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[ Abstract ] Objective: To observe the curative effect of Ruangan Huaxian decoction combined with
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Entecavir in treating hepatic fibrosis of chronic hepatitis B patients with syndromes of liver depression, spleen
deficiency and blood stasis obstruction and its effect on their quality of life. Method: A total of 100 patients with
chronic hepatitis B were randomly divided into treatment group and control group according to parallel experimental
design and randomized controlled single blind test. The treatment group (50 cases) was given Entecavir and
Ruangan Huaxian decoction, and control group (50 cases) was given Entecavir and traditional Chinese medicine
placebo. The course of treatment was 6 months. The changes in liver function, fibrosis index and hepatitis B virus
etiology and quality of life were observed and compared before and after treatment. Before and after treatment,
Medical Outcome Study 36-iten] Short Form Health Survey ( SF-36) and Chronic Liver Disease Questionnaire
(CLDQ) scale were used to measure patient’s quality of life in both groups. Result; After treatment, alanine
transaminase ( ALT) normalization rate in observation group was significantly higher than that of control group (P <
0.05). There were significant differences in hyaluronan ( HA ), laminin (LN), IV-C and PCII between two
groups after treatment (P <0.05, P <0.01). After treatment, the liver fibrosis indexes in treatment group were
significantly lower than those in control group (P <0.05, P <0.01). After treatment, there was no significant
difference in HBV-DNA negative rate, HBsAg negative rate, HBeAg negative rate and HBeAg conversion rate
between two groups. Compared with before treatment, the oblique diameter and the diameter of portal vein of liver,
and the diameter of splenic vein and the thickness of spleen in treatment group were significantly lower after
treatment (P <0.05). After treatment, the treatment group was significantly lower than control group, but with no
statistical significance. The total effective rate was 92% in treatment group and 74% in control group. There was a
significant difference between the treatment group and the control group (P <0.05). After treatment, two groups
showed higher CLDQ scale abdominal symptoms ( AS) , fatigue (FA) , systemic symptoms (SS) and activity ( AC)
scores than those before treatment, and the treatment group was significantly higher than control group (P <0.05).
After treatment, two groups showed higher SF-36 scale physical functioning ( PF), role physical ( RP), vitality
(VT), body pain (BP) and general health (GH) than before treatment, and the treatment group was significantly
higher than the control group (P < 0.05). Conclusion: Ruangan Huaxian decoction combined with Entecavir for
chronic hepatitis B liver fibrosis with syndromes of liver depression, spleen deficiency and blood stasis obstruction is
safe, reliable and effective. It can significantly improve the quality of life of CHB patients.

[ Key words ] Ruangan Huaxian decoction; entecavir; combination therapy; chronic hepatitis B liver

fibrosis; liver function; fibrosis index; hepatitis B virus etiology
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DNA )52 il , HLAT i 25 ZR AR 0 ke o I IR 22 5k H o
A RE R B AIHRYT CHB 44 fe, 7 s
U IR SRR T L S R R B
HIRYT CHB LR 4 fb 7 80 bl . ARWF9E R AT
SRV Bl L IR H WFIE O i XA A AR Y
CHB JHF-£F 4 Ak B8 & 04T 1m0 RS PR 5T, 43 0 R FH B
M REERFHIRIT MRS R B E PN LS AR T W
Fift 5 &, WS RN BL A R 4 I 375 2 TN R AR 2 45 0 2
Wit bR AR £k, LUTAR 3KO8F £k £F 32 B M £F 4816 1 I R
IPRL, 18I R R (CLDQ) 2 D1 48 1 JHF s 58 &
ATE R R R R A 29 A H W E R
KEAR (AS) 9% 2 (FA) , RGAEIR (SS) , % 3 (AC)
T ERIIBE (EF) R 218 (WO) 55 6 ML, B &) 12
T2 % AL S5 BF 98 . {H CLDQ X 3%
O FE R BRI 2 2 5 08 ) P 8R R AT BH 2R
7T B I 7 3% (SF-36) W] Al 3k b CLDQ R 2 .
SF-36 U454 P I E (PF) , 5 BBLEE (RE) , 412 2)
fE(SF) , K #h fi HE (MH ) , A= PR HA B (RP) , K 71
(VT) AR I8 (BP) FlE AR B (GH) 8 -4k JiE .
AHFSERFH CLDQ F1 SF-36 XL F AH 45 4, X M 41
FREIR YT IS A A T T R AT R A R I R A AR
o 1 T JH 5 BB A 1 2 T T o i (R RL 2 A HR

1 #EREHE

1.1 — ek 2% 2014 4E 1 A % 2016 4E 4 A
5 B 5 B 2 K2R T 2 s T B e AT IR 1 9 L
A R R K5 — R = B R T 12 AV B IR T
MIAF A 99 A b e (1) CHB JIT £F 4 4k 38 3 3% 100 4,
KA BENLAT RS DL R B
WS Z 5 ) R, 45 50 ], L8R 2l B3 1 31 i), Lo ik
19 ], 4E 1% (38.50 £5.22) % 5 8 AN H ~45 4F,
(12,51 £4.36) 4 5 X AL 55 29 4], £ 21 {415
AEWE (37.10 £6.67) 2 e 7 S H ~43 4,78
(11.94 +6.85) 4, Wi 4] B & ME A5 % Ao 2 45
LR RER TG FE S, A et AR
R B RN PR R, TE T e 19 Hh B, A BIFTE 4 B
Wi (6 30 2 51 23 5 AL o, T R YT AR A R LR
& A R 3

1.2 Wi

1.2.1 TVHEZKFRME CHB 2K 2 B 4eE 2 4
JFG 2o 2 (8 Mk 2 R R By s 5w ) A ol s T 47
AL L S IR b [ b 7 1S 25 A 2 S R R L & B
ST A b TG E LS 52 715 ) T bR, B K
TR JFF S S5 ] 7 AL 48 5 A 1 0 445 71 B | IR 34
SR ARl THT AN 6 VL 1 O JORE AR LRI A B R

LT A 56 2% B0 R T 27 Ak 4 g8 bR rp A 2 L) I
SR BT 1 bR T IE R SR 2 50 L.
1.2.2 hEZWibRE R 237 25 I DR BF 5%
o IR O bR, FE MG 882 15
R S B A URAIE AR ER (AL sl TS
Pl B, T BT AR AT, B R T LR R,
Jik | 5 TR BCEE I T AT R BE SO A, R KR AT
i, DKo% s . BT R UE AR o 2 AE 1 35 IE 2
TRUFT B K I, ROAF G A1 DL R 5% ot BHL 4% 31E .
1.3 gy AfrifE CHB FUIF£F 4L 2 Wi 75 & Lk v
BEAS bR 5 P 232 A5 A JEF IS B 5% ot BHL 285 01F 5 £8
HAA 18 ~65 4 s B E MG FE I HE 1.
L4 Hebptr O IFA AR EREH ;@6 I
Hofl ™ 0 BF VB RN IR SRR QIR
o M LYY, o SR B (O TG 25 B B AT B R
KPR B
1.5 GAIT O WLESAL O IR B R T MO AL 7
U SHRAMABRERBMp G egn., BERS
SR (T 90 1 K K B 250k 4 BR A W, [ 25 o
H20100019,0.5 mg/F) 4%k 1 A, 1 %/d; 54k
UMM 35S 20 g, 5451 ()10 g, fi4: 10 g,
HH 30 g, 71220 g, % 10 g, FIAEIE T B 15 g, &8
e 15 g, = £ 10 g, £ 10 g, AT 15 g, & H &
6 go WK A ZROIMAE P KA A BRA ), R
I R 2 KA T v B B e ZE A K AT 25 U
SE N IE i, AR BE 25253 HR = CYJ-2 + 1 A4 [ 5
AT ZGHL () MR REDLAR 2 5] ) S8 — BU 24, ™ # i
A A S h R 2 HLbR R VE LR AT o RO ik
B H 1R, KBIZE 400 mL, 4y 00 2 YRR IR ; v 25 %
JE ) Fh AR e 24 23 i 0 2 B AL L 12 R R KR
P €0 1 R R A 4, T EE TR, A UL L £ RN R
Wk 25 5 O AL 1 SR — 3, IR 3 R 3O Ak 2F
Do JTREO6 A H o WA RN T H B IR —  iE
JE 23 e H K FERE 697 3 o
1.6 JrciFaEpn il ARG b 4R I B 24 2 i 45 4
fb2f 4l & i 0 (I £F 4 4k 2 W Ko7 250 0F il 3
POV R A R, L, I PR S IR AR AE
A B K I AR e AL 3 b =2 T A, B A
JF TR B =50% Bk &I 5, I3 T 2 B L AR I
A 5 W PRE DR AN AR A 8035 i 3 P £ 4t Ak 3 bs =2
T 2 {H, BIRIT BT R B =25% 15 <50% , IfiL 35 JF 2
REFE PR o JORK, R 1K B ROhR v I R E AR LA
fIF TG B A8 Ak L 2 R I 5 R AT 4k AR 95 Bs A 3
RETE bR G BAR AL
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1.7 WEAER

L7.1 JHZhfie AW E G HG 075 N2 TR &=
SR IE (ALT) |, RITTA& &R @ I F g (AST) , y-
B RABEAEFE M (GGT) , G2 &R (TBIL) f & H
(ALB) 7K. R H A H 57 7600 4 { h4: 1k 53 #r
A

1.7.2 JF&F4efbdete & D 8 CE G Y7 A0S I3 %
WIBie (HA) , IV AL I (IV-C) , T % i e st ( PC
) A2 R H (LN) ZKSF o R S 22 4] CLIA400
AU R 3 B AR DU

1.7.3 PR aEme i Rl i A 9T A I
O BE G R S A% 2 (HBV-DNA) F1 £ JHF 25 1
HFhREY (HBV-M) K-V, HBV-DNA ¢ & >k H] 74
%R BE TLOS8 #U %% )t & & PCR L A ill, < 500
copies+mL ™" 7% Sy B ¢4 ; HBV-M 7 it 5% FH 3¢ [ A 1%
12000 U4k, 27 & 't fie 2 43 B AR I, HBsAg < 0. 05
U-mL ™"} ¥, HBeAg < 1.0 S/CO B ¥, Anti-
HBe=1.0 S/CO K FHM: .

1.7.4 ARG RITHIE B B ERE
JHRE 1] 75, REL R /0, O AR A8 10 ok L 1AL ik 1A
72 JENEJEEE (mm) M AR bR ok 32 E GE
75\ LOGIQ7 AU 4 75 12 M R ik 4

1.7.5 WS maIFM BE AR KITRE RS
K F CLDQ F1 SF-36 & & 34 Ho AR 36 i i, R HE &
NG —8 S BH AT IS 53R 6T 3R 85
AR BE AR, Il A 7 S48 T M R (EUAS AT A 7
WS WFSE N DR A T 0 N EORHGAS JE E AT AR B A
M. SF-36 5 345 4k B2 (1045 4 R R0 - 22 5 4
&, ¥ e e VA UTE R R AR 20 80, SR e AR HE A Kt
S A oy B 45 AEE AR 42 O ~ 10043, CLDQ &= 3%

x2 FMABREFRTAERAHELETILE (v +5,n=50)

KT Sl bR e, S dEEEA S 1 ~T 4y RS
R B 7 A A o iR A

1.8 aVedgts  BFEIGITHTE R w R R E
F R A O L B T Re RO T, DA N
TR AT, IGYT E 10 5 B E R R AE AR
YA BB o

L9 Hit2EJrik i SPSS 19. 0 #R X} 11 it %t
BRI AT TE A A, Ml A TE 28 40 A B BEORER o
K 86 K J7 2% 4y M, 3 1E 25 40 AR %% KL 38 #F Mann-
Whitney u £ 45 & Bk 48 4 43 B Fo A, 3 1 %0ORH SR
PLhaxs ., HEERRM Y 5., LI P<0.05
hERA G L

2 #R

2.1 PARIIRIT RN E R ILE R
J7 6 N H G, WA AL M B4 ALT 5 3 % 43 58
90% ,78% , WL %% 41 AST & % 2R W] & & F X i 41
(P <0.05) ;W4 |a] AST,GGT, TBIL fl ALB & & %
MR ERB TG FE X, LE 1,

#1 HABREETERDREREERER(1=50)

Table 1 Comparison of liver function index normalization rate of

two groups after treatment(n =50) (% )
2 5 ALT AST GGT TBIL ALB
WEL 45(90)"  40(80) 40(80) 38(76)  39(78)
FFIE 39(78) 38(76) 39(78) 37(74)  38(76)

T SR RAEIT R LY P <0.05(F% 5 W) .

2.2 PRA IR AT IS A 4Rk dE AR A2 b T AR
5 RIZHIGST H A, AR YT /5 HA LN, IV-C,PCI
B BFEAK (P <0.05,P <0.01) ;7097 J AL L 4K,
WL Z2 T 1 4 Ak 48 Ar B A% F X4 4L (P < 0.05,
P<0.01), W#E2.

Table 2 Comparison of liver fibrosis four indicators of two groups before and after treatment(x +s,n =50)

2531 IR} (] HA/mg-L~! LN/mg-L ™" V-C/pg-L~! PCIl/pg-L°"

U 22 IRITHT 257.43 +124.33 240.80 +132.56 98.01 +54.29 197.07 £104.26
BITIE 98.83 +55.08%% 107.89 +51.35"% 51.26 £28.32"% 95.66 £46.17"%

it B IRITHT 254.42 £119.74 241.39 +137.26 96.92 +57.90 193.02 +110.08
BRI R 142.28 +66.29" 170.08 £58.31" 72.02 +37.36" 122.3 2 +62.34"

T SARLAIFRT " P <0.05,7 P <0.01; 5% BB4LIAYT IS i P <0.05,Y P <0.01 (£ 7).

2.3 P EIRIT AT O BF O I 4 AR 2 Al T
B 6 N AJE, AL MG HBV-DNA 4% [
A, HBsAg #e [J] 5, HBeAg ¢ 15 Ml HBeAg #% e R
TS W3,

2.4 PHALBE IR RT R A R AR A AR AR AR AL R
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x3 MABRBERTREZHRREZEREUBERIER (v £5,0=50)
Table 3 Comparison of changes in etiology of hepatitis B of two groups after treatment(x +s,n =50) (% )
4531 HBV-DNA % [f] % HBsAg 5% B % HBeAg % [f] % HBeAg 54 %
W 46(92) 3(6) 13(26) 8(16)
X} IR 45(90) 2(4) 12(24) 7(14)
x4 FHBERTHEBERRFHERLEE (v +s5,2=50)
Table 4 Comparison of ultrasound imaging of two groups before and after treatment(x +s,n =50) mm
25 53) P[] ST B A4 I ik N A2 W Jok P A JIAR Jfk J5E g
K3 YA YT AT 14.81 £3.52 14.2+1.2 12.33 + 2.18 4.83 + 0.54
BTG 13.04 +2.13"% 12.5+0.9"% 9.31 = 1.05"% 3.60 = 0.31"%
Xif iR PRI 14.72 £3.58 14.3+1.1 11.32 + 2.09 4.85 +0.48
WBIT A 14.05 £3.17 13.9+1.7 10.12 = 1.19 4.26 +0.51

T HAALRIT AT AR P <0.05; 53 HEALIAT R WD P <0.05(% 6 [A) .

2.5 WMHBFERITRLE WA BASE 2.6 P4LEFIRYTEE AR PR L
92% ,%f B B AR T4% , MEABABCEE T 2.6.1 JRJ7HTE P4 CLDQ A i it & R L L

XHARZH (P <0.05) ¢

xS WMABREFRTRE

WS,

I RF L% (n =50)

Table 5 Comparison of clinical efficacy of two groups after treatment

1R¥7J5 CLDQ 3% AS,FA,SS fil AC ¥F43 ¥ 8 TR
JTHI(P <0.05) ,JF H W EL 41 W &5 /5 F X FR4H (P <

0.05), W6,

(n=50) 2.6.2 JRYTHTE MALEF SF-36 A i B i AL HL AR
aH BEB ER/W RRUBI RARCE/% PIALEE IR YT 5 SF-36 3 PF,RP,VT,BP HlLE A
W 27 19 92. 00" RS FIBITRT (P <0.05,P <0.01) , 3 H WL £ 2 B
b 20 17 13 74. 00 W T B L (P <0.05,P <0.01) , W&,
*6 FWHBERTHE CLDQ £FREMHS LR (x+5,n=50)
Table 6 Comparison of CLDQ quality of life scores of two groups before and after treatment(x +s,n =50) Vi
451 I ] AS FA SS AC EF wo
UE =3 BT T 10.21 £3. 17 16.55 +4.42 16. 68 6. 21 12.66 £5. 19 33.16 £6. 11 20.05 +4. 87
BT R 14.33 6. 127 23.15£4.39"Y 2526 +4.85"%  15.58 +5.07"%  34.74 £6.31 22.12 £4.82
it H# IRITH 10.29 +4.96 16.53 £5. 13 16.71 £6.33 12. 64 £5.52 33.32 £6. 06 20.89 £5.13
BT R 12.31 £6.21" 19.22 +4.89" 20.13 £5.32" 13.73 +4.21" 34.25 £5.63 21.39 +5.98
X7 WHBERTHE SF36 £ FREBMOLLK (2 +5,1=50)
Table 7 Comparison of SF-36 quality of life scores of two groups before and after treatment(x +s,n =50) i
415 mE PF RE SF MH RP VT BP GH
WEE  JAYFRT 70.13 +£8.36  52.13£7.15 61.32+6.31 66.34 £6.71 39.22+5.18  50.27 +5.75 63.28 +7.63  48.41 +6.17
BITIE 8213 +7.32%Y 54.22 £5.14 62.77 +6.48 68.31 £5.95 50.25 +8.57%) 63.45 +6.93%%) 72.93+9. 12" 61.73 +8.222¥
Xt JAYFRT 69.51 £9.32  52.76 £8.35 60.87 +7.72 66.87 £7.35 39.87 +7.15  49.96 +6.38  62.95+6.53  48.83 +6.96
BITIE 76.35 +7.44" 54.32 +8.51) 63.19 £5.62 67.25 £6.83 44.36 +6.60") 58.38 +7.31% 68.51 £8.16" 54.67 +7.74%
2.7 MR VETTH AR FEIRITE, LR . — R R s e W) B bR AE T AT A B0GE R
PRO|E R RAE 5 L 0 JL TG 3% 11 T RE 34 O 1 B"JET‘HEIJJ B 45, A 2% IRl Ak S e AR B Y
HEBEWRITE, ORI RA KI5 8UE., WA LR R ERK R R BERE

BEMREIEAR RN, MEHA 1 5%
O GhEREIR X RRZH A 2 B IR IR 922 .= S E
AR BIARAEAE L, S5 B 36 97 F R 0T 22 % o
3 iFig

PUH£F 4E ARG 7 09 3 191 H AR 7 T 30 27 44k

N — P R U, B T L R KRR
i, ALT B0 g sl B~ $ % JEF JUE AT T 4 g 135 30
PERAE SO (Y CHB (9367 o B2 R 5 fiE i 1 1 4
HBV A2 ] 41 mRNA 005 5%, FHAT HBV 2 5
3, B ¥ HBV-DNA 1E § 1P 5 55 i 42, W1 417 4l
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HBV-DNA & 1", B ALLF % 07 o 56 S48 1 25
L SR 5 S AT TR, T BH 24 B 5 AR 4 T I 1k
S AT ARAR R GR B M R BT BH AR A
FFSARAT I, 38 28 1E 9 ; e 25 B T b T AR
FIAE g T B B T T R A s S0 AR A
B EE = L HORE I, 1k il e e 5 22 R AT
i 28 1E R 5 AR AT LR T AR R AR 4%
FAMEAE R E MK WA LB IE BA B
BH , 3 100 A9, i B BSR4 201 .

O A 25 1 T AR b 24 24 3 2 kT i 9
BN Z 07 K5 CHB S 40730, e
WA PR B R A Tk, AT R S T R E
B 1E T 40 B IR B A1 328 JH 200 Jf B, DA (6 0l 38 ALT
ez R Y o = A BT T 4 2
AR R RS SR AR 4 A LS D0 R, A B AT 4k fR1E
R AR B AT A I A AL, IV
B RAEVUIF L AR VE ' o 8 4 0 38 9 35 8 4%
Yoo MR LW A R 20, 2 3 20 M
P R S JEE 200 16 2T 2 A 4 s 2B R 0T LB
Wef AV R 2 2 35 I 4 8 B 11 0 ) %0 -1 ( TMP-1) Je
IR (PC T ) EE " . SRS £6E
A SR A AR 40 L (HSC) B34 5, P2 R AT L
3 3L 00 A LR A4 2 A R e Ak R K B, ( TGF -
B ) 55 I JHF bR 40 T A, B O 48 I AT 4 e
T, AL 7T B 4 40 ) TGF-B &2 4K i K 3k, 5 Bt
TGF-B 51 &M B IE&E K EH (BMP) Z Rk RKIKT
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