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Clinical study on Berberine Hydrochloride Tablets combined with sulfasalazine
in treatment of ulcerative colitis

CUI Wen-juan, CAl Jie-chao, GONG Ying, GAO Chao
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Abstract: Objective To investigate the clinical efficacy of Berberine Hydrochloride Tablets combined with sulfasalazine in treatment
of ulcerative colitis. Methods Patients (94 cases) with ulcerative colitis in Luohe Hospital of traditional Chinese medicine from
February 2019 to February 2020 were divided into control (47 cases) and treatment (47 cases) groups bases on visiting sequence.
Patients in the control group were po administered with Sulfasalazine Enteric-coated Tablets, the initial dose was 1 g/time, if there was
no discomfort, the dose was increased to 2 g/time, three times daily, and reduced the dose to 1 g/time after symptom relief, twice daily.
Patients in the treatment group were po administered with Berberine Hydrochloride Tablets on the basis of the control group, 0.3 g/time,
three times daily. Patients in two groups were treated for 3 months. After treatment, the clinical efficacy was evaluated, and the
disappearance time of clinical symptoms, the scores of DAI, ESCA, IBDQ and SF-36, the serum levels of IL-17, IL-23, HIF-1q,
COX-2, MMP-1 and B-EP, and the levels of DAO and D-LA in two groups before and after treatment were compared. Results After
treatment, the clinical efficacy in the control group was 80.85%, which was significantly lower than 97.87% in the treatment group,
and there were differences between two groups (P < 0.05). After treatment, the improvement time of clinical symptoms in the
treatment group was significantly earlier than that in the control group (P < 0.05). After treatment, the DAI scores in two groups were
significantly decreased (P < 0.05), but the ESCA, IBDQ and SF-36 scores were significantly increased (P < 0.05), and these scores in
the treatment group were significantly better than those in the control group (P < 0.05). After treatment, the levels of IL-17, IL-23,
HIF-1a, COX-2, MMP-1, B-EP, DAO and D-LA in two groups were significantly decreased (P < 0.05), and these indexes in the treatment
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group were significantly lower than those in the control group (P < 0.05). Conclusion Berberine Hydrochloride Tablets combined
with Sulfasalazine Enteric-coated Tablets in treatment of ulcerative colitis can significantly improve the clinical symptoms, reduce the

inflammatory reaction, promote the improvement of intestinal mucosal barrier function, which has a certain clinical application value.

Key words: Berberine Hydrochloride Tablets; Sulfasalazine Enteric-coated Tablets; ulcerative colitis; HIF-1a; intestinal mucosal

barrier function; MMP-1
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&1 PAIRKTTIHELER
Table 1 Comparison on clinical efficacy between two groups

ZH 5] n/f SEL LRI 351 TR RAREI%
o 75 21 17 9 80.85
BT 75 35 11 1 97.87*

xR . "P<0.05
P < 0.05 vs control group

2 PHAIRKERKERELR ( x+s)

Table 2 Comparison on improvement time of clinical symptoms between two groups ( x =s)

AR o/l BORSGERTREG REECER A RIESER A BRSUSEEGER G LTRSS 1R/ d
X 75 4574053 4.3840.23 5.13+£0.47 4.28+0.34 3.72+0.28
WHIT 75 23210417 2.25+0.14 2.16+0.35" 2.05+0.27" 1.57+0.23"

XA "P<0.05
P < 0.05 vs control group

%3 FHAEXERMNLLE ( xxs)
Table 3 Comparisons on related scales scores between two groups ( X s )

HAl it W EZ ][] DAI ¥4 ESCA %4> IBDQ -4 SF-36 F4%

X 75 YBITHT 6.45+0.57 92.46+7.57 142.53+12.49 73.51+8.42
HIT G 4.184+0.37" 132.75+9.53" 174.36+15.13" 84.38+9.67

WY 75 BT 6.42+0.53 92.45+7.53 142.51+12.46 73.47+8.38
BTG 2.76+0.24" 162.83+9.87* 197.86+15.48™* 96.54+9.76™

HRMA®ETATHE: "P<0.05; SxIHEARITEE: AP<<0.05

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment

T4 FAMBEFIEARLLE (x2s,n=75)
Table 4 Comparison on serological indexes between two groups ( X s, n =75 )

MR WA IL-17/(ng-L Y 1L-23/(ng-L7Y)

HIF-1o/(ug-L )

COX-2/(ug'L™Y) MMP-1/(ug-L%) B-EP/(pg-mL™Y)

SR JAYTET 325.79+18.57 618.76+27.35  195.65+15.47  186.75+16.51  2.49+0.74  13.67+2.34
WIT)E  165.37+12.51° 215.47+23.18" 164.38+12.84° 164.82+11.74°  2.14+0.17"  8.74+1.25

I JRITHT 325.72+1853 618.74+27.32  195.62+15.43  186.78+16.47  2.47+0.72  13.65+2.38
BITIE  148.83+12.47*193.03+22.14™ 156.84+12.75"* 154.53+11.62* 1.03+0.15* 5.25+1.16™

HFRARITATHE: "P<0.05; SXIMBAIRIT/FHLE: 4P<0.05

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment
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®5 PAEFRERENREIEIRLEE ( x+s )
Table 5 Comparison on intestinal mucosal barrier function between two groups ( X %s)

DAO/(IU-mL %)

D-LA/(mmol-L™%)

ZH 5 n/{ —— - — -

VAT R AT R VAT I wIT R
o R 75 7.64+1.28 5.94+0.87* 7.25+0.56 5.26+0.48"
RIT 75 7.624+1.26 4.3440.82** 7.274+0.52 3.12+0.43*

HFRABITATHAEL: "P<0.05; SXIMAIRITFHLE: 4P<<0.05

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment
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