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Research on Efficacy and Safety of Generic and Original Entecavir in the Treatment of Chronic
Hepatitis B*

XIE Ying', MA Xiao®, ZHAO Yanling' (1. Dept. of Pharmacy, the Fifth Medical Center of Chinese
PLA General Hospital, Beijing 100039, China; 2. School of Pharmacy, Chengdu University of
Traditional Chinese Medicine,Sichuan Chengdu 611137 ,China)

ABSTRACT OBJECTIVE; To compare the efficacy and safety between generic and original entecavir in the
treatment of chronic hepatitis B. METHODS: Multi-center, retrospective real-world research. Patients with chronic
hepatitis B admitted into the outpatient of three characteristic hospitals for infectious diseases from Sept. 2018 to Mar.
2019 were involved, the enrolled patients were divided into entecavir generics group and original drug group, both
groups were administered at a dose of 0.5 mg/d. HBV DNA, HBV serologic markers, platelet counts, blood creatine
kinase and blood creatinine levels of patients were collected at enrollment and 24 weeks of treatment. After matching
by propensity score, the virological response rate, negative conversion rate of HBeAg, serological conversion rate of
HBeAg, thrombocytopenia rate, creatine kinase elevation rate and creatinine elevation rate were compared between two
groups. RESULTS; There were 2 471 patients in original drug group and 10 909 patients in generics group. The
differences in virological response rate, negative conversion rate of HBeAg, serological conversion rate of HBeAg,
thrombocytopenia rate, creatinine kinase elevation rate and creatinine elevation rate between two groups were not
statistically significant ( P>0.05). CONCLUSIONS: The efficacy and safety of generic entecavir in the treatment of
patients with chronic hepatitis B were not inferior to those of the original drug.

KEYWORDS Entecavir; Generic drug; Original drug

— AR IR L BRSO (AR 2

18 P BT 9% ( chronic hepatitis B, CHB) J2& F& [ 1 %€ %
Yehi o R R RS 2 AL . IEIBLA CHB M
2 000 J5 ~3 000 J7 1, AN 11% [ B2 35 45 2 #0308 09 B 208
I7 100 IR IF A B SE R, 4 20 30 7 ASETF 29 &
fEY L IR R CHB 19 F 28725, B e R4 2

A FEGIE AUt 2R SRR G U H B R A AR 4
T H (No. 81874365) ; VUJIIAEHH T HAAFLAHE s30T H (No. 18ZA0186)

¢ EAFLG, L. BESEHT 0 R 252 . E-mail; 007yingxic @
163. com

#BEIEE : FALZI, TS5 m: 25%, E-mail; x490065470@
163. com

FPIEBEBEHZS P S0t 2021 AR5 21 555 8 1)

1L 4477 24 bt kR W e b i A, VA a2 T i 2 —
FOHEPPAN  EJ2 AT F H A B b 17 R & A AR
AR ARG T AR O 25 7E LS i b
SRR A, TP B T £ h o0 i BB 35 05 i 25 5 JRL T 24
24 IR AR I R
1 #REFE
1.1 #FRRE

YN 2018 4F 9 H % 2019 4 3 H Fie 4 BB e o i =
Srfuly R EERE K 2 B E A A R e B R s R K 2 B

Evaluation and analysis of drug-use in hospitals of China 2021 Vol. 21 No. 8 - 905 -



InBEBE 3 AT YRR AR BET 1123021 CHB (835 SOkl 17 [
JEPERFTY . AZH B WIS WAR HER 25 & (181 O BT 2 B R
A7 (2015 45 7)) (6] e 3 75 4 3 2% 51t ofe [ 4
FRM-EC-018-02-V2. 0(20141120)-2019022D ], #h A #x #i : 4F
I =18 2 s AZHHT 12 JARAE HIH A BT 2 B 20 7 (hepatitis
B virus, HBV) 254 (GL3E KM M AW BB RH); MEHR
5 mg/d, =z SR o HEBRARUE : 5 I S0 % B b PR LA 26
BUF & S AL I 988 0 B JUE 2 05 25 5 AT 12 J8] 9 IR
FH I B B R sHAB SR B IR 2 o WAL A6 BB AR vER
SR B E A 2 471 1), D hI 25 2 E A 10 909 44,

L2 A&

N9 17 3R e MUAR J 3B T 1S B, A B 2 B9 , A4
AEWE MR R A AR IF AL S BT R e $UJB (HBeAg) (&
RIITF % e Fi1A& (HBeAb) Fl HBV DNA, BfiJiif e 24 J& , &
HREVTE R =4 J8, % WAL AR A DB AT S
X H A HT
1.3 WZigks

TTRCVEAS A8 bR N 58 R 75 7 M 2 ( complete virologic
response, CVR) 3, V3487 Jy HBeAg 75 ) 3 B L T4 4

# . CVR Z XN IAZ] HBV DNA(HBV DNA<100 IU/ml) ;
HBeAg Ifili# 5 4% 52 Ll HBeAg #% 1] H HBeAb #%[H . %
S MDA AR bR AL 3 I /INBR 92 2 it AL IR 5k Al - R 3R R I L
BFF R
L4 SitEH*

N SPSS 22. 0 Giit2 3R AT 43t 40 BT 3 KR
Bt 38 R 1) 2 28 30 BB AS ], I 0k, R FH 2 25 Bl H — 1k
(77 AT AT ™ o SR 2 R T R B R
A, WUET LA SE FH AT (7] 45 43 UG T ( propensity score matching,
PSM) , VG HC LA SR A 25 4 < Pl 2540 =12 1, TR R
B IEZS I3 B R B e bR 22 (aoes ) $34 SR H] Student ¢ £
BT RS AR AR IE A 40 A, WR A Wilcoxon 645, 55
R AR IR] E AR P RR RN ARG 56 o T 8R0% Rt 4 ) L 45 COR
X RGBT JE SRR Fisher B UIERRIE . FiAT 19 483t
SR IR SR 3y , P<0. 05 ) 22 S5 A Gt 2 7 X
2 #R
2.1 ANOZEHRRELHE

HRAFIN FHEBRBRAE, 725 A SRR 25 41183 2 471 B, )5
HIZHZH 10 909 ], WL 2R3 FLLR PR LR 1,

F1 FAMBRMPNBEEZRABILER

Tab 1 Comparison of baseline information between initial enrolled patients in two groups

’ i ' ' HBeAg il HBV DNA £
13 e O 7 2 L
(it 2541 (n=10 909) 44.3£12.0 7 149(65. 53) 974(8.93) 3031 1462 8.3 8815 6348 72.01
JERIZ4L (n=2 471) 47.0£11.9 1 821(73.69) 153(6.19) 628 251 39.97 1845 1574 85.31
ikl ALT/ (%2s,U/L) I/ (s, L) AL/ (x5, wmol/L) I LR EG/ (25, U/L)
DilZ541 (n=10 909) 45.5£124.3 197£69. 0 66.0+23.6 120.3147.9
JERZ4L (n=2 471) 32.3£58.5 203£60.7 78.5+90. 8 127.8+220.4

2.2 mEENE
et — BT, HERR 2R U £ B, P2 e A AR
FGRE 2 LB O LR L3R 20 R HEAT PSM I, W0 41 f

CVR MR G238 L (P=0.374>0.05) ; 2 PSM # IF 3
La, A HBHE CVR NP LG8 L (P=0.576>
0.05) .
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Tab 2 Comparison of virologic response rates between two groups

b (o , HBV DNA fitk/ ALT iE /4] HBeAg 1)/ 7]
i AR (ets, %) BE/ (%) JFREfL/ (%) (%) B % P it i Wk
fitZ54l (n=631) 45.712.5 401(63.55) 69(10.94) 530(83.99) 548 70 13 61 60 510
JERFZ54 (n=218) 47.0£10.9 172(78.90) 15(6.88) 194(88.99) 184 2 7 36 37 145
P 0.138 <0.001 0.084 0.533 <0.001
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HBeAg %% B2 H) 2 RAB TG 24 X (P=0.687>0.05) , K
17 PSM ij, 20 B3 HBeAg I F R 22 57 oG4 L
(P=0.075>0.05) ;2% PSM K IESEER)E , P2 H & HBeAg I 752
AR 22 RATTESE T2 L (P=0. 683>0.05) ,
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Tab 3 Comparison of serological conversion rates between two groups

o G, 8) BB b — o A ATERN BBV
JER 24 (n=61) 45.2£10.9 54(88.52) 2(3.28) 56 5 0 49 12 0 3 29
D254 (n=104) 4.6:13.6 72(69.23) 4(3.85) 78 3 3 85 17 2 56 48
P 0.214 0.005 1 0.019 0.588 0.863
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Tab 4 Comparison of thrombocytopenia rates between

two groups
gkl R (exs, %) BABI(%)  FBEE/BI(%) MBS B (%)
R4 (n=254)  48.0:11.0  194(76.38)  25(9.84) 34(13.39)
it (n=671)  45.7¢12.5 416 (62.00) 87 (12.97) 126 (18.78)
P 0.013 <0.001 0. 194 >0.05
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Tab 5 Comparison of creatinine kinase elevation rates

between two groups

45 W (ves, %) BHE/BI(%)  RFRRAL/M)( %) LR/ B (%)
WG4 (n=292)  47.8:11.1 277 (94.86) 26 (8.90) 18 (6.16)
(FHIZ541 (n=838)  45.1£12.5  518(61.81) 97 (11.58) 11(1.31)

P <0.001 <0.001 0.207 0.05
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Tab 6 Comparison of creatine kinase elevation rates

between two groups

Eibl) Bl (w5, %) BA/(%)  REBEM/ (%) IR/ (%)

BG4 (n=63)  49.0£10.6  50(79.37) 7(11.11) 5(7.94)
GitlZd (n=152)  47.8+13.3  87(57.24)  27(17.76) 10 (6.58)
P 0.485 0.002 0.224 >0.05
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