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Authorized representative in the
European community

u Manufacturer
Z Use-by date
Batch code

In vitro diagnostic medical device

C € European conformity
| RE F | Catalogue number
W Contains sufficient for tests
s L
A Temperature limit
@ Date of manufacture
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No. | Sample 12| 1/4 [ 18 [ 116
i (ng/mL) % Bias

1 8.11 0.8 1.2 2.6 3.7

2 21.58 1.1 1.4 -3 3.2

3 87.34 0.9 13 1.8 2.9
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Analyte Cross Reactivity (%)
Liver Ferritin 100%
Spleen Ferritin 100%
Heart Ferritin <1.0%
Hemoglobin <0.1%
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Normal Range (ng/mL)

Males 16 — 220
Females 10-124
Newborn 22 -220
1-2 Months 190 - 610
2 -5 Months 50 - 220
6 Months - 16 Years 10 - 160
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Ferritin (ng/mL) 10.12 54.04 | 186.48
SD (ng/mL) 0.66 2.72 7.45
CV (%) 6.5 5 4
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Ferritin (ng/mL) 9.56 42.17 204.62
SD (ng/mL) 0.67 2.19 9.27
CV (%) 7 5.2 4.5
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Sample Added Exp. Obs.
M. (ng/ngL) (ng/mL) (ng/nr::L) (ng/mt) | % Ree-
T | 1073 | 19867 | 1047 98.56 94.1
2 9.28 3358 | 2143 22.26 | 103.0
3 | 19656 | 2810 | 11237 | 11933 | 1062
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. Well Mean Conc.
Calibrator NUEEr oD oD (ng/mL)
Al 0.042
Cal. A BL 0.051 0.046 0
C1l 0.211
Cal.B D1 0197 0.204 10
E1 0.574
Cal.C = 0.609 0.591 50
Gl 1.063
Cal.D oL 1117 1.09 150
A2 1.831
Cal. E B2 1.849 1.84 400
Cc2 2.233
Cal. F D2 2311 2.272 800
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