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AAele RSB eg K, Fix KRF\EEREREREFELN S A Fo AT AR EZ R, 2F CK-MB 8 2 4t %
BEMEBEE SN ZTELE BATRECER AMAF R AR TR D RAATRIEFN,FESHEERGLFLR
Kk RMAIEK, R KBiIEE CK-MBHREZHEEHN 1.30 ng/mL, 3 KKRERIZEHGOHRATHEEE S
B A 1.05%.2.24%, BRI RAEEE A 1.41%.2.88% ., o # CK-MB # a5 B 4 3. 07~185. 67 ng/mL,
W R TIREEE A 1.30~1485.36 ng/mL. AW A FEF R @ % 0~5ng/mlL, MM ARLEGIS g/L, =84
W<C11.4 mmol/L, 24 % <684 pmol/L 8,3 CK-MB#& 0 4 R LA 2 T4, KILL Rk ESLFE K
BAREAE A 88 0% . A=A HZ A Y=0.8825X—0.397 4,7°=0.985, X M R4, &t AN LZE
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Performance evaluation of latex immunoturbidimetry for detection of creatine kinase isoenzymes”
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Abstract: Objective To determine performance evaluation of creatine kinase isoenzyme (CK-MB) by la-
tex immunoturbidimetry,so as to verify whether its performance meets the requirements of manufacturer’s
statement and clinical diagnosis. Methods According to the American Association for Standardization of Clin-
ical Laboratories (CLIS) documents and health industry standards, functional sensitivity, precision,analytical
measurement range,clinical reportable range, biological reference range and anti-interference ability of the pro-
ject were validated and evaluated,and the new method were compared with the traditional chemiluminescence
method. Results The functional sensitivity of CK-MB was 1. 30 ng/mL. The intra-batch imprecisions of high-
level and low-level quality control products were 1. 05% and 2. 24% respectively. Inter-day precisions were
1.41% and 2. 88% respectively. After verification, the analytical measurement range was 3. 07 — 185. 67
ng/mlL,the clinical report range was 1. 30 —1 485. 36 ng/ml,and the biological reference range was 0 —5
ng/mL. When the sample hemoglobin was 15 g/L or less than 15 g/L,triglyceride was 11.4 mmol/L or less
than 11.4 mmol/L and bilirubin was 684 pmol/L or less than 684 umol/L,there was no obvious interference
to the test results. The overall coincidence rate of latex immunoturbidimetry and chemiluminescence was
88. 0%. The linear regression equation was Y=0. 882 5X —0. 397 4,7 =0. 985, and the correlation was good. Conclu-
sion The results indicate that the performance of CK-MB detected by latex enhanced immunoturbidimetry in Beck-
mann AU5800 automatic biochemical analyzer could meet the manufacturers’ statement and clinical needs.
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P R R, A CK-MB ) &k B HE i 5 e
WIE A AMI B ED . AT - R R Ak &
GaRE AT IE R I CK-MB A9 T vk 5 R4 R S5 vk
SR o R A A AR AR e AELJE H T A A R 8
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81880, (5) T HL#y . = Wk H i (Sigma A F], 5% 5.
G7793) R4 % (Sigma 23 A, 5845 : B4126) , Il 21 &
(Sigma 2~ Al . 525 . HO267) ,
1.2.2 f¥#%F AU5800 4 H sh Ak M (& I 7
=3 /NP
1.3 Uik AR EES MEE IR LR E
FrfEAE Pr 2 (CLIS) SCAF AP A2 R 3 AT T A 470k
P o 1 R 52 36 3 X Rt o a3 ) R 40 B 1k e T
¥5HIE . WS/ T 420-2013 pyZR, BRI H . AP
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(ZHAE— M HED /S H < 100% . e K VT
ik 1/2 =B I e f iR 2.
1.4 Siit2gab¥ R SPSS19. 0 4844 Fl Excel
2016 PEATEIE A AT AL BRI 2546 . LA P<<0. 05 K
ERAGITFE XL,
2 & R
2.1 e REOE R AR AR ASAE S BR B AR R B
Fofrve BE JE S AN 10 W, 25 R Bon i il R & T BE R
#UE M 1.30 ng/mL, WLE 1,

=1 CK-MB gt RS E 4 R (ng/mL)

6 I UL W1 W2 W3 WREE4 O WRIES WRIEG

1% 5. 06 3.92 3.14 2.10 1.48 1.17
2K 5.06 4,07 2.72 2.15 0. 80 0.65
3K 5.43 3.97 3.09 1.94 1.14 1.11
4R 5.27 3.97 2.67 2.20 1.54 0.75
5K 5.12 4,07 3. 14 1.94 1. 14 0. 60
6 1K 5. 06 3.92 2. 88 2.15 1.60 0. 80
7 5.01 3.97 2.93 1.89 1.20 0.91
8K 5.01 4.02 2.93 2.15 1.31 1.27
9 K 5. 06 3.87 2.72 2.15 1.37 0. 70
10 % 5.12 4,13 2.67 1.89 1.37 1.06
T (ng/mL) 5.12 3.99 2. 89 2. 06 1.30 0. 90
s 0.13 0.08 0.19 0.12 0.24 0. 24
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3. R RSN A B E BN 1.05% .,
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8. 24 4.22
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LU UL e K BEAT R 8 A Al

Wi, IR 5, Bk PR Al R 45 Y B A 1.30~1 485. 36
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x5 CK-MB 7] #f & 3t B 10 1E 45 R
— WU AR 1 AR 2 it £ 1k
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (%)
JRA 135.76 135.57 135.95 135.76  0.00 JE L
2 % 67.88 71.68 70.52  71.10 —4.74 3 3
4 A 33.94  34.84 34.70 34.77 —2.45 i 3
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2.5 B FH XN
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DL

*6 CK-MB 4 #1 % % [X 8] & iE 45 8 (ng/mL)
FE &S ez DA FEA 5 LRI
1 0.79 11 1.01
2 2. 30 12 2.32
3 13. 46 13 1. 35
4 9.26 14 1.03
5 1.88 15 3.08
6 1.92 16 0. 54
7 2.84 17 0. 34
8 0.53 18 1. 84
9 1.55 19 0. 24
10 0. 00 20 0.73
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1. 00 13.87 13.05 13. 46 —7.27
0.50 14.57 13.70 14. 14 —2.62
0.25 13.70 14.75 14.23 —2.00
0. 00 14. 57 14. 46 14.52 0. 00

R4 % (684 pmol/L)

1. 00 14.57 14.52 14.55 —3.42
0.50 13.99 15.49 14. 74 —2.12
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0. 00 14. 86 15. 26 15. 06 0. 00

il T4 1 (15 g/L)
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0.50 14. 35 14.11 14.23 —2.97
0.25 14. 34 14.52 14.43 —1.60
0. 00 14.93 14. 40 14. 67 0. 00
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