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Abstract:Objective To evaluate the performance of Sebia Capillarys 3 TERA (C3) serum protein elec-
trophoresis and its detection advantages. Methods Methodology verification refers to the National Food and
Drug Administration (SFDA) for the capillary electrophoresis instrument medical device registration product
standard, the precision,accuracy,sensitivity.correctness,reference range,linear range and cross-contamination
of the instrument serum protein electrophoresis. A total of 80 randomized serum samples were tested simulta-
neously by Sebia Capillarys 2 Flex Piercing (C2) and C3,their detection advantages were compared. Results
C3 repeatability and inter-precision coefficient of variation (CV) of albumin band <C2% for serum protein e-
lectrophoresis,<C10% for o »a,,B;s8, .7 globulin bands. The accuracy of the verification value was within the
indicated concentration range. The maximum dilution factor of the M protein peak was 16 times, the corre-
sponding sample concentration for 16 mg/dL,the sensitivity verification met the requirements. After excluding
the outliers,the remaining specimens were within the reference range. The percentage content of each zone ob-
tained from the mixture during the linear range verification was completely consistent with the theoretical per-
centage content of each zone. No cross-contamination,the maximum relative error<< 5. 2%. The C3 (58 min 57
s) was easier to test than the C2 (59 min 45 s). Conclusion C3 detection of serum protein electrophoresis has

good performance in its precision, correctness, sensitivity, reference range, linear range, no cross-contamina-
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tion,detection performance meets clinical requirements. The C3 is easier to test than C2,with faster detection

and greater throughput.
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ear range; cross-contamination
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