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Effect of Diqi Guben Oral Solution on Adverse Drug Reactions in Antiviral
Therapy for Chronic Hepatitis C

Shi Youqin, Yang Lining, Wu Yuqiong, Wang Mingxia, Zhang Wenjie, Jin Yongxin, Zhang Xin, Zheng Tong,
Yao Linging” (Gansu Second Provincial People’s Hospital, Lanzhou 730030, China)

Abstract Objective: To discuss the effect of Diqi Guben oral solution on adverse drug reactions (ADR) in
antiviral therapy in patients with chronic hepatitis C (CHC). Methods: 189 patients with CHC were randomly
divided into two groups according to the diagnostic criteria of Guidelines for the Prevention and Treatment of
Hepatitis C issued in 2004, with 95 patients in the treatment group and 94 patients in the control group. Both
groups were administrated peginterferon alfa-2a 180ug, once a week by subcutaneous injection and orally
administrated ribavirin 1000 mg - d"' (body weight< 75 kg) or 1200 mg - d" (body weight >75 kg) for 48 weeks

and were followed up for 24 weeks afterwards. The treatment group was given 50 mL Diqi Guben oral solution,
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twice a day. The ADR was monitored during the treatment in the two groups. Results: 701 cases of ADR occurred
in the treatment group and 894 cases of ADR occurred in the control group. There was statistically significant
difference of the patients having at least one ADR and the times of ADR per capita between the two groups
(P<0.05). There was statistically significant difference in the incidence of the fatigue, leucopenia, neutropenia,
weight loss, thrombocytopenia, anemia and mental abnormalities between the treatment group and the control
group (P<0.050) and the incidences of the treatment group were lower than those of the control group. The
severity of ADR of the two groups was mainly grade 1 and grade 2. The difference of percentage of the severity of
the two groups was statistically significant by rank sum test (Z=8.030, P<<0.05). The SDS score of the treatment
group was lower than that of the control group, especially at 12, 24 weeks after the treatment of (P<0.05).
Conclusion: Diqi Guben oral solution can effectively reduce and alleviate the ADR caused by antiviral therapy.

Keywords: Diqi Guben oral solution; chronic hepatitis C; antiviral therapy; adverse drug reactions
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Z1200221 )2 HMEE — ANRERE (LU <3,
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CHCIGYT iR T B ADR A TR MIGEAE , il
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1.1

K [ TR T20134E8 H —20154E7 7 1112
HAEBEIA 189 B CHC ¥, ¥IFF520044F (TN
RIF R BiG e ) S WibR . T B REAL S
Jyxt BBAH 04 . IGIFAH95 M, Hrp YR 1640 (VA
Jrai6f, X106 ) , Biv5%8.47%, FEJR
KRy R AR R Ak St 5t IRy skt ) .
ADRFIZFFIR . PIALBEE . Al RS
0 (Body mass index, BMI) | #5fE, HCV RNAZK
o ALT, HEIESTRILEE, ZR TG HE X

BE” ) ZAF I R 56 7 WF ] G e PNl 70, 5 2 R (P>0.05) , HAATME, TEILRL, 2,
1 Xt S 1%

_ BrEE Ry TR BMI/ FFeEfb e ZiRmEe  ERE/ BUIRIRIDEE  RERR S

- 1% ¥ ke (Ke/m?) 1% 1% W OREOEO% B /%

MEb gz 49 271+ 662+ 2534 + 32 18 11.66 + 20 12

(n=95)  (55.1) 15.12 12.83 8.62 (35.96) (20.22) 6.74 (22.47) (13.48)

X B ZH 44 4522+  68.88 + 23.93 + 28 15 10.25 + 16 11

(n=94) (579) 14.67 15.42 7.81 (36.84) (19.74) 7.28 (21.05) (14.47)
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2 X+ s 1%
WBC/ HGB/ PLT/ RBC/ ALT/ HCVRNA/  1b %
4 9 -1 -1 9 -1 9 -1 -1 ¥ APRI 541
(x10° - L™ g+ L7 (x10°- LY  (x10°-L") (U-LY (log fH) %L /1%
TRITAH 6.82 + 1432+ + 162.23 + 6.15 + 08.21 + 581+ 72 0.91 +
(n=95) 2.51 46.13 51.46 2.34 66.74 1.42 (80.9) 0.72
X 2 7.13 + 147.34 + 171.66 + 5.66 + 94.57 + 6.02 + 60 1.04 +
(n=94) 1.93 50.91 46.35 1.85 48.15 1.53 (78.9) 0.93
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1.8.2 Hitirik:

S AT SRR R FHSPSS 22,040 H 4k A: 53 H7 -
FE AR X + sHR IR B 2 I s iy 2553
BT o [RIASF [i] A5AS [ 4 1) 22 35 bR I SRR AR (1)
g, [RIZHAS (R [R]85 ) 2 3 HL R LS D -t 5
O3 B R R GVECRN B 43 HL 3R (%) 1A, R 11
SR 2 Kol s ADRIG™ T 7 SR 52 4 Wil
VOIS AR R . P<0.05 MR H 5
THF R S T )k R A R A B LG S 22 /4
ZVRIRYT H 2 /DA — IR R TR0 Fde 4k
PEM B, Yt R GOWMIE 2555 -1 T AP, 13
B BRI AL AFAE v BRI A5 R 1Y
TR EERE, TSI
2
2.1 ADR

AW, BEHLALLE 18961 (AITF 4195
B, XPREA1944] ) B AA e E /D EEZ K
1RIT H 2 DA — R 58 5 10 B 27 N A 18 AR R
22 A PETEM B, SDSIN T X R 20 A 8 451 K 9%
5 AFADRAIEIR T, BT ADRIC %756
o, Hrh 5 EmR56.35% (4261756 ) , RATRER
23.94% (181/756) , WHgRY12.43% (94/756) ,

HoAth CAIRETCOC . RPN . IEEM ) 7.28%
(55/756) . X IZAADRICH954%HI %k, Hrh
HEMST.75% (551/954 ) , RAlfEf24.32%
(232/954) , AIREMY11.64% (111/954) , H:
fle CATRETC G . FEIFEAY . LI ) 6.29%
(60/954) . FZHATIFH ADRIFIATT 47495
1, KAEADR 701410k, XFREAEF 4], KA
ADR 894ilIR . ASURBFFE H A & 5 b TR AR 11l
WA KEKIADR
2.2 ADR

MEEAR BFRET 20— IRADRIBHIRIT
2H81.05% (77/95) , XHRZH95.76% (90/94 ) ,
MEZFARITFEL (P<0.05) . FAEREN
ADRYS B — Mg TG AU 25380 R B . A BEWLFNZS
ZHBPIR RGN E | MRS . BIHERR . K
RRFNEZ AN . ARG G E R MR
S G2 ;s WL R AR ADR BB 53 ) 2
TOVFIRFNRIAFIR , NI R AR E G YT Ak T
YR (6.88 +4.56, 8.95+5.71) (P<0.05) ;
MWEAKADR &, IGIFHAEZA D7 AR T X R4,
HESAG AR Y (P<0.05) FEILES3,

3 ADR
ADR W K E RESE ADR ARif Xof HEZEL 158K /9% BT BIEL 1% X P
R I 25 B 57 £ Vs 70 (74.47) 67 (70.52) 0.368 0.544
R W= 78 (82.98) 59 (62.11) 10.322 0.001
FEMN 35 (37.23) 34 (35.79) 0.043 0.837
B LRSS SR SR LA LA 2(2.13) 0.00 (0.00) 2.043 0.153
RILBE KA 35 (36.23) 29 (30.53) 0.949 0.330
VU 29 (30.85) 30 (31.58) 0.012 0.914
PE 2K 25 LV R 55 RE e 65 (69.15) 46 (48.42) 8.375 0.004
rh R4 R 52 (55.32) 23 (24.21) 19.103 0.000
/N> 36 (38.3) 21 (22.11) 5.882 0.015
IR RFAIL 64 (67.08) 50 (52.63) 4.714 0.030
R BT 19 (20.21) 20 (21.05) 0.020 0.887
gl 60 (63.83) 33 (34.74) 16.001 0.000
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3
ADR W KA H RGE ADR A% X BRALIEL 1% TRITALBIEL 1% ¥ P
B e R 24 (25.53) 20 (21.05) 0.531 0.466
Mg - 26 (27.66) 25 (26.32) 0.043 0.835
[7RE 12 (12.77) 13 (13.68) 0.035 0.852
T 22 (234) 20 (21.05) 0.151 0.697
fERR 12 (12.77) 10 (10.53) 0.230 0.631
FE KA R N A BU B TR 15 (15.96) 11 (11.58) 0.763 0.382
e 20 (21.28) 14 (14.74) 1370 0.242
& 23 (24.47) 17 (17.89) 1.224 0.269
SR R 20 (21.28) 19 (20.00) 0.047 0.828
RGN E SIS ] 16 (17.02) 10 (10.53) 1.680 0.195
ENI 20 (2128) 20 (21.05) 0.001 0.970
ERULEY Ui 18 (19.14) 7 (7.37) 5.713 0.017
I 5 L IER S TN 26 (27.66) 27 (28.42) 0.014 0.907
M S P 7 I 20 (21.28) 19 (20.00) 0.047 0.828
Nk 12 (12.77) 10 (10.53) 0.230 0.631
NI RS FARBR e S 15 (15.96) 12 (12.63) 0.427 0.514
S e 2(2.13) 2(2.11) 0.000 0.991
Mg — O 2(2.13) 1(1.05) 0.350 0.554
D 3(3.19) 1 (1.05) 1.043 0.307
IR THRSE 18 (18.15) 15 (15.79) 0.370 0.543
TSR] 12 (12.77) 10 (10.53) 0.230 0.631
HAth HoAth 11 (11.7) 6 (6.32) 1.675 0.196

W MR n=94, JBIT4N=95. B R=kEF—HIE P AE/ADR B 1 B e a0 2H 1 R 3 BB x 100%
BUmAETT AL B E B EH K . 67/95 x 100%=70.52%

2.3 ADR (78.03%, 60.51% ) , WitH ™ E AL E I RE
AR AR B HEADRIET- IR F]; 697 FRAIKEERZ=8.030, P<0.05, ZRAGITE X,
HANXT BB ZHIEADRAY ™ AR Y LA M2 3 FEILER4,

4 ADR
I 9% %% 1§23 Ve
ZH 5
R AL 1% e A%  Fik Hork 1% il HArL 1%
YRITLL (n=701) 265 37.80 282 40.23 153 21.83 1 0.14
SFHRZH (n=894) 211 23.60 330 36.91 349 39.04 4 0.45
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2.4 SDS

X} HA 20 94451 6 2 R AT 10491 R ADR sl HAth J5 A v
IR HHIRYT, 8HIREERYT LR, HRIEST
SO AR A R R R IR, SRR RS SR
FMPEA X B 5 7601 . JRY7 41 P ADRAIH:AD )5
LR 66, FIRRIFI&RES S T PIAR &2 1
o PIAIVABTEAAETRTT IETI (1~ 248 ) 53t
LRAH LI (P<0.05) , MASITES s kA4
FEIRITI12 ~ 248, Je 3 A0 R BH S8 4T i
TR IT 45 RIWARIE 7y B AR B B I LK, 15255

PER I Ak S br i, 52512 ~ 24JH B AR E . IR
7 2 AE I8 T W 1] FA TT 45 S (9 SDSAR 43 I T
XRRZ,  FIRYT 128 2 05 Y45 W il fsf ] o5 AT e
RIS W F AR T X IRA] (P<0.05) . JRIFALE2
Ja B W R A T ALK (P<0.05) o X RRZ
TRIT ARG IR B LK F (25.91 +13.53,
25.03+10.16) (P>0.05) . Xfrgil g s ot
11858, FASTESM I Z5 A S PPSEE /4 R — 3L,
EREAGIFE Y (P>0.05) . FERLES,

5 SDS
25 IBITH (n=89) YHIRAL (n=76) t P
0 JA 2721+ 11.62 25.03+10.16 1272 0.205
4 J& 29.00 + 12.30 32,12+ 12.56 1.608 0.110
12 J# 36.62 + 12.94 4174 +10.76 2.735 0.007
24 J& 38.56 +11.53 43.62 + 13.45 2.602 0.010
36 Ji 3223+ 12.16 39.43 + 13.87 3.553 0.001
48 J# 25.42 +13.48 33.86 +12.5 4.145 0.000

2225 12 J 22.2319.65 26.83 + 10.42 2.942 0.004

{524 24 J 20.15 +12.76 2591 +13.53 2.811 0.006

2.5

IHIT A ADRIB 21 . 145 T 55658 H 4 5 iR
o255 ANBe A SR, TARIT4r584%, Joikit
%, ZARIRTT, AR EREIRB TR s 1T
I AT B 25 AN BB ST 45 2Y

X IR FIADRIR 6/, 1B i a] 43 51 75
(245 . 1308 C14) . 198 C141) | 208 (1

6

#2688 1) = Hrp2fRp= . s A A
REM 323t 5 A5 AT AT B 25 90 AN R 52 i 45
2y, SERL TR R8I R E T, A8
BETERITRI6N . 8JH L 13/8 . 2005, 24J8 32J4
LAy e A, PO . Rl E AN B RS T HeAT
[ AHIAR R AT . LR R R R T T
S, HAA RSO L6

K ADR Z81RI6YY P ADR siSEg =40 B ADR siSEge =40 B ADR sk AR A B
51 R SHESERBV A RESECTHERRAD AR A PEREER IR R
Bl EI/% o BRSO ES /% BRK BT 1% K BT 1%
WA (n=95 %) 2 2.11 8 8.42 3 3.16 0
YR (n=94%1]) 6 6.38 17 18.09 13 13.83 8 8.51
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