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[Abstract] Child Compound Endothelium Corneum( CCEC) has the effects in invigorating the spleen and appetizing the appetite,

and dissolving the accumulation of food. The recent studies have proved that it could improve gastrointestinal motility, restore physiolog—
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ical gastrointestinal peristalsis, increase gastrointestinal digestive motility, and enhance appetite. This trial aimed to evaluate its clinical
efficacy and safety in the treatment of children’s anorexia ( spleenstomach disharmony) . A total of 240 children with anorexia in line
with the inclusion and exclusion criteria were selected and randomly divided into experimental group and control group, with 120 in
each group. Patients in the experimental group took CCEC and Erpixing Granules simulant. Patients in the control group took Erpixing
Granules and CCEC simulant. After 21 days of treatment, there was no statistical difference in the recovery rate of anorexia, reduced
food intake, eating time, weight change, traditional Chinese medicine syndrome effect, single symptom effect, and trace element Zn
recovery rate between the two groups. Based on the non-inferiority test, the experimental group was not inferior to the control group in
efficacy. How-ever, the effect of CCEC in reducing appetite in children with anorexia was better than that of control drugs( P<0. 05) .
There was no statistical difference in the incidence of adverse events and adverse reactions between the two groups during the trial. This
experiment confirmed the efficacy and safety of CCEC in the treatment of children”s anorexia ( spleen-stomach disharmony) , with a
safety and re-iability in clinical application. In addition, it was a better choice for children with anorexia who were mainly manifested
by reduced appetite. Meanwhile, compared with granule, chewable tablets were more convenient to take in clinic. Therefore, the effica—
cy and safety of CCEC for the treatment of children’s anorexia ( spleen-stomach disharmony) were not inferior to those of Erpixing Gran—
ules, with a safety and reliability in clnic. However, due to the small sample size of this trial, the efficacy results only show a trend. It
is suggested to further carry out a large-sample-size clinical study to define the clinical advantages of CCEC.
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1 BRI ( FAS)

Table 1  Baseline survey of basic information( FAS)

E| IR (x5, 118 fi) Xof BRAH (x5, 117 4] it P
SRS | 6.50£2. 57 6.7122. 56 1=-0. 64 0.53
5 14z 1) 75143 68/49 X*=0.73 0.39
B /em 117.26£17. 26 118.90+16. 12 1=-0.75 0.45
i kg 20. 90+6. 77 21.59+7.13 1=-0.76 0.45
e/ A 18. 9424, 54 17. 9424, 37 1=0.32 0.75
I, /YK / min 21.2122.92 21.26+2.92 1=-0.13 0.89
# B0 3 /YK /min 91.25+12. 87 91.02+12.72 1=0.14 0.90
R/ C 36. 54+0. 24 36. 49+0. 24 1=1.41 0.16
4 % /mm Hg 94.21+9. 94 94.70+7. 87 t=-0.38 0.70
£F3KHE /mm Hg 62.32+7.58 61.71+5.70 1=0.62 0. 54
BEAE S ( To /A %) 90. 68/9. 32 93.16/6. 84 X2=0.49 0.48
PIRIT (T %) 86.44/13. 56 90. 60/9. 40 X*=1.00 0.32
AE25YaT7 (/A 1 %) 99.15/0. 85 99. 15/0. 85 WUIRER L 1.00
Zitih ( TC /A /%) 98.08/1.92 100.0/0 WA R 0.24

7£: 1 mm Hg=0. 133 kPa.

2 PERUEMIE D HEL L ( FAS)

Table 2 Baseline survey of traditional Chinese medicine symptom scores ( FAS)

BH pexlih I 118 i) /(%) XFERAL(11T f51) /451 %) Gtk P

EHAYR 2 72(61.02) 77 (65. 81) X*=1.82 0. 40
4 39 ( 33.05) 7 (31.62)
6 7(5.93) (2.56)

fee 2 51 (43.22) ( 60. 68) X?=17.23 0.03
4 55 (46. 61) 7(31.62)
6 2(10.17) 9(7.69)

[RaRs 0 8 (6.78) (14.53) X2=3.72 0.29
1 58 (49. 15) 3 (45.30)
2 40 (133.90) 6 (30.77)
3 2(10.17) (9. 40)

B2, 0 40 ( 33.90) 2(27.35) WYIE Sk 0. 46
1 62 (52.54) 62 (52.99)
2 4(11.86) (15.38)
3 2(1.69) 5(4.27)

WG 33 0 40 ( 33.90) 0 (25.64) Ve 0.34
1 62 (52.54) 3 (53.85)
2 4(11.86) (16.24)
3 2(1.69) 5(4.27)

RLATR 0 57 (48.31) 9 (41.88) X2=2.42 0. 30
1 47 (39. 83) 8 (49.57)
2 4(11.86) 0(8.55)

KAEATH 0 26 (22.03) 0 (25.64) X*=0.42 0.52
1 92 (77.97) 87 ( 74. 36)

SR xs) 10. 75+3.27 10.39+3. 04 t=0. 88 0.38
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Table 3  Analysis overall recovery rate of anorexia and reduced

#£5 2URITRIA R E L ( 2+s)

Table 5 Comparison of body weight before and after treatment

food intake after treatment between two groups #( %) between two groups( x+s) kg
45 e FAS PPS ) REARE W FAS PPS
R 2 37(31.36) 34(32.69) JnV i 120 ML) 21.08+6.75 21.30+6. 64
REH 81( 68.64) 70( 67. 31) IR 21.88+6.73"  22.16+6. 62"
SR L 30( 25. 64) 29(27.36) X B 120 JEUFEG 21.54%7.12 21.61+7.20
RS 87(74.36) 77(72. 64) WITIE  22.4747.29)  22.477.34)
X 1. 64 1.39
P 0.20 0.24
2R TG #7E X (FAS £ X% =0.05, P =0. 83; PPS
= = Vi E‘“V/l\‘ e VAN |
F4 2 YLATTHR LRI B ves) Hex°=0,P=0.96) . 2 AR REL Nj;ﬁf% A
Table 4 Comparison of eating time before and after treatment N T5.42% F 57.26%, % F A Gt E L (P <
between two groups( x+s) min 0.05) . 2 M= O NN <A R SN AN TS NG 20NN
)RR W FAS PPS ji@fﬂf”llkﬁﬂ%ﬂﬁf%ﬁﬁ%%ﬁM L
B 120 VARG 35.49+11.46  35.26+11.55 %6,7.
WITIE  23.99+11.00"  23.69+10.98" 2.3.5 PR ICEB(Zn) KB PR AMEICK
S 120 GASFRT 33.68£11.02  33.73x11.16 Zn RIS 15 B SEH IEYT R 2 B IEH R IR
WITIE  23.87¢8.17)  23.72+8.20") S 16 B IBIT R 4 BIKE R R S IR SR LA
T HARGIGTTHT LAY P<0.05( 25 /) o .2 M 225 G AR 8.
6 2 4IRYT G EIERY TN L
Table 6 Comparison of traditional Chinese medicine symptom effect after treatment between two groups 15 %)
215 A G =] Il PR B AR TR AR
SrW. 3 118 FAS (14.41) 37(31.36) 48( 40. 68) 16 ( 13.56) 102( 86. 44)
104 PPS (14.42) 35(33.65) 44(42.31) 10 (9. 62) 94( 90. 38)
X IR 117 FAS 17 ( 114.53) 28(23.93) 55(47.01) 17 ( 14.53) 100( 85. 47)
106 PPS 6 (15.09) 27(25. 47) 53( 50. 00) 10 (9. 43) 96( 90. 57)

7 2 HiRT A R IR A RCR A

Table 7 The total effective rate of single symptom in traditional Chinese medicine after treatment between two groups #( %)
DS s JH sy BHRAIR i (o /0 1k S W j3 Bl j(@?Ti)*
TR 5 118 FAS 89 (75.42) 82 (69.49) 72 ( 65.45) 65 ( 80.25) 5 ( 80.25) 6 (74.19) 58 (162.37)
104 PPS 3(79.81) 77 (74.04) (66.33)  60(84.51)  60(84.51)  43(79.63)  54(65.85)
popilt 117 FAS 67 (57.26) 81 ( 69.23) 64 ( 64.00) 71 ( 82.56) 73 (82.95) 53 (76.81) ( 68. 18)
106 PPS 4(60.38)  77(72.64) ( ) 67(89.33) 9(89.61) 9(79.03)  57(71.25)
X? FAS 3.31 0 0.05 0.15 0.21 0.12 0.67
PPS 2.76 0. 05 0.01 0.75 0. 86 0.01 0.55
£ 8 24T SAROIR TR Zn) KA 2.4 BV
Table 8 The total recovery rate of trace element zinc after treat— RIS T, 2 A B A A 500y i R 22
ment between two groups %) fagn 21 fo], A 2 AUR RAFHF A R T G2 2
T (22567) S SRR B S (i, ERR B 4 35
Ta\ v, Aa it} . = e N hr B N
I 120 REH (75.00  1(78.57 Wi A Eiyiﬂ” 4 i), B R RNA %J%W}‘mld\*}i#
wp amw o W DRI IR WA 98 i PRV BE 15 25 06 FL 2 4
P 0. 65 0. 60
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®9 2HAANRFLFIHI(SS)

Table 9  Analysis of adverse events between two groups ( SS)

Bil( %)
20531 FEA & il
5 118 96( 81. 36) 22( 18. 64)
X IR 117 96( 82. 05) 21( 17.95)

F: x?=0.02,P=0.89,

3 it
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