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Abstract

Background and Aims: Laparoscopic cholecystectomy (LC) is a common surgical method for the
treatment of gallbladder diseases. However, some patients experience symptoms such as dyspepsia after
surgery, which can affect their quality of life. Compound azinomide enteric-coated tablets, a novel drug,
may improve dyspeptic symptoms after LC. This study was conducted to explore the clinical efficacy of
compound azinomide enteric-coated tablets in treating post-LC dyspepsia symptoms through a
multicenter clinical trial.

Methods: A multicenter, superior efficacy, open-label, parallel-controlled design was used. Patients with
postoperative dyspepsia were enrolled in 7 centers between January 2023 and May 2024. Patients were
randomly assigned to either the observation or control groups using a random number table. The
observation group received compound azinomide enteric-coated tablets, while the control group was
treated with a combination of oryzae pancreatin tablets and ursodeoxycholic acid tablets. Both groups
were treated for 4 weeks. The primary endpoints included gastrointestinal symptom scores and quality of
life scores assessed before and at 14 and 28 d after treatment. Additionally, the incidence of adverse
reactions and cost-effectiveness ratio (CER) were compared between the groups.

Results: A total of 303 patients were included, with 150 in the observation group and 153 in the control
group. Baseline characteristics were balanced between the groups before treatment (all P>0.05). After
treatment, the observation group showed significantly higher effective rates at 14 d and 28 d than the
control group (44.7% vs. 29.4%; 98.0% vs. 73.9%, both P<0.05). The observation group also had
significantly lower symptom scores and quality of life scores at both 14 and 28 d, with a significantly
higher improvement rate in symptom scores compared to the control group (all P<0.05). Further analysis
of the improvement rate and treatment efficacy for individual symptoms revealed that, except for the 14-d
improvement in abdominal pain/discomfort, the observation group showed better improvement in all
other symptoms at 14 d and in all symptoms at 28 d compared to the control group (all P<0.05). No
adverse reactions were observed in either group. The CER for the observation group was 283.78 yuan/
efficacy rate at 14 d and 128.57 yuan/efficacy rate at 28 d, while the control group's CER was 729.93 yuan/
efficacy rate at 14 d and 290.22 yuan/efficacy rate at 28 d.

Conclusion: Compound azinomide enteric-coated tablets demonstrated good clinical efficacy in treating

dyspepsia symptoms after LC with excellent safety and high cost-effectiveness. Despite some
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limitations, the results provide a new treatment option for dyspepsia after LC. Larger-scale randomized

controlled trials are needed to validate this study's conclusions further.
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Figure 1 Enrollment flowchart of the study
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Table 1 Baseline characteristics of the two study groups

Atk WEE2 (n=150) X REZ (n=153) Xz P
PE5R(%)]

% 50(33.33) 53(33.99)

« 100(66.67) 102(66.01) 001 0904
AEIY% , MUIQR)] 56(40~60) 50.5(38~58) 2.033 0.042
HE5lem, M(IQR)] 163(158~168) 162(158~168) 0.320 0.749
i kg, M(IQR)] 62(56~70) 62(56~72) 0.069 0.945
IR i 2B 6 T 43 (M (IQR)] 24.5(18~36) 25(18~35) 0.152 0.879
RZ5RFERFRSMM (IQR)] 11(4~15) 10(4~14) 0.518 0.604

2.2 EEBHEER
RZ5)5, WEH 14 d A% 676 (44.4%), %}
MA14dHKA5 W] (294% ) ; WMELH 28 d A 5K

147 ) (98.0%), *FHAZH 28 A& 1134 (73.9%) .
W2 28 d Al 14 d A RCFR B B & F X B4
(¥ P<0.05) (£2),

®2 MABRFARELER (%) ]

Table 2 Comparison of overall efficacy rates between the two groups[n(%)]

Fis i) WAL (n=150) XFHRZH (n=153) X P
14 d 67(44.7) 45(29.4) 7.565 0.006
28d 147(98.0) 113(73.9) 36.257 <0.001
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WEZH e 25 5 14 d F1 28 d 19 AE AR AR A o AR Wl TR IR (8 P<0.05) (553).

R3 WATROESERLRM (IQR) |
Table 3 Comparison of efficacy scores between the two groups [M(IQR)]

S MELH (n=150) X REZ (n=153) Z P

14d
SR> 4(2~9) 5(3~10) -2.163 0.031
SERFGBIGER (%) 0.43(0.25~0.67) 0.3(0.11~0.5) 3.726 <0.001
AV 5T 4 18(14~20) 18(16~24) -2.381 0.017

28 d
SERFRG 0(0~2) 2(0~6) -4.829 <0.001
SERFRGI B R (%) 1(0.84~1) 0.78(0.46~1) 5.129 <0.001
AN BT S 10(10~13) 14(10~20) —4.884 <0.001

2.4 FBIERBIMSH i G0 P 4 Ta] TG B B 22 S+ 40 (P>0.05), WEE 4] 14 d

BN X 45 RE IR R A A0 SR IR YT A AR AT G i bR vl 3 A A 28 d T A RE IR B0 1 I AR
T, SR BN, BR 14 d IR E R/ AN S A ks TXHHRZH (3 P<0.05) (££4),

R4 MARERROIUBRERBTAELELR

Table 4 Comparison of symptom score improvement rates and treatment efficacy rates between the two groups

Ak k=2 Xof B Xz P
14d
JE MRS G534 % , M(IQR) | 0.33(0.33~0.5) 0.33(0~0.5) 3.381 0.001
TR AT B % % , M(IQR)] 0.5(0~0.67) 0.33(0~0.67) 1.551 0.121
TS /R AR AR 5305 28 (%0, M(IQR) | 0.5(0.33~0.67) 0.33(0~0.5) 3.006 0.003
B EE A% , M(IQR) 0.5(0~0.92) 0.33(0~0.5) 2.488 0.013
WSR2 %, M(IQR) | 0.5(0.08~1) 0.33(0~0.67) 2.306 0.021
A Z BUMEEE %, M(IQR) ] 0.5(0.33~0.67) 0.33(0~0.5) 3.755 <0.001
JE AR (%) 48.30(71/147) 35.33(53/150) 5.132 0.023
7R /TR AN T AT 0 (% ) 55.88(76/136) 47.83(66/138) 1.781 0.182
VS IR I R85 (%) 55.14(59/107) 41.51(44/106) 3.962 0.047
FURAT R (% ) 52.78(57/108) 39.32(46/117) 4.100 0.043
WS A (%) 54.81(57/104) 37.82(45/119) 6.457 0.011
BEZ A AE (%) 57.14(60/105) 36.52(42/115) 9.385 0.002
28 d
JEIRAR 3B % , M(IQR)] 1(0.67~1) 1(0.5~1) 5.121 <0.001
IR MR ANE B 5% % , M(IQR) ] 1(1~1) 0.83(0.33~1) 5.275 <0.001
VS MBI Ry 24035 R % , M(IQR))] 1(0.67~1) 0.67(0.33~1) 5.502 <0.001
R B2 % , M(IQR)] 1(0.67~1) 0.5(0.33~1) 5.336 <0.001
W SR BGE %, M(IQR))] 1(1~1) 0.67(0.33~1) 5.237 <0.001
AR Z P BIEER(% , M(IQR) | 1(1~1) 0.67(0.33~1) 5.847 <0.001
KA R (%) 98.62(143/145) 77.55(114/147) 30.717 <0.001
JHE 9 AN T A Rk (%) 95.59(130/136) 68.89(93/135) 33.136 <0.001
JETE /R AEA 305 (%) 95.92(94/98) 73.27(74/101) 19.405 <0.001
FAAREEE (%) 96.26(103/107) 62.83(71/113) 37.140 <0.001
WS ARG (%) 96.08(98/102) 70.27(78/111) 24.666 <0.001
BB Z A RS (%) 96.12(99/103) 63.96(71/111) 33.815 <0.001
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AYERAICRIEE R

C- &M CRP AU R I B HAV Ea B R HE FN

Toll FEAZ {4 TLRs B AT e AN M Al A A TR 7 bFGF L HLE ECG
IR I il JNK 28N B T IR ERCP YN D CCU

1 41 WBC RATHE RN PCR [IKEEG S Angll
SR IL iR EE - REE Gk ABC ¥ 5 P 2B K VEGF
Bk IC,, BRI S AL HRP ML A PR T vWF
AR A cv BT EMREA/EYRBE GYE SABCHE: | MALEH Hb
PGSR E MR EA-EERL SPik WA ERZE Wi PBS AL SCr
LR F EGF SEPOEER GFP 1Mi/IMR PLT
WAL ALT AR S 32 % BRI 2 ELISA I BP

[ 3 MDA KHE B E R FDA JiE=Vi0p 1) S0,
PIRUIF R 99 2 HCV i L P& EEG JHERL PRGNS — AR NADPH
EE I SOD WHEZR/MEZHE LPS AR A AIE SARS
IR S MRI R — LA A eNOS —H LA NO

AR AR 285 8 i A L [ e VLDL-C PR A= LI 55 % CCr —E R A NOS
AV N 2 A T LDL-C JREA, BUN Y4\ VAl EDTA
Skl RS PaCO, BEE L RS ] TT LA ACh
kLA Pa0, Y LRI 1] PT CHIRTRINGRE HBV
AR DMSO I35 FH A BSA IR RE e il HBeAb
I S~ TR T S RT-PCR PIRTEE HSP CIURFRIGTE e PUR HBeAg
HBYE T 40 Th NP R IG T HIV CHEUFR AR R LA HBsAb
FEAm A N T HGF NGB HCG IR RIR RER PR HBsAg
TR IFN SRR ATP LRI RIFRAZ P HBcAb
o i R HDL-C = TG LI RIR AL PR HBcAg
EATEDIIN GSH HE PRGN T NS SRR R FLTC
[ AH pH A IPG R DA WHO PRSI AE G iNOS
VA RNA XK ddH,0 JEAS A S i 5 TUNEL
B F-«B NF-kB 22 B FN AL R MAPK A P LOH
A1) RBC PP Y 56 G- o ek il MTT HaR b2 R ECL
LTI R ESR IIAKGALLYe HE IERFRGHAALEZ B4 PET/CT
E -2 COX-2 Jig 2 i i FBS BRISRAE I 1 TNF

T A 435 1L 3% b [ APTT TR AEEL BMI FRE WP B ICU
TR ROS RIN& IR 7 AST Ak AR TGF
PAFEIEBRBALE G AIDS SRR DNA B AR AL NK 412
JUUET Cr 2 B ) R B 501 ICAM LI DBIL
SE 4 Jm AR I MMP A AL ECM ST T TC
T X Ze )22 IEAHE A CT A A A MR 2R ERK JeYiiFAES TBIL
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