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Methodology performance evaluation on five different detection systems of Cystatin C by international general standard

Zhao Shigiao ,Chen Zhongyu” sLiang Hua ,Guo Guangbo s Sun Wei

(Department of Clinical Laboratory, Hospital of Traditional Chinese Medicine of Chongqing ,Chongqing 400021 ,China)
Abstract: Objective To evaluate and verify the analytic performance of five different Cystatin C(Cys C) detection kits. Methods
Cys C was detected by Abbott C16000 automatic biochemical analyzer and five kinds of Cys C reagent. The precision, linearity,in-
terference and bias of five detection systems were analyzed. Results The total coefficient of variations(CV) of the five reagents
were all less than 6% for detecting samples with the concentration of Cys C for 0. 9—7. 1 mg/L. Within the range of 0. 6—5. 6 mg/
L, the five reagent kits were with good linearity. The detection outcome was interfered to various degree by bilirubin, haematoglobin
and chyle,but the interference was consistent with the proclaim of manufacturer. Bias of four kinds of reagents were less than 15% ,

except for LEADMAN reagent. Conclusion The primary analytic performance,including precision, linearity, interference and bias,

of the five kits might be consistent with the analytical performance defined by manufacturer,but there could be with bias between

the results of LEADMAN kit and Randox control materials.
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AR BH (D
ACEN TE S 1) A 5 )i PNLEN T s AN 5 P S0
g R 1.16 0.02 0.01 0.05 0.06 5.17
6.50 0.02 0. 04 0.09 0.11 1.69
P 4 5 1.01 0.02 0.00 0.02 0.03 2.97
7.10 0.02 0.02 0.02 0. 04 0.56
b 5 ) 4 & 1.21 0.02 0.00 0.03 0.03 2.48
6.62 0.03 0.03 0. 04 0.06 0.91
T % B 0.99 0.03 0.01 0.02 0.03 3.03
6.71 0.03 0.06 0.05 0.09 1.34
iR 1.23 0.02 0.02 0. 04 0.05 4.07
7.04 0.02 0.07 0.03 0.08 1.14
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2 0.8L+0.2H  1.80 L7 1.56 1.58 1.30 1.32 1.26 1.30 1.55 1.56
3 0.6L+0.4H  3.00 3,03 2.85 2,90 2,76 2,80 2.72 2,67 3.13 3.17
1 0.4L+0.6H  4.00 3.9 3.99 3.90 3.92 3.86 3.78 3. 74 4.13 1.16
5 0.2L+0.8H  4.73 4.7 5.00 5.00 5.12 5.13 1.84 4,76 5.02 5.13
6 1H 5. 63 5.56 6. 24 6. 20 6.27 6.31 5.95 5. 98 6.22 6.27
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3 3.02 2.94 2.80  —0.14 —5.01 MR ¥ B KT 400 mmol/L CUEBH 45 7 200 mg/ L) B X F] 1%
4 3.95 3.92 3.78 —0.14 —3.68 SR I E T PR T 10% s LB ph K T804 T 6 000 FTU
5 4.72 479 476 —0.03 —0.67 st S 1) 2 3500 000 s AV A L 5 B9 R R T 10 %60, = I R
6 5. 60 5.56 5.75 0.18 3.15
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RS2/ 0. 80 0. 88 0. 89 0.91 0. 89 11.67 15. 00
4. 20 4. 39 4.41 4. 40 4. 40 4.76 15. 00
Pu | v 0. 80 0.92 0.91 0.91 0.91 14.17 15. 00
4. 20 3. 85 3.83 3.83 3. 84 —8.65 15. 00
b 5T ) f A 0. 80 0. 60 0.62 0. 60 0.61 —24.17 15. 00
4. 20 2.84 2.85 2.83 2.84 —32.38 15. 00
TR 0. 80 0.78 0.78 0.77 0.78 —2.92 15. 00
4. 20 4,27 4. 29 4. 27 4. 28 1. 83 15. 00
i RAE 0. 80 0.90 0. 89 0. 90 0. 90 12.08 15. 00
4. 20 4.58 4. 60 4.59 4.59 9.29 15. 00
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