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Innovative Diagnostics

BILIRUBIN TOTAL (5+1)

PRODUCT CODE: BXC0192

BXC0192A

R1:3x112ml, R2:1x67ml
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Intra Assay — Within Run

OB o clile
R1 2,4-Dichloroaniline 2 mmol/I
Detergent 50 g/l
R2 Sodium Nitrite 6 mmol/I
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Sample Mean (mg/dl) SD (mg/dl) CV%
Control Serum 1 0.81 0.02 2.46
Control Serum 2 1.20 0.03 2.50
Control Serum 3 5.10 0.09 1.76
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Inter Assay — Between Run

Sample Mean (mg/dl) SD (mg/dl) CV%
Control Serum 1 0.85 0.03 3.52
Control Serum 2 1.00 0.04 4.00
Control Serum 3 5.10 0.10 1.96

Standard Sample
Reagent R1 1000 pl 1000 pl
Standard 50 pl
Sample - 50 pl
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Reagent R2 200 pl 200 pl
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Kit Contents: BXC0192A
R1 Sulfanilic Acid 3x112 ml
R2 Sodium Nitrite 1x67 ml
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For In Vitro Diagnostics Use Only
Lot Number
REF

Catalogue Number
Storage Temperature
Expiry Date (Year / Month)

Warning, Read Enclosed Documents

Instructions For Use

B-D K~

Manufactured By

S | i
Biorexfars Normal Human Assayed Control Cat No BXC0312C
Biorexfars Elevated Human Assayed Control Cat No BXC0312F
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1. Tietz NW Clinical Guide to Laboratory Tests 3™ Edition.

2. Friedman & Young Effects of Disease on Clinical Laboratory tests, 3™
Edn. AACC pres.

3. Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EPO5-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 EPO6-A.
Wayne,PA: Clinical and Laboratory Standards Institute; 2003.

7. 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.

8. Interference Testing in Clinical Chemistry; Approved Guideline-Second
Edition. CLSI document EP07-A2. Wayne,PA: Clinical and Laboratory
Standards Institute; 2005.
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Adult
0.3-1.2 mg/dI
Childeren
<1 month | 0.2-1.0 mg/dl
Neonates
Up to 24 Hours <8.8 mg/dl
Up to 48 Hours 1.2 -11.3 mg/dl
Up to 72 Hours 0.7-12.7 mg/dI
4-6 days 0.2-12.6 mg/dI
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Y =1.05(X) + 0.056 mg/dl; r = 0.998
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