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(1. The Third School of Clinical Medicine, Beijing University of Chinese Medicine, Beijing 100029, China; 2. Department of
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Abstract: Objective To observe the clinical efficacy and safety of modified Kongsheng Zhenzhongdan Decoction
in treating patients with heart—kidney deficiency type of insomnia. Methods Seventy patients with heart—kidney
deficiency type of insomnia were randomly divided into the treatment group and the control group, with 35 cases in
each group. The treatment group was given oral administration of modified Kongsheng Zhenzhongdan Decoction,
while the control group was given oral administration of Zopiclone Tablets. Both groups were treated for 4 weeks.
The changes in the Pittsburgh Sleep Quality Index (PSQI) scores and traditional Chinese medicine(TCM) syndrome
scores in the two groups were observed before treatment and after 2 and 4 weeks of treatment. Moreover, the
clinical efficacy and safety of the two groups were evaluated. Results (1) After 4 weeks of treatment, the overall
effective rate of the treatment group was 88.57% (31/35) and that of the control group was 62.86% (22/35). The
intergroup comparison showed that the efficacy of the treatment group tended to be superior to that of the control
group, but the difference was not statistically significant (P>0.05). (2) After 2 and 4 weeks of treatment, the

PSQI scores for sleep quality in both groups were decreased compared with those before treatment, and the
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differences were statistically significant (P <0.05). However, there was no statistical significance between the two
eroups after treatment (P >0.05). (3) After 2 and 4 weeks of treatment, the TCM syndrome scores of the treatment
group were significantly decreased compared with those before treatment (P <0.05) , while the TCM syndrome
scores of the control group tended to be lower than those before treatment, but the difference was not statistically
significant (P>0.05). The intergroup comparison showed that the treatment group had stronger effect on
decreasing TCM syndrome scores than the control group after 2 and 4 weeks of treatment, and the differences were
statistically significant (P <0.05 or P<0.01). (4) During treatment, there was no significant discomforts in the
treatment group; in the control group, there were 2 cases of dizziness and 3 cases of dry mouth and bitter mouth,
which needed no discontinuation or special treatment. Conclusion The modified Kongsheng Zhenzhongdan

Decoction exerts certain effect in treating patients with heart—kidney deficiency type of insomnia. It is effective and

safe on improving patients’ sleep quality and TCM syndrome.

Keywords: modified Kongsheng Zhenzhongdan Decoction; insomnia; heart— kidney deficiency; Pittsburgh

Sleep Quality Index(PSQI) scores; traditional Chinese medicine(TCM ) syndrome scores
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Table 1 Comparison of clinical efficacy between the two groups of patients with insomnia

of heart—kidney deficiency type [#11(%)]
2153 %0151 P [TA4 PEE Tk BB
RITEH 35 0(0.00) 4(11.43) 27(77.14) 4(11.43) 31(88.57)
popiizEa:) 35 0(0.00) 2(5.71) 20(57.14) 13(37.14) 22(62.86)

F2 2B LEWMERKREERTIEPEIEERRASILE
Table 2 Comparison of TCM syndrome scores between
the two groups of patients with insomnia of heart—kidney
deficiency type before and after treatment (x +s, 4)
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Table 3 Comparison of PSQI scores between the two
groups of patients with insomnia of heart—kidney
deficiency type before and after treatment (xxs, 47)
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