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Abstract: Objective To evaluate the efficacy and safety of Xiao’er Chaigui Tuire Oral Liquid in improving comprehensive
symptoms, enhancing quality of life, reducing fever, and decreasing complications in children with acute upper respiratory tract
infection (wind-cold exterior with interior heat syndrome). Methods A multicenter, block-randomized, double-blind, double-dummy,
active-controlled clinical trial was conducted. The study enrolled 504 patients from 28 centers, with 378 assigned to the experimental
group and 126 to the control group. The experimental group received Xiao’er Chaigui Tuire Oral Liquid and a placebo simulating
Xiao’er Ganmao Shu Granules; The control group received a placebo simulating Xiao’er Chaigui Tuire Oral Liquid and the active
Xiao’er Ganmao Shu Granules. Treatment continued for 5 d in both groups. Results A total of 504 subjects were randomized from
28 centers, with 502 included in the Full Analysis Set (FAS): 376 in the experimental group and 126 in the control group. In the FAS
analysis, the recovery rate based on the comprehensive symptom dimension of CARIFs at the treatment endpoint was 92.82% in the
experimental group and 91.27% in the control group, with no statistically significant difference between groups. Throughout the study,
33 adverse events (AEs) were reported in 33 subjects (6.55%), with 23 AEs (6.08%) in the experimental group and 10 AEs (7.94%) in
the control group. The difference in AE incidence between groups was not statistically significant. No statistically significant
differences were observed between the two groups regarding vital signs or various laboratory test parameters. Conclusion Xiao’er
Chaigui Tuire Oral Liquid demonstrates good efficacy in improving comprehensive symptoms, enhancing quality of life, reducing
fever, and decreasing complications in children with acute upper respiratory tract infection accompanied by fever (wind-cold exterior
with interior heat syndrome). It also shows a favorable safety profile, supporting its clinical application and promotion.

Key words: Xiao’er Chaigui Tuire Oral Liquid; acute upper respiratory tract infection; exterior cold and interior heat syndrome;

positive drug controlled trial; safety profile
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Table 3 Comparison of recovery rates based on the comprehensive symptom dimension of CARIFs between two groups (FAS)
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Table 4 Overall response rate based on comprehensive symptom dimension of CARIFs at treatment endpoint (FAS)
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Table 6 Inter-group comparison of effective rates for individual traditional Chinese medicine scores at study endpoint (FAS)
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F9EF2H 2026F28 %¥i3tat £ Drug Evaluation Research Vol 49 No.2  February 2026 + 623+

*®7 MRE[HERIAEIKHARABE LR (FAS)
Table 7 Inter-group comparison of disappearance rates for individual traditional Chinese medicine symptoms at study
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