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BXCO0741A

R1:1x40ml, R2:1x8ml
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R1 Phosphate buffered saline pH 7.43 100 mmol/I
Sodium azide 0.95 g/|

R2 Anti-human Transferrin Antibody 20 % v/v
Sodium azide 0.95 g/l

Standard Sample
Reagent R1 250 pl 250 pl
Standard 2l
Sample --- 2 ul
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TIBC(ug/dl) = Transferrin (mg/dl) x 1.27
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Dilution 1 2 3 4 5 6
Calibrator (pl) -- 10 20 40 60 80
NaCl 9 g/l (ul) 80 70 60 40 20 -
Factor 0.0 0.125 | 0.25 0.5 0.75 1.0
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Intra Assay — Within Run
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Sample Mean(mg/dl) SD(mg/dl) CV %
Control Serum 1 190 3.9 2.05
Control Serum 2 250 4.2 1.68
Control Serum 3 410 5.1 1.24

Kit Contents: BXC0741A
R1 Buffer 1x40ml
R2 Antibody Reagent 1x8.0ml
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6.  Evaluation of Stability of In Vitro Diagnostics Reagents; Approved
Guideline. CLSI document EP25-A. Wayne,PA: Clinical and
Laboratory Standards Institute; 2009.

7. Measurement Procedure Comparison and Bias Estimation Using
Patient Sample; Approved Guideline-Third Edition. CLSI document
EP09-A3. Wayne,PA: Clinical and Laboratory Standards Institute;
2013.

8. Evaluation of the Linearity of Quantitative Measurement
Procedures: A Statistical Approach; Approved Guideline. CLSI
document EPO6-A. Wayne,PA: Clinical and Laboratory Standards
Institute; 2003.

9. Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline-Second Edition.
CLSI document EP17-A2. Wayne,PA: Clinical and Laboratory
Standards Institute; 2012.

10. Interference Testing in Clinical Chemistry; Approved Guideline-
Second Edition. CLSI document EP07-A2. Wayne,PA: Clinical and
Laboratory Standards Institute; 2005.

For In Vitro Diagnostics Use Only
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Biorexfars Specific Protein Control BXC0641A
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1. Bablok W et al. General Regression Procedure for Method
Transformation. J Clin Chem Biochem 1988; 26:783-790

2. Buffone GJ, Lewis SA, Josefsohn M et al. Chemical and immuno-
chemikal measurement if total uron-binding capacity compared.
Clin Chem 1978: 24:1788-1791

3. Consensus values of the Deutsche Gesellschaft fir
Laboratoriumsmedizin, the Deutschen Gesellschaft fiir Klinische
Chemie and the Verband der Diagnostica-Industrie e.V. (VDGH).
Clin Lab 1995;41:743-748

4.  Gottschalk R. Evaluation ot total iron binding capacity and
transferrin  determination under several clinical conditions.
Publication in preparation.

5. Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EP05-A3. Wayne,PA:
Clinical and Laboratory Standards Institute; 2014.

Inter Assay — Between Run

Sample Mean(mg/dl) SD(mg/dl) CV %
Control Serum 1 195 4.1 2.10
Control Serum 2 258 4.9 1.89
Control Serum 3 415 5.5 1.32
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