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[Abstract] Objective To improve the ability of laboratory quality management and reliability of test
results, the precision and accuracy of the detection system of Canon TBA-120FR automatic biochemical analyzer in
clinical laboratory were verified, and the verification methods were discussed. Methods By referring to Clinical
and Laboratory Standards Institute (CLSI) EP15-A2 document and other documents, the statistical methods given
in CLSI EP15-A2 document and the function tools in WPS table software and the statistical tools in SPSS software
were used to verify the precision and accuracy of the instrument. Results Under the experimental condition, the
laboratory standard deviation (SD)) and laboratory coefficient of variation (CV) calculated by function tools in WPS
software were within the range specified by the reagent manufacturers, and the correlation equations calculated
by the statistical tools in the SPSS software were well correlated. The linear equations were as follows: aspartate
aminotransferase (AST): y = 0.941x—1.184, blood glucose (GLU): y = 0.972x+0.050, blood urea nitrogen (BUN):
¥ =10.939x+0.051, serum creatinine (SCr): y = 1.015x+17.086, uric acid (UA): y = 1.059x+8.197, triglycerides (TG):
y = 1.030x+0.019 (all R > 0.99). Conclusions The TBA-120FR automatic biochemical analyzer has been validated
to have good precision and accuracy, providing reliable reference test results for clinical use. The validation process
is simple and easy to operate, and the validation results are highly reliable.
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i 7 2 i ( aspartate aminotransferase, AST). % %4 bk
(glucose,GLU ), 1fi FR Z & (blood urea nitrogen, BUN ),
I JLEF (serum creatinine, SCr). JRE& (uric acid, UA ).
= WEH T (triglyceride, TG ), B2 SRR AW .
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BUN BHEAY) A -AERMARTE 20220522
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IiH x SD, SD, SD, cv
AST(A) 25.61 0.43 0.32 0.47 1.85
AST(B) 16.84 0.19 0.66 0.68 4.04
GLU(A) 5.83 0.04 0.04 0.05 0.87
GLU(B) 5.06 0.05 0.05 0.06 1.28
BUN(A) 5.07 0.04 0.04 0.05 1.00
BUN(B) 3.96 0.05 0.06 0.08 1.94
SCr(A) 53.53 0.89 0.38 0.82 1.54
SCr(B) 100.67 0.73 0.91 1.09 1.08
UA(A) 237.27 0.89 2.18 2.30 0.97
UA(B) 329.47 2.05 2.19 2.76 0.84
TG(A) 2.15 0.05 0.03 0.05 2.40
TG (B) 0.71 0.03 0.01 0.03 3.65
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TiH ST R fH
AST y=0.941x-1.184 0.9995
GLU y=0.972x+0.050 0.9998
BUN ¥y=0.939x+0.051 0.9998
SCr y=1.015x-17.086 0.9955
UA y=1.059x-8.197 0.9993
TG y=1.030x+0.019 0.9982
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