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Authorized representative in the
European community

‘ Manufacturer
g Use-by date
LOT Batch code

In vitro diagnostic medical
device

C € European conformity
|REF| Catalogue number
W Contains sufficient for tests
A a Temperature limit
& Date of manufacture
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No. | Sample 12 | wa | 18 | 116
" | (ng/mL) % Bias

1 0.94 -1.8 2.1 22 | -33

2 3.56 2.1 2.4 29 | -35

3 5.19 2.4 2.5 2.7 2.4
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Analyte Crogs_ Concentration
Reactivity
L-Thriiodothyronine 1 -
L-Thyroxin <0.0002 10 pg/mL
lodothyrosine <0.0001 10 pg/mL
Diiothyrosine <0.0001 10 pg/mL
Diiodothyronine <0.0001 10 pg/mL
Phenylbutazone <0.0001 10 pg/mL
Sodium Salicylate <0.0001 10 pg/mL
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LOD = LOB + 1.645 SDs

LOB = Mean, + 1.645 SDp

(s: Diluted sample & b: Blank)
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Normal Range For Euthyroid Adults

0.52 — 2.1 (ng/mL)
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean T3 (ng/mL) 0.85 3.2 5.8
SD (ng/mL) 0.04 0.14 0.25
CV (%) 4.7 4.4 4.3
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2l CV<10%
Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean T3 (ng/mL) 0.74 3.8 6.3
SD (ng/mL) 0.04 0.17 0.28
CV (%) 5.4 4.5 4.4
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No Sample Added Exp. Obs. % Rec.
“ | (ng/mL) | (ng/mL) | (ng/mL) | (ng/mL)
1 1.7 3.5 2.6 2.7 103.8
2 4.1 5.3 4.7 4.6 97.9
3 0.9 3.89 2.4 2.5 104.2
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. Well Mean Conc.
Calibrators | \ ' oD oD (ng/mL)
Al 2.274
Cal. A BL 2340 2.307 0
Cc1 1.598
Cal. B D1 1.704 1.651 0.5
E1l 1.244
Cal.C = 1320 1.282 1
G1 0.736
Cal.D H1 0.792 0.764 25
A2 0.483
Cal. E B2 0519 0.501 5
C2 0.380
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