IgG (Serum), AU400/AU400¢
System Reagent: OSR6x172

—~

Reagent ID: 172

Specific Test Parameters

General [LiH [ISE [Range |
Test Name: | IgG |v <1 [>] Type: v Operation: | Yes |V
Sample: Volume 2 |pL Dilution 0 |pL Pre-Dilution Rate:
Reagents:  R1 Volume 110 |uL Dilution | 190 fuL Min OD Max OD
R2 Volume uL  Dilution pl L] HL ]
Reagent OD limit:
Wavelength: Pri. vV  Sec. \% First L First H
Method: v LastL Last H
Reaction slope: \Y Dynamic Range:
Measuring Point 1:  First |I| Last L[ 750 | H[ _3000* |
Measuring Point 2:  First |I| Last Correlation Factor:
Linearity: [ 1% A1 ] B[ 0 ]
No Lag Time: |:| \Y On-board stability period:
Calibration Specific
General  [ISE |
TestName: | 196 v [ <] [ > ] Type v
Calibration Type:[ 5AB_|v  Formula: vV Counts:[ # | Process: v
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: | t | [ -01 2.5
Point 2: # 1 -0.1 2.5
Point 3: # i -0.1 2.5
Point 4: # i -0.1 2.5
Point 5: | | [+ | [ o1 | [ 25 |
Pointe: [ ] I | | | | | | |
Point7: [ ] I | | | | |
1-Point Cal. Point: |:| [0 with CONC-0 Slope Check Vv Advanced Calibration: \Y
MB Type Factor: Calibration Stability Period:
[ Data Check Parameters
Test Name: e Type

Logic Check-1

Check Point-1: 11
Check Point-2: 15
Check Point-3: 20
Decision Value-1 [ 0.0000
Decision Value-2 | 0.7000
Decision Value-3 | 0.1500
Limit Point 1: 11
Limit Point 2: 27

[ ] Logic Check-2

[ ] Logic Check-3

Check Point-1:
Check Point Interval:
Decision Value-1:
Decision Value-2:
Limit Point 1:

Check Point-1:

Check Point Interval:

Decision Value-1:

Decision Value-2:

Limit Point 1:

Limit Point 2:

Limit Point 2:

# User defined

## Lot or Lot + Bottle
T Beckman Coulter Serum Protein Multi-Calibrator Cat No.: ODR3021
*  Values set for working in mg/dL. To work in Sl units (g/L) multiply by 0.01

BASOSR6x172.04
2017-04

BECKMAN
COULTER




BECKMAN

-
COULTER
IgG (Serum), AU640/AU640°
System Reagent: OSR6x172 ‘Reagent ID: 172
Specific Test Parameters
General [LIH [ISE [Range |
Test Name: [ IgG |v <] [ > Type: v Operation: | Yes |V
Sample: Volume 2 |pL Dilution 0 |pL Pre-Dilution Rate:
Reagents:  R1 Volume 110 |uL Dilution | 190 [uL Min OD Max OD
R2 Volume uL  Dilution L L] HL ]
Reagent OD limit:
Wavelength: Pri. vV Sec. \% First L First H
Method: END_|v Last L Last H
Reaction slope: \% Dynamic Range:
Measuring Point 1:  First [ 0| Last L[ 75* | H[3000" ]
Measuring Point 2:  First |I| Last Correlation Factor:
Linearity: [ 1% A1 ] B[ 0 ]
No Lag Time: |:| \Y On-board stability period:
Calibration Specific
General | ISE [
TestName: | 196 |v [ < | [ > ] Type v
Calibration Type:[ 5AB _|v Formula:[ __EIAType1 |v  Counts:[ _# | Process: v
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: | [ Lt 1 [ -01 2.5
Point 2: # 1 -0.1 2.5
Point 3: # T -0.1 2.5
Point 4: # 1 -0.1 2.5
Point 5: I | [+ ] [ o1 | [ 25 |
Pointe: [ ] I | | | I | | |
Point7: [ ] I | | I | |
1-Point Cal. Point: |:| [  with CONC-0 Slope Check VvV Advanced Calibration: v
MB Type Factor: I:l Calibration Stability Period:

[ Data Check Parameters

Test Name: 19G

Serum

Type

Logic Check-1

Check Point-1: 11
Check Point-2: 15
Check Point-3: 20
Decision Value-1 | 0.0000
Decision Value-2 | 0.7000
Decision Value-3 | 0.1500
Limit Point 1: 11
Limit Point 2: 27

[ ] Logic Check-2
Check Point-1:
Check Point Interval:
Decision Value-1:
Decision Value-2:
Limit Point 1:

Limit Point 2:

[ ] Logic Check-3

Check Point-1:

Check Point Interval:

Decision Value-1:

Decision Value-2:

Limit Point 1:

Limit Point 2:

# User defined

*

## Lot or Lot + Bottle
1 Beckman Coulter Serum Protein Multi-Calibrator Cat No.: ODR3021

BASOSR6x172.04
2017-04

Values set for working in mg/dL. To work in S| units (g/L) multiply by 0.01



IgG (Serum), AU480
System Reagent: OSR6x172

BECKMAN
COULTER

=

Reagent ID: 172

Specific Test Parameters

General [LH [1SE [Range |
Test Name: [ 19G |v [ <] [ Type: v Operation: Yes |v
Sample Volume 16 |uL  Diuion [ 0 |uL OD Limit
Pre-Dilution Rate 1 Min.OD[ | Max.OD [ |
Reagents Volume:  R1(R1-1) uL  Dilution 150 |uL Reagent OD limit:
First Low High
Last Low High
R2 (R2-1) uL  Dilution pL
Dynamic Range Low | 75* High
Correlation Factor A 1 B |I|
Wavelength: Pri. nm Sec. nm Factor for Maker A B |II
Method: v
Reaction slope: v Onboard Stability Day El Hour
Measuring Point 1: First [0 | Last LIH Influence Check [ # |v
Measuring Point 2: First |I| Last Lipemia v
Linearity: :l % Icterus \
No Lag Time: :l v Hemolysis \v
Calibration Specific
General | ISE |
TestName: | 19G v [ <] [ > ] Type \Y [ Use Serum Cal.

<Calibrator Parameters>

Calibration Type: Y

Formula:]| EIA Type 1 |V

Counts:

L# ]

Slope Check

L= 1v

Callibrator oD Conc Factor Range
Low High Allowable Range Check
Point 1: # v 1 -0.1 25 [ Reagent Blank
Point 2: # \v4 1* -0.1 25 O Calibration
Point 3: # \v4 t* 0.1 25 Advanced Calibration
Point 4: # \v ™ -0.1 25 Operation Yes |V
Point 5: # v * -0.1 2.5 Interval (RB/ACAL) Lot/Lot |V
Point 6: v
Point 7: \%
Point 8: \%
Point 9: v
Point10: \%
<Point Cal. For Master Curve> No. of Correction Points :l VvV Use Master Curve :l v [ Lot Calibration
Calibrator oD Conc OD Range Stability
Low High Reagent Blanks | 90 |Day [ 0 ]Hour
Point 1: | | [ | | [ | | cCalibration | 90 | Day [0 ]Hour
Point2: | ] [ | ] [ [

MB Type Factor:

L]

1-Point Calibration Point v [0 With CONC-0

Parameters | Misc

Checked Tests Contamination | Data Check |
Parameters Parameters

Test Name: [ g6 v <11 >1 Type: \Y
[XI Logic Check-1 [ Logic Check -2 [ Logic Check - 3
Check Point - 1: Check Point -1: 1 Check Point - 1: 1
Check Point - 2: Check Point interval: :l Check Point Interval: :l
Check Point - 3:
Decision Value - 1: DecisionValue-1: [ |  Decision Value - 1: 1
Decision Value - 2: Decision Value - 2: |:| Decision Value - 2: |:|
Decision Value - 3:
Limit Point 1: Limit Point 1: 1 Limit Point 1: 1
Limit Point 2: Limit Point 2: 1 Limit Point 2: 1
Check Pattern: \%

User Defined

*— 3¢

BASOSR6x172.04
2017-04

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021
Values set for working in mg/dL. To work in Sl units (g/L) multiply by 0.01.



IgG (Serum), AU680
System Reagent: OSR6x172

BECKMAN
COULTER

=

Reagent ID: 172

Specific Test Parameters

General [LH [1SE [Range |
Test Name: [ 19G |v [ <] [ Type: v Operation: Yes |v
Sample Volume 16 |uL  Diuion [ 0 |uL OD Limit
Pre-Dilution Rate 1 Min.OD[ | Max.OD [ |
Reagents Volume:  R1(R1-1) uL  Dilution 152 |uL  Reagent OD limit:
First Low High
Last Low High
R2 (R2-1) uL  Dilution pL
Dynamic Range Low | 75* High
Common Reagent Type Name :l Correlation Factor A B |I|
Wavelength: Pri. nm Sec. nm Factor for Maker A B |II
Method: v
Reaction slope: v Onboard Stability Days El Hour
Measuring Point 1: First [0 | Last LIH Influence Check [ # |v
Measuring Point 2: First |I| Last Lipemia v
Linearity: :l % Icterus \
No Lag Time: :l v Hemolysis \v
Calibration Specific
General | ISE |
TestName: | 19G v [ <] [ > ] Type \Y [ Use Serum Cal.

Calibration Type: Y

<Calibrator Parameters>

Formula:| EIAType 1 |V

Counts:

L# ]

Slope Check

L= 1v

Callibrator oD Conc Factor Range
Low High Allowable Range Check
Point 1: # v 1 -0.1 25 [ Reagent Blank
Point 2: # \v4 1* -0.1 25 O Calibration
Point 3: # \v4 t* 0.1 25 Advanced Calibration
Point 4: # \v ™ -0.1 25 Operation Yes |V
Point 5: # v * -0.1 2.5 Interval (RB/ACAL) Lot/Lot |V
Point 6: v
Point 7: \%
Point 8: \%
Point 9: v
Point10: \%
<Point Cal. For Master Curve> No. of Correction Points :l VvV Use Master Curve :l v [ Lot Calibration
Calibrator oD Conc OD Range Stability
Low High Reagent Blanks | 90 |Day [ 0 ]Hour
Point 1: | | [ | | [ | | cCalibration | 90 | Day [0 ]Hour
Point2: | ] [ | ] [ [

MB Type Factor:

L]

1-Point Calibration Point v [0 With CONC-0

Parameters | Misc
Checked Tests Contamination Data Check
Parameters Parameters
Test Name: [ 196 v < 1[L>] Type: \Y

X Logic Check-1
Check Point - 1:
Check Point - 2:
Check Point - 3:
Decision Value - 1:

11
15
20
0.0000
0.7500
0.3000

Decision Value - 2:
Decision Value - 3:
Limit Point 1:

Limit Point 2:
Check Pattern:

pN | SN

Pattern1 | v

[ Logic Check -2

[ Logic Check - 3
Check Point - 1:
Check Point Interval:

Check Point -1:
Check Point interval:

[
[ ]

[
I

[
[ 1

Decision Value - 1: Decision Value - 1:

Decision Value - 2: Decision Value - 2:
Limit Point 1:
Limit Point 2:

Limit Point 1:
Limit Point 2:

User Defined

*— 3¢

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021
Values set for working in mg/dL. To work in Sl units (g/L) multiply by 0.01.

BASOSR6x172.04
2017-04



IgG (Serum), AU2700/AU5400

System Reagent: OSR6x172

—~

BECKMAN
COULTER

Reagent ID: 172

Specific Test Parameters

General  [LIH [1SE [Range |
Test Name: [ IgG |v [ <] [>] Type: v Operation: | Yes |V
Sample: Volume pL  Dilution |I| pL  Pre-Dilution Rate:
Reagents:  R1 Volume uL  Dilution uL  Min OD Max OD
R2 Volume uL  Dilution ul L[] H ]
Reagent OD limit:
Wavelength: Pri. vV Sec. v First L First H
Method: END_|v Last L LastH
Reaction slope: + \Y Dynamic Range:
Measuring Point 1:  First 0 Last 23 L[ 75 | H[ 3000* |
Measuring Point 2:  First 0 Last 10 Correlation Factor:
Linearity: [ 1% A[ 1 1 B[ 0 ]
No Lag Time: |:| v On-board stability period:
Calibration Specific
General __ [ISE [
TestName: | 1Ig6  |v [ < | [ > | Type v
Calibration Type:[ 5AB_|v Formula:[ __EIAType1 |v  Counts:[ # | Process: v
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: I | ] [ o1 25 |
Point 2: | | [t | [ o1 | [ 25 |
Point 3: I | 1] [ or ] [ 25 ]
Point 4: # 1 -0.1 2.5
Point 5: # 1 -0.1 2.5
Point 6:
Point7: [ ] I | | | | | |
1-Point Cal. Point: |:| [0 withCONC-0 Slope Check Vv Advanced Calibration: v
MB Type Factor: [ | Calibration Stability Period:
[ Data Check Parameters
Test Name: e Type

Logic Check-1

Check Point-1: 11
Check Point-2: 15
Check Point-3: 20
Decision Value-1 | 0.0000
Decision Value-2 [ 0.7500
Decision Value-3 [ 0.3000
Limit Point 1: 11
Limit Point 2: 27

|:| Logic Check-2

|:| Logic Check-3

Check Point-1:

Check Point-1:

Check Point Interval:

Check Point Interval:

Decision Value-1:

Decision Value-1:

Decision Value-2:

Decision Value-2:

Limit Point 1:

Limit Point 1:

Limit Point 2:

Limit Point 2:

# User defined

## Lot or Lot + Bottle
1 Beckman Coulter Serum Protein Multi-Calibrator Cat No.: ODR 3021
*  Values set for working in mg/dL. To work in Sl units (g/L) multiply by 0.01.

BASOSR6x172.04
2017-04



@ BECKMAN

COULTER

IgG, AU5800
System Reagent: OSR6x172 Reagent ID: 172
Parameters | Specific Test Parameters
General [LIH [ISE [ HbA1c [ Calculated Test | Range
Test Name: [ g6 v [ <1 [ > 1 Type:| Serum |[v  Operation Yes |V
Sample Volume 1 uL  Dilution L OD Limit
Pre-Dilution Rate 1 |v  Diluent Bottle # v MnoD[____ |MaxoD [ ]
Rgt. Volume R1(R1-1) 55 |uL  Dilution 95 |uL  Reagent OD Limit
R1-2 uL  Dilution a1t Low High
Last Low High
R2(R2-1) uL  Dilution L
Dynamic Range Low 75* High 3000*
Common Rgt. Type None None Correlation Factor A 1 B 0
Wavelength Pri 600 | vnm Sec. None [Vvnm Factor for Maker A 1 B 0
Method END |v ‘
Reaction Slope + |v Onboard Stability Period 90 | Day 0 |[Hour
Measuring Point1 15t 0 Last 23 LIH Influence Check # \%
Measuring Point2 1%t 0 Last 10 Lipemia 4+ |V
Linearity Limit % Icterus i+t |V
Lag Time Check \Y Hemolysis 4+ |V
Parameters [ Calibration Parameters
Calibrators | [Calibration Specific |
General [1SE
Test Name: [ 16 v [ < 1 [ > Jtwe [ Serum ]v Cuvette |v
Calibration Type:V Formula:v Counts:lIlV
<Calibrator Parameters> Range
Calibrator oD Conc Low High Slope Check \Y
Point 1: # v T -0.1 2.5
Point 2: # \vJ 1 -0.1 2.5 Allowance Range Check
Point 3: # v T -0.1 2.5
Point 4: # \v I -0.1 2.5 o Reagent Blank
Point 5: # \vJ T -0.1 2.5 o Calibration
Point 6: v
Point 7: \Y Advanced Calibration
Point 8: \Y Operation \Y
Point 9: v
Point 10: v Interval (RB/ACAL) v
<Point Cal. For No. of Correction Points [ ]v UseMasterCurve [ |V o Lot Calibration
Master Curve> OD Range
Calibrator oD Conc Low High Stability
Point-1 v Reagent Blank | 90 Day 0 [Hour
Point-2 \Y Calibration 90 Day 0 | Hour
MB Type Factor: :l 1-Point Calibration Point \% with Conc-0
Parameters | Misc
[Checked Tests ] | Contamination | | Data Check |
Parameters Parameters
Test Name: [iee v Type: v
[¥] Logic Check 1 [] Logic Check 2 [ Logic Check 3
Check Point 1 1 Check Point 1 Check Point 1
Check Point 2 15 Check Point Interval E Check Point Interval E
Check Point 3 20
Decision Value 1 0.0000 Decision Value 1 Decision Value 1
Decision Value 2 0.7000 Decision Value 2 E Decision Value 2 E
Decision Value 3 0.1500
Limit Point 1 11 Limit Point 1 EI Limit Point 1 EI
Limit Point 2: 27 Limit Point 2 Limit Point 2
Check Pattern Pattern1 v

# User defined.
1 Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021
*  Values set for working in mg/dL. To work in SI Units (g/L) multiply by 0.01.

BASOSR6x172.04
2017-04



IgG (CSF) , AU400/AU400°
System Reagent: OSR6x172

BECKMAN
COULTER

—~

Reagent ID: 172

Specific Test Parameters
General  [LIH [1SE [Range |
Test Name: [ IgG |v [ <] [>] Type:V Operation: | Yes |V
Sample: Volume p,L Dilution IIlpL Pre-Dilution Rate:
Reagents:  R1 Volume p,L Dilution pL Min OD Max OD
R2 Volume uL  Dilution ul L[] H ]
Reagent OD limit:
Wavelength: Pri. vV Sec. v ’ First L First H
Method: [ END |v LastL[ -0.1 | LastH[ 2.5 |
Reaction slope: + \Y Dynamic Range:
Measuring Point 1:  First 0 Last 23 L[ 2« | H[ 50 |
Measuring Point 2:  First 0 Last 10 Correlation Factor:
Linearity: [ 1% A[ 1 1 B[ 0 ]
No Lag Time: |:| v On-board stability period:
Specific Test Parameters
General [LH [ISE [Range |
Test Name: | gc v [ <] [ > Type: [ Others |v
Value/Flag: v Level L: Level H:
Normal Ranges: Age L Age H
Sex Year Month Year Month L H
e g v [ L] 2] [2] [ | [L_# |
2 L# v o [#] [ & ] [&] [2] [ | [_# |
s e v o [#] ] [e] [2] [ | [ # |
a [ # v [#] [#] [#] [#] [ # | [_# |
v [# v o [#] [2] [#] [2] [ 1 [# ]
e g v o [#] [ #] [#] [#] [# | [ # |
7. None Selected [ # | | # |
8. Out of Range L H [ # | | # |
Panic Value: [ # | [ # | Unit: mg/dL* | Decimal places: #
Calibration Specific
General [I1SE |
Test Name: | 9c v [ <] [>] Type[ Others |v
Calibration Type:V Formula:V Counts: Process:V
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: | I [+ 1] [ 01 | [ 25 ]
Point 2: | | [+ 1 [ o1 | [ 25 ]
Point 3: | | [t ] [ -01 | | 25 |
Point 4: | | [t 1 [ -01 | | 25 |
Point 5: [ # ] [ | [+ ] [ 0.1 | 25 |
Point 6:
Point 7:
1-Point Cal. Point: |:| [0 withCONC-0 Slope CheckV Advanced Calibration: v
MB Type Factor: [ | Calibration Stability Period:

User Defined

## Lot or Lot + Bottle

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44
dilution of calibrator No. 4 in 0.9% saline. Then make four subsequent 1+1 dilutions of this
to prepare a 5 point calibration curve. Insert the adjusted values in the calibration curve.
Values set for working in mg/dL. To work in Sl units (mg/L) multiply by 10.

Note: Refer to IFU for Limitations

*

BASOSR6x172.04
2017-04



IgG (CSF) , AU640/AU640°
System Reagent: OSR6x172

BECKMAN
COULTER

—~

Reagent ID: 172

Specific Test Parameters
General  [LIH [1SE [Range |
Test Name: [ IgG |v [ <] [>] Type:V Operation: | Yes |V
Sample: Volume p,L Dilution IIlpL Pre-Dilution Rate:
Reagents:  R1 Volume p,L Dilution pL Min OD Max OD
R2 Volume uL  Dilution ul L[] H ]
Reagent OD limit:
Wavelength: Pri. vV Sec. v ’ First L First H
Method: [ END |v LastL[ -0.1 | LastH[ 2.5 |
Reaction slope: + \Y Dynamic Range:
Measuring Point 1:  First 0 Last 23 L[ 2« | H[ 50 |
Measuring Point 2:  First 0 Last 10 Correlation Factor:
Linearity: [ 1% A[ 1 1 B[ 0 ]
No Lag Time: |:| v On-board stability period:
Specific Test Parameters
General [LH [ISE [Range |
Test Name: | gc v [ <] [ > Type: [ Others |v
Value/Flag: v Level L: Level H:
Normal Ranges: Age L Age H
Sex Year Month Year Month L H
e g v [ L] 2] [2] [ | [L_# |
2 L# v o [#] [ & ] [&] [2] [ | [_# |
s e v o [#] ] [e] [2] [ | [ # |
a [ # v [#] [#] [#] [#] [ # | [_# |
v [# v o [#] [2] [#] [2] [ 1 [# ]
e g v o [#] [ #] [#] [#] [# | [ # |
7. None Selected [ # | | # |
8. Out of Range L H [ # | | # |
Panic Value: [ # | [ # | Unit: mg/dL* | Decimal places: #
Calibration Specific
General [I1SE |
Test Name: | 9c v [ <] [>] Type[ Others |v
Calibration Type:V Formula:V Counts: Process:V
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: | I [+ 1] [ 01 | [ 25 ]
Point 2: | | [+ 1 [ o1 | [ 25 ]
Point 3: | | [t ] [ -01 | | 25 |
Point 4: | | [t 1 [ -01 | | 25 |
Point 5: [ # ] [ | [+ ] [ 0.1 | 25 |
Point 6:
Point 7:
1-Point Cal. Point: |:| [0 withCONC-0 Slope CheckV Advanced Calibration: v
MB Type Factor: [ | Calibration Stability Period:

User Defined

## Lot or Lot + Bottle

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44
dilution of calibrator No. 4 in 0.9% saline. Then make four subsequent 1+1 dilutions of this
to prepare a 5 point calibration curve. Insert the adjusted values in the calibration curve.
Values set for working in mg/dL. To work in Sl units (mg/L) multiply by 10.

Note: Refer to IFU for Limitations

*

BASOSR6x172.04
2017-04
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IgG (CSF), AU480

System Reagent: OSR6x172

BECKMAN

COULTER

Reagent ID: 172

Specific Test Parameters
General [LiH [1sE [ Range |
Test Name: [ 19G |v [ <1 [ Type:|__ Others |V Operation: Yes |v
Sample Volume 10 |uL  Dilution [0 |uL OD Limit
Pre-Dilution Rate 1 Min.OD[___ | Max.OD [___|
Reagents Volume:  R1(R1-1) uL  Dilution uL  Reagent OD limit:
First Low[ 01 | High[ 25 |
Last Low High
R2 (R2-1) uL  Dilution uL
Dynamic Range Low High
Correlation Factor A B[ 0 |
Wavelength: Pri. 340 |nm Sec. nm Factor for Maker A B |I|
Method: EV
Reaction slope: v Onboard Stability Days El Hour
Measuring Point 1: First |I| Last
Measuring Point 2: First |I| Last
Linearity: :l%
No Lag Time: |:|v
Specific Test Parameters
General | [ISE | Range |
Test Name: V Type:V
Value/Flag: IIl v Level L: |I] Level H: IIl
Specific Ranges: Panic Value
From To
Sex Year Month Year Month Low High Low High
o[ vz 2] 1 =] =1 [ 2% 1 C# 1 [ # ]
o2 [ # |v[# ] [# | [#] [« [ # ][ # 1
o3 [# v[# | [# | [#]1[# [ # 1[ # 1
o4 # vl# | [ # | [#]1 [ 1[#¢ |[ # 1
os [ # vl# | [ # | [ ][ 1[# |[ # 1
Oe[ # |v[# 1 [ # 1 [L#1[# ] # #
7. No demographics # #
8. Not within expected values [ # 1 [ # 1
Unit Decimal Places
Calibration Specific
General _ [ISE |
TestName: | 19G v [ <1 [ > 1 Type[ Others v [ Use Serum Cal.
Calibration Type: 5AB v Formula:v Counts: IIl
<Calibrator Parameters> Slope Check V
Calibrator oD Conc Factor Range
Low High Allowable Range Check
Point 1: # \v 1 -0.1 25 [0 Reagent Blank
Point 2: # \Y * -0.1 25 0 Calibration
Point 3: # v +* 201 25 Advanced Calibration
Point 4: # v 1 -0.1 25 Operation Yes |V
Point 5: # v t* -0.1 25 Interval (RB/ACAL) Lot/Lot |V
Point 6: v
Point 7: \%
Point 8: v
Point 9: v
Point10: \%
<Point Cal. For Master Curve> No. of Correction Points :lv Use Master Curve I:|V [ Lot Calibration
Calibrator oD Conc OD Range Stability
) Low High Ree_:gen_t Blanks Day Hour
Point 1: | | | | | | | | cCalibration Day | 0 |Hour
Point2: | | [ | | | | |
MB Type Factor. [ | 1-Point Calibration Point [ None |v [ With CONC-0

User Defined Note: Refer to IFU for limitations
Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44

dilution of calibrator No. 4 in 0.9% saline. Then Make four subsequent 1+1 dilutions of this
to prepare a 5 point calibration curve. Insert the adjusted values in the calibration curve.

Values set for working in mg/dL. To work in S| units (mg/L) multiply by 10

BASOSR6x172.04
2017-04



IgG (CSF), AU680
System Reagent: OSR6x172

BECKMAN
COULTER

=

Reagent ID: 172

Specific Test Parameters

General [LH [1SE [Range |
Test Name: [ 19G |v [ <] [ Type:|__ Others |V Operation: Yes |v
Sample Volume 10 |uL  Dilution [0 |uL OD Limit
Pre-Dilution Rate 1 Min.OD[ | Max.OD [ |
Reagents Volume: R1(R1-1) [_110_]uL  Diluton [ 83 |uL Reagent OD limit:
First Low
Last Low
R2 Volume uL  Dilution uL
Dynamic Range Low | 2* |  High[ 50*
Common Reagent Type Name :l Correlation Factor A 1 B |I|
Wavelength: Pri. 340 |nm Sec. nm Factor for Maker A B |II
Method:
Reaction slope: Onboard Stability Days EHour
Measuring Point 1: Last
Measuring Point 2: Last
Linearity:
No Lag Time:
Specific Test Parameters
General [ISE | Range |
Test Name: v Type: v
Value/Flag: IIlV Level L:|I] LevelH:IIl
Specific Ranges: Panic Value
From To
Sex Year Month Year Month Low High Low High
oq v ] ] ] ] 2 21 L 1 [ # 1
o2 [ # |v[# | [# | [#] [« [ # 1[ # 1
o3 [# v[# | [# | [#]1[# 1[# 1[ # 1
o4 # vl# | [ # | ][ 1[#¢ | [ # 1
os [ # v # | [ # | [# ][ # 1[# [ [ # 1
Oe [ # |v[ # | [ # [ [ # | [ # | [ # | [ # |
7. No demographics % 1 [ # 1
8. Not within expected values [C# 11 # 1

Unit

Decimal Places

Calibration Specific

General [ ISE |
Test Name: | 19G v [ <] [ > 1] Type v O Use Serum Cal.
Calibration Type: 5AB v Formula:| POLYGONAL |V Counts: IIl
<Calibrator Parameters> Slope Check V
Calibrator 1 oD Conc Factor Range
Low High Allowable Range Check
Point 1: # v t* -0.1 25 [ Reagent Blank
Point 2: # \v t* -0.1 25 [ Calibration
Point 3: # v +* 201 25 Advanced Calibration
Point 4: # v 1 -0.1 25 Operation Yes |V
Point 5: # v t* -0.1 25 Interval (RB/ACAL) Lot/Lot |V
Point 6: v
Point 7: \%
Point 8: \%
Point 9: v
Point10: \%
<Point Cal. For Master Curve> No. of Correction Points :l VvV Use Master Curve I:| v [ Lot Calibration
Calibrator oD Conc OD Range Stability
Low High Reagent Blanks [ 2 ]pay [0 ]Hour
Point 1: | | | | | | | | cCalibration Day | 0 |Hour
Point2: | | | | | |
MB Type Factor: [___| 1-Point Calibration Point v [0 With CONC-0

User Defined Note: Refer to IFU for limitations

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44 dilution of
calibrator No. 4 in 0.9% saline. Then Make four subsequent 1+1 dilutions of this to prepare a 5 point
calibration curve. Insert the adjusted values in the calibration curve.

Values set for working in mg/dL. To work in Sl units (mg/L) multiply by 10.
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IgG (CSF), AU2700/AU5400
System Reagent: OSR6x172

BECKMAN
COULTER

—~

Reagent ID: 172

Specific Test Parameters
General  [LIH [1SE [Range |
Test Name: [ IgG |v [ <] [>] Type: v Operation: | Yes |V
Sample: Volume pL  Dilution |I| pL  Pre-Dilution Rate:
Reagents: R1Volume uL  Dilution pl Min OD Max OD
R2 Volume uL  Dilution ul L[] H ]
Reagent OD limit:
Wavelength: Pri. vV Sec. v First L First H
Method: END_|v Last L LastH
Reaction slope: + \Y Dynamic Range:
Measuring Point 1:  First 0 Last 23 L[ 2« | H[ 50 |
Measuring Point 2:  First 0 Last 10 Correlation Factor:
Linearity: [ 1% A[ 1 1 B[ 0 ]
No Lag Time: |:| v On-board stability period:
Specific Test Parameters
General [LH [ISE [Range |
Test Name: | gc v | < | [>] Type: v
Value/Flag: v Level L: Level H:
Normal Ranges: Age L Age H
Sex Year Month Year Month L H
1. # |v # # # # # #
o2 # |V # # # # # #
s g v o [#] ] [l [2] L2 | [ # |
e g v o [#] 2] [e] [2] [# | [ # |
0 5. # |V # # # # # #
6. # |V # # # # # #
7. None Selected # #
8. Out of Range L H # #
Panic Value: [ # | [ # | Unit: Decimal places: #
Calibration Specific
General [I1sE |
Test Name: | G v [ <] [ >] Type Y
Calibration Type:[ 5AB_|v  Formula: vV Counts:[ # | Process: v
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: I | [ ] o1 1 [C25 ]
Point 2: # 1 -0.1 2.5
Point 3: # 1 -0.1 2.5
Point 4: # 1 -0.1 25
Point 5: I | [+ ] [ o1 ] [ 25 |
Ponte: [ ] I | | | I | | |
Poit7: [ ] I | | | | | |
1-Point Cal. Point: |:| []  with CONC-0 Slope Check Vv Advanced Calibration: v
MB Type Factor: I:l Calibration Stability Period:

User Defined

## Lot or Lot + Bottle

Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44

dilution of calibrator No. 4 in 0.9% saline. Then make four subsequent 1+1 dilutions of this
to prepare a 5 point calibration curve. Insert the adjusted values in the calibration curve.

*

Note: Refer to IFU for limitations

BASOSR6x172.04
2017-04

Values set for working in mg/dL. To work in Sl units (mg/L) multiply by 10.



=

IgG (CSF), AU5800°

BECKMAN
COULTER

System Reagent: OSR6x172 Reagent ID: 172
Parameters Specific Test Parameters
General [LIH [ISE | HbA1c | Calculated Test | Range
Test Name: [ g6 v [ <1 [ > Type: v Operation Yes |v
Sample Volume 8 pL  Dilution puL  OD Limit
Pre-Dilution Rate 1 |v  Diluent Bottle # v MinOD[___ |MaxoD [ |
Rgt. Volume R1(R1-1) 88 |uL  Dilution 65 |uL  Reagent OD Limit
R1-2 uL  Dilution TR A Low[ -01 | High| 25 |
Last Low[ -01 | High| 25 |
R2(R2-1) uL  Dilution uL
Dynamic Range Low 2* High 50*
Common Rgt. Type None | Name Correlation Factor A 1 B 0
Wavelength Pri 340 [vnm  Sec. [ None [vnm Factor for Maker A 1 B 0
Method END |v
Reaction Slope + |V Onboard Stability Period 90 | Day 0 | Hour
Measuring Point1 15t 0 Last 23 LIH Influence Check No \
Measuring Point2 1t 0 Last 10 Lipemia v
Linearity Limit % Icterus \%
Lag Time Check v Hemolysis v
Parameters [ Specific Test Parameters
General [LIH [ISE | HbA1c | Calculated Test | Range
Test Name: [ 166G v L <1 [ Type: v
Value/Flag: |I| \Y
Level Low High
Specific Ranges: From To
Sex Year Month  Year Month Low High
1 # v # # # # # #
02 # v # # # # # #
0 3. # v # # # # # #
0 4. # v # # # # # #
05 # v # # # # # #
06 # v # # # # # #
7 Standard demographics # #
8. Not within expected values # #
Panic Value Low # High # Unit mg/dL* Decimal Places m
Parameters Calibration Parameters
Calibrators | [Calibration Specific |
General [ISE
Test Name: [ g6 v [ < 11 > Jtye [ Others |v Cuvette. [ |v
o Use Serum Cal.
Callibration Type: V Formula:V Counts:lIlV
<Calibrator Parameters> Range
Calibrator oD Conc Low High Slope Check \
Point 1: # v T -0.1 2.5
Point 2: # v T -0.1 2.5 Allowance Range Check
Point 3: # v 1 -0.1 2.5
Point 4: # \% 1 -0.1 2.5 o Reagent Blank
Point 5: # \ 1 -0.1 2.5 o Calibration
Point 6: \4
Point 7: \% Advanced Calibration
Point 8: v Operation v
Point 9: v
Point 10: v Interval (RB/ACAL) v
<Point Cal. For No. of Correction Points |:| v Use Master Curve I:l v o Lot Calibration
Master Curve> OD Range
Calibrator oD Conc Low High Stability
Point-1 v Reagent Blank | 2 Day 0 | Hour
Point-2 \ Calibration 2 Day 0 |Hour
MB Type Factor: |:| 1-Point Calibration Point \% o with Conc-0

# User defined.

1 Beckman Coulter Serum Protein Multi-Calibrator Cat. No.: ODR3021. Prepare a 1+44 dilution of calibrator No. 4 in 0.9%
saline. Then make four subsequent 1+1 dilutions of this to prepare a 5 point calibration curve. Insert the adjusted
values in the calibration curve. . 9 Separate CSF channel from other types (see IFU for further instruction)

* Values set for working in mg/dL. To work in SI Units (mg/L) multiply by 10.

Note: Refer to IFU for limitations

BASOSR6x172.04
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@ BECKMAN

COULTER
Name: IgG, DxC 700 AU Serum Application

System Reagent: OSR6x172

Test name: IGG1G Reagent ID: 172
General ‘ LIH ‘ ISE ‘ Calculated Test ‘ Range
Test Name: v Type: v Operation Ves v
Sample Volume WL Dilon [ 0| ¥ HL OD Limit
Pre-Dilution Rate v Min.ob [ ] MaxoD [ |
Reagent OD Limit
Reagent Volume R1 (R1-1) pL Dilution WL 18 Low High
R1-2 1w Dilution [ | uL Last Low High
R2 (R2-1) pL Dilution pL Analytical Measuring Range Low 75% High
Common Reagent  Type Name Correlation Factor A B[ 0 ]
Wavelength Pri v nm Sec ¥ nm Manufacturer Factor A B IIl
Method v
Reaction Slope v Onboard Stability Period Day |I| Hour
Measuring Point-1 ~ 1st o ] Last LIH Influence Check v
Measuring Point-2 1st |I| Last Lipemia v
Linearity Limit ] % Icterus v
Lag Time Check |:| v Hemolysis v
Calibrators General | ISE |

Test Name: | 1GG1G |v Type: | Serum |v

O Use Serum Cal.

Calibration Type: 5AB |V Formula: EIA Type 1 v Counts:

<Calibrator Parameters> Slope Check V
. Range
Calibrator oD Conc Tow Fiigh
Point-1 # v 1* -0.1 2.5 Allowable Range Check
Point-2 # v 1* -0.1 2.5 o Reagent Blank
Point-3 # v 1* -0.1 2.5 o Calibration
Point-4 # v 1* -0.1 25 Advanced Calibration
Point-5 # v 1* -0.1 2.5 Operation V
Point-6 v
Point-7 v Interval (RB) Lot v
MB Type Factor ] 1-Point Calibration Point [___None __|¥ o with Conc-0 Interval (ACAL) [ Lot __|v
Stability

Reagent Blank Day |I|Hour
Calibration Day |I|Hour

[ Prozone Check |

Test Name: v Type: v
[ I Logic Check 1 O Logic Check 2 O Logic Check 3
Check Point 1 Check Point 1 1 Check Point 1 (I
Check Point 2 Check Point Interval [ ] Check Point Interval [ |
Check Point 3
Decision Value 1 0.0000 Decision Value 1 1 Decision Value 1 1
Decision Value 2 Decision Value 2 |:| Decision Value 2 |:|
Decision Value 3
Limit Point 1 Limit Point 1 1 Limit Point 1 (I
Limit Point 2 Limit Point 2 1 Limit Point 2
Check Pattern v

# User Defined
1 Beckman Coulter Serum Protein Multi-Calibrator Cat. No: ODR3021
* Values set for working in mg/dL. To work in Sl units (g/L) multiply by 0.01
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Name: IgG, DxC 700 AU? CSF Application

System Reagent: OSR6x172
Test name: IGG2G

BECKMAN
COULTER

@

Reagent ID: 172

General ‘ LIH ‘ ISE ‘ Calculated Test ‘ Range
Test Name: v Type: oth v Operation v
Sample Volume pL Dilution [ 0| ¥ uL OD Limit
Pre-Dilution Rate v Mnob [ ] MaxoD [ |
Reagent OD Limit
Reagent Volume R1 (R1-1) pL Dilution pL 18 Low High
R1-2 | T Diluion [ | uL Last Low High
R2 (R2-1) pL Dilution pL Analytical Measuring Range Low High
Common Reagent Type Name Correlation Factor A B |I|
Wavelength Pri 340 Y nm Sec ¥ nm Manufacturer Factor A IIl B IIl
Method END v
Reaction Slope v Onboard Stability Period Day |I| Hour
Measuring Point-1 1st o 1] Last LIH Influence Check v
Measuring Point-2 1st [0 7] Last Lipemia [ ]w
Linearity Limit % Icterus [ v
Lag Time Check |:| v Hemolysis |:| v
General | LIH | ISE | Calculated Test ‘ Range
Test Name: v Type: v
Specific Ranges
From To
Sex Year Month Year Month Other Type Low High
o ¢ v [+ | [« | [« | [« | [ we | [« | [ ¢ |
oz |+ v [+ | [« | [+ | [ ¢« | [ v | | +« | [ # |
oe ¢ v [+ | [« | [« | [+« | [ we | [+« | [ # |
oe ¢ vl | [ ¢ | [+ | [ # || None [ N e B
os ¢ v [+ | [+« | [+« ] [+« | [ we | [+« | [ # |
oe | ¢ v [+ | [+« | [+ | [+ | [ v | |« | [ # |
7: Standard demographics | # | | # |
8: Not within expected values | # | | # |
Critical Limits Low High Unit Decimal Places  [# |
Calibrators | General | ISE |
Test Name: | 1GG2G |v

O Use Serum Cal.

Type: | Other-1 | v

Calibration Type: 5AB |Y Formula: V Counts:
<Calibrator Parameters> Slope Check V
. Range

Calibrator oD Conc o Fiigh
Point-1 # v 1* -0.1 2.5 Allowable Range Check
Point-2 # v 1* -0.1 2.5 o Reagent Blank
Point-3 # v 1* -0.1 2.5 o Calibration
Point-4 # v 1* -0.1 2.5 Advanced Calibration
Point-5 # v +* 0.1 2.5 Operation [ Yes v
Point-6 v
Point-7 v Interval (RB) Lot v
MB Type Factor 1 1-Point Calibration Point [__None ¥ o with Conc-0 Interval (ACAL) Lot__|v

Stability
Reagent Blank

Day
Day

|I| Hour
|I| Hour

Calibration

# User Defined

1 Beckman Coulter Serum Protein Multi-Calibrator Cat. No: ODR3021. Prepare a 1+44 dilution of calibrator No.4 in 0.9% saline. Then make four subsequent 1+1 dilutions of this to
prepare a 5 point calibration curve. Insert the adjusted values in the calibration curve. IgG CSF does not use the 2D calibrator barcode label.

d Separate CSF channel from other types (see IFU for further instructions)
* Values set for working in mg/dL. To work in S| units (mg/L) multiply by 10
Note: Refer to IFU for limitations
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