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The information contained herein is subject to change without prior notice.
Boditech Med Inc. shall not be liable for any technical and editorial errors or omissions

contained herein.

Additionally, any malfunction in elements including the optical sensor assembly, the system
board and the drive train should be consulted with and serviced by Boditech Med Inc. Any
unauthorized operations on elements not suggested in this document will void the existing

warranty.

Any serious incident that has occurred in relation to this product shall be informed to

Boditech Med Inc. and your competent authority.

For technical assistance, contact:
Boditech Med Inc.'s Technical Services
Tel: +(82)-33-243-1400, E-mail: TS@boditech.co.kr

u Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,
Gang-won-do, 24398, Republic of Korea

Tel: +(82)-33-243-1400 / Fax: +(82)-33-243-9373

www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53, 1030 Brussels, Belgium
Tel: +(32)-2-732-59-54

Fax: +(32)-2-732-60-03

E-Mail : mail@obelis.net

C€

The actual contents of the display could differ, depending on the specification and

customer requirements.
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1. General warnings and important instructions

Graphic symbols

The following list explains various symbols, which the user will find in this operation

manual as well as in package inserts and on labels of AFIAS-3 products.

Symbol Description

“ Manufacturer

Consult instructions for use

<
O

For /n vitro diagnostic use

CE conformity marking

N
m

E Separate collection for electrical and electronic equipment
—
Biohazard.
To warn of a biological hazard. Taking care to avoid exposure to a

biological hazard.

Biological risks
oy To indicate a reference to substances that may be hazardous to men,
D'd

animals, plants, or the environment based on biological activity (for

example, holding a virus).

USB memory

Temperature limitation

[
Humidity limitation

Direct current

~_ Alternating current
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On (Power)

Off (Power)

Serial number

O
[sv]
A

LASER radiation.

Do not stare into beam.

A

Caution

Indicates the need for the user to consult the instructions for use for
important cautionary information such as warnings and precautions that
cannot, for a variety of reasons, be presented on the medical device itself.
This symbol is essentially a cautionary symbol and is used to highlight
the fact that there are specific warnings or precautions associated with

the medical device, which are not otherwise found on the label.

/N

Danger

Indicates a hazardous situation, which if not avoided, could result in injury

to the operator or a bystander (e.g. electrical shock or UV exposure).

A Danger!

Danger

Improper use or careless handling of AFIAS-3 may cause electrocution, burns, fire and other

hazards. To reduce the risk of electric shock:

= Use only the power cord provided with AFIAS-3.

= Never try to disassemble AFIAS-3 as it does not have any operator-serviceable

components.

= Do not allow AFIAS-3 to come in contact with water or any liquid in any manner.

= Only occasional cleaning of cartridge holder and exterior by wiping with a soft cloth is

recommended. Unplug AFIAS-3 from external power source before cleaning.

= Disconnect the power cord during an extended period of non-use and/or storage.

QFAL-GE02-15 (Rev. 04)
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& Laser Radiation

AFIAS-3 has an internal laser module. It can cause some risks due to laser radiation. To

protect these risks, please keep the followings.

= Do not alter or disassemble the AFIAS-3. Unauthorized alternation and disassembly can
cause exposure to laser radiation. When operating the AFIAS-3, please keep and follow
the instructions in this operation manual.

= There is no need to use specific eyes protective gears because it is impossible to see
laser beam during the normal use.

= Do not open the holder cover during a test. If you look internal laser beam by using a
microscope or telescope, it may cause some risks.

= The exteriors of the AFIAS-3 protect users from laser beam. Do not open the exteriors.

= It is impossible to adjust the laser power except the manufacturer.

&\ Biological risk

Patient samples and used AFIAS cartridges must be treated as potentially infectious

substances. To reduce the risk of any biohazard,

= Used cartridges should be disposed of in accordance with local regulations as applicable
to the disposal of bio-hazardous materials.

= At the end of its useful life, AFIAS-3 could be sent back to Boditech Med Inc. for recycling
or proper disposal. Alternatively, it should be disposed of in accordance with relevant
local regulations.

= To reduce the risk of any biohazard or chemicals, wear protective gloves. Do not touch

or use test cartridges and holder cover with bare hands.

2AAI-GE02-15 (Rev. 04) 5/ 77
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& Caution

AFIAS-3 is designed for countertop operation under laboratory conditions.

To reduce the risk of damage to AFIAS-3:

= Handle AFIAS-3 gently with care to prevent damages to its internal components.

= Keep AFIAS-3 in a dust-free place.

= Do not expose AFIAS-3 to an environment with high humidity, direct sunlight and/or

extreme temperature.

= Do not place anything on top of AFIAS-3.

= Use only the accessories provided with AFIAS-3, cartridge(s) and ID chip(s) supplied by

Boditech Med. Inc.

= Unless otherwise instructed specifically, do not insert anything into any opening, socket

or drawer provided in AFIAS-3.

= During transportation and/or storage, keep AFIAS-3 dry in temperature range of -20 ~

60 °C (-4 ~ 140 °F) in an upright position and protect it from mechanical shocks.

= Before moving to another location, remove tips from the tip box.

Failure to follow these precautions will invalidate the warranty.

To reduce the risk of obtaining misleading or erroneous results with AFIAS tests:

= Ensure that AFIAS-3 is in proper working condition before performing the test.

= AFIAS test setup should be arranged in an operational environment having temperature

15 ~ 35 °C (59 ~ 95 °F) and humidity ~70%.

= Use AFIAS cartridges that have been stored recommended storage conditions only.

= Expired cartridges must not be used for tests.

= Before performing any AFIAS tests, ensure that the test name as well as the lot number

printed on the ‘AFIAS ID chip' agree with those on the ‘AFIAS cartridge”.

Do not remove the cartridge from its blister packing until prior to performing the test
and allow it to reach the room temperature by leaving it in the room for 30 minutes or
longer.

Before performing any AFIAS tests, read the package insert of the test completely and
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follow the instructions carefully.

Failure to follow these precautions may yield misleading or erroneous results with

the AFIAS-3 test.
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2. Principle of operation

Intended use

AFIAS-3 is an analyzer intended for use in conjunction with fluorescence immunoassay
(FIA) kits for quantitative, semi-quantitative and qualitative measurements of various

analytes. For /n vitro diagnostic use only.

Intended user

AFIAS-3 should be operated by healthcare professionals or trained medical technologists

(professional use only).

Principle

AFIAS-3 is a fluorescence and europium nanoparticle scanning system for use with
various AFIAS tests based on antigen-antibody reactions and the fluorescence technology
(fluorophores or nanoparticles). AFIAS-3 uses a semiconductor diode laser as the
excitation light source for illuminating the sample-loaded AFIAS cartridge(s) inserted in
its cartridge slot(s); thereby triggering fluorescence emission from the fluorochrome-
labeled complexes of analyte accumulated at the test line on the cartridge membrane.
Fluorescent light is collected together with the scattered laser light. Pure fluorescence is
filtered from the mixture of scattered and fluorescent light. The Intensity of fluorescence
is scanned and converted into an electric signal which is correlated with the
concentration of target analytes in the sample.

The on-board microprocessor computes the concentration of the analyte in the test
sample based on proprietary software. Computed and converted test result is displayed
on the display screen of the AFIAS-3.

AFIAS-3 tests are /in vitro diagnostic tests intended for screening, monitoring and/or

routine physical examination in centralized laboratories of hospitals and physician clinics.
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3. Commercial package contents

AFIAS-3 and its accessories are provided in a single box. For proper operation, users
must be familiar with the technical terms and use of each of them.

Users must ensure that following items are included the package. If any item(s) were
found missing, please contact your sales representative or Boditech Med Inc’s customer

care representative at +(82)-33-243-1400 in the Republic of Korea.

Basic contents
1. AFIAS-3 (1 EA)
2. Operation manual (1 EA)
3. Set of AFIAS-3 system check cartridge and a system check ID chip (1 EA)
4. Power cord (1 EA)

5. Thermal printer paper roll (1 EA)

1 2 3a 3b
AFIAS-3 gf«?‘w‘b
'*\_\\:/
4 5

//\J 4
/@ﬁ/ﬁ
=

Al
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Optional contents
1. AFIAS OS SD card (Inserted in the instrument) (1 EA)
2. Barcode scanner

3. USB keyboard (86 keys)

1 2 3

QFAL-GE02-15 (Rev. 04)
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4. Specifications

Physical features

Q Dimensions 276 mm (W) x 365 mm (D) x 313 mm (H)
0 Weight 9.3 kg

O Power supply 100-240 V AC, 50 / 60 Hz, 2.5-1.0 A

0 Data output LCD / Internal printer / RS-232 port

Environmental requirements

Q Operation
15 ~ 35°C (59 ~ 95 °F)
temperature
U Storage temperature -20 ~ 60 °C (-4 ~ 140 °F)
O Humidity Maximum 70 %
Dry, clean, flat and horizontal surface in an in-
O Location door setting away from direct sunlight,

mechanical vibration and magnetic field

Optical components

Q Light source Laser diode

Q Detector Silicon photo diode

Other components

RS-232 1 port
USB / OTG 3 ports / 1 port*
Q Interface
LAN 1 port
SD card slot 1 port
Q Display LCD (800x480 graphic LCD, touch-screen module)

* These ports may come disabled by the manufacturer.

AFIAS-3 complies with the EMC requirements according to EN 61326-2-6.
AFIAS-3 complies with the safety requirements according to IEC 61010-1 and IEC
61010-2-101.
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5. Operation and functional elements

5. Thermal Printer

1. LCD Screen

4. Cartridge Ports

2. Power Button

3.ID Chip port

6. Main Power Switch

7. Power Socket 8. Serial Port 10. USB Port
9. 0TG Port :,1' $D.Card 12. LAN Port
ort
No. Description

For entering all information regarding the test.
@ LCD screen
Displays test result and message alerts.

@ Power button For switching AFIAS-3 ‘On’ or entering it in ‘Sleep Mode’
® ID chip port For inserting 'AFIAS-3 ID chip’
@ Cartridge ports Accommodates cartridge holders
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® Thermal printer Print-out of test result

® Main power switch For switching AFIAS-3 on/off

@ Power socket For connecting the power cable

Serial port For connecting to a PC *

© OTG port For connecting to a PC *

USB port For connecting barcode scanner / keyboard
@ SD card port For upgrading software *

@ LAN port For connecting LAN/internet cable *

* These may come disabled by the manufacturer.

Function key

If you press this button momentarily, AFIAS-3 will enter/exit ‘Sleep

(!) mode’ and the LCD screen will be turned off/on. If you press this

T button for more than 4 seconds, "Power off” pop-up window will be
Power Button

displayed. To shut AFIAS-3 down, please tap “OK".

AAI-GE02-15 (Rev. 04) 13 /77
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6. Installation

f Before using AFIAS-3, read the warnings and precautions described

previously in ‘Clause 1: General warnings and important instructions’ of this

Important
manual.

Power supply:
AFIAS-3 will work on the common power line (i.e. 100-240 V AC, 50~60 Hz, 2.5-1.0A). If

you are uncertain of your power line specifications, consult your utility manager.

Operational environment:

AFIAS-3 should be placed on a dry, clean, flat, and horizontal surface in an in-door
setting away from direct sunlight, mechanical vibration and any source of
electromagnetic radiation (e.g. power transformers). Room temperature of the chamber

must be maintained in the range of 15~35 °C (59~95 °F).

Installation procedure:

Remove the contents from the package and inspect the contents for any physical damage

and/or missing item(s).
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Proceed as follows:

1. Connect power cable by inserting the plug into the power socket provided at the rear

of AFIAS-3.

2. Turn on the main power switch located adjacent to the power socket.

3. Connect the power cord to external power outlet and press the power button on the

front facade of AFIAS-3.
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4. Up on pressing the power button, AFIAS-3 will display the logo while it simultaneously
executes a series of system initialization and self-checking routines; upon successful

completion, the printer print-outs “System OK!". The “log in” window then follows.

During system initialization, AFIAS-3 will display each test items and the test results will be
displayed. After finishing this step, AFIAS-3 will display the mode selection window. If a user
does not select a test mode within 10 seconds, the test mode is set to “General mode” by
default. Then AFIAS-3 will display the log-in window. If there is any problem, an error
message is displayed. If a user taps the “Proceed” button, AFIAS-3 will be ready for testing.

<No error>
% systeminitializing - »

BUILDID (0A3 WWL01.01.00)
APPVER (AA3 WW01,00.03)
FVLVER SB1 (FA3 WW00.00.07 20210813 15:56:19)
"FWVER SB2 (FA3 WW00.00.07 2021.08.18 15:56:19)
FVLVER SB3 (FA3 W00 00 07 2021.08.18 15:56:19)

AAI-GE02-15 (Rev. 04) 16 /77
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<Minor error>: Available use test function

% Systeminitializing

Please wait whilethe system inftalizes,
System Selfcheckis i progress.

BUILDID (0A3.WW01.01.00)
APRVER (A3 W01 0008)

FWVER S81 (FA3WW00,00,07 2021.08-18 15:56:19)
FVLVER 582 (FAS WW.00,00.07 2021.08-18 15:56:19)

FUVER S5 0 W00 0007 20210918 155619) O Login

Oriving motor 1......0K

Oriving motor 2. OK. Enter usemame and password.

Oriving motor 3. OK.

Oriving motor 4.___OK.
motor 5.___OK

Optcal sstemi 0K Userame  sdmin
Cpvealytem 20X

ERR PRITER N0_PAPER
Temparatue serr - 0K [———
g st o

<Critical error>: Not available use test function

% “system initializing ~© -

Please wait while the system inftaizes,
‘System Selfcheck s in progress.

BUILDID (OA3WW01.01.00)
APPVER (AA3WW.01.00.08)
FWVERSB1 (FA3 WW00.00.07 2021-08-18 155619}
"FWVER SB2 (FA3 WW.00.00.07 2021-08-18 15:56:19)

T e S8 omen OK Password |
| Press Proceed to continue.

| Teving e 1

. ’

5. Open the protective cover of cartridge bay before inserting ID chip(s) of the AFIAS

test(s) you wish to perform.

AAI-GE02-15 (Rev. 04) 17 /77
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7. Running tests on AFIAS-3

A

Before performing any AFIAS tests, please read the package insert carefully

for other details of the test procedure.

A

Before performing any AFIAS tests, ensure that test names as well as lot
number printed on the ‘AFIAS ID chip’' exactly match with those on the
'AFIAS cartridge’ Otherwise AFIAS-3 will display an error message “Insert ID
chip”.

AFIAS cartridges and Boditech Control(s) or Calibrator(s) must have been
stored under recommended storage conditions and must not have passed
the respective expiration date otherwise, the test may yield misleading/

erroneous results.

If scanning of cartridge is terminated abruptly or any problem occurs,
relevant error code or an alert message will be displayed. Refer to ‘Clause
11: Troubleshooting’ for probable cause(s) and remedial/corrective

measure(s) for the error code or message alert displayed.
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7.1. Test setup:

= For performing an AFIAS test, following items in addition to AFIAS-3 in a test-
ready mode are required.

« AFIAS XXX ID chip(s)

= AFIAS XXX cartridge(s)

= Patient Sample(s) or Boditech XXX Control(s) or Calibrator(s)

(Note. XXX represents name of the AFIAS test being performed. AFIAS-3 can

simultaneously perform up to 3 tests of the same or different types)

= Match the test name as well as lot number printed on the ‘AFIAS ID chip’ with
those of the 'AFIAS cartridge’ before removing the cartridge from its blister
packing.

= Allow patient sample(s), control(s) or calibrator(s) and the cartridge(s) to attain

room temperature for about 30 minutes before using for the test.

ar, & 20151004 [LOT] PCKAROZM
o eﬁ:"& PCT & ; 1 4
&CF HIN | e===i ®9
44021, L L0 TR & 4" A

7.2. Logging in and entering required information:

= As described in ‘Clause 6: Installation’, test-ready AFIAS-3 displays the “Log

in” window.

7.2.1 Enter user name and password. The default ‘user name’ and ‘password’ are
"admin” and "0000" respectively. You can change the password for ‘admin’ and
also add other user(s). Please refer to ‘Clause 9.2: User management’ for further
details.

Upon successful log in, the main menu will be displayed.

2AAI-GE02-15 (Rev. 04) 19 /77
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7.2.2 Details of the information/main menu displayed on the screen are as follows:

Check, search and

print previous test Qc
result(s)
_Er}ter test oot Extended menu:
information before R
i @ENALYSES  C-TIPD @ System
starting a test. @ - User management

1D chip
4 ) - Management
- Temperature
N - Mode Change
- Engineer mode
(Hidden menu)

Enable System Check
Maode

System check

Cartridge status

Extra Tip Setting

Cartridge Holder .
In/Out ‘ Stop the current test

Holder
10
Log in / out 1." admin ’ Start the test
"UserName" currently Settin LAN connection |[ Wi-Fi connection Current time
logged in 9 status indicator status s/w version number

AAI-GE02-15 (Rev. 04) 20 / 77
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810 @ TECHNOLOGY

ANALYSES C-TIP HISTORY Qc
smeec NI
»
v General mode
= 'Entering test information’ Y )
7.2.3 | Tap the section shown with a red-dotted circle ::
on the right to enter the patient ID and select a
sample type.
:3';:: Start
= Enter patient ID using the keyboard on the LCD. i i
Whole blood
You can also enter the patient ID with an USB| B snpetpe  ©  serumsplasme
keyboard if connected. et
7.2.4 | = Select a sample type by tapping the designated
tab. 1 > 3 4 5 6 7 8 9 o
qwerrtyuiop
= Tap "Apply” to confirm the provided
asdf gh j kI
information. £ b ama
nzs . ®
= Tap "Start” to start a test.
= A new window will pop-up. Check and confirm
patient ID and sample type for each test you
Confirm following information
want to perform.
725 ' . ot eng ——
= Prepare the test cartridge following steps il ] pemipee
shown in the next Clause. If ready, tap the m
"Confirm start” icon.
= To cancel the test, tap "Cancel start".

QAL-GE02-15 (Rev. 04)
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ANALYSES C-TIP HISTORY Qc
v C-tip mode Al Al A~
= Insert a test cartridge into a slot, and an ID chip| .
into the ID chip port. ot
[ 1 )
7.2.6 | « Insert a sample-loaded C-tip into the tip hole.| @&
= Tap “Start” to enter patient information. Sl
. Y st Je sere J sr ]
Note. “Start” button on the right bottom of the e
screen Is disabled when “C-tip” mode is selected. N °
ou Stop
@ admin
Patient ID wang
®  Whole blood
= Enter the patient ID using the keyboard on sample type Serum/plasma
the LCD. You can also enter the patient ID annmne,[ O O
Cancel
7.2.7 with an USB keyboard if connected. m_
= Tap "Confirm start” to verify the provided I
qwer rtyuiop
information and start the test.
asdf gh j kI
4 zxcvbnm a
7123 " °
= The item name is displayed in the top of the ANASES  GTIP  HISTORY Q¢
slot and the PID on the bottom of the slot. !
N 2N S
= After mixing and loading process are ot
completed, the remaining reaction time is P
i ( 1]
728 displayed. 44
= To cancel the test, tap "Stop". 0 [
Note. “Stop” button marked with “1” on the right i HEDES
R TN
diagram is used to stop the only 1 test. If you T '~.‘2
want to stop all tests, tap “Stop” button marked ?,.,,! ?an
In/Out
with 2" @® admin

QAL-GE02-15 (Rev. 04)
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ANALYSES Cc-Tip HISTORY Qc

fo 2R AN A
crp

19.05
e mL &
ACTPTAS

LN
ST

Extra tip

[ I J
= When the test is completed, AFIAS-3 displays [ X )
7.29 . o0
the test result under the item name.
_» veng
Im-@\ [ stor ]
\Em comple(egl

3 ©

Holder
In/Out Sy

@ admin

» Note. To perform additional test while the intended bay is in use, press ‘Start’

button when it gets activated.
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7.3. Inserting Sample-loaded cartridge and Obtaining Test Result:

= With a "AFIAS PCT ID chip’ in the ID chip

port, proceed as follows to run a AFIAS /
PCT test on a clinical sample: =
‘ 1
= Load recommended volume of the test - =5
7.3.1 . o/
sample into the ‘Sample Well’ of a = Q}\
'AFIAS PCT cartridge’. ‘L;%

Note. Refer to the package insert of the
AFIAS test for detalls.

= After inserting the test cartridge into the
specific cartridge holder, place a ‘Pipette
Tip' (with its broad end facing upwards)
into the 'Tip slot’ of the test cartridge.

= While inserting the cartridge, the sample

well should be oriented outward from
AFIAS-3.

Note. Push it gently with your thumb or
index finger; all the way into the cartridge
holder until it comes to a stop. Avoid
applying excessive force; otherwise it may
result in mechanical failure of the system.

AAI-GE02-15 (Rev. 04) o
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» To proceed with the test, tap “Confirm". I
733 ot | verg ——
= To cancel the test, tap “"Cancel". oz |um s
[oom 1 oo ]
= The system automatically scans the
barcode and checks the pipette tip.
= Test names (i.e. AFIAS test cartridges)
inserted in respective cartridge holders
are also displayed on the screen.
= The system will start the test
automatically.
ANALYSES C-TiP HISTORY Qc
= During the test, the system displays the
" " Enable P N N\
status as “In progress” below the T e | covos cotc
1234 1g6 CK-MB
screen display columns corresponding o ||
to the bay. Bay is accommodating o0 N“fz:w :;j
S | o
7.3.4 three test cartridge holders. oo o
bl 1ABCOEFSla | ABCDERS | SABCOFFS
= Time (Minutes: Seconds) remaining to »

compete the test for each cartridge is
also displayed under the test name in

the respective screen display columns.

Upon completion of the test, the result
is displayed under the test name in the

respective screen display column.

The system also displays completion of
the test run as ‘Test completed’ below
the screen display columns

corresponding to the bay.

3

Holder

In/Out

@ admin

Idle

QAL-GE02-15 (Rev. 04)
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810 @ TECHNOLOGY

= If a 'Pipette Tip' is not in the 'tip slot”

ANALYSES C-TIP HISTORY Qc

1 2 3
Enable S I AN
System check

Users should restart the run as

described in steps as per 7.2.3.

of the test cartrdige, the system will a
isplay ‘Error! ...No Pi ip n —
display ‘Erro o Pipette tip' upo PP
735 starting the test. ( X J
. . . . ..
The user should insert a 'Pipet tip' into °
the ‘tip slot’ to start the test by A ) E
following steps according to 7.2.3. Em'pme"p
:.%‘f{ Stop Start
@ admin
ANALYSES C-TIP HISTORY Qc
1 2 3
Enable P 2 AN
System check
. »
= If the user attempts to initiate the test
Extra tip
without selecting a sample type, the P
system will display ‘Select sample type’. [ 1 ]
7.3.6
( 1 ]
The user should select an appropriate 'S
sample type as described in step 7.2.4.
." Select sample (ype.':
3 O O
n;'g:: Stop 7 Start
@ admin
ANALYSES Cc-TiP HISTORY Qc
= If the test starts without a test <o
cartridge in any of the cartridge holder, Exvap
the system will display ‘Error! ...Insert ::
73.7 test cartridge’. [ X )
(L

N

i
3" Errorl.Insert test cartridge '
. .

Holder

In/Out

@ admin
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Document No. : OPM-A3R-EN 510 @ TecHNoLoGY
Revision date : November 29, 2022 (Rev. 04)

PLLLLT
B
o

B
o

ANALYSES  C-TIP HISTORY  QC
RPN

K

I 2N 2
= The built-in printer automatically prints

out each test result. E U
X J
= AFIAS-3 can save up to 5,000 test results e
7.3. L
38 in its internal memory. LA
»
(Refer to Clause 8.2 for details of Fser D sor P s
retrieval/printing of stored test results.) Idle

3 O

Holder
In/Out Sop

@ admin

Clause 7.3 is only for “General mode”. If you run the test in the "C-tip mode”,
please follow the steps listed below.

7.3.9 (@ Collect finger blood using a C-tip that comes with the AFIAS test cartridge
box.

Follow step 7.2.6 ~ 7.2.9 to proceed the test.

Before performing any AFIAS test, ensure that name of the test as well as
lot number mentioned on the ‘ID chip’ must match with that of the ‘AFIAS

cartridge’.

'AFIAS cartridge’ having a lot number mismatching with that of the ‘ID

chip’ will lead to display of the error alert ‘Insert ID chip’.

After AFIAS test is successfully performed; the used cartridge should be
disposed of in accordance with local regulations regarding the disposal of

bio-hazardous materials.

If you press the power button during the test, the display will be turned

off. However, the test run will proceed on normally without affecting the

> B B P

test result.

AAI-GE02-15 (Rev. 04) 27 /77




Document No. : OPM-A3R-EN
Revision date : November 29, 2022 (Rev. 04)

7.4. Shutting AFIAS-3 down:

810 @ TECHNOLOGY

» Before turning off AFIAS-3, make sure that
ID chip and cartridge(s) have been removed
741 from ID chip port and cartridge holder(s)

respectively.

7.4.2 | = Close the protective cover of bay.

= Press the 'Power Button' for more than 4

743
seconds.

AFIAS-3

« Power off’ menu will be displayed.

744
« Tap 'OK'’ to shut down AFIAS-3.

AFIAS-3 will shut down.

QAL-GE02-15 (Rev. 04)
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« "Power off’ will be executed.
7'4‘5 . ﬂ Shutting down.
« AFIAS-3 will shut down. '
«» Turn off the main power switch located on
746 the rear side of AFIAS-3.
« If you do not intend to use the system for
an extended period, unplug AFIAS-3 power
741 cord from the external power outlet is
highly recommended.
= Remove the power cable from the ‘Power
7.4.8 ,
Socket'.

Y4{-GE02-15 (Rev. 04) 29 /77
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8. Auxiliary features

For ensuring efficient and reliable performance as well as proper recording and reporting

of test results, AFIAS-3 provides following auxiliary features.

8.1 System check, Calibration and QC

8.2 Retrieval/Printing/LIS of stored test results

8.1. System check, Calibration and QC

« System check

- To perform a system check, a user needs to use specific system check cartridge
and a system check ID chip.

- AFIAS-3 measures intensity of fluorescence and compares that result with pre-
set value to inspect if the measured signal agrees with pre-set values.

- AFIAS-3 repeats measurement several times to ensure stable performance of a

fluorescence system when checking the system.

« The system check is needed as below.

- When AFIAS-3 is installed initially.

- When AFIAS-3 is moved to another place and install it again.
- When some errors are generated.

- When a test result is considered abnormal or differs from the reference value.

2AAI-GE02-15 (Rev. 04) 30 /77
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= Calibration

810 @ TECHNOLOGY

- The master calibration curve for cartridges is stored in the ID chip included in

the cartridge box and no separate calibration process is required for the new

reagent.

- Calibration curves stored in the ID chip may not be valid for all test

environments. In this case, it is required to carry out the calibration process.

- A dedicated calibrator and a test cartridge are required for calibration.

« The calibration is needed as below.
- When the QC test results are out of range.

- When the test results are suspected to be abnormal.

% AFIAS test system is designed for point of care, emergency, and small-volume

testing. Therefore, a regular calibration is not required/recommended.

« QC (Quality control)

- To perform QC, a user needs to use specific quality control reagent which is

supplied by the manufacturer on demand.

= The QC is needed as below.

- When a test lot is changed.

- When a test result is considered abnormal or differs from the reference value.

- When a test result is not consistent with symptomes.

- For teaching or learning the system.

5
s cTP  HISTOR  qC

= To run a QC, you need to activate this | i e
function.
( 1]
= Select the ‘Cal/QC’ tap. ::

= To acitvate 'Cal/QC' function, please

dle

tap the setting icon 8 .

QAL-GE02-15 (Rev. 04)
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= Select the ‘Control registration’ menu to

S TP  HISTORY  QC

g o
% _Control registration v
o5 1

Qceycle

QCalarm i

8.1.2 .
register a control.
s TP HSTORY  Qc =
< Control registration + &
Test Control ID  Expiry date
JS——
8.1.3 = Tap the icon to register a control. S ———
com1988 whooarosu1 22206
O
= An ‘Add control’ window will pop-up.
= Enter the lot number of the calibrator, item
.
name, mean value, low value, high value e
and expiration date. el
8.1.4 Note. The expiration date is set as YY-MM., Lonetrane
The actual date will be set as the last day of )
the selected month. For example, if you set
expiration date as 2017-12, the expiration
date will be 2017-12-31.
To apply this information, tap the ‘OK’ button.
= If you want to delete a registered
control, select a control what you want
to delete.
8_ 1 .5 :;:?:ds::“);:;wam to delete

= Tap the @icon to delete a registered

control.

= Tap the ‘OK’ button for confirmation.

QAL-GE02-15 (Rev. 04)
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810 @ TECHNOLOGY

= To run a QC, please prepare a test

cartridge what you want to test.

= Dispense a calibrator and control into

8.1.6 . i
the sample well of the cartridge.
= Insert each cartridge into each slot and
insert a tip.
S CTIP  HISTORY  QC =
1.2 3
AN N AN
= Tap each key board icon to select a ::
1.7 . .
8 control information for each slot. ( 1 ]

@ PTTTT
se 2l 4
ot 4

3

Holder
In/Out

@ admin

QAL-GE02-15 (Rev. 04)
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810 @ TECHNOLOGY

= When you tap the key board icon for
QC 1’ slot, the '‘QC-1 information’

window will pop-up.

= You can select items and lot numbers

@3 qc-1 information
-

Test

Control ID

Assigned value

1. .
818 you want to select by tapping the Lowestae
. . Highest value
triangular icon.
Expiry date 202309
= To apply the change, tap the Apply’ m
button. i
S CTIP  HISTORY Qc =
1
P s N
= When all calibrators and controls are e
8.1.9 selected, each lot numbers will be ::
displayed in each slots.
In/Out
@ admin
= To start QC, tap the ‘Start’ button.
= A ‘Channel Information” window will
b0p-Up.
) Confirm following information
= Check the lot number and the item
8.1.10

name.

= To confirm the selected information and
start calibration and QC, tap the

‘Confirm’ button.

cH2  CRP2

QAL-GE02-15 (Rev. 04)
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810 @ TECHNOLOGY

= When the test starts, AFIAS-3 will

8.1.11 and the test status will be displayed as

‘In progress'.

are displayed under item names.

check item names and lot numbers.

= The name of items will be displayed,

= During the test, the remaining times

S CTIP HSTORY  QC =

PXTL TP PN
. .,
o cRp crp %

o, w2 w47 yo"
oy 47 o
RPN
Extra tip
Rl | cre2

1;90

Holder
In/Out Stop Start

@ admin & 1/

result is displayed under the item

name.

each slot opens.

8.1.12

= The test results are saved in the

internal memory and printed

automatically.

QAL-GE02-15 (Rev. 04)

= When the test is completed, the test

= AFIAS-3 generates a buzzer signal and

S CTIP  HISTORY Qc EE

.
R cRP Te,
N .
S s L8
e nor L
Extra tip heLL] Lilds
e | crez

In progress

3 © ©

Holder
In/Out Stop Start

@ admin fol

PATIENT ID: admin
CH: 1

i PASS g/l

SAMPLE: PATIENT
INSTRUMENT S/N: 018
USER ID: adnin
REAGENT LOT: CRROB2SF
CALIBRATED_ON:
REFERENCE VALUE:

<QC1 test result>
DATE: Sep-07-2021 / 10:29:40
PATIENT ID: adnin
CH:R2

FAIL mg/L

SAMPLE: PATIENT
INSTRUMENT S/N: 018
USER ID: admin
REAGENT LOT: CRRDBZ9F
CALIBRATED_ON:
REFERENCE VALUE:

<QC2 test result>
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= Select the 'Analysis' tab to check the

POLLLIT
o v,

R .
@ %, ANALYSES 1CTIP  HISTORY Qc

e reeat®

Enable

NI AN

Sysmesck
system. o ¥
Earatp
= Enable system check must be activated Y )
8113 for system check. ::
Note. The check box is released at the »
time of initial shjpment of the product
and the check box is also released at -
power on/off I?%ig ?op g
@® acmin
= Insert the system check cartridge and
system check ID chip into AFIAS-3. (Do
not put a separate reagent into the
system check cartridge.)
8114, Touch the "Start" icon. :;:‘Ye::::z:z‘;x:g';’Pe'f°""‘he
= Check the displayed information and m
touch the 'Confirm' button to confirm
the start of the system check.
ANALYSES C-TIP HISTORY Qc
1 O
Systom eheck M::ch 0l B
= During system check, 'In progress’ will o ig:
displayed Y )
8.1.15 | = When the system check is completed, ::
‘SYS OK’ and 'Test completed’ will be -

displayed.

3

Holder

In/Out

@ admin

Test completed

QAL-GE02-15 (Rev. 04)
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810 @ TECHNOLOGY

8.1.16

= The result of the system check will be
printed.

QAL-GE02-15 (Rev. 04)
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8.2. Retrieval/Printing/LIS of stored test results:

FCCLITIN
ANALYSES C-TIP :’H\STORV % ac
pUTY ‘..
1 k)
Enable 2N N AN

System check
= AFIAS-3 can save up to 5,000 test results »
in its internal memory. i
) eoe
821 | To print out stored test result(s), tap Y )
o 'History'. LA
»
Note. Stored test results cannot be printed
if a test is in progress. e
3 © O
In/Out Stop Start
@ admin
P EE
Test B 4 p
= Upon tapping "History”, a chronological T e
log of stored test results is displayed in - e
a reverse order. . - =
= Select the test result(s) you want to °
print.
= One can select up to 5,000 test results.
8.2.2

= Tap 'Print’ to print out the selected test

result(s).

= A new window will pop up. Tap "OK" to

confirm printing action.

= If you do not want to print out the

selected test results, tap ‘Cancel.

Are you sure you want to print selected
item(s)?

QAL-GE02-15 (Rev. 04)
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8.2.3

= Select the test result(s) you want to send
via LIS.

= It is possible to select up to 5,000 test

results.

= Tap 'LIS" to send the selected test
result(s) by LIS.

= A new window will pop up. Tap “OK" to

confirm sending action.

= If you do not intend to send the

selected test results, tap ‘Cancel’.

= LIS procedure is completed, AFIAS-3 will
display “Done”.

Note. LIS format is as follow.

YSES C-TIP

us

HISTORY

() Print

Date PID

Qc

3
selected item(s)

E Delete

» gl
o " Sep082021/
. C44 #11:0245
s [ Sepos2021/ BNP
H ™ Svrer
. 3'Sep08:2021 / NP
. Cafiaws °
o
7 sepo72021/
] [Seeia System_check
[] sepor2021/ System_check
12155
| Sep072021/  cppa crp
10:29:40 -
[7] Sep072021/
L 10:29:17 e o
[7] sep072021/ CRP2 CcRP
102652
Sep 072021/ 1
| 10:26:29 R o

@& LS

Are you sure you want to send the

selected item(s)?

YSES C-TiP HISTORY

Qc =

]
selected item(s)

e .
Print A Ls Delete
O
Date PID
Sep082021/
L Soes E
[] setezn/ NP
10142
Sep082021/
| Tow P
Sep7-2021/
[ [seazz System_check
Sep07-2021/
O s o
[] sepor2021/
| Whoan o2 crp
Sep072021/ e =
L e o 8
Sep07-2021/
o -
crp

[] sesor2021/
102629

QAL-GE02-15 (Rev. 04)
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If you want to search specific test
result(s), tap “Search” and enter the

search key word (e.g. patient ID, test

YSES

L=

c-TiP HISTORY Qc 1

selected item(s

A
rin elete

&) Print LIS Delets

Date PID

[] sends2oz1/ NP
11:0245

[[] sepoeaoz/ BNP
11:01:42

[[] sepoeaoz/ BNP
11:00:40
Sep07:2021/

[ o System_check

[ seoraon/ System_check
Sep07:2021/

O 10:29:40 o2 il
Sep07:2021/

O 102917 o i
Sep07:2021/

O 10:26:52 o i

[[] seo2m/  cpey cre

102629

@ admin

Sep 012021 /

8.2.4 name)
YSES  C-TIP  HISTORY  QC =
« Tap the search icon Q o
results found
. . CI ”»
= Search results will be displayed. VTR o (i
Date PID Test B
O %thnmzw CRP_2 CRP
O f;r;g’;;”” CRP_1 cRP
[] |Semams oz crp
[] swoan/  ceps crp
[ Sewotan/  yang cre
[ Sewotamn/  yang crp
[ Sewotam/  yang crp
0] St/ g cre
sopora1/
Fats
= If you just want to browse stored test
result(s) without printing, tap the field
displaying the test result of your interest. "
= A new window will pop-up, displaying Test ore
details including the patient ID, test sk 180zt
8.2.5 | name, test result, date & time of the DriekTie) v

test, lot number and expiry date of test

reagents etc.

LotNo CRRDB29F

Exp.date 20221225

Channel 1

Serum/plasma

Sample type

QAL-GE02-15 (Rev. 04)
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= In case of HbA1c test result, AFIAS-3 will
display test result in NGSP(%) and
IFCC(mmol/mol) units simultaneously.

Result details

wnnndbdlGaaa,

Date & Time

LotNo

Exp.date

Channel

Sample type

e,
.
"

<400%
<20.20 mmol/mol

So8Iomgd, e

P

Sep-08-2021/1526:58

1

Serum/plasma

8.2.6

= Print-out generated by the built-in
printer contains the test result along

with other information as shown.

= The print out will also contain reference
values/interval for the specific patient
population if information regarding the
same has been previously provided by

the laboratory.

= In order to edit the reference value,
refere to 9.1.16 and 9.1.17.

QAL-GE02-15 (Rev. 04)
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9. Configuring AFIAS-3

Following settings and/or parameters of AFIAS-3 can be adjusted, upgraded or modified

without prior notices.

9.1. Configuring System Operation

Setting/configuring one or more of the following:
- Date

- Time

- Date format

- Ethernet

- LIS

- Language

- Set print options

- Set default sample type

= Setting/configuring miscellaneous operational parameters
- SW update

- Test menu

- Device information
9.2. User management
9.3. ID chip management

9.4. Temperature

2AAI-GE02-15 (Rev. 04) o
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9.1  System configuration

= Setting the 'Date”: s om weow  a IS

@ Tap the ‘Configuration menu’. ¥ ontgrsionmery 2

Miscellaneous functions

9.1.1

s oTp wstoRv ac IS

, .
@ Tap the 'Set date’ menu. e —
2 Serdate *s
‘e tnuwns fAd
Set time
Set date & time format
Network configuration
LIS settings
Select language - English (United States)

Set print options

Set default sample type

= Tap the button(s) to set the desired month, date (==
Wed, Dec 15
and year. -

= To effect the changed date, tap ‘Set'.

RPN
CANCEL % OK %
N

= Setting the Time" s ome weow e IS

@ Tap the 'Configuration menu'. *. onguraton meng,

Miscellaneous functions

AAI-GE02-15 (Rev. 04) o
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9.14

@ Tap the 'Set time’ menu.

= Tap the button(s) to set the hour and minutes.

= You can set the time as 'AM’ or 'PM’ by tapping
the adjcent tab.

= To effect changed time, tap 'Set'.

s cTP  HWsToR ac IS
£ Configuration menu
Set date

POLLLLTTS
» ime &

Set date & time format

Network configuration

LIS settings

Select language - English (United States) [

Set print options

Set default sample type

9.1.5

= Setting the date format

@ Tap the ‘Configuration menu'.

@ Tap the 'Set date format’ menu.

QAL-GE02-15 (Rev. 04)

Miscellaneous functions

s ome weoRv o IS
Set date
Set time

PPTTLIILLIT

¢ Set date & time form#§
'--------l“
Network configuration
LIS settings.

Select language - English (United States)

Set print options

Set default sample type

44 /77



Document No. : OPM-A3R-EN 510 @ TecHNoLoGY
Revision date : November 29, 2022 (Rev. 04)

= Check/tap the blank box corressponding to the

Normal (Dec-152021) ®

date format you want to select.

Dec152021

9.1.6 —
= If you want to cancel changing the date format, tap —
‘Cancel". [—
= Ethernet configuration:
For connecting AFIAS-3 to the local area network. m_
lf;:nﬁgurannn menu ::
Miscellaneous functions
@ Tap the ‘Configuration menu'.
s ot wstov  ac  IZ
@ Tap the 'Ethernet configuration’ menu.
et date
Set time
Set date & time format
9.1.7

POLTLLIITT
¢Néwork configuration®

terenansnt®

LIS settings.
Select language - English (United States)

Set print options

Set default sample type

® Tap the 'Ethernet’ menu. 5 gm enm @ LS
'::Elhem:‘l.,'

AAI-GE02-15 (Rev. 04) o
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@ Tap the 'Ethernet settings' menu. ¢ e werow e (S

Ethernet on D4

= "Configure ethernet devices” window will pop-up.

= 'Ethernet Devices' is 'eth0" and ‘Connection Type' is

Ethernet Devices  ethd

‘DHCP’ by default. =

ConnectionType

9.1.8 | = Select ‘Ethernet Devices' as ‘eth0’ from the options s

available in the drop down box p—
J——

= Select 'DHCP’as the ‘Connection Type'.

= Tap 'Save' to effect the configuration.

= Wi-Fi configuration:

For connecting AFIAS-3 to the Wi-Fi Network.

Miscellaneous functions

@ Tap the ‘Configuration menu'.

9.1.9
@ Tap the 'Ethernet configuration’ menu. coemw o e v =
Set date
Set time

Set date & time format

LIS settings.

Select language - English (United States)

Set print options

Set default sample type

AAI-GE02-15 (Rev. 04) o
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@ Tap the "Wi-Fi' menu S CTIP  HISTORY  QC =
'

Ethernet

wiw,
.

= Wi Y
Senas®

S CTP HISTORY  QC

Enable 4
pmsmE
o+ boditec AP 246 "%,
st *
HELS &Y

Secured with WPAWPAZ PSK

®

AT_401_CST_570004 WW_5244 o

Securedith WPAWPAZ PSK

AT_401_CST_570004_WW_788f
2psK

Secradwih WEAWPA

<t

= Mount the Wi-Fi dongle on the equipment and
check 'Enable’.

9.1.10 | = Select the Wi-Fi AP you want and enter your
password.

= Touch the 'Ok’ button to try Wi-Fi connection.

boditec_AP 2.46

——

‘Show password

CANCEL

= LIS configuration:

s ot owsow e IS

For sending test results from AFIAS-3 to the LIS

. # onfiguration meny .
server via local area network or RS232C. famTII

Miscellaneous functions

9.1.11

@ Tap the 'Configuration menu'.

AAI-GE02-15 (Rev. 04) o
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@ Tap the 'LIS configuration’ menu.

® To send test results by LIS after finishing tests,
select ‘'On’ in the 'Send’ item. In the opposite

case, select "Off".
@ Please select a data format desired.

® Please select an interface you want to use. In
case of 'Network’, only HL7 protocol is
available. The protocol item will be changed to
‘HL7" automatically. The server field is available
only when 'Network’ is selected. You can enter

a server 10 or PORT in the server field.

® To apply setting, tap the ‘Save’ button.

s cmP wsToRY o IS
< Configuration menu .
Set date
Set time
Set date & time format
Network configuration

i

% Lissettings %

Taanust

Select language - English (United States)

Set print options

Set default sample type

9.1.12

= Setting the language:

@ Tap the ‘Configuration menu'.

s ot owsow e IS

" "'.

s
.
#, Configuration menu_
$ '
teanauns Pt

Miscellaneous functions

QAL-GE02-15 (Rev. 04)
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@ Tap the 'Select language’ menu.

* Select language - English (United Stajés)
Trenn wer

cTe  mWsToRy o IS

Set date
Settime

Set date & time format
Network configuration

LIS settings.

Saweeann e,

Set print options

Set default sample type

@ You can select language. The default language
is English.

= You can select the users in English or a compound

9.1.13 | sentence.

= Default language is English.If a compound sentence
that appears, select the language changes to the

compound sentence.

= Turning the printer on / off:

@ Tap the 'Configuration menu'.

9.1.14

@ The 'Set Printer options’ menu.

CTP  HSTORY  qC =

English

£33

.t e,

#Bonfiguration menu **

e Pl
CEP PP

Miscellaneous functions

S CTIP  HISTORY ac =
Set date
Set time

Set date & time format

Network configuration

LIS settings.

Select language - English (United States)

Ol D

. .
rvee

Set default sample type

QFAL-GE02-15 (Rev. 04)
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= ‘'To turn the printer on, check/tap the blank box of
the "Printer on” menu.

s cme msow  ac S

L)

Printer on ENCRY
.

Print including the reference
val

Edit reference value

9.1.15
= To turn the printer off, uncheck/tap the blank box
of the 'Printer on” menu.
".Z'.G'e including the reference ," = ":
= When the blank box of the 'Print including the -~ -
9.1.16 reference value’ menu is checked, test results are

printed including the reference value.

9.1.17

= Edit reference values:

@ If you choose the 'Edit reference value’, you can

find the reference value information.

@ Reference values can be edited when you select

each item. Values are entered on pop-up

windows.

QAL-GE02-15 (Rev. 04)

s omp mstoy oo IS
< Setprintoptions - .
Printer on i

Print including the reference

Edit reference value ' %,
.~ B
Tramamanns®

s cTp

HISTORY  QC =

< Editreference value .
tem - Refvalie

Psa

a

cen
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HoATC
L
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™
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@ If you choose an item that you want to edit, a

new window will pop-up for editing the

reference value.

CANCEL

= Set default sample type

@ Tap the ‘Configuration menu'.

AEPPM

Miscellaneous functions

9.1.18
s ot wstov  ac  IZ
@ Tap the 'Set default sample type’ menu.
Set date
® Select the sample type. settme
Set date & time format
Network configuration
LIS settings
Select language - English (United States) [
Set print options
'.‘s:«‘d:ef‘a:ll sal.n;l: :.y‘;e‘. e
= ‘Once you choose the ‘Set default sample type’
menu, a new window will pop up.
9119 |" When you choose a sample type under ‘set default

sample type’ menu, the sample type you chose will
be autimatically selected under the general mode

test.
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= Updating Software:
Note. This function should be handled only by the

‘administrator, a trained engineer or manufacturer’s

s om wsow o IS

use of this function can cause serious problems in Sockputionmens

authorized representative. Incorrect or unwarrented

swnemaEEy ey

system operations. '3"5'.5?'_':":"_"::"_":?:5.:-
9120 If you insert the Upgrade SD card and tap the
'SD/USB'  menu, then the program  will
automatically determine if an upgrade is needed.
When an upgrade is needed, it will start upgrading.

Note. If you want to update S/W via a network, you
can tap ‘Network’ menu. Pleae refer to 9.1.24.

= Updating firmware via a SD card:

@ Tap the ‘Miscellaneous functions’ menu.

s ome msov o IS

"¢ Miscellaneous functions” -
g

.

o

5 SWupdate %
cann

@ Tap the 'SW update’ menu. —

Devica information

9121 & Tap theSD Card’ menu. e —

.

R 0
S, Sbcard v
Ceannnt®

use

Network
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@ 'Update via SD-Card" window will pop up.

® Tap the ‘Update’ menu after confirming the

information in the pop-up box.

® If you insert a SD card with updated version of

firmware, it will start to update automaticallly.

@ If you tap the ‘Confirm’ menu, it will

automatically reboot.

Update will be completed after rebooting.

Note. You can check whether the firmware update is
successful or not by accessing the ‘Device

information’ menu as described in Step 9.7.29.

s cme  mWsTorr  aqc

¥ Updating...

The update i progress.
Please do not power off.

Updating by S0-Card.

cte wstor o IS
¥ Updating...

‘The update in progress.
Please do ot power off.

Updating by SD-Card.

Firmware Updating...

= Updating the android operating system via SD
card

: To update the ‘Android OS', insert the ‘Upgrade
SD Card’ (provided by the manufacturer or its

authorized service representative) into the ‘'SD card
9.1.22 port’.

@ Tap the ‘Miscellaneous functions’ menu.
@ Tap the 'SW update’ menu.

® Tap the 'SD Card’ menu.

s cme  WstoRy  ac S
"¢ Miscellaneous functions” -
* K

* Swupdate ‘s
.IIIII“

Test menu

Devica information
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53 /77



Document No. : OPM-A3R-EN

810 @ TECHNOLOGY

Revision date : November 29, 2022 (Rev. 04)

s cme wstoRv  ac S

@ 'Update via SD-Card’ window will pop-up.

® Tap the ‘Update’ menu after confirming the

information in the pop-up box.

i. Ifyouinsert a SD card with updated version
of android OS, it will start to update

automaticallly.

i. If you tap the ‘Confirm’ menu, it will

automatically reboot.

iii. Update will be completed after rebooting. SCVWV _

The update in progress..
Please do not power off.

Updating by USS.
05 Updating

Saving the user data nto USS.

‘The device il be reboot, when you pressed the confirm
utton.

® Then "SW update” screen will be presented. To

finish android OS updating, it takes about 4

minutes.

AAI-GE02-15 (Rev. 04) o
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@ When android OS updating
AFIAS-3 will reboot automatically.

Note. You can check if the android OS update is
successful by accessing the ‘Device information’

menu as described in Step 9.1.317.

is completed,

SW updating..
Wait a moment

updating.. (4/7)

= Updating the application via a SD card:

: To update the 'Application’, insert the 'Upgrade
SD Card’ (provided by the manufacturer or its
authorized service representative) into the 'SD card
port'.

@ Tap the ‘Miscellaneous functions’ menu.
@ Tap the 'SW update’ menu.

9.1.23
® Tap the 'SD Card’ menu.

s cme  msoRy o I
"’ Miscellaneous functions” -
* .

, SWupdate v
*aannnt

Test menu

Device information

s ot wero  ac IS

Network

QFAL-GE02-15 (Rev. 04)

55 /77




Document No. : OPM-A3R-EN

Revision date

: November 29, 2022 (Rev. 04)

810 @ TECHNOLOGY

9.1.24

@ 'Update via SD-Card’ window will pop-up.

® Tap the ‘Update’ menu after confirming the

information in the pop-up box.

i. Ifyouinsert a SD card with updated version
of application, it will start to update
automaticallly.

i. If you tap the ‘Done’ menu, it will

automatically reboot.

iii. Update will be completed after rebooting.

Note. You can check if the application update is
successful by accessing the ‘Device information’

menu as described in Step 9.1.31.

Note. If the SD card contains the lastest android OS
version, 1. firmware and 2. OS will start updating in
this order. android OS includes application, so

application update is not needed.

= Updating Software through a network

: To update software via a network, AFIAS-3 should
be LAN

connection is needed.) and insert a 'SD card’

connected to network(e.g. cable

(provided by the manufacturer or its authorized

service representative) into the ‘SD card port'.

@ Tap the 'Network’ menu.

@ If the AFIAS-3 is not registered, ’'Device

Registration’ window will be displyed.

SD-Card Update mode
08 :Nofile exi

App: eady o update.
~FirmwareNofe exist

App) pcato s avalabi

LI AFIAS3

Installing...

CANCEL

L1 AFIAS3

App installed.

wnmEay

.
»* oone %
2 .

s ot wsow IS

S0 Card

use

ot
¥ Networky
‘anas

0y
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® Tap the 'Register now' button to register the

device.

Note. If you tap the ‘Later’ button, the update

function will be disabled.

@ Enter registration information and tap the 'OK’
button. Then tap the ‘Network’ menu again(refer

to Step 1 of Clause 9.1.24.).

® AFIAS-3 displays 'Update via Network’ window

and you can check the available updates.

® Tap the 'Download’ button to proceed to
update.

@ AFIAS-3 displays '‘Download update’ window

and the downloading progress is displayed.

When the download is completed, AFIAS-3

performs the updating automatically.

Your device s notregistered.
ease regiser yourdevice

QAL-GE02-15 (Rev. 04)

57 /77



Document No. : OPM-A3R-EN 510 @ TecHNoLoGY
Revision date : November 29, 2022 (Rev. 04)

= Configuring the ‘Test Menu': s ome Wt iZ

. In ‘Test menu’, you can test LCD display, LCD|  conoustonmens

touch, LAN connectivity, SD card and printer ooy

connectivity.

@ Tap the '‘Miscellaneous functions’ menu.

9.1.25

s cme mso o IS

"¢ Miscellaneous functions” -

SW update

@ Tap the 'Test menu'.

e
e,
4 Testmenu s
LZP s

Device information

s cme wstorv ¢ IS

‘IH 3

" .
& LoD display &
8
tanant
LCD touch
Network

SD card

Printer

= To test 'LCD display’, tap the ‘LCD display’ menu.

= AFIAS-3 will display various colors to test LCD

9-1.26 display.

= When the test is finished, tap ‘Exit’".
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9127 ‘Exit’ block).

= To test 'LCD touch’, tap the 'LCD touch’ menu.

= AFIAS-3 will display 9 blocks( 8 ‘Hide’ blocks and 1

= To test 'LCD touch’, tap the 8 'Hide" blocks.

= To complete this test, tap the ‘Exit" block.

S CTP  HISTORY  QC =

LCD display
e,
K o
%, LCDtouch j*
AP
Network

SD card

Printer

menu.

9.1.28

= To test the network connectivity, tap the ‘Network’

« If the LAN is connected, the network type is
displayed as ‘Ethernet’ and network status is

dispalyed as ‘Connected'.

S CTP  HISTORY  QC =

LCD display

LCD touch

S CTIP  HISTORY ac =

< Network o
Netwokpe 1 wit

Network status. Connected

QAL-GE02-15 (Rev. 04)
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« If the LAN is not connected, network type is
displayed as ‘None’ and network status is dispalyed

as 'Disconnected’.

S CTIP  HISTCRY  QC

€ Network
Neworkbpe  : None

Network status

© Disconnected

= To check a SD card, tap the 'SD card’ menu.

S CTP  HISTORY  QC =

= AFIAS-3 will check the SD card inserted in the 'SD Dd_ )
card slot'. L0 toueh
9129 | If SD card has been inserted, screen will display the NW
1. & spcard &
alert 'SD card mounted". et
= If SD card has not been inserted or if the SD card
has been inserted yet could not be accessed by the
system, the screen will display ‘No SD card'.
= To test the printer, tap the 'Printer’ menu. o o s B
LCD display
LCD touch
Network
SD card
9.1.30 '« AFIAS-3 prints out standard texts according to

language setting as shown in the pictures herewith.

English format

QAL-GE02-15 (Rev. 04)
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= To stop the printer test, tap ‘Cancel printing'.

Chinese format

() morarsTUVWKYZN: “abccetc

QAL-GE02-15 (Rev. 04)

= Checking ‘Device information’

@ Tap the ‘Miscellaneous functions’ menu.

9.1.31 @ Tap the 'Device information’ menu.

s cme msto o IS

s cme mso o IS

"¢ Miscellaneous functions” -

SW update

Test menu
PECTTTTIN
- L7S

%, Device information o*
. 3

tramaant
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@ Following information related to the system will| ~ * ™ "™« =
be displayed: B R

KL vER 91
APPVER (AUNOT0100)

- Build date PWVERSS! (3000007 2021072 1709:47)
VR 3 (3 wac0007 200 0 331705.47)
VR85 143000007 207 073217 0947)

TWORK INTERFACE

. = 7
- Build ID by TN
- Android version

- Kernel version

- Application version
- Firmware version

- Mac address
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9.2 User management

‘User Management’ is available to the

‘Administrator’ only.

S CTP  HSTORY  QC

This function should be used for adding a new user|  ssen

or deleting an existing/registered user. .,

D chip management

= The ‘Administrator’ can register/add up to 100/  rampectre

users. Maintenance

@ Tap the 'User management’ menu.

Note. If any registered user (xxxx) other than the

s o wsto IS

‘administrator” tries to access the ‘User

- Ta] Delete

management’ menu, AFIAS-3 will display the

warning message Access denied for xxxx'
9.2.1

@ Tap the '+"icon to add a user.

® Enter a suiable 'user name’ and a ‘password’.

@ admin &
@ Confirm/re-enter the password.

Note. The User name and the password should

Usemame

comprise at least 4 characters each.

® Tap 'OK' to add the user with the above user

name and the password.

® Tap 'Cancel’ if you do not intend to proceed.
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= To delete an existing/registered user, check/select| = cm wev o« =

& Usermanagement

the blank box corresponding to the ‘user name’ T o

admin

you want to delete.
9.2.2 |= Tap 'Delete".
= Tap 'OK’ to confirm deleting the selected user.

Note. ‘Administrator’ being the default user name,

cannot be deleted or modified.

AAI-GE02-15 (Rev. 04) o
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9.3 ID chip management

When any 'AFIAS Test ID chip’ is inserted into
the ID chip slot, information derived from the
ID chip will be saved in the internal memory of
AFIAS-3.

S CTP  HSTORY  QC

System

Note. AFIAS-3 can save ID chip information

User management

from up to 500 ID chips. Dy —

Temperature

Maintenance

= By accessing the 'ID chip management’ menu,
one can search and check relevant ID chip
information such as the name of the AFIAS
test, Lot number, Expiry date and sample

type(s).

You can also delete outdated ID chips.

Tap the ‘ID chip management’ menu.

S CTP  HISTORY  QC

To search ID chip information, tap the 'Search’

icon.

COVID-19 Ab WHQEA396

[m] Tac TQRAA226

9.3.2 Enter an appropriate term/keyword (e.g. test = — .
o name, lot number, sample type etc.) for the B s
information you want to search for and tap

‘search’.

CTIP  HISTORY  QC =
<€ i chipmanagement- - C, Tal
I :

results found

Lot No

List of the search results will be displayed.

ftem’

To get the ID chip info, tap the test name

COVID19.Ab WHQEA39G

listed under the column ‘Iltem’. o ToRaszzs
9.3.3 =

0 ‘System_check SCREATIF

Fac FQRAAZIF
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= Relevant information (test name/item, lot

number, expiry date and sample type)
corressponding to the ID chip will be
displayed.

ToRAKZ2G

20220028

= To delete an ID chip info, select/check the
blank box corressponding to the ID chip.

= Tap the E icon.

= Tap 'OK’ to confirm deleting the ID chip info.

C-TIP  HISTORY

System_check

ac

1
N

4
results found

Lot No
WHQEA39G
TQRAAZ26
FQRAAZIF

SCREATIF

QAL-GE02-15 (Rev. 04)
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9.4 Temperature
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= You can access this function to check the

operating temperature for each bay.

Note. The normal/operational temperature
range in the bay is 33-37 °C.

@ Tap the 'Temperature’ menu.

@ Operating temperature of both bays will
9.4.1 be displayed.

Note. If Incorrect temperature’ or ‘Error status
shows AFIAS tests will not run till the

temperature is brought to the accepted range.

S CTP  HSTORY  QC

System

User management

D chip management

Maintenance

S TP HISTORY  ac

£ Temperature

Unit  Temperature Status

Ll 350 -]
oF 950 (=]

- Oknoerors

o
© - oomeattemparaure
L ]

- Erorstatus

Normal status

S CTIP  HISTORY  QC =

< Tevfnpe'rltu?e'

‘Unit ©  Temperature Status

°¢ 301 (1]
% 86.0 (1]

@ - oknoerors
© - irorectiemperare
L

- Emor status

Incorrect status
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10. Maintenance, servicing and disposal

10.1. Maintenance:

No maintenance other than the following is required for AFIAS-3:
- Loading paper in the built-in thermal printer
- Emptying the 'Waste tip box’ and resetting the 'Waste tip counter’
- Occasional cleaning of cartridge holders and exterior
- Raw data backup for maintenance or service purposes

- Washing the tip adapter

Loading paper in the printer
- Open the printer cover as shown in the figure below, insert the paper with correct

direction, and take out the paper at least 1 cm.

- Remove the remaining paper, if any.

a little for initialization.

f When the printer cover is closed, built-in printer ejects the printer paper
f Be careful excessive force when opening or closing the printer cover for

preventing malfunction of built-in printer.
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= Raw data backup:

Test raw data is needed to determine the
cause of the problem and solve it in case

of a problem.

@ Touch 'Extension menu' in the upper

right corner of the main menu.

@ Touch the '‘Maintenance’ menu.

10.1.1

® Touch the 'Backup' menu.

QAL-GE02-15 (Rev. 04)

o
H
0

S CTIP  HISTORY

Enable s
System check

Extra tip

idie

S CTP  HISTORY
System
User management

1D chip management

Temperature

e,

o
», Maintenance

tramanans®

S CTIP HISTORY  QC

. :.

Backup &
.

pETT L
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@ Touch the 'OK' button to confirm the

backup progress.

Are you sure you want to backup to the
following path?

boditech/afias-3/user_data/

Note. The backed up data is stored in the A
bodytech/afias-3/user-data folder on the
SD card. This data is encrypted and stored,
and can only be checked by the

manufacturer.

10.2. Cleaning:

- It is advised to occasionally clean the cartridge holders and exterior of AFIAS-3
by wiping with a soft cloth slightly dampened with 70 % alcohol or 0.5 %
bleaching solution.

- Do not use soap solution or any industrial solvent for cleaning purpose.

- Unplug AFIAS-3 from external power source before cleaning.

10.3. Servicing

- AFIAS-3 does not have any operator-serviceable components.
- If any technical servicing or maintenance is required, AFIAS-3 should be sent

back to Boditech Med Inc. or its authorized service agents.

10.4. Disposal

- If AFIAS-3 is to be disposed of for any reason, the user is advised to observe

local regulations as applicable to the disposal of electrical equipment.

Important!

E: At the end of its useful life, AFIAS-3 could be sent back to Boditech Med Inc.
for recycling or proper disposal.

Alternatively, it should be disposed of in accordance with local regulations.
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10.5. Transportation and Storage

- The original shipping container/box should be used to ship or transport AFIAS-
3. The same container/box is also recommended for storing AFIAS-3 over an

extended period of non-use.

i When transporting or storing AFIAS-3, keep it dry in an upright position

and protect it from mechanical shocks.
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11. Troubleshooting

810 @ TECHNOLOGY

AFIAS-3 may encounter some operational problems occasionally. The symptoms/error

codes displayed, probable causes and recommended remedial/corrective measures for

these problems have been listed in the table below.

Symptoms

Probable causes

Recommended remedial/

Corrective measures

Nothing happens;
AFIAS-3 does not
show any sign of

functioning

Power failure

Check whether external power outlet is

live.

Poor connection between

the power adapter and

the power cable.

Remove the power cable from AFIAS-

3 and reconnect firmly.

Main power Switch is 'Off".

Turn the main power switch ‘on’.

Faulty power adapter

Call Boditech Med Inc's technical

services.

AFIAS-3 is in the ‘sleep’

mode

Gently press the power button located
on the front of AFIAS-3. If the problem
persists, contact Boditech Med Inc.'s

technical services.

‘Cartridge Holder’
does not protrude
out as and when

required.

Mechanical failure

Call Boditech Med Inc's technical

services.

Software malfunction

Turn the power ‘off" and turn it ‘on’

again.

Clicking noise
generated while
the cartridge
holder(s) protrudes

out

Normal mechanical setting

User's action not required.

'LCD Display' does
not function

properly.

Electrostatic shock

Connect to a grounded external power

outlet. Remove any source of

electrostatic charge. Reset the system.

QFAL-GE02-15 (Rev. 04)
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Electrical circuit failure

Call Boditech Med Inc.'s technical

services.

AFIAS-3 can't read the
barcode of the AFIAS test

cartridge on account of
Barcode
the barcode being
error! ..Insert the
misprinted or obscured
cartridge properly
due to presence of
or Barcode module
blemishes or foreign
malfunction
matter.

Remove any foreign matter obscuring
the barcode and continue the test by
reinserting the same cartridge. If the
error code should persist, repeat the

test using a new 'AFIAS test cartridge’.

Malfunction of the barcode-

reading/scanning module.

Call Boditech Med Inc's technical

services.

) No paper in the built-in
Insert printer paper
printer.

Load a new paper roll.

Technical problem with

the 'AFIAS test cartridge’

Repeat the test using a new 'AFIAS test

cartridge’.
Error 25-29 or malfunction.
Call Boditech Med Inc's technical
Malfunction of AFIAS-3.
services.
Test run has been initiated Insert sample-loaded ‘AFIAS test

without inserting AFIAS
test cartridge into the

Error! ...Insert cartridge holder.

cartridge into the cartridge holder
before initiating the test run (i.e. before

tapping ‘Start’ on the screen display)

reagent cartridge  AFIAS-3 can't identify the
'AFIAS test cartridge’
inserted in the cartridge

holder.

Call Boditech Med Inc.''s Technical

Services.

Test run has been initiated
Error! ...No pipette  without placing a ‘pipette
tip tip" into the 'tip slot’ of
the AFIAS test cartridge

Place a ‘pipette tip" into the 'tip slot’ of

the  sample-loaded 'AFIAS  test

cartridge’ (inserted in the cartridge

holder) before initiating the test run

QAL-GE02-15 (Rev. 04)
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inserted in the cartridge

holder.

(i.e. before tapping ‘Start’ on the

screen display)

AFIAS-3 can't detect the
'pipette tip’ placed into
the 'tip slot’ of the

inserted test cartridge.

Call Boditech Med Inc's technical

services.

The system temperature is
Please wait until  outside the permissible or

the reader reaches  operational temperature

recommended
temperature

sensor.

range, Or malfunction of

the built-in temperature

Check the temperature status of the
system (Please refer to ‘Clause 9.4:
Temperature'.)

If system temperature should lie
outside the operational range, wait for
about 10 minutes. Proceed with the
test(s) after temperature status of the
system changes to ‘normal’. If the
temperature status continues to be out
of the range, contact Boditech Med

Inc.'s technical services.

The user has attempted to

initiate the test run

Select sample type

without selecting the

sample type.

Select/Enter appropriate sample type
on the screen before initiating the test

run.

A system check cartridge

is not inserted.

Insert a system check cartridge and do

system check.

The test is performed

Error! ...Insert ID

without an ID chip.

Insert an ID chip and do the test again.

Match lot numbers of the ID chip and

the test cartridge and test again.

chip
Lot numbers of the ID
chip and test cartridge do
not agree
The System check is not
Error_S1 successful. Problems in the

optical parts.

Try the system check again. If this error
recurs, contact Boditech Med Inc's

technical services.

QFAL-GE02-15 (Rev. 04)
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Entered password does
not match with the

administrator's password.
The password does

Enter the correct password (for
administrator). If administrator has
forgotten  his/her  password, call

Boditech Med Inc.'s technical services

for resetting administrator’s password.

not match.
Entered password does

not match with the

registered user’s password.

Enter correct password or if the user
has forgotten his/her password, reset
the

the password with help of

‘Administrator’.

Please configure the
printer settings to enable.
Built-in printer System/Configuration/Set
does not print the  print options/Printer on -

test results enable

Set the printer ‘on’ by accessing the
‘Pinter on/off’ menu. (Refer to Clause

9.1.11 ~ 9.1.12).

Print error

Call Boditech Med Inc's technical

services.
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12. Warranty

AFIAS-3 has passed the strict quality assurance and testing procedures.

Boditech Med Inc's expressed and implied warranties are conditional upon full
observance of Boditech Med Inc's published directions with respect to the use of
Boditech Med Inc!s products.

To avail of the warranty service, the consumer must return the defective AFIAS-3 unit or
any component thereof; along with proof of purchase to Boditech Med Inc. or the nearest

Authorized Service Agent.

Warranty information

During the warranty period (24 months from the date of purchase), defective or
spontaneously malfunctioning AFIAS-3 or its component(s) will be repaired free of cost
or may be compensated for in accordance with consumer protection rules and
regulations.

The consumer may be charged for repair of AFIAS-3 even during the warranty period in

following cases:

- Improper use or misuse
- Consumer's intentional mishandling, abuse or neglect of the product(s)
- Unauthorized repair / replacement of or alteration in any component

- Damages or defects due to fire, pollution, earthquake or other natural disasters.

For after-sales inquiry, please contact:

Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,
Gang-won-do, 24398, Republic of Korea

Phone No.: +(82)-33-243-1400 / Fax No.: +(82)-33-243-9373
E-mail: TS@boditech.co.kr / Website: www.boditech.co.kr
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Warranty Card
Thank you for purchasing AFIAS-3.

Please fill in the required information and send a copy of this warranty card within 30

days upon the date of purchase to the above address.

Product name AFIAS-3
Catalog No. FPRR040
Serial No.

Date of manufacture

Warranty period 24 months from the date of purchase
Date of purchase Year Month Day
Manufacturer Boditech Med Inc.

Purchase location
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