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Performance valida tion and evaluation of immunoturbidimetric assay for determination of cystatin C reagent”
ZHU Wei ZWANG Jing \WANG Lina ,QIAO Zhengmei

(Department of Clinical Laboratory ,Baoji Municipal Central Hospital , Baoji,Shaanxi 721008 ,China)
Abstract: Objective To conduct the laboratory validation and evaluation on cystatin C(Cys-C) reagent kit by using the immu-
noturbidimetry assay to determine the reliability of this reagent kit analytical performance and to evaluate whether, guaranteeing the
project data accuracy. Methods The accuracy, precision,linearity and anti-interference materials of the Cys-C reagent kit(immuno-

turbidimetry) were detected according to the standard requirements of EP5-A, EP6-A and EP7-A promulgated by CLSI. Results
The high level of quality control deviation in the accuracy measurement was 2. 76 and which of the low level was 0. 42, deviation<C
10% ; the precision measurement standard deviation was 0. 32, the variation coefficient was 0. 45 % ,deviation<(5 % ; the linear range
was within the theoretical range of 0—200,the correlation coefficient Y=0. 991 7X+0. 4681, =1 showing a linear relationship;
the highest detection value of interfering substance hemoglobin was 105. 5 mg/L, the lowest detection value was 102. 5 mg/L; the
highest detection value of bilirubin was 82. 0 mg/L,the lowest detection value was 41. 0 mg/L;the highest detection value of ascor-
bic acid was 104. 0 mg/L,the lowest detection value was 86. 0 mg/L,which generated no interference on the test. Conclusion The
Cys-C reagent kit produced by Beijing Jiugiang Company is reliable in the aspects of accuracy, precision, linearity and anti-interfer-

ence material test,can meet the needs of clinical application and guarantee the requirements of project data accuracy.
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300. 0 104.0 0.00 104.0
200. 0 102.5 0.15 104.0
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0.0 104.0 0. 00 104.0
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10.0 97.0 0.70 104. 0
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