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Clinical effect of Shugan Huayu prescription combined with ursodeoxycholic acid capsules
in treatment of primary biliary cholangitis: An analysis of 25 cases
XIE Xinke',XIE Wenpeng®, WANG Man'
(1. The Affiliated Hospital of Shaanxi University of Chinese Medicine , Xianyang 712046, Shaanxi, China;
2. School of Medical Technology ,Shaanxi University of Chinese Medicine , Xianyang 712046, Shaanxi, China)

[ Abstract] Objective: To investigate the clinical effect of Shugan Huayu prescription combined with ursode-
oxycholic acid (UDCA) capsules in the treatment of primary biliary cholangitis (PBC). Methods: A total of 50 pa-
tients with PBC were randomly divided into treatment group and control group,with 25 patients in each group. The
patients in the control group were given UDCA , and those in the treatment group were given Shugan Huayu prescrip-
tionin addition to the treatment in the control group. The course of treatment was 48 weeks for both groups,and the
two groups were compared in terms of major symptoms and signs, liver function parameters, liver fibrosis indices, and
adverse reactions before and after treatment. Results ; After 48 weeks of treatment, the treatment group had a signifi-
cant improvement in the total score of traditional Chinese medicine (TCM) syndrome,and there was a significant
difference in the overall response rate of TCM syndrome between the treatment group and the control group
[92.00% (23/25)vs 84.00% (21/25) ,P<0.01]. Both groups had significant improvements in liver function pa-
rameters and liver fibrosis indices after treatment ( P<0.01) ,and the treatment group had significantly greater im-
provements than the control group (P <0.01) .No adverse reactions were observed in either group during
treatment. Conclusion ; Shugan Huayu prescription combined with UDCA can effectively improve liver fibrosis and
liver function and has good safety in the treatment of PBC, with a better clinical effect than UDCA alone.

[ Keywords] primary biliary cholangitis ; integrated traditional Chinese and Western medicine therapy ; Shu-

gan Huayu prescription ;ursodeoxycholic acid capsules

E—EE SR, B, BRI, H, WA S WS 18] PR Y R P R A AT



12 3

A, BT T 5 R 25 SRR IR )7 I A MEE PR AR 2% 25 Bl PRI *9-

Ji g MR PR I AE % (primary biliary cholangi-
tis, PBC ) & — s 5 AS B (1942 14 15 470 JHF P9 BR T
TR O AR F2 B Sy AT P AR R
PE R AT R /NIBAE R S BOIR TR Y SRR R
HE AP T A TR R I AR 26 B0 5 i 9 A Ak kg
A H R R T A b I RE Ak B vl . A B
G AR kA g R G R A B A
WALH i ARG EN . PBC 2 W rh B Lok, I
R b FERI =1 B IR B SRR, Xt
F PBC PG B3R YT, H 1T AN B 3 259 J2 RE
ZE MR (UDCA) | X%} UDCA A ¥4k 2 I 2 K
FERY B, B AT M AR HE S — IR IT T, O A
BCR YN BRI 5 R & AR T Bk A
UDCA 7597 PBC 25 fi] , Bu4q 1 R 47 my 8808 | Bldi
HIE,
1 IGEERER
1.1 —ff# UfE 2016 457 H & 2019 42 7 H
TFBE VY i = 2 K 2% B s R BE 2 19 PBC B
50 ), 4% S T 53 R G 97 4L R G B, g 4
25 Bl WRIT A, B3, &oo22 il Ak 25 ~
67 % ,V-15(40.5+11.2) ;e 1.5~10 4,73
(4.8+1.6) 4, XFHEALH, 5 2 6, %« 23 i 4F i
23~65 %, (42, 1£11.8) G HE 0. 5~12. 5 4F,
W(5.5 £12.4)4F, 2 41— VR, 2% R4
28 L (P>0.05) , BA A M,
1.2 #Bisk
1.2.1 PHEZERE 2802000 4536 [ R 2
(AASLD) & & 1)  J5 & P IH v 4 1 6 1k 12 97 $5
R A SRR HERS B TT . 1) 5 BT IR R ¢
(IS A P A2k B B R I (ALP) y-B &
k% IR (GGT) %5 T i, R B B BruiRk bt b ik bt
AR (AMA) BHYE (T =1 :40) 5f AMA-M2 V.5 fH
P FEA T #5924 PBC;2) AMA 3% AMA-M2 [
PEF R YU UIAR (ANA) P01 LA & 4
JERREE KA, AR A K A HERR HIE R S 50% , TR
ik I AP £ 21 2 A e S S S T A7 FE PBC,
1.2.2 WEIHERAE S HERHE E R
CHEE IR 2) B d e i A IR IE B I AR
WE, B H AR, WM, T 458, B SO
i Pl T AT Dk
1.3 AAAKE DS LRAEZES b EHE

BRUE ;2) REAR 2 K A TG JFE A I A A BELAE 525 3) W%
HR$EZ o A 25 W06 97 54 ) A IBIEZ 259077,
IRFFTE TR
1.4 Heedrofe  1)REEEMEERME M A S
oI P S s P 45 5 R ) IR D Re it % 52) &
FEMbdEg, PO L I AR G BORS R R
H33) Ao IR THARIE i I R R K
B R BAE 1 i 25 2R A IF R IE 5 4) IR
P2 B SLRYT I RN /& 12 J855) 48 Uik ok nili 2L
4,
2 BITAHE
2.1 srmn SRHPEZY UDCA J697 . UDCA (7]
Falk Pharma GmbH , #It#fE3C5 . [F 2515 H20181059,
FAE 250 mg/ ki) AR, 1 KL/ UK ,2 R/d,
2.2 &yrem FEXTRRALILRE L FHEF AR O
WIARIT . AT 56 12 ¢ A4 10 g, BRA 30 g, 2410
12 g, 34710 g, 485 15 g, B6H 15 g, 3 15 g,
B 10 g, BER 1, KRBT 200 ml, 23408 2 ¥k
TR

2 {PRTT 48 JH, WMEE R, ZiE AT IR
JFH A 5 0 27 4 AL AU DD ST R 26500
3 frEviEE
3.1 MERIAR ) PEIEEERS, 2 B E D
BEAEAE SV FE . 2B 2558 2 I R B 92 48 7 I
DY 4 Hp ST SR M B T A SR A% 2 B0 52 A
HEHE , o B0 AR ™ 5, 2) IF DR HE
Fro WSS 2 HIRTT T BIRIT S 12,24 .48 1Y)
RETRPR/KF-, TN 2 IR 2 FE 55 RS Il ( ALT) | K& 2R
FAILEES M (AST) ALP .GGT . A% M (ALB)  fiH
£1Z (TBIL) AHYFRR (TBA) . 3) AFLF 441845
WMEL 2 VAT R MR YT 26 12,24 .48 J& 3 LT 5
BBl (HA) IV (IV .C) | A N o ik
(PIINP) B TCA M B 21 2 Ak VA 48 b5 K 4 2 iR &
LB R Wl — i /DA HG (B ( APRI) 38 8078 1k, APRI =
(AST/ULN) x100/PLT(10°/L) ( APRI > 1.5 B} %
BENFLF4EfL; >2. 0 B PREERTF AL ) o 4) &2 M4E
Pro W% 2 4B H R G A A BRI, I D
2 HBFIRITHG L IR SR, B DR AL
Ak,
3.2 #mRARE ST AR AR 55
W)Y 4 R R A S v X R BRI RO BEA T VMY



- 10 - BaFELE

2020 4E4E 36 55 12 (BB 262 1)

P A W PRORE IR 58 4 T8 2%, BF DI RE K &2 1E 5 /K °F
Y BE TR A A0 2 = 95% 5 3 it R RE IR (2 35
L NPT R B WK &, v B UE g 8 0D = 70% |
H<95% s A2 W R AT ARA P -5, DD RER &2 s
PAEhF, v B R R i > = 30%  (H <70% 5 G
A5 W RAE R 5 I D BB K- TE AR 4k, B IE A 8 43
> <30%

3.3 itk R SPSS 19.0 Gt E o
B TR GORH L B AR TE 22 (wrs ) Ko, SR ¢ £
B IR LR (%) Fom R o KR, P<0.05
hERBGHFRE X,

3.4 BAER

3.4.1 2 PP EIEBITACLE  BARCRIGITAH
4 92.00% , % HRZH Ky 84. 00% ,2 H IL#, Z R G
HFE L (P<0.05), (WL 1)

1 2 HAREFREFRLE6](%) ]
OB A BR AR EE BEM
WIFAL 25 10(40.00) 8(32.00) 5(20.00) 2(8.00) 23(92.00)
STHRAL 25 6(24.00) 7(28.00) 8(32.00) 4(16.00) 21(84.00)
] 7.25
P 0.01

3.4.2 2HPEIEESRE L 2 HEEIRIT

JaBEIEE SR S5IRITET I, ZER A ST R

X (P<0.01) ;2 HBHIRIT TG T BE R SR 55 4]

W, 2RIV G2 L (P<0.01) . (W3 2)
F2 2HABPEIEERBRILEE (v2s,57)

¥EH

A% wrHE RT 48 (0-48 ) i PH
W 25 11.3245.51  4.04£2.11  7.324¢2.70  11.102 <0.01
XA 25 10.08+2.78  6.86£2.75 3.22¢1.30 5.624 <0.01
tff 0.89 15.025 17.45
P >0.05 <0.01 <0.01

3.4.3 2 YIFINEEAS RN LS 2 41 ALT AST,
GGT ALP \TBiL J TBA {EIRY7 48 J& J5 Y%7 A
B %, 22 508 goit2m 3 50, HLIR YT 4L R IK e
KTXF BB [F ;2 41 ALB JAYT 48 J8 J5 BRI
T, 22 A G248 3 IRy AL T v iR
KT R ;2 45 R AR 34 2508 (0 ~ 48 JA] ) 4[]
W, R AR L, (IR 3)

3.4.4 2HMAALSTERS LE 2 HEHT
A ik F5 b5 (HA  IVC . PIINP) }2 APRI 7EI4 9T 48
JE BRI AT R R, 2R ASEE S, B
TR YT LRI T X BB 4] 5 2 145 T F8 b 2 251
(0~48 Ji) b b , =5 a g4 E X, (W
4)

F3 2 HARFNEEETIEARELER (ws)

45 HI% BHRTE ALT(U/L) AST(U/L)  GGT(U/L) ALP(ng/L) ALB(g/L)  TBiL(mol/L) TBA( (umol/L)
WIFHE 25 JARIFET 63.12£10.37  69.01+12.65 561.56+11.32 775.11£24.76 34.18+3.54  96.06%3.21 59.18+4. 00
JRIT 48 A 12.01£0.38" 24.16+0.60"  38.4326.82" 102.36+13.55™ 42.49+0.42"  20.37+0.76™  8.04x0.62"
(fi{%) 49.01£5.48°  44.75£14.26° 523.05+4.68° 672.76£3.63°  13.30£0.21°  75.76=1.73°  50.64+0. 43°
N4 25 WBYFET 57.62+11.61  42.99+14.03 532.52+16.97 733.78+4.63  35.06£2.65  80.42+2.07  43.03+2.74
RIT 48 29.67+1.51°  27.87+3.16°  50.13+5.04" 154.50+4.86"  39.24x0.67°  27.21+1.28"  15.81+4.07"
(f?%) 28.94£5.74  15.21+3.49  483.37+3.30  578.43=0.84 5.82+¢1.73  52.33£2.36  27.64%1.22

E .5 ARML T AT "P<0.01; 5 2T BB 2008 57 48 A bbEL P P<0. 01; 5 3 R4 AR P<0. 01,
F4 2 HARFAFHEN ETIEIREEE (x+s) 3.5 RRRE 2BFIRITMIRACE 1 R

AN fIK mHEYE HA(py/L)  PIINP(pg/L)  IVC(pg/L)  APRI IR, R T AN, 7 d 5 BATRE, oIl
ITHL 25 %ﬁﬁﬁﬂ‘ 271.36£54.00 30.71:4.56  221.56+23.45 2.19+0.44 RE R,

TRIT 48 B 112.00£10.38™ 10.24£0.60™ 114.87+19. 24" 0. 58£0. 76" . A

o 4 i+ it

(0-48 ) 150.2248.12°  22.45£5.56° 106, 67¢13.54° 1.59:0.76° PR AT ARG o5 PBC £ B F & T 50~70

KR 25 RIFRT 253.54x43.18  30.1245.23  215.25£35.04 1.84+0.73

T 48 136.21221.51° 17.60+3.54°  148.53£12.69" 0.95:0. 58"

BEf

(0~48 J&)

E. 5 KMEBFETIE "P<0.01; 5 3 B E T 48 B
W3k " P<0.01; 5 3 B4 k4 " P<0. 01,

BB B R B2 R 129, IF I A
1RI2 W H2 AR 10 AN W7 2 15, 124005 1 12 R AL Bl =22 4
T AR N 8 R, S AR RA N
86.00% ,10 4EAFE R LN 63.00% ', HET UDCA
JEME— Bk 9 12 A R 2 5 W BELR) (FDA) L i

117.94£7.54  12.51£1.43  66.75£11.57 0.86+0.78




12 3

A, BT T 5 R 25 SRR IR )7 I A MEE PR AR 2% 25 Bl PRI <11 -

T IRY7 PBC 254, th 2 i — 22 Bl AL G BRI
PRIRIAIE S 2 2 5259 . % 259l LA il
THRR B JHF 2 2, 380 AR R ) 4 b, R B BT 40
T, e — 5 1) G VA TS A FH I 2 4 s iR
I Ty B A AE 28 5 5 o F2 B9 AR, X T PBC R
WAR A — YT AL [EI R N & B, UDCA
XPek PBC R B KRR RE % = A5 IR AT RO
BT 112 7 R AN 710 (3 R/ N E S N
FLIF MG f8OE 3 AR A7 % % UDCA IR Y7 B
A A AR ] A, T LA 25 W B IR T
g5, B 20 2R Z AL
BRI AEPUIT &7 44k BT a4k 5 1 B
GLIERT Y

W B2 oy SRR P IR T IE A R R I o
CHUIE T IS AW, R LGB 2 PR I
PR A 2R AHTE A2 B T T S, A0 ARG U
PRI P B, 5 BT LR, R A R e
RS O 09 R S IG ACRE IR, IR
ISR &F FFAL A UDCA 67 =0 s 2
JEL, U T — 2 MY AL, BRI AR 5 v, S5 1A
Wik ARG 4R R LA AR T P R
MRAR B, 2R AT Y IH  FFS B H R AR R
U IR 2 BEAE 5T 2 B . > 0558 A B A 3
FE 51 i B o 2o 4804k, R R 4 0 £ 2R 9 40
JH 5 AR AT T U/ 21 A0 i 5 A ol T R T 3A
WL,k AR sk AR LT K 25 A 5 HEE, 42 B
() JF AN A& 52 5 1A 1 D, b 28 0E TR AR 5 P R |
G R AR IR HE IRV AR 4 Wb, (IR R AR ZT R Y
He gt 3G s S B R ITVE B2 AR AR BT
B0 T 21 AL 95 5 T8 5 e 5 B P T R A
FENUAR SR RE ST W AR AR 32 0 9 18 52 5 4
JL A A R P 5 A 4 A DR 4 T 400 LR 412 32 T 240
P A i R A BT 2 4 Ak i 7 T e R B
SRHLIAR SR Th e, BT LR e A i Th 8 P+ 2] $ s
PR - AN M 2R G R B W D RE B Lk I A S g
A5, 5 20547 BT 200 L 002 S T 440 2 A 4
T s} EL A A 3 T P A B R0 A0 0 T &7 4 A o W i 1
YERUS,

AT ET AR 7 B & UDCA JRYT PBC,
O e ST N e AL e B R VN N1 P 1
KT &1 44k T A9 7 308 AR T UR UDCA 3R

57, B2V RAF, BGIAY7 2 HETIRIRIG T PBC

A BB, Jo X UDCA R T SCR AMEE . EAR

WS AFTE SR FRAAE , AR A S i /)N 7 BROUL 55 1 1]

B ez K IBEVT O, B = 20 8 T AU A

&, AW S BT Y R & | 3 2

RS I BE U5 EF AL 7 BE B UDCA 1897

ROR . 25 b TR, hvh BE 45 51697 5k HE R T

PERHAE 2 BA B R ALH, S PBC WIIRYT ITRE T 7

AL

S Ak
(1] BRMUAS RS . R M AR A Ak ( S48 JEUR M I T 1 A A
R) WA I (2015) [T]. I R IFIERT 42 &5, 2015, 31
(12) :1980-1988.
[2] HEATHCOTE EJ. Management of primary biliary cirrhosis. The A-
merican association for the study of liver diseases practice guide-
lines[ J]. Hepatology ,2000,31(4) :1005-1013.
(3] M8k . HEAREIM]. JER: AR R, 2011,
243-248,
(4] HPAgd . P2 RIE SR S [ M. Jbat . h R 2R
R, 2002 ;143 -148.
[5] CONCEPCION AR, MEDINA JF. Approaches to the pathogenesis
of primary biliary cirthosis through animal models[J]. Clin Res
Hepatol Gastroenterol,2012,36( 1) :21-28.
[6] ZHANG LN,SHITY SHI XH,et al. Early biochemical response to
ursodeoxycholic acid and long—term prognosis of primary biliary
cirrhosis ; Results of a 14—year cohort study[ J]. Hepatology,2013,
58(1) :264-272.
[7] W%, EDT. PEHERBRS VA AR T]. e
JIFRES G 24 &5 , 2005, 13(6) :479-480.
[8] 4. MIFZ R /NS B I s B o [T ].
Rl # P44, 2008,27(4) :23-25.
(9] TAk. A5k Mg B E BT ke [ 1], e VO Rk
5 H.,2015,12(17) : 109.
[10]  XEFE, B/NE, XM, 55 . BIRRRZSEAE IR ERE[ 1],
24 ,2019,50(9) :2235-2241.

(117 ZR7E 8R4, EH W55 . S ERmi s mli g 25 30 F Rl IR
NHLT]. T E AR 2017,37(24) 16262-6264.

[12]  ZEHEE . h M E BT R (1], NGl b s 2y,
2018,37(10) :117-118.

[13] R, U, BEESE | A4 fh 2 oy S 2 BV FF 90 3
JE[J]. FRABEE 4 Bii 4 ,2016,33(6) :487-489.

[14]  ZEM, 500030 . M H AL 22 o A2 BV E IF SR A O [ T ). v
BEZ5{% E.,2009,26(1) :25-27.

[15] ZFom, WA BRZE, 45 . SIS RAHERMB T RELT].
MAREZIEM,2019,17(10) :16-18.

(%A% B #7.2020-01-22)



