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Validation of the analytical sensitivity of ultra-sensitive thyroid-stimulating hormone detected by chemiluminescence
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Abstract : Objective
by SIEMENS Centaur cp system. Methods

To validate the analytical sensitivity of ultra-sensitive thyroid-stimulating hormone( TSH3-Ultra) detected
Dilution reagent of TSH was used as a blank sample and used to dilute fresh serum
samples with low concentration of TSH(0, 010 mIU/L) to prepare a series of low-concentration samples as experiment samples.
Blank samples and other samples were repeatedly in— batch or between— batch detected for 10 times, respectively. Light detection
values(RLUs) of each detection were recorded and lower limit of detection(LLD) , biological limit of detection(BLD) and functional
At 99. 7% confidence interval, the LLD of TSH3-Ultra was 0.001 0 mIU/L, in accord-
ance with 0. 001 1 mIU / L suggested by International Union of Pure and Chemical Association requirements,which was consistent

with the value provided by specification. The BLD was 0. 005—0. 006 mIU/L. The FS was 0. 006 mIU/L and lower than 0. 008

sensitivity(FS) were calculated. Results

mlU/L provided by manufacture claim. Conclusion

The analytical sensitivity of ultra-sensitive thyroid-stimulating hormone detec-

ted by SIEMENS Centaur cp system could be consistent with the value provided by manufacture claim.
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