
ALT
Instrument Cobas Integra

Linearity

Linearity Summary
N Slope Intercept Error RSQ

Overall 6 0.940 -0.55 1.85 IU/L (concyWT/4%
LINEAR within SEa of 2.5 IU/L (cone) or 10.0%

Statistical Analysis and Experimental Results

See User's Specifications for Pass/Fail criteria X: Excluded from calculations

Assigned Est Mean Residual Linear? Measured Concentrations
1 ‘ 5 4.15 6.00 1.85 Pass 6.5 5.5
2 10 8.85 10.25 1.40 Pass 11 9.5
3 20 18.25 19.75 1.50 Pass 18 21.5
4 100 93.44 87.00 -6.44 Pass 86 88
5 300 281.43 302.50 21.07 Pass 285 320
6 700 657.41 710.00 52.59 Pass 650 770

User's Specifications
Allowable Total Error
Systematic Error Budget
Allowable Systematic Error

5 IU/L (cone) or 20.0%
50%
2.5 IU/L (cone) or 10.0%

Supporting Data
Analyst XYZ Lab
Date 03 Aug 2023
Value Mode Pre-Assigned
Units IU/L
Controls —
Reagent —
Calibrators —
Comment

Evaluation of Results
The Linearity of ALT was analyzed on Cobas Integra over a measured range of 6.00 to 710.00 IU/L. Accuracy and Reportable
Range were not evaluated in this experiment. Allowable systematic error (SEa) was 2.5 IU/L (cone) or 10.0%. The results are
LINEAR.
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