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HOR-RY
Intra Assay — Within Run
Sample Mean(mg/L) SD(mg/L) CV%
Control 1 24.4 0.38 1.55
Control 2 41.0 0.65 1.58
Control 3 88.0 0.86 0.97
Inter Assay — Between Run
Sample Mean(mg/L) SD(mg/L) CV%
Control 1 25.5 0.77 3.01
Control 2 42.3 1.02 2.41
Control 3 89.2 1.1 1.23
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Polyethylene Glycol 6 % w/v

R1 Tris/HCI Buffer pH 7.6 | 20 mmol/I
NaCl 150 mmol/I
Anti (Human) Albumin

R2 Tris/HCI Buffer pH 7.6 20 mmol/I
NaCl 154 mmol/I
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Standard Sample
Reagent R1 1000 pl 1000 pl
Standard 60 pl -
Sample --- 60 pl
(A1) 59 odilgs (5,99 i aiBo O 5l am g 03,5 boglse
Reagent R2 I 200 pl 200 pl
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Kit Contents: BXC0471A BXC0471B
R1 Assay Buffer 1x20ml 1x85ml
R2 Antibody Reagent 1x4ml 1x17ml
Calibrators 5x1ml 5x1ml
Controls 2x1ml 2x1ml
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CLSI document EP17-A2. Wayne,PA: Clinical and Laboratory
Standards Institute; 2012.

8. 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

Catalogue Number

Storage Temperature

Expiry Date (Year / Month)
Warning, Read Enclosed Documents

Instructions For Use
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Biorexfars Microalbumin Control Level 1 Cat No BXC0328A

Biorexfars Microalbumin Control Level 2 Cat No BXC0328B
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1.  Elving, LD et al (1989) clin Chem: 35:2; 308.

2.  Bakker AJ (1988) 34:1:82
3. 4. Evaluation of Precision of Quantitative Measurement; Approved

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

4.  Evaluation of Stability of In Vitro Diagnostics Reagents; Approved
Guideline. CLSI document EP25-A. Wayne,PA: Clinical and
Laboratory Standards Institute; 2009.

5. 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.

6. Evaluation of the Linearity of Quantitative Measurement
Procedures: A Statistical Approach; Approved Guideline. CLSI
document EP06-A. Wayne,PA: Clinical and Laboratory Standards
Institute; 2003.

7. Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline-Second Edition.
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Adult

<30 mg/24h

Children

<23 mg/24h

Random

<20 mg/|
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Y =1.28(X) +0.86 mg/I; r = 0.993
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Biorexfars Microalbumin Calibrator series cat. No BXC0320A (5x1ml)
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