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Development and Performance Evaluation of Plasma D-Dimer Latex for Immunoturbidimetric

Enhancement
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[ Abstract] Objective: To study the D-dimer detection method based on the basic principle of latex
enhanced immunoturbidimetric method. Methods: Latex microsphere-antibody conjugate was prepared by
covalent cross-linking, and the agglutination reaction between latex microsphere-antibody conjugate and D-dimer
was observed. The D-dimer detection method was confirmed, and the accuracy, precision, linearity and clinical
consistency of the method were evaluated. Results: The variation coefficient (CV) of intra-batch and intra-day
precision of the two quality control products was < 5%. The linear range was 0.2-20.0 pg/mL, the average recovery
was 93.5%, and the clinical correlation coefficient with commercial kit was 0.995. Conclusion: This study prepared
the latex turbidimetric method for the detection of D-dimer, the performance can meet the requirements of clinical
use, can be used for clinical detection of D-dimer.
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