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ABSTRACT Objective To observe the clinical efficacy and safety of Zimian Formula ( ZMF ) combined
with ursodeoxycholic acid ( UDCA ) in treatment of primary biliary cholangitis ( PBC ) patients with Gan-Shen
yin deficiency syndrome ( GSYDS ) . Methods Totally 73 PBC patients with GSYDS in line with the inclusion
criteria were assigned to the control group ( 37 cases ) and the treatment group ( 36 cases ) according to random
number table. Patients in the control group took UDCA, while those in the treatment group took ZMF combined
UDCA. The changes of Chinese medicine ( CM ) syndrome scores, CM syndrome efficacy, alkaline phosphatase
(ALP), ~-glutamyltransferase ( GGT ), total bilirubin ( TBIL ), total bile acids ( TBA ), alanine aminotransferase
(ALT ), aspartate aminotransferase ( AST ), prothrombin time ( PT ), aspartate aminotransferase-to-platelet ratio
index ( APRI) /fibrosis index based on the 4 factors ( FIB-4 ), blood routines, creatinine ( Cr), urea nitrogen

R4 1. R A AREIE VBT H (No.82074336; No.81874436.) % L iff i1 2020 4B “RHE AL T s TR A8y B 2584 S 580 1
(N0.20S21901600 )

VEEr . 1. B BE 2GRS CE B AP AL (i 2012087 2. b BE 24 o i m BB b b0 528628 (1§ 201203)

WIAEE . PhAE, Tel: 021-20256506, E-mail: susan_sxh@sina.com

DOI: 10.7661/j.cjim.20220905.318



- 293 - rhE Y R 2 G ek 2023 4F 3 H A 43 45 3 1 CJIITWM, March 2023, Vol. 43, No. 3

(BUN ) were compared before treatment, 3 and 6 months after treatment. Adverse reactions were also observed.
Results Of the 73 patients, 8 dropped off during the treatment course, and 65 cases were finally included in
analysis, 32 patients in the control group and 33 patients in the treatment group. The effective rate of the control
group was 56.25% ( 18/32 cases ), and that of the treatment group was 96.97% ( 32/33 cases ) . The clinical
efficacy of the treatment group was better than that of the control group ( x °=27.375, P<0.05) . After 3 months
of treatment, CM syndrome scores, ALP, GGT of the two groups significantly decreased, as compared with
those before treatment ( P<0.05 ), and the treatment group was better than the control group ( P<0.05) . After 6
months of treatment, the CM syndrome scores, ALP, GGT, and TBA of the two groups significantly decreased,
as compared with those before treatment ( P<0.05) . Compared with the control group at the same time points,
ALP and GGT decreased more significantly in the treatment group ( P<0.05) . After 6 months of treatment, ALT,
AST, PT, APRI scores, and FIB-4 scores decreased more significantly, as compared with those before treatment
(P<0.05), but there were no differences between the two groups (P>0.05) . No obvious adverse reactions occurred
during the treatment. Conclusion ZMF combined UDCA significantly improved CM syndrome score, ALP, GGT of

PBC patients with GSYDS, and the curative effect was better than that of UDCA alone with favorable safety.
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BUN f5 #5 tb ¢ ( % 5) W 41t % WBC. RBC.

* 3 MUlRYTETE ALP, GGT, TBIL, TBA [bE [M (IQR) |
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5.02 (3.94,.5:88)
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