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The warranty for Boditech Med Inc. applies only if the product is used in accordance
with the method provided by Boditech Med Inc.

In no event shall Boditech Med Inc. be liable for any direct or indirect damages
incurred.

For technical assistance, contact:
Boditech Med Inc. Technical and Service Support Team
Tel: +82 33 243 1400, E-mail: TS@boditech.co.kr

sl Boditech Med Inc.
43, Geodudaniji 1gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do 24398, Republic of Korea

Phone: +82 33 243 1400 / Fax: +82 33 243 9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53, 1030 Brussels, BELGIUM
Phone: +(32) 2.732.59.54
Fax: +(32) 2.732.60.03

E-Mail : mail@obelis.net

C€ [IvD

The actual content on the screen may vary depending on the specifications and
customer requirements.
This product is an in vitro medical device.
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1. General warnings and important guidelines
Graphic symbols
The following list describes the AFIAS-10 operating manual, AFIAS-10product labels

and packaging boxes, and the various markings available in the packaging design.

representation | explanation

Manufacturer

-k

Please refer to the user's service order.

<
=)

In vitro eddyesting device

Remove and dispose of electrical and electronic components.

Biological risks

USB devices

Temperature limit

Serial Number

Laser radiation
Don't look at the light.

Potential biological risks

This mark is used when special warnings or precautions are
required related to the use of devices that are not marked on

the label.

> PR P

This indicator is also used to mean "Please, see the user's

note"

This indicator is used to indicate situations where you are not

>

careful or do not follow instructions, or if you are displaying to

Danger
users of the product or people around you that you may be
injured by electrical shock or UV exposure.
form-GE02-15 (Rev. 04) 4/174
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é;j Electrical hazards!

Danger

If you use AFIAS-10 in an inappropriate way or do not pay attention to it, you may
experience electric shock, burns, fire or other dangers. To reduce these risks, please
follow these steps:

Use only the supplied powercord, such as AFIAS-10.

« The AFIAS-10 does not have any parts that can be repaired by the user. Never
disassemble the AFIAS-10.

In any case, do not let water orliquids touch the AFIAS-10.

If cleaning is required, wipe the cartridge holder and exterior with a soft cloth.
Remove the power cord before cleaning.

If the AFIAS-10 is stored unused for a long time, remove and store the power cord.

& Potential biological risks

Patient samples and used cartridges should be treated as potentially infectious
substances. To reduce biological risk, follow these steps:

Dispose of the cartridges used in accordance with biological water disposal
regulations.

If your AFIAS-10 has a full life, please send it to Boditech Med Inc. for proper disposal
or recycling. If you are disposing of the AFIAS-10 on its own, please dispose of it in
accordance with the electrical/electronics and component disposal regulations.

Always dispose of biological waste in accordance with local ordinances

& Laser radiation

The AFIAS-10 is a Class 1 racer device or an internal racer module is Class 3R. Since the
AFIAS-10 has a built-in laser module, laser radiation, emission can pose a risk; to reduce
this risk, please follow the following:

Never retrofit or disassemble the AFIAS-10. This instrument may be exposed to
laser radiation due to the built-in laser module and laser window. Use the
procedures in the user's manual when using and operating.
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The AFIAS-10 cannot see the racer outside the productduring normal use, so no eye
protection is required.

Do not look inside the machine during testing. Looking at the laser beams inside
through optical equipment (e.g. microscopes, telescopes) can be dangerous.

All exterior cases of the product protect the user from laser rays, so never open the
exterior in case of the product.

Laser radiation intensity cannot be adjusted other than the manufacturer.

é Attention

The AFIAS-10 isused in laboratory environments.

To reduce AFIAS-10 damage, follow these steps:

If not follow the below guideline, it will not be valid the warranty.

To prevent damage to internal components, please take care when using the AFIAS-
10.

Use in a clean, dust-free place.

Do not expose AFIAS-10 to excessive humidity and high temperatures.
Do not place any objects on topof the AFIAS-10.

Do not use anything other than the products and accessories we offer.

If you do not have any special instructions, do not insert anything into the sockets,
drawers, etc. openings of the AFIAS-10.

When transporting or storing, store AFIAS-10 in a dry place between -20 and 60°C
to prevent mechanical defects or damage.

To avoid errors in test results, please follow these instructions:

Failure to follow these precautions will invalidate the warranty.

Before testing, make sure your AFIAS-10 is in the proper environment.
Tests should be prepared to be conducted at 15-35°C.

Cartridges for testing must be stored under the storage conditions recommended
by us and must not be used past their expiration date.

Before testing, make sure that the test name to be measured, the lot number of the
cartridge,and the lot number of the ID Chip match exactly.

Do not remove the test cartridge from the aluminum pouch until the test is carried
out, leave at room temperature for at least 30minutes before use.

Before testing, be sure to read the enclosed instructions carefully and test according
to the instructions.
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2. Works

Purpose ofuse:

The AFIAS-10 is a medical immunofluoric photometer that can be used with a variety
of fluorescent immuno-immunospatic test cartridges provided by Boditech Med Inc.
The sample used can be blood, urinary and other samples, and the type of sample
depends on the type of test.

Principle

AFIAS-10 can be used with a variety of fluorescence immune test cartridges based
on antigen-antibody response and fluorescence immunoassay.

AFIAS-10 uses a semiconductor diode laser as a light source to investigate lasers in
cartridges where samples are placed; lasers are investigated on fluorescent labeled
analytical materials gathered in the cartridge's test line, and fluorescence light is
emitted from these materials.

The fluorescence light is collected with the laser and only the fluorescent light is
filtered using a filter. The intensity of the collected fluorescent light is converted into
electrical signals.

The microprocessor mounted on the circuit board uses the formulainformation
stored in the ID-Chip to calculate the concentration of the analysis.

The test results, converted and calculated, are quantitatively displayed on the screen
of the AFIAS-10.

AFIAS-10 testing is used for screening, monitoring, and routine testing in laboratories
such as hospitals and medical institutions.
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3. Components

810 @ TECHNOLOGY

The AFIAS-10 and accessories are provided in one box. For proper use of the product,
the user must familiarly know the technical terminology and how to use each

component.

The user must verify that the following components are included in the box: If any
components are missing, please call our customer support representative at 033-

243-1400.

AFIAS-10 1EA
# Power code 1EA
-
Th i
ermal Printer 1EA
b paper
BLOOD TUBE Rack 1EA/RACK
Waste bin 1EA
User's Manual 1EA

form-GE02-15 (Rev. 04) 8 /74
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The following components are available as an option (supplied on demand): For the
TUBE Rack, one basic BLOOD TUBE Rack is provided and can be exchanged
foranother TUBE Rack when purchasingthe product. If additional TUBE Rack required,
it can be for purchase.

‘“‘ \WWiliiis Eqpff:tdtir;e om0 | seamack
WA S Do U
W72 oo P | 1ea/Rack

Barcode reader 1EA

USB KEY BOARD 1EA

SD CARD 1EA
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4. Technical specifications

Exterior specifications

a size

U weight

U Power

U Data output

Experience
Q Use
temperature
O Storage
temperature
O humidity
a

environment
Optical system

4 illuminant
O receiver

426 mm (W) x 443 mm (D) x 395 mm (H)

20 Kg
100-240 V AC, 50/60 Hz, 2.6-1.0 A
LCD / Built-in Printer / RS-232 Port

15~35°C

-20~50°C
10~70%

Avoid direct sunlight, mechanical vibration and magnetic
fields, and install on dry and clean, flat horizontal surfaces

Laser Diode
Silicone photo diodes

Other specifications

U interface

Q display
O fuse
O laser

USB 3 Ports

LAN 1 Port

LCD / Built-in Printer / RS-232 Port
SD Card Slot 1 Port

Mini USB 1 Port

10.1" TFT LCD(touchscreen)
T4L-250V

Laser rating: Class 1

Radiation wave:635 nm

Radiate Angle: Equilibrium Light
Impulse cycle: -

Maximum radial power: <1 mW

***AFIAS-10 meets the standards EN 61326-2-6, CHINA: GB4793. 1-2007 &
YY 0648-2008 & GB7247. 1-2012 & GB/T18268.1-2010 & GB/T18268.26-

2010 & GB/T14710-2009.
*** AFIAS-10 is a raser analyzer following IEC 60825-1 : 2007
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5. Functional and behavior elements

Front

Display equipment operation and measurement results,
error messages, etc.

Power button located on the front, rear power switch on
when equipment On/Off function

ID Chip insert port with built-in information from item

O] LCD

@ Front Power Button

© ID Chip Socket that you want to check
@06 Front cover Cover for Bay protection when equipment is not used
®O Sample Rack Bay Bay with Rack with Sample Tube to inspect
@ Waste bins Cartridges and tip outlets discarded after test
LeftB . -
Left Cartridge Bay eftB ay with cartridges and consumables for up to 5
tests
i les fi fi
© Right Cartridge Bay C'artrldges andconsumables for up to 5 tests can be fitted
right Bay
form-GE02-15 (Rev. 04) 11/ 74
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Left side
- b
° ° ° \§§
@ |
|
?)
—
j_ +

®  Power switch  Equipment Mains Power Switch
@ Power code Power Cable Connections
©) LAN port AFIAS-10 and LAN connection
©) Storage of Data and equipment upgrades (for manufacturers,
SD card
up to32 G)
® USB port Connect barcode readers, etc.
® Mini USB Developer port (for manufacturers)
@ RS232

AFIAS-10and computer integration
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Top

Printer

| »> (B | LeD

% : ple Rack
e : Ny
- Right Cartridge
Bay
Printer Output test results of equipment

Ba yinternal structure

Cartridge
Holder

Tip Holder

Cartridge Holder ‘ Where to mount cartridges for test (up to 5 in onebay) ‘
Tip Holder ‘ Where to mount the Tip for test ‘
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6. installation

C Before using AFIAS-10, please read and use the warnings and
precautions in this manual chapter 1.

Powerrequirements:

The AFIAS-10 works on commercial 100-240 V AC, 50to 60 Hz, 2.2-1.1 A. If power
information is uncertain, contact your administrator.

The useof the affected:

The AFIAS-10 is designed for indoor use and must be used in a dry, clean, flat,
horizontal place; in a place unaffected by direct sunlight, vibration, and electronic
waves.

Adjust the room temperature to a range of 15 to 35 °C.

Installationprocess:

Remove the component from the packaging and check for physical damage or
missing components.

1.
2.

Connect the power cord to the power connector on the back of the appliance.

Connect the power cord to the power point and press and turn on the power
switch at the bottom of the rear of the machine.

After turning on the rear switch, check the front switch for red light.

Pressing the front switch will turn on the equipment with a blue light.

(Becareful! If the front switch is switched on, the screen does not
A fail for 9-10 seconds.)

When powered on, the AFIAS-10 briefly displays the Boditech Med logo and
begins system startup and self-check.

— =1
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6. After completing the self-check, the login window is displayed.

1)(2)(3
4)(5)(6
(T 8)(8)

L S

7. Once you're signed in, go through the device reset process.

Initializing

8. The main menu will appear.

Analysls History Setting

(O oomma oo S BT 6 oszsamn e
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7. Perform AFIAS-10 testing

Before testing, read the cartridge's package inserts in fine print.

Beforetesting, make sure that the lot number printedon the test
cartridge and ID Chip matches exactly.

é Cartridges must be stored under the storage conditions required by us.
If you are using a product that is out of date, the test results may be
error.

If the test ends abruptly or fails while scanning the cartridge, an
associated error code is displayed.

For more information on the causes and solutions of error codes
thatoccur, please refer to chapter 9 troubleshooting.

1) Preparing for testing

- To conduct the test, please prepare the following products:
= XXX D Chip

= XXX Cartridge
= Patient sample or Boditech XXX control

(Note: XXX refers to the name of the Test to use.)
THE AFIAS-10CAN PERFORM UP TO 10 TESTS OF THE SAME OR DIFFERENT (UP TO
10 TYPES) AT ATIME.

Before pulling the cartridge out of the cartridge pouch, make sure that the lot
number printed on the cartridge pouch matches the test nameprinted on the ID
Chip.

Leave patient samples, controls, and cartridges at room temperature for at least
30 minutes to ensure the appropriate temperature for testing.

form-GE02-15 (Rev. 04) 16 /74
17 / 193



810 @ TECHNOLOGY

Document No.: OPM-A10-EN
Revision date : 2021. 08. 20 (Rev. 01)

2) Login /enter required information:

Asmentioned in Chapter 6, AFIAS-10 displaysthe login window.

(1) Select a username, and enter a password. The initial username and password
are "Admin"and "0000". Users can change the password for"Administrator"and
add other users. For more information, see section 8.2,User Management.

If the login is successful, the main menu is displayed.

(2) The description of each feature shown in the main menu is as follows:

Sample Rack Area

Menu bar

Command m

Button

Bay
Info Area

System
Info Area

LCD display control window: guidance, operation, status display and measurement
result display to set the desired measurement environment (input via touch screen)

® Menu bar: button area to go Analysis/History/Sting

® Command Button: Button area where you can start checking and view stored
ID Chip information

® Bay Info Area: Area showing settings and test progress information for the
test consumables Cartridge and Tip

® Sample Rack Area : An area that displays the settings and information of The
Sample to be inspected

® System Info Area: Information from the operator. Displays date time
information, currently running S/W information of AFIAS-10

form-GE02-15 (Rev. 04) 17/ 74
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(3) Bay Info Area & Sample Rack Area

| '
Left Cartridge Bay Right Cartridge Bay Sample Rack

Each corresponding menu is configured to match the consumables on the machine.
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@® The bay can be inserted and released via a button below each bay screen, and
the status of the current bay is displayed.

The bay is ejected,
Click to insert

— Loading Bay being inserted

The bay is inserted,
Loaded Loaded can be released by Long
Click

Unloaded Unloaded

Unloading Bay being released

Cartridge reaction

Resthﬂng ReactionWaiting waiting,

Long Click to cancel

Running Test in progress

- Cartridge Bay: Cartridge information and status are displayed.

- Sinclude Rack Bay: Sample information and status are displayed.

(4) System Infor Area

- = A10: 801 tach
(Y] opesater: avmin L I See D) 05.25.2020 13:45:41 - AR,

- KX
[ | [ '
Temnperature of
Cartridge Bay

Operator Date and Time SAW Information
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3) Enter test information
(1) ID-Chip identification

Insert the ID Chip of the items you want to test into thelD Chip port.

Insert the ID chip into thelD Chip port as pictured above and touch the ID-Chip
Button on screen.

ID-Chip Button

05,25 030 1345 41
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When touched, the currently stored ID-Chip List is displayed and the Load
button is pressed to load and save the mounted ID-Chip information.

Exp.
PSA PSRDA3IF 12.02.2022 0

TrHl Plug THRCBOSG 11.29.2022 0

+2E 1D-Chip EA

— 1 Lo, Gl - . It
LB Ot ik nin @R 3 s Gl = 05252000 14 1337 do DL

For the same Item, up to 10 are stored per lot, and if the same lot is in the same
Item, it is overwritten with the most recently inserted ID Chip information. Up to
100 ID Chip information is stored, and after 100, it is erased in order of oldest
history. The ID chip list is displayed in the latest order and does not display expired
ID-Chip information.

If you are checking multiple items at the same time, make a case of
A whether the ID Chip information exists in the ID Chip list. If it does not

exist, the cartridge will not be identified, so please insert the ID-Chip to
store thelD Chip information.
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(2) Insert the cartridges

(D Please insert the cartridges

» \ A
As pictured above, align the cartridge in the direction and slide it all the way in.

If you are inspecting multiple items at the same time, it is efficient to equip
items with similar reaction times in the same bay.

When inserting the cartridge, it must be inserted in the direction of the

A arrow.

Otherwise, the cartridge barcode error will occur.

When inserting the cartridge, push it all the way in.
If you do not push it all the way, you will experience operational problems
with the equipment.

(0 © © ®
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When the cartridge is fitted, the cartridge mounted on the screen changes to

activated.
chip

Analysis

o
§|

A
Urkuced

Unloaded Unloadad
A0 Hoc i Lwch
- ” @Ak, wwd s
T — L5 B S 0210511 1R 5T AL L
\-‘I{ @ R 35000, Goad FA DN N K
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When using tip, you should always use the tip we provided;
otherwise, it may happen the problem on the operation.

A Be sure to put the tip to the cartridge. If the tip is not fitted, a 'tip
empty error’ will occur during the test and the next test will take
place.

X Additional Tip

Generally, you will need 1 tip per item. However, some items (ex: Vitamin D, T3,
T4, etc.) may require additional tip. You can equip up to 10 additional tips per B
ay. After additional Tip mounting, match the number of tips fitted on the
screen. (For additional tips, check the Insert of Item.)

The area for additional tips

Analysis History Setting

Adjust the number of additional tips A18-Bod tme

N WA T, 0

* FATD 200 000 0 XK
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For additional tips, please fill in from the bottom right corner;
otherwise, you will experience operational problems with your
equipment.
(X)
® Bay Load

Press the Load button on the Bay with cartridge and tip to read the Barcode on
the cartridge and display the Item name of the cartridge you are wearing.

hnalysls Hilstory Setting

Unlcaded

- 28,00, Oood A10: Dot mch

\.“-J;' Operator: admin a 35 u\‘_: Gene (5 05252020 142345 iaI:::::
Touch the
“Load” button
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Histurv

No I chip
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S— e
|
et

o Y " @ L1 XA, G 0008289000 140842
) Dyt dmin A ) 08252020 14:26.42
Satting

Show the
identified item

Analys History

hsCRP  hsCRP  Tnd Fus

B

hsCAP  haCRP

LT

e [ R R T

Complete Loading
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If the cartridge is not identified, pleasecheck the item name and Lot
number in the ID-Chip information and please re-verify it.
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(3) Preparing samples

Four types of RACK(samples pickup type) are available for the AFIAS-10.

~

A" B
e
S i =

(D Blood collection tube
Open the lid of the blood collection tube with the blood blood below.

l ;J L

A

Use the blood collection tube rack we provided.

If the popped side is positioned towards the user's body, it is number 1
from the right; it must be filled in order.

A total of 10 blood collection tube can be used for one rack.
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When inserting into the machine, insert it with the side with the
barcode positioned to the right of the machine. If the insertion direction
is not correct, it may be a problem to drive the machine.

ﬁ

The size of the blood collection tube you use is only available for
commercial 3ml and 5ml.
3ml

f
12.3~12.6
)
Li 74.8~75.2 4’]
+ 5ml

T
12.3~12.6
-

L— 99.8~100.2 —>|

Larger or smaller than the baseline can cause problems with machine
behavior.

>

When using the B lood collection tube, samples with a sample volume
of 3ml tube can only be used for samples 1 ml or 3ml or less, and for 5
ml tube, samples of 1 ml or less can be used only; samplesofl ml or less
may not result in quantitative sample collection, which may affect the
test results.

>

If the internal sample has bubbles when using the Blood collection tube,
the sample collection of the quantification may not be able to take
effect, which may affect the test results.
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(X} Gy

If you use your own barcode onthe Blood collection tube,
Barcodes must be properly present on the blood collection tube for
recognition.

@35 —~no~nog

MEEEL

@ Eppendorf tube (1.5ml)

Place a 1.5 ml Eppendorf tube with sample on a 1.5ml Eppendorf tube rack
after the lid is fully lidded.

é If you are using an Eppendorf tube with a lid (1.5 ml/0.5 ml), place
the lid in the groove as follows:
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(O) (X) (X)

Please open the lid of eppendorf tube completely.

(o) (X) (X)

If you do not mount rack exactly when using Eppendorf tube, you
may not be able to obtain samples of quantitation, which may affect
the results of the test.

Within a 1.5 ml Eppendorf tube, the sample titration is 40 ul +
sample quantity.

If it is more or less than that amount, the resulting value may be
error.

® Mini blood tube

Remove the lidon the Mini blood tube containing the sample and mount it on
the Mini blood tube rack.

A

Mini blood tube rack and 1.5ml Eppendorf tube rack have the same
appearance. Please be careful not to mix (you can use a 1.5ml
Eppendorf tube on a mini blood tube rack, or a mix of mini blood
tube and a 1.5 mlEppendorf tube on the same tuberack).

form-GE02-15 (Rev. 04)
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If you place mini blood tube on rack, be sure to
remove the lid.

(X)

A\

The amount of sample in mini blood tube is 40 ul +sample quantity.
If it is more or less than that amount, the resulting value may be
error.

@ Eppendorf tube (0.5ml)

Place a 0.5 ml Eppendorf tube with sample on a 0.5ml Eppendorf tube rack
after the lid is fully lidded.

How to place a container within a 0.5 ml Eppendorf tube rack is the
same as how to place a 1.5 ml Eppendorf tube. Please read the
cautions in section 7.3.3.2(® Eppendorf tube(1.5ml)) once again.

Within 0.5 ml Eppendorf tube, the sample titration is 40 ul +sample
quantity.

If it is more or less than that amount, the resulting value may be
error.

When using Eppendorf tube and mini blood tube, pay attention to
the bubbles in the sample. Bubbles inside the sample may cause
errors in sampling and errors in the resulting values.

Caution

The first tube rack is one Blood tube rack. For the 5ml Eppendorf
tube rack, 0.5ml Eppendorf tube rack, mini blood tube rack,
itisofferedinstead of the Blood tube rack or requires additional
purchase.
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(4) Insert the prepared Tube rack into the Loadingpart of the Symbling station as
shown.

It automatically loads when mounted, reads the mounted Rack Type, detects
and displays the mounted Tube.

Present the identified Tube

Histony

_ e

L W

@L WAE, e
" WM D RN
N e P Pt AT ETY AN 08 A
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(5) Specify a test
(M Automatic unspecified

If the Item type of cartridge is one type, it is automatically assigned to the
cartridge in the tube order mounted on the Tube Rack.

Analysls Higtory Setting

An item of one type
T e e e e

hsCRP hsCRP  hsCRP  hsCRP  hsCRP

Tanams ramams e e mamams Fam pme

Loaded
03 " . WL b, Gl = 3 A0 i msh
)y Opeistan admin @ R 351350, Goad S 021 0311 1622556 .:13.3.3 n;

hsCRP §

o
matched automatically

Unloaded
o 1 5
O A e e s
s TR L A DO XN
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@ Manually selection

If you have more than one item type in Cartridge, or if you change it, touch
Sample Rack Area on the screen to activate the sample assignments window.

Sample Rack Area

ARpEYEIS Histary Setting

heCRP heCRP  hsCRP haCRP oed #hes
B e

[ o e e e e e e e S
i ) L ) ) | () | (3R j (=
—

g —

—
Leaded Laaded

3 -
L"t’ Opeainn admin _.i e n ! . 14 BOTEA11 NEAHEE Al Y

hsCRP hsCRP  hsCRP  hsCRP  TwiPls  TndFlus  TndFlus  Tiel Plus

Sample Type ———

Sample Tube

Patient ID(User)

Patient ID{Barcode)
Item List

hICRP &)

Add/Remove ——— U8 (7, arcas
. @ IR0, Goad - . e
59 Operator admn @ 2k s, Gl O 2020371 15:5X0 7 -Mlc.nuc.)oi iotx

The Item List shows the item list of the inserted cartridges and the quantity that
can be set for test.
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heCRP = hsCRP  heCRP  hsCRP  TniPius | To-iPka  TedPlus  TolPla

waEr | s o | | auumis shmad (e Tk T

|
1 ' |

R
17 aimey I
Add/Delete item
The quantity to set item name The quantity to set item name

Selec sample type,and then touch the item you want to specify in the item list.
- The process can be set automatically when bidirectional (Bi-LIS) is used.
- You can assign multiple items to a sample for test.

(Up to 10 items can be specified)

- When you assign an item to a sample, it is displayed in cartridge color.

Example of assigning an item to a sample

@ Select the Item o

@ Select the Sample Type foslee

@ Select
the Sample Tube
Or
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e. x. 1) Match the blood and 'hsCRP' to the sample at no.1

Analysiz Higtory Setting

hsCRP  hsCRP  hsCRP  hsCRP TnidPus  Ta-dPlus  TrodPlus  Ted Plus

T = K10 Bedi tich
ﬂ' Operaton. sdmin @R 35,0900, Good i 2031 0302 080931 - MDD K. 3K
A FAML D RLMLEE

e. . 2) Full blood andhsCRP in the sample 1-3times, full blood and Tn-I
Plus matching in the sample4-6 times

el | 1

Analysiz Higtory Setting

—TTE— - )
(oid i
" = A10 Bodi tech
), aperssor; sdmin LIS N, et 320210312 0825 24 - WAL XK K
h" ainiisers = FARD. 300 W 300

e. X. 3) HsCRPand Tn-I Plus matching to sample 7

Analysis Hiztory Setting

hsCRP  hsCRP  hsCRP  hsCRP

Eppon_1_5
1|
T wew )
(#)asa (= themzee
& Dparanor admin gli i_m. m 2 PEN037 08:54.28 i::nws;(m:;.d“#ﬂ
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Delete the designated item

- Select the item in the item list to change it to the 'remove' state, and
then touch the sample to removeit. (If you add it again later, touch
the item again to change it to the 'Add' state.)

Analysis History Satting

T

hsCRP  hsCRP  hsCRP  hsCRP

Insert Patient ID(Sample ID)

- Product ID (Barcode): Reads and automatically displays the barcode
attached to the Blood tube.

- Patient ID (User): Enter any ID by touching the text box as needed.

Analysiz Higtory Setting

g = A10 Bodi tech
Operaton, admin & 5701 0312 0902 22 <RI R, 3
S e i  FAMD. 0 0 3¢

@ L : 35005, Goad
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4) Start testing
(1) Press the 'Start' button.

History

Analysis

hsCRP
ot

i)
Loaded

—y e

@ L 35008, Goad - ?
ﬁ, Caiaton adein e (0 70910391 19:5204 © AABD, 30 363
a2 R 35,3890, Good  FAMD, 6 2060 R

(2) In the message confirming the start of the scan, press the 'OK' button to start
the scan.

Do you want to start testing?
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(3) Test progress

(D Once the test begins, the machine will automatically take samples and collect

reaction cartridges. Tests are conducted by bay, and if both are set, the test is
conducted from the left bay.

Analyzis History Satting

The Test starts from the left bay
@ As the scan progresses, progress is displayed on the screen.
Cartridge color background: Waiting for test and waiting for reaction
+  Blue border: Sample acquisition and dosing
Red border: Optical system scanning and counting
White cackground: Test done

Analysis Histary Satting

(0 2021.03.12 09}

Test Completed |  Waiting for Reaction l Waiting for Test

Scanning & Calculating Sample Acquisition &
Dispensing
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When the laser is emitted, the cartridge being scanned with a red border
line displays a laser warning sign at the top and a beep is generated. At
this time, do not look into the cartridge bay.

WE>

@ The information configuration displayed in the cartridge is as follows:

210011, 014
8_00006 B_00004
u_o06 u_on4
hsCRP  hsCRP
CAPLROTA CAPLROIA
(0] @
BlogdTube BloodTube
= =
5.78
mg/L

form-GE02-15 (Rev. 04)

Present date and ID(assigned automatically)
B: de PID of case of blood collection tube)

41/ 74
42 / 193

PID the user inserted

Item name

Lot number

Tube number(1~10)
Used rack type
Sample type

The result of test

The remain time by test result
Message(Error or State)



810 @ TECHNOLOGY

Document No.: OPM-A10-EN
Revision date : 2021. 08. 20 (Rev. 01)

5) Restart of test (1)

The test of the AFIAS-10 is conducted by bay, and the sample rack is released at
the end of all dosing for the test set in the sample rack.

Right Cartridge Bay that
can be set new test

At Badi ek

_!‘ ?‘ Gperaton. sgmen '=§I : !"' Ei "°°‘I 2wz mess Sy
If you have a bay that can start a scan, you can set up and start a new check in
that bay.
Set a new test

Start the test after
setting a new test

I¥ - P W s Gl
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6) Interruption of test

If you want to stop the scan in progress, touch the Stop icon.

Analysls History Setting

r : @ L : 34895, Goad pA10E Rt iy
1), aparssor stmin ‘ 0 3071 05,12 10.02:28 A0 36
' LR,  FAMY 8

If you see the following pop-up, press the 'OK' button to stop it:

Do you want to stop testing?
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When stopping, stop all checks except those that are in response.

Analysis Histary Satting

Waiting for reaction  Canceled

To stop the scan being responsive, touch and hold the "Raction Waiting"
button.

Analysis History Setting

@i o eos, ¢ = AM0:Baditach
alir adimin @R 34, T5AC. Goed 021039210632 AN
e Rt s o 008 000000

Long Click
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In the pop-up, touch the 'OK' button to stop the scan being responded to.

—

Unload Left Bay

As unloading, all test in the bay will be aborbed!!.
Are you sure?
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7) Urgent test

(1) Insert the cartridge for the required test as an emergency check during drive.

(2) The sample amount required for testing is put into the 'Sample Well' of the
cartridge.

C Please refer to the AFIAS insert for detailed testing methods, such
as sample preparation and sample volume.
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(3) After inserting the tip on the cartridge, load the cartridge into the screen.

Analysis History Setting

Nolb chip |

—_—

—

T e . A1 Bedl tach
e ST L AT AAD, 20060
S R + FATD R

(4) Clip the keyboard button to the identified cartridge.

Analysis History Setling

3 01,0312 108321 ARLE 308, 300308 300
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(5) Enter test information and click the 'set' button.

When taking samples with C-tip, check the correct sample volume;
low or large volumes can lead to errors in tests.

| "

()] (X) (X}

Do not shock the C-tip when the sample is taken and placed in the
tip holder. Samples within the C-tip may be ejected.

> B

C-When using tip, it should be used within 2 minutes of taking the
C-tip sample.

If thesample in C- tiphardensand fails to pump after 2 minutes, it
affects the result.

form-GE02-15 (Rev. 04)
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(6) After the current sample acquisition and dosing test, an urgent test follows.

_‘_’J Operator. ademin : AR @ 20210812 103212

é Never put your hands inside the machine during operation. There is a
risk of injury.

A Do not place debris inside the machine. It may cause a failure.

8) AFIAS-10 Shutdown:

(1) Before exiting the AFIAS-10, make sure that the IDchip, cartridge, tip, and tube
rack are all removed.

(2) Touch the lower left corner of the Main screen.

mlysls History Setting
No ID chip
e
>+1

A10-Bodi sech
]
AR G 08 26,2000 134541 AAYD 06, 50K 36

{3 operator: admin
A Pl
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(3) Touch the power off button on the pop up window that appears, and then touch
the OK button.

|
O

Operator: admin
Log out
Reboot

Pawer off

Powies alf
Do you want o Powe: off?

- log out: Use if you want to change the operators of the equipment.

- Reboot: Use to turn the device off and on for a while.

(4) Click ‘OK’ will automatically shut down the machine after the shutdown operation.

Powaer off

(5) When exiting the machine, please cover the front area and store it.

(6) If the equipment is not used for more than 2days, turn off the power switch onthe
rear and remove the power cord from the power point and store it.

(7) Disconnect the power cord from the AFIAS-10.
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A\

Please exit in the order suggested. In addition to the suggested
shutdown method, internal data memory may be erased if you exit
with the power button located on the back.

If the internal data memory is cleared, please contact your nearest
dealer or our technician for action.

A

Before testing, make sure that the name of the item you want to test
matches the lot number of the cartridge with the lot number of the

ID Chip.

The AFIAS-10 differs from the rack type and seal type available
depending on the sample carrier being operated. Below shows the
rack type and sample type according to the operating instrument.

Operating Operating rack | Sample type Remarks
vessels type
3 ml(or 5ml)
general blood
collection tube
Blood Whole blood rack
Blead . -
collection tube collection (Venus blood) | Minimum
tube rack Serum,Control | volume 1 ml
Maximum
volume 3ml(or
A 5ml)
1.5 ml 1.5 ml Whole blood | Maximum
Eppendorf Eppendorf (Venus blood) vo.Iu.me L5ml
tube tube rack Serum,Control Minimum
volume 40 ul
Maximum
0.5 ml 0.5ml Whole blood volume 500
Eppendorf Eppendorf (Venus blood) | ul
tube tube rack Serum,Control | Minimum
volume 40 pl
Maximum
mini blead Mini BLead Whole blood volume 500
tube Tube Rack (Venus blood) |
Serum,Control | Minimum
volume 40 pl
form-GE02-15 (Rev. 04) 51/ 74
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8. Other support features
In addition to conducting tests to ensure efficient and reliable performance, as well
as proper reporting and recording of results, The AFIAS-10 includes features such as
QC, system check, and view/management of stored test results.

1) QC

- QC(Degree Management)
= To proceed with QC, a certain degree of management material (control) is
required. Degree management material (control) is offered according to the
user's needs.

= QC conducts the following cases:
= Cartridge lot changed.
= The test results are thought to be abnormal or measured differently from
the reference value.
= The test results do not match the symptoms.
= System training purposes

(1) Press the Analysis button to switch to QC mode.

Anal)lsl Hlmq Setling

Ihlidlb

B85, fead n
(‘ Qperator. sddin :; e 5 20210342 1120837 AR 308 304630

Analysis ac
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(2) Press the Control Material button to open the Control Material window.

Control
qc ' i ul History seu]ng

Unloaded
. @ L : 35000, Gead ; 10 Beki tinch
Operator. adenin " 5 05,25 W00 173420 AADD, 3, 0. 20
@ LRI * B R0 K0

Sub fhem Mean  Low  High

(3) If the control material is not registered, press add to add the control

(2 level each).

Closa
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Low 451

Low  &76

Registar

Mean Low
2.9

Sub ftern Hi

AACOOKIGLMZ 20211130 B42 11.39

AACOOKTG LMY 2021.11.30 533 45 &I

(4) Insert the control material and tip to be inspected in the cartridge to be used.

form-GE02-15 (Rev. 04)

54 /74
55 / 193



Document No.: OPM-A10-EN
Revision date : 2021. 08. 20 (Rev. 01)

(5) Press the load button to identify the cartridge.

Contral
Matarial

ac History Setting

Unloaded

AT0; Mok fwch

&
Operator: ade)
perator in e

065, 20 00 O 20 AR K3

810 @ TECHNOLOGY

(6) If there are more than one cartridge, Lv. 1 and Lv. 2 are automatically granted.

Cantral

Material

qc History Setling

Mo ID chip

acagvany  ssmvases
0.1 53

HbATe  HbAle

AMENE AN

Unloaded

e " AT0. Bk tuch
3 |operasor. shenin e ) 05262000 D315 | M oo

level1 level2
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(7) Press the keyboard button on the cartridge to set the control material.

ae Control
qc Hi
il A al istory Satiing

HbAlc  HbAle
usE o
o "
v i
L
Loaded Unloaded

= T Al Bodi tuch
- Oparator PR 05,26 7000 0830015 A 30 0
\, @R 35,000, Goad Werbeompri

Hba1e

HUle RADAKTR L4122 EERCU
i

AACDOKTE LA

Sarple Type NN

(8) Press the Start button to proceed to QC.

Control
Material

ac Histary Seiting

Unloaded
410 o tach
) aperston, samin S el 5262020 083631 AN
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Do you want ta start testing?

(9) QC results are available in History and ID-Chip information.
= History

ac ‘Cantral

rial Hist' Setling

35 00°E, Gewtd

) opersonogmin  JL 1 Z0E S5 esasamn e AL

Qc

Ha  Patient D Wam  Saephs Type Rasih [ Lat
OIS 006 48 ;0310255

L] 223 o o * Tiagz  AAEIE
AACTOK Search

g T az 0210235
m e . e i
AACOOK Lo
210278 004

) e wa p— a?njnnaﬁ ANDGETE
AACDOK L

j e - “ G e
ARCDOK ue
s vz e W02

2 = i e = T aea)  AAGBIEF
AAEROK
210225 001 2 &2 0910295

1 m = we & Crdgta.  AADGBIEF
AACTON

Y oparstor; sdenin :; . :;:;;: Ferts 30210312 11:56:43 AABD. 30 e 30
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. ID-Chip

" L 3E.00%C, Gead E AT0 Bodi tech
ﬁ Operatd, sdmnin @R ¢ 35.00°C. Goad £ 05, 26 2000 093551 "::g .Ix.

s 0
L

Hbalg AAOGBIEF 12.28.2022
Thl Plus THRDE10G 12.28.2022
hsCRP CAPLRO1A 12.28.2022

P5A PSROAIGF 12.02.2022

THRCEDSE 11.29.2023

QC Result

Item Lot L1 Status Date
ABCDOKTE VT ANCOQKTE LWE
S 451~ 61):50 (B76-11850p P8 0S262000

AAEDOKTE LN AACOOKTALWE
AADGETEF (@51 < 61900 (B76= 1185150 Fail 05262000
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2) View/print/manage saved test results:

- You can store up to 10,000 AFIAS-10 test results in internal memory.

- When you touch the History tab in the main menu, you will see the results of the
currently saved tests. Each test result is displayed, including patient ID, user, test
type, results, test date, and LOT information.

- If you want to print any of the test results displayed, select the result and touch
the Print button.

- If you want specific test results, you can tap the Search button to enter the patient
ID, user, test type, test date, and so on to view the results you want.

(1) History screen

Analysls
Mo PatientiD  Mem  Seengle Type Rasult Date Lat Prirt
SR e B W e
s T BB oo
2 EL%;E i wa :::_ a:“z-z?:‘z“ GAFLRGA
081 00 i 57 bl
20 6 e we maiL 1agyy  CAPLROIA
n IR L, Mo R anon
m T e T, MR oo
= z?&gu p e = BN oo
N " i 510 INBY  capora

RisacTibe il 12210
@ L 35.00°C, Gead AT Bodi tuch

Operator, admin " 2 30010311 13:41.36 A0 0
& @R : 35.00°C, Gl P 2

- Check details: You can check the details by 1-2 seconds long (1-2seconds) to see
the details.

Analysis
Mo Pstientid  Mem  Sampls Typs Resut Date Lat Print
0811 024 a6 S
i @0 B : CAPLROTA
B 000K B ube oL 7w Swarch
2091 :
a "Tams A m L] B oo
o Deoos sd -
Fina ' = TGN g
] BeodTuta it oL [FEEE %
s54 . mn
1 BoodTube - P=r 1239 CAPLROTA
i 5T A
an - CAPLATIA
; 1541
Soows  PendTibe e -
210311 019 56 A mn
S e B ot any  CAPLADA
F0311 018 = i prenpe
" U 004 w8 LI capLRmIA
BcoATube moL T
A nonnd
0311 017 [ £ Y]
" V601 o a TIN  camaona
By Woofnute o iia?
aomies sm A mn
18 U 600 e AN capuania
Beodlute ot e
B D300
. HoE o aan o
18 M Rt i motL fiigg | EXRAEA
" A1 Bedi tuch
15, cpermtor scmin bR e (3 20210311 135402 HATD 00,0303
S’ Rt e o FAMD 0L
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Date: 021,080,101 12:39:17

210311 _02e
o

» 5,00 wgiL
8.6 mpsl

- Sample Type | W8
- Lot : CAPLROWA

- Rev. 1 -1

- Exp. 1 2040.92.31

- Gyerator i admin

- Print of save results

Touch the result you want to output (V: activate the print mark red) and click
'Print'.

(@ Click "Print’
Anatysis
Mo PatentiD  Bem  Sample Type Rl [ ™ Prini
non [y A
v o= Timet o, 0™ = WL
nean o ks e g
ﬁ)SelecItlhe | = SR e w i Tohas CAMROIA
Result A 0 e us
s @
s = i - L] I Can o
oy
2 " om B I e,
T S — g
» TR - ar Fal L
AT hech X e gk
0oL e, ™ f EEEDN
nEnE e fr Pt
w e - foery | GaRLAO
. pwnor = e P
iy i, meadns ke 4 e b
e e (225 e o
w s - AT M carnon
5 e s L . Ei) A PR
i [ . et T s
« w0 s secn
) cpmnicr gt BL B g s e,
R e PR E — PRI e -

Click 'OK" in the pop-up that appears to print the selected results.

O

Print

Salected items will be print
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- Search for saved results

If you have saved results that you want to search for,click 'Search'on the right.

Click ‘Search’
Analysis
No  PatientiD  lwen  Sample Type Aot Date et i
i
D@ oM jace 58 T ———
# o s }
ot gL 122917 -
Haan oz 558 E T ——
n ] BioodTebe e mpiL fEakas: ST
N 02 ke san ;mn
= o we 1 capaona
mgL 122735
Booses  Meodlube
e oz 538 ;e 3
ty goN Ll wi ] aeg  CAMRGTA
neEN M0 o mrman
i e we CAPLRDIA
EssonTubs moL 122540
B 00005
naan me aCh £ m|aeEmn n i
e, L =gl 123p  CARRDLA
I R fas ;o100
" 1 004 ws G S
BisoTube o 1223049
B ooe0s
,, Heron = sz Mm@ =
ey Tobe - mgiL 12224  CAPLRD
D@ O e s ;LmEm
W Cum wo P 122 GARACIA
2@ 05 e 530 20010811 ,
18 MO BsedTebe i maiL e CAPROWA
10 Bacitech
L 4 EETL, Good o
15}, Opeeator. admin 5 20210311 13:57.09 - AT KKK X
) @R 0o, tosd o FAND, K010 0K

When you type a search terms in the pop-up window that appears, they display
the results, including the corresponding strings.

Search

ampan - monpam
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- Transfer of save results

Touch to select the result of the LIS (V: activate the print mark red), and then click
'LIS".

@ Click “LIS’
Analysis
e Putemit  hem  GampleTrpe hewsh e et et
ez
T e e e ammn
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Click 'OK'in thepop-up that appears to send LIS the selected results.

™
O,

LIS

Selacted items will be exported
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9. AFIAS-10Preferences

The AFIAS-10 can set the environment using the following settings menu.

1) System Settings

Analysis
m Date 2021.03.11 [ s ]
User managernent
Format [ 81,00V 00, 8Ly m
Weraion
- -
LIS
— s
Language = m X
Log-out Time 0o: 10 | 00:30 | e | 2200 | w3:00 |
aor = A10. Bodi tech
1)) opersior; sdain DL LIS N S 0210311 1416:24 st o

= From the main menu, touch the Setting tab, and then touch the System tab to go
to the System Settings menu.

= To set the date, tap the 'Set' button on date. You will see a screen for setting the
date, and select the date you want to set.

= To change the date displayformat, select the format youwant in Date Format.
= To set the time, touch the Set button on time. The screen for setting the time is
displayed, and set the time you want to set.

= To change the language, select the language type that you want to change to
Language.

= Touch the Printer button to set up the printer. You can select Auto or Manual only
to set whether to print automatically during test.

= You can set the automatic log-out time for long periods of unused non-entry. *
Selecting '00:00'does not use automatic logout.
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2) Manage users

Analysis
System User Authority Add
adrmin Admanistrator
User managerment
Pincode
Version
Delete
LIS
r ; @ L 350000, Gl ; kv
V7)) Operator adenin . 5 2021 0391 140632 ADX K
\,_]J/ @ A 34.68°C, Goor i i

- From the main menu, touch the Settings tab, and then touch the User manage tab to
go to the User Management menu.

- Users can only be added anddeletedif they are logged in with Administrator
("Admin"), and if you are logged in as a regular user, the Add, Delete button will not
appear.

- To add a user, touch the Add button and enter the user ID and password to register a
new user.

- To delete a registered user, select the user you want to delete and tap Delete to
delete it. If you want to delete the entire user, select the full selection box at the top
and touchDelete to proceed with the entire deletion. (In this case, administrators are
not deleted.)

- If you are loggedin with a regular user ID, you can change your own password.

form-GE02-15 (Rev. 04) 64 /74
65 / 193



810 @ TECHNOLOGY

Document No.: OPM-A10-EN
Revision date : 2021. 08. 20 (Rev. 01)

3) Versioning
Analysis
System Factory Serial

User management  Device Serial

SECECRN .
o I
moer [
parator @ L : 3500C, Gewd . - 10 i
ﬁ g LacE @R 34.B8C, Good 5 20210391 140940 - 0,200 00,00

- From the main menu, touch the Settings tab, and then touch the User manage tab to
go to the versioning menu.

- You can check the operating environmentand version of AFIAS-10, such as Firmware
and Software.

- In the event of a future update, you can proceed with the update via our SD-card or
USB.

4) LIS Management

Analysis
gl Type

User managerment Protocal

ot T

# 10 BSAL Tk
DL 0P, Gosd x , :
@ Opserator admin O R L3500, e () 2020.06.13 055745 ARHOLIGE. I XK

- From the main menu, touch the Settings tab, and then touchthe LIS tab to go to the
versioning menu.

- You can select the LIS type, Protocol, and linterfacethat are sent.
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- If you are using Sarial communication, you can set the Baud rate. (Base 115,200)

- You can set the addressof the LIS server when using TCP/IP communication, and
disable DHCP if you are usinga static IP for yourdevice.

- When checking, you can select the LIS automatic transport function active in Export.

5) Setting menu tree

Setting

| User I
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10.  Error Message
1) Dialog Error Message

Error Message

Cause

Solution

Printer Error
No Paper

Print in no printer paper or printer
cover not to be closed well

Check printer paper or printer
cover

Printer Error

Problem with printer communication

Contact on the service center

No Reponse if there is continuous error.
Abnormal Start test not to reach the Restart the test when the
Temperature, Test appropriate temperature in the analyzer reach in appropriate
banned analyzer temperature

Can’t start

Limit the test in case there is a severe
error in Self Test

Contact on the service center

Unsupported
Sample Type

Use a sample type that is not
supported by the Rack you have put
it(ex) Use Swab sample in Blood Tube
Rack)

Use the sample type that is
supported by Rack

Expired ID chip

Insert the expired ID Chip

Do not use the expired ID Chip

Invalid ID chip

Insert the ID Chip that is not matched

Do not use the ID Chip

All cartridges are
incubating.
Please wait

Press the Button(Bay Load/Unload)
when there is no empty slot and all of
the cartridges are tested

Do not Load/Unload the bay
when all of the bays are tested

Extra Tip 1~X

Insufficient Extra Tip when assigning
test items

Replenish the Extra tips and try
again

The test is still in
progress.

Attempt a firmware update while test
is progressed

Update a firmware after all of
tests are completed

No rack found

load the rack without inserting it

Try again after insert the rack

Duplicated User
Name

Create the same user ID

Do not create the same user ID

Failed to remove
the tip.

Do not remove used tips

If the waste bin is full, empty it
and try again. If there is a
continuous error, please
contact the service center
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2) Cartridge Errror Message
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Error Message

error

Value Invalid 1

Cartridge Error

Cause Solution
Invalid 25~32 Cartridge Error
- g - — Please check with the new
Invalid Cartridge error or poor dosing position

cartridge.
If you have continous errors,

lease contact our service
Flow Invalid Poor dosing position or pump failure P center
Strip Invalid Cartridge Loading Line Error '
Th tridge that th
Cancel Show at user shutdown Under test € cartridge that the user
forced to cancel the scan.
. . ) Replenish the Extra ti d
Tip Required No Tip eplenis € X_ ratipsan
try again
. Check th | dT
Sample Invalid Sample Detect Error ec easz;\: €andry

Scan Invalid

Optical system drive error

If you have continous errors,
please contact our service
center.

Unknown

Do not match with Cartridge Barcode

and ID Chip Lot

Register the ID chip first
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11. Maintenance, repair and disposal

1) Maintenance:
= Mounting print media on the built-in printer

= Emptying waste bins

To install and replace the print media on the built-inprinter:

- Open the printer cover as shown below, insert the printed paper properly, and
close the printer cover.

- Place the appropriate print paper.
Recommended paper
Paper Type : Infection Roll
Paper width: 57 mm
Paper thickness: 60+5um

When the printer cover is closed, the printer reset is automatically run
when it is functioning normally, at which time the printable paper is
discharged.

When opening and closing the printer cover, do not use any force when
replacing the print media. This may cause failure.

Make sure the print paper is of the appropriate specifications.

Do not use paper with the central part of the printing paper glued
together. The built-in printer does not have the ability to check if the
paper is used up.

While mounting the print paper, make sure that the printer is not
receiving any data. Otherwise, the data will be lost.

> B BB
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If the previous test results are printed and the print paper is not printed
& due to lack of print paper, the old results will be printed automatically
when a new print paper is fitted.

However, if you turn off power during printing, unprinted data is lost.

A If the printer cover is not closed normally, no data will be printed.

Emptying wastebins:

- As the test progresses and completes, the used tip is discharged into the waste
bin.

. If the tip used for the waste bin is full, remove the waste bin and discard the
used tip.

When handling biological waste, you must follow the relevant
regulations.

2) Repairs:
« The AFIAS-10 does not has parts that can be repaired by the user.

If you need technical repair or maintenance, please send it to us or contact your
local distributor.

3) Disposal:

If the AFIAS-10 isrequired to be disposed of, it must be disposed of inaccordance
with the regulations on the disposal of electrical and electronic products in each
region.

Important!

For proper disposal and recycling of the life-long AFIAS-10, please
send us an AFIAS-10 to dispose of.
|

If you dispose of it on its own, it must be disposed of in accordance

with the relevant regulations.
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4) Transportation and storage:

Use the original packaging box when shipping the product. Also, please use the
original packaging box even if it is not used for a long period of time.

é When transporting or storing AFIAS-10, store it in a dry place and
avoid physical impact.
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12. Warranty

AFIAS-10 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-10 unit or
any component thereof; along with proof of purchase to Boditech Med Inc. or the
nearest Authorized Service Agent.

Warranty Information

In the event of a manufacturer's defect or failure within the warranty period (24 months
from the date of purchase), we will compensate you in accordance with the free repair
or consumer damagecompensation regulations for such products or parts.

In the following cases, the warranty period is also covered by the warranty.
- Failure due to user's mishandling and mishandling
- Failure due to consumer will or negligence
- Failure and damage caused by repairs and modifications other than our services
- Loss of product warranty and arbitrary change of mention

- Failure due to natural problems

For after-sales inquiry, please contact:

Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, REPUBLIC OF
KOREA

Phone: +82 243-1400 / Fax: +82 243-9373
Email: TS@boditech.co.kr/ Website: www.boditech.co.kr
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Product Certificate
Thank you for purchasing AFIAS-10.

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-10

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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www.boditech.co.kr

Respect for life

Boditech Med Inc.

43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do 24398, Korea
LT EHA SLH HEEX] 12 43

Tel: +82-33-243-1400 Fax: +82-33-243-9373

Obelis s.a

Bd. Général Wahis 53, 1030 Brussels, Belgium
Tel: +(32) 2.732.59.54 Fax: +(32) 2.732.60.03
mail@obelis.net
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Boditech Med Inc. garantija taikoma tik, jeigu produktas naudojamas pagal Boditech Med Inc. nurodyta
metoda.

Jokiu budu ,,.Boditech Med Inc.* neatsako uz patirtg tiesioging ar netiesioging zalg.

D¢l techninés pagalbos kreipkités:
»Boditech Med Inc.“ techninio ir aptarnavimo palaikymo komanda
Tel: +82 33 243 1400, El. pastas: TS@boditech.co.kr

d Boditech Med Inc.

43, Geodudanji 1gil, Dongnae-myeon,

Chuncheon-si, Gang-won-do 24398, Kor¢jos Respublika
Telefonas: +82 33 243 1400 / Faksas: +82 33 243 9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53, 1030 Briuselis, BELGIJA
Telefonas: +(32) 2 732 59 54

Faksas: +(32) 2 732 60 03

El. pastas: mail@obelis.net

Tikrasis turinys ekrane gali skirtis priklausomai nuo specifikacijy ir kliento reikalavimy.
Sis gaminys yra in vitro medicinos prietaisas.
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1. Bendrieji perspéjimai ir svarbios gairés

Grafiniai simboliai
Toliau nurodytas sgrasas apibtidina AFIAS-10 vartotojo vadova, AFIAS-10 produkto etiketes ir pakuotés
dézes bei jvairius zenklinimus, kuriuos galite rasti pakuotés dizaine.

Simbolis Paaiskinimas

Gamintojas.

Zr. naudotojo vadova.

In vitro medicininis prietaisas.

Elektriniy ir elektroniniy komponenty Salinimas.

Biologings rizikos.

USB prietaisai.

Temperatiiros ribos.

Serijinis numeris.

Lazeriné spinduliuoté.
Nezitirékite j lazerio spindulj.

Potenciali biologiné rizika.

Sis zenklas naudojamas, kai reikia specialiy jspéjimy ar atsargumo priemoniy, susijusiy
su prietaisy, kurie néra pazyméti etiketéje, naudojimu.
Sis indikatorius taip pat naudojamas norint reiksti ,,PraSome Zitiréti vartotojo pastabg‘.

Sis indikatorius naudojamas nurodyti situacijas, kai nesate atsargiis arba nesilaikote
instrukcijy, arba jei gaminio naudotojams ar aplinkiniams rodote, kad galite biiti
Pavojinga | suZeisti dél elektros smugio arba UV spinduliy poveikio.

> 9%’4& 5"?rlﬁbliﬁﬂt@§@k
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A Elektriniai pavojai!

Pavojinga

Jei AFIAS-10 naudosite netinkamai arba nekreipsite j tai démesio, galite patirti elektros smiigj, nudegimus,
gaisrg ar kitus pavojus. Norédami sumazinti §ig rizika, atlikite Siuos veiksmus:

e Naudokite tik pateikta maitinimo laida, pvz., AFTAS-10.

e AFIAS-10 neturi daliy, kurias galéty pataisyti vartotojas. Niekada neiSardykite AFIAS-10.

e Bet kokiu atveju neleiskite vandeniui ar skysc¢iams sgveikauti su AFIAS-10.

e Jei reikia iSvalyti, nuvalykite kasetés laikiklj ir iSor¢ minksta Sluoste. Pries valydami iStraukite

maitinimo laida.
e Jei AFIAS-10 ilga laikg nenaudojamas, iStraukite ir i§imkite maitinimo laida.

& Potenciali biologiné rizika.

Pacienty meéginiai ir panaudotos kasetés turi buiti laikomos potencialiai infekcinémis medziagomis.
Norédami sumazinti biologine rizika, atlikite Siuos veiksmus:
e Naudotas kasetes iSmeskite laikydamiesi biologinio vandens Salinimo taisykliy.

Jei jusy AFIAS-10 pilnai eksploatuojamas, nusiyskite ji i Boditech Med Inc., kad ji tinkamai pasalinty arba
perdirbty. Jei AFIAS-10 Salinate patys, iSmeskite ji pagal elektros/elektronikos ir komponenty Salinimo
taisykles.

\ Visada iSmeskite biologines atliekas laikydamiesi vietiniy potvarkiu. \

& Lazeriné spinduliuoté.

AFIAS-10 yra 1 klasés jrenginys arba vidinis modulis yra 3R klasés. Kadangi AFIAS-10 turi jmontuota
lazerio modulj, lazerio spinduliuoté, emisija gali kelti pavojy; Norédami sumazinti $ig rizika, laikykites Siy
nurodymy:
e Niekada nemontuokite ir neiSardykite AFIAS-10. Sis instrumentas gali biiti veikiamas lazerio
spinduliuotés deél jmontuoto lazerio modulio ir lazerio langelio. Naudodami ir valdymai
vadovaukités vartotojo vadove nurodytomis procediiromis.
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Iprasto naudojimo metu AFIAS-10 nenumatomas naudoti uz jprasty riby, todél akiy apsaugos
nereikia.

Tyrimo metu neZitrékite j prietaiso vidy. Zitiréti j lazerio spindulius viduje per opting jranga (pvz.,
mikroskopus, teleskopus) gali biiti pavojinga.

Visi gaminio iSoriniai gaubtai apsaugo vartotoja nuo lazerio spinduliy, todél niekada neatidarykite
gaminio iSoriniy daliy.

Lazerio spinduliuotés intensyvumas negali biiti reguliuojamas kitaip nei nurodé gamintojas.

A Démesio

AFIAS-10 naudojamas laboratorijose.
Norédami sumazinti AFIAS-10 Zala, atlikite Siuos veiksmus:

Jei nesilaikysite toliau pateikty nurodymu, garantija negalios.

Kad nepazeistuméte vidiniy komponenty, biikite atsargtis naudodami AFIAS-10.

Naudokite $varioje, nedulkétoje vietoje.

Apsaugokite AFIAS-10 nuo per didelés drégmés ir auksStos temperatiiros.

Nedekite jokiy daikty ant AFIAS-10.

Nenaudokite nieko kito, i§skyrus miisy sitilomus gaminius ir priedus.

Jei neturite specialiy nurodymy, nieko nekiskite § AFTAS-10 lizdus, stal¢ius ir pan.
Transportuodami ar sandélivodami laikykite AFIAS-10 sausoje vietoje nuo -20 iki 60 °C, kad
iSvengtuméte mechaniniy defekty ar pazeidimy.

Norédami i§vengti klaidy bandymo rezultatuose, vadovaukités Siomis instrukcijomis:

Jei nesilaikysite Siy atsargumo priemoniy, garantija netenka galios.

Pries tirdami jsitikinkite, kad jisy AFIAS-10 yra tinkamoje aplinkoje.

Testus reikia paruosti 15-35 °C temperatiiroje.

Tyrimui skirtos kasetés turi biiti laikomos miisy rekomenduojamomis laikymo salygomis ir negali
biiti naudojamos pasibaigus jy galiojimo laikui.

Prie§ testuodami jsitikinkite, kad testo pavadinimas, kurj norite iSmatuoti, kasetés partijos numeris
ir ID lusto partijos numeris tiksliai sutampa.

NeiSimkite testo kasetés 1§ aliuminio maiSelio, kol neatlikinésite tyrimo, palikite kambario
temperatiiroje bent 30 minuciy prie§ naudodami.

Prie§ atlikdami testa, biitinai atidziai perskaitykite pridedamas instrukcijas ir atlikite testg pagal
instrukcijas.
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2. Darbai

Paskirtis

AFIAS-10 yra medicininis imunofluoro fotometras, kurj galima naudoti su jvairiomis fluorescencinémis
imuno-imunospatinémis tyrimo kasetémis, kurias teikia Boditech Med Inc. Naudojamas kraujo, Slapimo ir
kiti méginiai, o méginio tipas priklauso nuo tyrimo tipo.

Principas

AFIAS-10 galima naudoti su jvairiomis fluorescencinio imuninio tyrimo kasetémis, pagrjstomis antigeno-
antik@ino atsaku ir fluorescenciniu imuniniu tyrimu.

AFIAS-10 naudoja puslaidininkinj diodinj lazerj kaip Sviesos Saltinj lazerio spinduliams tirti kasetése, kur
dedami méginiai; lazerio spinduliai tiriami naudojant fluorescencine Zyma pazymetas analitines medziagas,
sukauptas kasetés bandymo linijoje, ir i$ $iy medziagy skleidziama fluorescenciné Sviesa.

Fluorescenciné Sviesa surenkama lazeriu ir tik fluorescenciné Sviesa filtruojama naudojant filtrg. Surinktos
fluorescencinés Sviesos intensyvumas paverciamas elektriniais signalais.

Mikroprocesorius, sumontuotas ant plokstés, naudoja formulg, informacijg, saugoma ID luste, kad
apskaiciuoty analizés koncentracija.

Bandymo rezultatai, konvertuoti ir apskaiciuoti, kiekybiskai rodomi AFIAS-10 ekrane.

AFIAS-10 testavimas naudojamas atrankai, stebéjimui ir jprastiniams tyrimams tokiose laboratorijose kaip
ligoninés ir medicinos jstaigos.
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3. Komponentai

AFIAS-10 ir priedai pateikiami vienoje dézutéje. Norédamas tinkamai naudoti gaminj, vartotojas turi
1Smanyti techning terminijg ir kaip naudoti kiekvieng komponents.

Vartotojas turi patikrinti, ar dézutéje yra Sie komponentai: Jei tritksta kokiy nors komponenty, skambinkite
misy klienty aptarnavimo atstovui telefonu 033-243-1400.

AFIAS-10 1 vnt.

Elektros laidas 1 vnt.

Terminio spausdintuvo popierius 1 vnt.

Kraujo mégintuvéliy stovas 1 vnt.

Atlieky krepSys 1 vnt.

Vartotojo vadovas 1 vnt.
form-GE02-15 (Perz. 04) 8/74
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Galima pasirinkti Siuos komponentus (tiekiama pagal poreikj): mégintuvélio stovui pateikiamas vienas

Perzitiros data: 2021-08-20 (Perz. 01)
pagrindinis kraujo mégintuvéliy stovas, kurj galima pakeisti j kita mégintuvéliy stova perkant gaminj. Jei
reikia papildomo mégintuvéliy stovo, jj galima jsigyti atskirai.
7 Eppendorf (1.5 ml) mégintuvéliy 1 v,
CSL TR UF R ORE AR B O stovas
s Eppendorf (0.5 ml) mégintuvéliy 1 vat
ni8 8 9 2 D 9 » =N P StOVaS '
y 4 Mini kraujo mégintuvéliy stovas 1 vnt.
NS UL S0 ORE BN AR O O B
Bruksninio kodo skenavimo
2.2t.s.
, 22ts. | jrenginys L vat.
’ USB klaviatiira 1 vnt.
SD atminties kortele 1 vnt.
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4. Techninés specifikacijos

ISorinés specifikacijos
e Dydis
e Svoris
e QGalia
e Duomeny iSvestis

Salygos
e Naudojimo temperatiira
e Sand¢liavimo temperatiira
e Drégmé
e Aplinka

Optiné sistema
e ApSvietimas
e Imtuvas

Kitos specifikacijos
e Sasaja

e Ekranas
e Saugiklis
e Lazeris

426 mm (P) x 443 mm (G) x 395 mm (A)

20 kg

100-240 V AC, 50/60 Hz, 2.6-1.0 A

LCD / ijmontuotas spausdintuvas / RS-232 jungtis

15-35°C
-20-50 °C
10-70 %

Venkite tiesioginiy saulés spinduliy, mechaniniy vibracijy ir
magnetiniy lauky. Idiekite ant sauso ir Svaraus bei horizontalaus
pavirsiaus.

Lazerio diodas
Silikoniniai foto diodai

USB 3 jungtys

LAN 1 jungtis

LCD / jmontuotas spausdintuvas / RS-232 jungtis
SD kortelés jungtis 1 jungtis

Mini USB 1 jungtis

10.1“ TFT LCD (lietimui jautrus ekranas)
T4L-250V

Lazerio klaseé: 1 klase

Spinduliuotés banga: 635 nm

Spindulio kampas: Pusiausvyros Sviesa
Impulso ciklas: -

Maksimali spindulio galia: <1 mW

**#%AFIAS-10 atitinka standartus EN 61326-2-6, KINIJA: GB4793. 1-2007 ir YY 0648-2008 ir
GB7247.1-2012 & GB/T18268.1-2010 & GB/T18268.26-2010 ir GB/T14710-2009.
#*% AFIAS-10 yra lazerinis analizatorius, atitinkantis IEC 60825-1: 2007

form-GEQ02-15 (Perz. 04)
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5. Funkciniai ir naudojimo elementai

Vaizdas i§ priekio

1 LCD Rodo jrangos veikimg ir matavimo rezultatus, klaidos pranesimus ir
t. t.
’ Priekinis jjungimo | Jjungimo mygtukas, naudojamas tada, kai pagrindinis jjungimo /
mygtukas i§jungimo mygtukas galin¢je prietaiso dalyje jjungtas.
3 ID lusto lizdas ID !ustq i'terpimo jungtis su jdiegta informacija elementui, kurj
norite tirti.
4,5 Priekinis dangtis Apsauginis dangtis, kai prietaisas néra naudojamas.
6, 10 Méginio stovo dalis | Dalis su stovu su méginio mégintuvéliais, skirtais tirti.
7 Atlieky indai Kaseciy ir antgaliy utilizavimo po testo indas.
. ) . | Kairioji dalis su bet kokiomis kasetémis ir vartojimo reikmenimis iki
8 Kairioji kasetés dalis -
5 testy atlikit.
T A .| DeSinioji dalis su bet kokiomis kasetémis ir vartojimo reitkmenimis
9 Desinioji kasetés dalis | . . o
iki 5 testy atlikit.

form-GEQ02-15 (Perz. 04)
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Vaizdas i$ kairiojo Sono

e

®

e |

C]

1 Galios jungiklis Pagrindinis prietaiso galios jungiklis.
2 Galios laidas Galios laido jungtys.
3 LAN jungtis AFIAS-10 ir LAN jungtis.
4 3D kortelé gléc;menq saugojimas ir jrangos atnaujinimai (gamintojui, iki 32
5 USB jungtis Briik$ninio kodo skenavimo ir panaSiems jrenginiams prijungti.
6 Mini USB Gamintojo jungtis.
7 RS232 AFIAS-10 ir kompiuterio integracija.
form-GEO02-15 (Perz. 04) 12/74
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Vaizdas i§ vir§aus

\
1 — | » Spausdintuvas
| | =) |
pa— |
= 1 i
(b |
Atlieky indas ‘—’
I
- L
Kairiofi . p e _ * LCD
kaseCiy dalis RSSO  B  E | [P ~— Meéginio stovo dalis
~——— Desinioji kasetes dalis
Spausdintuvas | Skirtas jrangos testo rezultatams pateikti.

Vidiné struktiira

Kasetés laikiklis

J.I

SiE &

Antgalio laikiklis

Kasetés laikiklis Testo kaseCiy sudéjimo vieta (iki 5 kasec€iy vienoje dalyje).

Antgalio laikiklis | Testo antgalio sudéjimo vieta.
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6. Idiegimas

é Prie$ naudodami AFIAS-10 perskaitykite ir supraskite Sio vartotojo vadovo 1 skyriaus
perspéjimus ir atsargumo priemones.

Galios reikalavimai:
AFIAS-10 veikia komercinémis galios tiekimo specifikacijomis — 100-240 V AC, 50 iki 60 Hz, 2.2-1.1 A.
Jeigu galios informacija neaiski, susisiekite su savo pastato administratoriumi.

Idiegimo vieta:

AFIAS-10 skirtas naudoti patalpose ir turi biiti naudojamas sausoje, Svarioje, plokscioje, horizontalioje
vietoje; vietoje, kuriai nedaro jtakos tiesioginiai saulés spinduliai, vibracija ir elektroninés bangos.
Nustatykite kambario temperattrg nuo 15 iki 35 °C.

Idiegimo procesas:
Isimkite komponentg iS pakuotés ir patikrinkite, ar néra fiziniy pazeidimy arba trukstamy komponenty.
1. Prijunkite maitinimo laidg prie maitinimo jungties, esancios prietaiso gale.
2. Prijunkite maitinimo laidg prie maitinimo taSko ir paspauskite bei jjunkite maitinimo jungiklj, esantj
prietaiso galinéje dalyje.
3. Jjunge galinj jungiklj patikrinkite, ar priekiniame jungiklyje Sviesa dega raudona spalva.
4. Paspaudus priekinj jungiklj, jranga jsijungs, o lemputé taps mélynos spalvos.

é (Bukite atsargiis! Jeigu priekinis jungiklis yra jjungtas, ekranas jsijungs tik po 9-10
sekundziy).

5. Tjungus AFIAS-10 trumpam parodys Boditech Med logotipg ir prasidés sistemos paleidimas bei
savitikra.
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6. Po savitikros atlikimo, pasirodys jsiregistravimo langas.

o 1)Y(2) (3

Enter your 4-digit 4 5 6

Pincode

7. Kali jsiregistruosite, jvyks prietaiso atkiirimo procesas.

Initializing

8. Pasirodys pagrindinis meniu.

Analysis History

05.25.2020 134841

- ®L . 35.0°C, Gead
7 Operator. admin SR : 35.13°C. Good
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7. AFIAS-10 tyrimo atlikimas

Pries tyrima perskaitykite kasetés pakuotés idétinius lapus.

Pries yrimg jsitikinkite, kad partijos numeris, pateiktas ant kasetés, tiksliai atitinka ID lusto
numer]j.

f: Kasetés privalo buti sandéliuojamos miisy nurodytomis saglygomis. Jeigu naudojate
pasibaigusio galiojimo laiko produkta, testo rezultatai gali buti klaidingi.

Jei testas staiga baigiasi arba nepavyksta nuskaitant kasete, rodomas susijes klaidos kodas.
Daugiau informacijos apie atsiradusiy klaidy kody priezZastis ir sprendimus rasite 9 skyriuje
,» Lrikéiy diagnostika“.

1) PasiruoSimas tyrimams
e Norédami atlikti testa, paruoskite Siuos produktus:
e XXX ID lustas
o XXX kaseté
e Paciento méginys arba Boditech XXX kontrolé
(Pastaba: XXX nurodo naudojamo testo pavadinimq.)
AFIAS-10 VIENU GALI ATLIKTI IKI 10 TU PACTU AR SKIRTINGU (IKI 10 TIPU) TESTU.
e Pries iStraukdami kasete i§ kasetés maiSelio, isitikinkite, kad ant kasetés maiSelio pateiktas partijos
numeris sutampa su testo pavadinimu, pateiktu ID luste.
e Palikite paciento méginius, kontrolines medziagas ir kasetes kambario temperatiiroje bent 30 minuciy,
kad uztikrintuméte testavimui tinkamg temperattrg.
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2) Isiregistravimo / jvedimui reikalinga informacija:
Kaip nurodyta 6 skyriuje, AFIAS-10 parodys jsiregistravimo langg.

(1) Pasirinkite vartotojo vardg ir jveskite slaptazodj. Pradinis vartotojo vardas ir slaptazodis yra ,,Admin*
ir ,,0000%. Vartotojai gali pakeisti ,,Administratoriaus* slaptazodj ir pridéti kity vartotojy. Norédami gauti
daugiau informacijos, zr. 8.2 skyriy, Vartotojy valdymas.
Jei prisijungimas s¢kmingas, rodomas pagrindinis meniu.

(2) Kiekviename pagrindiniame meniu rodomos funkcijos aprasymas yra toks:

Meéginio stovo sritis

Meniu juosta

Analysis History

Komandos mygtukas ' Start No ID chip

Dalies informacijos

sritis

Sistemos
informacijos sritis '—+ | s st S ; B . o 8343008 12480 I a0
. i

Skystyjy kristaly ekrano valdymo langas: nurodymai, veikimas, biisenos rodymas ir matavimo rezultaty
rodymas, norint nustatyti pageidaujamg matavimo aplinkg (jvestis per jutiklinj ekrang).

e Meniu juosta: mygtuky sritis, skirta atidaryti Analsysis / History / Sting ekranus.

e Komandy mygtukas: mygtuko sritis, kurioje galite pradéti tikrinti ir perZitiréti saugoma ID lusto
informacija.

e Dalies informacijos sritis: sritis, kurioje rodomi testo eksploataciniy medziagy kasetés ir antgalio
nustatymai ir bandymo eigos informacija.

e Me¢ginio stovo sritis: sritis, kurioje rodomi tikrinamo méginio nustatymai ir informacija.

e Sistemos informacijos sritis: informacija i§ operatoriaus. Rodo datos ir laiko informacija, Siuo metu
naudojamos AFIAS-10 programinés jrangos informacija.
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(3) Dalies informacijos sritis ir méginio stovo sritis

Unloaded Unipaded
Kairioji kasetés sritis Desinioji kasetés sritis Meéginio stovas

Kiekvienas atitinkamas meniu sukonfigiiruotas taip, kad atitikty prietaiso vartojimo reikmenis.

Unloaded Unloaded
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e Dalis gali biiti jterpiama ir atleidziama mygtuku po kiekvienos dalies ekranu, o esamos dalies buisena
bus rodoma ekrane.

Unloaded Nejkrauta Dalis isleista. Paspauskite, kad jterptuméte.
— Jkraunama Dalis jkraunama.
Loaded Ikrauta Dalis jkrauta, gali biti i§leidziama ilgu paspaudimu.
[Skraunama Dalis iSkraunama.
Reac Q‘ ting Laukiama reakcijos Lauklama kasetés reakcijos. AtSaukti galite ilgu
paspaudimu.
Atliekama Testas atliekamas.

- Kasetés dalis: rodoma kasetés informacija ir biisena.
- Meéginiy stovo dalis: rodoma meéginio informacija ir biisena.

(4) Sistemos informaciné dalis
« A0 Badl tech

@ 35,00, & - ’
@wf;m ga,;f.‘:z,:. o MTM x%’zzm
Operatorius Kasetés dalies Data ir laikas Programinés jrangos
p -_—
temperatuira informacija
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3) Testo informacijos jvedimas
(1) ID lusto identifikavimas
Idékite elementy, kuriuos norite tirti, ID lustg j ID lusto jungt;.

Iterpkite ID lusta j ID lusto jungtj, kaip nurodyta iliustracijoje, ir palieskite ID lusto mygtuka ekrane.

ID lusto mygtukas

Analysis History Setting l

No ID chip

e

Unloaded Unloaded

) Opemocsanin QL BB it o osasauniaasa
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Palietus, esamai iSsaugoty ID lusty sarasas bus pateiktas ekrane. Paspaudus jkrovimo mygtuka, jkrausite ir
i§saugosite jterpto ID lusto informacija.

PSRDAISF 12.02.2022

Tn-l Plus TNRCBOSG 11.29.2022

AIE 1D-Chip EA|

hsCRP aohns

- ’ AT Mo e
) Operstor schknin 2 o iac 05,25 2060 1415327 A% 00 KKK
N/ @R 3e 8240, Good « EAD30C000 0L 9%

Vienoje partijoje iSsaugoma iki 10 tos paties elemento, o jei ta pati partija yra tame paciame elemente, ji
perraSoma naujausia jdéta ID lusto informacija. Saugoma iki 100 ID lusty informacijos, o po 100 istrinama
seniausios istorijos tvarka. ID lusto sgrasas rodomas naujausia tvarka ir nerodo pasibaigusio galiojimo ID
lusto informacijos.

Jei vienu metu tikrinate kelis elementus, patikrinkite, ar ID lusto informacija yra ID lusto
A saraSe. Jei jo néra, kaseté nebus identifikuota, todél idékite ID lusta, kad i§saugotuméte ID
lusto informacija.
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(2) Kaseciy jterpimas
1. Idekite kasetes

og e tech

Kaip nurodyta iliustracijoje, sulygiuokite kasete nurodyta kryptimi ir stumkite iki pat galo.

Jeigu vienu metu tikrinate kelis elementus, rekomenduojame toje pacioje dalyje naudoti panaSiy reakcijos
laiky elementus.

é Kai jterpiate kasetg, ja jterpkite rodyklés kryptimi.
Kitu atveju pasirodys kasetés briikSninio kodo klaida.

Kai jterpiate kasetg, stumkite jg iki pabaigos.
Jeigu nejstumsite jos iki galo, Jus patirsite darbiniy jrangos problemy.

(O) (O) (O) (X) X)
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Kai kasete sumontuota, kasetés informacija ekrane pasikeis  ,,aktyvuotg®.

Analysis

) opuiaior sdnin DL b B L 90210311 1857.29 o
: 35,0000, * FATDHC0H K,

Goud

2. Idekite antgalius ] jterptas kasetes.
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Kai naudojate antgalj, visada naudokite miisy tiekiamg antgalj; kitu atveju galite turéti

é veikimo problemy.
Isitikinkite, jog antgalis jterptas j kasete. Jeigu antgalis néra tinkamai sumontuotas, testo
metu pasirodys ,,antgalio nebuvimo klaida“ ir bus atlickamas kitas testas.

*Papildomas patarimas
Paprastai vienam elementui reikés 1 antgalio. Taciau kai kuriems elementams (pvz., vitaminui D, T3, T4

ir kt.) gali prireikti papildomy antgaliy. Kiekvienoje dalyje galite sumontuoti iki 10 papildomy antgaliy.
Papildomai pritvirting antgalj, suderinkite ant ekrano sumontuoty antgaliy skaiciy. (Jei reikia papildomy
patarimy, zr. elemento jterpima.)

Sritis papildomiems
antgaliams

Analysis History Setting

Papildomy antgaliy kiekio nustatymas

™
&

- n A e, e
- * FA10 Xx

7, Opesptor. admin
-
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Norédami gauti papildomy patarimy, uzpildykite i$ apatinio desiniojo kampo; kitu atveju
susidursite su jrangos veikimo problemomis.

3. Dalies jkrovimas
Paspauskite jkrovimo mygtuka dalyje su kasete ir antgaliu, kad nuskaitytuméte kasetés bruksninj koda ir

parodytuméte naudojamos kasetés elemento pavadinima.

Analysis History

A0 Bod; tech

2 . $.00%C, Osod —— =
Operator: admin & 130 okl 05.25. 2020 142X45 AALD 200 XX XX 0K
N/ . 35.13%¢, Geod = o EABD.25¢.30%.

Palieskite
,»Jkrovimo**
mygtuka
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valysis History Setting

Identifikuokite
briiks$ninj koda

A0 Nedt tark
—— 0525 2020 14.22. 52 AATC R R, X8
. 35030, sl o BAIS 0% X108 DK

Analysis History Satting

No ID chip

L] [ [ _
Identifik hsCRP hsCRP hsCRP heCRP TndFlus  TndFlus  TndPls  TerlPus A
entl 1 UOtO M. Car BN LE R o) T ™YW b il TR N e B 3
elemento _
parodymas o
s 1
Uzbaigtas jkrovimas Loaded Loeded
o I @1 ' wao rord , —— . !h_i Bodlnech
\‘:/ Cperator. admin D0 S, dusd US25.2020 " 434248 .::;z :;,;;
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Jeigu kaseté néra identifikuota, praSome patikrinti elemento pavadinima ir partijos numerj
ID lusto informacijoje ir, jeigu reikia, pakartotinai patvirtinkite.
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(3) Méginiy paruoSimas

Su AFIAS-10 galite jsigyti keturis stovy tipus (méginio paémimo tipus).

“ }_\\\ \'\ ..Y,’ Y,,* rj \ //’ _

1. Kraujo surinkimo meégintuvélis
Atidarykite kraujo surinkimo mégintuvelio su krauju dangtelj.

form-GEQ02-15 (Perz. 04)
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~ 5ml (100
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\. J
s ™
1.5 ml
t Eppendorf
!' mégintuvéliy
stovas
\. J
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‘ Mini kraujo
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Naudokite misy tiekiamg kraujo surinkimo mégintuvéliy stova.

Jeigu stovas atvira puse nukreiptas ] naudotojo kiing, numeravimas prasideda i§ deSinés i
kaire. DeSiniausia vieta yra 1 vieta. Stova biitina uzpildyti eiliSkumo tvarka.

Viename stove galime naudoti 10 kraujo surinkimo meégintuvéliy.

Kai jterpiate j prietaisa, jterpkite su bruksninio kodo lipduku nukreiptu j prietaiso desine
puse¢. Jeigu iterpimo kryptis néra teisinga, su prietaisu galite turetl jvairiy problemy.

lmmwn 14 700

. WL

Galima naudoti tik komercinius kraujo surinkimo 3 ml ir 5 ml megmtuvélius.
e 3ml

f

12.3~12.6

¥
I‘i 74.8~75.2 ————————»
AN

( t
12.3~12.6
¥

L 99.8~100.2

Y

Didesni arba maZesni mégintuvéliai gali kelti problemas prietaiso veikimui.

Naudojant kraujo paémimo mégintuvelj, méginiai, kuriy méginio tiiris yra 3 ml, gali bti

tik 1 ml ar mazesnius méginius; 1§ 1 ml ar mazesniy méginiy gali nepavykti paimti reikiamo
meéginio kiekio, o tai gali turéti jtakos tyrimo rezultatams.

Jei naudojant kraujo paémimo mégintuvélj vidiniame méginyje yra burbuliuky, kiekybinio
jvertinimo méginio paémimas gali nepavykti, o tai gali turéti jtakos tyrimo rezultatams.

fi naudojami tik 1 ml arba 3 ml ar maZesniems meéginiams, o 5 ml mégintuvelyje galima naudoti
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(X) Q)

Geriausia zona

Aptikimo zona

2. Eppendorf megintuvélis (1.5 ml)
Idékite 1.5 ml Eppendorf mégintuvélj su méginiu j 1.5 ml Eppendorf mégintuvélio stova po to, kai
dangtelis pilnai pakeltas.

y

A\

Jeigu naudojate Eppendorf mégintuvélj su dangteliu (1.5 ml / 0.5 ml), patalpinkite dangtel;j j
griovel] taip, kaip nurodoma toliau:
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(0) (X)

Pilnai atidarykite Eppendorf mégintuvélio dangtelj.

(0) {X) (X)

Jeigu naudodami Eppendorf mégintuvélius nesumontuosite stovo tiksliai, tikétina, jog
negausite tinkamo méginio kiekio, o tai paveiks testo rezultatus.

A\
A

Su 1.5 mL Eppendorf mégintuvéliu méginio titravimas yra 40 ul + méginio kiekis.

Jeigu turite didesnj arba maZesnj nei nurodytas kiekj, gauta verté gali biti klaidinga.

3. Mini kraujo mégintuvelis
Nuimkite dangtelj nuo mini kraujo mégintuvélio su méginiu bei sumontuokite j mini kraujo mégintuveliy

stova.

A

Mini kraujo mégintuvéliy stovas ir 1.5 ml Eppendorft mégintuvéliy stovas turi tokia pacia
i8vaizda. Bikite atsargiis ir nesumaisykite (galite nety¢ia naudoti 1.5 ml Eppendorf
meégintuvel] su mini kraujo mégintuvéliy stovu arba sumaisyti mini kraujo meégintuvélius ir
1.5 ml Eppendorf mégintuvélius tame paciame megintuvéliy stove).
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A

Jeigu jstatéte mini kraujo mégintuvelj | stova, nepamirskite nuimti dangtelio.

(X)

A

Su mini mégintuveliu méginio titravimas yra 40 ul + méginio kiekis.
Jeigu turite didesnj arba mazesnj nei nurodytas kiekj, gauta verté gali buti klaidinga.

4. Eppendorf mégintuvélis (0.5 ml)
Idékite 0.5 ml Eppendorf mégintuvelj su méginiu j 0.5 ml Eppendorf mégintuvéelio stovo, kai dangtis
pilnai atidarytas.

Talpyklos jd¢jimas j 0.5 ml Eppendorf meégintuvélio stova yra toks pat, kaip ir su 1.5 ml
Eppendorf mégintuvéliu. PraSome perskaityti 7.3.3.2 skyriaus perspéjimus (2. Eppendorf (1.5
ml)) dar karta.

Su 0.5 mL Eppendorf mégintuvéliu méginio titravimas yra 40 ul + méginio kiekis.
Jeigu turite didesnj arba maZesnj nei nurodytas kiekj, gauta verte gali biti klaidinga.

> > >

Kai naudojate Eppendorf mégintuvélj ir mini kraujo mégintuvélj, atkreipkite démesj |
burbuliukus mégintuvelyje. Burbuliukai meégintuvélyje gali sukelti méginio paémimo
klaidas ir gauty verciy klaidas.

Isp¢jimas

Pirmasis mégintuvéliy stovas yra vienas kraujo mégintuvéliy stovas. 5 ml Eppendorf
mégintuveliy stovas, 0.5 ml Eppendorf mégintuvéliy stovas, mini kraujo mégintuvéliy stovas
yra sitilomas vietoje kraujo mégintuvélio stovo arba reikia atlikti papildomy stovy jsigijima.
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(4) Iterpkite paruo$ta mégintuveliy stovg | méginio paémimo stotelés jkrovimo dalj, kaip parodyta

iliustracijoje.

Sumontavus jkrovimas atliekamas automatiskai, nuskaitomas stovo tipas, aptinkami ir parodomi
Identifikuoty megintuvéliy rodymas

sumontuoti mégintuvéliai.
Analysis History
hsCRP  hsCRP  heCRP  hsCRP  hsCRP
LAl A2 Ch Ll Y A e oW L ALA B
([ | = | (=
Loaded
\:."/ pmeyize wdmn :‘. ; ,::. ,;:; A2 Z IS AN -:-\::wﬁ.i::.:

33/74
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(5) Testo nurodymas

1. Automatiskai nespecifikuotas

Jeigu kasetés elemento tipas yra vienas tipas, jis automatiskai priskiriamas kasetei mégintuvéliy tvarka,
nustatyta mégintuvéliy stove.

Analys| History Setting

Vieno tipo elementas hsCRP f;;‘,';%’q;

hSCRP  hsCRP hsCRP  hsCRP  hsCRP
TA® AT Tesams A= e Tasams Tasrms
;’ [‘.. ..‘ XX TN ) g

Loaded Unloaded
= E DR TSRS
1 ’ L. B, uwd g -
) Opetator sthnin et it 2021.0311 162556 AR D, K K K
./ @R 3513, Ged o B4, K€ XK K00 50K

hSCRP oo

Automatinis suderinimas

n A0 Sodi tech

i 9. 5.0, o =

1 Opetator. sdmin = " 05252020 151320 AAT0 00, 200, 300 XX
et O 230,80, Good » FATD. 06, X060, XX
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2. Rankinis pasirinkimas
Jeigu kasetéje turite daugiau nei vieng elemento tipg arba jj pakeitéte, ekrane palieskite méginiy stovo
dalj, kad aktyvuotuméte méginio paskyrimy langa.

Meéginiy stovo sritis

Analysis History Setting

e e e e S e e e e e e e e e e

—

Loaded Loaded
fppen 15
I * A10Bodi tech ®
4:9 Operater admin DL ae S @ 20210311 19:4%:55 © AT, X0 KK, XXX
Analysis History Satting

hsCRP  hsCRP  hsCRP hsCRP TriPls  TndFlus  TndFlus  Tnel Plus

Méginio tipas__,
Meéginio mégintuvélis

Paciento ID (vartotojas)

Paciento ID (briksninis kodas)}

Elementy saraas halRP &)
Pridéti / pasaltini= (9 e (. paromn
() cperstor agmin b LI Ly T 20210371 15:5207 A1 XK, X
L T R : WL EED

e FElementy sarasas rodo jterpty kaseciy ir kiekio, kurj galima nustatyti testui, sgrasg.
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ENUN BT DS DD I R R
heCRP hsCRP hsCRP hsCRP TniPlus  TniPhes Tl Mus Tl Pl l
| J L J
|
!

o) &

@ s 1= i
+
Pridéti / istrinti elementg

Kiekis nustatytam elemento pavadinimui

Kiekis nustatytam elemento pavadinimui

e Pasirinkite méginio tipg ir palieskite elementa, kurj norite specifikuoti, i§ elementy saraso.
o Procesas gali buti nustatomas automatiskai, kai naudojama dvikrypté funkcija (Bi-LIS).
o Jus galite priskirti kelis elementus méginio tyrimui atlikti (galima specifikuoti iki 10 elementy).
o Kai priskiriate elementa méginiui, jis rodomas kasetés spalva.

e Elemento priskyrimo méginiui pavyzdys
2. Elemento pasirinkimas O

1. Méginio tipo pasirinkimas

L
’ ; "
' Visas kraujas Serumas /

Plazmas

3. Méginio mégintuvélio

pasirinkimas
3, Gperntr a3me b It RN T
St a R X
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Pavyzdys: 1) Suderinkite krauja ir ,,hsCRP* su méginiu 1 pozicijoje.

Analysis History Setting
Start

hSCRP  hsCRP  hsCRP  hsCRP  TniPus  TniPhs TodPlus Tod Plus

( SR T —
7 Berowe

3 * A10. Bodi tech
:9, Qperator; adenin s e S0 20210312 0800:3) - ARFO. XK.,

Pavyzdys: 2) Viso kraujo ir hsCRP 1-3 méginyje, viso kraujo ir Tn-I Plus suderinimas 4-6 méginiuose.

Analysis History Setting

haCR® (1) )|

O™ (%) Bamoes
< or * A10 Bodi tech
(7)) operator; sdenin D i35, T 5 2021,03.12.082524 00 RL X
NZ O ; 35.0°C. Gond FAID, XX 06 206 ¢

Pavyzdys: 3) hsCRP ir Tn-I Plus suderinimas 7 méginyje.

Analysis History Setting

* A10 Bodi tech

@ L : 35.00°C, Gosd
) ogerator adenin ; © 2021,03.12 08 - ARDD. XK, X308, XK
/! o6 SR | 35007, Gosd S 2021.03.12 06:54.28 >
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e Paskirto elemento iStrynimas.
o Pasirinkite elementg i§ elementy saraso, kad pakeistuméte jj | buseng ,,remove*. Tada palieskite
méginj, kad ji pasalintuméte. (Jeigu ji pridésite véliau, palieskite elementa, kad pakeistuméte jj i
buseng ,,Add*.)

el 220 () ]
; S Z_.-W_,' Rerone ®
. QLo 35U, Cume R - " A
\9, Operater: admin @8 1A unc, Cane L2 208 (®)add ()
(Z)naa () Remeve

e Paciento ID (méginio ID) jvedimas
o Produkto ID (briksninis kodas): nuskaitomas ir automatiskai parodomas briik§ninis kodas,
pridétas prie kraujo mégintuvélio.
o Paciento ID (vartotojas): rankinis ID jvedimas palieciant tekstinj laukelj.

Analysis History Setting

o @ L : 35.00°C, Goad " "":n”“#;‘:'““
perator admin @R i 34 B3, Good (5 7021.03 12 0902 22 AALD, 200 KX XX
Bt s -

* FAMND 200, 206300 XX
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4) Tyrimo atlikimas
1. Paspauskite mygtuka ,,Start*.

Analysis History Setling

-

Loaded Loaded
Fpowa 1 3
» A10 Bodi tech
&L 350000, Gead
Operssor admin & (5 20210311 19:5204 AASD. 00 206 K0, 20K
@ Lo @ R ; 35.33%C, Gosd  FAD 200 30102

2. Pranesime, patvirtinan¢iame skenavimo pradzia, paspauskite mygtuka ,,OK*.

\

Do you want to start testing?
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(3) Testo progresas
1. Kai testas prasideda, prietaisas automatiskai paims méginius ir surinks reakcijos kasetes. Testai atlickami
pagal dalis ir, jeigu jdétos abi, testai pradedami i§ kairiosios prietaiso dalies.

Analysis History

) 2021.03.12 09:14:50

Testas prasideda i$ kairiosios pusés

2. Kai skenavimas tesiasi, progreso informacija rodoma ekrane.
Kasetés fono spalva: laukia testo ir laukia reakcijos.

Me¢élyna krastiné: méginio gavimas ir dozavimas.

Raudona krastine: optinés sistemos skenavimas ir skai¢iavimas.
Baltas fonas: testas baigtas.

Anlysis History Setting

© A10 Bedi tech
(9 202103.12 19 " AAND, X000, 0K KX

Testas baigtas | Laukiama reakcijosi l Laukiama testo

Skenavimas ir Meéginio gavimas ir
skaiCiavimas dozavimas
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Kai lazerio spindulys skleidziamas, skenuojama kaseté nurodoma raudona krastine bei lazerio
simboliu virSuje. Tuo paciu metu girdimas ir garsinis signalas. Siuo laikotarpiu nezitirékite j
kasetés prietaiso dalj.

Data ir ID (priskirtas automatiskai)

210011004 Ce . v e . .. . .
o Y Me.gln.lo brulfsr'unlo %((i)do ID (jeigu naudojamas kraujo
U_006 U 004 surinkimo mégintuvélis
Vartotojo jvestas ID
hsCRP  hsCRP Elemento pavadinimas
CAPLROTA CAPLROTA Partijos numeris
® @ Mégintuvélio numeris (1~10)
BloodTube BloodTube . .
= Naudojamo stovo tipas
Meéginio tipas
5.78
mg/L Testo rezultatas

Likes laikas iki testo rezultato gavimo

Pranesimas (klaida ar bisena)
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5) Testo pakartotinis paleidimas (1)
AFIAS-10 testas atlickamas pagal prietaiso dalis ir méginio stovas iSleidZziamas visy testui nustatymy
dozavimy i§ méginio stovo pabaigoje.

Desinioji prietaiso kaseciy dalis, kuri gali buti
nustatoma naujiems testams

1 X%.00°C, Geod » A1D: Bodi tech

:f) Operator: sdmin LSS 5 20210412 10:08.05  AR10. X0 XXX 08

Jeigu turite prietaiso dalj, kuri gali biiti skenuojama, galite nustatyti ir pradéti nauja tos dalies patikrinima.

Naujo testo nustatymas

Testo paleidimas po
naujo testo nustatymo

@ Cperaae emn Lot M. sl 20210212 100211 ;2-&»:&'.:.‘” .
form-GEQ02-15 (Perz. 04) 42174

119 / 193



BIO @ TECHNOLDGY

Dokumento nr.: OPM-A10-EN Vertimas i§ angly kalbos dokumento
Perziiiros data: 2021-08-20 (Perz. 01) _

6) Testo nutraukimas
e Jeigu norite, galite sustabdyti skenavimo procesg paliesdami piktogramg STOP.

Analysi History Setting

sCRP  hsCRP hsCRP hsCRP

Rt ol Rt i) LA Raa R Ty

o E « "

ﬁ“ ﬁi.‘ ﬁ'ﬁ i‘l
::j Y e Seifie Smigie Sipe SHNS ST ST SHEES SEES o o
o0

A
—

. 1 t
PL: 3488 Gew A0 Bodi tech

. 4 8%, d
V7, Operasor admin @R . 35.00°C. Good ) 20210392 1002:28 .Mm,:.g&z

Unloaded

e Jeigu matote toliau nurodyta langa, paspauskite mygtuka ,,OK*.

Do you want to stop testing?
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e Stabdymo metu sustabdomi visi tikrinimai, i§skyrus tuos, kurie laukia atsako.

Analysis History Setting

. a4 8250 Gond C A Budiech
g 2o acmin " E.II&'C“ Basd (0 2021.08.12 1N0E4T AT 0 WR K X
! ; :  FAT KK 08300 XK

Laukiama reakcijos AtSaukta
e Kas skenavimas biity atSauktas, paspauskite ir palaikykite mygtuka ,,Reaction Waiting*.

Analysis History Setting

OO

’A’A‘

i s b= oibs s =466

oo

‘ rad

N S—— — — . " 4
Unloaded

T stoc wdmin QLo ) 20210012 109921 -:‘:&E‘&:ﬁ;
Ilgas
paspaudimas
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o IsSokusiame lange paspauskite mygtuka ,,OK*. Skenavimas bus sustabdytas.

Unload Left Bay

As unloading, all test in the bay will be aborbed!!
Are you sure?
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7) Skubus testas
1. Prietaiso veikimo metu jterpkite kasete reikiamam testui kaip skuby patikrinima.

fi Daugiau informacijos apie testo metoda, tokj kaip méginio paruoSimas ir méginio tiiris, rasite
AFIAS jdétiniame lape.
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3. Iterpus kasetes antgalj, jkraukite kasete ] ekrang.

OL : 3.mC, Gsod A10:Bedi tech
ﬂ Cperator, agmin RANTI 2100247 AR 2000 308 XK
S @R 35.00%C, Geod s :

g -~ A0 Dol tech
Y, operstor: admin i 3E.o ) 20210212 100321 AATD.30€ 206 206, 30¢
N~ LLEN « PADD. 20,208 0K, X
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5. Iveskite testo informacijg ir paspauskite mygtuka ,,SET*.

Patient ID

Imant méginius su C antgaliu, patikrinkite, ar méginio turis tinkamas; per mazi ar per dideli
turiai gali sukelti testy klaidas.

'a
I
—

-

) (X) (X)

W d

Nekratykite C antgalio, kai méginys paimtas ir patalpintas j antgalio laikikl}. Méginiai per C
antgalj gali biiti iSmesti.

/N
A

Kai naudojate C antgalj, jis turi biiti panaudojamas per 2 minutes surinkus C antgalio méginj.

Jeigu meéginys C antgalyje sukietéja ir néra dozuojamas po 2 minuciy, tai paveiks rezultatus.
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6. Po esamo méginio gavimo ir dozavimo testo, jvyksta skubus testas.

History Setting

Ol

FrvYwvwy:
A A A

7 Operassor. sdmin

Veikimo metu nekiskite ranky j prietaisg. PrieSingu atveju atsiranda suzalojimo rizika.

A Neineskite purvo | prietaisg. Galite sugadinti prietaisa.

8) AFIAS-10 iSjungimas
1. Pries iSjungdami AFIAS-10, jsitikinkite, kad ID lustas, kaseté, antgalis ir mégintuveliy stovas paSalinti.

2. Palieskite kairjjj pagrindinio ekrano kampa.

Amlysls History Setting

‘A,——r—_/—'—«_‘—_—,

A10:Bod) tech

. O L ; 35.00°C. Gowd
Y Operator: admin - 05252020 134541 AATD, 200, XK 0¢, XK
S .5,5. 2810 fed * FAD. 20X XX XK, XK
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3. Pasirodziusiame lange palieskite mygtuka POWER OFF, o tada palieskite mygtukg OK.

[E— |
Operator: admin
Log out
Reboot

Power off

Power off

Do you st 1o Power off?

- LOG OUT: naudokite, jeigu norite pakeisti jrangos operatoriy.
- REBOOT: naudokite, kad i§jungtuméte ir vél jjungtuméte prietaisa.

4. Paspauskite OK ir automatiskai iSjungsite prietaisa, kai jis atliks i§jungimo procediiras.

Power off

5. I§jungdami prietaisg uzdenkite jo priekj saugiam sandéliavimui.

6. Jeigu jranga nenaudojama daugiau nei 2 dienas, iSjunkite galios jungiklj galingje prietaiso dalyje ir

atjunkite galios laidg nuo galios Saltinio.
7. Atjunkite galios laidg nuo AFTAS-10.
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ISjungimg atlikite nurodyta tvarka. Kitu atveju iSjungdami prietaisg pagrindiniu jungikliu
galite iStrinti vidinés atminties duomenis.
Jeigu vidinés atminties duomenys paSalinami, susisiekite su savo platintoju arba techniku.

A
A\

Pries tyrimg jsitikinkite, jog tiriamo elemento pavadinimas atitinka kasetés partijos numerj ir
ID lusto numers.

AFIAS-10 skiriasi priklausomai nuo jsigyto stovo tipo ir sandariklio tipo bei naudojamos
meéginio neSyklés. Toliau nurodyti stovo tipai ir méginio tipai pagal naudojamg instrumentg.

Naudojamas indas Naudojamo stovo Meéginio tipas Pastabos
tipas
Kraujo  surinkimo | Kraujo  surinkimo | Visas kraujas | 3 ml (arba 5 ml)
mégintuvélis mégintuvélio stovas | (veninis  kraujas), | bendro kraujo

serumas, kontrolé

surinkimo
meégintuveliy stovas
Maziausias taris 1
ml

Didziausias taris 3
ml (arba 5 ml)

1.5 ml Eppendorf | 1.5 ml Eppendorf | Visas kraujas | DidZiausias tiris 1.5
mégintuvélis mégintuvélio stovas | (veninis  kraujas), | ml
serumas, kontrolé Maziausias taris 40
ul
0.5 ml Eppendorf | 0.5 ml Eppendorf | Visas kraujas | Didziausias tiiris 500
meégintuvelis meégintuvelio stovas | (veninis  kraujas), | pl
serumas, kontrolé Maziausias turis 40
ul
Mini kraujo | Mini kraujo | Visas kraujas | Didziausias tiiris 500
surinkimo surinkimo (veninis  kraujas), | ul
meégintuvelis meégintuvelio stovas | serumas, kontrolé MaZiausias turis 40

ul
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8. Kitos palaikomosios ypatybés

AFIAS-10 ne tik atlieka testus, kad biity uztikrintas efektyvus ir patikimas veikimas, taip pat tinkamas
ataskaity teikimas ir rezultaty registravimas, bet ir apima tokias funkcijas kaip kokybés kontrolée, sistemos
patikra ir saugomy testo rezultaty perzitira / valdymas.

1) Kokybés kontrolé
o Kokybés kontrolé (lygio kontrol¢)
o Norint atlikti kokybés kontrolg, reikalinga reikiamo lygio kontroliné medziaga. Lygio
kontroliné medziaga sitiloma pagal vartotojo poreikius.

o Kokybés kontrolé atlickama toliau nurodytais atvejais
o Pasikeitus kasetés partijai.
o Testo rezultatai laikomi nenormaliais arba Zenkliai skiriasi nuo nuorodiniy verciy.
o Testo rezultatai neatitinka simptomy.
o Sistemos mokymy tikslais.

1. Paspauskite analizés mygtuka, kad jjungtuméte kokybés kontrolés rézima.

Amlysl' History Setting

- LA @ L : 35.00°C, Geud
Y Operstor, sdmin SR . 3513 6
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2. Paspauskite mygtuka CONTROL MATERIAL, kad atidarytuméte kontrolinés medZiagos langa.

Control
Material

History Setting

Sub Itern Mean Low  High

3. Jeigu kontroliné medZiaga néra uZregistruota, paspauskite mygtuka ADD, kad pridétuméte kontrolg (2
kiekvienos kontrolés lygiai).
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AACOOKTELYY wan-n

Low 45

Mean Low
AACOQK16.LV2  2021.11.30

AACOQKI6_LVY 20211130

4. Tterpkite kontroling medziagg ir antgalj tikrinimui j naudojama kasete.
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5. Paspauskite mygtukg LOAD kasetei identifikuoti.

Control
e Material

History Setting

Y
S8
2
e
F+4
~A s
Unloaded Unloaded
. A0 Bodi tech
Gperator. sdmin ® TR (05,26 2020 08:26:20 ARTO. XK. 2K XK
— = o FAYD, XK. 101 XK

6. Jeigu yra daugiau nei viena kaseté, automatiskai suteikiamas 1 ir 2 lygiai.

Control
Material

History Setling

No ID chip

Loaded Unlcaded

> - . A0 Bodi tech
Operator Sr"'\ o R , ;s- . u: £3.26.2020 08.20:13 eplamr e
1 5.00°C, Gead * FAND 200 00 X X

1 lygis 2 lygis
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7. Paspauskite kasetés klaviatiiros mygtuka, kad nustatytuméte kontrolés medziagg.

Geod A0 Budi tech

. @L ; 35.m0% =
), operator i 33.000C 8 05.26.2020 083015 AT, 206 X K X
e’ AP P * FALD, 3,100 €. 5%

Hakle AADAKIS Lal 2200020 Yy b "N

Hbale

RADIE L2 2.0

AACCOKIS LV

8. Paspauskite mygtuka START, kad testuméte su kokybés kontrolés atlikimu.

o Control
acC Material History Setling

e

1103 53
HbATc HbAlc
Moo w Ao
o o
P 5P
e\ A - i - B B B =
)

Loaded Unloaded

J QL : 35.00C, Geod - A“'J Bodi tech
11 Openaton admin @ R : 35, 00°C. Good 05.26.2020 0R36:31 ARID, XK, XX XN, XK

* FAID 30 XX XK. XX
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Do you want to start testing?

9. Kokybés kontrolés rezultatai pateikiami istorijos ir ID lusto informaciniame lange.
e [storija

Qc Control

Malend Hist Saumg

Ilunﬂ#

m "
0¢ 4

Unloaded Unioaded
o~ AT Bodi tech
) operasor: admin S L B0, S 05252020 17:3429 ARID.206. 20000, XX
et 122006, * FATD. 310 XK, %€
Qc
Neo Patient ID em Saerple Type Reault Date Let
210225 006
6 222 a6 we x isas  AscEF
AACOOK Search
210225 005 —
] m a we ‘\“ ";;"2”‘;5 AAOGRIBF
AACOOK ’
216223 $04
‘ o = e T —
AACOOK ac A
210228 003 a 2
y 1 o we A iae.  AAQGEE
AACOOK - -~
210225 caz
. e .8 AR e
210225 001 S e
1 m 25 we e XNAB amocere
AACOOK ‘ ;
), operstor. sde B Lt 25k, Boud 20210342 11:56:43 AID20. 0 XK
) Operston admin . y S 50K, ”
\w/ @R : 35.00°C. Geod RLLN I R
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e ID lustas
Control
Q¢ l o) History Setting
& Aor A0 Bodi tech
) operacor admin LI S (565262020 093451 .:::..::;;&;:
Hbalc AAQGB1EF 12.28.2022
ol Plus TNRDB10G 12.28.2022 Required
hsCRP CAPLROTA 12.28.2022 Required
PSA PSRDA39F 12.02.2022
TNRCBOSG 11.29.2022
QC Result
Item Lot L1 L2 Status Date
AACOQKIE LV AACOOKTE V2
(451~ 6.1):50 876~1185700  F8es 08262000
ALCOOKTE LYY AACOOKI6LV2
{451 ~61) 100 .:n?e-naslvsn Fail O30
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2. Perziuréti / atspausdinti / tvarkyti iSsaugoty testy rezultatus:

Vidingje atmintyje galite iSsaugoti iki 10 000 AFIAS-10 testy rezultaty.

Kai pagrindiniame meniu paliesite skirtuka Istorija, pamatysite Siuo metu iS§saugoty testy
rezultatus. Rodomas kiekvienas tyrimo rezultatas, jskaitant paciento ID, naudotoja, tyrimo tipa,
rezultatus, tyrimo datg ir LOT informacija.

Jei norite atspausdinti bet kurj i§ rodomy bandymo rezultaty, pasirinkite rezultatg ir palieskite
mygtuka Spausdinti.

Jei norite konkreciy tyrimo rezultaty, galite paliesti paieSkos mygtuka, kad jvestuméte paciento 1D,
naudotoja, tyrimo tipa, tyrimo datg ir t. t., kad perziturétuméte norimus rezultatus.

1. Istorijos ekranas

Analysis
No Pationt ID tem Saergde Type Result Date Lot
210311 O 508 202193.11
u U mo wa "t CAPLROIA
sowin  BeodTube maiL 122917 ek
21051 023 "y 1
2 U 009 wa 9 1IN capao1A
gome  Beodlise gL 122822
210 0z : 533 20210811
2 ed 008 be wa maiL 122755  CAPLROIA
21051 oY se =1 &
2 U W07 s wh b A2 carnora
2 00007 BoodTube g 12267
0NN 20 7 W219.71
20 o e e w3 ot Tongei  CAPLROIA
210311 019 R e
" U 006 . wa e NNB\N cammoa
8 0000S BlaodTube WL 1232442
210511 014 o R
L .u e RS wa mg ja2349 CAPLROIA
21030 017 3 . 3
17 voos w3 oo R ny  CAPLROIA
8 0000 Slocdl e _—li iy
=IneT) Me ‘ 573 2021.09.11
% u 002 wa 4 o CAPLROTA
somm  SeodTise va n»O»H
2705 018 " - .
. . 07987 oappn
s - RoodTibe s mgil 122100  CAPLRDIA
A0 Hodi tech

e @ L . 35.00%, Goad AATD, 200 000 X 2
0 Operaton admin : 5 20210311 1341.36 18,200, 00 XK.
@R : 35, 00°C, Good » FAID XK X0 08, XX

Detalios informacijos tikrinimas: galite patikrinti detalig informacija 1-2 sekundZiy trukmeés
paspaudimu.

Analysis
No  Pathent ID L Sample Type Resut Date Lot
110511 £24 :
2 i 810 n® i I capRoia
amoomo B ute g LIl Search
210811 623 56 NN o
I J ¢ K i at oo 123832 CAPLRDIA
338 w.mn
® s e e Noirzg  CAPLROIA
. S48 1 N =
o BoofTute e ot 129 CAPLRDIA
' 577 20,0341
0 . eotiie an won 23541  CAPLROTA
nony o1 , - .
L] u 005 e "’l NI ap ppa
8 oo00s  MeosTute L 122442
oSt 618 P S44 o mn
'8 3 %04 goos we mon. 173349  CAPLROTA
08 o7 Y > 5
” u s an ",‘ '?“ !f] ,' CAPLRODTA
8 Doons BoodTute mon 121247
201 618 o S
B N et i moL apars  CARAOMA
. 10N €5 530 anmn
& Yooy HondTike "e ma vpa10e  CAPLROIA
~ - A1Q Bedi tech
o @ L 35.00°C. Gaod ’
(1) Opesator: acmin - sipadt e 20210311 135402 .:;: : €200 0
v
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- ISsaugoty rezultaty atspausdinimas

Dote; 2021,08,1% 12:29:17

210311_024
U_010
B_00010

> 5,00 g/t
5.66 ng/L

Sarple Type : WB
« Lot : CAPLROIA
- Rev. : -1
- Exp. : 204D.12.31

- Operator : admin

BIO @ TECHNOLDGY

Palieskite rezultatus, kuriy i§vestj norite atlikti (V: aktyvuotas spausdinimas pateikiamas raudona

spalva) ir paspauskite ,,Print*.

1. Pasirinkite |

rezultatus

%% 3]

e Samphe Type Result Dete
e - e 200230
Hooflbe "t [F 1]
308 xcvaan
aodT be . e o nan
- e 001,031
ToodTibe - 122728
L1 o
MoodTiae - an 122825
e “ a7r TEOLTIN
MoodTube ~A 122541
. e 0T 8
BoadTbe . ~en 248
= Fry ;O 8
DoodTube A 17
e e e Sl
BoodTube e 12740
& - [ RN
BoadTube man 12nan
30 2 0310
M T b - mph 12N

SLBan S (5 303 (311 125830

Lo

TAPLRA

CAPLRO1A

CAMLNA

CaruA

CAMLINA

Cam s

AR AL

CaR A

CARLROAA

2. Paspauskite
PRINT

o

Search

ALD: Boes T

- AATD. X KR KX XX

Pasirodziusiame lange paspauskite OK, kad pasirinkti rezultatai biity atspausdinti.

form-GEQ02-15 (Perz. 04)
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- ISsaugoty rezultaty paieska
Jeigu i$saugojote rezultatus, kuriuos norite surasti, desinéje puséje paspauskite ,,SEARCH*.

Paspauskite ,,SEARCH*

Analysis
Mo  PatientiD  Rem  SemplkTyse et Oste et :
W w3 W e[S
- :‘5&5‘ BloodTube g -] Nimz  CAMROW
= IR o REA o
n :ln.l;lé‘f;‘ Bl ws :;’sl ;\zgv“,gary CAPLROTIA
» VS e ™ N TR men
L A M EAD
" “::;éu:‘" Bl wa e M camrown
v TNm £ WA awon
" n?é-:' wn I EAN o
15 Nﬁ%f.]s gy wi ot Mg  CAPLROTA

\(Y) Operato.oimin QLo soad ) 20210311 13:57.09 AMND 2020 03
- * FAYD, X0, XX XXX

Pasirodziusiame lange jveskite paieskos kriterijus. Ekrane pamatysite paieskos rezultatus su atitinkamais
kriterijais.

Search
20210 - o.03n

Cancel
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- ISsaugoty rezultaty perkélimas.
Palieskite, kad pasirinktuméte LIS rezultatus (V: aktyvuotas objektas pazymimas raudonai), o tada
paspauskite ,,LIS*.

2. Paspauskite ,,LIS*.

Analysis
M Peemid  Wem  GemeType  hesn owne ™ Prie
1. Pasirinkite v| = e s ™ o TER oo
rezultatg. —[ o "Bt BN - L BOBN cammons -
e E 2 2 omme]
n TR e ™ W I oo
» ":u': ey o 44 WREY cansora
" ‘:::(;p;g;:‘ Py n nii ”':'f:‘”' CAPLEDTA
® “F:‘u o ~n g AT
v TR L - N A oo
* “F;.:.‘.:‘ Rl " 2 ary CARsOIA
M R T pe—
*@a.:mw-rm ___:;::.:’;: _ camm@numes :::o'.‘;;nm.m .

Pasirodziusiame lange paspauskite ,,OK*, kad pasirinktus rezultatus iSsiystuméte j LIS.

Selected items will be exported

Cancel
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9. AFIAS-10 nuostatos

AFIAS-10 gali nustatyti aplinkg naudojant toliau nurodyta nustatymy meniu.

1) Sistemos nustatymai

Analysis
System
User management
Format [ WL DO, YYY [ ] YYYY. .00
Version

Time 14:09:24

3 =T

Time Zone Asla/Seoul

— - :
wroarme [N e [ Lo [ [

e @ L : 35.00°C. Goad A10 Bodi tech
3, Opetasor ademin e Ak 320210311 140924 A0, 20K X000 2K
N AR 5 « FANO. XX, X XX XK

e Pagrindiniame meniu palieskite skirtuka Nustatymai, tada palieskite skirtukg Sistema, kad
patektuméte ] meniu Sistemos nustatymai.

e Norédami nustatyti data, datoje bakstelékite mygtuka ,,Nustatyti“. Pamatysite datos nustatymo
ekrang ir pasirinkite data, kurig norite nustatyti.

e Norédami pakeisti datos rodymo formata, skiltyje Datos formatas pasirinkite norimg formata.

e Norédami nustatyti laika, palieskite mygtuka Nustatyti laika. Rodomas laiko nustatymo ekranas ir
nustatykite laikg.

e Noredami pakeisti kalbg, pasirinkite kalbos tipa, kurj norite pakeisti funkcijoje Kalba.

e Noreédami nustatyti spausdintuva, palieskite mygtuka Spausdintuvas. Galite pasirinkti tik automatinj
arba rankinj, kad nustatytuméte, ar testo metu spausdinimg atlikti automatiSkai.

e Qalite nustatyti automatinio atsijungimo laika, kai ilgai nenaudojate prietaiso. Pasirinkus ,,00:00%,
automatinis atsijungimas nenaudojamas.
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2) Vartotoju valdymas

Analysis

System User Authority Add

admin Administrator
User management
Hincode

Version

LS

@L : 3500, Good

-
i PP 5.00 P . s :
Operator. sdmin SR : 3¢ B3C. Good 20210311 140532 A0 m.g x5,

- Pagrindiniame meniu palieskite skirtuka Nustatymai, tada palieskite skirtuka Vartotojy valdymas,
kad patektuméte j Vartotojo valdymo meniu.

- Vartotojus galima pridéti ir iStrinti tik tada, kai jie esate prisijungegs naudodami administratoriaus
paskyra (,,Administratorius), o jei esate prisijunge kaip jprastas vartotojas, mygtukas Pridéti,
IStrinti nebus rodomas.

- Norédami pridéti vartotoja, palieskite mygtuka Pridéti ir jveskite vartotojo ID bei slaptazodj, kad
uzregistruotumeéte naujg vartotoja.

- Norédami iStrinti registruotg vartotoja, pasirinkite vartotoja, kurj norite iStrinti, ir bakstelékite
IStrinti, kad jj paSalintuméte. Jei norite iStrinti visus vartotojus, virSuje paZymekite visg
pasirinkimo laukelj ir palieskite I3trinti, kad testuméte visa trynima. (Siuo atveju administratoriai
neistrinami.)

- Jei esate prisijunge naudodami jprastg vartotojo ID, galite pakeisti tik savo slaptazod;.
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3) Versija

Analysis
System Factory Serial

User management Device Serial

Varids OATDXX.XXXXXX
version
AAT0.XC0C0C XX
MCU FAT0.)00. )00 XX
S + A0 Hodi tech
:ﬂ, Operator. admin b ot B (3 20210311 140940 - ARIO XK K XXX

- Pagrindiniame meniu palieskite skirtuka Nustatymai, tada palieskite skirtuka Vartotojy valdymas,
kad patektumeéte j versijy nustatymo meniu.

- Galite patikrinti AFIAS-10 veikimo aplinkg ir versija, pvz., mikroprogramai ir programinei
jrangai.

- Jei ateityje bus atnaujinimy, galite testi atnaujinimg naudodami miisy SD kortele arba USB.

4) LIS valdymas

Analysis

e
o e

Version Imerface Serial{R5232)
LIS Baud rate
Export
. L 5 .00°C, Good ’ * A0 :Sodi tech
‘ | Operatar: admin . ) L 2020.0G.13 D557 45 * AATD.J08. 2K, 300, XX
7-@~—-.&!'J;§‘W' %u * FARDLOC 0000 XK

- Pagrindiniame meniu palieskite skirtukg Nustatymai, tada palieskite LIS skirtuka, kad patektuméte
1 versijy nustatymo meniu.
- Qalite pasirinkti siunciamg LIS tipa, protokolg ir sgsaja.
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- Jei naudojate nuoseklyjj rysj, galite nustatyti perdavimo spartg. (Pagrindas 115 200)

- QGalite nustatyti LIS serverio adresa, kai naudojate TCP/IP rysj, ir i§jungti DHCP, jei savo
Jrenginiui naudojate statinj IP.

- Tikrindami galite pasirinkti LIS automatinio transportavimo funkcijos aktyvavimg Eksportavimo
funkcijoje.

5) Nustatymy meniu medis

Setting
System [ | [ | [ [
Date . .
Date Format Time Language Print Log-out
User
Management | | |
Add Pincode Delete
Version | | | T I
Factory Device os App F/w
Serial Serial Version Version Version
LIS
| | | |
Type Protocol Interface Mathod
Serial
TCP/IP
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10. Klaidy praneSimai

1) Dialogo klaidy praneSimai

BIO @ TECHNOLDGY

Klaidy praneSimai

Priezastis

Sprendimas

Printer Error
No Paper

Spausdintuve néra popieriaus
arba spausdintuvo dangtis
uzdarytas netinkamai.

Patikrinkite spausdintuvo
popieriy arba spausdintuvo
dangtj.

Printer Error
No Response

Problema su spausdintuvo
komunikacija.

Susisiekite su serviso centru,
jeigu klaida kartojasi.

Abnormal Temperature, Test
banned

PradZios testui nepavyko
pasiekti tinkamos analizatoriaus
temperaturos.

Pakartokite testa, kai
analizatorius pasieks tinkama
temperaturg.

Can't start

Testo atlikimo apribojimas esant
rimtai klaidai savitikros metu.

Susisiekite su serviso centru.

Unsupported Sample Type

Naudojamas méginio tipas néra
suderinamas su jdétu stovu (pvz.
naudojamas tepinélio meéginys
kraujo mégintuvéliy stove).

Naudokite tokj méginio tipa,
kurj palaiko stovas.

Expired ID chi
—] p p

Idétas pasibaigusio galiojimo ID
lustas.

Nenaudokite pasibaigusio
galiojimo ID lusto.

Invalid ID chip

Idétas ID lustas, kuris
nesuderinamas su kitais
komponentais.

Nenaudokite nesuderinamo ID
lusto.

All cartridges are incubating.
Please wait

Kai néra tuscios vietos ir visos
kasetés tirilamos, paspaustas
mygtukas (Bay Load / Unload).

Kai prietaiso dalys tiriamos,
nejkraukite / neiSkraukite jokios
prietaiso dalies.

Extra Tip 1~X

Nepakanka papildomo antgalio,
kai atliekamas testo elementy
priskyrimas.

Papildykite papildomus
antgalius ir pabandykite dar
karta.

The test is still in progress

Bandoma atlikti
mikroprogramos atnaujinima
testo atlikimo metu.

Atnaujinkite mikroprograma
tada, kai testai atlikti.

No rack found

Stovas jkrautas be jo jterpimo |

Pabandykite dar karta jterpe

prietaisg. stova.
Duplicated User Name Sukurtas toqu paties ID Nekurkite V%ﬁotOJq su tokiu
vartotojas. paciu ID.

Failed to remove the tip

Nepasalinti panaudoti antgaliai.

Jeigu atlieky indas pilnas,
iStustinkite jj ir pabandykite dar
karta. Susisiekite su serviso
centru, jeigu klaida kartojasi.

form-GEQ02-15 (Perz. 04)
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2) Kasetés klaidy praneSimai

Klaidy praneSimai Priezastis Sprendimas
Invalid 25~32 Kasetés klaida.
Invalid Kzsetes k laida ar bl ogd Patikrinkite naudodami nauja
0zavimo pozicija. Laset
Value Invalid 1 Kasetés klaida. e

Bl d - — Susisiekite su serviso centru,
Flow Invalid oga cozavimo pozicija ar jeigu klaida kartojasi.
siurblio problema.
Strip Invalid Kasetés jkrovimo linijos klaida.
Rodoma vartotojui atliekant Kaseté, kurig vartotojas nori
Cancel e » . .
1$jungima testo metu. atSaukti skenavimo metu.
Papildykite papildomus
Tip required Antgalio néra. antgalius ir pabandykite dar
karta.
. o i . Patikrinkite méginj ir
Sample Invalid Meéginio aptikimo klaida. pabandykite dar arta.

Scan Invalid

Optings sistemos pavaros klaida.

Susisiekite su serviso centru,
jeigu klaida kartojasi.

2.8t.s.
Unknown I—I

Kaseteés bruksninis kodas

neatitinka ID lusto partijos kodo.

Pirmiausia uzregistruokite ID
lusta.

form-GEQ02-15 (Perz. 04)
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11. Aptarnavimas, remontas ir utilizavimas

1) Priezitira:
e Spausdinimo laikmenos montavimas ant integruoto spausdintuvo
o Atlieky déziy iStustinimas

Norédami jdiegti ir pakeisti spausdinimo laikmeng jtaisytajame spausdintuve:
e Atidarykite spausdintuvo dangtj, kaip parodyta toliau, tinkamai jdékite atspausdinta popieriy ir
uzdarykite spausdintuvo dangtj.

e Jdékite tinkamg spausdinimo popieriy.
Rekomenduojamas popierius
Popieriaus tipas: ritinélis
Popieriaus plotis: 57 mm
Popieriaus storis: 60+5m

Kai spausdintuvo dangtis uzdaromas, spausdintuvo atstatymas automatiSkai paleidziamas, kai
jis veikia normaliai, o tada spausdinamas popierius iSleidziamas pro angg.

Atidarydami ir uZdarydami spausdintuvo dangtj, keisdami spausdinimo medZiaga
nenaudokite jégos. Tai gali sukelti gedima.

Isitikinkite, kad spausdinimo popierius atitinka atitinkamas specifikacijas.

Nenaudokite popieriaus, kai centriné spausdinimo popieriaus dalis yra suklijuota. Integruotas
spausdintuvas neturi galimybés patikrinti, ar popierius iSnaudotas.

Montuodami spausdinimo popieriy jsitikinkite, kad spausdintuvas negauna jokiy duomeny.
PrieSingu atveju duomenys bus prarasti.

> >
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Jei iSspausdinami ankstesnio bandymo rezultatai, o spausdinimo popierius nespausdinamas
dél spausdinimo popieriaus truokumo, seni rezultatai bus iSspausdinti automatiskai, kai
jdedamas naujas spausdinimo popierius.

Taciau jei spausdinimo metu i§jungsite maitinima, neatspausdinti duomenys bus prarasti.

A Jei spausdintuvo dangtis neuzdarytas normaliai, duomenys nebus spausdinami.

Atlieky indy iStuStinimas:
¢ Kai bandymas vyksta ir baigiamas, panaudotas antgalis iSmetamas ] atlieky inda.
e Jei antgaliy atlieky indas yra pilnas, iSimkite indg ir iSmeskite panaudotus antgalius.

g} Tvarkydami biologines atliekas, turite laikytis atitinkamy taisykliy.

2) Remontas:
e AFIAS-10 neturi daliy, kurias galéty taisyti vartotojas.
e Jei jums reikia techninio remonto ar prieziiiros, atsiyskite prietaisa mums arba susisiekite su vietiniu
platintoju.

3) Salinimas:
e Jei AFIAS-10 reikia utilizuoti, jis turi biiti iSmestas laikantis kiekvieno regiono elektros ir
elektroniniy gaminiy utilizavimo taisykliy.

Svarbu!

Norédami tinkamai iSmesti ir perdirbti AFIAS-10, atsiyskite prietaisa mums, kad jj tinkamai
utilizuotumeéte.

mmmm | Jei iSmetate jj atskirai, jj reikia iSmesti laikantis atitinkamy taisykliy.
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4) Gabenimas ir sandéliavimas

e Gabendami produkta naudokite originalig pakuote. Taip pat originalig pakuot¢ naudokite tada, kai
prietaisas nebus naudojamas ilgg laika.

f: Kai gabenate ar sandéliuojate AFIAS-10, sandéliuokite sausoje vietoje apsaugant nuo fizinio
poveikio.

form-GEQ02-15 (Perz. 04) 71774
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12. Garantija

AFIAS-10 pra¢jo grieztas kokybés uztikrinimo ir testavimo procediras. ,,Boditech Med Inc.* iSreikStos ir
numanomos garantijos priklauso nuo visisko ,,Boditech Med Inc.* paskelbty nurodymy dé¢l ,,Boditech
Med Inc.* produkty naudojimo.

Vartotojas, norédamas pasinaudoti garantine paslauga, privalo grazinti sugedusj AFIAS-10 jrenginj ar bet
kurj jo komponentg kartu su pirkimo jrodymu Boditech Med Inc. arba artimiausiam jgaliotajam techninés
priezitros atstovui.

Informacija apie garantija

Per garantinj laikotarpj (24 mén. nuo pirkimo datos) atsiradus gamintojo brokui ar gedimui, mes Jums
atlyginsime vadovaudamiesi tokiy gaminiy ar daliy nemokamo remonto arba vartotojy zalos atlyginimo
taisyklémis.

Toliau nurodytais atvejais garantiniu laikotarpiu garantija néra taikoma.

- Gedimas dél netinkamo naudotojo elgesio ir netinkamo naudojimo.

- Gedimas d¢l vartotojo valios ar aplaidumo.

- Gedimai ir Zala, atsiradusi d¢l remonto ir modifikacijy, i§skyrus miisy teikiamas paslaugas.
- Prekés garantijos praradimas ir savavaliskas salygy pakeitimas.

- Nesékmé dél gamtos problemy.

Dél uzklausy po pardavimo kreipkités:

Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, KOREJOS RESPUBLIKA
Telefonas: +82 243-1400 / Faksas: +82 243-9373

El. pastas: TS @boditech.co.kr / Tinklalapis: www.boditech.co.kr
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Produkto sertifikatas
Dékojame, kad jsigijote AFIAS-10.

Prasome uzpildyti reikiamg informacijg ir nusiysti $ig garanting kortele per 30 dieny nuo jsigijimo dienos
nurodytu adresu.

Produkto pavadinimas AFIAS-10

Serijinis numeris

Pagaminimo data

Garantijos trukmé 24 ménesiai nuo jsigijimo dienos
Isigijimo data Metai Ménuo Diena
Gamintojas Boditech Med Inc.

Isigijimo vieta
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Pagarba gyvybei

Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do 24398, Kor¢ja
Tel.: +82-33-243-1400 Faks.: +82-33-243-93-73

Obelis s.a.

Bd. General Wahis 53, 1030 Briuselis, Belgija
Tel.: +(32) 2.732.59.54 Faks.: +(32) 2.732.60.03
mail @obelis.net
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AFIAS-10

Introduction to AFIAS' 1 0

Marketing department
Tae Won Kim
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Table of contents

= Introduction

» Main features
« Automated process from blood tube
« 10 different tests in parallel
« STAT* testing for emergency
« Bidirectional LIS/HIS
= Advanced features
« Pressure sensor for the accurate sampling
« Air blower
« Result analysis with Al
« Extra Tipstation
* Online update
* 1:1 matching with cartridge and test parameter
« Auto door close
« Exact reading of barcode

= Unique selling proposition

* STAT laboratory tests and services are those that are needed immediately in order to manage medical emergencies.
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Introduction
Applicable field of AFIAS system

Emergency Room Clinical laboratories
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Introduction

Improvement for customer needs

b @

User convenience Accurate diagnosis Automatic process High throughput
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Main features

AFIAS-10

» Automated process from blood tube
» 10 different tests in parallel

= STAT* testing for emergency

= Bidirectional LIS/HIS

* STAT laboratory tests and services are those that are needed immediately in order to manage medical emergencies.
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Automated process from blood tube

Operation procedure —blood tube to result

Analysis History Setting

Auto sampling
process

Test Completed | Waiting for Reaction

Scanning & Calculating Sample Acquisition &
Dispensing

10 blood tubes in a Insert a tube rack into Test result
tube rack AFIAS-10
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Automated process from blood tube

Auto sampler

= Various types of collection tube available

Whole blood tube (7 cm & 10 cm, 1.5 mL micro blood tube)
Microcentrifuge tube (1.5 mL & 0.5 mL)

= Dedicated rack provided
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Analysis History Setting EngMode

= AFIAS-10 has 10 cartridge slots
that enable 10 different
parameters testing in parallel

= Each cartridge can be
identified with its own color

= Multiple testing available from
1 sample

Boditech Med Inc. 8



Automated process from blood tube

Fully random access with 10 slots

= Maximum usage of cartridge slots
* AFIAS-6 : 2 bay random access

» An empty slot in a working bay cannot be accessed

« AFIAS-10 : 10 slots random access

» You can insert an unplanned cartridge to be tested next

Analysis Histaory Setting EngMode
Start No ID chlp
K o
- }-
p.
- *

Unloaded Unloaded

T
€
(S5 NS e e o]
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STAT testing for emergency

= AFIAS-10 can implement STAT testing for medical emergency priority while regular routine processing

= STAT laboratory tests and services are those that are needed immediately in order to manage medical

emergencies. STAT test requests are given the highest priority by the Clinical Laboratory for processing,
analysis and reporting

—
e

Analysis History Setting

Patient ID

Insert cartridge and select ‘Emergency test’ Start ‘STAT' test
Emergency
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STAT testing for emergency

Toueh the Key boboard
button to the identifiied
cartridge:

https://youtu.be/WPGY3BtfjiM
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Bidirectional LIS/HIS

Bidirectional LIS function using the PID (barcode) of the sample tube

Fully automated sample and test cartridge assignment

Necessary to apply the dedicated protocol to the hospital network

= Usage Scenarios
After inserting the cartridge, insert the sample rack (after the sample rack)

Insert the sample rack first, then insert the cartridge (the sample rack first)

| Transfer the I
' order info. —— Test orders
P = [ = —— ’
| I — /0 — tTra? - It ‘
Test result est resu %
est results ” -l] ‘\:: .

|

Clinicians

Hospital management server

AFIAS-10
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Bidirectional LIS/HIS
Loading sample rack first (1)

3. Insert cartridges 4. Identify the cartridges inserted
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Bidirectional LIS/HIS
Loading sample rack first (2)

PSA CK-MB
G MGOATYY
@ v
BoxTue BrocTue

QA Qpetuiorn aumin

5. The cartridges and samples are automatically matched based on the
test order through the bidirectional LIS/HIS
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Bidirectional LIS/HIS
Loading cartridges first (1)

P4
4
4
ol
_4

1. Insert and identify the cartridges 2. Insert the tube rack
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Bidirectional LIS/HIS
Loading cartridges first (2)

PSA CKME  CK-MB
. Excauk

—————
"

madfae Baatl
It =T

3. The cartridges and samples are automatically matched
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Advanced features

» Pressure sensor for the accurate sampling
= Air blower

= Result analysis with Al
= Extra tipstation
» Online update

» 1:1 matching with cartridge and test parameter

= Auto door close

= Exact reading of barcode

169 / 193 Confidential



Pressure sensor for the accurate sampling

» Blood tube — capable of detecting the level/bubble of a whole blood sample with intrinsic foam

= Differentiates water level/bubble by tracking the pressure change of the material sucked into the

tip by a pressure sensor

—> Detect bubble-caused errors to avoid misleading results

i - WS PEVE L0

=
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Pressure sensor for the accurate sampling

= Sensing and removal of bubble in the sample

* Repeat 4 times (max.) by checking pressure between tip and sample surface

= Whenthe foamis inthe sample;
* Marked as
* Wrong results or invalid error possible

* Retest suggested

No Patient ID Item Sample Type Result Date Lot
210728 008 Tn-l Plus <0.01 Jul.28.2021
1385 iy s/P) ng/mL 1419:55  |NRCB04G
210728 007 CK-MB Jul.28.2021
it el s/ Invalid 140057  CKQGA27F
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Air Blower

* Pressure Sensor, Blower

Air Blow
. Blower
Tip Adapter Pressure
Sensor
Syringe

*  When the tip is ejected from the adapter, the air blower enables to remove the
residual solution

«  Washing-free tip adapter
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/" Result analysis with Al

=  Wrongresult error
* Error patterns that RawCalculation logic (previous analysis) cannot detect
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Result analysis with Al

= Deep learning process of accumulated error signal patterns

Wmm == Normal _\ ..I_'*- Tensor

4 ‘t.i | W - ScanData l::x,
misclassification e ‘. 1} _J'\
. } A W~
RawcCalculation
\ | Deep Learning !
Normal Error I
B — | ]
| # 1 "["‘"‘;‘,‘ﬁ.‘,;'_| Normal | [ Error ]
> e A A AL
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Extra TipStation

= AFIAS-1 / 6 : Putting the tip into the tip hole in the cartridge
=  AFIAS-10 :

« Putting the tip into the tip hole in the cartridge
« Putting 10 tips in the Extra TipStation at a time.

« Enhanced user convenience

= TipStation Ul

« Real-time display of the number of tips mounted on the

instrument

175 / 193 Confidential



Online update — S/W (TBD)

= Check the version of existed S/W
= Request for update online with the latest version

24 A& A3 EngMode

B ID-ChipO| 2i&LICE

EEEEN  uEgsiE  (HgdsE HagelE  HEdeE HiEgsty  HEgetd  HiEgeld HiEgelE H| 2ot g

ll‘ll ll‘ll ll‘ll ll‘ll ll‘ll ll‘ll ll‘ll ll‘ll ll‘ll :

A=EdH e

=

A10:555555

92l.16.2021 15:02:04 AAT0.WW.01.03.20
FA10.WW.02.00.00

> 0%

¥
[}

(X ¥
H0 B4
w W
s 0
0 o
0 O
o o
NN
0x oX

—) 2SX}L: admin
=
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Online update - IDChip information (TBD)

» Check the version of IDChip for selected items
= Request for update online with the latest version
24 dA7 |15 A3 EngMode

Al E ID-ChipO| 2&LICE.

EEEEN  dzgsiE  dEgsE HEgsiE HEdsE HEgaty  HiEgetd  HIiEgdE  HiEgslE  HIEdsE

AHAZCE =CE

C A A10:555555
IS 92.16.2021 14:51:53 AA10.WW.01.03.20

)| 224zt admin :
FA10.WW.02.00.00

-

177 / 193

Confidential



1:1 matching with cartridge and test parameter

= Automatic assign of cartridges requested
« Applicable only for single test parameter
» User convenience

« Suitable for the mass testing with single parameter

Rack Loaded Bay Loaded

Manual
assignment

How many types
of cartridge?

More than 2

1

\J

1:1 matching with
cartridge and test
parameter
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Auto Door Close

= A function to automatically close the door by moving the bay into the device when the door is left

open for a certain period
« Avoiding the contamination from dust

« Constant temperature

A countdown timer is displayed at the =

top right of the bay drive button Unloaded

8

Emphasize to the user if the remaining

time is less than 10 seconds Unloaded

= Cancel the countdown when inserting a new cartridge
=  When the countdown is completed, Bay Insertion & Door Close automatically

=  Waiting time can be specified
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Exact reading of barcode

= Using two or more sample barcodes in one tube

= Improved function so that auto sampler of AFIAS-10 can recognize even in multi-barcode situation
(Korean hospital requested)
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AFIAS-10

Specification

Interface

10.1" TFT LCD touch screen

LIS/HIS compatible (Bidirectional)
Built-in thermal printer

RS 232 / USB port / Ethernet / SD Card
slot

YV VYV

Memory
» 10,000 patient results / 5,000 QC results
» 100 ID chips /100 User IDs

Throughput
» Up to 50 tests/hour

Analyzer
» 426 x 443 x 395 mm / 20 kg
» 100-240 V AC, 50/60 Hz, 2.6-1.0 A

181 / 193
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AFIAS-10

Available parameters*

Category Item Category Item Category Item Category Item
Cardiac Tn-1 Plus Diabetes HbA1c Infection COVID-19 Ag Autoimmune Anti-CCP Plus
CK-MB Microalbumin COVID-19 Ab Total IgE
D-Dimer Hormone  TSH COVID-19/Flu Ag Combo  Others Ferritin
NT-proBNP TSH Plus COVID-19 nAb Vitamin D
Myoglobin T3 CRP Infliximab
Cardiac Triple T4 PCT Total Anti-Infliximab
ST2 FSH PCT Plus
BNP Total BhCG IL-6
Tn-T B-HCG Plus HBsAg
Cancer PSA LH Anti-HBs
PSA Plus PRL Anti-HCV
AFP Progesterone ROTA
AFP Plus Testosterone NORO
CEA Cortisol Rota/Adeno
CEA Plus AMH

*In-house evaluation has been completed and documentation has been processing
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AFIAS-10
Target field

= For medium-large hospitals & laboratories
More than 500 tests in a month
Fully automated diagnostic system

10 different tests in parallel
Bidirectional LIS/HIS

= For emergency testing

Fast result in a single test

Cardiac / Inflammatory marker (PCT / IL-6 / CRP)
STAT testing

Quick test order with bidirectional LIS/HIS
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AFIAS-10

Comparison with Competitors

Dimensions (mm) 426 x 443 x 395

Weight (kg) 20

FIA

Display 10.1” TFT LCD
Touch screen
Cartridge slot 10 (5 x 2 bays)
Testing time (min) 12
Throughput (test/hr) Up to 50
Shelf life (month) 20
Storage temperature 2-30°C
Blood tube o}
Whole blood test o
Temperature control 0
LIS/HIS bidirectional

Calibration Unnecessary

Boditech Med Inc.

Eu-TRF (Time-Resolved Fluorescence)

bioMerieux SA
450 x 550 x 575

40
ELFA

(Enzyme Linked Fluorescent

Assay)
77 LCD

Manual keypad
12 (6 x 2 bays)

20
36
12
2-8°C
X
X
X
Unidirectional

14 days
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bioMerieux SA
450 x 550 x 575

65
ELFA

(Enzyme Linked Fluorescent

Assay)
10.1" LCD

Touch screen

12 (3 x 4 bays)

20
36
12
2-8°C
O
X
O
bidirectional

14 days

Radiometer Medical ApS
460 x 480 x 450

35

Eu-TRF (Time-Resolved
Fluorescence)

8.4” color TFT-LCD

Touch screen

2
18
30
12
2-8°C
)
)
)
bidirectional

30 days
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Advantages for users

" Precise test result
* Accurate sampling
* Airblower
* Result analysis with Al

AFIAS10 0 el AFIAS-10 g

= Enhanced user convenience
* Random Access
* Autosampler
* ExtraTipStation
* STAT testing
* Bidirectional LIS/HIS
* Online update

= Advanced functions that reflect user needs

* 1:1 matching with cartridge and test parameter
* Auto door close
* Exactreading of barcode
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Unique selling proposition

Automated process from blood tube

Providing convenience to users
Higher performance

10 different tests in parallel

High throughput result with various parameters
Multi testing performance

STAT testing for emergency

Fast result derived from medical decision

Useful in ER/ICU ExpanSiOn
in market field!

« Fast and quick order from clinicians
« Suitable for medical center information system
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ATITIKTIES DEKLARACIJA

Gamintojas:

Atstovas Europoje:

Produktas:

Klasifikacija:

Atitikties vertinimo budas:

Boditech Med Incorporated

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
KOREJOS RESPUBLIKA

OBELIS S.A.

Bd. General Wabhis 53,
103 Brussels,

Belgija

AFIAS-10
Katalogo nr. FPRR038

Kita (nejtraukta j [IVDD II prieda, néra savitikros prietaisas)

Savaiminés deklaracijos btidas pagal IVDD III prieda

Siuo dokumentu mes skelbiame, kad nurodyti produktai atitinka Tarybos direktyvos 98/79/EB dél in vitro
diagnostiniy medicinos prietaisy ir 2011 m. birzelio 8 d. Europos Parlamento ir Tarybos RoHS direktyvos
2011/65/EB dél tam tikry cheminiy medziagy naudojimo ribojimo elektrinéje ir elektroninéje jrangoje salygas.
Visi lydintys dokumentai laikomi gamintojo patalpose.

Taikomi standartai:

ISdavimo vieta ir data:

Parasas:

Boditech Med Inc. www.boditech.co.kr

EN ISO 13485:2016, EN 13612:2002,

EN ISO 14971:2012, EN 61010-1:2010,

EN 61010-2-101:2017,

EN 55011:2009 / A1:210 (CISPR 11:2009 / A1:2010),

EN 61326-1:2013, EN 61326-2-6:2013,

EN 62304:2006, EN 61000-3-2:2014, EN 61000-3-3:2013,
EN ISO 18113-1:2011, EN ISO 18113-3:2011,

EN ISO 15223-1:2016,

Chuncheon, Kor¢ja, 2021 m. kovo 12 d.

/parasas/
Dr. Eui Yul Choi / vadovas

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREJOS RESPUBLIKA

Tel.: +82-33-243-1400 Faks.: +82-33-243-9373
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DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Incorporated
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43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

European Representative: OBELIS S.A
Bd. Général Wahis 53,
1030 Brussels, Belgium

Product: AFIAS-10
Cat. No. : FPRR038

Classification: Others

(Neither listed in the annex Il of the IVDD, Non-self-testing device)

Conformity Assessment Route: Self-Declaration Route According to the Annex Il of the VDD

We herewith declare that the above mentioned product meets the provisions of the Council Directive 98/79/EC

for In Vitro Diagnostic medical devices. All supporting documentation is retained under the premises of the

manufacturer and the manufacturer is exclusively responsible for the declaration of conformity.

3| 1o} Joadsay

Standards applied: EN I1SO 13485:2016, EN 13612:2002, EN ISO 14971:2012,
EN 61010-1:2010, EN 61010-2-101:2017,
EN 55011:2009 / A1:2010 (CISPR 11:2009 / A1:2010),
EN 61326-1:2013, EN 61326-2-6:2013, EN 62304:2006,
EN 61000-3-2:2014, EN 61000-3-3:2013,
EN ISO 18113-1:2011, EN 1SO 18113-3:2011, EN SO 15223-1:2016

Place, Date of Issue: Chuncheon, Korea, March 12, 2021

Z, S

! Yul Choi / CEO

Signature:

ADOTONHD3L @ 018

4

Boditech Med Inc. www.boditech.co.kr

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Korea
HICIEIH E(F) 2T EHA SUHH AFHX 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373
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IGALIOJIMO LAISKAS

2020 m. kovo 6 d.
Tiems, kam tai gali buti aktualu,

Siuo dokumentu jgaliojame UAB ,,INTERLUXY, jsikiirusia Avieciy g. 16, 08418 Vilnius, Lietuva veikti kaip
miusy iSskirtinj platintojg toliau nurodytiems produktams, kuriuos gamina Boditech Med Inc., jsikiirusi 43,
Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREJOS RESPUBLIKA (toliau
,Kompanija*).

UAB ,,INTERLUX* yra jgaliota registruoti, parduoti, reklamuoti ir suteikti pilng garantijg ir techning priezitra
Lietuvos, Latvijos ir Estijos rinkose.

Produktai:
- ichroma™ analizatoriai ir reagentai
- AFIAS analizatoriai ir reagentai

Sis JGALIOJIMO LAISKAS jsigalioja pasiraSsymo dieng ir galioja iki 2023 m. sausio ménesio. Sio
IGALIOJIMO LAISKO salygos gali biiti pratestos papildomus vienerius metus pagal bet kurios Platintojo ir
Kompanijos tarpusavio sutarties sglygas.

Pagarbiai

Eui Yul Choi /parasas/ /antspaudas/
Atstovaujamasis direktorius

Boditech Med Inc.

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra i§verstas teisingai ir tiksliai
bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokuments.

,//

Vaidas Vilmantas (MB ,,Beikeris*, jm .k. 304539005)

Boditech Med Inc. www.boditech.co.kr
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREJOS RESPUBLIKA
Tel.: +82-33-243-1400 Faks.: +82-33-243-9373
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LETTER OF AUTHORIZATION

6th March, 2020

To whom it may concern,

We hereby authorize INTERLUX Ltd. with its principal place of business at Avieciu str. 16,
LT-08418, Vilnius, Lithuania to act as the exclusive distributor for the below-stated
products manufactured by Boditech Med Inc. with its principal place of business at 43
Geodudanjii-gil, Dongnae-myeon, Chuncheon, Gangwon-do, Republic of Korea, Postal Code
24398 (the “Company”).

INTERLUX Ltd. is authorized to register, sell, market, provide full guarantees and technical

service in Lithuania, Latvia and Estonia market.

- ichroma™ analyzers & reagents

- AFIAS analyzers & reagents.

This Letter of Authorization shall become effective as of the date hereof and expire on Jan,
2023. The term of this Letter of Authorization may be renewed for an additional year period,
subject to the terms of any definitive agreement which shall be entered into by and between
the Distributor and the Company. No change or amendment to this Letter of Authorization

shall be valid unless agreed in writing by the Company.

Yours faithfully,
43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do, South Korea
Eui Yul Choi Boditech Med Inc.

Representative Director . J Ao
P PRESIDENT EUI YUL CHOI

Boditech Med Inc.

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Republic of Korea
BICEH = (F) 2 E2HA| SUIT HFTX[ 12 43 Tel +82i393l-21;3—11 léOé) Fax +82-33-243-9373
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@ honor of pour outstanding performance and dedioation
we gladly present Uhis to

sPvanas Matelis
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1o use ichroma, ASFSIAQD and FCimochorma Rlus

Certificate No. BT20181024-2
Date of Issuance: 2018. Oct. 24
Authorized by Dr. Soon-cheol Hong, Director
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Mokymuy sertifikatas

Pagerbdami jiisy iSskirting pasirodymaq ir atsidavima,
mes su dZiaugsmu jteikiame Sj sertifikatq

Arunui Mateliui

Uz baigtus mokymus pagal ,,Boditech Med Inc.“
retkalavimus, naudoti I-Chroma, Afias ir Hemochroma
Plus prietaisus.

Sertifikato Nr.BT20181024-2
Isdavimo datq: 2018m. spalio mén. 24 d.

Dr.Soon-cheol Hong, Direktorius

/parasas/

Boditech Med.Inc.
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Vertéjas:
(Patento numeris: Ueo25033
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