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Clinical application of independently researched and developed diagnostic reagent for the detection of serum AST"
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To evaluate the performance of independently researched and developed diagnostic reagent for the detec-
The per-

Abstract : Objective
tion of serum aspartate aminotransferase( AST) and its comparability and bias with imported diagnostic reagent. Methods
formance of independently researched and developed reagents was evaluated by the testing of blank absorbance, repeatability and lin-
earity . According to the document EP9-A of Clinic and Laboratory Standard Institute (CLSI) ,the comparability and bias between
independently researched and developed reagent and imported diagnostic reagent of Olympus from German were assessed. Results
The blank absorbance, repeatability and linearity of independently researched and developed AST diagnostic reagent were all in line
with the requirements. The systematic errors between the two different reagents were also in line with international standards. Con-

clusion There is fine correlation between independently researched and developed AST diagnostic reagent and the imported rea-

gent,and the performance.safety and validity of the former could meet the requirements of clinical practice.
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