placebo for 5 d, 1—2 years old, 5 mL/time; 3—6 years old, 10 mL/time, 3 times a day, and the usage and dosage of the control group
was the same as the experimental group. Taking complete antipyretic time as the main effective index. Results A total of 287 cases
were enrolled, 144 in the treatment group and 143 in the control group. The median time of complete antipyretic was 24 h in the
trail group (PPS, the same below), and 48 h in the control group. There were statistically significant differences between the two
groups (P < 0.05). The median time of beginning rash/herpes regression was 24 h in the experimental group and 40 h in the control
group, the median time of complete regression of rash/herpes was 96 h in the experimental group and 112 h in the control group, and
the total effective rate of TCM syndromes in the trail group and the control group was 92.62% and 72.32%, respectively. There also
were statistically significant differences between the two groups (P < 0.05). The incidence of adverse events in the trail group and
the control group was 4.35% and 2.99%, respectively. There was no statistically significant difference between the two groups.
Conclusion Antiviral Oral Liquid can shorten the time of antipyretic and the time of rash/herpes regression, promote the healing of
herpes/ulcer in oral mucosa,and improve the TCM syndromes, so it is effective and safe in clinic.
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Table 2 Comparison on median time of complete antipyretic stratification between two groups and different age groups
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Table 3 Comparison on median time between two groups and different age groups rash/herpes onset (h,FAS)
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Table 5 Comparison on median time of oral mucosal herpes/ulcer healing between two groups and different age groups (h,
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Table 8 Comparison on negative rate of throat swab virus between two groups
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