biorexFars

Innovative Diagnostics

C-Reactive protein (CRP)

PRODUCT CODE: BXC0382

BXC0382A BXC0382B

R1:1x20ml, R2:1x5ml R1:1x80ml, R2:1x20ml
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Phosphate Buffered Saline pH 100mmol/!
R1 7.43
Polyethylene Glycol 60 g/l
Sodium Azide 0.95 g/
Phosphate Buffered saline pH 7.43
R2 Polyclonal goat anti-human CRP | variable
Sodium Azide 0.95 g/
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Kit Contents: BXC0382A BXC0382B

R1 Assay Buffer 1x20ml 1x80ml

R2 Antibody Reagent 1x5ml 1x20ml
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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.

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.

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
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Storage Temperature

Expiry Date (Year / Month)
Warning, Read Enclosed Documents
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ELb W~E[EE

Manufactured By

F S logil oliws Ho coliuwl
ol gsd 2l s camslin Seilogil iomin (6l 082w 31 gmmsg s o0liisl (gl b ymo

5L (g0 S9zge )l S Rl CS L (8 (i 5o lie gl o) Gl ools sl
Biorexfars CRP Calibrator BXC0327A

ORI
oslial bg; cnl 53 65 03l sl a5 (sl aliy £55 8 5 b By grazes 0, Khes () 2
osliiul g, ol como wali jslaie ay Jloyi of 5 Jlo i sla S p po 5l 4T 050 o0 dogi 00l
L0, S Gl eas asuie polie s3gaze 4 Wl sdel Cawdy @l awle
Biorexfars CRP Control Level 1 Cat No BXC0326A
Biorexfars CRP Control Level 2 Cat No BXC0326B
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1. Bablok Wetal. General Regression Procedure for Method Transformation. J Clin
Chem Biochem 1988; 26:783-790

2. Eda Setal. Development of a new microparticle-enhanced turbidimetric assay for
C-reactive protein with superior features in sensitivity and dynamic range. J Clin
Lab Anal 1998:12:137-144.

3. Greiling H, Gressner AM ed. Lehrbuch der Klinischen Chemie und
Pathobiochemie, 3. Auflage. Stuttgart/New York: Schattauer.
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Intra Assay — Within run

Sample Mean(mg/l) SD(mg/l) CV %
Control Serum 1 6 0.2 3.3
Control Serum 2 27 0.3 1.1
Control Serum 3 45 0.7 1.5

Inter Assay — Between Run

Sample Mean(mg/I) SD(mg/l) CV %
Control Serum 1 8 0.3 3.75
Control Serum 2 29 0.4 1.37
Control Serum 3 48 0.9 1.87
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