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Pipes Buffer 50 mmol/I
Cholesterol Oxidase > 100 U/I
R1 Cholesterol Esterase > 150 U/I
4-aminoantipyrine 0.3 mmol/I
Peroxidase > 800 U/I
Phenol 6.0 mmol/I
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Reagent Blank Standard / Sample
Standard / Sample - 10 pl
Reagent R1 1000pl 1000p!

HO-RY
Intra Assay — Within Run
Sample Mean (mg/dl) SD (mg/dl) CV%
Control Serum 1 115 1.6 1.39
Control Serum 2 127 1.2 0.94
Control Serum 3 230 1.05 0.45
Inter Assay — Between Run
Sample Mean (mg/dl) SD (mg/dl) CV%
Control Serum 1 120 1.71 1.42
Control Serum 2 130 1.31 1.00
Control Serum 3 232 1.15 0.49
iJboy polio
Desirable <200 mg/dl
Borderline High Risk 200-239 mg/dI
High Risk >240 mg/d|
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Kit Contents: BXC0261A

R1 Reagent 4x125 ml
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Cholesterol ester + H.0 —HE >, Cholesterol + fatty acid
Cholesterol + 0, -€HQ p.  Cholesterol-3-one + H,0;
2 H,02 + 4-aminoantipyrine + phenol % Quinoneimine + 4H,0:
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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 EPO7-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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Tietz NW Clinical Guide to Laboratory Test 3™ Edition
Richmond N Clin. Chem 1973; 19: 1350-1356
Recommendations for improving Cholesterol Measurement; A
report from the Lab, Standardization Panel of the National
Cholesterol Education Program NIH Publication No 90-2564, Feb
1990
Trinder P Annals of Clinical Biochemistry. 1969
Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EP05-A3. Wayne,PA: Clinical
and Laboratory Standards Institute; 2014.
Evaluation of Stability of In Vitro Diagnostics Reagents; Approved
Guideline. CLSI document EP25-A. Wayne,PA: Clinical and Laboratory
Standards Institute; 2009.
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.
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.
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Cholesterol
Triglycerides <200 mg/dI No
Yes

Cholesterol 200-300 mg/dI If HDL-CHOL

<35 mg/dI
Cholesterol >300 mg/dI Yes
Triglycerides >200 mg/dI
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Biorexfars Calibration Serum cat. No BXC0321A
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Biorexfars Normal Human Assayed Control Cat No BXC0312C
Biorexfars Elevated Human Assayed Control Cat No BXC0312F
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