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Abstract: Objective To evaluate the improvement of disease condition of Zhike Juhong Granules the treatment of pediatric acute
bronchitis (syndrome of phlegm-heat obstructing lung) on the basis of cefuroxime dry suspension, and to explore the symptomatic
treatment of cough, and to observe the safety of its clinical application. Methods The methods of randomized, double-blind, parallel
positive-drug control, multi-center, non-inferiority test were used. A total of 236 subjects were randomly divided into experimental
group and control group according to 1:1 ratio. On the basis of the Cefuroxime dry suspension, the experimental group was given
Zhike Juhong Granules and the simulation of Jinzhen oral liquid, the control group was given Jinzhen Oral Liquid and the simulation
of Zhike Juhong Granules. The course of treatment was 5 d. The total effective rate of disease curative effect was used as the main
evaluation index, with cough effect time, Traditional Chinese Medicine (TCM) curative effect, cough symptoms integral, the
disappearance of the lung's rate and the individual symptoms disappear rate for secondary evaluation index. The incidence of adverse
reactions was used as the safety evaluation index. Results Main indicators analysis: the total effective rate of disease curative effect
of treatment group and the control group was 96.40% and 94.55%, respectively. The results of non-inferiority test indicated that the
efficacy of experimental group was not worse than that in the positive control group. Secondary index analysis: in addition to the
time of onset of cough, there was no statistically significant difference in the efficacy of TCM syndromes, pulmonary rotations, and
the disappearance rate of individual symptoms. The results of FAS and PPS were consistent. In this clinical trial, only the control
group reported seven cases of adverse events (5.98%), including one case, which was judged by the researchers as "suspicious" and
regarded as adverse reaction (0.85%). Conclusion The improvement of disease condition of Zhike Juhong Granules in the treatment
of pediatric acute bronchitis (syndrome of phlegm-heat obstructing lung) on the basis of cefuroxime dry suspension is not inferior to
JinZhen Oral Liquid with satisfactory safety, and it has better effect in the treatment of cough.
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Table 4 Comparison on disappearance of individual symptoms and signs(FAS)
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