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Abstract: Objective To evaluate the performance verification of serum myocardial enzymes spectrum
(AST,LDH,CK,CK-MB) detected by Roche Cobas8000 automatic biochemical analyzer. Methods According
to clinical and practical requirements,the accuracy and precision of AST,LDH,CK,CK-MB were detected by
Cobas8000,and its linear range, biological reference range and maximum dilution multiple were evaluated re-
ferring to the evaluation method of the American association of clinical and laboratory standards. Meanwhile
the methodological comparison with Johnson Vitro5600 analyzer was also carried out. Results The Roche Co-
bas8000 analyzer had a good accuracy in detecting myocardial enzyme spectrum. The relative bias of the 4 in-
dexes was less than the 1/2 of allowed total error,which was in line with the requirements of the CLIA’88.
The within-run precision and the between-run precision of the 4 items (AST,LDH,CK,CK-MB) of Cobas
8000 analyzer were less than the 1/4 and 1/3 of allowed total error,respectively. The slopes of linear regres-
sion equation were 0. 998 —1. 017,7*2>0. 995. The clinical reportable ranges of AST, LDH,CK and CK-MB
were 2—700 U/L,10—1 000 U/L,7—2 000 U/L,3—2 000 U/L. Reference range validation results showed

that except for a value beyond the reference interval of LDH ,all other results were within the scope of refer-
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ence. The samples of high concentration could be measured after dilution,and the results showed that the rela-

tive deviation of the 4 items was within the allowable error range,and had a high clinical reference value. The

results of laboratory comparison showed that the comparison of the 4 items accorded with the CLIA'88 1/2 al-

lowed total error and was in good agreement with the Vitro5600 analyzer. Conclusion The main analysis per-

formance of Roche Cobas8000 automatic biochemical analyzer in the detection of myocardial enzyme spectrum is con-

sistent with the performance and related quality requirements of the manufacturer. The accuracy and reliability of the

test is high and good.meanwhile the clinical reference value is high,so it can meet the clinical needs.
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