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[Abstract] Objective: To evaluate the clinical efficacy and safety of Yangxin Dawayimicol honey
ointment (YDHO) in the treatment of insomnia with the syndrome of Qi stagnation and blood stasis. Method:
Eighty insomnia patients who met the inclusion criteria in the Department of Encephalopathy of the Third
Affiliated Hospital of Henan University of Chinese Medicine from November 2019 to October 2020 were
randomly divided into an experimental group (48 cases) and a control group (32 cases). The experimental group
was treated with YDHO + Xuefu Zhuyu capsule simulators, and the control group was treated with Xuefu Zhuyu
capsules + YDHO simulators for eight weeks. The changes in Pittsburgh sleep quality index (PSQI) score,

traditional Chinese medicine (TCM) syndrome score, insomnia severity index (ISI), neurotransmitter indexes
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[ y-aminobutyric acid (GABA) , glutamic acid (Glu) , and 5-hydroxy tryptamine (5-HT) |, serum inflammatory
indexes [interleukin-6 (IL-6) and interleukin-10 (IL-10) ],
Result: The total effective rate was 97.83% (45/46) in the experimental group, higher than 68.75%(22/32) in

and safety index of the two groups were compared.

the control group(Z=-4.292, P<0.01). The experimental group was superior to the control group in PSQI score,
ISI score, TCM syndrome score, and sleep duration(P<0.05). The curative effects were equivalent between the
two groups in shortening the time to fall asleep. The experimental group showed increased serum content of
GABA, 5-HT, and IL-10 and reduced content of Glu and IL-6, with few adverse reactions (P<0.05).

Conclusion: YDHO is effective, safe, and reliable in the treatment of insomnia with Qi stagnation and blood

stasis syndrome.
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Table 1 Comparison of total effective rate between two groups
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Table 2 Comparison of traditional Chinese medcine (TCM)
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X 1 32 10.00£2.84  6.16£1.95"  4.81+£2.16"
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TF S AL IT A L8 P<0.05,
2.3 B E P E R

®3 BMARFRFAEPESE —IERBRILILE (3

AT R,

WA BAEPER JEEKR2ZER TGI8 L
BTG, S ARYLIR T B L g, X R 4 R O 88 41 R
AR DI P AN BT LD AN R = B
5 A% (P<0.05) , WA 4] iR 2 B 5 R0 W
FEAS (P<0.05) . S5XTRALIGYT A e, M dl il
ANHE DI MR Z ) 2 S R B A B R AIR
(P<0.05) , i [ AN &F OB Ry 22 5 TS T 3
X W3,

Table 3 Comparison of TCM single syndrome score between two groups (x+s) i
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UL ~3 46 IRITHT 2.87+1.00 2.70+1.41 0.91+0.84 0.98+0.83 1.20+0.81 0.85+0.36
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Table 5 Comparison of sleep time between two groups (x+s) h
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2.6 PHALEF AMERTR LA HIRYT AT L, W4l
BOEIR YT 4R R 8 JE U5, A HE B[] 34 B I 45 g
(P<0.05). 5XFHRA LA, AR ALIR T 4 Ji A 8 JE A
i B (] A7 45 ke 5 (R 22 S R Ge i 2% 1 L, /RIS
O 3K BUAROK VG 5 % B 46 i % IR AR A A i R ) 5 i
B FETT AR . W6,

Fo6 WHEBENERBELLE (f+s)

Table 6 Comparison of falling asleep time between two groups
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Table 7 Comparison of serum IL-6 and IL-10 levels between two

groups (X+s) ng-L"
21 541 iK% N i) IL-6 IL-10
Xf R 32 YRYTHI 21.82+1.34 3.51£0.78
BT IR 20.63+1.22" 4.08+0.92"
BUE -3 46 YRYT T 20.99+1.67 3.60+1.04
BT IR 19.16+1.58"% 4.92+0.19"
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Glu, GABA /K- 22 5 TG it 27 i L $2 R P2 52 4
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Table 8 Comparison of serum Glu, GABA and 5-HT levels between two groups (X+s)

2 51 1% P i) Glu/pmol-L' GABA/ng-L" 5-HT/pg-L"
X} HR 32 IRITHT 290.56+146.07 76.32+34.60 379.22+179.08
BT R 183.88495.61" 83.92+35.48" 413.71£178.22"
PUE =S 46 TRITHT 316.33+184.61 62.53+21.42 471.03£182.07
BT IR 219.77+108.16" 82.31+£25.02" 529.35+188.52"%
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Table 9 Comparison of adverse reactions between two groups
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Table 10 Comparison of long-term effects between two groups

after treatment (X+s) VN
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