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Manufacture

Use-by date

Batch code

In vitro diagnostic medical
device

Own brand Labeling

Contains sufficient for tests

Temperature limit

Date of manufacture
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Analyte Cross 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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LOD = LOB + 1.645 SDs
LOB = Meany + 1.645 SDy

(s: Diluted sample & b: Blank)
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Estradiol (pg/mL) 36.31 125.23 | 200.15
SD (pg/mL) 1.96 5.55 7.21
CV (%) 5.3 4.4 3.6
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el CV<11.2%
Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Estradiol (pg/mL) 22.32 104.17 212.14
SD (pg/mL) 1.21 5.54 9.21
CV (%) 5.4 5.3 4.3
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. Well Mean Conc.
Calibrator NUGoEn oD oD (pg/mL)
Al 2.233
Cal. A B1 2251 2.242 0
C1 1.791
Cal.B DL 1801 1.796 20
E1l 1.416
Cal.C = 1420 1.418 100
G1 1.112
Cal.D oL 1012 1.062 250
A2 0.763
Cal. E B2 0749 0.756 500
c2 0.485
Cal. F D2 0471 0.478 1500
E2 0.382
Cal.G 2 0389 0.386 3000
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Sample Added Exp. Obs.
No. % Rec. Normal Range /mL
(pg/mL) | (pg/ml) | (pgimi) | (pg/mi) | * ge (pg/mt)
1 27.01 12.88 19.94 19.51 97.8 Females (Follicular Phase) 9-175
2 12.21 51.11 31.66 31.85 100.6
3 | 5432 28.33 4132 20,67 98.4 el (sl Fliese) 44-196
R B . _ Females (Periovulatory) 107 - 281
(Linearity) (o9 (chs 903l @b 5l () (o (F
| n (o | Females (Treated Menopausal) 42 - 289
S P W5 slacd; 53 Jpoly ol o® Females (Untreated Menopausal) ND - 20
el e pd Jlae al o pSeslail eSS pog (as s Females (Oral Contraceptives) ND - 103
ol Bias<10% . i loj! Males 4-94

No. | Sample 12 [ usa [ 18 [ 1116
" | (pg/mL) % Bias

1 131.09 3.1 2.8 -1.9 -1.6

2 146.36 3.2 -2.3 -1.5 -3.9

3 165.12 -1.8 2.2 2.4 2.6

* ND: Not Detectable



