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u Manufacturer
g Use-by date
Batch code

IVD In vitro diagnostic medical
device
OBL Own brand Labeling

Contains sufficient for tests

Temperature limit

Date of manufacture
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Analyte Interference
CA 15-3 1.00
CA 125 0.001
CA 19-9 0.001
PSA 0.026
AFP ND"
CEA ND
HCG ND
RF 0.001
Bilirubin ND
Hemolysis ND
lipids -0.009
“ ND: Not Detectable
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean CA15-3 (U/mL) 8.8 315 74.2
SD (U/mL) 0.49 1.51 34

CV (%) 5.5 4.8 4.6
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean CA15-3 (U/mL) 15.2 26.4 63.8
SD (U/mL) 0.86 1.48 3.5

CV (%) 5.6 5.6 5.5
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Sample | Added Exp. Obs.
MO (U/mpL) (U/mL) (U/n’? L) | wimLy | % Rec
1 2 97 545 57 104.6
2 28 76 52 531 | 102.1
3 56 113 845 | 829 98.1
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29,5 s+ /Y U/mL

LOD = LOB + 1.645 SDs
LOB = Means + 1.645 SD»

(s: Diluted sample & b: Blank)
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. Well Mean Conc.
Calibrators NUTED oD oD (UimL)
Al 0.049
Cal. A B1 0.055 0.052 2
C1 0.194
Cal.B DL 0204 0.199 10
El 0.518
Cal.C = 0.548 0.533 40
G1 1.028
Cal. D AL 1080 1.054 100
A2 1.754
Cal. E B2 1808 1.781 200
Cc2 2.394
Cal. F D2 2.470 2.432 400
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CA 15-3 Concentration (U/mL}
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Healthy Females <37 U/mL



