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[ Abstract ] Objective; To evaluate the antiviral therapeutic effects and safety of Bushen Qingtou
prescription to hepatitis B virus ( HBV ) carriers with positive e antigen. Method: With the multi-center,
randomized, double-blinded and placebo-controlled methods, 300 cases of HBV carriers with positive e antigen
were double-blinded randomized into 2 groups, with 200 cases in treated group and 100 cases in controlled group.
During the 52-week treatments, Bushen Qingtou prescription was applied in treated group and Bushen Qingtou
placebo prescription was adopted in controlled group. All the drugs above were granular formulation, one dose twice

per day taken with water. During the treatments, the DNA quantitative of serum HBV and the two pairs of semi-
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hepatitis B quantitative were tested and the occurrence of adverse effects was observed. Result: At the 52nd week,
the DNA levels of serum HBV in treated group were remarkably decreased, with significant difference compared
with that at the O week respectively. The ratio of decreasing over 1 lg and over 2 lg was 41.36% and 19.37% in
treated group, which were more compared with that of 15.96% and 4.26% in Controlled Group. During the
treatments, the average values of HBeAg in treated group were continuously decreasing. At the 52nd week, the
average values of HBeAg in treated group were obviously decreased compared with that in the placebo Controlled
Group, with significant difference, while the average values of HBsAg in treated group were not better. The ratio of
HBsAg decreasing over 0.5 lg was 27.23% in treated group, which was superior to that of 8.51% in Controlled
Group, with significant difference. At the 52nd week, in two groups, the decreasing of DNA level of serum HBV
over 3 lg and negative-transmission ratio, the HBeAg negative-transmission ratio, the HBeAg seroconversion ratio
and the HBsAg decreasing over 1 lg and over 2 lg and negative-transmission ratio were almost the same without

significant difference. There was no case of serious adverse effects during the treatments. Conclusion; Bushen

Qingtou prescription has the function of HBV inhibition, which have the tendency of time-dependence.
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J7 s @ AIEFT 30 d P S i Al 25 i 5 B A I Ik
P T R R s 30 i (HIV) s @A JF
PR 5 B B G M B s I 40 B8 JHF T Ak 55 1t
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SRR BRI R A 52 07 7,300 4544 Bl ML A 00 43 A 2
AN IR AL, F bR BV B A T A 200 ], 4 SR 5 X R
41 100 #3697 52 A IR TS R R E .
L3 R HILRRRAY RITH ST ANE N B
JiiGdy (ENEEM T2k 30 ¢, %227 10 g, 7 F7E 30 g,
LOT 15 g, BIE 15 g, 5680 10 g, (147 10 g 5K
10 g, Bk~ 10 g, HHLS ¢, JBAL 15 g) o

X MR < 25 7 40N BF U OB L RNR YT, R R A
OB JEM R O RS, ST A
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PLE 2535 m R = LR 2545 BR 23 /] (GMP A
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1.4 WEI bR KTk
1.4.1 [fi 7§ HBV DNA & ffi | Roche-Cobas
Ampliprep 48 Z 4t (FARARME A 12 U-mL™", %5 60
copies/mL) ,7E 0,24 ,52 JE & .
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Freb Sk, 28] LR B T Ak I R AL Y K
B, P 43 288 B B e TR TR FIE 4 LU 5 4% B2
it HBeAg ) A [dl, i F§ CMH ( Cochran-Mantel-
Haenszel ) IR X P 21 19 1 25 56 1 26 500 8040 2 40
B s & IF I 2518 9 R A5 DX 1) FH 2300 43 A 1Y 1F 28 32 0
Pt ®E . P<0.05 BRERAFEITHE L.

2 Z#R

2.1 W SERUIEN R A 12 AR 6 1] .24
JAEE 7 4] .36 JA B 9 ], 58 B 52 JE IR YT 4 191 il
XPHRZE 12 JE I 7% 1 5] .24 JA i 1 ) 36 JE I 6
B, 52 W% 52 JE IR IT 4t 94 B, B4 HE AT G T
SIRYT A 191 {5, X B 2H 94 4]

2.2 i3 HBV DNA {784k

2.2.1 Ifiy5 HBV DNA F[% lg{fH OW Bf (34k)
YEYT 41 K %t BE 20 HBV DNA HU lg J5 349 18 43 51 K
8.262 1g,8. 113 lg U-mL ™', B4 L & T4 it 2%

5o IRYT 24 IR T 4 KXt B4 HBV DNA 43 3]
LR -1 F B :0. 225 1g,0. 026 1g U-mL ™", W 41
IR TG 22 5o 52 JA IR Y7 240 Je X B2 HBV
DNA 35 45 28 F- ) F (% : 0. 801 1g,0.094 1g U~
mL™  HAPRITA S OW LR ZRAGITHE X
(P<0.000 1), X} 405 OW L# LS it 257,
MR 2ZE A G E L (P <0.01), Z5H 42
7R KN E Y 5 6 9T 4L IR HBV DNA R B 48 T
GRIFIXT R, Wk 1,

2.2.2 |fiiy5 HBV DNA T >11g, >21g, >3 1g &
BEE g R 77 24 JE IS HBYV DNA SR T FE > 1
lg U-mL ™" He Al 53 51 MR 7 4H 18. 65% (36/193) it
M2 8.08% (8/99) , AL LA, 2 R A G it #E X
(P<0.05); FFE>2 lg U-mL™" H il 43 51 367 40
6.74% (13/193) X4 2. 02% (2/99) , 411 L #%,
SIS B X, 16T 52 JAE, HBV DNA #5 5&
TR > lg U-mL ™ Ho i 53 51 0 - R 97 41 41.36%
(79/191) X HEZH 15.96% (15/94) , 40 i) L4 % 5
BHiit2E L (P <0.000 1) ; FR>21g U-mL ™' [
16143 50k I IT 4 19. 37% (37/191) X HEZH 4. 26%
(4794) I LA 2R A G % 2 X (P <0.001),
YBYT 24 J& J 52 JE B HBV DNA # 3 4& F R >3
lg U-mL ™" J B 5% Lo o, B4l il L3 22 R ¥ B &
THeEE Lo G5 AR R AN B B A — o R AR
3% HBV DNA By £E 1T, i 97 24 Ja of BY JF 45
R, Bl % IR 9T B E] A ZE K, HBY DNA T R I B2 A
KB, (H 52 JE B (a] N HE DL ik 2] HBV DNA B
o MR 2,

*x1 384 0,24,52 F K HBV DNA X #{H (x =) U-mL ™!
0 A 24 A 52
25
n HBV DNA n HBV DNA n HBV DNA
be¥is 200 8.262 +1.018 193 8.037 +1.418 191 7.462 +1.712"%
X e 100 8.113 +0. 947 99 8.087 =1.263 94 8.019 = 1.465%

50 A" P <0.0001; 4100 4> P <0.01,

F 2 RY7 24,52 FRf HBV DNA B & & TR LL 5 R 5 (% )
451 A i 2/ A n THE>1 g THE>21g THE>3 g I3 %
Y 24 193 36(18.65)" 13(6.74) 5(2.59) 1(0.52)
52 191 79(41.36)% 37(19.37)% 19(9.95) 3(1.57)
it 1R 24 99 8(8.08) 2(2.02) 2(2.02) 0(0.00)
52 94 15(15.96) 4(4.26) 3(3.19) 1(0.52)

"4l Es P <0.005,Y P <0.000 1, P <0.001,

2.3 I HBeAg 150

2.3.1 74 HBeAg H{HZ5 4k A7 24 HBeAg ¥y

{EKE 2 If 77 B )R HE % A R B, N0 S /Y
1 172.43 S/Co % 24 JE )1 084. 84 S/Co, {5 52 Ji
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() 882.51 S/Co, W i fb F % Rt 50 X IR 4L (P <
0.05) ; 1 %t AR AR 7 A e oW A8 k. 45 2R

HFEIE BT A — E R FEAR LTS HBeAg /111, I 1] B
KA BT . L3,

*®3 4970,24,52 F Rt HBeAg B (v =) U-mL ™!
0 24 1 52 J
21 51
n HBeAg(S/Co) n HBeAg(S/Co) n HBeAg(S/Co)
BT 200 1 172.43 +342. 046 193 1 084. 84 +398. 856" 191 882.51 +428. 42723
pogiist 100 1 093. 46 +420. 654 99 1 072.23 +472.976 94 1 074.32 +485.749

H:50 FEHEYP=0.019 8,2 P <0.001 ;418 L3> P =0. 005 4,

2.3.2  IfiLVE HBeAg BAEEfE AL 24 J W, il 7
HBeAg P# G Ir H 5 X IR A 439 R 1.55% (3/
193),2.02% (2/99) ;52 J& f 4> 3 K 3.66% (7/
191) ,4.26% (4/94) , M6 y7 b 7 5] HBeAg Bl %%
Y S BRLYE 2F A e i T BRAL A 3 s P R,
LSRG L G5 R R 52 JH W, 4 I
757 K RE L BLA ALY HBeAg BA%: & HBeAg Ifil 15 %%

e, k4,
®4 A7 24,52 FI HBeAg [R¥E1E N
0 & 24 Jf] 52 &
27531 IS ¢ 0/ 1l 185
n n GEF VS n
it &

WY 200 193
pogiist 100 99

3(1.55) 191
2(2.02) 94

7(3.66)/7(3.66)
4(4.26)/3(3.19)

2.4 XJIfE HBsAg 5

2.4.1 MLV HBsAg T FE g {6 0 J& mf 7 20 4%
HBsAg U lg IF YA LR TG it 2 7. GIrdm
5 HBsAg BB £7 22 T B, 1M 4 B 20 78 4k & 35 A B
o 24 JEF1 52 JA B, i6 97 20 1M iE HBsAg ¥ {8 43 5
L B R 0.164 1g U-mL ™' 1 0.428 1g U-

mL ™", 50 F I EFIAE G X (P <0.05),
IR F St B 20 19 0. 056 1g U-mL ™" F1 0. 140 1g U -
mL ™" (P <0.05) ;{1 24 J&F1 52 J& i ¥ 41 1) b 4%
HBsAg H{H T M 22 5 LG T4 0E Lo 454K
HNEF I 7 7 R BEAR ML HBsAg KV HAE A BE IR
Y ) SEE K 7 1000 9 5 AL 52 ] P oK 18 A B X &
BRI AR, WS,

2.4.2 i35 HBsAg F% >0.51g, >1 lg, >2 lg &
B L) 697 24 JEBF, HBsAg 3054k R [% > 0.5
lg U-mL™" Ho 5 34 7 2 %F B8 20 73 9 4 9. 84%
6.06% , 22 5% LG4 X0 FE>1 1g UsmL™" |
>2 lg U-mL ™" K BA%E L], 41 1) 45 22 S 3 R4 it
X VRYT 52 JH B, HBsAg B EEZE R > 0.5 g
U- mL™" L 36 97 20 % IR 4 20 9 ok 27.23%
8.51% , 2R %1125 X (P <0.01) ; HBsAg %
LTFFE>11gU-mL™" >2 1g U-mL~" K % H 4],
YA 2 R Y GRS SRR AN E
% 75 AT RRAR ML HBsAg /KF,52 JAl N SR <1 1g
U-mL™" MELLIKFIFAS, . WK 6.

%£5 $5¥70,24,52 R HBsAg Ig {8 (% «5)

0 & 24 J# 52 J&
21 51
n HBsAg/U-mlL "' n HBsAg/U-mL "' n HBsAg/U-ml !
Metis 200 4.691 0. 563 193 4.527 £0. 782" 191 4.262 £0.871%
pogiist 100 4.554 +0. 484 99 4.498 +0.576 94 4.414 0. 686>

W50 A, P=0.0173,2P=0.0001,¥4>P>0.05,

6 AT 24,52 FR HBsAg BRE L THELLHIER (% )
2H 5 i 1] A5/ n TH>0.51g T >11g THE>21g R %
batis 24 193 19(9. 84) 10(5.18) 1(0.52) 0(0.00)
52 191 52(27.23)" 20(10.47) 4(2.09) 1(0.57)
popiist 24 99 6(6.06) 1(1.01) 0(0.00) 0(0.00)
52 94 8(8.51) 4(4.26) 1(1.06) 0(0.00)

E 4L gD P =0. 000 269,
2.5 NRERN IRYT 52 JH IS AL L L R
FKAEH B B ThEES 0 R Fede o il AR Ak, BF
FEREFE R WA AT 7™ HE R RO i R SRR

- 286 -

AN FEIE T B R ek
3 g

=R E A U E R/ S N A S AR R 1 =



PRICAS , 55 %0 B 0 3 7 X e-0 JiE FH P 2 90 2 85 7 25 04 008 38 7 3%

Go g i 52 W1 . G P8 0% B WL B0 B 1 HBV #5
HBeAg B 1 1) 12 1 2 B I 48 S HBsAg B #:30" ,
LI HBV 55K 41 ALT 1E 3 8068 B2 T 5 a5 10
HBV Gz ifit 323 (e-Ag FHIE HBV #E470IR S ) #EJE Ky
FFREE £ 0 9 9 RO e 2 DR, 35 B e-Ag
FHPE HBV HE A7 IR S5 A JETE 30 HBV #EH7 R4,
XFFEAIC HBV (Y jk e 4546l HBV A OC TR 1L 55 B8
() e A A E R S, SR HATHT HBV I 2 1
PIRAGY)—H () KPS TR, HFHER
FIRITRT ALT JKF- (> 2ULN) BT DAY e-Ag FH M
HBV #4475 RS HAE H . I ,2012 45305 K 0 2
232009 4 2 [E 93 2% 45 2009 4F BRI 9 2% 25 DA
B 2010 473k [ rh AR B 2E 2 IF i 24 o & S AR B 2
SRR o 43 S RUR S AR AR HIIT B 2 297 48
F I T e-Ag FHAE RO M HBV $5 %, 1 Rt
VO AT MR U LSS, T ANRIT . MR A&
AR B 24 A TR B4 06 A R 3T 4F >R — B AE A B
HREE HBV #5457 5 W27 ik, H i B fxt
18P HBV #5745 i R R AR E e e AR 5
IER T W, AL R I 47 5 1IE
FEABAR” o ML 2 D BB AR T S0 )@ IEAOR 2L A
IES PR RM BARE T 5, 88 82 EEs
T 28 BOR AR A SE RS U AR Sk oK A A
BRI T8 M HBY 545 % B0 — & mr ac "
F 5% T AR T 3 — A T SR £ 35 1) A
R MBSy T O L AT A, R T R HBV 5
(4 N TE BL AL, 0 A E OS2 HBV B i R B H & JIF
2 9% BHL 2 9 A8 & 2 1Y i b [R] 5 B BRI, OE B AR S
A SE ), A AR HE S BB g AR M. AR T
TR R MR 3R AR AR B, DL SR O SOk
SERIEFLZ ARG R 06, AT 18 M HBV #5417 1
SEAREHLN B R IR B A Y AR R b
SEATHIU AL

iy Fk BE A2 Sk Xt 7 a5 4 [ R P b b A% M I e-
LR B HBV 48447 4 #E 47 v B F i 5 K 50 0 2 1Y)
5 IR ,2 837 Uk i A 2 rh DL i TR R UL
(M7 31.90% ) , i AR 4 T AR #4344 b BHLUE
G TR H UL 5 T AE 2021 451 44 5 8 A5 25 b LT R
(i 48.9%) . B (& 7.1%) . < M (4
4.0% ) BHRET (& 3. 7% ) e 2 WL, Tl AR T 1% #4
IR 2 Lo X R 18 M HBV #5485 19 &k
FEEFEARTE OEREEHEF AN, FUE LT
JIE SR A VB o BH R I AR S R 3, X 5 8 P HBY
I B 4= AT 28 19 96 ML A 2 — B800Y 5 1R o 8 A 19

2 LR H HBV 85 47 4 19 VK B R IE 1 7T B 15 1
ATFAETE—5E X BN . BRI, B X B 0, 10 34
A PRI I 1 5 A AL, TR AT SR DL b L
B R KRGS I VA B R BB T AT
' R AR R I B e S B E FBY 9 B I PR AR
BL 45 J5) i KU L

BT AT AT RO ANE T
X HBV $5 455 bR 25 09 B JE A 5T, 5 B B O b, 8D
A e 5 B BE I BT B T AR 5 Se L AT RS
L S T 3R T 3B S AR, LA SRy AR Oy
AT YAYT 20 Pl RF IERT GIE ) 5 R 3 B 0 a5 kA
VL, B2 AL . 407 (Y P g HBY 454 (1
B Dbl Rk T I I — R SR SRS
PGB R RIS L . 22 PR I R R
PR HATH HBV TG MR8 i th 2 2 — 1 i 2
TAT G E VR A AR T 20 ok A £ R i
P LA B S R e AR Y st TR
P RO B P A R 0 A e 2 R AL R
I I i w28 348 3 0 O g 2 0 5 B R IR A IE 5
AR B b 3 S R 4 R R L R
T 5 H B R B BE S R R B
232011 ARS8 17 834 fiAg 8 1k 2 T 48 1 3¢
LS E S O S R H R WS KA
Wi HE T2 B A 5 BTG 9T L IF R 0 26, X
M—E R b T H AT R ITR E 2 RT R
FHZ5 AR . TN B T S R TR 3 bRy
5 ER A ISR s B 5 S R I 1 AL R
Wz R M RS S KA W ET
[F] 4 i A 3 37 A A 25 R P s e 0T 7 LA AT
RO KREWMFAMET 2T R L8 LT R
B RN 2 B B, S L # B RSBk OE IS A0 2
FIEEHE A RS BT SR AR HL . 25 Wb 10 1B
D7 P52 R B bR OREAS SCHR G 07 28 ) 1A% 0
JEV25 J0A , D) T 52 e T B 33 7 4L 5 R 2

25t 52 JGTT  HNE I B A — 5 AR e-HT
JE B 20 JFF 96 75 #5485 # 1175 HBV DNA, HBeA g,
HBsAg 7K - (%) V1, A 1T 252 BF 18] 446 6t 4 , 363 97 Ik
B R , T B F #hlk B 2 5 {0 HBV DNA B % Lt i)
HBeAg [ 5% K 564 e i) HBsAg B 5% b ] 15 22 et 71
FBL o CBFSE 45 A A AE 52 T AN Bk P 2 4 —
SE AR HBY /R (050 HBV VR B , R g ik
F| HBV DNA,HBeAg & HBsAg BA# (i, HIF
DRI TT A« D HR 245 19 32 4R R 5 B S s, B4
Pt HBV VIS5 ; Q% F e-HU B FHE HBV #7455 %,
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