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Optilite® is a registered trademark of The Binding Site Group Ltd., Birmingham, U.K.
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TD SAA Version number 1.1  Optilite 4
s/n 864000295027
Date 03/04/2024 User Test designer
Time 10:22:21 Software version: 7.0.2
Info
Tag TD - 42887 -Barcode 1 Barcode 2
Last time changed 27/03/2024 17:46 BT R Bl p ST £l s 10 'Rt .' Al
User name . Test designer } ‘, K ; Ell'l:l‘ ITE?' I-b "II-T fin "+' Jﬂ'i': 'II‘:?
Full name Serum Amyloid A - " e ;'" l}ﬁ '“:'_, 3_ ll?i :l:, W I'lﬁ " :'-I'li" I:fh
.o R | e
Type Photometric RIrEE B mr{;‘ f H"' I'l. [EJ .,5, i
Online name o ﬂ"": y ,l,_?.:lrl.‘ I ya' A I% Ry "lu|| .I..
Acceptance Manual P l%,l'.f; iif’ K ki ) 1."-| N 'ﬂ I"’j i
Result unit mg/l % ! I'fll',." e E,r Ft{ ; .F!. y [
Number of decimals 2 : 3_‘; ! ;i ?‘A'kaaa ." ' :'d': J ﬂ,i_:' X
Correction factor 1 : ‘:“,u ki . Ph L&' ‘;““ft I'H"[L.' ﬁ' ‘L h I."IE .i""
Correction bias 0 \5‘9 AL ?ﬂ} _.!5 b YRl o I"‘l Hq
Sample type Serum
Flow
Blank type Yes Primary dilution 1 + 14 Dispensed volume 150
Reagent Reagent Volume (pl) Dispense with Extra volume (pl) Syringe speed Replacing reagent
R SAA2 102 Extra 20 Medium None
Barcode ID Alarm limit (ml) Onboard stability (days)
644 2,0 30
Reagent Reagent Volume (pl) Dispense with Extra volume (pl) Syringe speed Replacing reagent
R SAA1 33 Extra 10 Slow None
Barcode ID Alarm limit (ml) Onboard stability (days)
645 1,0 30
Incubate Time (sec) Actual time (sec)
300 297
Sample Volume (pl) Dispense with Extra volume (pl) Extra wash
15 Extra 10 No
Incubate Time (sec) Actual time (sec)
18 18

End-point blank  Blank resp. min.(A)

0
Incubate Time (sec)

600

Blank resp. max.(A)

*

Actual time (sec)

594
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TD SAA Version number 1.1  Optilite 4
s/n 864000295027

Date 03/04/2024 User Test designer
Time 10:22:21 Software version: 7.0.2
End-point Main wavelength (nm) Side wavelength (hnm)  Residual net abs. (A) Delta abs. check min. (A)
measurement
510 None 0 =
Dilution Limits
Biltitisrsiit Giliient Measuring range (mg/l) Next dilution ratio (1+)
Primary dilution 1 + 14 s e Cr g
Neat sample Primary dilution 2,000 25,000 3,0 59,0
2nd dilution s 100,000 x 299,0
Dispense;with Extra 3rd dilution G 500,000 § 999,0
Volume (ul) 20 . 4thdilution ¥ 1.666,667 ¥ 2999,0
Biluent Test limit 0,800 5.000,00mg/l
Diluent ID Diluent 1 Critical limit ® * mg/l
Calibrator diluent ID TD SAADIL Init. abs. . . A
Dispense with Extra TVR limit (%) =
Volume (pl) 20 ‘
Sample type starting dilutions
Sample type Dilution
Seum 1+ 14(Primary)
Plasma 1+ 14 (Primary)
Urine 1+ 14 (Primary)
CSF 1+ 14 (Primary)
Oral fluid 1+ 14 (Primary)
Whole blood 1+ 14 (Primary)
Hemol. blood 1+ 14 (Primary)
Other 1+ 14 (Primary)
Calibration
Calibration type Logit-Log 4 Abs. error (A) )

TRIMERO Diagnostics SL - Application Proposal: Optilite® - 3diag - SAA - OPT KIT - (rev. 1 (en) _02.04.2024)-2/3




)
{

TRIMERO
DIAGNOSTICS

TRIMERO Diagnostics, SL

c. Valéncia 558, 4t 2a - 08026 Barcelona
+3493244 8679 - info@3diag.com

NIF: ES B66739772
Inscrita R.M. Barcelona Tomo 45329, Folio 165, Hoja 484362

3diag - SAA - OPT Kit

ANNEX to IFU: Optilite® - Proposal of Application

Test parameters EE %
TD SAA Version number 1.1  Optilite 4
s/n 864000295027
Date 03/04/2024 User Test designer
Time 10:22:21 Software version: 7.0.2
Repeat time (days) 30 Rel. error (%) )
Points/calibrator Single Factor limit min. *
Factor limit max. *
Acceptance Manual
Nbr Calibrator Current lot Concentration Dilution 1 +
0 Tosaacal Default - < s
2 TD SAACal Default o 4
3 TD SAACal Default * 5
4 TD SAA Cal Default ki 7
5 TD SAACal Default ¥ 10
6 TD SAA Cal Default = 15
7 TD SAACal Default b 24
8 TD SAA Cal Default e 49
QC
Procedure KIT QC QC profile Kit QC
Interval type In use Yes
Requests Acceptance Manual
Time (hh:mm) 0:00 Trigger Manual,Calibration
Procedure Control Current Lot Conc SD Req. count
KIT QC TD SAAHQC 1
KIT QC TD SAALQC 1
Procedure Nbr of controls SD multiplier
KIT QC 1 2
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