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Table 1 Comparison of baseline information in two groups of patients with atopic dermatitis combined with sleep disturbance of

liver constraint and spleen deficiency syndrome

i H Ry (334]) XPREZ (33 441]) X7 Al P

P () 1) 9/24 14/19 1. 668 0.196

SEWYS, M (P, P 37.00 (29.50, 42.00) 31.00 (29.00, 41.50) -0. 095 0. 365

PR PER R, Xs 11.50+8. 32 15.50+7. 22 0.375 0.628

MEAR AT H L Xts 12. 00+4. 73 16. 50+3. 96 0.258 0. 452

RS BRI (%) 0.254 0.614
B 14 (42.42) 12 (36.36)
e 19 (57.58) 21 (63.64)
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BAMIRITHT W E TR (P<0.01). 07 5 41
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AR LTS REAR SE i 41 4], Hoiayr L 22 4],
XTHRZL 1961, HATGI T, FRd4m, WALEHETR
JPRT IS MLT, 1L-4., 1L-6., IL-13, TNF-a/KF

R2 PR HE 58 G 1 RS B A AT A0 AR A5 25 B A Bz 11 A 7 28 L

Table 2 Comparison of clinical effectiveness in two groups of patients with atopic dermatitis combined with sleep disturbance of

liver constraint and spleen deficiency syndrome [ 4] (%) ]

2151 % e AL 5 Tesk BAER
I 32 3 (9.38) 15 (46.88) 11 (34.38) 3 (9.38) 29 (90.63)
X R ZH 30 1 (3.33) 7 (23.33) 12 (40.00) 10 (33.33) 20 (66.67)
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Table 3 Comparison of SCORAD, VAS, ISI, PSQI scores before and after treatment in two groups of patients with atopic dermatitis

combined with sleep disturbance of liver constraint and spleen deficiency syndrome [43, x+s/M (P,, P,) ]

mw i SCORAD 143 o i VAS P4y p i
TRYTHI BIT IR RITHT BT R

B4 32 28.3+7.99 11.00(8.25,16.75)  16.562 <0.001 7.00(5.00,8.00) 3.00(2.00,3.00) 15.622 <0.001

R4 30 28. 16. 57 17.50(10.00,22.25) 15.044 <0.001 6.00(5.00,7.25) 4.00(2.00,5.25) —4.749 <0.001

WA 0.131 -2.018 ~1.455 -2.793

PAE 0. 896 0. 044 0. 146 0. 005

mw — ISTEES _ 21 i — PSQI 4> _ e Pl
TRYTHI BITIE IGYT BITIE

BWIrd 32 .00(8.00,11.75) 4.00(3.00,5.75) -4.964 <<0.001 9.00(8.00,11.75) 4.00(3.00,5.00) —4.957 <0.001

SRE4L 30 9.00(8.00,13.50) 7.00(6.00,8.00) -4.728 <0.001 8.00(8.00,11.25) 6.50(5.00,7.25) -4.809 <0.001

VAl -0. 105 -4.841 -0.542 -5.319

PAE 0. 269 <0. 001 0.588 <0. 001

E: SCORAD, FRRIVERRIGEL; VAS, PUEBilitsR; 1SI, KHGHEAEEE; PSQL, VC25 LR T 15 4.

T4 PR PE R R A o M AR B A AR AR IE JR TR TS LT MLT . 1L-4, 1L-6, 1L-13, TNF-a /K- H3E
Table 4 Comparison of serum MLT, IL-4, 1L-6, IL-13, and TNF-a levels before and after treatment in two groups of patients

with atopic dermatitis combined with sleep disturbance of liver constraint and spleen deficiency syndrome [pg/ml, T+s/M (P, P,) |

MLT

IL-4

. ,
M R A - VAL PE A e ZE  PHE
I 22 30.57(25.75,45.05)  50.94(41.78,62.63) -4.107 <0.001 47.27+10.17  27.99(22.84,31.85)  9.913 <0.001
MIEZL 19 34.52(25.06,40.95) 37.45(33.29,44.51) -1.257  0.219  42.69+7.27 32.83(30.71,43.26)  3.670  0.002
VAL -0. 471 -3.137 1.633 -2.981
PA 0. 638 0. 002 0.112 0. 003
an o di Pl e Zi Pl
TRSTHT BT TRTTHT BIT IR
Wird 22 231.92+108. 16 178.93+81. 56 4.214 <0.001 212.30+100.97 123.08(83.72,151.35) 6.490 <<0.001
X4l 19 221. 17498. 52 186. 1072. 37 2.337  0.031 192.19+78.81 174.83(107.04,221.98) 3.633  0.002
AL 0.330 -0.296 0.702 -2.222
PAi 0.743 0.362 0. 487 0.026
an e i Pl
TRTTHT BT
WITH 22 58.3113. 35 45.01x15. 83 4.253  <0.001
XTHRAL 19 52.59+14. 14 44. 14+10. 99 2.311 0.033
i 1.330 0. 200
P 0.191 0. 842

e MLT, #REAZE; 14, AN FE4; 106, HAMANE6; 1L-13, HANENFE 13; TNF-a, FRRIEHRT o

BESHISEIFEY (P>0.05), 5AHIEF
AR, BT R IRIT AL TE MLT KSF BT, Pid
IL-4, IL-6. IL-13. TNF-a KF¥ F [ (P<0.05
o P<0.01). PIALIRYTJEdlim thig, 1R Y7 At
TR M3 MLTACE FJF, 1L-4, IL-137KF R (P<
0.01), T IL-6 & TNF-a 7KW 4 L5 25 R L Ge it
E Y (P>0.05),
3.4 WMABHZRLEMIFNLER

e A T 6 40 ] VPR 2 R 8 I R T ' Ty g Al

SRR LU S8 . IR IR 4 341 (9. 38%)
BEWEARRN, ¥R B2 E i
B, WRAER W RBOS 25, ¥R TRk A
ORI S S IR 2 R G2 i X R 4 )
(13.33%) BEMEASRN, HRAEEE. &
eI . HT5E, YR TRERAC S, VB b RS T
MR JE R 2 M . PHALER A N RO & AR 22
SHG I FE L (¥'=0.008, P=0.928),
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Shugan Jianpi Granules (5 )if &% %i%i) Combined with Chushi Zhiyang Oinement (%% - F% 7 ) for
Atopic Dermatitis with Sleep Disturbance of Liver Constraint and Spleen Deficiency Syndrome: A Randomized

Controlled Trial

LI Danyang', YIN Qiang’, ZHU Zebing’, DUAN Xingwu’, ZHAO Jiuli®

1. Wangjing Hospital, China Academy of Chinese Medical Sciences, Beijing, 100102; 2. Dongzhimen Hospital, Beijing University of
Chinese Medicine; 3. Hubei Provincial Hospital of Traditional Chinese Medicine

ABSTRACT Objective To explore the effectiveness and potential mechanism of Shugan Jianpi Granules (i T fi
[ k. ) combined with Chushi Zhiyang Ointment (BRI 1EFE4KTE) in the treatment of atopic dermatitis with sleep dis-
turbance of liver constraint and spleen deficiency syndrome. Methods Sixty-six patients with atopic dermatitis com-

bined with sleep disturbance of liver constraint and spleen deficiency syndrome were randomly divided into 33 cases
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each in the treatment group and the control group. Both groups were treated with Chushi Zhiyang Ointment for exter-
nal use. The treatment group additionally received Shugan Jianpi Granules orally, one dose per day; and the control
group received cetirizine hydrochloride tablets orally, 10mg per day, taken before bedtime. Both groups were under
the treatment for 4 weeks. Clinical effectiveness was evaluated after treatment, and the SCORing Atopic Dermatitis
(SCORAD) index, pruritus visual analog scale (VAS) score, Insomnia Severity Index (ISI) score, and Pittsburgh
Sleep Quality Index (PSQI) score were recorded before and after treatment, and serum levels of melatonin (MLT)
interleukin-4 (IL-4) , interleukin-6 (IL-6) , interleukin-13 (IL-13), and tumor necrosis factor-a (TNF-o) were
measured. The patients were also tested for blood routine, liver function and kidney function before and after treat-
ment, and the occurrence of adverse events was also observed. Results The total effective rate in the treatment
group (90.63%, 29/32) was significantly higher than that in the control group (66.67%, 20/30, P<<0.05). After
the interventions, the scores for SCORAD, VAS, ISI, and PSQI, as well as the levels of 1L.-4, 11.-6, 1L.-13, and TNF-a,
were significantly reduced in both groups. In contrast, the MLT levels in treatment group significantly elevated
compared to that before treatment (P <<0.05). Comparing between the two groups after treatment, the scores of
SCORAD, ISI, PSQI, and VAS, as well as the levels of serum IL.-4 and I1.-13 in the treatment group were significantly
lower than those in the control group, while the MLT levels were markedly higher than that in the control group (P<<
0.05 or P<<0.01). There was no obvious abnormality in blood routine, liver function and kidney function in both
groups when compared before and after treatment. The incidence rate of adverse reactions was 9. 38% (3/32) in the
treatment group and 13.33% (4/30) in the control group, and the difference between groups showed no statistical
difference (P>0.05). Conclusion On the basis of topical application of Chushi Zhiyang Ointment, the combined
application of Shugan Jianpi Granules can significantly alleviate the degree of skin lesions and itching, and improve
the quality of sleep in atopic dermatitis patients with sleep disturbance of liver constraint and spleen deficiency syndrome,
and its mechanism may be related to regulating the immune balance, reducing the secretion of inflammatory factors,
and elevating the level of MLT.

Keywords atopic dermatitis; sleep disturbance; Shugan Jianpi Granules ( % it i % i %: ) ; liver constraint and
spleen deficiency syndrome; inflammatory factors; melatonin

(R H: 2024 —10-11; BRI HE . 2025 -03 -10)
(4. =+ EB]

Wi (hp) Tl

2000, 2001 4EATTAREA 1007T, 2002, 2003 4FEG 1T AR AR 1057, 2004 4FEA1T4 11576, 2005 51T
A 12596, 2007—2010 4E & iTA, FA 14076, 2011(H 5. 6 )—2013 4E 50 9.80 JC, 2014(Hk 21 H)—
20174F (3. 5. 15, 188]) fMt 1570, 20184F (@5, 7. o) ApMF207C, 20204F (k7. 8. 9H#)
WE200C, 2021 42090, 2022, 2023 4E4EME 300, 2011—2013 ARG 014, AH4FE44, 24E28070; 2014

FIUTA, 4K, £440070; 20182021 EGITA, BE4A, 2460070; 2022, 2023 4E451T4, dt4

A, A4E8007C, (FPEEZLE) 2006—2008 4F14 T4t 40 7T .

DL BB BRIREr, andiH S AR n 3t

I FAFI R B I AR B TR /ME 1655, WG B 4edst

wWOerE (PESRE) BAHMIE (2yzzgzh) WL, HR4%: 100700, HiE: (010)64089195.




