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[ Abstract] Objective To evaluate the performance of independently researched and developed serum creatinine
(Cr) biochemical diagnostic reagent by enzymatic assay and to evaluate its comparability and bias with the imported
high quality Cr diagnostic reagent to the Cr experimental detection and whether it meets the clinical requirement and
can be applied in clinic. Methods The performance of independently researched and developed serum Cr biochemical
diagnostic reagent was evaluated, which including the blank absorbance, repeatability and linearity. The comparison
and bias evaluation on two kinds of reagents was performed in accordance with EP9-A criterion of USA CLSI. To
scientifically design the experiment protocol with the imported biochemical diagnostic reagent of German ROCHE as
the control group(X) and the biochemical diagnostic reagent of domestic Zhongsheng as the experimental group(Y).
The serum Cr content was detected by the Japanese Olympus AU5421 automatic biochemistry analyzer. 100 speci-
mens containing high, middle and low contents of serum Cr from clinical patients were selected and each specimen
was detected once by positive sequence and reverse sequence. The results were recorded and statistically analyzed.
Results The detections of blank absorbance, repeatability and linearity of independently researched and developed
serum Cr biochemical diagnostic reagent conformed to the requirements. 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 inspec-
tion: DX,'<<4 DX’ ,DY,’<<{4 DY, the outlier checks:Eij<<AE,Ei;’<(4 E ,the linear regression:r=0.999 9,the sys-
tematic errors estimates and confidence interval | Beye ,B(y,,g;, | << permissible error and the systematic errors in line
with international standard requirements. Conclusion The independently researched and developed Cr biochemical di-
agnostic reagent has better relativity with the recognized high quality imported diagnostic reagent. Its security and ef-
fectiveness with high quality performance meet the clinical practice requirement.
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