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[ Abstract])

(Cr) biochemical diagnostic reagent by Jaffe's assay and to evaluate its comparability and bias with the imported high

Objective To evaluate the performance of independently researched and developed serum creatinine
quality Cr diagnostic reagent to the Cr experimental detection and whether it meets the clinical requirement and can
be applied in clinic. Methods According to the EP9-A criterion of USA CLST,the experimental protocol was scien-
tifically designed. On the condition of setting various parameters rationally, the performances of biochemical diagnosis
reagent for detecting plasma Cr by Jaffe's assay was evaluated, which including the detection of blank absorbency, re-
peatability and linearity. Then, the assessment of comparison and bias results was performed by the Olympus AU5421
automatic biochemical analyzer. Results The detection of the blank absorbance, repeatability and linearity of inde-
pendently researched and developed serum Cr biochemical diagnostic reagent was up to the mustard. The statistical
processing for the serum Cr detection results of clinical specimen by the reagents of X and Y groups showed the intra-
method repeatable inspection DX’;<<4 DX ,,DY’;<<4 DY, , the outlier checks:Eij<<4E,Eij’<{4 E ,the linear re-
gression:r=0. 999 8, the systematic errors estimates and the confidence interval | Baye s B | <<permissible error
and the systematic errors in line with the international standard requirements. Conclusion The independently re-
searched and developed Cr biochemical diagnostic reagent has better relativity with the recognized high quality impor-
ted diagnostic reagent. Its security and effectiveness with high quality performance meet the clinical practice require-

ment.
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