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Authorized representative in
the European community

u Manufacturer
g Use-by date
Batch code

IVD In vitro diagnostic medical
device
c € European conformity
|RE Fl Catalogue number
W Contains sufficient for tests
. h
A Temperature limit
&I Date of manufacture
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- Sample 12 | 1/4 [ 18 T 1116
" | (ng/mL) % Bias
1 0.9 1.6 2.5 2.9 3.8
2 2.7 0.8 2.1 2.4 3.4
3 4.9 1.6 2.4 2.7 -3
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Analyte Cross Reactivity
DHEA-S 1.0000
DHEA 0.0004
Androstenedione 0.0003
Dihydrotestosterone 0.0008
Cortisone <0.0001
Corticosterone <0.0001
Cortisol 0.0004
Spirolactone <0.0001
Estriol <0.0001
Estradiol <0.0001
Estrone <0.0001
Testosterone <0.0001

(Sensitivity) cowbus ow)y (8

Limit of 5 (LOD) Limit of Detection _.lul , <o colus
CS b oply g ol vl pj Jge,s 5l eslaxwl L (LOB) Blank
20,8 pns o+ 0 pg/mL

LOD = LOB + 1.645 SDs
LOB = Mean, + 1.645 SDp

(s: Diluted sample & b: Blank)
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Normal Range (ug/mL)

Males 0.06 — 4.58
Females 0.03-5.88
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean DHEA-S (ug/mL) 0.73 2.33 6.26
SD (ug/mL) 0.04 0.11 0.31

CV (%) 5.4 4.7 4.9
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ol

Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean DHEA-S (ug/mL) 0.68 3.49 5.39
SD (ug/mL) 0.05 0.22 0.27

CV (%) 7.3 6.3 5
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Sample Added Exp. Obs. o
No- | gimb) | @omb) | @omb) | @oimy) [ *ReC
1 0.7 2.5 1.6 (85 94
2 3.6 4.1 3.8 &7 97.3
3 1.7 4.9 3.3 g5 106
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. Well Mean Conc.
Calibrators NUliDE oD oD (ug/mL)
Al 2.478
Cal. A Bl 2510 2.494 0
C1 1.756
Cal. B D1 1771 1.763 0.2
E1l 1.143
Cal.C = 1152 1.147 1
Gl 0.768
Cal. D ) 0774 0.771 2
A2 0.532
Cal. E B2 0541 0.536 4
C2 0.312
Cal. F D2 0304 0.308 8
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