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[Abstract] Objective

the detection of high sensitivity C reactive protein. Methods

To develop and systematically evaluate the flow cytometric bead analysis technique for
The mouse anti human hs CRP monoclonal antibody
was coated on the activated carboxylated polystyrene beads. According to the orthogonal experiment, the best test
conditions was selectand and the relevant rules of CLLSI was applied for methodology evaluation. Results In the reac-
tion, the best quantity of mouse anti human hs CRP monoclonal antibody was 10ug, the best dilution of biotin labeled
monoclonal antibody was 1 ¢ 540. The first incubation time was 2 hours with twice of washing. The best dilution of
streptavidin PE was 1 # 1 000,and the second incubation time of streptavidin PE was 1 hours with one times of wash-
ing. According the methodology evaluation, the sensitivity of hs-CRP was 0. 03 ng/mL, the linear range was from
0.03 to 333. 33 ng/mL, the intra assay of variation was from 2. 70% to 4. 44 % ,the inter assay of variation was from
4.99% to 9.52% ,the relative bias was from 2. 17% to 4. 39% ,and the recovery was from 98. 31% to 104. 60%.
High levels of triglyceride.cholesterol and bilirubin had a certain interference to detection,but low levels of triglycer-
ide, cholesterol and bilirubin had a minor disturbance. There was no significant difference with immunofluorescence.
Conclusion The performance indicators of cytometric bead assay of detecting hs CRP meet the recognized quality in-
dicators,and the method could extend flow cytometry analysis,worthy of clinical use.
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