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Abstract ; Objective To evaluate the safety and efficacy of Mixture (‘& fifi IEWK-575]) for post infectious cough of wind evil in-
vading lung type. Methods A randomized, double — blind, placebo — controlled and multi — center clinical trial was conducted. A
total of 240 cases were divided into trial group(120 cases) and control group(120 cases) at a ratio of 1;1. The trial group was
administered with Xuanfei Zhisou Mixture,while the control group was given Xuanfei Zhisou Mixture simulation agent,20 mL for
each time,three times a day,and the treatment course was 7 days. The cough visual analogue scale( VAS) , cough relief and disap-
pearance , clinical efficacy and safety were compared. Full analysis set( FAS) and per protocol set( PPS) were used for effective-
ness analysis, while safety set( SS) was used for safety analysis. Results All 240 cases were included in the SS,and there were 238
subjects in the FAS(with 119 in each group) ,and 227 subjects in the PPS( with 114 in trial group and 113 in control group). PPS
and FAS analyses showed that cough VAS decreased in both groups( P <0.01) ,and the trial group had more significant changes
than the control group(P <0.05 or P <0.01). The cough relief rate and disappearance rate and treatment efficacy in the trial
group was higher than those in the control group(P <0.01) ,and the cough relief time was shorter in the trial group(P <0.01).
There was 2 adverse events occurred in 2 subjects of the trial group,while 5 adverse events occurred in 4 subjects of the control
group ,and there were no statistical difference between the two groups( P >0.05). After analysis,the above adverse events proba-
bly not or definitely not be related to the test drug. Conclusion Xuanfei Zhisou Mixture had good clinical effect and high safety for
patients with post infectious cough(wind evil invading lung type).

Keywords : Xuanfei Zhisou Mixture ( ‘& fili I-Bk-& 7)) ;post infectious cough;wind evil invading lung;safety ; effectiveness
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B (bRifER2) 118.59(10.76) 119.11(9.73)
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TR 54.00,95.00 60.00,99.00
K 1 0
Lo#/ (YR/min) Wilcox #5:3 0.85 6290. 00
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PPS 45 FAS £ 43 #r ¥ I 7, 16 97 )5 W1 41 i ik
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247 100. 0% F145. 61% , 34 5 F % B 40 19 67. 00% F0
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TE FAS 2701 PPS £ | 33056 21 W% Wk 8% f s} 1a] 43~ 531)
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FFRERE3 d W Wilcox K& <0.01 3192.00
B (brifEz) 1.14(1.34) 3.04(2.09)
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L Wilcox 65 0.07 7322.50
Y (brifE ) 5.80(1.72) 5.34(1.45)
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JERRATHUR 3 d P - Sk Wilcox £33 <0.01 2615.00
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E R (Q B DA ) -5.00( -6.00, -3.00) -2.00( -4.00, —1.00)
I -10.00,0.00 ~7.00,1.00
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