BECKMAN
COULTER

Sy

CRP (Latex), (Normal Application), AU480/AU680

System Reagent: OSR6x99

Reagent ID: 099

Specific Test Parameters
General LIH Ise [Range |
Test Name: - Type: Operation: Yes |v
Sample Volume [16 . Diution [0 |l ODLimit
Pre-Dilution Rate Min. OD[_0.6_| Max. OD
Reagents Volume:  R1(R1-1) L Diution [0 [ ReagentOD limit:
First Lol -0.1 |  High[ 25 |
Last Low| -01 |  High[ 25 |
R2(R2-1)[_120 L  Dilution [ 10 L
Dynamic Range Lo High
Correlation Factor BlIl
avelength: Pri. 570 jhm Sec. m Factor for Maker BlIl
Method:
Reaction slope: I Onboard Stability] 90 |Day [0 JHour
Measuring Point 1: First Last LIH Influence Check_# |v
Measuring Point 2: First |:| Last |:| Lipemia V
Linearity: |:|% Icterus V
No Lag Time: :IV Hemolysis V
Specific Test Parameters
General ISE Range |
Test Name: Type: \%
alue/Flag: [ # v LevellL] ___# | LevelH[___# |
Specific Ranges: Panic Value
From To
Sex Year Month Year Month Low High Low High
o [ [ 21121 [ % 1 [ # 1 C# 1
o2 [ # v [ # | [ # | [ # ][ | [ # 1 [_# |
o3 [# [ # | [ # [ [ # ][ # [ # [ # |
o4 [ # v [2 | [ # | [# ][+ [ & |[ # 1
os [# [l [ ¢ [ ][ 1% ][ % 1
oe [# v [# [ # | [# | [# ][ # ][ # 1
7. No demographics [ # 1 [ # 1
8. Not within expected values L # ] # |
Unit Decimal Places
Calibration Specific
General | ISE |
TestName: | CRP1U v [ <] [ > 1] Type [ Serum | v [ Use Serum Cal.
Calibration Type: 6AB v Formula:v Counts: |I|
<Calibrator Parameters> Slope Check V
Calibrator t oD Conc* Factor Range
Low High Allowable Range Check
Point 1: # v 0§ 0.1 2.5 [ Reagent Blank
Point 2: # v 10t -0.1 25 0O Calibration
Point 3: # Vv 40t -0.1 25 Advanced Calibration
Point 4: # \Y 1601 -0.1 25 Operation Yes |V
Point 5: # v 320t 0.1 2.5 Interval (RB/ACAL) Lot/Lot [V
Point 6: # \ 4801 -0.1 2.5
Point 7: v
Point 8: \%
Point 9: v
Point10: v
<Point Cal. For Master Curve> No. of Correction Points I:lv Use Master Curve |:|V [ Lot Calibration
Calibrator oD Conc OD Range Stability
) Low High Ree}qen_t Blanks Day Hour
Point 1: | | | | | | | | | Calibration | 90 |pay [ 0 |Hour
Point2: | | [ ] | [ I |
MB Type Factor: [ | 1-Point Calibration Point [ None |v [J With CONC-0

# User defined
§ Saline should be used for the Level 1 calibrator

1 Beckman Coulter CRP Latex Calibrator Normal Set Cat. No.. ODC0026

* Values set for working in mg/L. To work in mg/dL divide by 10
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AR BrcKMAN
COULTER

CRP (Latex), Highly Sensitive (Cardiac/Neonatal), AU480/AU680

System Reagent: OSR6x99 Reagent ID: 099
Specific Test Parameters
General LLIH ISE [Range |
Test Name: CRP2U v Type:] Serum v Operation: Yes |y
Sample Volume L Dilution IIlpL OD Limit
Pre-Dilution Rate Min. OD[_-0.1_] Max. OD

Reagents Volume: R1(R1-1) L Dilution IIlpL Reagent OD limit:
First Low[ 01|
Last Low 01 ]

Dynamic Range Lo High
Correlation Factor B|I|

R2(R2-1)_75 | Dilution [ 10 L

avelength: Pri. 570 |hm Sec. m Factor for Maker BlIl
Method:

Reaction slope: Onboard StabilitDay |I|Hour

Measuring Point 1: First 1 Last LIH Influence Check_# _|v

JIiE:

Measuring Point 2: First Last |:| Lipemia V
Linearity: Icterus [+ Tv
No Lag Time: Hemolysis [+ ]v

Specific Test Parameters

General | ISE Range |
Test Name: Type:[_Seum v
alue/Flag: |IIV Level L:IIl LevelH:lIl
Specific Ranges: Panic Value
From To
Sex Year Month Year Month Low High Low High
o+ [ [ 1211 & 1 # 1
o2 [ # v [ # | [ # | [# | [ # | [ # | [ _# |
o3 [# v [# 1 [# | [#][# |[# |[# |
o4 [ # [zl [# ][] 1% ][ # 1
os [# v [# [ # | [#][# 1[# ][ # 1
oe [ # v [# [ # | [# | [# ][ # ][ # 1
7. No demographics # #
8. Not within expected values # #
Unit Decimal Places |I]
Calibration Specific
General _ [ISE |
TestName: | CRP2U v [ <] [ > 1] Type [ Serum | v [ Use Serum Cal.
Calibration Type: 6AB % Formula:v Counts: |I|
<Calibrator Parameters> Slope Check V
Calibrator 1 oD Conc* Factor Range
Low High Allowable Range Check
Point 1: # v 0§ 0.1 25 [ Reagent Blank
Point 2: # v 2.5t 0.1 25 0 Calibration
Point 3: # Vv 101 201 25 Advanced Calibration
Point 4: # \Y 20t -0.1 25 Operation Yes |V
Point 5: # v 80t -0.1 25 Interval (RB/ACAL) Lot/ Lot |V
Point 6: # v 160t -0.1 25
Point 7: v
Point 8: v
Point 9: v
Point10: v
<Point Cal. For Master Curve> No. of Correction Points I:lv Use Master Curve |:|V O Lot Calibration
Calibrator oD Conc OD Range Stability
) Low High Rea_gen_t Blanks Day Hour
Point 1: [ | | | | | | | | cCalibration | 90 |Dpay [0 |Hour
Point2: | ] [ ] ] [ I |
MB Type Factor: [ ___| 1-Point Calibration Point [ None |v [ With CONC-0

# User defined

§ Saline should be used for Level 1 calibrator

1 Beckman Coulter CRP Latex Calibrator Highly Sensitive Set Cat. No.: ODC0027
* Values set for working in mg/L. To work in mg/dL divide by 10

BASOSR6x99.08
2025-04



AR BrcKMAN
COULTER

CRP (Latex), (Normal Application) AU5800

System Reagent: OSR6x99 Reagent ID: 099
Parameters | Specific Test Parameters
General [LIH [ISE | HbA1c [ Calculated Test | Range
Test Name: [ CrRP1U v [ <1 [ Type: vV Operation Yes |v
Sample Volume 12 [uL  Dilution L OD Limit
Pre-Dilution Rate 1 |v  DiluentBottle # v Min OD Max.OD
Rgt. Volume R1(R1-1) 90 uL  Dilution 0 pL Reagent OD Limit
R1-2 uL  Dilution pl 1 Low High
Last Low High
R2(R2-1) uL  Dilution pL
Dynamic Range Low 1.0* High 480*
Common Rgt. Type None None Correlation Factor A 1 B 0
Wavelength Pri 570 [Vnm Sec. None | Vvnm Factor for Maker A 1 B 0
Method FIXED |v
Reaction Slope + |V Onboard Stability Period 90 | Day 0 |Hour
Measuring Point1 15t 12 Last 22 LIH Influence Check # \4
Measuring Point2 15t Last Lipemia tH+++ |V
Linearity Limit % Icterus +HH++ |V
Lag Time Check \% Hemolysis +H+++ |V
Parameters | Calibration Parameters
Calibrators | [Calibration Specific |
General [ISE
Test Name: [ crP1U v [ < 1 [ > Jtwe [ Serum ]v Cuvette v
Calibration Type:v Formula:V Counts: V
<Calibrator Parameters> Range
Calibrator OD Conc Low High Slope Check Y
Point 1: # v 0§ -0.1 2.5
Point 2: # \ 10t -0.1 2.5 Allowance Range Check
Point 3: # v 40t -0.1 2.5
Point 4: # v 160t -0.1 2.5 o Reagent Blank
Point 5: # \Y 320t -0.1 2.5 o Calibration
Point 6: # \v 480t -0.1 2.5
Point 7: Y 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 Y Reagent Blank | 90 Day 0 | Hour
Point-2 v Calibration 90 Day 0 | Hour
MB Type Factor: |:| 1-Point Calibration Point v o with Conc-0

Parameters [ Misc
Checked Tests | Contamination | | Data Check |
Parameters Parameters
Test Name: GRPT | v Type: v
|:| Logic Check 1 |:| Logic Check 2 |:| Logic Check 3
Check Point 1 Check Point 1 Check Point 1

Check Point 2 Check Point Interval
Check Point 3

Decision Value 1 Decision Value 1 Decision Value 1
Decision Value 2 Decision Value 2 Decision Value 2

Check Point Interval

Decision Value 3

Limit Point 1 Limit Point 1 Limit Point 1
Limit Point 2: Limit Point 2 Limit Point 2
Check Pattern v

# User defined.

§ Saline should be used for the Level 1 calibrator

1 Beckman Coulter CRP Latex calibrator Normal Set Cat. No.: ODC0026
* Values set for working in mg/L. To work in mg/dL divide by 10

BASOSR6x99.08
2025-04




AR BrcKMAN
COULTER

CRP (Latex), Highly Sensitive (Cardiac/Neonatal) ), AU5800

System Reagent: OSR6x99 Reagent ID: 099
Parameters [ Specific Test Parameters
General [LIH [ISE [ HbA1c [ Calculated Test [ Range
Test Name: [ crP2U |v [ < 1 [ > 1 Type: vV Operation Yes |V
Sample Volume 22 |yl  Dilution L  OD Limit
Pre-Dilution Rate 1 _|v Dilent Bottle # v Min OD Max.OD
Rgt. Volume R1(R1-1) 55 uL  Dilution 0 pL Reagent OD Limit
R1-2 uw  Dilution T Low[ 01 | High[ 25 ]
Last Low|[ 01 | High| 25 |
R2(R2-1) ul  Diuion [0 JuL
Dynamic Range Low 0.2* High 80
Common Rgt. Type None None Correlation Factor A 1 B 0
Wavelength Pri 570 | Vvnm Sec. None | vnm Factor for Maker A 1 B 0
Method FIXED |v
Reaction Slope + |V Onboard Stability Period 90 |Day 0 |Hour
Measuring Point1 1%t 12 Last 22 LIH Influence Check # \%
Measuring Point2 15t Last Lipemia +H+++ |V
Linearity Limit % Icterus +H+++ |V
Lag Time Check Y Hemolysis +H+++ |V
Parameters [ Calibration Parameters
Calibrators | [Calibration Specific |
General [ISE
Test Name: [ crP2u |v [ < 1 [ > T1twe [ Seum ]|v Cuvette[  |v
Calibration Type:V Formula:V Counts:lIlV
<Calibrator Parameters> Range
Calibrator oD Conc Low High Slope Check \Y
Point 1: # |V 0§ -0.1 2.5
Point 2: # \Y 2.5t -0.1 2.5 Allowance Range Check
Point 3: # |V 10t -0.1 2.5
Point 4: # v 20t -0.1 2.5 o Reagent Blank
Point 5: # \Y% 801 -0.1 2.5 o Calibration
Point 6: # |V 160t -0.1 25
Point 7: \Y Advanced Calibration
Point 8: \Y Operation v
Point 9: v
Point 10: v Interval (RB/ACAL) v
<Point Cal. For No. of Correction Points \Y Use Master Curve |:| \Y o Lot Calibration
Master Curve> OD Range
Calibrator oD Conc Low High Stability
Point-1 \v Reagent Blank | 90 Day 0 |Hour
Point-2 v Calibration 90 Day 0 |Hour
MB Type Factor: |:| 1-Point Calibration Point v o with Conc-0

Parameters [ Misc
Checked Tests Contamination Data Check
Parameters Parameters
Test Name: GRP20 v Type: v
[] Logic Check 1 [] Logic Check 2 [] Logic Check 3
Check Point 1 Check Point 1 Check Point 1
Check Point 2 Check Point Interval Check Point Interval
Check Point 3

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

Check Pattern v

Decision Value 1 Decision Value 1 Decision Value 1
Decision Value 2 Decision Value 2 Decision Value 2

# User defined.

§ Saline should be used for the Level 1 calibrator

1 Beckman Coulter CRP Latex calibrator Highly Sensitive Set Cat. No.: ODC0027
* Values set for working in mg/L. To work in mg/dL divide by 10

BASOSR6x99.08
2025-04



@

Name: CRP Latex (Normal), DxC 700 AU Serum Application

System Reagent: OSR6x99
Test name: CRP1U

BECKMAN
COULTER

Reagent ID: 099

General ‘ LIH ‘ ISE ‘ Calculated Test ‘ Range
Test Name: v Type:v Operation v
Sample Volume L Diluton [ 0| ¥ WL OD Limit
Pre-Dilution Rate v Min. OD Max OD
Reagent OD Limit
Reagent Volume R1(R1-1) pL Dilution [0 | pL 18t Low High
S E— T Dittion [ 4t Last Low High
R2 (R2-1) uL Dilution pL Analytical Measuring Range Low High
Common Reagent Type Name Correlation Factor A B |I|
Wavelength Pri 570 Y nm Sec Y nm Manufacturer Factor A B |I|
Method v
Reaction Slope v Onboard Stability Period Day |I| Hour
Measuring Point-1 1st Last LIH Influence Check v
Measuring Point-2 1st I:l Last I:l Lipemia v
Linearity Limit |:| % Icterus v
Lag Time Check I:l 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
ow | v [ ¢ | [« | [+« | [ | [__we | [ ¢ | [_# |
ox [ » v+ ] [+ [+ [+ 1 _we 1 [+ ] [*_]
ox ¢ v [+ ] [+ | [+ | [+ | [ te | | ¢ | [+ |
oo [ # v+ ][ +] [+ [+ 1 _we 1 [+ 1 [*_]
os ¢ v [+ | [ » | [+ | [+ ] [ te | | ¢ | [_# |
oo [ v+ ][+ ] [+ 1 [+ 1 _we 1 [+ ] [*_]
7: Standard demographics | # I | # |
8: Not within expected values | # I | # I
Critical Limits Low High Unit Decimal Places [# |

Calibrators | General | ISE

Type:

Test Name: | CRP1U |v

O Use Serum Cal.

Calibration Type: 6AB |¥Y Formula: SPLINE v Counts:
<Calibrator Parameters>
: Range

Calibrator oD Conc o Figh
Point-1 # A\ 0§* -0.1 2.5
Point-2 # v 10t* -0.1 2.5
Point-3 # A\ 401* -0.1 25
Point-4 # A\ 1601* -0.1 25
Point-5 # v 3201* -0.1 2.5
Point-6 # A\ 4801* -0.1 2.5
Point-7 v

C—] 1-Point Calibration Point [ None _|¥

MB Type Factor

o with Conc-0
Stability

Reagent Blank

Calibration

Slope Check V

Allowable Range Check
o Reagent Blank

o Calibration
Advanced Calibration
Operation V

Interval (RB) v

Interval (ACAL) [ Lot ¥
Day [0 JHour
Day [0 ]Hour

Lot

# User defined

§ Saline should be used for the Level 1 calibrator

1 Beckman Coulter CRP Latex Calibrator Normal Set Cat. No.: ODC0026
* Values set for working mg/L. To work in mg/dL divide by 10

BASOSR6x99.08
2025-04




A~

BECKMAN

COULTER

Name: CRP Latex (HS), DxC 700 AU Serum Application

System Reagent: OSR6x99
Test name: CRP2U

Reagent ID: 099

General ‘ LIH ‘ ISE ‘ Calculated Test ‘ Range
Sample Volume L Diluton [ 0| ¥ L OD Limit
Pre-Dilution Rate v Min. OD Max OD
Reagent OD Limit
Reagent Volume R1 (R1-1) pL Dilution [0 | uL 15t Low High
Rz [ u Dittion [ ] 4L Last Low High
R2 (R2-1) uL Dilution pL Analytical Measuring Range Low High
Common Reagent Type Name Correlation Factor A B |I|
Wavelength Pri Y nm Sec Y nm Manufacturer Factor A B |I|
Method v
Reaction Slope v Onboard Stability Period Day [0 1 Hour
Measuring Point-1 1st Last LIH Influence Check v
Measuring Point-2 1st I:l Last I:l Lipemia v
Linearity Limit |:| % Icterus v
Lag Time Check I:l v Hemolysis v
General | LIH | ISE | Calculated Test | Range
Test Name: - Type: v
Specific Ranges
From To
Sex Year Month Year Month Other Type Low High
ow | v [ ¢ | [« | [+« | [ | [__we | [ ¢ | [_# |
oz [+ v [+ | [+ | [+« | [ # | [ we | [+« | [+ |
o [ ¢ v [+ | [+ | [+« | [+ | [ we | [+ | [ # |
os [ e[+ | L+ | [« | [ » J [ we | [+« | [ ¢ |
os [+ v [+ | [+ | [« | [+ | [ we | [+ | [ # |
oe [ ¢ v [+ | L+ | [« ] [ » ][ we | [+« | [+ |
7: Standard demographics | # I | # |
8: Not within expected values | # I | # I
Critical Limits Low High Unit Decimal Places [# |
Calibrators | General | ISE |
Test Name:

| CRP2U |v Type:| Serum |v

O Use Serum Cal.

Calibration Type: 6AB |¥Y Formula: SPLINE v Counts:
<Calibrator Parameters> Slope Check V
: Range

Calibrator oD Conc o Figh
Point-1 # v 0§* -0.1 2.5 Allowable Range Check
Point-2 # v 2.5t* -0.1 2.5 o Reagent Blank
Point-3 # v 101* -0.1 2.5 o Calibration
Point-4 # v 201* -0.1 2.5 Advanced Calibration
Point-5 # v 801" 01 25 Operation [Yes v
Point-6 # A\ 160t* -0.1 2.5
Point-7 v Interval (RB) Lot v

C—] 1-Point Calibration Point [ None _|¥

o with Conc-0
Stability

MB Type Factor

Reagent Blank

Calibration

Interval (ACAL) [ Lot ¥
Day [0 JHour
Day [0 ]Hour

# User Defined

§ Saline should be used for the Level 1 calibrator

1 Beckman Coulter CRP Latex Calibrator Highly Sensitive Set Cat. No: ODC0027
* Values set for working in mg/L. To work in mg/dL divide by 10

BASOSR6x99.08
2025-04




