2021 4 62 8 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8 677

DOLI: 10. 13288/j. 112166 /r. 2021. 08. 008

1 1>< 1 2 3 4 5 6 7
8 9 10 11 12 13 14 14 15
1. 19 450000; 2. T3,
4. . s, - 6. : 7.
;8. . O. o 10. ;11 ;
12. o 13. o 14, o 15.
( ) , .
. . 238 119
( 10g 1~ <3 1/3 3 3~<5 0.5 3 5~¢7
1 2 ) ( 5¢ 1~ <4 1 2 4~ <7
1.5 2 ) ( ) (
) 10 .
(FAS) . ( PPS) 81.20% . 86.11% 82.76% -
83.96% - 95% (—0.1143 0.0831) \
6.00 . FAS. PPS 99.09% . 99. 07% 98.23% .
98. 11% (P >0.05) . FAS. PPS
62.73%  62.96% 61.06% « 62.26% (P>0.05) .
( ) o
1
. . 2017HL-08003 .
N N Y 1
2
3 1.1
8. 36 €
5 3 »3i. K e (€
0.7 |/ 5 1.9 »7 o 1) (1)
/ ¢ N N )
( ) N N (2) =3 ; 2)
2 2 -~

<]  dingying3236@ 126. com 13503840642 2 : 2 o 3)



* 678 ¢ 2021 4 62 8 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8

N v (2) : 13 ( ) 238
o (3) : o
( N N N 16 . 2 .
N ) o 32 .
( 24 32 .
»® ( )’ ( ) 4
; 4 24 .
2 (1) » (2) o (3) 32
p(4) v (5) ; (6) o 20 . 28
; 0 4
2 o 16 . 5 3
2 ( ) o N
1) N . o
; 2) =1 <7 ; 3) ( FAS) 233 117
o 116 & ( PPS)
214 108 106
1) N (SS) 233 117
2) >10 116 1
>5 , 3) ; 4) (P>0.05) FAS PPS o
N N 1.7 N N
NN ; N SAS 9.3
; 6) 1 001 ~ 240
0 7) ; I
o 2 “ i
1)
; 2) .
3 o
7 3) ; o
o 1.
2, 1.
1) ;o 2) 2 o
10
2018 5 12 2019 8 31 50%
1 ( )
(108 ) (106 ) P
x> =0.9721 0.3242
I (%) 58 (53.70) 64 (60.38)
I (%) 50 ( 46.30) 42 (39.62)
I xzxs 3.20£1.54 3.27 £1.61 Z=0.1612 0.8719
I xxs 5.68 £8.84 4.60 +8.17 Z=-0.3022 0.7625
lem x5 96.02 £13.45 96.71 £13.71 Z=0.2971 0. 7664

/kg xxs 14.87 +3.61 15.16 £3.77 Z =0.4554 0. 6488




2021 4 62 8 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8 * 679 -
25% 2.2
12 13%., 2.2.1 s 1
=100 : 100 200 2
20% 240 = / x100% «
. 240 2.2.2 §
>> 16 2
24h .
238 24h o
G 2.2.3 1)
. ” / ; 2) ; 3) N
N + N N o
11-15 °
2.3
. 2.3.1 (
16
5 » 1.0
2.1 10
( =>50%) ; 10
. (). (). . . (
( ) (). . \ \ o <50%) o = + o
10g 2.3.2 (
580125 ; ( y 16 .
58 =95%;
580126) . >
> 70% <95%:; N
. ~ 8 C ). . =30% <70%;
(). (). ( ). N .
( ) 5¢g <30% . = + + )/
;580126 ( x 100% : = ( + )/
10g x100% «
: 580125) . 2.4
: SAS v9. 3 .
1~<3 1/3 3 ; 3~<5 + (x +5)
1/2 3 ;5 5~<7 1 t Wilcoxon ;
2 X2 /Fisher ;
1~ <4 5g 2 4~<T Wilcoxon ;
7.58 )L . P<0.05
; N 3
m ( : 5.125¢ 31
20180204) o 2 10 FAS. PPS
10 81.20% . 86.11%
. 82.76% . 83.96% . FAS -
. 95% €I ( -0.1143



* 680 ° 2021 4 62 8 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8
0.0831) PPS 95% CI ( -0.0741 FAS. PPS 99.09% « 99.07%
0.1171) 95% -0.13 98.23%  98.11%

0 (P 1. 0000+ 0.6197) ,
2 ( ) 3 ( )
(%) (FAY (%)
FAS PPS
(117 ) (116 ) (108 ) (106 ) 110 69 (62.73) 40 (36.36) 1 (0.91) 109 (99.09)
95 (81.20) 96 (82.76) 93 (86.11) 89 (83.96) 113 69 (61.06) 42 (37.17) 2 (1.77) 111 (98.23)
22 (18.80) 20 (17.24) 15 (13.89) 17 (16.04)
P 0. 7565 0. 6594 1o 3
. FAS ;. PPS
4 ( )
3.2 (PPY (%)
1
FAS. PPS 6.00 . 6.00 108 68 (62.96) 39 (36.11) 1 (0.93) 107 (99.07)
6.00 . 6.00 o 106 66 (62.26) 38 (35.85) 2 (1.89) 104 (98.11)
(P>0.05) , 3.4
3.3 5. 6 10
3. 4 10 (P>0.05) ,
FAS PPS
Mk o JBITH + WEA Mk o wITH + WEA
---+ -—+
= =
4 4
OTO 2!5 5!0 7!5 10I.0 12I5 OTO 2!5 570 7!5 lOl,O 12|.5
15 R /d LG R/ d
WITH ------ X B 4L WBITH ------ XHA
1 ( )
5 ( ) (%)
110 69 (62.73) 28 (25.45) 13 (11.82) 0 110 ( 100. 00) 97 (88.18)
113 69 (61.06) 32 (28.32) 12 (10. 62) 0 113 ( 100. 00) 101 (89.38)
P 0. 7980 0.7767
110 113
6 ( ) (%)
108 68 (62.96) 27 (25.00) 13 (12.04) 0 108 ( 100. 00) 95 (87.96)
106 66 (62.26) 28 (26.42) 12 (11.32) 0 106 ( 100. 00) 94 (88.68)
P 0.9159 0. 8704




2021

4

62

8

Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8 * 681 °

3.5

43

(

15

>> 18

10
80%
98%
100%

( )

1 KOTLOFF KL NATARO JP BLACKWELDER WC et
al. Burden and aetiology of diarrhoeal disease in infants
and young children in developing countries ( the Global
Enteric Multicenter Study GEMS) : a prospective case—
control study J . Lancet 2013 382(9888) :209 —222.

2 BAQUI AH BLACK RE YUNUSM et al. Methodologi—
cal issues in diarrhoeal diseases epidemiology: definition of
diarrhoeal episodes J . Int J Epidemiol 1991 20(4):
1057 - 1063.

3 ALMROTH S LATHAM MC. Rational home management
of diarrhoea J . Lancet 1995 345(8951) :709 —711.

( » .
J. 2009
47(8) 1634 - 636.
5 .
J . 1998 13(6) : 381 —384.
6 . M .
2015: 1378 — 1394,

2011 26( 19) : 1537 - 1540.

2012:43 -46.

9 . M .

2012: 120 - 123.
10
68 J .
2016 12(3):55 -57.



* 682 2021 4 62 8  Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 8
11 I 2005 36( 10) :33 —34.
2012 8(4): 15 .
27 -28. J. 2004 35(1):13 -15.
12 N 16
I 2011 11(6): M . : 2012:201 -209.
47 -48. 17 .
13 202 J . 2018 35(8):564 -
I ) 2008 37 568.
(8):691 -692. 18 . M.
14 2007: 150 - 160.

Shenling Jianpiwei Granules ( ) in Treating 119 Cases of Children’s Diarrhea with Spleen Defi—
ciency Pattern: a Multi-center Randomized Double-blind Placebo-controlled Trial
YAN Yongbin' DING Ying' ZHENG Haitao' WU Liqun® XIE Xiaoli’ HAN Xuanming* LUO Hongfang’
GU Qiang® LAl Weiyang’ SHAO Rongchang® LI Xueming® ZHANG Leyuan® QUAN Xichun'' FENG
Ziwei” DING Xuexing” GAO Xuemin' LI Lei' LI Ligi"
1. The First Affiliated Hospital of Henan University of Chinese Medicine Zhengzhou 450000; 2. Dongfang Hospital Beijing Univer—
sity of Chinese Medicine; 3. Shaanxi Traditional Chinese Medicine Hospital; 4. The Second Affiliated Hospital of Shaanxi University
of Chinese Medicine; 5. The Second Affiliated Hospital of Guizhou Medical University; 6. First Affiliated Hospital School of Medi—
cine Shihezi University; 7. Affiliated Hospital of Hebei Engineering University; 8. Ezhou Central Hospital Hubei Province; 9. Han—
dan Hospital of Traditional Chinese Medicine Hebei Province; 10. Maternity and Child Health Care of Zaozhuang City Shandong
Province; 11. Nanyang Traditional Chinese Medicine Hospital Henan Province; 12. Luohe Hospital of Chinese Medicine Henan
Province; 13. The People’s Hospital of Anyang City Henen Province; 14. Medical Research and Assessment Center China Associa—
tion of Traditional Chinese Medicine; 15. Beijing Compete Medical Technology Development CO. Lid
ABSTRACT Objective To evaluate the efficacy and safety of Shenling Jianpiwei Granules ( S]JG

) in treating children’s diarrhea with spleen deficiency pattern. Methods A multi-center randomized double—
blind double-dummy positive drug parallel controlled trial was designed where 238 patients were divided into treat—
ment group and control group with 119 cases in each group. The treatment group took SJG ( 10 g per packet; 1/3
packet for 3 times daily if the age was =1 and <3 years old; 1/2 packet for 3 times daily if the age was =3 and <5
years old; 1 packet for twice daily if the age was =5 and <7 years old) plus Erbao Granules ( ) placebo
(5 ¢ per packet; 1 packet for twice daily if the age was =1 and <4 years old; 1.5 packet for twice daily if the age
was =4 and <7 years old) ; the control group took SJG placebo and Erbao Granules and the usage and dosage were
the same as those of treatment group. Both groups were treated for 10 days. Patients should stop taking the drug when
they were clinically cured during the treatment and were considered as completed cases. The rate of bowel movement
returning to normal diarrhea duration total effectiveness rate traditional Chinese medicine ( TCM) symptoms im—
provement and safety were assessed and compared between the two groups. Results The full analysis set ( FAS)
and per—-protocol set ( PPS) analyses showed that the rate of bowel movement returning to normal in the treatment
group was 81. 20% and 86. 11% respectively while that of control group was 82. 76% and 83.96% respectively;
the comparison between groups were not significantly different as 95% confidence interval was —0. 1143 to 0. 0831.
The median diarrhea duration was 6 days in both groups. The FAS and PPS results of total effectiveness rate were
99.09% and 99.07% in the treatment group and 98.23% and 98. 11% in the control group with no significantly
statistical differences between groups ( P >0.05) . The FAS and PPS results of TCM symptoms improvement rate were
62.73% and 62.96% in the treatment group while those were 61. 06% and 62.26% in the control group showing no
significant differences between groups ( P >0.05) . Conclusion SJG is effective in treating children’s diarrhea with
spleen deficiency pattern showing the similar effect with Erbao Granules and is safe.
Keywords children’s diarrhea; spleen deficiency diarrhea; Shenling Jianpiwei Granules ( ); ran—
domized controlled trials; double-blind; multi-ecenter
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