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Evaluation of the performance of ARCHITECT C16000 automatic biochemical analyzer
in detecting serum cystatin C
XUE Yunsong .DENG Deyao L1 Lili ,ZHOU Linhua ,L1 Yizheng .GU Jinyi ,LIU Jianmei
Department of Clinical Laboratory , The Second People’s Hospital of
Yunnan Province , Kunming ,Yunnan 650000,China

Abstract:Objective To evaluate the analytical performance of the ARCHITECT C16000 automatic bio-
chemical analyzer in detecting serum cystatin C (Cys C). Methods According to relevant standards, verified
the precision, accuracy, analysis and measurement range, clinical reportable range, anti-interference perform-
ance and biological reference interval of serum Cys C detected by ARCHITECT C16000 automatic biochemical
analyzer. Results The intra-assay coefficient of variation (CV) of low level quality control, high level quality
control and mixed serum samples were less than 1/4 total allowable error of the external quality assessment
(6.25%) ,and the inter-assay CV were less than 1/3 total allowable error of the external quality assessment
(8.33%) ,and were less than manufacturer standard (10. 00%). The absolute value of the relative deviation
between the detection value and the target value of the 5 levels calibrators were less than 1/2 total allowable
error of the external quality assessment (12.50%). The detection results of the reference system and the sys-
tem to be evaluated were consistent. The linear regression equation between the measured value and the expec-
ted value was Y=1. 000X +0. 094, =0. 999 1,r=0. 975, and the slope was 0. 97—1. 03, the analysis and
measurement range of Cys C was 0. 14—9. 91 mg/L. The maximum acceptable dilution of Cys C was 20
times,and the upper limit of clinical reportable range was 198. 20 mg/L. The absolute value of the relative de-
viation between the detection values of the samples containing different levels of free bilirubin, conjugated bili-
rubin, hemoglobin, chyle and the control samples were less than the manufacturer standard (10.00%). In the
validation of biological reference interval,Cys C detection results beyond the reference interval were less than
10. 00% , which passed the validation. Conclusion The performance of ARCHITECT C16000 automatic bio-
chemical analyzer in the detection of Cys C meets the clinical requirements,and can be used in clinic.
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