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SEH & PCR 5 COBAS Amplicor %€ & Rl
1fii¥5 HBV DNA B 5 g
B BE RWE AR

[HE] Br HWHENEER PCR LS COBAS Amplicor 3 & B K ML IF
HBV DNA. ik HBEZKZ AR & EE TS B m .0 FEPL R 158 4]
I PR MLIE AR A, BUBE T PRSI 7 4k i et Vi Bl vl B B 2 44 SR I T B2 o
. BR EMEER PCR WHtAZMALFZE 258 0.3% ~3.8% 1 1.4% ~
8.1%. SZif 5 B PCR 35 COBAS AMPLICOR ¥: B4 B 4F B H: (r =
0.948), it E & PCR AR ERMTEEIE R . &it K ER PCR 2N
&4 2 BRI & B E HBV DNA KA BOITEE
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[ Abstract] Objective To compare the clinical feature of real-time PCR assay
with COBAS Amplicor HBV Monitor test for quantitation of HBV DNA in serum sam-
ples. Methods One hundred and fifty-eight serum samples were chosen from the Chi-
nese National Institute for the control of pharmaceutical and biological products and the
National Center for clinical laboratories of China. The linearity, accuracy, reproduc-
ibility, assay time and costs of real-time PCR were evaluated and compared with those
of the Cobas Amplicor test. Results The intra-assay and inter-assay variations of re-
al-time PCR ranged from 0.3% to 3.8% and 1.4% to 8.1% , respectively. The HBV
DNA levels measured by real-time PCR correlated very well with those obtained with
COBAS Amplicor test (r =0.948). Real-time PCR HBV DNA kit was much cheaper
and had a wider examination area. Conclusions Real-time PCR assay is an excellent
tool for monitoring HBV DNA levels in patients with chronic hepatitis B.
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W|aiit & RAE 3.5 L NBERR R ZBFRFER HP =42 —7FF
H'''. HBV WY ISFESH: 2 BT & JFREALF G . BRI A E I
TE B %K HBV DNA %575 B Bk W HUR FIA T7 A Rk & WG 57 B 55
MEEFR.

BB JLF O FAEYFEE AR T E R 3 HBV DNA &, COBAS Amplicor
B EH AR —F BRI TES | DR R MBI #E DNA EHl R L, T H A LFh
J7¥E, W VERSANT Z BUfF 4 s DNA3. 0 Rk &R, & LA4rZ DNA 553 KR
FAl, 55 AR HIRE R DAL A B OB R T Ju3e o B, X So AR 2% LA T3
BELWRITE Y. EXEFENTFZEFREZERIRERE, A& T
PEAHAERW . JE4ER, SLif & & PCR BT &4 W ¥ HBV DNA 7K,
HAMEES RNEEES, EREERER "

AT R & 2 2B FF 5 % 7 5 B 9 O .8 B3R 70 S0 ) i ¥ A A< o 1)
HBV DNA, {X3&3% F ABI 7500 PCR 4}F4%, 5 COBAS Amplicor & Ze kel 45 5 Lt
B,

BRI &

— BFEXTE

FEBEER 158 Bl F ML iERA, Hh4$E 118 K18t L RITF R B (46 HIEEH
% B,65 FIEFER C,7 4] B 5 CIEGSZEEZED 140 #lERME . XEbr450510%
AR B CBFRWRFBLNZIEEERXNE(PE LS, T 228 #1 COBAS Am-
plicor RGL(F RZWD) FT RN oM. FARBRERAZBFRFEREIR
(HBsAg) ¥z /bRegk 6 N A B, B . T MBI R RS S AR g
BETEARE B F R BEZEMPURTIRIT -

ATRRI TR F H B I PR A T v O SRS Y YR 22 SR SE B PCR IR 1 K
KM FFR, 2 DNA KR 7.5 x 10° 3 0/ml, ¥ 00 2 5% S i+ 566 BE R R, 1L
HBV DNA /KM 7.5 x10 ~7.5 x 10°# 01 /ml 284k, . [FIBYSR A NICPBP & 37 /) 1
8 C EEMS 2 5 AE bR, 2 HBV DNA 7KF M 1000 ~6. 17 x 10°# Il /ml 28
1 -

Ny -3

1. SEf} xE & PCR Kzl HBV DNA - 3% BE50 Ui B 45, 8 A AR S R A 9 4R B
Y&, M 100 pl It 5 H 42 B HE DNA, SR J57E ABI 7500 PCR (Y _E#Ef7=4d 3%, P~ 1
ARFR 50 pl, P HEREF:50°C ;2 min, 94°C 5 min,93°C 30 s,60°C 90 s, {FFF 40 ¥K -
Ct B X2 SRy 52N A 28 46 W0 75 381 ) 2 S A8 Aok T 5% (380 1L B F S 2 90 B 550 B A
BRMESHEATEBOE KB - Z5F T ABI S Hr 21T 4047 F 4 MR
AT . B2 Z BT 5% T 5L i 7Ot & B AR & MR T BB 4. 2 x 10° ~
7.5 x10° ¥ 0 /ml, X 5 AR BA AR Bl — 3.

2. COBAS Amplicor 3 : 3 F87= fi06HH , 7ECOBAS Amplicor 4t L #4T Ampli-
cor HBV ;g &3LH, HBV #Z.OHiJR X 5 AT i DNA ZERl— R M AL#ATY 3, (H4E
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ARR LTS - AL SARESLRY LR35 45 i HBV DNA &, Fits
WM R B ST N4 Amplicor 2 S AK ML E K 3 x10° ~2 x 10
#01/ml.

= Geit

SIS T SPSS 13. 0. R BHEFAT X BB SR AT RS B B 3T K IR
%z‘r\?ﬁ}ﬂzﬁfﬁﬁﬁ%ﬁ%ﬁo >k H Bland-Altman ¥ PFAS PR Fh 7 50 45 3R 1) —
Hepk 1o,

s R

— AR T PR

SeitE B PCR IERBB AL 87. 5% MM RS &, H EE SR EEA RIF
HIRFEE, (r=0.999, P<0.001). ## /AR N: Log CHBV DNA WiEE) =
1.098[ Log( 3% /% HBV DNA {1 -0.735. sZifE& PCR AW T BRA = 750
# 0 /ml, X 5T Z8R A BRI T PREA—

R E KR TR

T e R St 2 B PCR 2050 & RO U 3 B A A 1 203 A Rl 4t 5
AN G EESE 3 YK NICPBP & 255 i, A2 I th BT A 7 BB E IS5 I
RS R ERM AL B Z A, #HF 2 0.3% ~3. 8% , Kl T PRy 442 #5 J1/ml

(FD.
#1 X HBV X ER PCR R EUE AR RER
NICPBP &% i35 ZRFEN/mD P logyy  AREMRE BREK

(£ /mD 1 2 3 I /mD (log;#8 M /ml> (%)
o 7.7 x107 ~6.17 x 108 1.65 x 108 1.84 x10® 1.52 x108 8.22 0.04 0.50
L1 1.48 x107 ~1.18 x10® 9.21 x 107 1.01 x 108 9.23 x107 7.98 0.02 0.30
2 1.59 x10® ~1.26 x107 8.54 x10° 9.00 x10° 9.20 x10° 6.95 0.02 0.30
L3 1.66 x10° ~1.32 x10° 7.06 x 10° 6.13 x10° 9.55 x10° 5.87 0.10 1.70
4 1.82 x10* ~1.48 x10° 8.60 x 10* 3.84 x10* 6.30 x 10* 4.77 0.18 3.80
LS 1.51 x10% ~1.23 x10* 1.07 x10* 6.20 x10° 8.82 x10° 3.92 0.12 3.10
L6 <1000 524 442 581 2.71 0.06 2.20

= HAERERHE

430 E & R BREAER W E 12 K 52 H1E R
22 .CVHINR 2 fi, B BEEN SN HER HETF R PR ERE, H
CVaRlRm1.4% M1 2% (F2).

MY . 320 2 & PCR 5 COBAS Amplicor ¥ ) HL B 4

158 filirAsr A E B ZBF RpFTEZNFOEERIAA &5 COBAS R4 F
TR B4R 43R 3 4 A 4R R MR ML AR A, 3k 40 4 B 40 & BFER
W36 BBl ) S BUBF % B E A, 36 43 4] C o0R B & B R TR E Bl i L B
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RBEWA ILT5 B, X EARARRG FH Amplicor SLREFME . RIS RHEST
SRR A AR APIR I BRI S R N A HXRBRIX A ITER
ABRIFRFERHC(r=0.948, P<0.0001)(E 1),

#2 XKE HBV W ER PCR EHHAZESR

ARG B HBV DNA E-3J{E (log,o ¥ M /ml) IR CV(%)
3768 12 3.97 0.32 8.10
3785 12 6.00 0.12 2.00
3770 12 7.84 0.11 1.40
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FE HBV B EHE E i A e A, BkSE E ZFr A K HBV DNA & 5 3k %
HFEZRIFRBERNEFRHER REBYFTEAREMEL S HBV DNA &35
B BREZAFRFEBENKAECERANEHFTEEEAFAAFTHEHFTHE
SFDA #it ¥ F F1&5M2WT, 5 COBAS Amplicor & WUAH Lt X Fh 4 ¥E AE AT FE T A
BABAK -

WLt B IR SER E & PCR B—MERE R  EEHT . REUEEm AN
A I R AR A< HBV 7K S W 7 ¥, 78 B A ' Mk A6 & W O ¥& = & I Y5 B &%
FE T g B Z RIS R SN St 2 B R & Ak 2 44 M NICPBP i T
ﬁﬁ%ﬂ%nn KT R 8 MIER. 97.5% B ATER N &R MG E 2
N 3RS BB E B RUL SLhE & PCR IB4EF COBAS Amplicor ¥

FHBIFR 2 158 Bl PR A i 45 SR 2 A< — 3, HBV DNA & EfH MM
BE(r=0.948, P <0.001), X 57F4rHth HBV DNA 5CR} 2 & PCR HFIEMIBFR
%%_‘ﬁ[ 13,14,22-26] .

5 COBAS Amplicor 35 F Ho A W 77 ¥4 Lt » B B 5CHY € & PCR LM A B
&, AT &G EERER ZBFREE . EEFRMEDSFE RS
B U ZRFRBENTER 3 MAHUREER3 £ 6 1~H KW HBV
DNA™"%, Scxf g th E SobE K S BB A A BT RN E SOk, RERE
KRETFHE. TRMTETTH HBV DNA J7 i) A R X 8 B K #) HBV &
Yu,

5 B ER PCR I MH AL PCR FE—F:, A REBENS, ASW LLTRE
Frasfd] DNA £ BESCR 2 7 R VR R o] BBAAE MR Y BRI e 7 5h
R EEADE T HIATREEN NSRS TR P

B2 52 BRI R R EN 76 E B RN S RA B v R4 A kKT 5
T BB B HBV DNA #3058 AT A 25 il 18 4 2 B BT 48 28 % 9 HBV DNA 7K
¥,
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