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NaOH 200 mmol/I
Potassium Lodide 30 mmol/I
R1 Copper Sulphate 18 mmol/I
Sodium Potassium
Tartrate 32 mmol/l
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Intra Assay — Within Run
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Sample Mean (g/dl) SD (g/dl) CV%
Control Serum 1 5.5 0.08 1.45
Control Serum 2 7.2 0.05 0.69
Control Serum 3 10.1 0.09 0.89
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Inter Assay — Between Run
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Sample Mean (g/dl) SD (g/dI) CV%
Control Serum 1 5.3 0.1 1.88
Control Serum 2 7.4 0.09 1.21
Control Serum 3 10.5 0.15 1.42
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Reagent Blank Standard / Sample
Standard / Sample - 20l
Reagent R1 1000 pl 1000 pl
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Kit Contents: BXC0173A
R1 Biuret Reagent 4x125 ml
:g.é).c.o 0)‘5-0
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Alkaline PH
Cu?*+ Protein ————» Copper-Protein Complex (Blue-Violet Color)
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7. 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.

8. 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.

9. 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
Lot Number
REF

Catalogue Number
Storage Temperature
Expiry Date (Year / Month)

Warning, Read Enclosed Documents

Instructions For Use
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Biorexfars Normal Human Assayed Control Cat No BXC0312C
Biorexfars Elevated Human Assayed Control Cat No BXC0312F
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. Tietz NW Clinical Guide to Laboratory Tests 3 Edition
. Henry RJ, et al Clinical Chemistry Principles and Techniques Harper
& Row 2" Edition (1974)
. Young DS. Effects of drugs on clinical laboratory tests. AACC Press

4. Evaluation of Precision of Quantitative Measurement; Approved

Guideline-Third Edition. CLSI document EP05-A3. Wayne,PA: Clinical
and Laboratory Standards Institute; 2014.

5. Evaluation of Stability of In Vitro Diagnostics Reagents; Approved

Guideline. CLSI document EP25-A. Wayne,PA: Clinical and Laboratory
Standards Institute; 2009.

6. 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.

Jboy polio
Adult 6.6-8.7 g/dI
Children up to 6 years 5.6-8.5 g/dI
Neonates 5.3-8.9 g/dI
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Biorexfars Calibration Serum Cat No BXC0321A
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