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Use-by date
[LoT]

|VD In vitro diagnostic medical
device
OBL Own brand Labeling
;Z; Contains sufficient for tests
A 4 Temperature limit
& Date of manufacture
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1.Carpo L. Cushing syndrome: A review of
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2.Wilson 1D, Foster DW. (Editors) Williams
Textbook of endocrinology. 7th ED WB Saunders
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Sample 12| va [ 18 [ 116 Population Mornin Afternoon
No. | (ugrdL) % Bias e 9
1 8.2 38 25 23 11 Adult 5-23 pg/dL 3-13 pg/dL
2 12.6 3.2 2.8 19 -0.8 Child 3-21 pg/dL 3-10 pg/dL
3 24.1 2.6 -2.6 -2.2 1.3 Newla 1-24 pg/dL _
(Sensitivity) cowlus ow)p (0 . .
5 U byl

Limit of 4 Limit of Detection (LOD) _wlul , cuS comlus
Loplp g od acwlxe 3 Jge,d 5l eolizwl L Blank (LOB)

23,5 e /¥ pO/dL

LOD = LOB + 1.645 SDs
LOB = Meanb + 1.645 SDb

(s: Diluted sample & b: Blank)
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Analyte Cross Reactivity
Cortisol 1.0000
Androstenedione 0.0004
Cortisone 0.2300
Corticosterone 0.1800
11-Deoxycortisol 0.0550
Dexamethasone 0.0001
Progesterone 0.0002
17a-OH Progesterone ND
DHEA ND
Estradiol ND
Estrone ND
Danazol ND
Testosterone ND
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean (ug/dL) 3.98 8.77 19.1
SD (ug/dL) 0.24 0.47 0.95
CV (%) 6 5.3 5

(Between RUN) ;555 < (yg03T-cds oy (¥

P 893 Sl ol @l g pdgnaas (2L L e im 280
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2l CV<10%
Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean Cortisol (ug/dL) 4.53 9.51 21.1
S.D (ug/dL) 0.28 0.54 1.12
C.V (%) 6.2 5.6 5.3
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Sample Added Exp. Obs. o
No- ) uoidL) | (uodL) | (woidy) | ugrdn) | % Rec
1 3.8 11.4 7.6 7.88 103.7
2 6.2 14.9 10.55 10.25 97.1
3 12.6 23.2 17.9 18.2 101.7
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) Well Mean Conc.
Calibrators [ " OoD oD | (ug/dL)
Al 2.293
Cal. A BL 2467 2.380 0
C1 2.033
Cal.B D1 2175 2.104 1
El 1.536
Cal.C F1 1622 | 1°7° ¢
Gl 1.074
Cal.D H1 11g0 | 1% 1
A2 0.719
Cal. E B2 0745 | 0732 2
C2 0.341
Cal. F D2 0359 0.350 50
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