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Manufacturer
Use-by date
LOT Batch code
IVD In vitro diagnostic medical

device

N
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European conformity
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No. | Sample 12 | wsa | w8 | 116
i (U/mL) % Bias

1 22.2 1.3 3.2 -1.8 4.2

2 45.8 2.5 4.9 1.6 -1.1

3 63.3 3.2 1.4 2.8 -4.9
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Catalogue number

Contains sufficient for tests

Temperature limit

Date of manufacture

Substance Amount Added Recovery
Bilirubin 1m mol/L 98-103%
Hemoglobin 1m mol/L 100-106%
Triglyceride 10m mol/L 96-110%
RF 1000 kIu/L 97-107%
Biotin 25 ug/L 99-103%
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ROMA Value Value (%)
Premenopausal Women
Low risk of finding epithelial ovarian cancer <114
High risk of finding epithelial ovarian cancer =114
Postmenopausal Women
Low risk of finding epithelial ovarian cancer <299
High risk of finding epithelial ovarian cancer >29.9
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Serum sample 1 2 3
No. of Repeats 20 20 20
Mean CA-125 (U/mL) 4.8 18.2 47.3
S.D (U/mL) 0.27 0.89 1.94
C.V (%) 5.6 4.9 471
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Serum sample 1 2 3
No. of Repeats 20 20 20
Mean CA-125 (U/mL) 3l 21.58 47.62
S.D (U/mL) 0.41 1.12 2.43
C.V (%) 5.6 5.2 5.1
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Sample | Added Exp. Obs.
No. | SO | Ut | uml | uim | % Rec
1 5.8 65.2 35.5 34.1 96
2 13.4 48.5 31 32.4 104.5
3 39.7 121.4 80.5 79.3 98.5

. Well Mean Conc.
Calibrators N oD oD (UmL)
Al 0.010
Cal. A B1 0014 0.012 0
C1 0.121
Cal.B D1 0.127 0.124 15}
E1 0.430
Cal.C = 0446 0.438 50
G1 0.902
Cal. D T} 0926 0.914 100
A2 1.605
Cal. E B2 1619 1.612 200
Cc2 2.673
Cal. F D2 2697 2.685 400
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