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Abstract: Objective  To develop and evaluate a rapid chemiluminesent immunoassay(CLIA) test kit for quantitative determina-
tion of high sensitivity C-reactive protein in human serum. Methods Coated microplate with streptavidin, the double antibody sand-
wich method was used to develop the high sensitivity C-reactive protein kit, biotinylated one monoclonal antibody and labeled the
other monoclonal antibody with horseradish peroxidase,luminol and peroxide was used for substrate system,optimized the reaction
condition, Then the methodological evaluation was assessed. Results The sensitivity was reached to 0. 005 mg/L, The linear range
of the kit was 1—500 mg/L,the intra and inter-assay coefficient of variation were 5.4% —6.4% and 6.0% —7. 8% respectively,
The reagents kit of bias was less than 4. 2%. The Youden index between the developmental assay and imported kit for high sensitiv-
ity C-reactive protein of 165 blood samples was 0. 951 1,Kappa index was 0. 951 5. Conclusion The developed CLIA kit for the de-

tection of high sensitivity C-reactive protein in human serum is a sensitive method with broad linear range, high accuracy and repro-

ducibility. It could meet the clinical requirements for the detection of the concentration.
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