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Abstract: Objective Evaluate the efficacy and safety of Jinlianhua Soft Capsule in the treatment of acute tonsillitis (exogenous
wind-heat syndrome). Methods A randomized, double-blind, double-simulation, positive parallel control, multicenter clinical trial
design method was used. A total of 144 patients were enrolled and randomized to an experimental group of 108 patients and a

control group of 36 patients at a 3 : 1 ratio. The experimental group was treated with Jinlianhua Soft Capsule (2 capsules/d, tid) plus
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Donglingcao Capsule Simulator (3 capsules/d, tid), and control group was treated with Donglingcao Capsule (3 capsules/d, tid) plus
Jinlianhua Soft Capsule Simulator (2 capsules/d, tid) for 7 days. The primary end point was the comprehensive curative effect of
disease. Secondary end points were single symptom efficacy and disappearance time of pharyngeal pain. Meanwhile, the incidence
of adverse events/adverse reactions, as safety indexes, were monitored. Results The total effective rate of experimental group was
significantly higher than that of control group (96.30% vs 80.56%, P < 0.05). The effective rate of experimental group was
significantly higher than that of control group (86.11% vs 61.11%, P < 0.05). In TCM single symptom aspect, the total effective rate
and obvious curative rate of pharyngeal pain/swallowing pain and pharyngeal dryness and burning, as well as obvious curative rate
of pharyngeal mucosa/uvula redness and swelling, there were statistically significant differences between the two groups (P < 0.05),
experimental group was higher than control group. Meanwhile, the difference between experimental group and control group in
median disappearance time of sore throat (144 h vs 162 h, P < 0.5) was not observed. There was no difference in adverse events and

adverse reactions between two groups during the study period. Conclusion Jinlianhua Soft Capsule was effective in treating acute

tonsillitis (exogenous wind-heat syndrome), which is safe and has good clinical application prospects.

Key words: Jinlianhua Soft Capsule; acute upper tonsillitis; exogenous wind-heat syndrome; multi-center clinical trial
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Fig.1 Survival curve of disappearance time of pharyngalgia
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