biorexfars

IMMUNOGLOBULIN A (IgA)

PRODUCT CODE : BXC0701

BXCO0701A BXC0701B BXC0701D
R1:1x20ml R1:1x83.3ml R1:2x20 ml
R2:1x4ml R2:1x16.7ml R2:2x4 ml
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phosphate Buffer pH 7.43 100 mmol/I
Rl Polyethylene glycol 60 g/l
NaCl 8.9 g/l
Sodium Azide 0.95 g/l
Anti-human IgA 20 % v/v
R2 phosphate Buffer pH7.43 100 mmol/I
NaCl 8.9 g/l
Sodium Azide 0.95 g/|

Standard Sample
Reagent R1 250 pl 250 pl
Standard 2l
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Dilution 1 2 3 4 5 6
Calibrator (pl) -- 10 20 40 60 80
NaCl 9 g/I (pl) 80 70 60 40 20 --
Factor 0.0 0.125 | 0.25 0.5 0.75 1.0

Intra Assay — Within Run

Sample Mean(mg/dI) SD(mg/dl) CV %
Control Serum 1 160 6.8 4.25
Control Serum 2 340 8.6 2.52
Control Serum 3 460 8.3 1.80
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Kit Contents: BXCO0701A BXC0701B BXC0701D
R1 Buffer 1x20ml 1x83.3ml 2x20ml
R2 Antibody Reagent 1x4ml 1x16.7ml 2x4ml
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Preanalytical Variabled. Broschiire in: Samples: From the Patient to
the Laboratory. Darmstadt: GIT-Verlag, 1996

5. Dati, F. etal., Lab. Med. 13,87(1989)

6. Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EP05-A3. Wayne,PA: Clinical
and Laboratory Standards Institute; 2014.

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

8. 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.

9. Evaluation of the Linearity of Quantitative Measurement Procedures:
A Statistical Approach; Approved Guideline. CLSI document EP0O6-A.
Wayne,PA: Clinical and Laboratory Standards Institute; 2003.

10. 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.

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 Specific Protein Calibrator Cat No BXC0646B
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Chemie and the Verband der Diagnostica-Industrie e.V. (VDGH). Clin
Lab 1995;41:743-748
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Inter Assay — Between Run

Sample Mean(mg/dl) SD(mg/dl) CV%
Control Serum 1 165 7.3 4.42
Control Serum 2 350 9.2 2.62
Control Serum 3 462 10.1 2.18

:Jboy polio
Neonates
< 1month 7-94 mg/dl
1-12 month 10-131 mg/dI
Child
1-3 years 19-220 mg/dI
4-5 years 48-345 mg/dI
6-7 years 41-297 mg/dl
8-10 years 51-297 mg/dl
11-13 years 44-395 mg/dI
Adults
70-400 mg/dl|
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Y=0.92(X) + 18.5mg/dl; r=0.98

H E KU PGP PR N

Ko mg/dl g, o e B ls sne JS05 pae topmigy (ol
B - mg/dl uglSgen clale b Sosine S5l pus il god

A mg/dl s e dS s 5 cble U s sxe J3105 pas thuond
i oaslie (ol dilate sayay Feo e ME/dl cbale b Liolesl ol o

Revision NO.07 — 1399.09.01

BXC0701—IgA | Page 2 of 2
VY SYVAVANYY : ST s YV-FVAVOVYS : il s alsl
info@biorexfars.ir : J!



mailto:info@biorexfars.ir

