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[ Abstract] Objective To evaluate the performance of a detection system established by a domestic particle re-
inforced immune turbidimetry cystatin C reagent combined with the Hitachi 7600-020 fully automatic biochemical an-
alyzer through using CLSI EP scheme to understand whether the performance of this detection system can meet the
clinical needs. Methods EP-5A2 and EP-6A were adopted to measure the precision, minimal detection limit, lineari-
ty,reagent stability and other technical indicators of the self-built detection system. EP-9A2 was adopted to conduct
the methodological comparative test. Results The intra-batch,inter-batch,inter-day and total imprecision of the self-
built detection system all were <Z 8% ; the minimal detection limit was 0. 11 mg/L;4 C reagent stability was=30 d,
when the cystatin C content of the sample was in the range of 0. 5—8. 0 mg/L, the linearity was good with small bi-
as; the methodological comparison results was Y=0. 829 1X-+0.007 5,7 =0. 993 8. Conclusion The domestic Cys-
tain C reagent combined with the detection performance of the Hitachi 7600-020 biochemical analyzer can meet the
needs of clinical laboratory, the results difference of its comparison with the import detection system has no statistical
significance(P>>0. 05).
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