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Cat. No: 2734-96 / Rev: A2 (1402/09/25)
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u Manufacturer
g Use-by date
LOT Batch code

H
o

In vitro diagnostic medical
device

OBL

Own brand Labeling

Contains sufficient for tests

Temperature limit

Analyte Cross Reactivity (%)

170-OH Progesterone 100.000
progesterone 0.375
Androstenedione 0.158
Cortisone 0.014
Corticosterone 0.347
Cortisol 0.005
Danazol 0.003
Dihydrotestosterone 0.006
DHEA sulfate 0.002
Estradiol 0.004
Estrone 0.003
Estriol 0.002
Prednisone 0.023
Testosterone 0.015

RF <0.001
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean 17-OHP (ng/mL) 0.56 1.26 4.21
SD (ng/mL) 0.04 | 0.08 | 0.22

CV (%) 7.1 6.3 5.2
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Sample Added Exp. Obs.
. (ng/ngL) (ng/mL) (ng/npnl_) (ng/mt) | % Rec
1 0.46 2.58 152 1.47 96.7
2 168 271 3.19 3.28 102.8
3 3.49 6.23 4.86 271 96.9
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No. | Sample 12 | wa | wus [ 1116
’ (ng/mL) % Bias

1 1.50 -1.0 2.4 0.8 2.8

2 3.11 -1.5 2.3 -3.9 -1.5

3 4.64 3.0 2.7 1.0 -3.6
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. Well Mean Conc.
Calibrators [ "o 0D oD (ng/mL)
Al 2.493
Cal. A B1 2597 2.545 0
Cc1l 2.247
Cal. B D1 2299 2.273 0.1
E1 1.648
Cal.C = 1686 1.667 0.5
G1 1.251
Cal.D I 1292 1.271 1
A2 0.798
Cal. E B2 0.820 0.809 2.5
Cc2 0.289
Cal. F D2 0.306 0.297 10
Cal. G E2 0.154 0.161 20
F2 0.168
3
2.5 1
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17-OHP Concentration (ng/mL)
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Normal Range (ng/mL)

Prepubertal Child (1-10 years) 0.2-0.8
Adult Man 0.2-3.1
Follicular Phase (Adult Woman) 04-1.51
Luteal Phase (Adult Woman) 1-451
Postmenopausal woman 0.2-0.9
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean 17-OHP (ng/mL) 1.82 3.42 | 6.84
SD (ng/mL) 0.10 | 0.16 | 0.29

CV (%) 5.5 4.7 4.2




