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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

M 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-6 products.

Symbol Description

Manufacturer

Consult instructions for use

Hig=]1 *

For in vitro diagnostic use

N
m

CE conformity marking

1

Separate collection for electrical and electronic equipment

Biohazard

B>

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,
W/

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

example, holding a virus).

USB memory

Temperature limitation

[
Humidity limitation

Direct current

~ Alternating current

AAI-GE02-15 (Rev. 04) o
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On (Power)

Off (Power)

Serial number

O
[sv]
A

LASER Radiation

Do not stare at the 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.

>

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).

/N

Danger

Danger

Improper use or careless handling of AFIAS-6 may cause electrocution, burns, fire and other

hazards. To reduce the risk of electric shock.

m Use only the power cord provided with AFIAS-6.

m Never try to disassemble AFIAS-6 as it does not have any operator-serviceable

components.

m Do not allow AFIAS-6 to come in contact with water or any liquid in any manner.

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

recommended. Unplug AFIAS-6 from external power source before cleaning.

m 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-6 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-6. Unauthorized alternation and disassembly
can cause exposure to laser radiation. When operating the AFIAS-6, 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.

m The exteriors of the AFIAS-6 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.

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

m At the end of its useful life, AFIAS-6 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.

Always dispose of biological waste in accordance with relevant local regulations.

AAI-GE02-15 (Rev. 04) T
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A Caution

AFIAS-6 is designed for countertop operation under laboratory conditions.

To reduce the risk of damage to AFIAS-6:

m Handle AFIAS-6 gently with care to prevent damages to its internal components.

m Keep AFIAS-6 in a dust-free place.

m Do not expose AFIAS-6 to an environment with high humidity, direct sunlight and/or
extreme temperature.

m Do not place anything on top of AFIAS-6.

m Use only the accessories provided with AFIAS-6, cartridge(s) and ID chip(s) supplied by
Boditech Med. Inc.

m Unless otherwise instructed specifically, do not insert anything into any opening, socket
or drawer provided in AFIAS-6.

m During transportation and/or storage, keep AFIAS-6 dry in temperature range of 20 ~
60 °C in an upright position and protect it from mechanical shocks.

m 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:

m Ensure that AFIAS-6 is in proper working condition before performing the test.

m AFIAS test setup should be arranged in an operational environment, having a
temperature of 15 ~ 35 °C (59 ~ 95 °F).

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

m Expired cartridges must not be used.

m 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”.

m Do not remove the cartridge from its blister packing until testing and allow it to stand
at room temperature for at least 30 minutes.

m Before performing any AFIAS tests, read the entire package insert of the test thoroughly

and carefully follow the instructions.

AAI-GE02-15 (Rev. 04) o
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Failure to follow these precautions may yield misleading or erroneous results with

the AFIAS-6 test.

QFAL-GE02-15 (Rev. 04) 7799
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2. Principle of operation

Intended use

AFIAS-6 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-6 should be operated by healthcare professionals or trained medical technologists

(professional use only).

Principle
AFIAS-6 is a fluorescence and europium nanoparticle scanning system for use with
various AFIAS tests based on antigen-antibody reactions and fluorescence technology
(fluorophores or nanoparticles). AFIAS-6 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. 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-6.

AFIAS-6 tests are /n vitro diagnostic tests intended for screening, monitoring and/or

routine physical examination.

AAI-GE02-15 (Rev. 04) v
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3. Commercial package contents

AFIAS-6 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 component.

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. 1 AFIAS-6

2. 1 Operation manual

3. 1 Set of AFIAS-6 system check cartridge and a system check ID chip
4. 1 Power cord

5. 1 Thermal printer paper roll

6. 1 AFIAS OS SD card (inserted in the instrument)

1 2 3a 3b
=
AFIAS-B ‘ gf@,‘-&
7 “-—‘_‘__\5/
5 6
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Optional contents
7. Barcode scanner
8. USB keyboard (86 keys)

9. Washing cartridge (6 ea / box)

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

Physical Features

3 Dimensions 420 mm (L) x 336 mm (W) x 293 mm (H)
Q Weight 15.1 kg

Q Power supply 100-240 V AC, 50~60 Hz, 1.8 A

O 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 indoor setting

O Location away from direct sunlight, mechanical vibration, and

magnetic field

Optical Components

QO Light source Laser diode

Q Detector Silicon photo diode

Other Components

Q Interface RS-2321 1 port *
USB 4 ports
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.

QAI-GE02-15 (Rev. 04)
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AFIAS-6 complies with the EMC requirements according to EN 61326-2-6.

AFIAS-6 complies with the safety requirements according to IEC 61010-1 and IEC
61010-2-101.

QFAL-GE02-15 (Rev. 04) 12/ 99
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5. Operational and functional elements

@ Bay ® Thermal printer

-

@ LCD
© LED

(@) Cartridge port

2 Power button

@ ID chip port
@ Tip box

(® RS-232 port

@P — (i SD card port
'ower on
switch

OTG port

@ Power port @ USB port @ LAN port

No. Description

For inputting all information regarding the test.
@ LCD screen
Displays test results and message alerts.

@ Power button For switching AFIAS-6 ‘on’ or entering it in ‘sleep mode’

® ID chip ports (1~6) For inserting ‘AFIAS-6 ID chips’

@ Cartridge ports/bays ~ Accommodates cartridge holders

® LED Indicators for test status (blue : test in progress / red : error)

® Thermal printer Prints out test results

QAI-GE02-15 (Rev. 04) 13 /99
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@ Power socket For connecting the power cable

Serial port For connecting it to a PC *

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

@ Main power switch For switching AFIAS-6 on/off

@ Tip box Collects used pipette tips

@ LAN port For connecting LAN/internet cable *

* These may come disabled by the manufacturer.

Function key

If you press this button momentarily, AFIAS-6 will enter/exit 'Sleep

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

#

e

button for more than 4 seconds, 'Power off’ pop-up window will be

Power Button
displayed. To shut AFIAS-6 down, please tap ‘OK".

QAI-GE02-15 (Rev. 04)

14 /99



Document No. : OPM-A6R-EN .-h

Revision date : November 29, 2022 (Rev. 15)

6. Installation

f Before using AFIAS-6, read the warnings and precautions described

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

Important
manual.

Power supply:
AFIAS-6 will work on the common power line (i.e. 100-240 V AC, 50~60 Hz). If you are

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

Operational environment:

AFIAS-6 should be placed on a dry, clean, flat, and horizontal surface in an indoor setting
away from direct sunlight, mechanical vibration and any source of electromagnetic
radiation (e.g. power transformers). The temperature of the operational 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).

AAI-GE02-15 (Rev. 04) 15/ 99
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Proceed as follows:

1. AFIAS-6 is provided with the pump fixing foam.

A Please remove the pump fixing foam before power on the AFIAS-6.

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

of AFIAS-6.

LAI-GE02-15 (Rev. 04) 16 / 99
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3. Turn on the main power switch located adjacent to the power socket.

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

front of AFIAS-6.

5. Upon pressing the power button, AFIAS-6 will display the Boditech Med's logo while
simultaneously executing a series of system initialization and self-checking routines; upon
successful completion, the printer will print out ‘System OK!. The ‘log in" window will

follow.

During system initialization, AFIAS-6 will display each test items and the test results will be
displayed. After finishing this step, AFIAS-6 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-6 will display the log-in window. If there is any problem, an error

message is displayed. If a user taps the ‘Confirm’ button, AFIAS-6 will be ready for testing.

QAI-GE02-15 (Rev. 04) 17 / 99
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<No error>

{3 system initializing

System Self-check is in progress. d I °
gm0 Mode selection

Driving motor S........0K
Driving motor 6........OK
Opticai system 1........0K
Opticai system 2.......OK
Printer module......OK

General

ox
oK

Temperature sensor 3........OK
Temperature sensor d........OK
Loading setings......OK

System Self.check done.

Enter user name and password

User name

Password

<Minor error>: Available for testing

{{Z System ini

zing

Please wail whie the system initializes,
system Seifcheck s n progress. Mod lecti
Oviving Mmoo 1.......0K ode selection
Oriving motor 2.......0K

Oriving motor 3.......0K

Driving motor 4.......OK

Oriving metor 5.......OK

Driving metor 6.......0K

Optical system 1......OK

Optical system 2 __.._.OK

Prnter module.__ERR_PRINTER_ MO PAPER

Temperature sensor 1.......OK » ‘
Temperature sensor 2.......0K

Temperature sensor 3.......0K

Temperature sensor 4._....OK

Loading Setngs.......OK

General

System Self.check done.

Press confirm button to continue.

Enter user name and password

User name.

Password

<Critical error>: Testing is disabled

(\:4 System ini

Please wait while the system initializes,
System Self-check is in progress.

Mode selection

Oriving motor 1. OK
Driving metor 2 MOTOR_ERR INVALID POSITION
Oriving mator 3
Oriving mator 4 OK
Oriving metor 5. OK
Drivi 3
o« General

P
£RR PRINTER UART EROR

Temperature sensor 1.......OK -

Temperature sensor 2......OK

Temperature sensor 3..._...OK

Loading settings....... OK

System Self-check done.

QAI-GE02-15 (Rev. 04)
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6. Open the protective cover of cartridge bay before inserting ID chip(s) of the AFIAS test(s)

you wish to perform.

QAI-GE02-15 (Rev. 04) 19 / 99
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7. Running tests on AFIAS-6

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

for other details of the test procedure.

Before performing any AFIAS tests, ensure that test names as well as lot

A number printed on the ‘AFIAS ID chip’ exactly match with those on the
‘AFIAS cartridge.” Otherwise AFIAS-6 will display an error message ‘Insert
ID chip'.

AFIAS cartridges, Boditech controls and Boditech calibrators should be
& stored in recommended storage conditions and must be within the expiry

date. If not, the test may yield misleading/ erroneous results.

If scanning of cartridge is terminated abruptly or any problem occurs, a
f 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 displayed error code or message alert.

7.1 Test setup:

m For performing an AFIAS test, following items in addition to AFIAS-6 in a test-ready mode
are required.

m AFIAS XXX ID Chip(s)

m AFIAS XXX Cartridge(s)

m Patient sample(s) or Boditech XXX Control(s) or Calibrator(s)

(Note. XXX represents the name of the AFIAS test being performed. AFIAS-6 can
simultaneously perform up to 6 tests of the same or different types of test items.)

m Ensure that the name of the test as well as the lot number printed on the ‘AFIAS ID chip’
match with those printed on the ‘AFIAS cartridge’ before removing the cartridge from its
blister packing.

m Store patient sample(s) or control(s) or calibrator(s) and the cartridge(s) at room

temperature for about 30 minutes before testing.

AAI-GE02-15 (Rev. 04) 20 / 99
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Ar,

oS =
/(277 Cr PCT & 20151004  [LOT] PcKaAoZM
PChannz i | === ) - @
= LRI =47 A

7.2 Logging in and entering required information:

m As described in ‘Clause 6: Installation’, the test-ready AFIAS-6 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.

AAI-GE02-15 (Rev. 04) 21 /99
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7.2.2 Details of the information/main menu displayed on the screen are as follows:

Enter testinformation
before starting a test.

Check, search and print
previous test result(s).

Waste tip chamber status
indicator. Has the “Reset”
function.

—|Anaiyses| |History| |CaIIQC|

P I

Fa Sl I a N

Extended menu:

= System

= User management

= IDchip

= Management

= Temperature

* Mode change

= Engineer mode
(Hidden menu)

Bay slot

o @ ©O

Stop the current test.

Start the test

8 0%

® admin

Stop

Login / out

| Setting for Cal./QC |

‘User Name’ currently logged in. |

Start

16 / 10:04
8

= Current time
= S5/W version number

LAN connection status indicator
White : LAN is connected.

Grey : LAN is disconnected.
(For manufacturer’s use only)

v General mode

7.2.3

a sample type.

m 'Entering test information’

on the right to enter the patient ID and to select

Analyses

Tap the section shown with a red-dotted circle

@ aomin

History cal/qc H E

QAI-GE02-15 (Rev. 04)
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ﬂ A-1 information

Patient ID wang

m Enter patient ID using the keyboard on the LCD.

Whole blood

sampletype  ®  Serum/plasma

You can also enter the patient ID with a USB o

keyboard if connected. "

724 m Select a sample type by tapping the designated
tab. qweri'tyuiolp
m Tap Apply’ to confirm the provided information. alsi/df ghijk!l
+ EXEVERR
Done
m Tap ‘Start’ to start a test.
m A new window will pop-up. Check and confirm
patient ID and sample type for each test you want| [ '™ cemes
to perform. v —
7.25 e E—
m Prepare the test cartridge following steps shown WM .. .. p—
in the next clause. If ready, tap the ‘Confirm start’ —— :::
icon.
m To cancel the test, tap ‘Cancel start'.
C-tip History Cal/Qc _E
v C-tip mode ) (e o [ o @ ey
m [nsert a test cartridge into a cartridge holder, and
an ID chip into the ID chip port.
7.2.6 | m Insert a sample-loaded C-tip into the tip hole.

m Tap 'Start’ to enter patient information.

(Note. ‘Start’ button on the right bottom of the o

Idle Idle

o ©

screen is disabled when C-tip’ mode is selected.)

8 0% Stop

@ admin

QAI-GE02-15 (Rev. 04)
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7.2.7

7.2.8

7.2.9

m Enter the patient ID using the keyboard on the
LCD. You can also enter the patient ID with a USB
keyboard if connected.

m Tap ‘Confirm start’ to verify the provided

information and start the test.

m The item name is displayed at the top of the slot
and the patient ID at the bottom of the slot.

m After mixing and loading process are completed,
the remaining reaction time is displayed.

m To cancel the test, tap ‘Stop'.
(Note. ‘Stop’ button marked with ‘1’ on the right
diagram is used to stop the only 1 test. If you
want to stop all tests, tap ‘Stop’ button marked
with 27)

m When the test is completed, AFIAS-6 displays the

test result under the item name.

@ A1 information

Patient ID wang

qwer tlyulilolp
asdfghlj k!l

4 Zx/cvb/nme

Done

C-tip Histary calqc | 1=

AN AN A AN AN
HbA1C
09:55

™
8
T

-

U, >
1S B
-l—n progress E-. Idie

a2%

N
@) admin
C-tip History cal/qc =
sHbATC:, pcT
3 1811 : 02:56

PID4

o o S

C

In progress

&83%
@ admin

QAI-GE02-15 (Rev. 04)
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> Note. To perform additional test while the intended bay is in use, press ‘Start’

button when it gets activated. This function is available only in the C-tip mode.

AAI-GE02-15 (Rev. 04) 25 /99
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7.3 Inserting sample-loaded cartridge and obtaining test result

7.3.1

m With a 'AFIAS XXXX ID Chip' in the ID chip
port, proceed as follows to run a AFIAS
XXXX test on a clinical sample:

m Load recommended volume of the test

sample into the ‘sample well' of a 'AFIAS

XXXX cartridge'.

(Note. Refer to the package insert of the

AFIAS test for details)

7.3.2

m 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.

m While inserting the cartridge, the sample
well should be oriented outward from

AFIAS-6.

(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.)

QAI-GE02-15 (Rev. 04)
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@ start A&B

Identify the channels.

A1 PID  wang Serumvplasma

m To proceed with the test, tap ‘Confirm start’.

A2 PID Serum/plasma

7.3.3

—
m To cancel the test, tap ‘Cancel start'. - —
B2 PID Serum/plasma

B3 PID  williams serum/plasma

m The system automatically scans the
barcode and checks the pipette tip.

m Test names (i.e. AFIAS test cartridges)
inserted in respective cartridge holders are
also displayed on the screen.

m The system will start the test automatically.

Analyses History Cal/Qc

m During the test, the system displays the

status as ‘In progress’ below the screen

Fal Eal EaS el Bl EaS
. . CRP = CRP = CRP CRP | CRP = CRP
display columns corresponding to the bays 1270 | 87 | 877 | | oo | ote | oz

mg/L | mg/L | mg/L

(A or B); each bay accommodates three

7.3.4 test cartridge holders.

choi
ahn
jee

m Time (Minutes: Seconds) remaining to

complete the test for each cartridge is also

Test completed (] In progress
displayed under the test name in the D ° °
respective screen display columns. 84% Stop start

@ admin

m Upon completion of the test, the result is
displayed under the test name in the
respective screen display column.

m The system also displays completion of the

test run as 'Test completed’ below the

AAI-GE02-15 (Rev. 04) 27 / 99
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screen display columns corresponding to
the bay.

Analyses % History cal/Qc

m If a ‘pipette tip’ is not in the ‘tip slot’ of the ]l b ) i s s
test cartridge, the system will display
‘Insert tip' upon starting the test.

7.3.5
m The user should insert a ‘pipette tip' into

= w
& 5

g

= a & a 2 =

the 'tip slot’ to start the test by following
steps according to 7.2.3.

&810% Stop
@ admin

Analyses N History cal/Qc

m If the user attempts to initiate the test
without selecting a sample type, the
7.3.6 system will display 'Select sample type”.

m The user should select an appropriate £

psrk
lee
king
han
jeof

sample type as described in step 7.2.4.

T T
+, Select sample type - Idle
Tranagaagazass

g @ O

810% Stop Start

@ admin
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Analyses History Cal/Qc
-

m [f the test starts without a test cartridge in
any of the cartridge holders, the system
7.3.7 will display ‘Insert reagent cartridge’.

m Users should restart the run as described

park
lee
choi
han
king
jeof

in steps as per 7.2.3.

<Insertreagent cartridge»  Insert reagent cartridge

o @ O

810% Stop

Start

@ admin

m The built-in printer automatically prints out e s e e
each test result.
m AFIAS-6 can save up to 5,000 test results in
738
its internal memory.
(Refer to Clause 82 for details of
retrieval/printing of stored test results.) Idle Idle

o @ ©O

80% Stop

Start

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

cartridge’.

When an AFIAS cartridge with a mismatch lot number is inserted, an 'Insert

ID chip' error alert will be displayed.

The used cartridge should be disposed of in accordance with local

B B B

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 normally without affecting the test

>

result.

AAI-GE02-15 (Rev. 04) 30 /99



Document No. : OPM-A6R-EN
Revision date : November 29, 2022 (Rev. 15)

7.4 Shutting AFIAS-6 down:

7.4.1

m Before turning off AFIAS-6, make sure that
ID chip(s) and cartridge(s) have been
removed from ID chip port(s) and cartridge

holder(s), respectively.

7.4.2

m Close the protective cover of each bay.

743

m Press the 'Power button’ for more than 4

seconds.

7.44

m ‘Power off’ menu will be displayed.

m Tap 'OK' to shut down AFIAS-6.

Your device will shut down.

QAI-GE02-15 (Rev. 04)
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7.4.5

m 'Power off’ will be executed.

m AFIAS-6 will shut down.

7.4.6

m Turn off the main power switch located on

the rear side of AFIAS-6.

Power off
‘ Shutting down...

7.4.7

m If you do not intend to use the system for
an extended period, it is highly
recommended to unplug AFIAS-6 power

cord from the external power outlet.

7.4.8

m Remove the power cable from the ‘Power

socket'.

QAI-GE02-15 (Rev. 04)
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8. Auxiliary features

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

of test results, AFIAS-6 provides following auxiliary features.

8.1 Calibration, QC and system check

8.2 Retrieval/printing/LIS of stored test results

8.1

Calibration, QC and system check:

m Calibration

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.

m The calibration is needed as below.

When the QC test results are out of range.

When the test results are suspected to be abnormal.

X 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.

m 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 symptoms.

For teaching or learning the system.

AAI-GE02-15 (Rev. 04) 33 /99
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m System check

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

AFIAS-6 measures the intensity of fluorescence and compares that result with pre-
set value to inspect if the measured signal agrees with pre-set values.

AFIAS-6 repeats the measurement several times to ensure stable performance of a

fluorescence system when checking the system.

m The system check is needed as below.

When AFIAS-6 is installed initially.
When AFIAS-6 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.

1""\\ o
Analyses | History ‘Callqt =
. . . Fa Y FPal Eas AN P N

m To run a calibration and QC, you need to activate

this function.
m Select the 'Cal/QC' tap.
m To acitvate ‘Cal/QC’ function, please tap the setting | 3 |3 | & |8 2|2

icon a .

Idle Idle

AAI-GE02-15 (Rev. 04) o
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m Tap the 'Enable Calibration’ menu. The check box

will be toggled whenever you tap this menu.

< Cal/QC config & results

Calibrator registration
Control registration

Enable Calibration

Calibration Results

8'1 '2 QC results
m To activate the calibration and QC function, the
Calibration Cycle
check box should be checked. -
Calibration Alarm |
Enable System Check O
Enable Report O
Control registration
Enable Calibration IC4
Calibration Results
QC results
Calibration Cycle
Calibration Alarm Ll
m To do calibration and QC, you need to register a| Fe®sten check -
. Enable Report O
calibrator and a control. _
8.1.3 | m Select the ‘Calibration registration’ menu to
& calibrator registration == [a]
register a calibrator. — o
m Tap the icon to register a calibrator. cre STCRPIZ0 201511
CRP STCRP100 2015.10
CRP STCRPO8O 2015.10

QAI-GE02-15 (Rev. 04)
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m ‘Add calibrator’ window will pop-up.

m Enter the lot number of a calibrator, item name,

mean value and expiration date.

ST Lat PCCALGO1.1_Lv.1

Note. The expiration date is set as YY-MM. The

Item PSA

8.1.4 actual date will be set as the last day of the — .
selected month. For example, if you set B dae w2
expiration date as 2017-12, the expiration date
will be 2017-12-31.

To apply this information, tap the ‘OK’ button.

m |f you want to delete a registered calibrator, select| 1

|
the calibrator you want to delete.

Are you sure you want to delete

8.1.5 selected item(s)?
m Tap the icon to delete a registered calibrator. P
Cancel
m Tap the ‘OK’ button for confirmation.
m Select the ‘Control registration” menu to register a
control.
Calibrator registration
{‘S’untml reg\slralio‘r‘\:’.
Enable Calibration T
Calibration Results
8 1 6 QC results

Calibration Cycle

Calibration Alarm
Enable System Check

Enable Report

m Tap the icon to register a control. _

AAI-GE02-15 (Rev. 04) 36 /99
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+ &

&£ Control registration

m An ‘Add control” window will pop-up.

m Enter the lot number of the control, item name,

Item ST Lot Exp.date
CRP CTCRP120 2015.11
CRP CTCRP100 2015.11
CRP CTCRPO80 2015.11

mean value, low value, high value and expiration
date. i
Note. The expiration date is set as YY-MM. The Mm!m
8.1.7 actual date will be set as the last day of the ;;.
selected month. For example, if you set expiration |l e« ;s
date as 2017-12, the expiration date will be 2077- o
[ oc ] ome
72-31.
m To apply this information, tap the '‘OK’ button.
m |f you want to delete a registered control, select a
control what you want to delete.
8.1.8 Are you sure you vant o delete

m Tap the ﬂicon to delete a registered control.

m Tap the ‘OK' button for confirmation.

QAI-GE02-15 (Rev. 04)
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m To run a calibration and QC, please prepare a test

cartridge that you want to test.

m Dispense a calibrator and control into the sample A b, l
8.1.9 .
well of the cartridge. i
m Insert the cartridges into the cartridge holders and
insert pipette tips.
Analyses = History  Cal/QC =
el Eal Ea -~ N P
m Tap each keyboard icon to select a calibrator and
8.1.10

control information for each slot.

m When you tap the keyboard icon for ‘Cal 1’ slot,

the ‘Cal-1 information’ window will pop-up.
X 8 cal1 information

m You can select the item and lot number you want _

Item CRP
. . . . 5T Lot STCRPOBO

8.1.11 to calibrate by tapping the triangular icon. STl
m To apply the change, tap the ‘Apply’ button. = St

m e

m Proceed with ‘Cal 2" and '‘QC 1’ following the same

steps.

AAI-GE02-15 (Rev. 04) 38 /99
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8.1.12

m When all calibrators and controls are selected,

each lot numbers will be displayed in each slot.

Analyses = History  Cal/QC =

8.1.13

m To start calibration and QC, tap the ‘Start’ button.
m A ‘Start A & B window will pop-up.

m Check the lot number and the item name.

m To confirm the selected

calibration and QC, tap the 'Confirm start’ button.

information and start

QAI-GE02-15 (Rev. 04)

8 Qc-1 information

lem cRP
STLet CTCRPOSO
Mean value 80.00

Lows value 60.00

High value 100.00

Exp.date 2015.11

TR TEEE T T PERY T

-

STCRPOSO
STCRP120
CTCRP120

8
2
&
5]
&

esmmmmsmmmuy
STCRP120
CTCRPOBD
Annssssasat

YasamsmsssssssasmmmmEmEEs’

e
80% Stop Start
O]

Identify the channels.

STCRPOBO

STERPI20

CTeRPOED

STCRPOSD

STCRPIZ0

. .
Confirmstart ! Cancelstart
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® When the test starts, AFIAS-6 will check item
names and lot numbers.

m The name of items will be displayed, and the test

8.1.14 status will be displayed as ‘In progress'’.
m During the test, the remaining times are
displayed under item names.
m When the test is completed, the test result is
displayed under the item name.
m AFIAS-6 generates a buzzer signal, and each slot
8.1.15

opens.
m The test results are saved in the internal memory

and printed automatically.

Analyses History Cal/QC

B TP PSP T,
AlAalal |l A~~~
CRP | CRP | CRP | | CRP | CRP | CRP

asssssssEsssssEsssEEmmsmmn?

ymmaa

CRKAAO2M
CRKAAOZM
CRKAMOZM
CRKAAD2M
CRKAAOZM
CRKAMO2M

progress In progress =
Sesnsnsnsnannsannanannnansn”

Stop
o]

cal/Qc

Analyses | History

SYETRETE R AT,
'S E
= CRP | CRP  CRP *

B 0210 | 02:57

CRP | CRP

4mmmmmaspaans

= = =
& = =
S & S

mprogress ()

g & ©

CRKAAO2M
CRKAAOZM
CRKAAOZM

In progress

B5% Start

@ admin

Stop

o]

Analyses History cal/Qc

- Forednn
+t"crp | cRP | cRP CRP | CRP | CRF:
L) 502 | 2402 5.00 523 | 2502 | 25007

T, i

R LT A ke

213 |3 28| 3

AR AR AR AR

g |8 |8 & |8 |8

Test completed

Test completed

U & ©O

84% Start

[QF

stop
o
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<Calibration test result>

<QC1 test result>

<QC2 test result>

8.1.16

m To run a system check, select the ‘Cal/QC’ tab.

m Tap the setting icon to enable the system check.

Analyses = History  Cal/QC
e ——

o & ©O

& 0% Stop Start
@® 0]

QAI-GE02-15 (Rev. 04)
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8.1.17
be checked as W/I

rebooting.

chip into AFIAS-6.
8.1.18 |m Tap the 'Start’ icon.

tap the ‘Confirm start’ button.

m Tap the ‘Enable System check’ menu. The check
box will be toggled when you tap this menu.

m To activate the system check, the check box should

Note. This check box returns unchecked upon

m Insert a system check cartridge and a system ID

m To confirm information and start a system check,

Calibrator registration
Control registration
Enable Calibration v
Calibration Results

QC results

Calibration Cycle

Calibration Alarm

Enable System Check w[]%

Enable Report

Identify the channels.

and 'Test completed’ will be displayed.

m During system check, ‘In progress’ will displayed.

8.1.19 | m When the system check is completed, 'SYS OK’

.
Analyses  History calqQc ‘E

Inprogress ) Idle

g @ ©

& B% Stop Start

@ &

QAI-GE02-15 (Rev. 04)
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Analyses  History calrQc =

8.1.20 | m The result of the system check will be printed.

m To change/adjust a cycle of Cal/QC, tap the

‘Calibration cycle’.

< Cal/QC config & results

Calibrator registration

Control registration

Enable Calibration =
Calibration Results

8.1 .21 QC results

f
i Calibration Cycle

Calibration Alarm =
Enable System Check |

Enable Report

.

L A-GE02-15 (Rev. 04) n



Document No. : OPM-A6R-EN 510 @ TeckNoLoaY

Revision date : November 29, 2022 (Rev. 15) -
[< cimimone

Cycle : 2 months

m The ‘Calibration cycle’ window will pop-up.

1
|_2manths A8

m You can change/adjust the period of calibration by

selecting the time period.

Note. You can change/adjust the period of l zwmonhs

Calibration in days, weeks or months. 3 months
4 months
5 months
6 months
7 months
8 months
9 months

10 months

Alarm details

S§T0123456: Calibration

expired.

Date and time of occurrence :
2015-10-03

Item : CRP

Description:

The calibration validity time
has been exceeded.
Solution:

Perform a new calibration

for this Item.

Close

LA-GE02-15 (Rev. 04) o



Document No. : OPM-A6R-EN

Revision date

: November 29, 2022 (Rev. 15)

810 @ TECHNOLOGY

m [f the calibration period is past due, an ‘Alarm
details” window will pop-up. And the red sign is
marked on the setting icon. In this case you need

to perform a new calibration.

v
Analyses | History CaliQe | =

o] Idle

In progress

8.1.22

m Tap the 'Calibration Alarm’ menu. The check box
will be toggled when you tap this menu.

m To activate Calibration alarm, the check box should
be checked as B

m When the Calibration period is past due, an 'Alarm’
window will appear if the' Calibration Alarm' menu
was previously selected. If the 'Calibration Alarm'
menu was not selected, the 'Alarm' window would
not appear.
Note. This check box will remain checked when

AFIAS-6 is rebooted.

( Cal/QC config & results

Calibrator registration

Control registration

Enable Calibration i
Calibration Results
QC results
Calibration Cycle
1
/. 1

|
ll Calibration Alarm

Enable System Check

Enable Report

QAI-GE02-15 (Rev. 04)
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m ‘Enable Report’ is for sending Cal/QC data to the
server. Calibrator registration

Control registration

m Tap the ‘Enable Report’ menu to activate this
. Enable Calibration v
function.
Calibration Results
QC results
Calibration Cycle

Calibration Alarm

Enable System Check

I Enable Report

m AFIAS-6 displays an 'Enable Report’ window for
confirmation of sending Cal/QC data to Boditech’s
server only for maintenance purposes.

m If you should agree with the use of this function,

Enable Report

tap the ’Ag ree’ button. Are you agree Cal/GC and device usage

8.1.23 information to be sent ta boditech for
-l equiment maintenance?

m If you shoud not agree, tap the ‘Cancel’ button. u

m The check box will be checked as |T/I

< Cal/QC config & results

Calibrator registration
Control registration
Enable Calibration Cal

Calibration Results
Note. When the ‘Enable Report’ menu is
QC results
activated and AFIAS-6 is connected to LAN,

Calibration Cycle

AFIAS-6 will send Cal/QC data and the device

Calibration Alarm

usage data to Boditech’s server automatically. EABIESystEChEEk

This information is used only for maintenance Enable Report N

purposes by the manufacturer. _
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8.2 Retrieval/printing/LIS of stored test results:

memory.

m To print out stored test result(s), tap ‘History'.

m AFIAS-6 can save up to 5,000 test results in its internal| | ™| ™~ |~ 7~ A

810 @ TECHNOLOGY

i
Analyses ! History | Cal/QC =
EREEE iy

m Select the test result(s) you want to print.
m One can select up to 5,000 test results.

m Tap 'Print’ to print out the selected test result(s).

8.2.1
Note. Stored test results cannot be printed if a test
is in progress.
Idle Idle
Stop Start
Analyses History calsQc 1=
CETN. :
selected items
= % us
Ttem P
Whost . s
Agrsaoies | gy per
s " i
Ngiiainel  |onw: per
T e
o5
“\;!’31322““ ek Per
hon e
m Upon tapping 'History’, a chronological log of stored|| [/ &= e i
test results is displayed in a reverse order.
8.2.2

6
results found
& us
Result

<0.10 ng/mi

e rcT 2209 ng/ml

o er 12,02 ngrenl
] e« PcT 0.26 ngsmi
] peT <0.10 ng/mi

2575 ng/mil

QAI-GE02-15 (Rev. 04)
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m A new window will pop up. Tap ‘'OK" to confirm
printing action.
m If you do not want to print out the selected test
results, tap ‘Cancel’. O

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

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

Analyses History cal/Qc

m |t is possible to select up to 5,000 test results. et

m Tap ‘LIS’ to send the selected test result(s) by LIS.

m A new window will pop up. Tap ‘OK’ to confirm
sending action.

m [f you do not intend to send the selected test results, _

tap ‘Cancel.

161

1 05:41:38

8.2.3

& LIS

Are you sure you want to send the
selected item(s)?

o T cmn
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Document No. : OPM-A6R-EN

Revision date : November 29, 2022 (Rev. 15)

810 @ TECHNOLOGY

m LIS procedure is completed, AFIAS-6 will display

‘Done’.

Note. LIS format is as follow.

Analyses

History

A8 g —
ag11208, »
910,53 2 il
1120187 -
09:09:46 i
Aug-11-20087 i
A6 "
90824 £ AL
AgTIA00 "
090615 b
ARGy sy

Aug11-2016 7 W
54214

calQc

0
selected items

Hosag

m |f you want to search specific test result(s), tap
‘Search’ and enter the search key word (e.g. patient
8.2.4/ ID, test name)

m Tap the search icon @

m Search results will be displayed.

Analyses

t= Print

Analyses

History

Date

01-02-197011

01-02-197011

or-0z-19701

01-02-19%0¢

01-02:1970¢

01-02-1970¢

010219700

01021970/

01-02:1970¢

01-02-1970¢

01-02-1970¢

History

cal/qc

]
selected items

% us

Cal/Qc

84
results found
% us

Item

QAI-GE02-15 (Rev. 04)
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8.2.5

m If you just want to browse stored test result(s)
without printing, tap the field displaying the test
result of your interest.

m A new window will pop-up, displaying details
including the patient ID, test name, test result, date
& time of the test, lot number and expiry date of
test reagents etc.

m |n case of HbA1c test result, AFIAS-6 will display test
result in NGSP (%) and IFCC (mmol/mol) units

simultaneously.

810 @ TECHNOLOGY

Result details

PID

Item PCT

Result 13.48 ng/ml

Date & Time 01-02-1970/1:54:29pm
Lot No PCLDBOTM

Exp.date 2016.12.09

Result details

PID3

Date & Time 06-22-1970 / 05:19
Lot No AALLAO2F
Exp.date 2016.05.24

Bay Al

8.2.6

m Print-out generated by the built-in printer contains
the test result along with other information as shown

in the picture on the right.

m The print-out will also contain reference

values/intervals for a specific patient population if the

laboratory has previously provided them.
m In order to edit the reference value, refere to 9.1.14

and 9.1.15.

DATE: 01-18-2016 / 03:31
PATIENT ID: pct2
BAY: Al

PCT
> 100.00 ng/ml

© SAMPLE TYPE: Whole blood
SAMPLE: PATIENT

INSTRUMENT S/N: AB123456789
USER 10: admin
 REAGENT LOT: PCLXBO3F |
_CALIBRATED. ON: Aug-16-2016/05:30
| REFERENCE VALUE: 0.5 ng/mL |

QAI-GE02-15 (Rev. 04)
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9. Configuring AFIAS-6

Following settings and/or parameters of AFIAS-6 can be adjusted, upgraded, or modified

without prior notices.
9.1 Configuring system operation

m Setting/configuring one or more of the following:
- Date
- Time
- Date format
- Ethernet
- LIS
- Language
- Set print options
- Set default sample type
m Setting/configuring miscellaneous operational parameters
- SW update
- Test menu
- Device information

- Bay counter
9.2 User management
9.3 ID chip management
9.4 Temperature

9.5 Mode change

AAI-GE02-15 (Rev. 04) 51 /99



Document No. : OPM-A6R-EN
Revision date : November 29, 2022 (Rev. 15)

9.1 System configuration

810 @ TECHNOLOGY

m Setting the 'Date”:

@ Tap the ‘Configuration menu'.

9.1.1

@ Tap the 'Set date’ menu.

m Tap the = # . or ©.=_ button(s) to set the desired
9.1.2 | month, date and year.

m To set the changed date, tap ‘Set'.

QAI-GE02-15 (Rev. 04)

Miscellaneous functions

&£ configuration

t da!e:.‘:

Set time

Set date & time format

Ethernet configuration

LIS configuration

Select language - English (United States)
Set print options

Set default sample type
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m Setting the ‘Time"

@ Tap the 'Configuration menu’.

@ Tap the 'Set time' menu.

onfiguration menu

Miscellaneous functions

&£ configuration

Set date & time format

Ethernet configuration

LIS configuration

Select language - English (United States)
Set print options

Set default sample type

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

9.1.4 m You can set the time as 'AM’ or 'PM’ by tapping

the adjcent tab.

m To set the changed time, tap ‘Set'.

QAI-GE02-15 (Rev. 04)

© settime

ik ;
12111 AM

Set Cancel
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m Setting the date format

@ Tap the 'Configuration menu’.

9.1.5
@ Tap the 'Set date & time format’ menu.

m Check/tap the blank box corressponding to the
date format you want to select.
m If you want to cancel changing the date format, tap

‘Cancel'.

QAI-GE02-15 (Rev. 04)

Miscellaneous functions

£ Configuration

Set date

Set time

+""Set date & time format

Ethernet configuration

LIS configuration

Select language - English (United States)
Set print options

Set default sample type

© select date format

Nermal (Jul-05-2016)

Jul-05-2016 .
05-jul-2016

2016-ul-05

Cancel
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m Ethernet configuration:

For connecting AFIAS-6 to the Local Area Network.

Miscellaneous functions

@ Tap the ‘Configuration menu’.

) . Configurati
@ Tap the 'Ethernet configuration” menu. N——

Set date
Set time

Set date & time format

;:' Ethernet configuration

LIS configuration

Select language - English (United States)
Set print options

Set default sample type

m ‘Configure ethernet devices’ window will pop-up.

m ‘Ethernet Devices' is 'sit0’ and ‘Connection Type' is

Ethernet Devices 510 v

'DHCP’ by default. & onc

Connection Type

Static IP

9.1.8  m Select ‘Ethernet Devices' as 'sit0’ from the options 1P acaress

Netmask

available in the drop down box ons acares
Gateway address

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

Discard

m Tap 'Save' to save the configuration.
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m LIS configuration:
For sending test results from AFIAS-6 to the LIS

server via Local Area Network or RS232C.

@ Tap the 'Configuration menu’.

@ Tap the LIS configuration” menu.

9.1.9

@ If you do not wish to send test results by LIS, select
'Off

@ Please select a desired data format.

® 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.

QAI-GE02-15 (Rev. 04)

Configuration m

Miscellaneous functions

&£ Configuration

Set date

Set time

Set date & time format

Ethernet configuration
Selm language - English (United States)

Set print options

Set default sample type

Protocol ® HL? General

Interface RS232C @ Network

Server [P 192.168.1.162

Port 1470

Save Discard
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m Setting the Language:

@ Tap the 'Configuration menu'.

@ Tap the ‘Select language’ menu.

9.1.10

® You can select language. The default language is
English.
@ A system reboot | required for the selected

language to be applied.

Miscellaneous functions

&£ Configuration

Set date
Set time
Set date & time format
Ethernet configuration

LIS configuration

<5

Set print options

Set default sample type

Set language to 132 (k).

System restart is required to apply selected
language,

Ifyou tap the apply butten,

System will be restarted automatically.

QAI-GE02-15 (Rev. 04)
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9.1.11

m Turning the printer On / Off:

@ Tap the 'Configuration menu'.

@ Tap the ‘Set Printer options’ menu.

Configuration m

Miscellaneous functions

£ Configuration

Set date

Set time

Set date & time format
Ethernet configuration
LIS configuration

Select language - English (United States)

Set default sample type

9.1.12

m To turn the printer on, check/tap the blank box of
the ‘Printer on’ menu.
m To turn the printer off, uncheck/tap the blank box

of the 'Printer on' menu.

( Set print options

Printer on

Print including the reference value [ ]

Edit reference value

QAI-GE02-15 (Rev. 04)
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£ set print options

Printer on I

Print including the reference value Cd

Edit reference value

m When the blank box of the ‘Print including the
9.1.13 reference value’ menu is checked, test results are

printed including the reference value.

m Edit reference values:

.
@ If you choose the ‘Edit reference value’, you can

Printer on Ll

find the reference value information.
Prini including the reference value
AR EEy

I:Ed'll reference value &
- -

9.1.14

€ Edit reference value

Ivem Red value
PSA
AFP
CEA
MAU
HBAIC
"..c:r.. s ':n"'lq.

L]
"trrsamamuannn”
PET

™1

D-pimer

TS

TSH
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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.

m Set default sample type

@ Tap the ‘Configuration menu'.

Miscellaneous functions

9.1.15

@ Tap the ‘Set default sample type’ menu. £ Configuration

@ Select the sample type. Set date

Set time

Set date & time format

Ethemet configuration

LIS configuration

Select language - English (United States)
Set print options

-“lll Tawg,
> -
t.iﬂ default ampletyp:‘
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9.1.16

menu, a new window will pop up.
m When you choose a sample type under 'set default
sample type’ menu, the sample type you chose will

be autimatically selected for the general mode test.

m Once you choose the ‘Set default sample type’

& Set default sample type

None .

Whale blood
Serumiplasma

Others

9.1.17

m Updating software:

Note. This function should be handled only by
the ‘administrator, a trained engineer or
manufacturer’s authorized representative.
Incorrect or unwarranted use of this function can

cause serious problems in system operations.

m If you insert the Upgrade SD card and tap
'SD/USB'

the

menu, then the program  will

automatically determine if an upgrade is needed.
When an upgrade is needed, it will start upgrading.

m If you want to update S/W via a network, you can

tap ‘Network’ menu. Pleae refer to 9.1.22.

Configuration menu

'..-nl-'-..,.I
5 Mu;{ellarwqu; Iun:luqns &

Cét

Al-GE02-15 (Rev. 04)
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m Updating firmware via a SD card:

@ Tap the 'SW update’ menu.

9.1.18

® Tap the 'SD/USB" menu.

@ Tap the 'Miscellaneous functions’ menu.

Configuration menu

( Miscellaneous

. SWupdate
Test menu

Device information

Bay counter

SW update

Network

QAI-GE02-15 (Rev. 04)
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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.

QAI-GE02-15 (Rev. 04)

A Update via SD-Card

5D-Card Update mode

- 05: The latest version
- App : o file exist
Firmware : ready te update

[Firmware] update is availablel

{*:/ Updating...

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

Updating by 50-Card..
Firmware Updating.

Reading firmware file...OK

Erasing firmware application memory(board 1)..0K
Wiriting application code into firmware(board 1)..0K
Erasing firmware baoting memary{board 1)...0K
Writing baatloader code into firmwareibcard 1)..0K

Reset firmware(board 1)...
Reset firmware(board 1)..

Reading firmware file..OK

Erasing firmware application memory(board 2)..0K
Writing application code into firmware(board 2)...
Writing..[22%]

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

Reading firmware file..0K

Erasing firmware application memory(board 1)..0K
Writing application code into firmware(board 1)...0K
Erasing firmware booting memoryfboard 1)._OK
Writing booticader cede into firmware(board 1)..0K

Reset firmware(board 1),
Reset firmware(board 1)..0K

Reading firmeare file._OX

Erasing firmware application memory(board 2)...0K
Writing application code into firmware(board 2)._OK
sing firmware booting memorylboard 2)...0K
Writing bootloader code into firmware(board 2)...0K

Reset firmware{board 2).
Reset firmware(board 2)..0K

Firmware update completed)

Finish the update, press the confirm button,
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@ |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 by accessing the ‘Device information

menu as described in Step 9.1.28.

9.1.19

m 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

port'.

@ Tap the 'Miscellaneous functions’ menu.

@ Tap the 'SW update’ menu.

Configuration menu

( scellaneous

Test menu

Device information

Bay counter

QAI-GE02-15 (Rev. 04)
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® Tap the 'SD/USB’ menu.

@ 'Update via SD-Card" window will pop-up.
® Tap the ‘Update’ menu after confirming the
information in the pop-up box.

i. If you insert 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.

i SDIUSE:;

Network

A Update via SD-Card

$D-Card Update mode

- 05 ready to update

- App - N file exist

- Hrmwiare : The latest version

105) update s available!

@ Updating...
The update in progress..
Please do not power off,
Updating by 50-Card..

05 Updating

The device will be reboat, when you pressed the
confirm button,

QAI-GE02-15 (Rev. 04)
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® Then 'SW update’ screen will be presented. To
finish Android OS updating, it takes about

4 minutes.

@ When Android OS update is completed, AFIAS-6

will reboot automatically.

Note. You can check if the Android OS update is o (4/5)
upaatl ng.. (%/2

successful by accessing the ‘Device information

menu as described in Step 9.1.28.

,-BUNLD.DATE (20150701.172019),
W+ BUILD.ID {BA.01.1.0} Y
1, ANDROID.VER {2.3.3}

"R @

APPVER (AAG.WW.01.00)

FW.VERSB1 (FAG.WW.00.20 2015-07-02 11:37:14 }
FW.VERSB2 {FA6.WW.00.20 2015.07-02 10:56:16 }

QAI-GE02-15 (Rev. 04)
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9.1.20

m 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.

® Tap the 'SD/USB" menu.

Configuration menu

cellaneous functions 3
-

o awas®

Miscellaneous

Device information

Bay counter

Network

QAI-GE02-15 (Rev. 04)
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9.1.21

@ 'Update via SD-Card" window will pop-up.
® Tap the 'Update’ menu after confirming the
information in the pop-up box.

i. If you insert a SD card with updated version of

Application, it will start to update
automaticallly.
i. If you tap the ‘Confirm’ 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 9.1.29.

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.

m Updating software through a network
: To update software via a network, AFIAS-6 should

to network (e.g. LAN cable

connection is needed.) and insert a ‘SD Card'

be connected

(provided by the manufacturer or its authorized

service representative) into the 'SD card port'.

@ Tap the ‘Network’ menu.
@ If the AFIAS-6 is

Registration’ window will be displyed.

not registered, ‘Device

810 @ TECHNOLOGY

A Update via SD-Card

SD-Card Update mode

- 05 : No file exist
- App : teady (o update
- Firmware : No file exist

[App] update is available!

T

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

Updating by SD-Card,
App Updating..

SD/USE

QAI-GE02-15 (Rev. 04)
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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 9.1.22.).

® AFIAS-6 displays 'Update via Network’ window
and you can check the available updates.

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

QFAL-GE02-15 (Rev. 04)

810 @ TECHNOLOGY

Device Registeration

Your device is not regjstered.
Please register your device

o

ﬂ Registration

Model AFIAS-6
Country

Contact phone

Operator

E-mail

Clinic

Address

o | o ]

A Update via Network

Network Update mode
- 05 : No update found
- App : ready to update
- Firmware : No update found

[App] update is available!

Download
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@ AFIAS-6 displays ‘Download update’ window and
the downloading progress is displayed.
When the download is completed, AFIAS-6

performs the update automatically.

& Download update

Status App downloading(1/1]

File —

50% 00m 02s remaining

Total e —
0%

on

9.1.22

m Configuring the ‘Test Menu':
: In ‘Test menu’, you can test LCD display, LCD
touch, LAN connectivity, SD card and printer,

connectivity.

@ Tap the ‘Miscellaneous functions’ menu.

@ Tap the ‘Test menu'.

Configuration menu

£ Miscellaneous

SW update
4 Test menu *

feuanans®

Device information

Bay counter

QAI-GE02-15 (Rev. 04)
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9.1.23 .
display.

RICERET
5 LCDdisplay 7

m To test 'LCD display’, tap the ‘LCD display’ menu.
m AFIAS-6 will display various colors to test LCD

m When the test is finished, tap Exit’.

. -
----------

LCD touch

Network

SD card

Printer

) e

.
L

9.1.24

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

LCD touch
Network
SD card

Printer

QAI-GE02-15 (Rev. 04)
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kgri€ch
m AFIAS-6 will display 9 blocks( 8 'Hide" blocks and 1 m m m
‘Exit" block).
m To test 'LCD touch’, tap the 8 'Hide' blocks.
m To complete this test, tap the ‘Exit’ block.
o S
e N~ I |

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

menu. LCD display

LCD touch

SD card

Printer

9.1.25
€ Network
m If the LAN is connected, the Network type is

Network type @ Ethernet

displayed as ‘Ethernet’ and Network status is Nemworkstawus :  Cannected

displayed as ‘Connected'.
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m [f the LAN is not connected, Network type is
displayed as 'None’ and Network status is

displayed as ‘Disconnected’.

€ Network

Networktype  : None

Netwark status @ Disconnected

9.1.26

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

m AFIAS-6 will check the SD card inserted in the 'SD
card slot'".

m [f SD card has been inserted, screen will display the
alert 'SD card mounted".

m 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'.

LCD display

LCD touch

Printer

QAI-GE02-15 (Rev. 04)
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m To test the printer, tap the ‘Printer’ menu.

LCD display
LCD touch

Network

SD card

m AFIAS-6 prints out standard texts according to

language setting as shown in the pictures herewith.

9.1.27

<English format>

<Chinese format>

L A-GE02-15 (Rev. 04) e
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m To stop the printer test, tap ‘Cancel printing'.

Cancel printing

9.1.28

m Checking ‘Device information’

@ Tap the 'Miscellaneous functions’ menu.

@ Tap the 'Device information’ menu.

Configuration menu

£ Miscellaneous

SW update

Test menu

Bay counter

QAI-GE02-15 (Rev. 04)
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® Following information related to the system will be
displayed:
- Build Date
- Build ID
- Android Version
- Kernel Version
- Application Version

- Firmware Version

€ Device information

bditSch
R

BUILD.DATE {20210826.100222}
BUILLD.ID {OA6.WW.02.33.03}
ANDROID.VER {2.3.3}
KERNEL.VER {2.6.35.7+}

APP.VER {AA6.WW.02.34.92}

FW.VER SB1 {FA6G.WW.02.35.01 2020-09-16 15:10:33 }
FW.VER SB2 {FA6.WW.02.35.01 202009-16 15:10:33 }

NETWORK INTERFACE {eth0}
MAC ADDRESS {2C:79:3D:00:00:00}

9.1.29

m Setting the bay counter:
You can use this function to check/verify the
cumulative number of tests peformed in each bay.
You can find the following types of counts:

-1
Total number of tests performed since the initial
use

- C2
Total number of tests performed after latest repair

or servicing of the system

@ Tap the ‘Bay counter’ menu.

@ Tap 'Bay A" or '‘Bay B’ to check the corresponding

number of tests performed in each bay.

'( Miscellaneous

SW update
Test menu

Device information

i cou K

Bay A

Bay B

QAI-GE02-15 (Rev. 04)
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® To reset the count C2 (i.e. number of tests
performed since latest repair or servicing of the

system) for each bay, tap 'Reset’.

o

Last reset

Reset Cancel

Bay B count

o

Last reset

Reset Cancel
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9.2 User management

810 @ TECHNOLOGY

9.2.1

m ‘User Management’ is available to the
‘Administrator’ only.
m This function should be used for adding a new
user or deleting an existing/registered user.
m The 'Administrator’ can register/add up to 100

users.

@ Tap the ‘User management’ menu.
Note. If any registered user (xxxx) other than
the ‘administrator” tries to access the ‘User
management’ menu, AFIAS-6 will display the

warning message Access denied for xxxx'

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

® Enter a suitable 'user name’ and a ‘password'".

@ Confirm/re-enter the password.

Note. The user name and the password should

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.

QAI-GE02-15 (Rev. 04)

Analyses History cal’Qc -

System

S

i
ll User management

1D chip management
Temperature

Mode change

Maintenance

€ User management
4 Add =/ Delete

administrator

User registration

User name |

Password

Confirm password

-
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9.2.2

m To delete an existing/registered user, check/select
the blank box corresponding to the ‘user name’
you want to delete.

m Tap 'Delete’.

m Tap 'OK' to confirm deleting the selected user.

Note. ‘Administrator’ being the default user name,

cannot be deleted or modified.

QAI-GE02-15 (Rev. 04)

( User management

+ Add

administrator

810 @ TECHNOLOGY
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9.3 ID Chip Management

m When any 'AFIAS Test ID Chip' is inserted into the ID

Analyses History cal/Qc

chip slot, information derived from the ID chip will .

be saved in the internal memory of AFIAS-6.
System

User management

Note. AFIAS-6 can save ID chip information from up
to 500 ID chips.

—

ID chip management

]
1
[
\

Temperature
9.3.1 Moideschare
m 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).
m You can also delete outdated ID chips.
m Tap the 'ID chip management’ menu.
£ 1D chip management C, Taf
m To search ID chip information, tap the 'Search’ icon. H::,_ X F::A:::
032 m Enter an appropriate term/keyword (e.g. test name,

lot number, sample type etc.) for the information you

want to search for and tap ‘search’.
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< 1D chip management C, Taf

:
ki results found
Ttem Lot No
1
! CRP CRLCAOSM 1
! )
PCT PCKXAOTM
5
HBsAg ABYKADS

m List of the search results will be displayed.
m To get the ID chip information, tap the test name

listed under the column ‘ltem’.
9.3.3 ) ) )
m Relevant information (test name/item, lot number,

expiry date and sample type) corressponding to the

ID chip will be displayed.

[
LOT Information

Item CRP
Lot N CRLCADSM
Exp.date 2016.11.16

Sarmple type both

& 1D chip management C, Ta] i

results found

Lot No

1 {_:} cRP CRLCAOSM
m To delete an ID chip info, select/check the blank box " e
HBsAg % ABYKADS

corressponding to the ID chip.
9.34
m Tap the E icon.

m Tap 'OK'’ to confirm deleting the ID chip info.
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9.4 Temperature

m You can access this function to check the operating| anayses wisory  calac -

temperature for each bay. System

User management

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

Temperature

o,
———

Mode change
@ Tap the ‘Temperature’ menu. g

Maintenance

@ admin
@ Operating temperature of both bays will be [FEEEFHEEE
displayed. Bay Température(°C) Status
A 35.0 [ ]
B 351 @

®  ckwoenos
© - vomeatementie

- Error status

9.4.1

Note. If ‘Incorrect temperature’ or ‘Error status’ <Normal status>
€ Temperature

appears, AFIAS tests will not run until the

. . Bay Temperature(®C) Status
temperature is brought within the acceptable

A 301 [+ ]
B 297 (]

operational range.

@ - ckwoeros
o - Incorrect temperature

- Error status

[

<Incorrect status>
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9.5 Mode change

m You can access this function to change the test
mode from ‘General mode’ to ‘C-tip mode’ or ‘C-tip

mode’ to ‘General mode’.

<General Mode> < General Mode>
@ Tap the 'Mode change’ menu. Analyses | History | calfqc .
System

User management

ID chip management

Temperature

T

L Mode change !

Maintenance

@ Check the test mode you want to change.

< Mode selection

9.5.1

General mode
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<C-tip Mode>

@ Tap the 'Mode change’ menu.

@ Check the test mode you want to change.

<C-tip Mode>

Analyses History calrQc -

System

User management

1D chip management

Temperature

i
1
L

QAI-GE02-15 (Rev. 04)

Mode change

Maintenance

€ Mode selection

al mode

C-tip mode
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1
1 Ctip : History cal/Qc =

Idle Idle
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10. Maintenance, servicing and disposal

10.1 Maintenance:

No maintenance other than the following is required for AFIAS-6:
- 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 in the proper
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 exerting excessive force when opening or closing the printer

cover to prevent malfunctioning of the built-in printer.

2AAI-GE02-15 (Rev. 04) 86 / 99



Document No. : OPM-A6R-EN

Revision date

: November 29, 2022 (Rev. 15)

810 @ TECHNOLOGY

10.1.1

m Emptying the ‘Waste tip box’ and resetting the

waste tip counter:

@ To reset the counter indicating the collection
status of used pipette tips, open the waste tip

box.

@ The screen icon will automatically change from

0.8

® Tap the A icon to reset the waste tip counter.

@ The 'Reset waste box" window will pop-up.
® Tap @ (o reset the waste tip counter.
® Tap EEZZE (6 terminate the procedure.

Analyses  History Cal/QC =

Idie

Idle

Analyses  History | cCal/QC =

Idle Idle

g & O

&0% Stop Star

To reinitializewaste container capacity:
- Open the waste drawer

- Remove, discard the waste tips
- Close the waste drawer and Reset

m il
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= Management of waste box:

- When the waste box is 100 to 120 % full, a
‘Warning' window will pop up.

- When the waste box reaches over 120 %, a
‘Testing locked” window will pop up.

The waste box is almost full.

(The waste box displays only up to 100 %, and Flease empry the waste box.

>100 % is calculated internally.)

B Testing locked

Please empty the waste box to unlock
the system.

m Raw data backup:

Analyses = History = Cal/QC

=

- Raw data for the tests are needed to identify
causes of troubles and errors when and if they g et e [ b it

should occur.

10.1.2
@ Tap the ‘Extension menu’ in the main menu.

Idle Idle

Uy & ©

&80% Stop Start

®

AAI-GE02-15 (Rev. 04) 88 / 99



Document No. : OPM-A6R-EN 510 @ recnoLoeY
Revision date : November 29, 2022 (Rev. 15)

@ Tap the ‘Maintenance’ menu. Analyses | Mistory | caliqc -

System

User management

1D chip management

Temperature

Mode change

Maintenance

® Tap the 'Raw data’ menu.

Washing tip adapter

Raw data

B Backup
@ Insert a SD card into the SD card port. ] ———
® Select raw data you want to backup by tapping| [ Tressmereneeam o

T-IPlus_ EM_2017-02-13.070633pm_log txt

the check box.

Tn-IPlus_2017-02-13-072703pm log.txt
® Tap the ‘Backup’ button.

_EM _2017-02-13-062936pm log.txt

Tn-IPlus_2017-02-13-065727pm log txt

Tn-1Plus_EM_2017-02-13-070017pm _log txt
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@ Tap the 'OK’ button to proceed to backup.

Note. The backup data is saved in boditech/raw
data folder. This data is encoded and it is only
accessible by the manufacturer.

10.1.3

m Washing tip adapter:

:This function is to wash the tip adaptor

- The tip adapter is the segment where pipette tips
are connected to the pumping module.

- When the tip adaptor is contaminated by clinical
samples or buffer, this may cause the degradation
or malfunction of AFIAS-6. The recommended
washing cycle is once every other week. To
perform this function, a specific washing cartridge

is required.

DTap the ‘Extension menu’ in the main menu.

@ Tap the '‘Maintenance’ menu.

810 @ TECHNOLOGY

Are you sure you want to backup

selected item(s)?

T T

p—————

1
calQc | !
——

Analyses  History

Idle

Idle

g & ©

& 0% Stop Start

®

Analyses | History calrQc -

System

User management

ID chip management

Temperature

Mode change

Maintenance

@ admin
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@ Tap the ‘Washing tip adapter’ menu.

@ Insert the 'Washing cartridge’ into the slot 1 of the
Bay A.

® Tap the 'Start’ button
® To confirm the start, tap the 'OK’ button.

Raw data

Washing tip adapter

€ washing tip adapter

Follow the next procedure

o Prepare washing cartridge

9 Insert washing cartridge into the 1st slot

Eoe oo

e Tap start button

Please do not measure any item for 30
minutes after washing tip adapter

Are you sure you want to the test run?
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@ It will take about 2-3 minutes to finish the washing

Follow the next procedure

process.
6 Prepare washing cartridge

o Insert washing cartridge into the 1st slot

§@es seo

0 Tap start button

Please do not measure any item for 30
minutes after washing tip adapter

€ washing tip adapter

® When the washing is finished, AFIAS-6 displays

Follow the next procedure
‘Washing completed’ message. @ Prepsre washing carrage

o Insert washing cartridge into the 1st slot

€oe seo

© Leave AFIAS-6 for about 30 minutes for drying of

the tip adaptor. During this period, do not run

tests on AFIAS-6.

0 Tap start button

Please do not measure any item for 30
minutes after washing tip adapter

S ———— N
! washing completed !
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10.2 Cleaning:

- It is advised to occasionally clean the cartridge holders and exterior of AFIAS-6 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-6 from external power source before cleaning.

10.3 Servicing

- AFIAS-6 does not have any operator-serviceable components.
- If any technical servicing or maintenance is required, AFIAS-6 should be sent back to

Boditech Med Inc. or its authorized service agents.

10.4 Disposal

- If AFIAS-6 is to be disposed of for any reason, the user is advised to follow the

applicable local regulations for disposing of electrical equipment.

Important!
E At the end of its useful life, AFIAS-6 could be sent back to Boditech Med Inc.
for recycling or proper disposal.

Alternatively, it should be disposed of in accordance with local regulations.

10.5 Transportation and Storage

- The original shipping container/box should be used to ship or transport AFIAS-6.

The same container/box is also recommended for extended storage.

j When transporting or storing AFIAS-6, keep it dry in an upright position

and protect it from mechanical shocks.
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11. Troubleshooting

AFIAS-6 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.

Recommended remedial/
Symptoms Probable causes i
Corrective measures

Check whether external power outlet is
Power failure
live.

Poor connection between Remove the power cable (connecting
the power adapter and  the SMPS to AFIAS-6) and reconnect

Nothing happens; the power cable. firmly.

AFIAS-6 does not  Main power switch is ‘off.  Turn the main power switch ‘on’.

show any sign of Call Boditech Med Inc's technical
o Faulty power adapter
functioning services.

Gently press the power button located
AFIAS-6 is in the ‘sleep’  on the front of AFIAS-6. If the problem
mode persists, contact Boditech Med Inc.'s

technical services.

'Cartridge Holder’ Call Boditech Med Inc's technical
Mechanical failure
does not protrude services.
out as and when Turn the power ‘off" and turn it ‘on’
Software malfunction
required. again.

Clicking noise
generated while
the cartridge Normal mechanical setting User's action not required.
holder(s) protrudes

out
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‘LCD Display’ does Electrostatic shock

not function

Connect to a grounded external power

outlet. Remove any source of

electrostatic charge. Reset the system.

properly.
Electrical circuit failure

Call Boditech Med Inc's technical

services.

AFIAS-6 can't read the
barcode of the AFIAS test
cartridge on account of
the barcode being
misprinted or obscured
Barcode error
due to presence of

blemishes or foreign

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-6.
services.
Test run has been initiated Insert sample-loaded ‘AFIAS test

without inserting AFIAS
test cartridge into the

Insert reagent cartridge holder.

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

tapping ‘Start’ on the screen display)

cartridge AFIAS-6 can't identify the
'AFIAS test cartridge’
inserted in the cartridge

holder.

Call Boditech Med Inc.'s technical

services.
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Insert tip

Test run has been initiated
without placing a 'pipette
tip" into the 'tip slot’ of
the AFIAS test cartridge
inserted in the cartridge

holder.

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
(i.e. before tapping ‘Start’ on the

screen display)

AFIAS-6 can't detect the
'pipette tip’ placed into
the 'tip slot’ of the

inserted test cartridge.

Call Boditech Med Inc.'s technical

services.

Please wait until
the reader reaches
recommended

temperature

The system temperature is
outside the permissible or
operational temperature
range, Or Malfunction of
the built-in temperature

sensor.

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.

Select sample type

The user has attempted to
initiate the test run
without selecting the

sample type.

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

run.

Insert ID chip

A system check cartridge

is not inserted.

Insert a system check cartridge and do

system check.

The test is performed

without an ID chip.

Insert an ID chip and do the test again.
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Lot numbers of the ID
chip and test cartridge do

not agree

Match lot numbers of the ID chip and

the test cartridge and test again.

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.

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 password with the 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).

Printer error

Call Boditech Med Inc.'s technical

services.
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12. Warranty

AFIAS-6 has passed 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 the warranty service, the consumer must return the defective AFIAS-6 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-6 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-6 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, 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-6.

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

of date of purchase to the above address.

Product Name AFIAS-6
Catalog No. FPRR020
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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