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B,-Microglobulin
PRODUCT CODE : BXC0090

BXCO090A

R1:1x20ml R2:1x5ml
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Phosphate Buffer pH 7.4 100 mmol/I
R1 Polyethylene glycol 60 g/l
NaCl 150 mmol/I
Sodium Azide 0.95 g/I
Anti-human B,M 20% v/v
R2 Phosphate Buffered saline pH7.4 80 mmol/I
Sodium Azide 0.95 g/l
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Standard Sample
Reagent R1 1200 pl 1200 pl
Standard 10 ul
Sample 10 pl
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ReagentR2 | 300 pl 300 pl
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Dilution 1 2 3 4 5 6
Calibrator (pl) -- 10 20 40 60 80
NaCl 9 g/l (ul) 80 70 60 40 20 -
Factor 0.0 0.125 | 0.25 0.5 0.75 1.0

Intra Assay — Within Run
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Sample Mean(mg/l) SD(mg/l) CV %
Control Serum 1 1.1 0.09 8.18
Control Serum 2 3.4 0.1 2.94
Control Serum 3 7.8 0.09 1.15
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Kit Contents: BXC0090A
R1 Buffer 1x20ml
R2 Antibody Reagent 1x5.0ml
Calibrator 1x0.5ml
Controls 2x0.5ml
Nacl 0.9% 1x10ml
Zt.é)»d-o 0)‘9.0

(Sl s 53 (5251575 S0 B (o5 (s

doddo
oS goba y3 a5 aBk (oo (Olls VAL ) S8 olid Hugn o dpalSs See V-l
Loy (ogat 4 g 058 (oo S8b iz gl Cldigis g b eyl 2 4l sl
@ ol 50 035 e w0 S (oo ST s S @ (5905 sle sk 5 B slacodsid
OIS 5l a8 nle Sl 3 il b e @ 5 05 (o0 y508 (JposlS sl 5l o,
eras 4) b st 5 Sl ¢ galS oLl s g cnl I Sgd S8l g
o 25T i Jole o BoM Loslos Lille 5 58,5 oo sanlice (B (gls codsid L s o
2ot ST G Jelss 5l 0 0055550 ¥l meS palie s oS anl (oo slael 250
Iy GIR la e BaM (gop o 4l gy 55 3)lge )0 eimes 358 (0 4SS

S

Y9y

S Fror i g

st o ool
4 STy opl a5 AiS o wShaS olowl diged 0 35250 BaM L BoM (y5g 5 a5 g0l ]

Sy o0 (65 o3Il w D)gaS O jee

Revision NO.01 - 1400.10.01

BXC0090- B,M | Page 10of2
YV SYVAVONYY : SB -VA-YYAVONYS : s s a8

info@biorexfars.ir : J.!




bioreyfars
B,-Microglobulin
PRODUCT CODE : BXC0090

BXCO090A

R1:1x20ml R2:1x5ml

Dg (6o ol il a0 ALY glos o

Jaazo soliiw! Joxdlygiaws

P b3l G o gl kit

UL UnS L

WSKB)S*" -B>

BXCO0090 : Jguazxo 05

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 EP06-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 EP0O7-A2. Wayne,PA: Clinical and Laboratory
Standards Institute; 2005.

For In Vitro Diagnostics Use Only
LoT Lot Number

Catalogue Number
Storage Temperature
Expiry Date (Year / Month)

Warning, Read Enclosed Documents

Instructions For Use
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Biorexfars B,Microglobin Controls BXCO090A
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1. Bablok W et al. General Regression Procedure for Method
Transformation. J Clin Chem Biochem 1988; 26:783-790
2. Consensus values of the Deutsche Gesellschaft fiir
Laboratoriumsmedizin, the Deutschen Gesellschaft fir Klinische
Chemie and the Verband der Diagnostica-Industrie e.V.
(VDGH). Clin Lab 1995;41:743-748
3. Evaluation of Precision of Quantitative Measurement; Approved
Guideline-Third Edition. CLSI document EP05-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.

Inter Assay — Between Run

Sample Mean(mg/l) SD(mg/l) V%
Control Serum 1 1.4 0.1 7.14
Control Serum 2 3.6 0.15 4.16
Control Serum 3 7.9 0.17 2.15
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Y =0.99 (X) -0.4 mg/l; r=0.99

i Z U PG R PR

Yo mg/dl gy o clale B ls ime S35 pae topmgy S

O mg/dl oglSsen clale b o e S35 pac 1yl god

Aee mg/dl gy S o 5 clale b s me S35 poe o

A e ol 35 s 3y, 50 Y sle clale o (RF) ausileg, ,52518

t Silogil oliws o oolaiwl

Al oo b Sbegil Gromiw gl oiws l pmwy b ooliiul (gl By )
o0 57 ge b S b B8 8 b iy 58 Gilike sla 0 )5 glp ol sla Jeallgtns
sl

Biorexfars B,Microglobin Calibrator Cat No BXCO090A
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