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1 About this manual

This manual contains the necessary information for safe, proper and effective operation of the
DxDATA ™ Automatic Chemiluminescent Immunoassay Analyzing System (hereinafter referred to

as " DxDATA ™ "), Please read this manual carefully before operating the DxDATA ™,

2 About DxDATA ™

This chapter includes the intended use, operating characteristics, and instrument performance of

the DxDATA ™.

2.1 Intended Use

DxDATA ™ is an automated discrete loading chemiluminescence enzyme-linked immunosorbent
assay (CLIA) and magnetic particle separation analyzing system that uses indirect
chemiluminescence based on a chemiluminescent substrate (APS-5) and alkaline phosphatase
for qualitative or quantitative testing, including immune function, autoantibodies, tumor-
associated antigens, myocardial diseases, hormones, proteins and peptides, sugars and their
metabolites, liver diseases, coagulation markers and other items in human serum, plasma and

whole blood samples.
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2.2 Specifications and performance

Instrument type

Automated chemiluminescent immunoassay

analyzing system

Model

DxDATA™

Number of Channels

8-channel parallel detection

Sample material

Whole blood, serum, plasma

Sample volume

30-150 pL

Wavelength

300-650nm

Data storage

Patient data: more than 100,000 samples (tests)

QC data More than 100,000 results

Size 400 (W) *610 (D) * 645 (H) mm
Weight 35 kg

Electrical 110/220 VAC

requirements

Rated power supply

110/220V 60/50 Hz 300W

Printer Built in
Computer Built in
Screen 10 in LCD touch screen (800 x 600) pixels

Operating System

Microsoft Windows 10 Enterprise
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3 Details of DxDATA ™

This chapter provides an overview of the measurement principle, equipment structure, and

accessories used in DxDATA ™instrument.

3.1 Principle of detection

The detection principle used by DxDATA ™ is Chemiluminescent Immunoassay (CLIA), and the
reagents used in each test are stored in a special, individually packaged cassette sealed with

aluminum foil.

The DxDATA ™ detection principle is described by applying the sandwich immunoassay reaction
mode. The sample is combined with an alkaline phosphatase-labeled antibody and a biotinylated
antibody to form a sandwich structure. The excess streptavidin-coated magnetic particles form a
complex with the biotinylated antibody, and after washing, the luminescent substrate is
catalytically cleaved by an enzyme in the complex to form an unstable excited intermediate. When
the particle returns to the ground state, it emits photons. The light intensity of the reaction is
detected by a photomultiplier tube, and the luminescence intensity of the analyte is converted into

relative light units (RLU) by the instrument operating software.
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3.2 DxDATA ™ components

This section provides description of the DxDATA ™ instrument main components and their function.

3.2.1 Front of the Device

The necessary components for operating the DxDATA ™ instrument are located on the front of

the unit; see the figure below. Component names and functions are described as follows:

Touchscreen
Computer

Printer

External
barcode

scanner Swing-up

Door

+  Touchscreen computer - Displays various information about the DxDATA ™analyzer and

accepts input from the user of the device.
+  Printer - Prints results and other information.

+  Swing-up door - Opens upwards to insert the reagent strips. The reagent strip information
can be read and the experiment program can be selected automatically via the QR code auto
scanning function.

+ External bar code scanner - Linked directly to the USB port on the back of the instrument

and intended to read the information contained in the QR code.

3.2.2 Back of the device DxDATA ™
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The input and output ports of the device are located on the back of the device, as shown in the

figure below.

Main Switch

Voltage supply

10942/ P FINL2S0Y

q

Ethernet

[ [ L

* Main Switch — This is the main power switch of the device. After the instrument is turned
on, the computer powers up in about 1 minute.

*  Fuse: F2AL250V/F3AL250V - Protects the internal circuitry of the instrument.

+  Voltage supply 110/220 VAC - Provides connection to the power cable.

+ Ethernet - Allows connection to LIS system.

+ USB - Provide connection to the instrument’s external barcode scanner, mouse and

keyboard.
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3.2.3 Accessories

Information for the main DxDATA ™ accessories is shown in the table below.

Main Accessories Description Quantity Remarks Picture
Power cord 1 Standard

Fuse: F2AL250V/F3AL250V 2 Alternate replacement
Cartridge rack 2 Standard
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4 Storage and Operation of the Equipment

4.1 Environmental conditions and placement

instructions

4.1.1 Normal working conditions

Altitude: no more than 2000m

Power supply voltage DxDATA ™: 110/220V 60/50 Hz 300W
Ambient temperature: 10° C ~ 30° C; Relative humidity: <70%;
Atmospheric pressure: 85.0 kPa to 106.0 kPa;

Keep away from magnetic field interference sources, e.g., MRls;

4.1.2 Placement instructions

iy

2)

3)

4)

The instrument should be placed on a flat, stable surface.

The rear panel of the instrument requires a distance of >200 mm for the power switch access

and ventilation.
Avoid placing DxDATA ™ in a place where it is exposed to direct sunlight, air
conditioning or other equipment.

Do not block the device vents and ensure that no paper or other objects may affect the

air circulation in this area.
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H Software Description

This chapter describes DxDATA™ instrument software.

5.1 Software Overview

Software Environment:

Device has a 10-inch touch screen built-in monitor with resolution of 800X600 pixels.

Microsoft Windows 10 Enterprise operating system is pre-installed on the instrument.

System startup

Power on the system using the power switch on the back of the instrument.

If the software does not automatically start, double-click the desktop shortcut DxDA
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5.2 Software Overview

In order to log in, enter the username and password. You can select an option to save the password.
When the Login button is clicked, the system checks the username and password, then login to the

system is performed if the system requirements are met.

DxDATA" ek

Account

Automated

[ System

Chemiluminescent

Immunoassay Password

Analyzing System (

Remember Me

Login

Different usernames are used according to system permissions. User permissions are divided into

four levels: A, B, C and D.
+ Permission A and B: for manufacturing or distributor use only.

+ Permission C: administrative permissions (user permissions, user settings, re-collection of calibration

curves, etc.).

+ Permission D: user permission (sample detection, calibration, quality control, result query, report

printing, adding new batch of reagents)
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5.3 Initialization check

After the login, the system will initialize. A dialogue box will display Initializing completed message.

Click Confirm button to proceed to the Main menu.

DXDATA" N - EEEES B

Info

Initializing completed

=

If an error is

encountered, please contact Technical Support or your local representative.

4

L
-~

Warning

Waming5001
CAN connection is abnormal
Please check whether the CAN is connected before
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5.4 Main menu window

Main menu window contains all the options for the end user to operate the instrument. It is the starting

point of the complete list of options available to the end user.

Jul 20 2023
15:36:49

A

Experiment

(4

Result

Click Experiment to enter the device running window.
Click Sample to go to the samples management window.
Click Result to enter the results query window.
Click Report to proceed to the reports window.

Click Settings to open the instrument settings window.
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5.5 Experiment window

The Experiment window is the core part of the normal operation and shows the status of the
instrument. The whole operation process is carried out in this window. All the applicable information such
as project, sample and batch number can be manually added on a channel-by-channel basis in the

Experiment window.

1) In the Main menu, click Experiment to enter the device running window. Double-click a project

or sample position to pop up Experiment Setting window for editing.

B) DxoatA”  Epeimem O [ 2 370 B iR

Calibrator Calibrator I |

Test List Single TIP JDETICREY

Calibrator Calibrator

€ Back
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2) In the Experiment Setting window, select the type of experiment: Sample experiment, Cali
experiment or QC experiment. Select the name of your Project and Reagent Lot No. In
the drop-down Sample type menu select your sample: Serum, Plasma, Whole Blood. Confirm

the correct detection Channel and sample Serial No.

Sep 21 2023

m DxDATA® Experiment Setting () é 12 37.0c [l “0c o3

Sample Experiment Cali Experiment QC Experiment

Project Channel

[ Fer ] [ 1 ]
Reagent Lot No Sernial No

[ 230414 ) 4 ] [ Serial No. ]
Sample type

(rom 2

€ Back Save

3) Click the Project field to open the reagents menu. Use scroll Up or Down buttons to find the
target reagent. Select reagent name then click Back button. Please refer to “Assay Group and

Inspection Precautions” information when you use different reagents in one run.

m DxDATA" Select Project (D @; 72 37.0°c i Sep] :Isgogg

CA199  FSH  Anli TG  CEA AFP  CA153
Folic Covio  Covig
[ caizs  Lou oo pHeG iy ga | Up
Fer 250H  uc crRP P T3 crRp |V
VD
< Down

CoViglg  CoV19
LH SAA E2 &S NAD AMH

=
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4) Click Save button in order to save setting for the selected channel.

Sep 21 2023

m DxDATA® Experiment Setting () ;iik; 15 37.0c B0 5504

Cali Experiment QC Experiment

Sample Experiment

Project Channel

(e J [ )
Reagent Lot No Serial No

[230414 4 ] [ Serial No. ]
Sample type

[ Serum v ]

5) The software will return back to Experiment window.

O B 2 30 (B0

B) oxoatA  Experimen

2023092

10001

o 3
€ Back Test List Single TIP QLT REIY
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5.6 Sample window

To prepare samples test, proceed to the Sample window. This will allow you to add samples
and project information for the cartridges as well as display sample and project information

that has been set previously, edit patient information for samples and do more.

1. In the Main menu, click Sample.

DXDATA - “319:32

A

Experiment

e

Result
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2. Select a reagent or combination of reagents: Project. Click Save and Confirm

successful saving. Click Back button in order to proceed to the Experiment menu.

™ eoe Jul 28 2023
m DxDATA Sample Q© &8 D 370°c # 55
CA19-9 FSH  Anti -TG  CEA AFP P
b § A o
Folic Covi9  CoV19
oo D-D B-HCG igM 9G Fer FT4
vV
Hs- CRP P T3 CRP LH SAA cTnl e
Sample No.

Manual dilution

[ Times ]

Add ar

Click to select Smp.
[:] Emergency

€ Back TestList [ Save

3. The samples will be assigned in the Experiment menu by your instrument. Click
Run button to start your test.

m DxDATA" Experiment @) é 7= 37.0°c

s | Sep 22 2023
s° 14:07:58

2023092

2023092
20001

20002

o &
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4. To create a new Project, double-click the blank area at the top of the Sample

window. This will open the project portfolio settings window.

Sep 22 2023

DxDATA" Sample O & 2 370 B 0%

Proj 1 T8I
CA19-9 FSH Anti -TG CEA AFP CA153 CA125 A
/ y y ; Up
Folic CoV19 CoV19 25-OH
Acid D-D p-HCG IgM 19G Fer VD
Hs- CRP P 113 CRP LH SAA E2 Down
Sample No Sample type Sample quanlity Manual dilution

Click lo sefect Smp. Serum v [ ] [ Times }
C] Emergency D Auto dilute m

b BaCK save C

5. Enter project name and click Save. Select or deselect the reagents, then add reagents
to the project. Dark blue is selected, light blue is deselected. Use scroll Up or Down

buttons for more reagents. Click Back to save your project and return to the

Sep 22 2023

@ DxDATA" Project Q ﬁ =2 37.0c # g0

Combination

I

Invalid Valid

GFAP PGP9.5

~—

GFAP
~—

TSH
Anti -
— —

€ Back

Sample menu.
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Report window

At the time of your samples run, you can enter patient information in the “Report” menu. In the Main

menu click “Report”.

DxDATA" ® D 37.0 [l 22

A &s

Experiment
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In the “Report window” use search by date and sample number, then click “Query” button.

Select a sample and click “Add” button or double-click on a selected sample.

™ Jul 28 2023
B pxoaTA Report O [l = o< (M2
Start date End Date Sample No.

[ 20230728 @ ] [ 20230728 @ ] [ ]

7/28/20235:17PM 202307280001 Uncompleted
D 2 7/28/2023 5:27 PM 202307280002 Uncompleted
[:] 3 7/28/2023 5:27 PM 202307280003 Uncompleted
D 4 712812023 5:27 PM 202307280004 Uncompleted
[:] 5 7/28/2023 5:27 PM 202307280005 Uncompleted
D 6 7/28/2023 5:28 PM 202307280006 Uncompleted
| 7 THKOIARI|RPM  2N23NTI|RNNNT I Ineamnlatad o
<

9
g

*  Click “Merge” to merge the selected reports.

*  Click “Print” to print the current selected search records by list.

*  Click “Upload” to upload the current selected search records by list to LIS
*  Click “Delete” to delete the current selected search records by list.

*  Click “Add” to add a new report in the “Edit report” window.
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Enter patient information for a selected sample, then click “Save” and “Confirm” button.

Proceed to the next sample by or click “Back” to return back to “Report” menu.

B oAt eawepon O B © o< B MG

Date Patient type mple No. Age

((28.07.2023 ) (patientcatet v ] J(23_ (vears ¥ ]
Patient name Submission Dr. Sample status Inpatient No.

[ John ] [dodor R ] [ v ] [ ]
Gender Laboratory Technician Clinical diagnosis Bed No.

[Male v ] [examinerl v ] ] [ ]
Submission department  Auditor Submission time Report time
(deportneme1 v ] [auditor v ][ 20230728183 @ (20230728183 @ |

e % S
€ Back SET Print © | Export Delete &)

+  Click “Preview” for see the preview of the selected report.

+ Click “Send LIS” to upload the current selected records to LIS.
«  Click “Print” to print the current selected report.

« Click “Release” to release the current selected report.

+  Click “Export” to export data and save as Excel document.

+ Click “Delete” to delete the current report.

Result window
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In the "Results" window, you can search for test results, calibration results and quality control results.

DXDATA O @ © 370 8 S

A %

Experiment

(4

Result

Sample Results

Click "Sample Results", the software will display "Query test results" interface.
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@ DxDATA

Calibrate
Results

1)

QC
Results

O 72 37.0c

&

Sample
Results

Sep 25 2023
11:17:23
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The “Experiment time” start and end is mandatory to begin results search, while all other search criteria are

optional. If you do not enter information, you do not select the condition. Click “Query” button.

Sep 25 2023
11:22:11

m DXxDATA™ Querytestresults () ﬁ 12 370« &

Expenment time (Start) Expenment time (End)

[ 2023.09.25 @ ] [ 2023.09.25 = ]
Project name Sample No.

[ Click to select project ] [ ]
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Under this interface, you can select “Experiment time”, “Project” name or “Status” for your search.

m DxDATA" Sample Results @) é 2 370« | Se.ﬁ:ssz;(:)gg

O e T e

0/0

e LIS&

+ Click “Send LIS” to upload the results of the current search to the LIS system.

Delete

*  Click “Print” to print the current search records by list.
+ Click “Export” to export data and save as Excel document.
+ Click “Recalc” to recalculate the current search records by list.

+ Click “Delete” to delete the current search records by list.

QC Results
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Click "QC Results", the software will display "Query QC results" interface.

The “QC date” start and end as well as “Project name” are mandatory to begin the QC results search, while all

@ DxDATA Results

22 | Sep 25 2023

m DxDATA™ Query QCResults () é T 37.0°c B 50543

QC date (Start) QC date (End)

[ 2023.09.25 a8 ] [ 2023.09.25 & ]
Project name

[ Click to select project ] v

other search criteria are optional. If you do not enter information, you do not select the condition. Click “Query”

button.

Under this interface, you can select “QC date”, “Project name” and “QC Lot No.” Select “QC1” or “QC2" as

required items.

e | Sep 25 2023

B Dx0ATA  queyacrepor O [ @ sm0 (8 %

QC 2 QC chart L1

€ Back Send LIS & || Print © | Export
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Click “Send LIS” to upload the results of the current search to the LIS system.

Click “Print” to print the current search records by list.

Click “Export” to export data and save as Excel document.

Click the “QC chart” button to retrieve all the quality control results for the selected conditions

™ _ gs2 | Aug 22 2023
m DxDATA QC Report QO © = 370 # ™50
Project name QC type Report time QC Lot No.
[ TSH ] [ QC1 ] [ 20230822 @ ][ B230617 v ]
4 N\
| 1 18082023 230615
& >
p "
€ Back

= Open n -
lﬂﬂlplﬂlﬂ i (:]
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«  Click “Recalc” to recalculate the currently displayed quality control charts.
«  Click “Open template” to open template for currently displayed document.
. Click “Print” to print list format.

. Click “Export” to save as Excel document or PDF document.

+  Click “Delete” to delete the selected data.

. Click “Save” to save the modified data.

Calibration Results

Click “Calibrate Results”, the software will display "Query test results" interface.

@ DxDATA

Calibrate QC Sample
Results Results Results
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The calibration “Cali date” start and end is mandatory to begin the calibration results search, while all other

search criteria are optional. If you do not enter information, you do not select the condition. Click “Query” button.

sss | Sep 25 2023

m DxDATA® Querycaliresults () é T2 37.0°c |8 | ™ 557

Cali date (Start) Cali date (End)

@
—

[ 2023.09.25 = ] [ 2023.09.25

Project name

[ ]
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Under this interface, you can select “Experiment time”, “Project name” and “QC Lot No.” Select your project

Calibrator 1 and Calibrator 2.

B oxoara Cali Info O B8 12 370 @ S22
Project name Reagent Lot No.

( J{ ]
-

11/16/2022 10:54 AM GFAP 102921 Call 463
11/16/2022 10:54 AM GFAP 102921 Call 448
11/16/2022 10:54 AM GFAP 102921 Cal2 311¢
11/16/2022 10:54 AM GFAP 102921 Cal2 307¢
[:] 11/14/2022 10:36 AM PGP9.5 012722 Call 694
m 11/14/2022 10-36 AM PGP9 5 012722 caln 651 M

< >
€< Back Export Add + j Delete &)

«  Click “Curve” to see and save selected calibration curve.
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Click “Fitting” to recalculate the calibration results.

Click “Add” to add new calibration results.

Click “Print” to print the current search records by list.

Click “Export” to export data and save as Excel document.

Click “Delete” to delete the current search records by list.

Settings window

In the "Settings" window you can manage your reagents, switch users by logging in with a different user

name, access instrument’s settings, functional debug, alarm records and maintenance. In the Main menu

click “Settings”
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Q i=2 37.0«

a\ s

Experiment

[

Result

The “Settings” menu includes “Reagent”, “Info”, “ Switch user” and “Maintain”. Click button to enter

a corresponding window.

36| Page



Version 2.0

 DxDATA

3

Reagent

(o))
CCh

Switch User

O i 37.0°c

X

Maintain

ooo Sep 25 2023

ooo
coo
°

16:09:24
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Reagent

In the “Settings” menu, click “Reagent” button to go to reagent management interface where you can

enable and disable projects, select project parameters and add new batch of reagents.

@ DxDATA

g

Reagent

00
Gy

Switch User

®) D 370

L ETHIET
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To add a new reagents lot, select your reagent name on the left side of the screen. Detailed information of the

currently selected reagent will be automatically displayed. Click “Add New Lot” button to add a new batch of the

selected reagent.

Reagent

B oxoara
CA199  FSH
Anti TG CEA  AFP
ca153  cais ol
DD BHCG c;\as
cvis 2o
Hs- CRP P 3
i —

Reagent Lot No.

O [ 2 370 @ SRB2B

—

Cali date

[ 0032423-DD2

Al ]

Remaining vaild days of calibration

[o

]

RLU
289513
232210,
174907|

117603

Calihistory [V]
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With the handheld external bar code scanner, scan the QR code on the kit box. After the scan is

successful, confirmation is window displayed, the current scan information is automatically added.

™ e es2 | Sep 26 2023
@ DxDATA Add New Lot QO B 2 370« B | TN 5508
il N\
Project name Project No.  Valid until
[Fer ] [DxDA-l(] [ 0001.01.01 & ]
Reagent Lot No. QR Code
[ ] Add -
' 4
| e | v | i akn e
& Back Save cal

Manual Input: If unable to be scanned, the information can be manually added via the “Enter” key.

NOTE: After scanning or manually inputting the batch information, the “Reagent Lot No.” and “Valid

until” values are unable to be changed.
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After inputting, click “Confirm”. Click “Save” button to save the current batch data and “Confirm”.

=§= Sep 26 2023
ML 14:34:26

m DxDATA" Add New Lot O &8 1D 370«
Project name Project No.  Valid until =
Fer ] [DxDA—l(] [ 20240420 @ ] =T

Reagent Lot No.

| 230414

(1]

Info

QR code entered successfully

~

A y.
B 4
Cc 39
\
D 2232465
F 6243809

€ Back

1686465

4739059

2883933

7986371

Save

Cal

~

« Click the “Cal” button to proceed with reagent calibration in the “Run” menu or click

"Back" button to exit the currentinterface and return to the “Reagent” management

interface.

+  Youcan also add multiple batches of information at once. Repeat the operation steps above.
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Info

Click “Info” button for instrument’s alarm records.

@ DxDATA O [ =2 370

i

Reagent

G X

Switch User LV ETET]]

@ DXDATA" Info O [ 2 370 (@5

Setallread (¥ Waming  Reminding Run
-

< >

+ Select “Reagent” to check the alarm information for reagents.

+ Select “Warning” to see warning messages recorded by the instrument.

+ Select “Reminding” to check the reminder alarm information.
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+ Select “Run” to check the instrument’s operation logs.

Switch User

Click “Switch User” button to log in with a different user name. Select Account type and enter the Password in

the “Login window”.

BioCheck

DxDATA"

Automated
Chemiluminescent
Immunoassay
Analyzing System

Sep 26 2023
14:52:01

Login

Account

[ User

Password
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Maintain

In the “Settings” menu, click “Maintain” button to go to “Instrument maintenance”, “Basic settings” and

instrument “Functional Debug” interface.

@ DxDATA" ® D 370« [l sv=22

3

Reagent

00
COh

Switch User Maintain

Here you can manage maintenance schedule for your instrument in “Instrument maintenance”, check your

instrument functionality in the “Functional debug” and enter “Basic Settings”.

@ DxDATA" Maintain

P

Basic Settings

Ce

Functional Debug Maintenance

Instrument
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In the “Maintain” menu, click “Basic settings” to access the menu of settings.

@ DxDATA" Maintain O 2 370 i %

P

Basic Settings

Ce

Functional Debug Maintenance

Instrument

Click on “Basic info” box to update Hospital name, Department name, Instrument S/N

information and Service personnel. Click “Save” button to save the changes and “Confirm”.

m DxDATA" Basic Setting Q é 72 37.0°c | 3 Sepéag);:;

Basic Account COM Report User User
info sefting setting setting habits setting

Hospital name
Department name
Instrument S/N

Service personnel

€ Back Save
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Click on “Account setting” box to update Account, Password and Permission level. Click “Save” button to save the

changes and “Confirm”.

@ DxDATA" Basic Setting O B © 270 (B2

Basic Account COoM Report User User
info setting selting setting habits setting

Account Passvvord

Click on “COM Setting” box to update LIS, Printer and Internal scanner settings. Click “Save” button to save the

changes and “Confirm”.

B) oxoatA  sesicsenng O [ © 370 (8 R

Basic Account COM Report User User
info setting setting setting habits setting

( D\ @ N\
C] Enable LIS Printer Internal scanner
Port
LIS port D External printer
IP Address [ COM3 v ]
( 127.00.1 | Built-in printer Baud rate
Port No. Port ( 9600 |
[ 5556 ] [ com1 - ] Model
. [ imermnt v]
Local instrument Baud rate Y
Port No [ S0 ]
( 5566 |
Auto print
[:] Auto upload results
. J \ y |9 )
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Click on “Report Setting” box for report settings. Make selections to update report template for external and built-in

printer. Click “Save” button to save the changes and “Confirm”.

m DXDATA"  BasicSeting () [#§ 2 37.0 [ 50227

Basic Account cOoOM Report User User
info setting setting setting habits setting
1 A5 Test report template D

Hospital Department Inpatient No. Bed No.
Clinical
I Laboratos
Sample type Sample No. Submission Dr. Techniciaryn
Auditor 2:‘l;mlssmn Report time D Titer

Click on “User habits” box for user habits settings. Select or deselect options for user habits. Click “Save” button to

save the changes and “Confirm”.

B) pxoATA"  Basicsenng O [l W smoc B NETS

Basic Account coM Report User User
info setting setting setting habits setting

D Report(Date) D CV% mode D Separate calibration
Classified report D Sort by sample No. D Single 2-point Calibration

£ Extreme -
D Ratio report Mode(Multi-sample) D Reset sample position
= AU Original position 2
D Display value out of limit D dataction D Chest pain center
D Turn off alarm D Double-click mode(select dilution factor)

D Auto print QC results O Auto print Cali results Reverse decimal @

$ Back Save
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Click on “User setting” box to update Patient type, Submission department, Submission doctor and Laboratory

technician information. Click “Save” button to save the changes and “Confirm”.

™ = 5 I\ 232 | Sep 26 2023
B DxDATA Basic Setting Q &8 %2 370 8 5040
Basic Account COM Report User User
info setting setting setting habits setting
Submission department Laboratory Technicia
patientcate1 departname1 doctor examiner1
doctor
doctor
< >
$ Back Save
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In the “Maintain” menu, click “Functional debug” to access the menu of system function tests.

@ DXDATA. Maintain C) 72 37.0c Seplg7b2e,ogg

@"‘B

Basic Settings

Instrument

Functional Debug Maintenance

Check your instrument functionality in the “Install check “menu.

@ DxDATA" Function Debug O T=R37.0°C .

&

Install Check
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Click on “System self-checking” button. System will perform a self-test.

R DxDATA® Checklnstallation () D 37.0°c Bl ° 30

[,

System Seft-checking

Scanner

Click on “Temp” button for temperature test.

@ DxDATA~ Checklnstallaton () D 37.0°c B 3500

3

System Seft-checking

Scanner

50| Page



Version 2.0

Set the number of reading times and click “Run”. System will perform temperature test.

B) ooara cheems O [l W (8 TR

s

Frame Reading Times Time Interval

(O | S E—
1 375 375 ]

2023-09-27 18:21:31

2 2023-09-27 18:21:32 375 375
3 2023-09-27 18:21:33 37.5 37.5
4 2023-09-27 18:21:34 376 375
5 2023-09-27 18:21:35 37.6 37.5
< >
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Click on “Read” button for PMT module test.

@ DxDATA" Checkinstallation () 7= 37.0c s

s,

System Seft-checking

Scanner

Insert 8 reagent cartridges, set the number of reading times and click “Run”. System will perform PMT module

B) Dx0ATA checkreading O (i © i | o7, 272022

-

Reading Times Time Interval Delay Frame

| I O
1 28 60 22 28

06:47:25
2 06:48:01 36 50 51 64
3 06:48:37 25 21 18 19
4 06:49:12 63 35 18 24
5 06:49:48 54 47 86 31
< >

test.
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Click on “Scan” button for reagent barcode internal scanner test.

N DxDATA® Checkinstallation () = 37.0

[

System Seft-checking

s

Scanner

Insert 8 reagent cartridges and click “Run”. System will perform internal scanner test.

B) pxoata checscn O @ W (BN
Frame
v

2222003230414A00482  111140822031400813  2222003230414A00481 1111203
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Click on “Scanner” button for the external barcode scanner test.

A DxDATA" Checklnstallation () 72 37.0«

[,

System Seft-checking

i

Scanner

System will perform external barcode scanner test.

298 Sep 27 2023

™

J: O
7= 37.0°c

o)

@ DXDATA" Checkinstaliation ()

&=

System Seft-checking

Scanner

Click on “Tip” button for the pipette tips air tightness test.
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Insert 8 reagent cartridges and click “Run”.

™ Sep 27 2023
DxDATA Check TIP Q& 2 e
Frame Offset
[ 1 4 ][ 420 ]
Position TIP Position Aspirate volume, pl

7

J E d | o]

Check that the TIP head just contacts the plane of
the incubation frame and is not stressed

€ Back

Follow procedure steps for the test.

DXDATA"  checkt O [l © (B[00
Flame( .\
1
% @ uL
E Info E

Please confirm that the reagent rack has been taken out j
900

€ Back
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At the end of the test, click “Save” and “Confirm” button.

B) pxoatar crewe O [l W (8

Frame
= [

Positiof | L pL

7 Info 65 I

Saving succeeded

Check
the inc

Click on “Pump” button for air tightness test.

A DxDATA"~ Checkinstallation () = 37.0°

(5,

System Seft-checking

Scanner
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Insert 8 reagent cartridges and click “Run”. System will perform air tightness test.

m DxDATA® Checkairtightness () #% 72 37« % s

————

Frame Position Aspirate volume, pL
E |k dl l
TIP Position Waiting time, s

E d 3
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In the “Maintain” menu, click “Instrument maintenance” to access the menu of maintenance for the instrument.

@ DxDATA Maintain Sep] (2)752032

P

Basic Settings

Ce

Functional Debug Maintenance

Instrument

In the maintenance log, select the date and type of maintenance.

——

I ) ) o )
A e EEEm
maintenance

Half-yearly
maintenance

B ooarar wvaneing O [ B (8

Yearly
maintenance
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Open the maintenance info window to see the work content, tools and materials required for the maintenance.

ﬂ DXDATA"  Manainio O #8535

Exterior cleaning Whole series
2 Automatic sampling system cleaning /5% medical alcohol cotton DxDATA series
3 Sample tube height sensor cleaning 75% medical alcohol cotton DxDATA series
< >
Monthly Half-yearly Yearly
$ Back Maintenance Maintenance Maintenance

Use the check marks for the maintenance completion status.

B oxoara vensnwo O [ B (8]

_ Tools and materials Applicable models Completlon status

r cleaning Whole series
ing system cleaning ~ 75% medical alcohol cotton DxDATA series
Jht sensor cleaning 75% medical alcohol cotton DxDATA series
< >

Monthly Half-yearly Yearly
€ Back Maintenance Maintenance Maintenance
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Initialization

Click the “Initialization “button in the main window. System will be re-initialized.

C) 7= 37.0°c §§§ Sep 27 2023

10:51:01

A &s

Experiment

(3

Result

Click “Confirm” button for successful instrument’s initialization.

?”

(7]

Info

Initializing completed

Confirm
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Shut down

Shut Down

Please choose Shut Down option.

9 © =S

Cancel Shut Down Back To Windows

e Click the “Shut down” button in the main window to access the instrument’s shutdown
e options.
e Click the "Shut Down" button in order to shut down the instrument.

e Click the "Back To Windows" button to return directly to Windows, this will only close the

current system.

e Click the "Cancel" button to cancel the current operation.
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Instrument warnings and precautions

Precautions

1) Only trained, qualified laboratory personnel are authorized to use the instrument. Authorized
personnel must wear appropriate protective gear (gloves, lab coat, safety goggles) and exercise
standard precautions for handling and disposing of infectious or potentially infectious materials

(e.g. patient samples or consumables).

2) The test cartridges provided by the manufacturer will not release toxic and harmful gases
during the use of the instrument. The test sample is potentially infectious. Used test cartridges
are treated according to the Medical Waste Management Regulations to avoid biohazard. If
hazardous materials leak into the surface or inside the equipment, proper cleaning should be

carried out (see Section 8).
3) During cleaning of the instrument ensure that the instrument is turned off.
4) Operator must follow the instructions in this manual in order to ensure safe operation.

5) DxDATA ™ is a medical analytical instrument for testing serum. Do not use the device for other

purposes.

6) Do not use solvents, abrasive cleaning fluids or rough cloth to clean any parts. Do not use
cleaning agents or disinfectants that are not approved for cleaning or disinfections as specified in

Section 8.

7) The door should not be opened during the operation of the instrument to avoid injury caused by

touching moving parts.

8) The user must not open service door or remove any covers from the instrument.
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Troubleshooting

Issue Causes of Issue

Solution

Magnetic rod motor
or magnetic sleeve
Z motion abnormality | magnetic sleeve

motor movement

The operator turns the machine on and off once,
so that the instrument is reset again to see if
the fault persists.

If the fault persists, please contact the

factory after-sales engineer or an

abnormal authorized technical service
representative.
The operator turns the machine on and off once,
so that the instrument is reset again to see if
the fault persists.
TIP movement TIP motor If the fault persists, please contact the
abnormality motion factory after-sales engineer or an
abnormality authorized technical service

representative.

Sample pump
Abnormal pump motor movement

motion is abnormal

The operator turns the machine on and off once,
so that the instrument is reset again to see if
the fault persists.

If the fault persists, please contact

the factory after-sales engineer or authorized

technical service representative.

PMT
movement abnormality PMT motor motion

abnormality

The operator turns the machine on and off
once, so that the instrument is reset again to
see if the fault persists.

If the fault persists, please contact the

factory after-sales engineer or an

authorized technical service

representative.
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Issue Causes of Issue Solution
1. The operator turns the machine on and off
once, so that the instrument is reset again to
Y-axis see if the fault persists.
Y-axis motion motor 2. If the fault persists, please contact the
anomaly movement factory after-sales engineer or an
is authorized technical service
abnormal representative.
1. The operator turns the machine on and off
once, so that the instrument is reset again to
X-axis see if the fault persists.
X-axis motion motor 2. |If the fault persists, please contact the
abnormality movement factory after-sales engineer or an
is authorized technical service
abnormal representative.
1. The operator turns the machine on and off
Fitting exception, once, so that the instrument is reset again to
data processing is see if the fault persists.
unsuccessful Reagent related 2. |f the fault persists, please contact the
data processing factory after-sales engineer or an
exception authorized technical service
representative.
Open the serial port | Thermal printer 1. Contact the manufacturer's after-sales

exception

communication

is abnormal

engineer or an authorized technical

service representative
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Instrument maintenance

When servicing the instrument, turn off the power and wear appropriate safety equipment

(gloves, lab coats, goggles, etc.) to ensure the safety of the lab personnel.

Weekly maintenance
e Gently clean the surface of the reagent rack with a lint free wipe soaked with disinfectant

70% alcohol.

e Ensure all channels are disinfected with 70% alcohol when cleaning the channels of the

reagent rack.

Monthly maintenance

e Clean the surface of the device with 70% alcohol.

Recommended regular maintenance

e To ensure proper operation and reliability of DxDATA ™ instrument, follow recommendations for
periodic maintenance by the manufacturer's after-sales engineer or an authorized DxDATA ™

technical service representative.

Replacing the internal printer paper
e Power off the instrument before replacing printer paper.
e Pull the printer cover located at the lower left front of the unit.
¢ Open the printer cover of the device and pull open the printer cover.
eRemove the used paper roll and install new paper roll.

e Push the retaining plate back into place and use the paper cutter to cut off the excess of the paper.
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