%43 % B2 R % h E FH F T Vol. 43 No.2
2025 %2 A CHINESE ARCHIVES OF TRADITIONAL CHINESE MEDICINE Feb. 2025

DOI:10. 13193/j. issn. 1673-7717.2025. 02. 002

Wiz O Ri&ieT e EEUE AR
BRAESZEGIERNS PO IGKRTR

IRE,EFHEE T’ e RERY, TOA R AR, A, iR,
e 2 A A P RS 5 1 A DI A ¥ R B R 7S )
gf‘ﬂﬁfﬁm ’/%i]%:‘iéj__l() ’)gl _fE_i'JQH , ﬁ—}iiﬁ“ , %é\iﬁm , iﬂ%%%n , ﬁlﬁ(‘ﬂ_éln ,
Bt dree' ks 2 A
(1. o s E R B P A Bt L b5 10009132, Lk~ bR 5 —BE B, ) 7% ) 510080
3. BV R R 2GR 2E B IR R B, BEPY PG4 710077 ;4. AN T W R = Re , )V M 545001 5
5. e T S 2 s MR R B WIR v 410007 ;6. 11176 I 25 K22 B BB, 17 ACJEE 140100
7. WE N BB EERE, N5 FFANERE 010020;8. B KT ERE, B K 400011
9. W4k EERE, WAt 4K 050013510, Bilmi EER:E, LI Bl 215300,

11, R B2 /2R — M@ R, it 300193 12, yadbdb 7 2B @ 45— E B, Tt 5K %€ 1 075000
13, ARZETT PSR, 7R ARSE 523127 14, R IS 25 o R 25 — A RUEE B, 4t 480 350003)

WE. B¢ W ES a Rk s I 2 48 04 4R B (functional dyspepsia, FD) & J& & i& 42 4 4E (post — prandial dis-
tress syndrome,PDS) ¢ % A fe 20tk , F ik RAMI RE LB H 5 BRAR, £ 12 AAF47 9 S 34708, H 240 4
BBy A RIS e xt PR, A2 120 4], RISZA O R v9 B 2 ARR, AT IR B R V9 B v RORAEMA, T AR A4 B,
oA A4 PDS JE R & FD M R F o RiF o B RFNEA BEREEWAREZRL IRBENLRREAARES AR
F A R AU PR SRR A 47 (full analysis set, FAS) 48 & % &7 % (per protocol set, PPS) & 5~ #7 , % AP 45 AR VA % 4
M (safety set,SS) £, 4R 237 4] B H N FAS £ (X040 118 4], sFBE 28 119 49]) ;220 4l kN PPS 4 (X34 112
], %R 108 4]) ;239 ) A SS 45 (X Fo20 120 4], 3 BRZL 119 4]) . FAS o PPS 548 B, 06 7 4 UG , RIb 208 6
RIELEAIE B RE TR N EEGS T RBA; RS RELZSIE RS IIER EAN A DL (visual analogue
scale/score, VAS) 3F 564 T A K F 3 BB 41 ; B4R #E & & (overall treatment evaluation scale, OTE) J& Jk 7 &yt ) & T 2
FZE(P <0.05) . FAS A1 R, 76 /7 G X B 20 B SR ek B BB HEAR R 9 Pt IR 09 5 44 3 T o R4, B 3F ke k) B
R VAS 5 FHALR T2 BBLL(P <0.05) ;PPS o4 77, 36 77 /6 I 28 B 3 b B R R b k) B4 R 39 & T
AR, B SRR B R R HHR R W BRIk VAS 389 TR TP ML (P <0.05) , R IR R A 1 41,
AT RRLE 2 ), 2RI £ F R FE (P >0.05), it v Ed v Rk G T R AR R G R 4r A AR 15 R T A
by, & A BT

KEER W B O RO AR B B RIE SR AR & A AU

hE 4 3% 2 . R256. 3 ARG : A XEHE 1673-7717(2025)02-0006-06

Efficacy and Safety of Simo Decoction Oral Liquid( PU iz F1 iR ) for Post — prandial
Distress Syndrome of Functional Dyspepsia: A Multicenter Trial

WANG Fengyun' ,LU Fang' ,XIAO Yinglian® , WANG Jichong’ ,MU Heng’ ,ZHANG Zhijie* ,DING Shaohua* ,ZHU Ying’ ,XU Yin’,
FU Jia’ ,REN Shunping® LI Baole® LI Na® HE Tao’ ,CHEN Weihong’ LI Yanping® , YANG Xiaojun®, YANG Qian’ ,BAI Haiyan’
XU Jinkang'® ,ZHANG Xinyan'® ,QIAN Chenjie'®,ZHOU Zhenghua'' ,JI Jianbin"' ,GAO Huibin'> , WANG Xiaojing'*
LIANG Danhong” , YUAN Ruixing” ,KE Xiao" ,HUANG Minghan" ,CHEN Minhu®, TANG Xudong'

(1. Xiyuan Hospital of China Academy of Chinese Medical Science,Beijing 100091 , China;

E ST b [E R BERHATE TR H (C12021A01003 ) 5 v [ v R4 B v B2 25 BH 8 O8R5 | 53 H (2213 - ZD -02)

EE RN : TR (1973 - ) 2o, NGEI SRR 2N, AR BRI, {E- o0 A 0, - B9 )« P B 23R 7 TH AR IR I IR 5 2k 0l

BIEE RIAR (1963 - ) , 53 TLIRRFH, AR B, P 050 A S 0, 904, AR5 O 1 - vl 5 245 B 0 T AR08 09 I R 5 86l o E-mail; ixdly @
sina. com,
PR (1964 —) 55, ) AR )M, EARBEIN B8, 4 P 7 1) B B R RIAEVEG R (Bt 25 % e B BAG) o E-mail:

chenminhu@ mail. sysu. edu. c¢n,



%43 % B2 R % h E FH F T Vol. 43 No.2
2025 %2 A CHINESE ARCHIVES OF TRADITIONAL CHINESE MEDICINE Feb. 2025

REMEB , LUBU B P10 45—

2. The First Affiliated Hospital of Sun Yat — sen University , Guangzhou 510080 , Guangdong, China ;
3. Affiliated Hospital of Shaanxi University of Chinese Medicine,Xi’ an 710077 ,Shaanxi, China;
4. Traditional Chinese Medicine Hospital of Liuzhou, Liuzhou 545001 , Guangxi, China;
5. The First Affiliated Hospital of Hunan University of Chinese Medicine ,Changsha 410007 , Hunan , China;
6. Affiliated Hospital of Shanxi University of Chinese Medicine, Taiyuan 140100, Shanxi, China;
7. Inner Mongolia Hospital of Traditional Chinese Medicine ,Huhhot 010020, Inner Mongolia, China;
8. Chongqing Traditional Chinese Medicine Hospital , Chongqing 400011, China;
9. Hebei Provincial Hospital of Traditional Chinese Medicine, Shijiazhuang 050013 , Hebei, China;
10. Traditional Chinese Medicine Hospital of Kunshan, Kunshan 215300, Jiangshu, China;
11. The First Affiliated Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin 300193 , China;
12. The First Affiliated Hospital of Hebei North University , Zhangjiakou 075000, Hebei, China;
13. Traditional Chinese Medicine Hospital of Dongguan, Dongguan 523127 , Guangdong, China;
14. The Second Peoples Hospital Affiliated to Fujian University of Traditional Chinese Medicine, Fuzhou 350003 , Fujian, China)

Abstract; Objective To evaluate the safety and efficacy of Simo Decoction Oral Liquid ( PU 7% O AR ) for post — prandial
distress syndrome( PDS) of functional dyspepsia(FD). Methods Randomized, controlled and placebo — controlled parallel trial
design was adopted ,the observation was conducted in 12 parallel centers,and 240 cases were randomly divided into trial group
and control group,with 120 cases in each group. The trial group was administered with Simo Decoction Oral Liquid, while the
control group was given Simo Decoction Oral Liquid simulation agent. The treatment course was 4 weeks. The PDS symptom im-
provement rate, other individual symptom scores of FD, overall treatment evaluation scale ( OTE) , hospital anxiety and scale
(HAD) , functional dyspepsia quality of live( FDDQL) and safety were compared. Full analysis set( FAS) and per protocol set
(PPS) were used for effectiveness analysis, while safety set(SS) was used for safety analysis. Results There were 237 cases in
the FAS(with 118 in the trial group and 119 in the control group) ,220 cases in the PPS(with 112 in the trial group and 108 in
the control group) ,and 239 cases in the SS(with 120 in the trial group and 119 in the control group). FAS and PPS analyses
showed that after treatment, postprandial distress syndrome, postprandial fullness and discomfort and early satiety in the trial group
were higher;the decrease of postprandial discomfort symptoms and postprandial fullness and discomfort VAS scores were larger
and the symptom improvement rates of OTE were higher than those in the control group( P <0.05). FAS analyses showed that af-
ter treatment , the response rates of stomach burning sensation,acid reflux and poor bowel movement in the trial group were high-
er;the decrease of stomach burning sensation VAS score was larger than those in the control group( P <0.05). PPS analyses
showed that after treatment, the response rates of stomach burning sensation and poor bowel movement in the trial group were
higher;the decrease of stomachache,stomach burning sensation and poor bowel movement VAS scores were larger than those in
the control group(P <0.05). There was 1 adverse event occurred in the trial group,and 2 adverse events occurred in the control
group,and there were no statistical difference between groups (P >0.05). Conclusion Simo Decoction Oral Liquid is effective
and safe in treating post — prandial distress syndrome of functional dyspepsia.
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F1 WHIREHEHE A REFAELEAS ME R PDS FEMR N 43 LK AL A (% )
FAS PPS
it
BIlG NELREAE B HIKAE LA J% BIG NELREAE B ek A L J%
R etk 85(72.03) 80(67.80) 72(61.02) 83(74.11) 78(69.64) 69(61.61)
X BE 2] 56(47.06) 58(48.74) 48(40.34) 52(48.15) 54(50.00) 44(40.74)
EEEE=3(E) 24.98 19.06 20.68 25.96 19. 64 20.87
Giit i 15.452 7 8.775 7 9.578 3 15.404 2 8.656 2 8.660 7
P <0.000 1 0.003 1 0.002 0 <0.000 1 0.003 3 0.003 3
22 WHINREHEE A RER AL LA EH PDS FERIGYT 4 AL LA (2 £5) A 53
FAS PPS
it
BIG ANELR AL B HIKAE L J% BIG ANELR AL B IEIKAE L J%
- w etk -4.98 +3.33 -2.99+1.79  -1.99+2.06 -5.14 +£3.20 -3.11+1.69 -2.03 +£2.05
X B2l -3.85+3.82 -2.32+2.04 -1.53%2.15 -3.93+3.63 -2.39 +1.99 -1.54+2.05
Giil 4.02 5.97 1.61 4.66 7.21 1.58
P i 0.046 1 0.015 3 0.206 4 0.032 0 0.007 8 0.210 1
3 AR A BB GG LR AR FD AU R G YT 4 FA B 2A e LA LT A (% )
&5 A =3 HEbm BRI B T Baly M it SR HEHR AR MR HHEAR
FAS X564l 77(65.25) 41(34.75) 36(30.51) 36(30.51) 63(53.39) 22(18.64) 16(13.56) 37(31.36) 64(54.24) 32(27.12) 56(47.46)
it R4l 71(59.66) 37(31.09) 22(18.49) 36(30.25) 49(41.18) 15(12.61) 21(17.65) 24(20.17) 64(53.78) 31(26.05) 40(33.61)
EilEIE=L 5.59 3.65 12.02 0.26 12.21 6.04 -4.09 11.19 0.46 1.07 13.84
Giitat 0.9862  0.3270  5.1683 0.0087  3.8060  2.1002 1.3612  4.4178  0.0027  0.0132  4.4709
Pl 0.3207 0.5674  0.0230 0.9258  0.0511 0.1473 0.2433  0.0356  0.9583  0.9085  0.0345
PPS  RAEY 75(66.96) 41(36.61) 36(32.14) 36(32.14) 63(56.25) 22(19.64) 16(14.29) 37(33.04) 63(56.25) 32(28.57) 54(48.21)
Xt R4 67(62.04) 35(32.41) 21(19.44) 35(32.41) 48(44.44) 13(12.04) 20(18.52) 24(22.22) 60(55.56) 30(27.78) 34(31.48)
8] 21 4.93 4.20 12.70 -0.26 11.81 7.61 -4.23 10.81 0.69 0.79 16.73
Biitar 0.8426  0.3087  4.8899  0.0748 3.5306 2.5714 1.7008  3.4321 0.0008  0.0030  6.1776
Py 0.3587  0.5785  0.0270  0.7845 0.0602  0.108 8 0.1922  0.0639 0.9769  0.9566  0.0129
F4 WIIIREMEHIEA RE G NG L8 A1E B3 FD HAL IR AT 4 AL (v £5) AT 2 53
SN 4l LS B R RN AL b MERE: JZiR WA T HEE A
FAS  Red ~2.04£1.92 -0.621.18 -0.51£1.08 -0.51£1.24 -1.16+1.71 =0.23£0.71 -0.16+0.68 -0.47£0.97 -1.28+1.83 -0.34£0.90 -1.03 £1.65
vl S1.81+1.84 -0.41+1.13 -0.16£0.72 -0.471.19 -0.93+1.69 -0.13£0.67 -0.15£0.65 -0.22+0.78 -1.311.67 -0.33+1.05 -0.68+1.34
Gt 0.85 3.07 5.98 3.36 1.13 0.52 2.10 0.82 0.29 2.21 3.81
P 0.3578 0.0812 0.0153 0.068 1 0.2892 0.4717 0.1490 0.366 3 0.588 6 0.1389 0.0523
PPS R ~2.00£1.91 -0.64£1.20 -0.54£1.10 -0.54%1.27 -1.25+1.72 -0.25£0.73 -0.17£0.70 -0.5£0.99 -1.34=1.84 -0.36+0.92 -1.06+1.68
oyl ~1.84+1.81 -0.44£1.16 -0.17£0.73 -0.49£1.10 -1.01 £1.73 -0.12£0.68 -0.17£0.68 -0.25+0.81 -1.361.73 -0.35+1.10 -0.69 £1.35
Gt 0.80 4.06 4.67 2.47 0.62 0.67 1.35 0.25 0.27 3.00 4.85
P 0.3730 0.0453 0.0319 0.1177 0.4126 0.4126 0.246 0 0.6143 0.604 6 0.084 6 0.028 8
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£S5 PRI A RAB G AL LR G AE R OTE 14 LA AL B (% )
5 205 BRI ERIIR SR GEREGE  ERBRReGE AR ERBERONE O ERmE St Py
FAS I sk 0(0) 1(0.85)  14(11.86) 97(82.20)  6(5.08)  0(0) 0.000 1 0.990 9
YAIT 2 A 10(8.47)  27(22.88) 60(50.85) 18(15.25)  2(1.69)  1(0.85) 0.370 7 0.5426
WBIF 4 H 28(23.73)  37(31.36) 39(33.05) 12(10.17)  2(1.69)  0(0) 5.604 5 0.017 9
FETHIS  20(34.48)  14(24.14) 14(24.14) 10(17.24)  0(0) 0(0) 2.2257 0.1357
XA gk 1(0.84) 0(0) 15(12.61)  95(79.83)  8(6.72)  0(0)
VAT 2 JA 4(3.36)  33(27.73) 58(48.74) 21(17.65)  3(2.52)  0(0)
BIF 4 20(16.81)  36(30.25) 33(27.73) 23(19.33)  5(4.20)  2(1.68)
FEVTETE  17(29.82)  11(19.30)  10(17.54) 17(29.82)  2(3.51)  0(0)
PPS e L 0(0) 1(0.89)  14(12.50) 93(83.04)  4(3.57)  0(0) 0.004 0 0.949 6
YA 2 JA 10(8.93)  26(23.21) 58(51.79) 17(15.18)  1(0.89)  0(0) 0.690 4 0.406 0
BIF 4 28(25.00)  37(33.04) 36(32.14) 10(8.93) 1(0.89)  0(0) 5.588 6 0.018 1
kit Ui A J 20(35.71)  14(25.00) 14(25.00) 8(14.29)  0(0) 0(0) 1.8575 0.1729
PO e Fek 1(0.93) 0(0) 14(12.96) 88(81.48)  5(4.63) 0(0)
VAT 2 JA 4(3.70)  30(27.78) 54(50.00) 18(16.67)  2(1.85)  0(0)
BI7 4 19(17.59)  35(32.41) 29(26.85) 19(17.59)  5(4.63)  1(0.93)
RtV 5 17(32.08) 11(20.75)  9(16.98) 14(26.42)  2(3.77) 0(0)
6 BATNREMETHA R G AELEAIE R FDDQL PF4r HA (x £ 5) BN Sy
FAS PPS
2H 5 WiH
L 1BYT 4 A Bl 19 Lk RYT 4 F B9
| peXiiEAe 118(0) 118(0) 58(60) 112(0) 112(0) 56(56)
H4%sh  14.40 £4.09 12.87 £4.40 11.86 +4.57 14.26 £3.98 12.69 £4.18 11.45 £3.94
L1753 11.66 £3.76 10.76 +3. 64 9.85 +3.45 11.48 £3.50 10.63 £3.55 9.54 +3.01
e 14.02 £4.08 13.25 £3.91 12.66 £3.78 13.88 £3.92 13.18 £3.90 12.45 £3.61
i B 6.88 +1.51 6.65 +1.76 6.38 £1.80 6.88 £1.55 6.62 £1.79 6.32+1.81
i 19.60 +4.45 18.67 +4.16 17.85 +4.27 19.45 +4.35 18.51 +4. 14 17.55 +4.05
fARERSE 17.40 £3.83 16.87 +4.06 17.48 +4.64 17.50 £3.84 16.97 +4.10 17.64 £4.64
PR 6.83+2.72 6.14 +2.42 6.09 +2.41 6.77 +2.64 6.08 £2.33 5.95 £2.30
EH 7.53+£2.94 6.84 +2.90 6.14 +2.80 7.42 +2.89 6.82+2.97 6.05 +2.81
By 98.31 +18.37  92.05+19.40  88.29 £19.05 97.64 =17.65 91.49 +19.23 86.95 £17.73
papie:| BERITIEY 119(0) 119(0) 57(62) 108(0) 108(0) 53(55)
H¥iEsh  15.36 £4.22 12.93 +4.42 12.28 +4.44 15.48 £4.18 12.79 £4.35 12.30 £4.52
073 11.93 +3.42 10.87 £3.78 10.07 =3.34 11.94 +3.44 10.70 +£3.77 9.94 £3.42
R 13.98 +3.86 13.12 £3.66 12.58 £4.00 13.89 +3.82 13.02 £3.73 12.42 +4.08
R RS 7.06 +1.20 6.59 +1.67 6.67 +1.85 7.08 +1.20 6.58 +1.70 6.62 +1.89
AiE 19.92 +3.85 18.65 4. 11 17.61 £4.01 19.86 £3.90 18.52 4.13 17.43 £4.03
f@RERTE 17.58 £3.23 17.12 +3.97 17.05 £3.83 17.52 £3.31 16.99 +4.06 16.96 £3.94
PEImshl 7.07 £2.37 6.13 +2.37 6.12 +2.51 7.08 +2.30 6.10 £2.27 6.21 +£2.53
1 8.00+2.78 7.06 +2.77 6.97 +2.56 8.05 £2.80 7.05 +2.80 7.00 £2.62
sy 100.90 £16.05  92.45 +18.43 80.35+17.08  100.91£15.87  91.75+18.38 88.89 +17.43
R WAYREMIN A REFAEL A IERFE HAD RR K (v £5) Wl 4y
FAS PPS
i H 21 5
Bk BYT 4 A it 730 FEEL IBYT 4 A ot
FIES Kgedl 4.45 +3.41 4.03 +3.29 3.47 +3.14 4.38 £3.37 3.96 +3.23 3.23 £2.90
Xif BE4H 5.04 £3.57 4.23 +3.31 3.47 £3.32 5.19+3.62 4.30 £3.30 3.55 +3.36
Giitt -1.302 22 0.501 12 -0.127 58 1.674 19 0.788 55 0.276 51
PAH 0.192 84 0.616 28 0.898 48 0.094 09 0.430 38 0.782 16
EIlIEE 1977 S W e 4.45 +3.68 3.84+3.55 3.53+3.86 4.33 £3.59 3.71 £3.37 3.20 £3.43
pagiti| 4.93+3.72 3.97 £3.47 3.56 £3.35 4.98 £3.75 3.96 +3.45 3.62 £3.42
Gt —-1.03290 0.450 08 0.413 52 1.281 80 0.609 11 0.777 15
P 0.301 65 0.652 65 0.679 23 0.199 91 0.542 45 0.437 07
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T Z R ILFEHT, 1B SRR B E TSR B, 107 I
AT Y AR ek
DU RS R E CTEAE T ), DUBES 5 1 IRVBCLE DG RS il B sl
AT BTE A S 25 PURZG W 2L, 7 T R AT G
AR RN Z 5, R ARG B IE R AT K, A
R AT AT AR, 3 B 24 5 15 243 W IO AT Lk L IR T
2 o W2 T AU RORE S g AT AR T B IR A 2
2 BURZY AR WoR , AR T AT AR 5 I K BRI 2
VO FUEL P e e, A R0 B Wi M SR T A K Bh
Pt i 56 0k 5 s N7 R WA e O 5 A g
P47 H 8l R (motilin, MTL) 7K -, {2 9 7 58 A 5 18 I D REAKR
ST R S s R R S RE R R B 7 o
MTL J B3 (gastrin, GAS) it 5 i 24 4 AR Hk FD
BT B B HE A /N 2, T 7 M MTL L GAS &5 4, FEAIG
1L 375 AEFE 45 3 ( cholecystokinin, CCK) 77 4, 4 F AL TP 24
Y HETPOE S R T ) T ILE RS E R 4
P HAIT
WFFRAEIA 12 ZErhus 240 i) 835, 4 WL 0 % 1 11 IR
WARYT PDS BYTF R I, 5 IR FAEADGR o X IR AL AR HE, il 4
BH RS E S AN E LA AL VB S RIS R
YRR B AR BE R I AN 1 DR S5 1) 28 8 I S A v 5 0
ANIELFEAE A RIS , CEREIR 5 TRBE L IEAF VAS 34y
R BB, 3R W D B 37 10 IR T LA W S 5 A T PR 3
Je H ARG B, B 5% LB OTE B3R M 45 R AW 5 .
Z Il PR R, DU 11 IR RT LAk FD A e i ik
6 AN ZE AR . E ISR BRI W33 AR, 3 ey v R IE e
JTR, BT RS Se LR AT B S LR Y MTL,
GAS Il %5 15 14 7 ik ( vasoactive intestinal peptide , VIP) 25 & i3
FAPA R, AT PIALE S A RS & R4 0] 25 57
TCGETT2 S BRI 17 IR R TT 224 o Il RZE & PPt
S, DO i O R AT 4 e e PRA 0, 24 AT FALAG W, A
2 AR AR RN, AS BRI TS R
25 LRI, DUPE DI AT ARG PDS - FD S35 I PRAE
R, HL R,
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