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Manufacturer

Use-by date

Batch code

In vitro diagnostic medical
device

Catalogue number

Contains sufficient for tests

Temperature limit

Date of manufacture
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Reference:

1. Ryan, WG: Endocrine Disorders — A
Pathophysiologic Approach, 2nd Edition Year Book
Medical Publishers, Inc. 1980.

2. Burtis, C. A., Ashwood, E. R., & Bruns, D. E.
(2012). Tietz textbook of clinical chemistry and
molecular diagnostics. Elsevier Health Sciences.
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No. | Sample [ 22 | w4 [ 18 [ 116
(pg/mL) Bias %

1 1650 | 4.18 [ -2.87 | 1.32 [ 451
59.26 | -3.24 | -6.20 | 3.17 | -5.22
3 352.10 | 1.07 [ -2.30 | 4.38 | -4.64
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LOD = LOB + 1.645 SDs
LOB = Mean, + 1.645 SD»

(s: Diluted sample & b: Blank)
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean (pg/mL) 4.02 23.14 | 117.76
SD (pg/mL) 0.27 1.31 5.35
CV (%) 6.7 5.7 4.5

(Between RUN) yg5 s <B5 yg031- B85 oy g (¥

pr 8905 da Sl Jolo @l g pdgnsaas (2L L Heeim 28
L 0) 6,8y s S8 maw dw g glate slackale L

Dol sl Al cyp (G Cugs 0 0 digad 2 lp IS
2wl CVL13% ool cpl yo

Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean (pg/mL) 5.46 | 28.13 | 106.74
SD (pg/mL) 0.4 1.43 4.31
CV (%) 7.3 5.1 4
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NO. [ Sample | Added Exp. Obs. Rec.
(pg/mL) | (pg/mL) [ (pg/mL) | (pg/mL) %
1 5.2 106.4 55.8 57.4 102.9
2 5.2 41.4 23.3 22.9 98.3
3 41.4 106.4 73.9 75.8 102.6
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. Well Mean Value
Calibrators Nl oD oD (pg/mL)
Al 0.011
Cal. A B1 0.012 0.01 0
C1 0.055
Cal. B DL 0.070 0.06 15
E1l 0.124
Cal.C = 0132 0.12 30
Gl 0.363
Cal.D AL 0.383 0.373 100
A2 1.561
Cal. E B2 1581 1571 500
C2 2.670
Cal. F D2 5696 2.683 1500
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Normal Range (pg/ml)

15-65




