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Abstract: Objective To evaluate the clinical efficacy and safety of Shuqing Granules in the treatment of pediatric acute upper
respiratory infection (anemopyretic cold). Methods A random, double-blind and double-dummy, positive-drug parallel control, and
multi-centered observational clinical approach were used. A total of 240 patients from 11 centers were randomly divided into
experimental group (120 patients) and control group (120 patients), which were took Shuqing Granules plus simulant Shuanghuanglian
Granules and Shuanghuanglian Granules plus simulant Shuqing Granules, respectively, each cause of treatment for 5 d. Results The
median time of recovery of twogroups was both at 72 hours, with no statistical significance. The total cure rate of the experimental and
control group were 95.33% and 90.52%, respectively, the 95%CI of rate difference between groups was 5.67% (—1.21%, 12.55%),
which indicated that the total cure rate of the experimental group was no lower than that of the control group. The complete rate of the
abatement of fever of the experimental group and control group after 48 h were 79.44% and 65.52% (PPS), respectively, The
differences between groups were of statistical significance, the 95%CI of rate difference of the two groups is 13.92% (2.15%, 25.69%)
and the experimental group was superior to the control group. The group differences of TCM syndrome curative effect (obvious
curative rate) and cardinal symptom disappearing rate (except red and swollen throat) were of no statistical significance. Seven clinic
adverse drug cases were reported and the occurrence rate of adverse drug cases of each group were 3.33% and 2.50%, respectively, with
no statistical significance, among which no case was judged to be untoward reaction. Conclusion The curative effect and syndrome
effect of Shuqing Granules in the treatment of pediatric acute upper respiratory infection is no worse than Shuanghuanglian Granules,
the complete rate of which for the abatement of fever is superior to the Shuanghuanglian Granules within 48 h, and it is safer and has a
better clinical application value.
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Table 1 Comparison of recovery time between groups
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Table 2 Comparison of cure rate between groups
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Table 3 Comparison of complete antifebrile rate after 48 hours between groups (PPS)
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Table 4 Comparison of cardinal symptoms disappearance rate between groups 5 days after treatment (PPS)
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Table 5 Comparison of TCM symptoms efficacy between groups 5 days after treatment (PPS)
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