+ 2516 -

BREFLER2010F1IAFTHF 22 4

Lab Med Clin, November 2010, Vol. 7, No. 22

EP13-R,EP14-A [EP15-A EP18-P EP21-P"*1 | — 5 fif /:
AR A BE O T U 11 AR R L O L A SR B BE ) A
PRAGE 56 5 AN W 5

S & ik

[1] Beckman Coulter Synchron CX5CE Clinical System Oper-
ating Instructions,Copyright 1998 Beckman Coulter, InC.

(2] MRk, Fi =, FH. @EIGKEREBEEMRIM] 3
J. B 5L AR R R UKL L 2006 546-546

(3] A= ¥ i PR o 36 0. I IR Ak 2% =5 8] T 3 o 5% 48 —
CCV FPE43 A K In) L) ). AR B2 22 4 B A 75, 1986, 2
77.

C4] XRG04 I PR A= Ak 2 18] BT 3 3F A LS. 7)1 44 Il R
A A BT s 48 R AR 2 BT R, 2002,12:26-27.,

(5] A /NN B B A b 43 B A3 /Y 3 ) 5 5c & [EB/OL]. http.//
www. mitux. com,2004-10

(6] I PR A 35 A 25 1 3 9 A ik &5 [EB/OL . http://www. lab-
sky. com

(7] RTAR. W PRI 7 i ACEs iy i e L. 43 B 4% . 1996,
2:2-6.

[8] ZfLih, Vo, hF . %, H ™ §Eid | & 7€ Beckman
Synchron CX9 A4 A6 A B9 07 FH 5T L 1. 9% M B 57 Bt o7
#,2005,24(4) :330-331.

(97 XU/NGE . B, 250, %, B RAIEH TR AR E 4
B 30 A A 43 B A0 991 9 Mk 43 BT LD DL ARV BE 2, 2004, 19
(3):401-402.

[10] EP5-A: Evaluation of Precision Performance of Clinical
Chemistry Devices; Approved Guideline[ S]. Wayne, PA.
NCCLS,1999.

[11] EP6-p2:Evaluation of the Linearity of Quantitative Ana-

lytical Methods: A Statistical Approach;Proposed Guide-
line Second Edition[ S]. Wayne, PA. NCCLS,2001.

[12] EP7-P: Interference Testing in Clinical Chemistry; Pro-
posed Guideline[ S]. Wayne,PA. NCCLS,1986.

[13] EP9-A: Method Comparison and Bias Estimation Using
Patient Samples; Approved Guideline[ S]. Wayne, PA.
NCCLS,2001.

[14] EP10-A: Method Comparison and Bias Estimation Using
Patient Samples; Approved Guideline [ S]. Wayne, PA.
NCCLS,1998.

[15] EP11-P: Uniform Description of Claims For In Vitro Di-
agnostic Tests; Proposed Guideline[ S]. Wayne, PA. NC-
CLS,1996.

[16] EP12-P.User Protocol for Evaluation of Qualitative Test
Performance; Proposed Guideline [ S]. Wayne, PA. NC-
CLS,2000.

[17] EP13-R: Laboratory Statistics-Standard Deviation; A Re-
port[ S]. Wayne,PA. NCCLS,1995.

[18] EP14-A:Evaluation of Matrix Effects; Approved Guide-
line[ S]. Wayne, PA. NCCLS,2001.

[19] EP15-A: User Demonstration of Performance for Preci-
sion and Accuracy; Approved Guideline[ S]. Wayne, PA.
NCCLS,2001.

[20] EP18-P:Quality Management for Unit-Use Testing; Pro-
posed Guideline[ S]. Wayne,PA. NCCLS, 2001.

[21] EP21-P ( New ) ;: Estimation of Total Analytical Error for
Clinical Laboratory Methods; Proposed Guideline [ S].
Wayne,PA. NCCLS,2001.

(R H 1 :2010-03-14)

FiEMMEFROMETRNELERAISTH

M ML R4ATR,.E

B ANRCEZERA(EZRTRERARER 401220)

[(FBE] B THTFHRLPRPTFEFERARFRLAAAMEAEIMNZERALEZN, Ak RESOHAMLRE

B F A8 e Bk AR A A AR B AR LS S P LR E SR RAT R AT, BR

BB L EW

Mg RFR AR LILEEZFAATZEL(P=0.5). A SLLZHENEREZFALITFEL. &g #
EAFEMN AR AN E, A RTFIELERATNHE S EE T LEMN.

[XEiRY] Fih; #Hikbh; HELE
DOI:10. 3969/j. issn. 1672-9455. 2010. 22. 046
& 45 R446. 112 XaktRERL A

i TR IR AR AR N LB AR TR 0. 0106 fHXTA
PRfE MR F HEAE MR . BRI R 4R
TR W 1853 » 2 45 He A O AQ T O A L ot O 3R A T 2 O i IR
WAL H W R ET R OKF EXE . HATIR R BRI R
I 5E 3 BRI T 00 A K UL T4 LR 0L DN B TR LT
T2 IO ARG 0 A e T 0L 00 R R R RS L {H R Il
K EZERT A — &R 2 AT 3 SRR 2R R H . A
WL & 7 Lo o3 B T4 I A0 M o, R T 3R RE 9 45 2R L LT
it A ) FBU L 6 £ A 30 A I 2 5
1 BREFE

XEHES.1672-9455(2010)22-2516-02

L1 — SOk ACBE i R e e 3 IR 5 50 i, 53 27 fil. % 23
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ST e B B T 2 R D 5 L 9 0L O 2% 5
FFE RSP0, 05) il 45 0 5 O B 0 45 O 25 5 AT o

F1 AHAEOMETERMNELE R (2=50)

24 45 1L 25 K 1 25 tfH P {

il (pg/ml) 11.94+2.28  10.27+1.29 3.171 <0.01
BE(pg/mL) 97.84+10.31 100.02410.42 —1.454 =0.5

B (pg/mL)  1.494+0.11 1.4240.09 3.277 <0.01

B (pg/mL)  1.614+0.11 1.624£0.11  —0.732 >0.5

B (pg/mL)  8.73£0.91 8.88+0.82  —1.591 =0.5
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MR LB K mEMHBVW S, B L LFEZRED . CHBEF A @R (HBsAg) . TH

F @Ak (3L-HBs) . TH e R (HBeAg) . THF e 4tk (3u-HBe) . ZHF 4w 4k (4u-HBo) R R Fa i £ A & & o i &
AR ALESBHBEALD G T, FiE AR LE RN E B (ELISA) Ao fik £k 951 4 &5 LI iF iz &8
Fo ALT. 45 HBV #r &4 R R P L5 4 3 28 A 48 363 41 , HBsAg.HBeAg, #-HBc.pre-S, Fatt;B 41 486 41,
HBsAg.#-HBc.pre-S, a4, #-HBe a4 3 0 #;C 28 102 4], HBsAg. #.-HBc a4, pre-S, B &, HBeAg #o #t-
HBe FatE S M., R &4 ALT>50U/L W3 B F 4 % 5 % H A 40 363 4] (46. 3%),B 41 486 4] (23.5%),C
B8 8%, A B ALT 3% %£.BS5 CHALT 3% £, A5 CAFFTERKEFHALITF

#FL(P<C0.05), %&it
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