Bialex:

CERTIFICATE OF ANALYSIS

Name HbA1c Control 1 and 2 Lot No.(Product ) 50923162L
Exp. Date: 2026.09.16
specifications ImLx2 Maz:z;ire 2025.9.30
Lot No.
(Calibrator) 50912162L Lot No.(Reagent ) 50827097F
Appearance red Content 1.0mL

Sampling volume

S: 25uL; Rl: 160pL; R2: 70uL

Analytical method

end-point method

Primarily 32-33 Secondary 12-13
Accuracy
Target value Range 1 2 3 Average value
5.2 4.7-5.7 5.4 53 5.1 53
10.1 9.1-11.1 9.8 10.1 9.8 9.9
Box Results Repeated test results
1 5.3 5.2 5.0 5.4 5.04
2 5.0 5.1 5.4 5.4
CV between the bottles 1.04%
3 5.3 5.0 5.4 5.1
Box Results Repeated test results
1 10.4 9.8 10.4 10.1 10.10
‘ L 103 > 102 CV between the bottles 0.00%
10.1 10.4 9.8 10.1




