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Abstract ; Objective

quality and competence requirements of the ISO/15189 to evaluate the Vitros 350 biochemistry analyzer. According to CLSI's EP6-

To evaluate the acceptance of the John&.John Vitros 350 assay system. Methods Based on laboratory
A,EP9-A2,and John&.John corporation demonstration project to demonstrate for potassium(K) and other 21 items of the accura-
cy,reliability,linear range and clinical reference,and compared with Beckman [.X-20 analyzer,and use Westgard method evaluation
decision chart to describe the systematic errors. Results 21 items of the accuracy.,reliability.linear range and clinical reference ac-
corded all with the declaration of the corporation; K and sodium(Na) in the Level 1 decision diagram Westgard standards in good
operating point,all items remaining and Level 2 are in excellent operating point. Compared with the Beckman 1.X-20 analyzer, except
CK-MB(Y= 0.831 7X—2.882 2,r=0.850) and Bc(Y=0.761 9X—4.109 3,r=0.913) is not linearly related to external,K,Na,
Cl.Glu,Urea.Cre, Uric. ALT, TP, Alb, TBil, AST.CK,TC and TG of the values are >>0. 975. To judge the clinical acceptability
with the level of Statland Medicine(Xc¢), ALT and Urea in the Xc1 unacceptable, but no clinical significance. TP in the Xc1 unac-
ceptable and through adjust the slope and intercept acception. TBil difference Significantly,think methodology over,use Vitros 350
as the benchmark. Conclusion The function of Vitros 350 is accorded to the requirements of acceptance and demonstration for qual-
ity assurance for laboratories.

evaluation
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