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Authorized representative in

the European community

u Manufacturer
g Use-by date
Batch code
In vitro diagnostic medical
M device

N
m

European conformity

REF Catalogue number
Contains sufficient for tests
a .

y Temperature limit

& Date of manufacture
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No. | Sample 12 | wa | w8 [ 1116
" | (ng/mL) % Bias

1 4.3 -1.9 2 7 0
2 13.7 28 | -1.6 1.2 -1.9
3 31.6 0.7 | 29 | -32 2.3
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Analyte Cross Reactivity (%)
progesterone 100.000

Androstenedione 0.158
170H-Progesterone 0.375
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
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LOB = Means + 1.645 SD»

(s: Diluted sample & b: Blank)
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Reference Interval (ng/mL)
Prepubertal Child

(1-10 Years) 0.07 - 0.52
Adult Man 0.13-1.22
Adult Woman
Follicular Phase 0.15-1.40
Luteal Phase 2-25
Postmenopausal 0-0.8

Pregnant Woman

First Trimester 7.25-90
Second Trimester 19.5-91
Third Trimester 49 — 422
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Serum Sample 1 2 3

No. of Repeats 20 20 20
Mean Progesterone (ng/mL) 1.34 | 27.23 85.1
S.D. (ng/mL) 0.06 1.15 3.65

C.V (%) 45 4.2 4.2
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Serum Sample 1 3 4

No. of Repeats 20 20 20
Mean Progesterone (ng/mL) 3.13 18.90 81.52
S.D. (ng/mL) 0.18 0.86 3.67

C.V (%) 5.7 45 45
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Sample | Added Exp. Obs.

N (ng/nF:L) (ng/mL) (ng/r’erL) (ng/mL) | 7ReC:
1 0.01 6.50 3.70 361 | 97.60
2 3.40 | 1832 | 1086 | 1046 | 96.3
3 11.13 87.21 49.17 49.32 100.3
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