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ALKALINE PHOSPHATASE
PRODUCT CODE : BXC0187

BXCO187A

R1:4x80ml, R2:1x80ml
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Sample Calibrator R1 Magnesium Sulfate 0.6 mmol/I
Sample 20 pl Preservative >0.1%
Calibrator - 20l R2 p-nitrophenyl phosphate 2 mmol/|
Working Reagent 1000 pl 1000 pl
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405 nm AA/min x 2757 Wyl S

PO0g b
ol (o Voo UJL CALP el b g, 0l
Yooas ;0 5 38, 50mied ey b V4T Gl 4 diged VL diged Coled a5 (6050 50

09y

H MLMA’
Aibee 0 U/l 6 pSosluil LB cullad J3los

HO-KY

el ey ) gl g G (MY 0 ) Gludl sl digas ) ooliiul b 50y 1SS

b Jplonn (63 o0lel 5 65 bl

a3l oo B pan oolal oS Bl gie

bl e gy oL il azy YoA (slos o el b b o b Co i

9 byl o)l 4y Bk ligizma solinul jI 3

Wglomo ST W )go &1 o plonil e

23595 ¥ ke (nl 093 Bpas G g bslie R1 Gpns 5l oon T L Ra GBpoe o)
el gl L Z il a3 ALY (slas

b igad 5 Il 9 Aiged
Olo Lol yen slowdly i

Kit Contents: BXC0187A
R1 Buffer 4 x 80 ml
R2 Substrate 1x 80 ml
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Intra Assay — Within Run

Sample Mean (U/L) SD (U/L) CV%
Control Serum 1 125 1.65 1.32
Control Serum 2 260 2.12 0.81
Control Serum 3 320 33 1.03
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Sample Calibrator
Sample 20 pl -
Calibrator - 20 ul
Reagent R1 1000 pl 1000 pl
98 48l aiBs ) 5l g 05,5 bele s> 4
Reagent R2 250 ul | 250 ul
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4-Nitrophenylphosphate+DEA ——p DEA-Phosphate + 4-Nitrophenol
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4. Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EPO5-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.

7. 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.

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 EP0O7-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 Calibration Serum Cat. No BXC0321A
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Biorexfars Normal Human Assayed Control Cat No BXC0312C
Biorexfars Elevated Human Assayed Control Cat No BXCO312F
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1. Tietz NW, Clinical Guide to Laboratory Tests, 3¢ Edition

2 .Henry RJ. Enzymes in Clinical Chemistry, Principles and Techniques
3. Young DS et al Clin Chem 18 1041 (1972)

Inter Assay — Between Run

Sample Mean (U/L) SD (U/L) CV%
Control Serum 1 128 1.88 1.46
Control Serum 2 265 2.65 1.0
Control Serum 3 330 3.75 1.13
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Men* Women*
20-29 Years 100-320 70-260
30-39Y 90-320 70-260
40-49Y 100-360 80-290
50-59Y 110-390 110-380
60-69 Y 120-450 110-380
>69Y 120-460 90-430
Child
1 day <600 U/L
2-5 days <553 U/L
6d -6 months <1076 U/L
7mth -1 Years <1107 U/L
2-3 Years <673 U/L
4-6 Years <644 U/L
7-12 Years <720 U/L
Men <617 U/L
13-17 Years Women <488 U/L
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*Clinical Guide to “LABORATORY TESTS” , Third Edition, Norbert W,
Tietz.
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Y=0.96(X)-2.17 U/L; r=0.99
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