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Abstract: Objective To evaluate the efficacy and safety of Xiao'er Huashi (XEHS) Oral Liquid in the treatment of functional

constipation children (syndrome of internal heat stagnated from accumulated food). Methods A randomized, double-blind, placebo-

controlled and multi-center clinical research method were adopted. Eligible subjects were randomly assigned to receive either XEHS

or placebo for oneweek. Results A total of 238 subjects were enrolled in this study, of which 120 were in the XEHS group and 118

were in the placebo group. After treatment, in the XEHS group and the placebo group, the standardized rates of spontaneous bowel

movements were 50% and 36.52%, the total effective rate of traditional Chinese medicine syndrome efficacy were 81.36% and

67.83%, the effective rate of long defecation interval timewere 68.64% and 53.91%, the effective rate of difficult defecation was

65.52% and 48.25% , respectively. There was statistical significance difference between the two groups (P<<0.05). During the study,

no adverse event was reported.Conclusion XEHS is effective forshort-term treatment of functional constipation children (syndrome

of internal heat stagnated from accumulated food), which is safe and worthy of clinical application.
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R 1 SBMREZEZ(FAS)
Table 1 Response rate for SBM (FAS)
Al n/f SBM=(3 Uik Jd D/ SBM<(3 K+ D/ L)%
Xt 1 115 42 73 36.52
67 118 59 59 50.00"

LI L P<<0.05
“P<<0.05 vs control group

%2 SBMIfK(FAS)
Table 2 Frequency of spontaneous bowel

movements (FAS)

2H 5 n/%l SBM #i ik
X HE 115 2.730+0.985
bEbig 118 3.458+1.777

xR " P<<0.05
"P<<0.05 vs control group

*3 HEIERTR(FAS)
Table 3 Traditional Chinese Medicine syndrome
effects (FAS)
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Table 4 Effectiveness of individual symptoms (FAS)
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