Test Definition Report

09/30/2015 09:18:34

+ Enabled Testcode MRX143 Test name  D-dimer MRX143 Test number 500
General information

Test code |MRX143 | Test name D-dimer MRX143

115 number Test number

Lock manual erdering
Assay

Assay release numbey

Test modification number

User revision comment
IL revision comment

253

" Manual validation required

Analytical cycle definition

Acquisition - wavelength

Acquisition - time

Primary wavelength nm Standard time 220} s
Delay time 0 s
Load cycle
rNumber of replicates
Material Narme Type Load Volume Incubation. Range
Sample 15 20.000 - 55,000

D-dimer RB MRX143
D-dimer Latex MRX143

Total cuvette volume

Intermediate reagent 95

Start reagent
165{uL

55

20.000 - 55,000
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Test Definition Report

v Enabled Testcode MRX143 Testname D-dimer MRX143 Test number 500

Material/Sample Load Cycle Definition

Material LSample |

Aspiration information

rHead volume 0JKL Material/Sample volume 15 uL1
Airgap 15Jut Transport airgap 15|uL
Head volume airgap 0f kb Total volume 45] pl.

kDispensation information ’

( Enhanced dispanse ]

| Enable mix ]
v [ncubation range 20.000 - 55.000 S

Before Aspiration.Rinse / Clean & Rihé_e
Enable rinse / clean & rinse before aspiration
fock rinse / clean & rinse

v Rinse

Time s

Enable agitation

Clean & rinse
Material . [D-dimer RB MRX143 | [intermediate reagent|
Aspiration information
Head volume ojut Material/Sample volume 95{uL
Airgap 15fuL Transport airgap 15}t
Head volume airgap O uL Total volume 125 rJLJ
\
Dispensation information
Enhanced dispense
Enable mix
v Incubation range 20,000 - 55.000 5

Before Aspiration Rinse / Clean & Rinse

Enable rinse / clean & rinse before aspiration
After 'DiSpensétid n Rinse / 'C!_'eati & Rinse
v Rinse

Time 5 Frequency [Between changes in materiat only

Enable agitation

Clean & rinse

Material  [D-dimer Latex MRX14| [Start reagent ]
Aspiration information '
r Y
Head volume oful Material/Sample volume 55[uL

Airgap 1554l Transpart airgap 15|ul

Head volume airgap 0| pi Total volume 85{ UL
Dispensation information
¢ ™
Enhanced dispense

Enable mix
. - A

Before Aspiration Rinse / Clean & Rinse
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v Enabled Testcode MRX143 Testname  D-dimer MRX143 - Test number 500
Material /Sample Load Cycle Definition
Materisl - .. [D-dimer Latex MRX14 [start reagent

Enable rinse / clean & rinse befare aspiration
After Dispensation Rinse / Clean & Rinse

« Rinse

Time
Enable agitation

[ %

Between changes in material only

{Clean 8 rinse

Enable sample pre-dilution

v Alternative pre-dilution

Use extended acquisition time

Diluted LIS number

Test code [MRX143(D)

Dilution definition

7

Number of parts sample 1
Number of parts diluent 14
Minimum aspiratable volume i5
-+ Volumes () S

Sample . . Mixture . - . Diluent -

L 15 218
~ Enable mix

( Mix volume 50]¢;
Number of cycies 2
Rinse after mix i

\

Sample/Mixture
Valumes
Head volume olul
Airgap 15{L
Transport airgap 158l
Head volume airgap {7

‘Before Aspiration -R_iﬁs_e_ ;‘_';C_I_ééti-& Rinse )
Enable rinse / clean & rinse before aspiration
After D_ESP_erisét'ioh-Rir_lse { Clear & Rinse

v Rinse

Time
Enable agitation

m=

Clean & rinse
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v Enabled Testcode ~ MRX143 Test name  D-dimer MRX143 Test number 500
Diluent
Volumes
. -y
Materiat Factor Diuent I
Head volume OfpL
Airgap 151l
Transport airgap 15fuL
Head volume afrgap ] [TD
Before Aspiration Rihs'é"f f:.‘!'éé'i'l'-"&fﬁihse-"
" Enable rinse / ciean & rinsa before asplratlcn
After Dlspensation Rinse. ,e' Clean & Rtnse
W Rinse
Time L lls Frequancy [Between changes in material only —l

Enabte agitation | 1

Clean & rinse

v DR Parameters - Primary wavelength - Wavelength definition

Primary wavelength: 671' Enable warnings + Enable errors
v Enable normalization method Absorbance I
Smoothing

+ Enable smooth 1 Number of points 14

v Enable smooth 2 Number of points 14

W Enable Smooth 3 Nurmber of points 14

Enable raw data checks

¥ Enable normahzed data checks

Baseline Check - : S o

~ Enable baseling check Number of seconds 10.000

¥ Enable primary algorithm

Linear kinetic

v Slope of curve
L

p
Start time

s Time

==y

¥ Enable linear regression S0 error check

e

S0 ervor limit

)

v Enable secondaty algorithm

Linear kinatic

|

¥ Delta of curve f

Method Exact start/end time
Start time 25.000|s
End time 55.000(s
\ .,
v Enable negative calculation
v Enable initial slope check Time 20.000(s
Maximum error limit 175.000| Maximur warning limit
S
Resuit units
Unit selection  [Milllabsorbance/min | [mAbs/min | |
Unit Miliabsorbance/min Unit type Measured ,
Label mAbs{min Decimals 1, 1L Unit
User defined latel J
~ Enable normal range [ Range -099999.9 - 999999.9 |
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vEnabled Testcode MRX143  Testname D-dimer MRXI43  Testnumber 500
U’nft_sel'ectiqn Iiilli_a_bsafbancg;min |b’iﬁhsf-.ﬂlih' ] ' " 1 ' ' . '
Allow negative results (QC jobs excluded)
Unitselection = fogjmL ing/mt ]
( Unit ngfml Unit type Calibrated )
Label ngfmé Decimais _Dl 1k Unit

User defined iabel J
A\

v Enable test range

[ Range 50 - 4000
Alternate range 0-90 Fxtended range -999993 - 999999 |
L

Allow negative results (QC jobs excluded)

Primary unit cfg.
[ Primary unit bglmh —|

Patient result selection Measured result curve display settings

tnit 1 Ing;‘mL | v Enable auto scale
Unit 2 : |Raw

v Normalized

Unit 3 Y-Axis minimum  Y-Axis maximum
Unit 4 L a.aoo| - | 3000.00@ mAbS

Calibration

+ Enable calibration
General | '

Nurnber of replicates 4|

Calibration unit ngfmL

Calibration mode v @tomat[c dilutions process " iPrediluted calibrators I
- Test not feasthle when no validated calibration

Force mode with reduced clean

Enable import calibration
Frequency -~ - .

Enable frequency
DR Parsmeters

-+ Enable extrapolation {Lower fimit 1.000] Upper limit 3600.000 l

+ Enable outlier remova!

Math Model
Math model Spline First concentration 1
X Axis transformation No transformation Last concentration 5
Y Axis transformation No transformation

v Automatic dilution

W |Deﬁne points by % dilution | ' |Dj*ﬂne points by target concentration
Dilution process
Direct v |Serial
Single dilution ¥ |Batch

Calibrator target value 2755.000{ ng/mL
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Test Definition Report A0/A0LS 091834

v Enabled Test code MRX143 . Testname D-dimer MRX143 - Test number 500
' 3 ' o DR Checks Corifiquration
- Raw- Data Check Def Norm. Data Check Def.
: g . g osm
gE’ EEE L=
. BBE BEF 2
. . S . VR E.ﬁu%"gﬁ.c =
S . ’ Voiu&fes( L) - Predltutlan volumas( L) 5.% ‘%ggg 3% 2E
| Target M %CV %Max %Mln a d W o “gg g EEASES
Conc. . value - Replic.  Max. . iean mean Calibrator Mixture Dﬁuent Sample Mxture Diluent & g Fad&E & 2 2@;‘8 =
100.00 2755 1 5.000 243 ~
50.00 1378 1 5.000 100.000 0.000 118 118 v
25.00 689 1 5.000 100.000 0.000 110 110 v
12.50 M4 1 5000 100.000 0.000 94 G4 %
6.25 172 1 5.000  100.000 0.800 &3 63 W
Minimum aspiratable volume
v Enable mix
Mix volume 5C1ey
Number of ¢ycles 2
Rinse after mix Lig
Calibrator
Volumes
'd |
Material Db Calibrator3200
Head volume ofuL
Airgap 15|l
Transport girgap 15/ut
Head volume airgap N
L. o J.

. Before Aspiration Rinse /. Clean & RINSe ' . . ... ... ... ...l el
Enable rinse / clean & rinse before asplratmn
After D:spensatmn Rmse f l:lean & Rmse
v Rinse

Enable agitation

Clean & rinse
Diluent
Volumes
(Material Factor Diluent _|«
Head volume OfuL.
Alrgap 15|pL
Transport airgap 15jul
Head volume airgap alul. ]

Before Aspiration Rinse / Clean &Rinsa
" Enable rinse / clean & rinse before aspzratron
After Dispensatmn Rlnse l Clean 8. Rinse '

w Rinse

Time Frequency Between changes in material only

Enable agitation

Clean & rinse
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Test Definition Report O330/R0L3 09:18:34

v Enabled Testcode MRX143  Testmame D-dimer MRX143  Testnumber 500

Enable parallelism

Enable NPP

« Enable rerun

Result Ranges

Result unit to test ng/mL

Rie ~ . . . Same Test Extended Test Alternative pre-dilution
Above Test Range v

Below Test Range W
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