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Assay

hclgG
hcProtein
hslgG
hsProtein

LDH

Unit 1
mmol/L
mmol/L
mmol/L
mmol/L
mmol/L

mol/L
mmol/L
mmol/L
mmol/L
mmol/L
mmol/L
g/L
g/L
mg/L
g/L

mol/L
mmol/L
U/L
mmol/L
mmol/L
mmol/L
mmol/L
mmol/L

Min
0.33
0.2
0.1
40
0.8
4
2.17
0.22
0.1
0.5
0.02
1.75
2
8
0.05
4
0.4
15
0.2
0.36
2
10
0.1

Max
21.65
10
5
170
19.4
79
75.95
22.2
10.2
10.2
27
35
150
300
3
179
62
1200
2.05
9.69
8
180
11.3

Unit 2
g/L
mg/L
mg/L
g/L
g/L
mg/L
g/L
g/L
g/L
g/L
g/L
-
-
-
-
mg/L
g/L
-
mg/L
mg/L
mg/L
g/L
mg/L

Min
0.02
3.4
4
1.42
0.3
0.25
0.1
0.04
0.015
0.073
0.002
-
-
-
-
0.22
0.04
-
5
11.15
7.82
0.23
10

Max
1.3
170
200
6.03
7.5
5
3.5
4
1.5
1.49
2.5
-
-
-
-
10
5.58
-
50
300
32.28
4.14
1000

Accuracy
7.5%
10.0%
7.5%
7.5%
7.5%
5.0%
5.0%
7.5%
7.5%
10.0%
5.0%
10.0%
7.5%
10.0%
7.5%
7.5%
10.0%
5.0%
10.0%
7.5%
7.5%
7.5%
5.0%

hc IgG hc Protein hs IgG hs Protein LDH



kg

cm

h



ConSta
Particle Concentration Standard
Nominal Concentration: 1M beads/ml
Particle dimensions: 10um
Content: 6.5ml

LinSta
Linearity standards for System Suitability
Nominal Concentration: 0.5/1/2.5/5/7.5M beads/ml
Particle dimensions: 4-17um
Content: 20ml

4Bio Beads Roche Cedex Roche CedexHires OMNI Life Science CASY

FocSta
Certified particle suspension
Nominal Concentration: 2.5M beads/ml
Particle dimensions: 7-14um
Content: 6ml

ViaSta
Batch certified Viability Standard
Oprical viability level: 100%, 80%, 
60%,30%
Particle dimensions: 7-14um
Content: 10ml

21 CFR part 11
Audit Trail
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