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3  Symbols

Attention! Important and safety-relevant information

Manufacturer

Please follow the instructions in the IFU

In-Vitro-Diagnostics

Time of manufacture (year & month)

HIED=EN 1=

2004-

(=]
=)

Serial number

g
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Do not dispose of in general trash. Please refer to country-specific rules and laws when
disposing of the reader

REF Reference number

1P20 Protection class of electronic equipment

c € CE symbol
< Distribut
istributor
% Importer

@ Swiss authorized representative

Q.E For near patient testing (POCT)
@ Not for self-testing

/ﬂ/ Transport and storage between
o -30 °C and +80 °C

4  Intended Purpose

Photometer, intended for the qualitative, semi-quantitative or quantitative measurement of the optical den-
sity and/or Europium fluorescence emission signal of lines on test strips used in Lateral Flow Assays (LFAs) /
rapid tests for in-vitro diagnostics. In particular, its function is to provide diagnostic assistance in connection
with specific LFA tests, sample material for these tests can be any body fluids and extracts.

The evidence of a specific disorder, condition, or risk factor of interest depends on the test defined by the
manufacturer of the assay reagents, who brings this test into the photometer via use of a USB-C data storage
medium. The manufacturer of the assay reagents also determines the related target population.

The application is solely performed manually by professional users. The photometer itself is not a companion
diagnostic device.

5 Scope and general Information

Thank you for choosing this product.

The OP2 reader is a photometer, intended for the qualitative, semi-quantitative or quantitative measurement
of the optical density and/or Europium fluorescence emission signal of lines on test strips used in Lateral Flow
Assays (LFAs) / rapid tests. Its function is to provide interpretational assistance in connection with specific LFA
tests.

The use of the reader is subject to the provisions in the chapter on commissioning and safety instructions. The
reader can be used as a portable handheld reader or as a stationary measuring reader.

The reader can be contaminated by test-specific residues. In this case, it must be cleaned with appropriate pro-
tective measures using a disinfectant that does not attack the housing of the reader (e.g. Mikrozid® AF Liquid
or comparable products).




EN | Instructions for use (IFU) — OP2 V1.2

6 Liability Exclusion

The reader is manufactured under strict quality controls, calibrated, and thoroughly tested before delivery, so
that a high level of quality can be ensured. The test-specific configurations are created by third-party compa-
nies (test manufacturers/distributors) and made available on the reader for test execution. The manufacturer
of the reader is therefore not liable for the accuracy of test-specific measurement results from tests installed
on the reader by third-party companies.

f Attention: Results obtained from the reader must never be used as the sole basis for diagnostics.
Reference results determined through recognized, comparable methods must always be included
for final decision-making.

7  Scope of delivery

Each reader is delivered in a transport case with the following contents:

. Reader incl. IFU

. Test adapter for measurement

. USB-C cable and USB power supply unit

. Screwdriver, brush and microfiber cloth for maintenance purposes
. Printer paper roll (optional)

. USB-C SD card reader (optional)

[ QC Set (optional)

8 Setupreader

To set up the reader, remove any packaging and take the reader from its case.

Place the reader on a suitable workplace for use (flat and level surface) and ensure that the operating condi-
tions specified in section “Specifications” at the end of the IFU are met.

Make sure to also read the information in the “Safety instructions and commissioning” section before use of
the product.

9  Safety instructions and commissioning

Please read the safety instructions carefully before use.

A

Attention: Any suspected serious incident that has occurred in relation to the reader must be reported to the
manufacturer, the distributor and the competent authority of the Member State where the user and/or pa-
tient is established.

Attention: The reader must not be opened, with the exception of the maintenance cover.
Opening the reader in places not intended will void the manufacturer's warranty.

Attention: Protect the reader from liquids. Any direct contact with liquids can cause irreparable damage.

Attention: The reader is intended for use on a flat and level surface.

It should not be moved during the measurement and should be protected from strong lighting, such as direct
sunlight.

When positioning the reader at a workplace, please make sure that disconnecting from the mains is not pre-
vented by any obstacles.

Attention: The batteries should be charged for at least one hour before commissioning. To do so the power
supply must be connected to the power USB-C port on the rear side of the reader and the power cable con-
nected to the mains.
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Attention: For charging, please use the provided power supply unit and cable, or similar standard products
with the same technical specification as indicated on the components; Safety of the reader cannot be guaran-
teed otherwise.

Attention: The electromagnetic environment should be evaluated before operating this equipment.
The reader should not be used near sources of strong electromagnetic radiation (such as unshielded,
deliberately operated radio frequency sources, e.g. CT, MRT) as these may interfere with proper operation.

The properties of this device determined by EMISSIONS allow its use in the industrial sector and in hospitals
(CISPR 11, class A). When using in the living area (for which class B is usually required according to CISPR 11),
this device does not offer any adequate protection of radio services. The user may have to make remedial
measures such as relocation or realignment of the device.

Attention: Make sure to follow the procedure specified in chapter "Measurement procedure" when running a
measurement. Obtaining correct test results cannot be guaranteed otherwise.

Attention: When used correctly, the reader does not pose a biological hazard. However, careless handling can
contaminate it with potentially hazardous biological materials. Safety measures of the reader can lose their
function through incorrect use.

Therefore, please always follow the instructions in this manual and make sure not to contaminate the reader
and test adapter while handling sample material to avoid sample carry-over or contamination with potentially
hazardous materials.

Attention: In case of impurity or contamination of the optical parts the maintenance cover can be opened, and
the optical parts can be cleaned. Please use the maintenance equipment provided for cleaning.

Attention: Please follow the test manufacturer's instructions for disposal of cassettes containing harmful or
infectious biological material.

Attention: If the reader is stored for long periods and not in use, it should be checked and switched on regu-
larly (at least every three months) to check the charge level of the battery and to charge it when the charge
level is low to avoid deep discharge.

Attention: The QC set optionally included in the scope of delivery must be stored under special conditions:
light-proof packaging, temperature of 18 - 22°C, maximum humidity 40%. The packaging provided with desic-
cant guarantees these conditions concerning light and humidity.

YA

10 Buttons

10.1 Power button
( ® Y Press this button for > 1s to switch the reader on.

Press this button for > 1s to switch the reader off; a message may be displayed which
\ must be confirmed before shutdown, depending on the general settings of the reader.

10.2 Home button

— ; ;
Press this button for < 1s to go to the previous menu.
0 Press this button for > 1s to go back to the home menu.

—_—

11 Battery and charging instructions

The reader is powered by a lithium-ion battery.
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g The charge level of the battery is displayed through a battery icon at the bottom of the touchscreen
display.

The remaining charge level is indicated by colored charging bars in the battery icon.

When the charge level reaches a low level, the battery icon turns red, and a message informing the user will be
displayed.

The battery can be charged by using USB-C port 1 (chapter “USB connectivity”) located at the rear side of the
reader. The USB-C cable must be connected to the mains with a standard USB power unit. The appropriate
USB-C port of the reader is indicated with a red LED and a flash icon. If the LED lights up red the reader is suc-
cessfully connected.

If the reader is plugged into the mains a flash icon is shown within the battery icon.

The reader can be used normally during charging.

12 USB connectivity

12.1 USB Ports

The Reader provides two external USB ports. Both ports differ from each other.

USB port 1:

=  Indicated by an LED and flash symbol

= Is used for charging and connecting to a PC

= If the LED lights up red, the reader is connected
to an external power source

- USB port 2:
e—— = Is used for updating test configuration files, up-
TwRii - - C0 dating the reader firmware, or exporting meas-

urement data to a USB-C data storage medium
=  Port 2 cannot be used for charging or connect-
ingtoa PC

E
>4

The status bar on the bottom of the reader screen indicates if a USB-C data storage medium has been inserted
into USB port 2.

y No USB-C data storage medium is inserted into USB port 2.

q’ A USB-C data storage medium is inserted into USB port 2.
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12.2 Upload test configuration data via USB

For measurement of tests intended to be read via the reader, test-specific configuration data is provided as
part of the test kit on a data storage medium by the test provider.

To upload test configuration data, proceed as follows:

1.  Connect the provided data storage medium to the reader via USB port 2

2. Configuration data will be uploaded to the reader automatically and will be available for measure-
ment after successful upload

3. Upload progress will be communicated to the user on the reader display

13 Operation

13.1 Self-test at start

After switching the reader on by pressing the power button for > 1s, the reader is performing a self-test during
the start-up procedure. If the internal self-test fails, the reader will go into a protected mode and no measure-
ment will be possible. A message in the display will communicate this to the user.

If the self-test is successful, the reader will show the login screen or main menu after start-up, depending on
the general settings.
13.2 General operation

Press this button in the top left corner to return to the previous menu.
f—

13.3 Login
It is required to log in as a user with user login data to operate the reader.

Different users can be set up in the Settings menu. All existing users can be selected from the dropdown list.

Lagin User: Pick a user from the drop-down
I s

User Password: Enter the user specific password
l TN 'j Default: Use a default user (depending on
Password general settings; no password re-

ek J quired)
Login: Press this button to confirm the
Default el login information
01:56:47 PM ‘ 36% 51 % ‘ 2025/02/03

After successful login, the Main menu will be displayed.

14 Main menu

The main menu provides the following functionality.
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I Main menu
_ Start test: Initiate the measurement routine
Database: Access the database of measure-
Slariest ment results saved on the reader
Dalsbase Settings: Access the Settings menu
Settings
01:57:19PM | 36% ;l % 2025/02/03

15 Measurement procedure

C Attention: Make sure to follow the procedure specified in the test-specific IFU for running the LFA /
rapid test. Obtaining correct test results cannot be guaranteed otherwise.

Attention: Make sure not to contaminate the reader and test adapter while handling sample material
& to avoid sample carry-over or contamination with potentially hazardous materials.

15.1 Inserting a test for measurement

Take the test cassette out of the pouch and follow the procedure to run the test according to the test-specific
IFU. Afterwards, place the test cassette into the measurement tray and insert the tray into the reader.

Note: Ensure that the test cassette is inserted in the designated cavity inside the measurement tray
EE:I and that the tray is completely inserted in the reader for measurement.

F mE m

15.2 Starting a test
Note: Make sure that the required test configuration data provided with the test is available on the
D._ﬂ reader; otherwise, it must be uploaded to the reader via USB Port 2 before starting the measurement
(see chapter USB connectivity).

o=

c—— Main menu
Start test: Select “Start test” from the Main
] menu
Start test
Database
Settings
01:57:19 PM | 36% [‘, % 2025/02/03
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Select a patient ID from the list and confirm.

-« —— Select patient ID

Confirm: Confirms the selected patient ID
vPatient ID Last name First name and continues with the measure-
A [Internal] A ment process
v v
00168 Schmidt Peter New: Creates a new patient ID in the
00272 Schuster Horst list; see chapter “Database”
00279 Schafer Thomas Search: Allows to search the database us-
00312 Miller Manfred ing the filter function
Confirm New Search Edit R . ) )
Edit: Allows editing the patient ID infor-
= H . " ”
03:33:57 PM | 100% Eq % 2025/03/20 mation; see chapter “Database

Note: Creating a new patient ID or editing an existing patient ID will take time which can impact the
EE measurement result when done directly before the measurement. To ensure a correct measure-
ment it is recommended to set up detailed patient ID information before the actual measurement.

15.3 Measurement modes

The reader offers different measurement modes. They differ in the selection of the test configuration and if
the test-specific incubation time of the test should be timed or if the measurement should be run directly.

15.3.1 Manual test selection
If the internal scanner is disabled (depending on the general settings), a test selection menu will be displayed
for selecting the test manually from a dropdown menu in the measurement process after confirming the se-
lected patient ID.

C———— Select test

v Selects the appropriate test method from

I the list

= Please select the desired test configuration. = .
v 9 v Start instant measure:
[2:crP v ) )
| ! Confirms the test selection and starts the

Expiry date 2025/06/21 . .

farcode [ oot measurement immediately

Timer (s) [s00 Start timed measure:

Start instant measure Start timed measure Confirms the test selection and starts the

= countdown for the timed measurement

0335:43PM | 100% E ¥ | 2025103120 using the predefined incubation time of the

selected test

15.3.2 Automated test selection

If the internal scanner is enabled (depending on the general settings) the test will be automatically identified
by scanning for a test-specific QR code on top of the test cassette.

If no QR code can be found a message will be provided in the display and the outward-facing scanner on the
rear side of the reader will be activated to alternatively scan the QR code from the test pouch or test box.

If a QR code has been detected the reader will show the identified information in the Select test menu to con-
firm before proceeding.
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I Select test
v Only available if several test configs have

" been found under the same QR code

H Please select the desired test configuration = Start instant measure:
I Z CRP v Confirms the test selection and starts the

Expiry date | 2025/06/21 measurement immediately

Barcode | 12346

Timer (s) | 900 Start timed measure:

Start instant measure Start timed measure Confirms the test selection and starts the

_ countdown for the timed measurement

03:35:43 PM ‘ 100% E[ '} 2025/03/20 using the predefined incubation time of the

selected test

15.3.3  Start measurement

Once a test has been selected, either by scanning a QR code or manually, you can use the "Start instant Meas-
ure" and "Start timed Measure" buttons to choose between an immediate or timed measurement and initiate
the measurement.

With timed measurement, the countdown to the measurement is displayed in minutes.

The measurement progress is displayed in % during the measurement.

- « — Execute measurement b — Execute measurement
65%
Measurement is being executed. Measurement is being executed.
03:09:00 PM | 8% ‘lf % I 2025/02/03 03:00:09 PM | 8% ['f % 2025/02/03

15.4 Measurement result
Once the measurement has been completed, the results will be displayed.

- «— — Measurement result
Images: Shows the images captured during the

L Reaits measurement

CRP Details: Provides a more detailed display of the
0.7 mg/L results
Export:  Exports all measurement data of the
within normal range selected patient ID to a connected
] USB-C data storage medium in USB
Images Details Save ‘2
por
03:14:05 PM | 4% [‘s’ % 2025/02/03  Print: Initiates a printout of the result data
Save: Saves the measurement result data

10
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16 Database

All measurement results are stored in the internal reader database. The database can be accessed through the
Main menu of the reader.

e Main menu
Database: Select Database to access the result

7 database

Start test
Database

Settings

01:57:19PM | 36% [4] % | 2025/02/03

The database is sorted by patient IDs. The Samples menu will provide a list of all patient IDs stored in the data-
base of the reader. The list can be scrolled down and searched using the filter function to locate the appropri-
ate information. A patient ID can be selected by pressing on it.

The Patients menu will be displayed.

—_— Patients
. - Results:  Provides the detailed result infor-
paatentin EsxtANE Eltinams mation for the selected patient ID
A [Internal] A . . .
v - v New: Creates a new patient ID in the list; see
00168 Schmidt Peter .
next section
00272 Schuster Horst
00279 Schiifer Thomas Search:  Allows to search the database using
00312 Miiller Manfred the filter function
Results New Search Edit Delete Edit: Allows editing the patient ID infor-
mation; see next section
03:23:13PM | 100% E 1f 2025/03/20 H
i L-a 4 Delete:  Deletes the selected patient ID

Detailed measurement information of the selected patient ID can be accessed by selecting “Results”. A new list
will be displayed, sorted by date and time. Select the designated time information to see the detailed meas-
urement report.

The measurement results are listed by date and time.

e Measurement results
Details:  Shows the measurement details for

vDate/Time each measurement
e 2024/02/15 12:55:44 PM e

2024/03/03 12:40:55 PM
2024/05/09 12:12:55 PM
2024/06/04 01:52:23 PM
2024/09/30 12:51:46 PM
Details Export Delete

Export:  Exports all measurement data of the
selected patient ID to a connected
USB-C data storage medium in USB
port 2

Delete: Deletes the selected measurement; a
security query must be confirmed be-
% T fore the measurement is deleted.

03:28:33PM | 100% [

(14

11
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Measurement details provides all required information for a single measurement result.

- — ——— Measurement details
Images:  Shows images of the test strip taken

T e during the measurement; depending

on the general settings of the reader

Vit-D | Details:  Provides a more detailed display of the
61.3 ng"m selected result
Sufficient Export:  Exports all measurement data of the
_ ‘ selected patient ID to a connected
jmages Betals Rao Gant USB-C data storage medium in USB
= ort 2
03:23:37 PM | aa% [4 % 2025/02/03 P
e Print: Initiates a printout of the result infor-
mation

Details provides a more detailed display of the selected result.

- = ——— Measurement details ————
Images:  Shows images of the test strip taken

7 during the measurement

A MeasureUID [1300 154 2436 003 1 A .
v —— v Single: Returns to the measurement result
Test name | Vitamin D ) X )
display without details
Date/Time |2024/11/21 02:51:56 PM
Expiry date [2025/11/21 Export: Exlportsdall meast:[;ement data of ;he
Lot number 124050088 selected patient ID to a c.onn.ecte
' : USB-C data storage medium in USB
Images Single Export Print
port 2
03:24:41 PM | 8% [‘9' % | 2025/02/03  Print: Initiates a printout of the result infor-
- mation

16.1 Add new patient ID
Adding a new patient ID will require the input of information. The following list items are available.

To save the data set of a new patient ID, at least one of the items Sample ID* or First name and Last name**
must be entered; further information can be entered optionally.

Information Input

Patient ID* Entry by keyboard

Last name** Entry by keyboard

First name** Entry by keyboard

Gender Selection by dropdown menu

Date of Birth Entry by keyboard in several entry fields

16.2 Edit existing patient ID

When editing patient ID information for an existing patient ID the same screen and input options as for adding
a new patient ID are displayed.

17 Settings

The Settings menu provides general settings, user settings, settings for modifications to the user interface and
display, and general information about the reader itself.

The Settings menu is accessed through the Main menu.

12
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C—r————— Main menu
Settings: Access the Settings menu
Start test
Database
Settings
01:57:19PM | 36% [:, % 2025/02/03

The settings menu provides the following options:

Setting Description Subchapter
General General options 1
Language Change the language of the user interface 2
Display Change parameters of the display 3
User Add or delete users 4
Sound Provides options related to sound 5
Date/Time Adjust time and date of the reader 6
Device info General information about the reader 7
Communication  Enables activation of data transfer via HL7 (as Admin) 8
Printer Provides printer-related options 9

17.1 General

The general settings allow to manage standard functions of the reader:

Setting State
Scan barcode for test selection On / Off
Confirm shutdown On / Off
Allow default user On / Off
Skip login (use default user) On / Off
Auto save measurements On / Off
Save measurement images On / Off
Shutdown device (minutes) in minutes

17.2 Language

The language of the Ul can be changed here.

Save: Will initiate the selected language

17.3 Display

The display menu provides settings for the display.

Display settings State
Brightness Scroll bar
Disable display backlight (seconds) in seconds
Dimmed display value Scroll bar

13
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17.4 User
In the User menu, the password of the currently logged in user can be changed.
Also, the User menu provides an overview of all users active on the reader.
If an administrator is logged in, this menu will also allow adding new users.

—_—— List of users
New: Allows to add new users to the

wName Access level reader
Admin Administrator

™ Administrator Search: Allows to search for a user
Delete: Deletes the selected user
New Search
03:29:30 PM | 44% L&C % 2025/02/03
17.5 Sound
The sounds menu provides settings for the audible signals of the reader.

Setting State

Enable Sound On/ Off

Beep on device ready On / Off

Beep on error On / Off

Beep on non-error messages On / Off

Beep after measurement On / Off

Beep on USB medium change On / Off

17.6 Date/Time

The Date/Time menu allows to set up the reader date and time.

e Date/Time
Select the item to be changed. A separate menu

_ will appear to enter the required value. After con-

Year Month Day Hour Minute firming the entered value, the display switches
2025 “ 3 ‘ 20 ‘ 16 " 1 back to the Date/Time screen.
Time zone ‘ Europe/Berlin I v Save: Confirms the entered Date/Time
information
Save ) i
Time zone: Selects a time zone
04:43:15 PM | 100% E‘l % 2025/03/20

17.7 Device info

The Device info will provide information about the software components and versions installed on the reader:

14
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Information State

Device ID Serial number

App version Version

Core app version Version

IP Address Version

Language table Version

Message table Version

User Count in the database
Patients Count in the database
Measures Count in the database

17.8 Data transfer

17.8.1 Data export via web interface

Result data can be transferred from the reader to a PC for further processing. To do this, connect the reader to

a PC using a USB-C cable and launch the reader's integrated browser-based web interface in your browser

(e.g., MS Edge, Mozilla Firefox, etc.) by entering the following address into the browser's address bar:

http://192.168.10.2/.

After logging in, result data for stored patients can be viewed in the "Database" section and exported in TSV

format for further processing in spreadsheet applications (MS Excel, etc.).

DEI Note: To use the web interface, a user login with individual login credentials is required. Logging in as
the standard/default user is not possible via the web interface.

17.8.2  Data transmission via HL7

HL7 data transmission can be enabled in the reader by an Admin user via the "Settings" menu. The reader con-
nects to a network via USB-C; prior to use, this connection must be integrated into the system and configured
by the facility's IT administrator.

Please contact your distributor for support and further information.

Display of HL7 transmission status

The current HL7 transmission status is indicated in the status bar of the reader by an HL7 icon. Different sta-
tuses are displayed via color-coding of the icon.

HL7 Icon color Status
Blue All data is synchronized with the server; there is no data remaining in memory.
Yellow Data is currently being sent or has just been sent, and an acknowledgment from

the server is awaited.

Red No confirmation has been received from the server following transmission; the
data will be resent during the next scheduled synchronization (in 10 seconds),
upon restart, or when manually triggered. The icon will then revert to yellow.

In the "Database/Patients/Results" menu, when HL7 transmission is enabled, the HL7 transmission status for
each result is displayed within the "Measurement results" window via the indicator "HL7 sent."

15
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17.9 Printer

The Printer settings assist if the printer paper roll needs changing.

Setting State
Test print Select
Paper forward Select
Paper backward Select
Change paper roll Select

16
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18 Information, warning and error messages

The reader provides three different types of information which will be presented as pop-up windows on top of
the general user interface. The three types of messages are information, warnings and errors. Each message
type is indicated by a specific color.

Information Color
Information Grey
Warning Yellow
Error Red

Note: Every error message is associated with a specific error code displayed on the bottom right cor-

I::EI ner of the pop-up window. When contacting your distributor about problems and errors, please
make sure to forward this error code along with the problem/error description for faster trouble-
shooting.
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19 Maintenance

19.1 Checking calibration with QC set

The reader is calibrated at the time of delivery. It is recommended to check the calibration regularly — at least
annually — and, if necessary, to have the reader serviced and recalibrated by the manufacturer. This verifica-
tion can be performed using a QC set available from the manufacturer or distributor, which verifies correct
functionality by taking specific measurements of a test tool. The QC set consists of a QC drawer and a corre-
sponding QC test configuration on a USB storage medium, enclosed in light-proof packaging containing a desic-
cant.

19.1.1 QC test measurement

To perform a QC test, please remove the QC drawer from the packaging and insert it into the reader. Remove
the accompanying USB storage medium from the packaging and insert it into USB Port 2 (without the flash
symbol) of the reader — the lot-specific configuration data for the QC set will be imported into the device. Now,
initiate a measurement via the menu; depending on the current device settings, the QC test will either be auto-
matically recognized via QR code, or can be selected manually from a list based on the lot number. Following
the QC measurement, the result will be displayed as either "Pass" or "Fail".

Attention:

The QC test may be successful (“Pass”) or fail (“Fail”). If the test is not passed, the reader must not
be used further, as the measurement results could be faulty. In this case, please contact your dis-
tributor for further support.

Attention:
& The QC set must be stored under specific conditions: light-proof packaging, temperature 18-22°C,
maximum humidity 40%. The packaging provided, containing a desiccant, ensures these conditions.

If the QC test fails, maintenance and recalibration of the device are required. In this case, please contact your
distributor to coordinate the return to the manufacturer, as the reader must be sent in for recalibration. For
instructions regarding the return, please also refer to the guidelines in the following chapter titled "Returning
the Reader."
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19.2 C(leaning the optical parts of the reader

At the bottom side of the reader there is a maintenance cover for accessing the optical parts. The test adapter
slot and the optical unit are separated by a glass plate, which may have to be cleaned if the reader becomes
contaminated with particles or if it is not used properly.

Proceed as follows to clean the optical parts of the reader.
1.

2.
3.

Remove the test adapter if it is inside the reader

Place the reader face down on a soft surface (e.g. a cloth)

Loosen the 2 screws of the maintenance cover by using the provided
screwdriver and remove the maintenance cover to reveal the optical
parts of the reader

By using the provided brush (see image) or microfiber cloth, brush off
any particles from the now visible optical unit until it is clean (no visible
particles, dust or streaks)

Reinsert the maintenance cover

Reinsert the screws and tighten with moderate force to not over-twist
the screw threads in the reader housing

Attention: Please do always use the maintenance equipment included in delivery to clean the optical
parts of the reader (see image).

The microfiber cloth may be dampened with a suitable cleaning agent to remove stubborn dirt; how-
ever, the reader components must not be sprayed directly with the cleaning agent.

The cleaning of the optical parts is recommended at least twice a year to guarantee the correct per-
formance of the reader.

19.3 Changing the printing paper roll

The printer paper roll should be changed as soon as the red mark on the side of the paper becomes visible. To
change the printer paper roll, proceed as follows:

1.

Noukown

Select the menu "Settings" / "Printer"

Open the printer cover and remove the empty printer roll by pulling out the last piece of paper
Select "Change paper roll" from the menu

Hold the new paper roll with the paper end at the back and pointing downwards

Position the paper end of the new paper roll against the black rubber roller from behind

The paper will now be fed into the reader

Check that the new paper roll is straight and centered; if this is not the case, please repeat the pro-
cess from the beginning

Close the printer cover
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20 Returning the reader

For service and for repair in case of a defect it may be necessary to return the reader. Due to potential contam-
ination with infectious material during use, disinfection is required prior to return.

For complete disinfection, all surfaces and adapters must be cleaned with a suitable agent. The disinfectant
should be suitable and approved for laboratory equipment and should not affect the housing material of the
reader. Suitable for this are, for example, Mikrozid® AF Liquid or comparable products.

The customer must provide a receipt for disinfecting the reader. The template on the following page can be
used for this purpose. The reader must be sent in together with the signed disinfection receipt.

Please enclose the signed disinfection receipt directly with the shipping papers so that it can be recorded di-
rectly in the manufacturer's incoming goods department.

f Attention: Please note that the package cannot be opened until the signed disinfection receipt has
been presented. A reader without disinfection receipt cannot be accepted by the manufacturer and
will ultimately be returned unopened.

f Attention: The reader should be sent in with proper packaging, ideally in the original case that ensures
proper transport conditions.

20



EN | Instructions for use (IFU) — OP2 V1.2

21 Disinfection and data protection receipt

21.1 Disinfection

Please note: A sent-in reader cannot be accepted without a signed disinfection receipt and will be returned
unopened!

Product: OP2

Reason for transmittal:

Customer/company:

Date of disinfection:

Disinfection operator:

Serial numbers of disinfected readers:

The following disinfecting measures were executed on the above-mentioned readers: (please checkmark):

D Cleaning of every surface of the reader with paper tissue and disinfection solution suitable for labora-
tory readers
(for instance Mikrozid® AF Liquid or comparable product)

D Cleaning of every surface of the test adapter with paper tissue and disinfection solution suitable for
laboratory readers
(for instance Mikrozid® AF Liquid or comparable product)

21.2 Information about privacy

D According to the EU General Data Protection Regulation (DSGVO), personal data has been removed
prior to submission.

D The reader’s memory contains personal data that should not be deleted. We accept that the contrac-
tor declares that this data will not be copied, stored, evaluated, further processed or passed on to
third parties on different media. Furthermore, we accept that the contractor cannot guarantee the
integrity and preservation of the data during the service activities.

Place and date Signature
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22 Disposal of the reader

Do not dispose of the reader in general trash.

The reader might have been exposed to potential contamination during use. Therefore, it must be
properly disinfected using suitable protective equipment before disposal.

After disinfection, dispose of the reader separately from the batteries in accordance with the respective local
regulations.

Contact the manufacturer for instructions on how to remove the battery from the reader for separate disposal.

Alternatively, send the reader back to the manufacturer for proper disposal and recycling. Please refer to the
previous chapter for information on proper disinfection and return.
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23 Specification

Description: Reader for lateral flow assay tests / rapid tests

User: Professional use; Lab and POCT

Test format: Test cassette or test strip

Application: Reader for quantification, semi-quantification, or qualification of test-

line intensity
Adaptable for multiple test-line measurements
Direct and timed measurement modes

Dimensions L x W x H:

Approx. 165 x 155 x 105 mm

Weight: Approx. 950 g
Operation: Touchscreen display; 2 function keys
Display: 5” TFT graphic touchscreen display

Storage capacity:

Integrated database memory; >1000 database files

Measurement time:

Approx. 15 s / measurement

Power supply: 1 USB-C port for charging; USB-C cable with USB power unit (AC/DC
converter 100-240V; 5V /2 A)
Battery: Rechargeable lithium-ion battery; 8 hours battery life

Data interface:

1 USB-C port for data transfer to PC/laptop
1 USB-A port behind maintenance cover for wireless dongle

Barcode scanner: Integrated outward-facing scanner for QR codes / barcodes
(test recognition; patient ID scanning)
Lighting: Visual: 2x Wavelength 525 nm / Fluorescence: 2x Wavelength 365 nm

Acoustic interface:

Buzzer

Printer:

Integrated optionally; Printer paper roll diameter max. 30 mm, paper
quantity max. 10 m

Operating conditions:

Between +10°C (+50°F) and +35°C (+95°F); Between 20% and 85% rel-
ative humidity

Transport / Storage conditions:

Between -30°C (-22°F) and +80°C (+176°F); Between 20% and 85% rel-
ative humidity

Storage conditions QC Set:

Storage with lightproof packaging;
Storage at room temperature (+18°C ... +22°C / +65°F ... +72°F); Maxi-
mum relative humidity 40%

Degree of protection:

IP 20

Package Contents:

Case with reader and components according to scope of delivery
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24 Manufacturer’s information

opTricon GmbH

12489 Berlin, Germany
SchwarzschildstraRe 1

Info@optricon.de
www.optricon.de

ce

For support when using the product in combination with specific tests, please contact the distributor first.
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