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

device

ce€
|REF|

European conformity

Catalogue number

Contains sufficient for tests

Temperature limit

Date of manufacture
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Cross .
Analyte Reactivity Concentration
Acetylsalicylic Acid 1 100 pg/mL
Ascorbic Acid <0.0001 100 pg/mL
Caffeine <0.0001 100 pg/mL
AFP <0.0001 10 pg/mL
PSA <0.0001 1.0 pg/mL
CA-125 <0.0001 10.000 U/mL
hCG <0.0001 1000 IU/mL
hLH <0.0001 10 IU/mL
hTSH <0.0001 100 miU/mL
hPRL <0.0001 100 pg/mL

(Hook Effect) s» il o)y (F
aizi osalie Ser bl g oS owypn #ee - NG/ML cdale 5 CEA

(Sensitivity) cowlus cwyyp (Y

Limit (LOB) 4 Limit of Detection (LOD) _ulul , <uS cowlus
VY NG/ML L ol g o acwle 55 Jgeyd 5l eoliial L of Blank
23,5 s

LOD = LOB + 1.645 SDs
LOB = Meany + 1.645 SDy

(s: Diluted sample & b: Blank)
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean CEA (ng/mL) 4.36 8.90 14.21
SD (ng/mL) 0.24 | 041 0.62

CV (%) 615) 4.6 4.4
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2l CV<10%
Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean CEA (ng/mL) 3.52 9.83 18.30
SD (ng/mL) 0.24 | 053 0.92
CV (%) 6.8 5.4 5.0
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Sample Added Exp. Obs.
N (ng/rgL) (ng/mL) (ng/r?qL) (ngimL) | "0 Rec
1 4.92 8.10 6.51 6.46 99.2
2 735 1761 | 1248 12.13 97.2
3 | 1192 | 2670 | 1931 | 2015 | 1043
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i (ng/mL) % Bias

1 18.90 2.9 -0.5 207 2.0

2 2352 1.2 0.6 1.4 2.3

3 36.31 3.6 35 0.8 0.5

. Well Mean Conc.
CalliEir Number o oD (ng/mL)
Al 0.056
Cal. A Bl 0.050 0.053 0
C1 0.138
Cal.B DL 0127 0.132 5
El 0.214
Cal.C F1 0.233 0.223 10
G1 0.450
Cal. D i 0.466 0.458 25
A2 0.748
Cal. E B2 0.792 0.770 50
c2 2.276
Cal. F D2 2308 2.302 250
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Normal Range (ng/mL)
Non-smokers <5
Smokers <10




