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Efficacy of Shugan Jieyu Prescription in the Treatment of Insomnia with
Mild-to—Moderate Depression and Its Effects on Sleep Quality,

Negative Emotion, and Serum Inflammatory Factor Levels
ZHU Yin—Jie, LI Ou, XU Jwan, XU Liang
(Shanghai Municipal Hospital of Traditional Chinese Medicine, Shanghai University of
Traditional Chinese Medicine, Shanghai 200071, China)
Abstract: Objective To investigate the clinical efficacy of Shugan Jieyu Prescription in the treatment of insomnia
with mild—to—moderate depression differentiated as ¢i stagnation and phlegm obstruction type, and to observe its
effects on sleep quality, negative emotion, and serum inflammatory factor levels. Methods Ninety—six insomnia
patients with mild—to—moderate depression of ¢i stagnation and phlegm obstruction type were divided into the study
group and the control group, with 48 patients in each group. The control group was treated with conventional
western medicine, and the study group was treated with Shugan Jieyu Prescription on the basis of treatment for the
control group, and both groups were treated for two continuous months. The changes of traditional Chinese
medicine (TCM) syndrome score, Pittsburgh Sleep Quality Index (PSQI) score, Insomnia Severity Index (ISI)
score, Self-Depression Scale (SDS) score, Hamilton Depression Scale (HAMD) score, cerebral blood flow
parameters, and serum levels of neurotransmitters and inflammatory factors such as 5—hydroxytryptamine, tumor
necrosis factor & (TNF-a ), substance P (SP), and interleukin 6 (IL-6) in the patients of the two groups before
and after treatment were observed. After treatment, the clinical efficacy and incidence of adverse reactions of the
two groups were compared. Results (1) After two months of treatment, the total effective rate of the study group
was 91.67% (44/48) , while that of the control group was 72.92% (35/48), and the intergroup comparison (by
chi-square test) showed that the clinical efficacy of the study group was significantly superior to that of the control
group (P <0.05). (2) After treatment, the scores of TCM syndrome, PSQI, ISI, HAMD, and SDS of patients
in the two groups were significantly decreased when compared with those before treatment (P <0.05), and the
decrease in the study group was significantly superior to that in the control group (P <0.01). (3) After treatment,
the mean flow velocity (Vm) and maximum peak flow velocity (Vs) of bilateral cerebral arterial blood flow in the
two groups of patients were significantly increased (P <0.05) and the resistance index (RI) of cerebral arteries was
significantly decreased when compared with those before treatment (P <0.05). The increase of Vm and Vs and the
decrease of RI in the study group were significantly superior to those in the control group (P <0.01). (4) After
treatment, the levels of TNF-a, IL-6, and SP in the two groups of patients were significantly decreased (P <
0.05) and the serum 5-HT level was significantly increased when compared with those before treatment (P < 0.05),
and the decrease of serum TNF-a, IL-6, and SP levels and the increase of serum 5—HT level in the study group
were significantly superior to those in the control group (P <0.05). (5) During the treatment, the incidence of
adverse reactions in the study group was 10.42% (5/48) and that in the control group was 16.67% (8/48). The
intergroup comparison showed that the difference was not statistically significant (P> 0.05). Conclusion Shugan
Jieyu Prescription exerts certain efficacy in treating insomnia patients with mild—to—moderate depression of ¢i
stagnation and phlegm obstruction type, which can effectively regulate the levels of neurotransmitters and
inflammatory factors, improve the parameters of cerebral blood flow, and alleviate the clinical symptoms of

insomnia and depression, with high safety.
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EbRHE . S HRE MPEE S 40 . b o 2 i e
R B P RR 2 )P e SRR 8 B TR A B UE A A
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2.2 2HABEIGKTTHLLE R2485808R: 1HIT
2AHE, BRI B BOR N 91.67% (44/48)
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FEA P ARSI WAL TXF R4, ZERA G
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2.3 2ABRERTIIEERRE. AMBEBEX
ERITSLE RIGRUR: BITHT, 248H
) PSQI. ISI. HAMD, SDS P4y ibis, #ZR¥K
GiitEE L (P>0.05), HARE; 75, 24
HERPSQL, ISI. HAMD. SDSE4» %3477 Hi
B (P < 0.05) ,  HLAHF 73 20 A A1 i 2 24 1 i



3136 JUIN R R 2GR A2

2024 4F55 41 %

F1 2AKREEPEMNBEEELZBILE
Table 1 Comparison of baseline data between the two
groups of insomnia patients with mild—to—-moderate

depression (x+s)
SR STERAL(48 1) BRFRAL(48 ) /UM PAH
FE (% )] 0.396 0.529
B 28(58.33) 31(64.58)
It 20(41.67) 17(35.42)
g b 4847547  4789+601 0480 0.619
AN H 11.06+349 1117453  0.193 0.830
KFRERY (kgem?)  2337+079 2298081 0363 0513
TR (% )] 0707 0.480
B 26(54.17) 30(62.50)
i 22(45.83) 18(37.50)
AN (%)) 0652 0.515
B R E 10(20.83) 9(18.75)
EL G 15(31.25) 12(25.00)
KR 23(47.92) 27(56.25)
T X A, ZRAgI R X (P<0.01),

2.4 2HBERTHEPEIERRIILE K44
KRR GITHT, 2HBE NS IRTE 28R
M MU SRR . S IS SRS P R IE R R LA
ZRWMTGEI#E X (P>0.05), AR 6

STIG, 2HBHEMNEEINTE . 28 KR . WIEE
R Ty I 2R AE v IR R A3 S R T A W B R
flR(P<0.05), HWFFT L0 AR e 2 35 B 8 p 1 X
Mg, ZREFFITHEL(P<0.01),

2.5 2ABFETAERNRSHILE #5455

WoR: JRITHT, 241 K S5 Vi, Vs,
RUMAE:, ZRHEGEITFEL(P>0.05), BA
AL WBIT R, 24 Vi, Vs (HIBIRIT
HTEE T (P < 0.05), RUEHEIRYT AT WAL
(P<0.05), HWFFLLHX Vi, Vs {8 Y T 5 0 B K
X RUME A REAC IR 3 2 B AR T X iR AL, 225396
Gt L (P<0.01),

2.6 2AHRERITHIGEIEXERFINMHEER
KFELRE FOLFLIR: IGITHT, 24 BFERIML
H1L-6, TNF-a, 5-HT. SP/KF-Iis, =57
Gt #E X (P>0.05), BAFLM; EI7)E, 2418
FHIMHE TNF-a, 1L-6. SP/KFIHEY 7T HA ke
i (P<0.05), Il 5-HT K24 %34 97w 9 & T+
B (P<0.05), EWFFEH R MG TNF-o, 1L-6. SP
KT B PR AR e 2 %o I 375 S—HUT 7K SF () FF v i B 2
WAL TXT A, ZRIASIHHE L (P<0.01),
2.7 2ABETRRRMAERLE RI4HIR:

®2 2HKRIRMEFEMEBEE MK LR

Table 2 Comparison of clinical efficacy between the two groups of insomnia patients with

mild—to—moderate depression [ (%)]
21 51 %) =R HAL EERe TeR BARK
WFoE 4 48 18(37.50) 15(31.25) 11(22.92) 4(8.33) 44(91.67)?
Xif IR A 48 15(31.25) 12(25.00) 8(16.67) 13(27.08) 35(72.92)
X1E 5.790
P 0.016

. DP<0.05, S5XFMEA L

R3 2HEKRRHEBRFEMNREEGTAIFERRE. AMBEEXERITNILR

Table 3 Comparison of sleep quality and the scores of scales related to negative emotion between the two groups of

insomnia patients with mild—to—moderate depression before and after treatment (x+s, 4)
] PSQIIT4y SIS HAMD ¥4} SDST4>
I —_Lin o o T
G HI EY IR SEp il Ep g HTHI VIR Ep Rl VIR

WoRd 48 1743 +1.67 7.65+1.74" 2435+1.78 8.87 +1.65"% 2143 +£326 872+2.15"® 62.15+4.87 52.79 +3.26"%
XYPHRZE 48 17.15+1.52 928 + 1.96”  23.86+1.85 1043 +1.79" 20.87 +3.19 11.43+2.76" 61.63 +4.59 56.43 +3.81"

t{E 0.859 4309 1.322

4.440 0.851 5.367 0.538 5.029

P{H 0.393 <0.001 0.189 <0.001 0.397 <0.001 0.592 <0.001

e PSQI: DEZEERBENR TR %L, ISI. RIR™HAREIEE; HAMD: PUR/RITHNAR T, SDS: AR A I EER., DP<

0.05, SIRITHTHES; @P<0.01, SXFRBLAAIT I A
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R4 2HKRABEPENGEERTIEPEIERRS LR

Table 4 Comparison of traditional Chinese medicine syndrome scores between the two groups of insomnia patients with

mild—to—moderate depression before and after treatment (x+s, 47)
R P — %‘ééﬁiﬂi — jﬁ%ﬁ%\ ‘ - jﬁ*lﬁ%"?ﬁ\ — ng%wﬂi‘
LAl P IRITHI RIT A TRIT IR Ep ARl IR
e heil 48 231+034 0.89+021"% 206+037 0.98+025"2 211+0.35 0.88+0.23"2 223+0.36 1.01+027"?
XJ 21 48 2.25+0.32 1.07 +0.24% 1.97 +0.35 1.29 +0.28 2.04+0.33 1.10+0.27Y 2.19+0.34  1.32+0.30"
RN 0.890 3911 1.224 5.722 1.008 4.297 0.560 5.321
P& 0.376 <0.001 0.224 <0.001 0.316 <0.001 0.577 <0.001

. OP<0.05, SiHITATHE; @P<0.01, S5%B4AIT)E g

R5 2HEKRMEPEMNEREEETIERMESH LR

Table 5 Comparison of cerebral blood flow parameters between the two groups of insomnia patients with mild—to—

moderate depression before and after treatment (x+5)
mgl g e _ Wlems) M
TRITHI BT A TRITHI BT R TRITH BT
o4 48 28.01 £3.35  35.13 +3.9472 36.67 £4.28 4623 +5.147% 0.83+0.17  0.59+0.119
pogiiskiil 48 28.69£3.42  32.05+3.817 37.15£4.46  41.17 +5.027 0.80+0.16  0.67 £0.127
tE 0.984 3.893 0.538 4.879 0.890 3.405
PE 0.328 <0.001 0.592 <0.001 0.376 0.001

Ao Ve SSUI IR Bl KL S48 s Vs S RIE(E R ; RI: MR 4. OP<0.05, SIHIFmtbE; @pr<
0.01, S5XFM4AI7)E s

R6 2HAKREEDRENEERE R RIGE MIE KA E FFIHEIERKTE LR
Table 6 Comparison of serum levels of inflammatory factors and neurotransmitters between the two groups of insomnia

patients with mild—to—moderate depression before and after treatment (x+5)
. IL-6/(ng-L™") TNF-a/(ng-mL™") 5-HT/(pg-L") SP/(pg-L)
2E%IJ WJ%{/’WJ NAY =T NAY Ny e N4 NAY e NTAY YOS HT - NTAY
THITH Epig HEp Al Epig THITH FEAg] RYTHI Ep g

WFEd 48 20.52+3.18 9.45+1.8172 328071 1.42+035%2 9817 +12.83 192.31 £20.58"2  6.51 +1.16 2.97 + 0.64">
XHZ 48 19.96+3.01 1238+207% 3.09+0.68 2.08+047"  99.45:13.19 170.45+1926°  634+1.09 4.20+0.78"
o 0.872 7.382 1.339 7.803 0.482 5.373 0.740 8.446
P 0.385 <0.001 0.184 <0.001 0.631 <0.001 0.461 <0.001

W IL-6: HAIMAEK6; TNF-a: MIREIRIEIN T o; 5-HT: 5-8@h; SP: PYR. DOP<0.05, SIEIFRTHES
@P<0.01, SXRRAHITIE

R7 2HRRUEBHENBEEIR RNE EFLE

Table 7 Comparison of the incidence of adverse reactions between the two groups of insomnia patients

with mild—to—moderate depression [51(%)]
20 53] %51 PRI mE S A AR EA R
il 48 1(2.08) 2(4.17) 1(2.08) 1(2.08) 5(10.42)
X RE 2L 48 3(6.25) 2(4.17) 1(2.08) 2(4.17) 8(16.67)
b 0.801
Py 0.371
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WWIT IR, R AR BN & A RN 10.42%
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