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TSH conjugate 1x25ml 1x55ml 5 x 55 ml
Extraction buffer 1x 125 ml 1x125ml 1 x 500 ml
Washing Solution 1x35ml 2 x35ml 1 x 500 ml
Chromogenic substrate 1x55ml 1x55ml 1x250 ml

Zentech s.a. Blocking Reagent 1x30ml 2 %30 ml 1 x 250 ml
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NEONATAL TSH
Screening Elisu ussuy
Assay description

The TSH Screening ELISA is an enzyme immunoassay to quantitate human thyroid stimulating
hormone (TSH) using dried blood spots.

The TSH Screening ELISA is a sandwich ELISA. The strips are coated with an anti-TSH antibody
that capture TSH present in the sample. After incubation and a washing step to remove unbound
material, a monoclonal antibody anti-TSH conjugated to horseradish peroxidase (HRP) is added
and allowed to bind to TSH.

The following complex is formed : Mouse anti-TSH * TSH * Mouse anti-TSH-HRP conjugate

After a second incubation and a washing step, the immuno-complex is detected by reduction of
3.3'-5.5"-tetramethylbenzidine (TMB) by HRP. The development of a blue colour is directly pro-
portional to the amount of antigen in the sample or standard. The enzymatic reaction is stopped
by addition of sulfuric acid and absorbance at 450 nm is read using an ELISA microtiter plate
reader.

Analytical performances

Precision

The intra-assay imprecision has been tested with 3 samples containing various amounts of TSH
in 24 replicates.

TSH Concentrution

(u LU./mi) Stundurd Deviution CV (%)
V Vv Vv
9.8 0.6 6.04
26.5 1.2 4.60
45.0 2.2 491

The inter-assay imprecision has been tested in 9 separated assays with 3 samples containing
various amounts of TSH, each sample tested in triplicate.

TSH Concentrution

(p1.U./ml) Standard Devidtion CV (%)
NV A\ V
12.0 0.6 5.0
20.1 11 5.5
38.7 2.1 5.4
Recovery

Recoveries were performed using samples from the External Quality Control Program CDC.
3 samples were tested in 15 replicates.

Target value

(u LU./ml blood) Obtuined vulue Recovery
HCR 50% (u 1.U./ml blood) (%)
A4 vV Vv
13.9 15.5 111
21.9 25.1 115
43.5 44.4 102
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