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Efficacy of Shugan Lidan Tang Combined Ursodeoxycholic Acid in Treating Early and

Mid-term Primary Biliary Cirrhosis

WU Xiu-xia, LI Xian® , DANG Zhong-qin, LUO Wen-zhao, ZHAO Chang-pu, YU Kun
(Henan Province Hospital of Traditional Chinese Medicine, Zhengzhou 450002, China)

[ Abstract | Objective: To explore the efficacy and safety of Shugan Lidan Tang combined ursodeoxycholic
acid in treatment of early and mid-term primary biliary cirrhosis hygroscopic blood stasis syndrome. Method: A
total of 171 cases primary biliary cirrhosis patients were randomly divided into the traditional Chinese medicine
(TCM) group, the chemical medicine group and the combined group, with 57 cases in each group. The TCM
group was treated with Shugan Lidan Tang, ursodesoxycholic acid was applied in the chemical medicine group,
Shugan Lidan Tang and ursodesoxycholic acid was provided to the combined group. A course of treatment was 48
weeks. The changes of clinical symptom, serum fibrosis, liver function and immunological indicators were observed
before and after treatment. To compare the complete response and safety index in three groups. Result: The total
response rate in combined group in the 24" | 48" weeks was higher than that of the TCM group and the combined
group (P <0.05). There was no significant difference between the TCM group and the western medicine group.
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The clinical symptoms, serum fibrosis, liver function, immunoglobulin G (IgG ), immunoglobulin M (IgM ),
immunoglobulin A ( IgA ), anti-mitochondrial antibody ( AMA) were superior to those in TCM group and the
chemical medicine groups in the 48" week (P <0.05). The order of the groups in terms of adverse reactions and
blood and urine routine was the TCM group < the combined group < the chemical medicine group (P <0.05).
Conclusion; Shugan Lidan Tang has the effect in the treatment of early and mid-term primary biliary cirrhosis.
Compared with ursodesoxycholic acid, there is no obvious difference, with a better safety index. Shugan Lidan

Tang combined with ursodeoxy-cholic acid has a remarkable efficacy in treating early and mid-term primary biliary

cirrhosis hygroscopic blood stasis syndrome.
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Table 1 Comparison of clinical effect and recurrence rate in 24™

(%)

and 48" weeks after treatment in three groups

A g wE SEARIN EROY RN BN HE
hg) 53 JAJr24 8 28(50.9)
I 48 A 42(79.2)

e 51 WIT24 A 28(54.9)

T A8 36(70.6)

21(39.6) 4(7.5) 0(0.0)
11(20.8) 0(0.0) 3(7.1)
20(39.2) 3(5.9) 1(3.6)
14(27.4) 1(2.0) 5(13.9)
P2y S5 BYT 24 )5 46(83.6)'% 9(16.4) 0(0.0) 0(0.0)
BRI 48 i 51(92.7)02 4(7.3)  0(0.0) 1(2.0)"

TE: 5 25 4R WY P < 0.05; 5 75 25 4 [\ bk &
2P <0.05,

2.3 S IRIT T BARYT S 24,48 Ja I R AE AR
e SARYRITHT L IRIT SR O 24,48 JA 454
FRE G IRRE R (2 7 (B IE R R W T R
DXOARIE ) B B FRE(P <0.05) , S5 Zidin
J7H5 24 JE LA, rh v 2 21 R 00 | R R O I IX
AN3E R BB R B (P <0.05,P <0.01) ;.= J7 i
TRBBAAER TH HLESEIT%¥ER. Sh44
IBIT S 48 JR HH v 2 A R I = B L R IR
FE TR X AE MR E TP <
0.01), SPUZIHIRITE 24,48 Ja LA, o iy 25 4[]
W= 0y EEIE R R PR AL XA E LU
B FRE (P <0.05,P<0.01), WL#E2,

2.4 KA BEIRITHSLIRIT A 24,48 [ Ui fg 4
FREbEg  SAALIA YT TR IR YT A A 24,48 H 4%
Y I T fE#5 A% ( ALP, ALT, AST, GGT J% TBIL)
FRE(P<0.05,P<0.01), H5oghd P95 HR)7
55 24,48 JA b, R 25 4l W ) ALP, ALT, AST,
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GGT & TBIL & & F& (P <0.05,P <0.01). W

%3

F2 BEBEBITARIEITE 24,48 BIRRERIER (2 +5)
Table 2 Comparison of clinical symptoms before treatment and in 24™ and 48™ weeks after treatment in three groups (x +s) 4y
A B i 1] zZh HIH B TR JH T A e HF X R &

hzg 53 Y& YT I 6.73 +1.37 7.36 £1.59 5.61 +1.46 6.29 +1.72 6.73 +1.61
RIY 24 R 2.92 +1.06" 4.26 +1.02" 3.16 1. 08" 2.81+0.91% 3.76 +1.03%
WhIT 48 JH 2.46 +0.78% 2.37 +0.92% 2.19 0. 86% 2.16 +0. 46% 2.19 +0. 83%

7§25 51 Y& I 6.84 +1.29 7.53 £1.62 5.83+1.63 6.73 +0.31 6.59 +1.73
YT 24 J 4.67 +1.15" 5.28 +1. 16" 3.62 +0.93" 3.37 +1.47" 3.59 +1.06"
G748 2.51 +0.93% 2.51 +0.83% 2.43 +0.49% 2.73 +0. 63% 2.18 0. 73%

hpgzE 55 BIT R 6.18 +1.32 7.82+1.73 5.93+1.73 5.49 +1.86 6.81 +1.49
YRIT 24 JH 2.61 0. 86>% 2.63 +0.85%*% 2.24 0. 8323 2.71 £0.39"> 2.43 0. 84%%%
iRIT 48 JH 0.62 +0. 1324 0.58 +0.09**® 0.47 +0.08%* 0.27 +0.05>*® 0.36 +0.07>*®

B SAGLRIT AT P <0.05,7 P <0.01; 52 41 7 4 P <0.05,% P <0.01; 57425 41 7 1 %> P <0.05,9 P <0.01(F% 3 ~

5H).

F3 BEBEBITAIRIETE 24,48 BT IBEIEARELL R (v £5)

Table 3 Comparison of liver function indicators before treatment and in 24™ and 48™ weeks after treatment in three groups (x = s)

A Bk Pt i) ALP/U-L™! ALT/U-L7! AST/U-L™! GGT/U-L™! TBIL/ pmol+ L !

hzg 53 BIT R 356.2 +84.3 96.7 +43.2 93.6 £47.3 309.5 £87.3 80.6 +46.7
BT 24 282.7 £32.6" 73.6 +27.4% 72.6 +23.8% 106.6 +31.7% 67.4 +22.5"
VRIT 48 JH 149.3 +16.2% 58.4 +13.7% 53.6 +9.4% 73.6 +13.2% 36.7 +12.8%

g 51 Y& I 367.4 £85.3 98.2 £41.7 92.8 £45.7 306.7 £83.7 88.6 +43.9
JRYT 24 JH 163.7 +33.5% 68.2 +16.4% 64.2 +18.6% 97.2 +16.3% 46.9 £14.2%
BYT 48 126.3 +13.5% 54.6 +11.3% 49.3 +£8.7% 73.6 £11.7% 32.6 £11.9%

hpgzE 55 RYT T 359.6 £86.9 97.4 +42.6 94.2 £39.8 308.2 £86.2 83.9 £42.7
VRYT 24 115.4 £16.3>*%9 54,3 £13, 7249 52.4 £17.2%49 68.3 11.6>*) 31.9 £10.4%*9)
VAT 48 Ji 97.4 +10.6%*%  40.3 +8.724% 36.6 +£5.2%49) 52.6 +7.3%4¢) 19.3 +6.524°

2.5 HABHEIGITHIIGAIT S 24,48 J I T 27 4
AEPR L ARG AT ELE IR R 5 24,48 JA
AL LS IF A7 4E AL 45 AR (LN, HA, IV-CL K& PC-

1) W2 FRE(P <0.05,P <0.01) . 52yl Pazh4]
1BITE 24,48 JA LU, b 25 44 R 3 LN, HA, IV-CL
Lo PC-M5 W] R T RE(P <0.05) o WL 4,

R4 FHEBEGTHRIGTE 24,48 HIUERALEUISIRER (2 £5)

Table 4 Comparison of serum hepatic fibrosis indicators before treatment and in 24" and 48" weeks after treatment in three groups (x +s)

pgL7!
25 51 1% i 1] LN HA IV-CL pC-TI
izl 53 BT T 184.9 £72.3 219.4 +92.6 196.8 £83.6 226.7 £83.4
G724 A 167.3 £35.9" 177.2 £29.6" 179.4 £29.7" 206.3 £32.5"
YT 48 JE 152.4 £21.9" 175.3 £121.9% 168.4 +28.1" 189.5 +24.5"
(e 51 M) 186.2 £85.3 226.8 £91.6 191.7 =81.4 219.6 £84.1
RIT 24 JH 161.6 £33.5" 187.9 +24.5" 178.3 £28.6" 189.6 +26.5"
1BYT 48 JA 158.2 £21.9" 181.4 +21.6" 172.9 £26.5" 183.2 +26.7"
o g 24 55 BT 173.8 £73. 1 221.0 £96.4 193.5 £82.7 223.5 +81.4
YAIT 24 JH 131.7 £25.4"39 104.7 +25.4"3% 126.4 £17.2"%% 128.5 £19.5"3:)
BT 48 122.6 £19.3%%% 102.8 +18.4%%% 121.6 14,7739 119.4 +13. 7239
2.6 K4 BEIGIT T XIRIT A 24,48 JA 1L VA5 4 1gG, IgM B T B (P <0.05) ;7497 )5 4 48

FAEAS LR SARHIRTT AL IR R A 24 JA
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WIS T HE (P <0.05) , i 2541 16G, 1eM 1] i F
(P <0.05). Hz52liayr 4 24 Ji Hak, oot 2541
R 126G, 1M A LW 2 FRE(P <0.05) ; 5 25413
FFHS 48 T LU, P25 4L ) 16G L TgM L TgA , AMA 75

x5 HHBERTHRATE 24,48 B REFIERILER

BULETRE(P <0.05) , HPH4411R)74 24 JA LA,
PTG R 1gG, IgM & U MR (P <0.05) 5 5
PG AR AR 48 JA LA, P 25 L A Y 1eG, IgM,
IgA, AMA SR FFE(P <0.05), WLEKS,

Table 5 Comparison of immunological indicators before treatment and in 24™ and 48™ weeks after treatment in three groups

HIEBRE (15 bR (2 £5) /g- L7

I HE A 5 S 2 16 A/ 1) ( % )

45 1% I 8]
IgG IgM IgA AMA BH AMA-M, i Pk ANA FH
hZh 53 JRITHT 17.3 £5.6 4.6+1.3 3.9+1.3 42(79.2) 36(67.9) 27(50.9)
WBIT 24 A 16.6 +5.4 4.3+1.3 3.3+1.3 42(79.2) 36(67.9) 27(50.9)
RYT 48 JH 15.4 +4.9" 4.1£1.1 3.2+1.1 40(75.5) 36(67.9) 26(49.1)
VEZE 51 RYFHG 16.8 £5.2 4.4+1.6 3.8+1.2 44(86.3) 38(74.5) 28(54.9)
G724 A 16.6 £5.6 4.1%1.5 3.3+1.3 44(86.3) 38(74.5) 28(54.9)
YBIT 48 A 15.2 £5.2 3.8+1.2" 3.1+1.3 43(84.3) 38(74.5) 27(52.9)
g2 55 RITRT 17.1£6.3 4.5+1. 4 3.9+1.4 41(74.5) 35(63.6) 26(47.3)
YAYT 24 JA 14.2 £4.3'39 2,941,323 2.8+1.3 40(72.3) 35(63.6) 25(45.5)
VAT 48 T 11.6 £3.22%9 2.7 +1.2%%9 2.4+1.3'39) 35(63.6)"3%)  34(61.8) 23(41.8)
2.7 HHABIRITEZ 2N 1RYT 48 JH & WePBE (HGB) |, 7 35 21 41 ifd 1f 21 26 (4 7 5 (MCH) ],

L RO (S R B O K I TR T
SR AGE) KRB, HH(1.9% ) <H
2540 (10.9% ) < PG 2541 (28.8% ) (P <0.05), W
R 6. FALBA ME AL A AR (WBC) , 2048
Jit B (RBC) , I 2040 A FR (MCV) , il 21 8 A

*6 EHBERTHETRENEERLILE

PR ML R & 1 (R-PRO) , JRAE 2L (U-Bil) , JR L
PR ER (NTT) , JR R 8 B (U-pH) , JR IL H (SG) | 5+
WRERP AN (11.3% ) < h P52 (20.0% ) <
VU252 (40.4% ) (P <0.05), Wk T, HPWAR
S5 11 JBE 95 B9 ) A % VRN BT R .

Table 6 Comparison of adverse reactions during treatment in three groups (% )
4151 151 % f8215 i 9 A K B RR T Rz D R
iz 53 0(0.0) 0(0.0) 1(1.9) 0(0.0) 0(0.0) 0(0.0) 0(0.0)

74 2 52 4(7.7) 3(5.8) 2(3.8) 2(3.8) 1(1.9) 1(1.9) 2(3.8)
G 24 55 2(3.6) 1(1.8) 0(0.0) 1(1.8) 0(0.0) 1(1.8) 1(1.8)

x7 HHBERTEIERMERE ML
Table 7 Comparison of blood and urine routine after treatment in three groups (% )
I RS PRS-
41531 1ol %%
WBC RBC MCV HGB MCH R-PRO U-Bil NTT U-pH SG
iz 53 1(1.9) 0(0.0) 1(1.9) 0(0.0) 2(3.8) 1(1.9) 0(0.0) 0(0.0) 1(1.9) 0(0.0)
52y 52 3(5.7) 2(3.8) 1(1.9) 2(3.8) 3(5.7) 2(3.8) 3(5.7) 1(1.9) 3(5.7) 1(1.9)
hpg 2y 55 2(3.6) 2(3.6) 1(1.8) 0(0.0) 2(3.6) 1(1.8) 1(1.8) 0(0.0) 1(1.8) 1(1.8)
3 g B 1 PN YR IEL TR 7 ] i ) WAL, BT 0 40 1

PBC — B t8 P I B G 2 Pk TF i, v AF Lok i
KN, B Aol 127, P4 & H AT Gk = A B3GR I
$H i, e A G G R R R B A R 9T ORI
B RS B R R B R AR
UDCA S J7 PBC HHERS 254y, fE 5 4 1 Mo 41 7

VT R 394 5 JIEL i 908 AR 4 N #3868 L Y B
VT 240 m PRy 90 i K LR A R IR ARG, 2k B R 9
FRURIAE T o n] LR JEF I 40 M e A AL RS A, B
X 40 HE AEAE O R R B L W g 2 W X SR
PrfEF  UDCA 3897 PBC JGR 24 /%, B UDCA
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FlH A% IR A fe S JRUIF S RE T .

I 2 6 PBC AT 20, AR 4 G I R R bR A s
R K R T ECERT R MR
MK AN uE . HOR AL AR R AR, 2 M
FHINN G A B R R SO PR FRBR & B
R R B R T A G, (R R B OE Ab
Gy WFRAER B PERESS 5 T WA, A8 1 A9, 10
TRV S AR SIS AT S 15 REL M RS 28 K
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