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DRAFT

MONOCLONAL BECKMAN BUPRENORPHINE ENZYME IMMUNOASSAY - QUALITATIVE

Catalog # A53684
Application | AU400 AU400° AU480
AU600 AU640 AU680

Please note that these are preliminary parameters only and validation studies have not been completed by the supplier of this assay.
Analytical laboratories are solely responsible for the validation of these parameters for their diagnostic and screening applications.
These parameters are for informational use only.
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Specific Test Parameters
General [LIH [ISE [Range |
TestName:[ BUP v [ < ][ > | Type:[ URINE |V Operation:[ Yes |V
Sample: Volume Dilution I:lpL Pre-Dilution Rate:
Reagents: R; Volume| 100 Dilution |:| uL Min OD Max OD
R, Volume[ 25| Dilution [ 20 _|uL L [ 200 H_ 250 |
Reagent OD Limit:
Wavelength: Pri[ 340 v sec 410 |v FirstL [ -200 | FirstH[ 250 ]
Method: [FIXED1 v LastL [ 200 | LastH[ 250 |
Reaction Slope: v Dynamic Range:
Measuring Point 1: First Last L [ -9999999.9 | H[ 9999999.9 |
Measuring Point 2: First I:l Last I:l Correlation Factor:
Linearity: 1% A [ 10000 | B[ § |
No Lag Time: I:l v On-board stability period:
Specific Test Parameters
General [LIH [ISE [Range [
TestName:[ BUP v [ < ][ > | Type:[ URINE |V
Value/Flag: v Level L: Level H:
Normal Ranges:
Sex Year Month Year Month L H
0 Lo [# v L+ [+ J[ # 1 [ # J[ # ] #
] 2 L« [+ J1[ # 1 [ & J[ # | #
| 3. L+ [+ J[ # 1 [ # J[ # ] #
O 4. L« [+ J1[ # 1 [ & J[ # | #
a 5. L+ [+ J[ # 1 [ # J[ # ] #
g 6. L« [« J[ # | [ & J[ # | #
O 7. None Selected [ -9999999.9 | [ 9999999.9 |
8. Out of Range [ # | [ # |
L H
Panic Value Unit:|:| Decimal Places:
Calibration Specific
General [ISE [
TestName:[ BUP v [ < ][ > | Type:[ URINE |V
Calibration Type: [__AB__|V Formula: [ Y=AX+B |V Counts: Process: [Cop v
Cal. No. oD CONC Factor/OD-L  Factor/OD-H
Point1: | * | [ | [ 9999999 | [ 9999999 |
Point2: | | | ] [ | |
Point3: | | [ | /] [ |
Point4: | | [ | 1 [ |
Point5: | | [ | /] [ |
Point 6: 1 [ |
T e R E— I | |
1-Point Cal. Point: |:| [Clwith conc-o Advanced Calibration: v
MB Type Factor: N/A Calibration Stability Period:

*

Cutoff Calibrator
% of Cutoff Calibrator
# User Defined

*k

BCL: 07/02/15

Specific Test Parameters, Level H:
VALUE, Option 1 enter 99999
FLAG, Option 2 enter 99.9
FLAG, Option 3 enter -0.1

§ Correlation Factor B for results:
Option 1, enter 0
Option 2, enter 0
Option 3, enter -100
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MONOCLONAL BECKMAN BUPRENORPHINE ENZYME IMMUNOASSAY - SEMI-QUANTITATIVE
Catalog # A53684

Application AU400 AU400° AU480
AU600 AU640 AU680

Please note that these are preliminary parameters only and validation studies have not been completed by the supplier of this assay.
Analytical laboratories are solely responsible for the validation of these parameters for their diagnostic and screening applications.
These parameters are for informational use only.

Specific Test Parameters
General [LIH [ISE [Range |
TestName:[ BUP v [ < ][ > | Type:[ URINE |V Operation:[ Yes |V
Sample: Volume Dilution I:lpL Pre-Dilution Rate:
Reagents: R; Volume| 100 Dilution |:|uL Min OD Max OD
R, Volume Dilution [ 20 _|uL L [ 200 H_ 250 |
Reagent OD Limit:
Wavelength: Pri[_340 | v sec 410 |v FirstL [ -200 | FirstH[ 250 ]
Method: [FIXED1 v LastL [ 200 | LastH[ 250 |
Reaction Slope: v Dynamic Range:
Measuring Point 1: First Last L # | H| # |
Measuring Point 2: First Last I:l Correlation Factor:
Linearity: % A [ 1000 ] B[ 0000 |
No Lag Time: v On-board stability period:
Specific Test Parameters
General [LIH [ISE [Range [
TestName:[ BUP v [ < ][ > | Type:[ URINE |V
Value/Flag: Level L: Level H:
Normal Ranges:
Month Year Month L H
O 1 C# 1 1% 1 C# 1% 1] # |
] 2 L« [+« 1[ ¢« 1 [ ¢ J[ # 1] # |
| 3 L+ [+ J[ ¢ 1 [ # J[_# 1] # |
| 4 L« [+ 1[ ¢« 1 [ ¢ J[ # 1] # |
| 5 L« [+ J[ ¢ 1 [ # J[ _# 1] # |
| 6 v L« [+ J[ « | [+ J[ # 1] # |
0 7 None Selected [ -99999.9 ] [ 999999 |
8. Out of Range [ # | [ # |
L H
Panic Value Unit: |:| Decimal Places:
Calibration Specific
General [ISE [
TestName:[ BUP v [ < ][ > | Type:[ URINE |V
Calibration Type: v Formula: v Counts: Process: v
Cal. No. oD CONC Factor/OD-L  Factor/OD-H
Point1: | # | [ | o [ 2000 ]| 2.500 |
Point2: | # ] [ | [ 2000 ] 2.500 ]
Point3: | # | [ | [ 2000 ]| 2.500 |
Point4: | # | [ | [ 2000 ] 2.500 |
Point5: | # | [ | [ 2000 ]| 2.500 |
Point 6: # 100 [ 2000 ] 2.500 |
2T e R I | K |
1-Point Cal. Point: |:| [Clwith conc-0 Advanced Calibration: v
MB Type Factor: N/A Calibration Stability Period:
# User Defined ¥ Specific Test Parameters, Level H: § Correlation Factor B for results:
VALUE, Option 1 enter 99999 Option 1, enter 0
FLAG, Option 2 enter 99.9 Option 2, enter 0
FLAG, Option 3 enter -0.1 Option 3, enter -100
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