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Authorized representative in
the European community

Manufacturer

Use-by date

Batch code

In vitro diagnostic medical
device

BB 3

N
m

European conformity

REF Catalogue number
Contains sufficient for tests
. .
Y Temperature limit
&I Date of manufacture
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) (pg/mL) % Bias

1 135.6 2.8 1.1 2.7 19

2 155.4 3.1 2.2 1.1 3.4

3 187.3 1.6 15 13 | 25
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Cross

Al Reactivity
Androstenedione 0.0003
Dihydrotestosterone 0.0008
Cortisone <0.0001
Corticosterone <0.0001
Cortisol 0.0004
Estriol <0.0001
DHEA-S <0.0001
Estrone <0.0001
Testosterone <0.0001
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LOB = Means + 1.645 SDs

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

Females (Follicular Phase) 9-175
Females (Luteal Phase) 44 - 196
Females (Periovulatory) 107 - 281

F (Treated Menop ) 42 - 289
Females (Untreated Menopausal) ND - 20
Females (Oral Contraceptives) ND - 103
Males 4-94
« ND: Not Detectable
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Serum Sample 1 2 B

No. of Repeats 20 20 20
Mean Estradiol (pg/mL) 374 138.2 234.0
SD (pg/mL) 2.0 6.4 10.3

CV (%) 53 4.6 4.4
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Estradiol (pg/mL) 25.9 114.1 216.3
SD (pg/mL) 1.4 5.6 9.9
CV (%) 5.4 4.9 45
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Sample Added Exp. Obs.
No. | pamb) | aimb) | (aimb) | ami) | %Rec
1 23.3 31.5 27.4 26.5 96.7
2 15.4 42.2 28.8 29.2 101.4
3 58.0 114.6 86.3 89.0 103.1
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. Well Mean Conc.
Calibrator [\ "o oD oD (pg/mL)
AL 2.264
cal. A o S5a| 2255 0
C1 1.857
Cal. B D1 ez | 8% 2
E1 1.436
cal.C = Tar| 1424 100
GL 1.010
Cal.D 1 0.998 1.004 250
A2 0.735
cal.E e o71e| 0725 500
2 0.491
cal.F = oase| 0463 1500
E2 0.394
Cal.G =) 0.376 0.385 3000
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