AFIAS-10

Quick Operation Guide
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AFIAS-10 Start-up

1) H Turn on the switch 'Power On/OFF',
(The power switch is located at the bottom left of AFIAS-10 back)

2) () Pressthe power botton on the front of the equipment to turn it on.

3) When turned on, AFIAS-10 briefly displays the Boditech Med logo and enters the
login window.

@ For the first log in, please insert the password 0000.
The instrument will request to change the password after the first login.*
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Q v 1)(2) (3
JIolo
Start-up Screen Loading Screen Log in Screen

4) When the login is completed, after going through the device initialisation
process the main screen is displayed.
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System initialising Main screen

5) On the main screen, check the temperature of the equipment at the bottom.

---------------------- A10:0C5

. . : @A : 35.13°C, Good o
fPﬂ Operator: admin . . 34.50°C. Good | @ Jun-22-2023 11:03:22 AA10.TT.02.03.00

If it is confirmed that the equipment temperature is green (35 * 2 °C), the equipment
is ready for testing.

» To conduct the AFIAS test, prepare the following items:

» AFIAS ID Chip.
. If the LOT to be tested has not been registered before, proceed with registering the ID Chip.

Registration is needed only once per LOT.
» AFIAS cartridge.
» Patient sample or Boditech control.

* refer to separate manual for more detailed instructions.
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Main Screen Features

! !

Analysis

History Setting

No ID chip

@ A : 35.13°C, Good A10:QC5

() Operator: admin @B : 34.50°C. Good © Jun-22-2023 11:08:22 AA10.TT.02.03.00

* * QFF1D.W.DZ.DZ.DD

Unloaded &=

Unloaded

ID Chip Registration

@ Insert the ID Chip you want to register into the ID Chip port and touch the 'ID Chip' button
on the main screen. When the ID Chip List window appears, the ID Chip information is
automatically saved.

* Insert the ID Chip into the ID Chip port
(side with the item name visible).

@ When registering more than one item, insert the second ID chip while the ID chip List window
is open and press the Load button to register any additional item.

TSSXAISG  May12:2024
ILSHAO7G  Apr25:2024
DDSABSSF  Sep11:2023
NTproBNP  NBTAB93G  Sep24:2024

PCTPlus PPSLBO2X  Aug152024

ckMB CKTAAGOF  Sep-17-2024

DDSLB76F  Aug142024
TNTBBESG  Oct162024

* AFIAS-10 can register 100 ID chip information.
* When changing Lot, the Lot specific ID Chip needs to be registered.
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Cartridge Structure
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Pre-inspection Precautions

Verify that the lot numbers printed on the test cartridge and ID Chip match.

Verify the expiry date.

Use cartridges immediately after opening packaging.

If the cartridge was refrigerated, leave it at room temperature for at least 15 minutes before proceeding with the test.
Use a separate tip for dispensing samples onto the cartridge well (inside the instrument only insert tips from the box).

Do not use tips if they are curved or damaged.

Pre-inspection Preparations
[Tip Fill] 1) Tip Fill & Cartridge placing on Tip Station

@ Insert the tip in the tip stations on the side of
the holder.

Tip station

EEIInE QO
i — ) * Fill in the tip from the
() bottom right.
e 00
( ()
( J()
()

@ Touch the tip station part on the main screen
and correctly insert the number of tips installed.

Unloaded Unloaded



[Cartridge Inserting]

* When a cartridge is installed,
the slot changes to activated.

@ Insert cartridges. =]

D-Dimer
@ Insert the tips into
the tip holder of
the inserted
Analysis History Setting Cartrldge' Before After After
inserting inserting loading

No ID chip

® Click the 'Load' button on the holder where the
cartridges are inserted.
(AFIAS-10 will read the cartridge barcode and
display the cartridge item name).

() operator:admin G4 ¢ 25000

Analysis History Setting v
Aft hecking the b: de, .
_\ o T nee After checking the barcode,
Achiva tivated I )

the corresponding item will be shown.

PCTPlus CK-MB CK-MB  D-Dimer D-Dimer  Tn-IPlus Tn-IPlus NT-proBNP NT-proBNP

PPSWAMG | CKIDAGSE | OCIDASE | DDSCSF DDSCBSF TNIDBMG TNIDEMG NeTAB o naTan: o

2) Specimen and Rack Preparation

@ Blood tube rack.

[Sample preparation] (A) Prepare the blood tube rack and specimen.

* Blood tube available size: 13mm x 75~100 mm
* Minimum sample volume in the tube: 1mL (Dead volume) + a

(B) Open the lid of the blood tube and place the tubes on the rack.

* In the case of a whole blood sample, before taking off the lid slowly invert twice
up and down then proceed. (Be careful not to create bubbles in the tube when inverting)

XX XX
3

O
O

*barcode

recognition
range

* Start from the right, where the rack

. * When attaching a patient barcode, * Sample barcode recognition area: 1cm
barcode is located. gap e 9

position it vertically in a similar way lower than the smaller tube edge to 1cm
as the container's own label. higher than the smaller tube bottom.
* smaller tube size: 75mm.



@ Eppendorf tube rack
(A) Prepare the Eppendorf tube rack and the Eppendorf tube containing the specimen.

Minimum sample volume in the tube: 40 uL (Dead volume) + a (refer to the product insert for the volume)

(B) After fully opening the lid of the Eppendorf tube, place it in the rack following the instruction below.

. . Lid should be open to the
Lid being fully retracted e e

* Start from the right, where the rack barcode is located.

[Installing the Specimen Tube Rack]
@ Press the rack 'unload' button on the bottom right corner, in order for the rack holder

to be ejected.

Analysis History Setting

_ Nolb chip
Activate Activat ivatec Activate Activate ctivated Activater

Unloaded

.i.i.i.i.‘
00000

—_— —— — — — — ——— —— ——

Unloaded

\) operatoragmin S5 ¢ 2ok Sood © Jun-22:2023 12:56:23 AM10.TT.02. OO
S

@ Insert the tube rack.

*When loading the rack, it automatically detects the presence of the tubes and displays them.

| Sampling Rack Station




Test Method 1) Automatic order designation (bidirectional LIS)

[Place the cartridges first] @ After placing the cartridge in the holder,

——l select "unloaded".

o= Exm Emm Emm
PCTPus CKMB CKMB D-Dimer DDimer TiPbs ToiPiss NFroBNP NTproBne
oade oade

@ Place the tip into the tip position.

® Open the lid of the sample tube and place in the
sample tube rack.

— The sample rack enters the equipment, automatically recognises
the tube barcodes, select the order, and matches them directly
to the cartridges.

@ Open the cap of the sample tube and install

the sample tube rack.
— The sample rack enters the equipment, automatically recognises
the tube barcodes, select the order, and the required quantity of
cartridge per item appears in the pop-up window.

@ After placing the requested

cartridges, press "unloaded".
— The cartridges and the sample tubes will match automatically.

® Insert the tip into the tip position.

[In case of changing the sample type is needed]

(A) Touch the sample rack area to open the sample window.
A (B) Select sample type.

Blood tube | WB | S/P

(C) Select the sample tube you want to change the
sample type.

D) Touch the 'x' button to save the entered information.
:
@ Touch the 'Start' button.

%
e

® Select 'OK".

Do you want to start testing?



Test Method 2) Manual Ordering

History Setting

If not all cartridges are of the same item, it is
required to manually match sample tubes and cartridges.

Sample Rack Area

PCTPus  CK-MB  CK-MB  D-Dimer  D-Dimer

Items

@ When the cartridges have been loaded, select.

To-IPlus Tn-IPlus NT-proBNP N

@

Loaded

@ 4 ¢ 34.63°C, Good

@ Insert tips in the tip positions.

® Load the sample tube rack.

—_— == @ Touch the sample rack area on the screen to
EE— designate sample tubes to the cartridges.

. oo N

T ——— e[ =

Sample tubes —

EENENADEGENMEV I s——
Patient ID (barcode) Ry IS Barcode Barcode Barcode Barcode Barcode Barcode Barcode Barcode Barcode
—l) [ CK-MB (2) ‘ PCT Plus (1) | Tnl Plus (2) | D-Dimer (2) | NT-proBNP (2)
Add/Remove option »  (©aw (®)Remove

* The item list shows the item name of the inserted cartridge (with available quantity).

® Select a sample type. | WB [ s/ |
® Touch the item from the list (select add).
[ CK-MB (2) [ PCT Plus (1) [ Tnl Plus (2) [ D-Dimer (2) [ NT-proBNP (2) )
(©)ada (%) Remove

@ Select a sample (tube) which corresponds to the

* |t is possible to match up to 10 items with one sample.

e.g.1) Match S/P (serum/plasma) and Tn-I to samples 1 and 2.

T X

BloodTube [ B I sip |

Barcode | Barcode | Barcose | Sarcode | Sarcode | sarcode | barcode | sarcose | Barcode

( CK-MB (2) | PCT Plus (2) ‘ Tn-l Plus (0) ‘ D-Dimer (2) | NT-proBNP (2) J
@ Add @ Remove

e.g.2) Match whole blood and CRP for samples 1 to 3 and whole blood for
samples 4 to 6 and Tn-I Plus.
T x

BloodTube [ B I sip |

Barcode | Barcode | Barcose | Sarcode | Sarcode | sarcode | barcode | sarcose | Barcode

[ Tl Plus (1) [ CRP (1) )

@ Add @ Remove




e.g.3) Matching S/P and NT-proBNP to CK-MB in samples 3 and 4.

I X

BloodTube [ WB I SIp |

—
Barcode Barcode Barcode Barcode Barcode Barcode Barcode Barcode Barcode Barcode

[ CKMB (0) [ PCT Plus (2) | o Plus (0) | D-Dimer (2) | NT-proBNP (0) )

o (2) Remove

@ Select the corresponding item from
the item list part.

@ Change to 'Remove’.

® Touch and remove the sample (if you
add an item again later, change to
'Add' and proceed).

A
Barcode Barcode Barcode Barcode Barcode Ba reode Barcode Barcode Barcode CK-MB |
0 q NT-proBNP (0)
) Rer

@ Remove » @ Remove

* Remove designated items.

Analysis History Setting

If you wish to add a patient ID, it is
possible to type it using the keyboard
on the screen. When finished, touch
the X button to save the information.

I A A © Select the button 'Start'

( CKMB (1) PCT Plus (0) | T Plus (0) | D-Dimer (0) NTproBNP (0) )
(Onda ©)Remove

oC, Goo A0:acs
() operator admin 94+ 35-13°C. cood © Jun22:202313:11:42 - AATD.TT.02.03.00

Press 'OK".

Do you want to start testing?

Cancel




TESt M et h Od 3) E me rge n Cy TeSt Emergency test allows to manually insert the sample,

this can be done in case of small sample volume or
emergency examination.

@ Insert the cartridge of the test needed for an
emergency check.

@ Put the required sample amount into the cartridge
sample well.

w !1 Be careful not to let air in
when you put samples in.

@ Insert the tip in the tip position.

Analysis

® Click the 'Load' button on the corrisponding bay.

Unloaded

Unloaded
A10:0¢5
© Jun-22-2023 17:28:54 AR10.TT.02.03.00.

Analysis History

® Click the keyboard button on the bottom of the

cartridge.
® Enter Patient ID (optional). Patient ID
@ Select Emergency Test. Emergency Test
| | Select General Tip. General Tip
© Select the correct WB S/P
sample type.
Press Set.

Analysis

@ The emergency test will then acquire the
priority and will be processed immediately.
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Delete the Test

1) How to cancel while a test is processing
@ Touch the icon 'Stop' — Select OK.

@ AFIAS-10 will cancel all tests, with the exception of
those that are already at the reaction time step.

2) Canceling an individual test

3) Canceling all bay tests
i -

@ Touch the center of the cartridge slot for at
least 3 seconds — Select OK.

L6 NT-proB

L6 NEpr

@ Only the selected cartridge will be cancelled.

@ Touch for at least 3 seconds the button under the Bay
that you want to cancel — press OK.

Unloaded

m
(9) operator: admin. © Aug08-202320:39:23 a1

Maintenance

1 ) C|ean Tlp removal area @ Remove any remains from the tip removal slide on

@ All tests will be cancelled.

. . . the left side of the equipment using an alcohol solution.
* Slide on the left side of the instrument. ! quip using utl

2) C|eaning and em pty|ng @ Remove the waste box attached to the side of the
. equipment, discard the tip, and clean the inside of the tip box.
the ti P waste box @ Attach the waste box in place using the magnet.
3) System check @ Prepare the System check cartridge, System check ID chip

When to use it: When AFIAS-10 is first installed, when AFIAS-10
is moved to another location, when an error occurs, when the
test result is considered abnormal or different from the
reference value.

@ How to use.

(A) Register the System Check ID chip.

(B) Insert the System check cartridge into the cartridge slot and

System Check 55542, : press the 'Unloaded’ button.

Unloaded

sssss

C) Press the 'Start' button to proceed with the inspection and
check the result.

Unloaded

@4 - 34,63
938 : 35.13°C

A10:065

() operator: admin © Jun2220231341:54 AAI0.TT.02.03.00




Register and Test Quality Control (QC)

@ Pressthe  Analyzer  button at the top of the main screen to switchto | QC  mode.

Control o
@ Press the button  Material to open the control material window.

® If the control substance is not registered or the control Lot has changed,

press to add controls (repeat for each level) and press the 'Register’ button.

Lot AACOOKISV 202111
Low

woare MO Mean 530

45 High 610

woate I Mean 1030 Low 876 High  11.85

—

\ 4

Item Lot Exp. Sub Item Mean Low High
HbAlc AACOQK16.LV.2  2021.11.30 99 842 11.39
HbAlc AACOQK16.LV.1  2021.11.30 53 451 61

@ Insert the cartridge to be used and press the | Unloaded | button to recognise the cartridge.

® If 2 or more cartridges have been inserted, the values Lv1 and Lv2 will be assigned automatically.

If manual application of the control material is required, press, to set the control material.

@ Control Lot (Lv1 / Lv2) @ Tip type @ Sample type.

Lot E
HbAle AACOQKTEAMZ  2021.11.30 99 B4&2 N9

HbAlc AACOOKIELVT 20211130 53 451 61

® Add the control material to be inspected into the sample well.

@ Add the tip into the tip hole.

Press the 'Start' button to proceed with the QC.

® QC results can be found both in History and in ID-Chip information.



- History

] ) .
ac ol History Setting [
Mo  Patiestld  Mem  SampleType Result Date Lot
o TER - E:* Qe
aom Soarch
, s - « WL porree
g ¢ i
o TE " s TR o
Adcan
6228 60
s T o v RS pgae
s e
o o
: TR w o
« 5 s
koo
102 o0 ) Py
¢ P e . WD o
Unloaded Unloaded
o o o 1o st e
) operatoiaamin .IAI L s © 222023135227 0.1 02,0500 ()7 — 8L Mo b oommuaiises Ao s 0.3 X6
———— 402,03.00 ~ vl * FAIO. 20 X8 X

HbaAlc AAQGB18F

Tl Plus. TNRDB10G 1228.2022

hsCRP CAPLROTA 12.28.2022
PSA PSRDA39F 12022022

Toel Plus TNRCBOSG 11.29.2022

QC Result

item Lot L1 12
AACOQK16.LVA AACOGK16LV2.
“si-61) 50 (876~ 1189 100

AAQGBIBF

AACOGK16.11 AACOQKTELY2
AMQGBISF @s1~61)100

(876~ 118550

AFIAS-10 Shut Down

1) Sleep mode
@ Press briefly the power button @ to enter sleep mode.

2) Reboot

@ Press and hold the button l.ﬁ?iflo;,erator: admin for at least 3 seconds and touch 'Reboot"
in the active window.

@ The equipment reboots again.
3) Shut down

@ -1 @ Press and hold the power button for at least 4 seconds to enter the 'Power

Off" window. —
M -2 Press and hold the button ) Operator: admin button or at least 3 seconds and touch

'Power off' in the active window.
@ When you touch the 'OK' button, the instrument will proceed with the shutting down procedure.

® Turn off the main power on/off switch on the back of the instrument.
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Frequently Asked Questions

- The below issues can appear in the pop-up window or on the screen.

Issue

No ID Chip

Unknown

Tip required

Tip
Required

Sample Empty

Sample Error

WB
s/p )]

Invalid TF
/ Invalid 25~ 34

Extra Tip 1~X

Abnormal
Temperature,
Test banned

Cause

If the inserted cartridge and the lot
on the ID chip do not match.

If the inserted cartridge and the lot
on the ID chip do not match.

Barcode printed on the cartridge: If
the barcode is obscured by other
material or the printing is damaged
and the equipment does not
recognise the cartridge barcode.

Barcode module failure.

If the test was carried out without a tip.

Sample detection error.

If sample amount is small.

If the sample tube lid is not removed
when inserted in the sample rack.

Sample Error.
(Bubble Detection or Blood Clot)

Sampling attempted 2-3 times before
processing (possible problem in the
sample, such as bubble).

In case of abnormal graph, the
instrument shows one of these errors.

If the Extra Tip quantity is insufficient
to process specific items.
(T3, Testosterone, Total Anti-infliximab ---)

If the test is started with the
temperature inside the device not
reaching the appropriate temperature.

14

Solution

Please register the ID Chip and proceed
with the test again.

Insert the cartridges of Lot that match
the ID Chip and proceed with the test.

1. Remove any other material that obscures
the barcode and reinsert the cartridge.

2. Recognition failure: Press the center of the
cartridge slot picture on the screen to select
manually the correct ID chip information
(ID chip and cartridge LOT must match)

3. If the same error code continues to occur,
test using a new cartridge.

Contact Boditech Med or the local
representative for technical support.

Check whether the tip has been inserted,
add tip(s) to the cartridge or Extra Tip
station, and touch the center of the slot
in question to re-examine.

Check the sample and proceed with the
examination again.

Check the tube lid removal status and
proceed with the inspection again.

If there is too much foam in the sample
tube, remove the bubbles in the tube and
re-examine the sample.

If there are clots, take the sample again
and re-examine.

Please consider examining again and
report the final result.

Please test with the new cartridge. If the
same error occurs again, call Boditech
Med or the local representative for
technical support.

After replenishing the Extra Tip station,
proceed with the inspection.

When the temperature inside the
instrument reaches the appropriate
temperature, the test will resume.



Trouble shooting

Issue

Tip is not
removed

If the sample rack
goes in but comes
out immediately

If the sample rack
does not enter
automatically

If the equipment
does not recognize
the sample tube
barcode

If the cartridge is not
present but the
instrument recognizes
it as present

If the cartridge itself

is not recognized
(inactivated)

Initialization fail

Cause

After tip removing step, the device
still recognises that there is a tip.

The instrument attempted to
remove the Tip, but it could not
actually remove it.

Sample rack type not recognised.

If the sample rack itself is not
recognised.

The sample barcode location is
outside the barcode recognition
range.

If the sample barcode is damaged
and cannot be read from the
equipment.

If the equipment fails to rotate the
sample barcode.

Possible cartridge sensor
malfunctions due to a light source
entering the equipment.

Cartridge sensor failure.

If the equipment moving parts are
not in the correct position.

15

Solution

After the technician cleans the tip sensor
contaminated area, proceed with the test
again.

Clean the contaminated area of the tip
removal slide.

Attach a new sample rack barcode and
proceed with the inspection again.

Contact Boditech Med or the local
representative for technical support.

If the barcode is outside the recognition

area, reattach it to the correct position

and proceed with the inspection again.

-13 mm x 75 mm tube : attach it at least
1 cm above the bottom of the tube

=13 mm x 100 mm Tube : 1cm above the
bottom of the tube

Re-print the barcode, attach it, and
proceed with the testing it again.

1. If the sample barcodes are pasted in
layers, remove the existing barcodes,
attach a single barcodes, and proceed
with the re-examination.

2. If the sample barcode gets detached,
secure it and conduct again the
inspection. If the problem rises when the
sample barcode is not loosen or detached,
contact Boditech Med or the local
representative for technical support.

Please change the position of the
equipment in a direction where no light
source enters directly.

Contact Boditech Med or the local
representative for technical support.

Please proceed with the equipment reboot.
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AFIAS-10 Jjungimas

1) Nuspauskite jjungimo/isjungimo jungiklj.
(Jungiklis yra AFIAS-10 nugarélés apacioje, kairéje puséje)

Paspauskite jrangos priekyje esantj maitinimo mygtuka, kad jjungtuméte prietaisg.

b
3) Jjungtas AFIAS-10 trumpam parodo Boditech Med logotipg ir parodo prisijungimo langa.

Pirma kartg prisijungdami jveskite slaptazodj 0000.
Po pirmojo prisijungimo prietaisas paprasys pakeisti slaptaZzod;j.*

0

0 1 3
4 6
7 9

2

5

8
(OF=]
PradZios ekranas Krovimo ekranas Prisijungimo ekranas

4) Pasibaigus prisijungimui ir atlikus jrenginio iniciacijos procesa, rodomas pagrindinis ekranas.

L. o e

Pagrindinis ekranas

2256

Sistemos iniciacija

5) Pagrindinio ekrano apacioje patikrinkite jrenginio temperatira.

e o e e A A10:QC5
" (O Jun-22-2023 11:03:22 AA10.TT.02.03.00

&

Operator: admin

Jei patvirtinama, kad jrangos temperatdira yra Zalia (35 + 2 °C), jranga paruosta tyrimams.

Norédami atlikti AFIAS testg, pasiruoskite:

AFIAS ID lusta.

Jei bandoma partija ankséiau nebuvo registruota, toliau registruokite ID lustg.
Vieng partija reikia registruoti tik vieng karta.

AFIAS kasete.

Paciento méginj arba Boditech kontrolinj méginj.

VYVYVYY

* iSsamesnés instrukcijos pateikiamos atskirame vadove.



Pagrindinio ekrano funkcijos

|

Unloaded

"

- Unloaded

Unloaded

A10:QCS

@ A : 35.13°C, Good AA10.7T.02.03.00

: Operator: admin @B : 34.50°C. Good

© Jun-22-2023 11:03:22

ID lusto registracija

@ Jdékite ID lustg, kurj norite uzregistruoti, j ID lusto prievadg ir pagrindiniame ekrane palieskite ,,ID Chip“
mygtuka. Pasirodzius ID lusty sgraso langui, ID lusto informacija automatiskai iSsaugoma.

* ]dékite ID lustg j ID lusto prievada (toje puséje,
kurioje matomas elemento pavadinimas)

Registruodami daugiau nei vieng elementg, jdékite antrg ID lustg, kol atidarytas ID lusty sgraso langas, ir
paspauskite mygtukga , Load”, kad uzregistruotuméte bet kurj papildoma elementa.

* AFIAS-10 gali uZregistruoti 100 ID lusty informacija.
* KeiCiant partijg, reikia uZregistruoti konkreciai partijai skirtg ID lusta.




Kaseteés struktura

L ot e 1

[covuo-19 A_] 12021 12. 27] Lot

PID K o e N

Atsargumo priemoneés pries tyrima

Patikrinkite, ar ant bandomosios kasetés ir ID lusto atspausdinti partijos numeriai sutampa.

Patikrinkite galiojimo data.

Kasetes naudokite is karto po pakuotés atidarymo.

Jei kaseté buvo laikoma Saldytuve, pries atlikdami testg palikite jg kambario temperatiroje bent 15 minudiy.
Meéginiams j kasetés duobute dozuoti naudokite atskirg antgalj (prietaiso viduje jdékite tik antgalius i$
dézuteés).

Nenaudokite antgaliy, jei jie yra kreivi arba pazeisti.

VYVYVYY

v

Pasirengimas pries tyrima
[Antgaliy uZpildymas]

1) Antgalio uzpildymas ir kasetés padéjimas ant antgalio stoties

Q) Jkiskite antgalj j antgaliy stoteles, esancias laikiklio Sone.

Antgaliy stotys
BRIy

* Dékite i$ apacios j desine.

i

(2) Pagrindiniame ekrane palieskite antgaliy stotelés dalj ir
teisingai jdékite jdiegty antgaliy skaiciy.



[Kasetés jdéjimas] * |déjus kasete, lizdo
bldsena tampa aktyvuota.

@ Jdékite kasetes. ot
D-Dimer
(2) |dékite antgalius j jdétos kas e

AEeRE 9311 A 2"
e & &

) “ Prie$ Po Po
jdéjima idéjimo jkrovimo

©) Paspauskite ,Load” ant laikiklio, j kurj jdétos kasetés.
(AFIAS-10 nuskaitys kasetés briiksninj kodg ir parodys
kasetés elemento pavadinimg).

_' Patikrinus braksninj kodg, bus rodomas

e opem eem exn e=n e o= e —' atitinkamas elementas.

AT KM OKME e B NP iR W W e

- e e e e wme e ——

Méginio ir stovo paruoSimas

[Méginio paruosimas]

Q) Kraujo mégintuvéliy stovas.

(A) Paruoskite kraujo mégintuvéliy stova ir mégin;.

* Kraujo mégintuvélio dydis: 13 mm x 75 ~ 100 mm

* MaZiausias méginio taris mégintuvélyje: (negyvasis taris) + a
(B) Atidarykite kraujo mégintuvélio dangtelj ir padékite
meégintuvélius ant stovo.

* Jei imamas viso kraujo meéginys, prie$ nuimdami dangtelj létai
apverskite du kartus aukstyn ir Zemyn, tada teskite tyrima.
(Bukite atsargs, kad vartant nesusidaryty burbuliuky).

O ©

* Pradékite nuo desinés, kur * Pritvirtindami paciento brikéninj koda * Bruksninio kodo atpaZinimo srities pavyzdys: 1 cm Zemiau
yra stovo briikéninis kodas. o AN LT mazesnio mégintuvélio krasto iki 1 cm auksc¢iau maZesnio
statykite jj vertikaliai, panasiai kaip ir indo mégintuvélio dugno.
etikete. * mazesnio meégintuvélio dydis: 75 mm.



@ Eppendorf mégintuvéliy stovas
(A) Paruoskite Eppendorf mégintuveéliy stova ir Eppendorf meégintuveélj su méginiu.
MaZiausias méginio taris mégintuvélyje: (negyvasis tiris) + a (tlris nurodytas gaminio jdékle).
(B) Visiskai atidare Eppendorf mégintuvélio dangtelj, jstatykite jj j stovg vadovaudamiesi toliau pateiktais

nurodymais.
Visiskai atitrauktas dangtelis DElgEels BT ST el |
reikiama puse

* Pradékite nuo desinés, kur yra stovo briksninis kodas.

[Méginiy mégintuvéliy stovo montavimas]

(1) Paspauskite apatiniame deSiniajame kampe esantj stovo iSkrovimo mygtuka, kad stovo laikiklis baty
iSstumtas.

Unloaded

@ dekite mégintuveliy stova.
*Kraunant j stovg, jis automatiskai nustato, ar yra mégintuvéliy, ir juos parodo.

Méginiy stovo stotis Meégintuvéliy rodymas




Tyrimo metodas 1) Automatinis Zymeéjimas (dvikrypté LIS)

[Pirmiausia jdékite kasetes]

Wty  Semey

FOTRa CLMD CEME St DBme  Teifhe Wit Wipning WS e

—_— —_——— — — — = =

@ Jdéje kasete j laikiklj, pasirinkite | Unloaded

@ Jstatykite antgalj j antgalio padét;.

@ Atidarykite mégintuvélio dangtelj ir jdékite ] mégintuvéliy
stova.

— Meéginiy laikiklis jeina j jrangg, automatiskai atpaZjsta
meégintuvéliy briksninius kodus, pasirenka eiliSkuma ir juos
tiesiogiai priderina prie kaseciy.

@ Atidarykite méginiy mégintuvélio dangtelj ir sumontuokite
méginiy meégintuvélio laikikl].

— Meéginiy laikiklis jeina j jrangg, automatiskai atpaZjsta
meégintuvéliy briksninius kodus, parenkama seka ir

iSSokanciame lange pasirodo reikiamas kasetés kiekis
vienam elementui.

Unloaded

@ Jdéje prasomas kasetes, pasirinkite

@ Jstatykite antgalj j antgalio padét;.

(A) Palieskite méginiy stovo sritj, kad atsidaryty meéginiy langas.
(B) Pasirinkite méginio tipa.

Blood tube | wB | s/ |

(C) Pasirinkite mégintuvélj, kurio méginio tipg norite pakeisti.

»

D) Palieskite ,x“, kad iSsaugotuméte jvestg informacija.

_%

@ Palieskite ,Start” mygtuka.

@ Palieskite ,,OK"“.

~N



Tyrimo metodas 2) Rankinis sekos nustatymas

Jei ne visos kasetés yra to paties gaminio, méginiy
mégintuvélius ir kasetes reikia suderinti rankiniu bidu.

em o e om oS
Elementai

EEEEEEE

Kai kasetés bus jkeltos, pasirinkite | ynloaded

Jdékite antgalius j antgaliy padétis.

Jdékite méginiy mégintuvéliy stova.

L

I- - . - - . o W e W e w e W
=) = = (=) =)

®OOe

Palieskite méginiy laikiklio sritj ekrane, kad
o e paskirtuméte meéginiy mégintuvélius j kasetes.

L

Méginio langas '

T —— e = o
Meéginiy vamzdeliai By 2

R DI(EICED ) w—
Paciento ID (barkodas JEErr s S S — P S R R S et — .

D — (owa [ wmeo | wmes | oowem | wews

| e ~ ) Remove

* Elementy sarase rodomas jdétos kasetés elemento pavadinimas (su turimu kiekiu).

Pasirinkite méginio tipa. [ WB | S/P |

Palieskite elementgq i$ sgraso (palieskite ,,add”).

oxan ) TR0 | TGl [ 0-0me1 ) | wseme )

S Sl L

Pasirinkite meéginj (mégintuvélj), atitinkantj pasirinktg

* Su vienu meéginiu galima suderinti iki 10 elementy.

pvz. 1) S/P (serumas/plazma) ir Tn-I suderinkite su 1 ir 2 méginiais.

I

(5\m "_:.m
pvz. 2) Suderinkite 1-3 méginiy visa krauja ir CRP, 4-6 méginiy visg krauja ir Tn-I Plus.

- B3&




pvz. 3) S/P ir NT-proBNP suderinimas CK-MB 3 ir 4 méginiuose.

( cKMB (0) | PCT Phos (2) | Tt Plus (0) | O-Dimer (2) | NTpoBNP(0) )
L] (") Remove
* Pasirinkty elementy Salinimas @ Pasirinkite atitinkama elementg i$ elementy

sgraso dalies.

Pakeiskite j "Pasalinti".

@ Palieskite ir pasalinkite méginj (jei véliau vél
pridésite elementg, ,,Add” ir teskite).

a® 0

T 4 ©) remore ’ ©) remove

Jei norite jrasyti paciento ID, jj galima jvesti ekrane
esancia klaviatdra. Baige, palieskite ,X“, kad
informacija baty iSsaugota.

X

Palieskite ,Start” mygtuka.

— - 4199
O, OA 32 3C o Ml

O

Do you want to start testing? @ Pa I IeSkite ,,OK”.




Tyrimo metodas 3) Avarinis tyrimas Avarinis tyrimas leidZia rankiniu badu jvesti méginj, tai
galima padaryti, jei méginio tdris nedidelis arba reikia
atlikti tyrima skubos tvarka.

(1) |dékite testo kasete, reikalingg avariniam patikrinimui.

] kasetés méginio duobute jpilkite reikiamg méginio kiek].

Bukite atsargus, kad jdédami
méginius nepraleistuméte oro.
O X

jstatyklte antgalj j antgalio padét;.

@) Spustelekite mygtuka ,Load” atitinkamoje ertméje.

Unloaded
i\

O

(®) Spustelékite klaviatiros mygtuka kasetés apacioje.

® Jveskite paciento ID (neprivaloma). Patient ID

@ Pasirinkite ,Emergency Test“.
Pasirinkite ,General Tip“. General Tip

@ Pasirinkite tinkamg méginio tipa. WB s/p

@ spauskite ,Set”.

@ Tada avarinis testas jgaus prioritetg ir bus apdorojamas
nedelsiant.

10



Tyrimo istrynimas

1) Kaip atSaukti tyrimg, kol jis apdorojamas

il

2) Individualaus tyrimo atSaukimas

Matory  Sewing  Beabiode

ree
o4

ree
roa

3) Visy tyrimy atSaukimas

Matory  Sewing  Beabiode

rer
=

Techniné priezitra

1) Antgalio pasalinimo srities valymas
* Slinkite kairéje prietaiso puséje.

2) Antgaliy atlieky dézutés valymas ir
tustinimas

3) Sistemos patikrinimas

@

@ Ppalieskite piktograma ,,Stop“ ir pasirinkite ,,OK“.

(2) AFIAS-10 at3auks visus tyrimus, isskyrus tuos, kurie jau
yra reakcijos laiko Zingsnyje.

@ Ppalieskite kasetes lizdo centrg bent 3 sekundes ir
pasirinkite ,,OK”.

(2) Bus at3aukta tik pasirinkta kaseté.

(@ Bent 3 sekundes palieskite mygtuka po stovu, kurj
norite atSaukti, ir pasirinkite ,,OK“.

(2) Visi tyrimai bus at3aukti.

Alkoholio tirpalu pasalinkite visus liku¢ius nuo kairéje jrangos puséje
esancio antgalio nuémimo SliauZiklio.

Nuimkite prie jrangos Sono pritvirtintg atlieky déZute, iSmeskite antgalj ir
iSvalykite antgalio déZutés vidy.
Atlieky déZute pritvirtinkite magnetu.

Paruoskite sistemos patikros kasete, sistemos patikros ID lustg
Kada naudoti: Kai AFIAS-10 jrengiamas pirma karta, kai AFIAS-10
perkeliamas j kitg vietg, kai jvyksta klaida, kai bandymo rezultatas
laikomas nejprastu arba skiriasi nuo pamatinés vertés.

Kaip naudoti.

(A) UzZregistruokite sistemos tikrinimo ID lusta.
(B) Jdékite ,,System Check” kasete j kasetés lizdg ir paspauskite mygtuka

,Unloaded”.

s

C) Paspauskite mygtuka ,Start”, kad pradétuméte patikrinima ir pamatytuméte

rezultatus. q



Registravimas ir kokybés kontrolé

Analyzer QcC

(@) Paspauskite - pagrindinio ekrano viréuje, kad perjungtumete rezima.

Control

Material

Paspauskite mygtuka , kad atidarytuméte valdymo langa.

@

Jei kontroliné medZiaga néra uZregistruota arba pasikeité kontroliné partija, paspauskite m , kad
pridétuméte kontrolinius elementus (kartokite kiekvienam lygiui), ir paspauskite mygtukg , Register”.

Register

Item Lot Exp Sub Item Mean Low High
HbAlc  AACOQK16.LV2  2021.11.30 99 842 11.39
HbAlC AACOQK16.LV.1  2021.11.30 53 451 6.1
Unloaded
@ Jdékite naudojamg kasete ir paspauskite , kad jrenginys atpazinty kasete.

® Jei jdétos 2 ar daugiau kaseciy, Lv1 ir Lv2 reikSmés bus priskirtos automatiskai. Jei kontroline medziaga reikia

pritaikyti rankiniu badu, paspauskite mygtuka, kad nustatytumeéte kontroline medZiaga.

Lot [ S Ae o
Al AACOOKTE AV  2021.11.30 9 R42 1139

HhALC AACOQKI6AV T 2031.11.30 53 4% &

(® | méginio duobute jpilkite tikrinamos kontrolinés medziagos.
(7 |kiskite antgalj j antgalio anga.

aspauskite ,Start”, kad testuméte kokybés kontrole.
® P kite ,Start”, kad ste kokybés ki I

(@ Kontrolés kokybés rezultatus galima rasti ir istorijoje, ir ID lusto informacijoje.

12
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AFIAS-10 iSjungimas
1) Miego rezimas

(1) Trumpai paspauskite maitinimo mygtuka @, kad pereituméte j miego rezima.
2) Perkrovimas

@ Paspaude palaikykite .@M bent 3 sekundes ir aktyviajame lange palieskite ,Reboot”.
(2 Iranga bus paleidZiama i3 naujo.

3) ISjungimas
@ 1. Paspaude @palaikykite @ bent 4 sekundes, kad jjungtuméte isjungimo langa.
(1) 2. Paspaude palaikykite w bent 3 sekundes ir aktyviajame lange palieskite ,,Power off”.
(2 Kai paliesite mygtuka , 0K, prietaisas pradés i$jungimo procedira.

@  I3junkite pagrindinj maitinimo jjungimo/i&jungimo jungiklj, esantj prietaiso nugareléje.

13



Daznai uzduodami klausimai

- Toliau nurodyti klausimai gali biti rodomi iSkylanciajame lange arba ekrane.

Problema

No ID Chip

Tip
Required

Sample Error

wa [G)]
[ (B)

Invalid TF
/ Invalid 25~ 34

Extra Tip 1~X

Abnormal
Temperature,
Test banned

Priezastis

Jei jdéta kaseté ir ID luste esanti partija
nesutampa.
Jei jdéta kaseté ir ID luste esanti partija
nesutampa.

Ant kasetés atspausdintas briksninis
kodas: Jei briksninis kodas yra uzdengtas
kita medZiaga arba spausdinimas yra
paZeistas ir jranga neatpaZzjsta kasetés
braksninio kodo.

Briksninio kodo modulio gedimas.

Tyrimas buvo atliktas be antgalio.

Méginio aptikimo klaida.
Jei méginio kiekis yra mazas.

Jei jdéjus mégintuvélj j méginiy laikiklj
dangtelis nenuimamas.

Méginio klaida
(Burbuliuky arba kraujo kresuliy aptikimas)

Meéginj bandyta paimti 2-3 kartus pries
apdorojima (galima problema méginyje,
pvz., burbuliukas).

Jei grafikas nenormalus, prietaisas rodo
vieng is Siy klaidy.

Jei , Extra Tip“ kiekio nepakanka tam
tikriems elementams apdoroti. (T3,
testosteronas, bendras antiinfliksimabo
kiekis...)

Jei tyrimas pradedamas, kai temperatira
prietaiso viduje nesiekia reikiamos.

14

Sprendimas
UZregistruokite ID lustg ir teskite testg i$ naujo.

Jdékite identifikacinj lustg atitinkancias partijy
kasetes ir teskite tyrima.

1. Pasalinkite bet kokig kitg medziaga, kuri uzstoja
briksninj koda, ir vél jdékite kasete.

2. AtpaZzinimo klaida: Paspauskite kasetés lizdo
paveikslélio vidurj ekrane, kad rankiniu badu
pasirinktumeéte teisingg ID lusto informacija (ID
lustas ir kasetés partija turi sutapti).

3. Jei tas pats klaidos kodas kartojasi ir toliau,
bandykite naujg kasete.

Kreipkités j "Boditech Med" arba vietinj atstova dél
techninés pagalbos.

Patikrinkite, ar antgalis jdétas, pridékite antgalj (-ius)
i kasete arba papildomo antgalio stotele ir, norédami
pakartoti tyrima, palieskite atitinkamo lizdo centra.

Patikrinkite méginj ir vél teskite tyrima.

Patikrinkite vamzdZio dangtelio nuémimo blseng ir
vél teskite patikra.

Jei mégintuvélyje yra per daug puty, pasalinkite i$
mégintuvélio burbuliukus ir dar kartg istirkite mégin;.
Jei yra kresuliy, dar kartg paimkite méginj ir dar kartg
iStirkite.

Pakartokite tyrima.

Atlikite bandyma su nauja kasete. Jei ta pati klaida
pasikartoja, skambinkite j Boditech Med arba
vietiniam atstovui, kad suteikty technine pagalbg.
Teskite tyrima papilde ,,Extra Tip“ stotele.

Kai temperatura prietaiso viduje pasieks reikiamg,
tyrimas bus tesiamas.



Trikéiy Salinimas

Problema

Antgalis
nenuimtas

Jei méginiy
stovas jkiSamas,
bet tuoj pat
iSkiSamas

Jei méginiy
stovas
nejsijungia
automatiskai
Jei jranga
neatpaiZjsta
mégintuvélio
briksninio kodo

Jei kasetés néra,
bet prietaisas j3
atpaijsta kaip
esancia

Kasete
neatpaZjstama
(neaktyvuota).
Jjungimas
nepavyksta

Priezastis

Po antgalio pasalinimo veiksmo
prietaisas vis dar atpaZjsta, kad yra
antgalis.

Prietaisas bandé pasalinti antgalj,
taciau jo pasalinti nepavyko.
NeatpaZjstamas méginio stovo
tipas.

Jei méginiy stovas
neatpazjstamas.

Meéginio briksninio kodo vieta yra
uz braksninio kodo atpazinimo
diapazono riby.

Jei méginio briksninis kodas
pazeistas ir jo negalima nuskaityti
iS jrangos.

Jei jrangai nepavyksta pasukti
meéginio briksninio kodo.

Galimas kasetés jutiklio gedimas
dél j jrangg patekusio Sviesos
Saltinio.

Kasetés jutiklio gedimas.

Judancios jrangos dalys yra
netinkamoje padétyje.

15

Sprendimas

Veél atlikite tyrimg technikui iSvalius uztersta
antgalio jutiklio sritj.

ISvalykite uzterstg antgalio nuémimo sliauziklio
sritj.

Pridékite naujg méginiy lentynos briksninj koda
ir teskite tyrima.

Dél techninés pagalbos kreipkités j Boditech
Med arba vietinj atstova.

Jei brtksninis kodas yra uz atpazinimo srities
riby, vél pritvirtinkite jj j reikiama vietg ir vél
atlikite patikra.

-13 mm x 75 mm vamzdelis: pritvirtinkite jj bent
1 cm vir$§ vamzdelio dugno

-13 mm x 100 mm vamzdelis: 1 cm vir$
vamzdelio dugno

IS naujo atsispausdinkite briksninj kodg,
pridékite jj ir teskite tyrima.

1. Jei méginio briksniniai kodai yra jklijuoti
sluoksniais, pasalinkite esamus briksninius
kodus, pridékite vieng briksninj kodg ir teskite
tyrima.

2. Jei méginio bruksninis kodas atsiskiria,
pritvirtinkite jj ir vél atlikite patikrinima. Jei
problema iskyla, kai méginio briksninis kodas
neatsilaisvina arba atsiskiria, kreipkités j
Boditech Med arba vietinj atstovg dél techninés
pagalbos.

Pakeiskite jrangos padétj taip, kad j jg tiesiogiai
nepatekty jokia Sviesa.

Dél techninés pagalbos kreipkités j Boditech
Med arba vietinj atstova.

Perkraukite jranga.
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EU DECLARATION OF CONFORMITY

Manufacturer:

European Representative:

Product:

Intended use:

Classification:

Conformity Assessment Route:

Boditech Med Inc.

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

(SRN: KR-MF-000011028)

Obelis s.a.
Bd. Général Wahis, 53, 1030 Brussels, Belgium
(SRN: BE-AR-000000106)

AFIAS-10

- Catalog No.: FPRR038
- Basic UDI-DI: 880613301031BM

AFIAS-10is an analyzer intended for use in conjunction with fluorescence
immunoassay (FIA) kits for quantitative, semi-quantitative and qualitative
measurements of various analytes.

For in vitro diagnostic use only.

Class A (Rule 5)
- According to the Annex VIII of the REGULATION (EU) 2017/746

According to the Annex Il and Annex Iil of the REGULATION {EU) 2017/746

We, Boditech Med Inc., herewith declare under our sole responsibility that the above-mentioned product is in
conformity with the following European Union harmonisation legislation.
e REGULATION (EU) 2017/746 OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 April 2017 on in vitro
diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU
o DIRECTIVE 2011/65/EU OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment
o COMMISSION DELEGATED DIRECTIVE (EU) 2015/863 of 31 March 2015 amending Annex Il to Directive
2011/65/EU of the European Parliament and of the Council as regards the list of restricted substances

All supporting documentation is retained under the premises of the manufacturer

Standards applied:

Place, Date of Issue:

Signature:

Boditech Med Inc. www.boditech.col.zf.

EN IS0 13485:2016, EN 13612:2002, EN 1SO 14971:2019,

EN 1SO 15223-1:2021, EN ISO 18113-1:2011, EN ISO 18113-3:2011,
EN 61010-1:2010, EN 61010-2-101:2017, EN IEC 61326-1:2021,

EN IEC 61326-2-6:2021, EN 62304:2006, EN 62366-1:2015,

ISO/TR 20416:2020, IEC 62321-1:2013

Chuncheon, Republic of Korea, February 2/, 2023

<. Nt

ufful Choi / CEO

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Korea ) ’
HICIEIHS() 23S ZRA SUH SRR 12043 Tel +82-33-243-1400 Fax +82-33-243-9373 DOL-YDR-1-11 (P D1)



ES atitikties deklaracija

Gamintojas: Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,
Gang-won-do, 24398, Koréjos Respublika
(SRN: KR-MF-000011028)

Atstovas Europoje: Obelis s.a.
Bd. General Wahis, 53, 1030 Brussels, Belgija
(SRN: BE-AR-000000106)

Produktas: AFIAS-10
- Katalogo nr.: FPRR038
- Pagrindinis UDI-ID: 880613301031BM

Paskirtis: AFIAS-10 yra analizatorius, skirtas naudoti kartu su fluorescenciniy
imunotyrimy (FIA) rinkiniais kiekybiniams, pusiau kiekybiniams ir
kokybiniams jvairiy anali¢iy matavimams.

Tik in vitro diagnostiniam naudojimui.

Klasifikacija: A klasé (5 taisyklé)
- Pagal (ES) Reglamento 2017/746 VIII prieda

Atitikties jvertinimo buidas: Pagal (ES) Reglamento 2017/746 11 ir III priedus

Mes, Boditech Med Inc., $iuo dokumentu pagal savo atsakomybe skelbiame, kad nurodyti produktai atitinka Europos Sajungos
darniaja teisg.
e 2017 m. balandzio 5 d. Europos Parlamento ir Tarybos (ES) Reglamentas 2017/746 dél in vitro diagnostikos medicinos
prietaisy ir panaikinanti Direktyva 98/79/EB ir Komisijos sprendima 2010/227/ES.
e 2011 m. birzelio 8 d. Europos Parlamento ir Tarybos Direktyva 2011/65/EB dél tam tikry pavojingy medziagy elektrinéje
ir elektroninéje jrangoje naudojimo ribojimo.
e 2015 m. kovo 31 d. Komisijos deleguotoji direktyva (ES) 2015/863 papildanti II Europos Parlamento ir Tarybos
direktyvos 2011/65/ES prieda dél draudziamy medziagy saraso.

Visa palaikomoji dokumentacija saugoma gamintojo patalpose.

Taikomi standartai: EN ISO 13485:2016, EN 13612:2002, EN ISO 14971:2019,
EN ISO 15223-1:2021, EN ISO 18113-1:2011, EN ISO 18113-3:2011,
EN 61010-1:2010, EN 61010-2-101:2017, EN 61326-2-6:2020,
EN 62304:2006, EN 62366-1:2015, ISO/TR 20416:2020, IEC 62321:2008

I8leidimo vieta, data: Chuncheon, Kor¢jos Respublika, 2023 m. vasario mén. 27 d.

Parasas: /parasas/
Eul Yul Choi / Generelinis direktorius

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra iSverstas teisingai ir tiksliai bei be pakeitimy prasmeéje. ’/
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokumenta. \[‘ ;
1] P
Vaidas Vilmantas (MB ,,Beikeris*, jm .k. 304539005)
Boditech Med Inc. www.boditech.co.kr DOC-IVDR-1-11 (perz. 01)

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,
Gang-won-do, 24398, Koréjos Respublika
Tel.: +82-33-243-1400 Faks.: +82-33-243-9373
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LETTER OF AUTHORIZATION

6 November 2023

To whom it may concern,

We hereby authorize INTERLUX Ltd. With its principal place of business at Avieéiy 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
Geodudaniji 1-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 and reagents

- AFIAS analyzers and reagents

This Letter of Authorization shall become effective as of January 1, 2024 and expires on
December 31, 2024. The terms 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, Geodudanji 1-gil, Dongnae-myeon,

W. Chuncheon-si, Gangwon-do, South Korea
. . Boditech Med Inc.
Eui Yul Choi ed Inc

Caof Ao

Representative Director
epresentative Directo PRESIDENT EUI YUL CHOI

Boditech Med Inc.

[ PP L K SR R i G I

LOGIRETN el nid, www.boditech.co.kr

43, Gzodudanji 1-ail, Dongnaz-mycon, Chunchenn-si, Gang-won-do, 24205, KOREA

HIEUILIE () AU = 25N SUC HE R 1328 53 (04388) Tel +32-33-243-1400 Fax +02-33-243-0372
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IGALIOJIMO LAISKAS

2023 m. lapkri¢io mén. 6 d.
Suinteresuotiems asmenims,

Siuo dokumentu jgaliojame UAB ,, INTERLUX, jsikiirusig Avieciy g. 16, 08418 Vilnius, Lietuva veikti kaip
misy isskirtin] platintoja toliau nurodytiems produktams, kuriuos gamina Boditech Med Inc., jsikfirusi 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 technine prieZziiirg
Lietuvos, Latvijos ir Estijos rinkose.

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

Sis JGALIOJIMO LAISKAS jsigalioja 2024 mety sausio mén. 1 d. ir galioja iki 2024 m. gruodzio mén. 31 d.
Sio JGALIOJIMO LAISKO salygos gali biiti pratestos papildomus vienerius metus pagal bet kurios Platintojo
ir Kompanijos tarpusavio sutarties salygas. Jokie Sio jgaliojimo pakeitimai negalioja be rastiSko kompanijos
sutikimo.

Pagarbiai

Eui Yul Choi /parasas/ /antspaudas/
Atstovaujamasis direktorius

Boditech Med Inc.

I§versta 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 dokumenta.

’

/
Y Vst =

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

Boditech Med Inc. www.boditech.co.kr
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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Certificate Of Training

This is to certify that Mr. Rokas Arlauskas at Medita Co. Ltd. — Interlux
Group has successfully completed the basic training requirement
in accordance with the provisions of Boditech Med, Inc.

to use and service ichroma™ and AFIAS platforms.

This entitles the recipient to perform limited services

for the above products.

Certificate No. BT231005-01
Date of Issuance : October 05, 2023
Authorized by Mr. Kun Heo

wu

Boditech Med, INC.

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won State 24398, KOREA
HICEHH=(F) ZHEEAA = 20 SU- IFEX] 120 43 (24398) Tel +82-33-243-1400 Fax +82-33-243-9373



Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

' T. +82 33 243 1400 / F. +82 33 243 9373

Wednesday, March 6, 2024

STATEMENT

To whom it may concern,

We Boditech Med Inc., a corporation duly organized and existing under the laws of the
Republic of Korea, having its principal office at 43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si Gangwon-do, 24398 Korea, hereby certify that:

- The product SMFP-43 AFIAS Rota/Adeno is a qualitative product (results are positive,

negative, or indeterminate). For qualitative products we do not provide calibrator
materials.
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Yours faithfully,
Boditech Mea Inc.

i 1-gil, Dongnae-myeon,

1 2‘;’1’;1:(:_:‘;:0::1?2:;‘\9%;?—(‘10, South Korea 200-883
T'+82-33—243—140() F1+82—33—243—9373

General Manager / Boditech Med Inc.

Arony-"

-
ADO10NNSIL @ olu

Yy

Roditech Med Inc, www.boditech.co.kr

13, Gzodudanji 1-gil, Dongnaz-imyeon, Chuncheon-si, Gang-won-do, 24398, KOREA

BECIV IS (50 7H S b el S SRR 12043 (24208) Tel +82-33-243-1400 Fax +82-23-242-8273




Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

T.+8233 243 1400/ F. +82 33 243 9373

2024 mety kovo mén. 1 d.

PAREISKIMAS

Suinteresuotiems asmenimes,

Mes, Boditech med. Inc., korporacija, teisétai jsteigta ir veikianti pagal Koréjos Respublikos
jstatymus, turinti savo pagrindinj biurg 43 Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-i,
Gangwon-do 24398 Koréjos Respublikoje Siuo rastu patvirtiname:

Produktas SMFP-43 Afias Rota/Adeno yra kokybinis produktas (rezultatai yra teigiami,
neigiami arba neapibrézti). Kokybiniams produktams kalibravimo medziagy neteikiame.

Pagarbiai

Eui Yul Choi
Atstovaujantis direktorius

Boditech Med Inc.

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

/ o

i
. . V\ oy =
Vaidas Vilmantas 7
MB , Beikeris“. I. k. 304539005

Boditech Med Inc. www.boditech.co.kr
myeon, Chuncheon-si, Gang-won State 24398, KOREA
FLUH01 1S x| 13 43(24398) Tel +82-33-243-1400 tax +82 33-243-9373

43, Geodudanji 1-9il, DNngnae
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Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

T.+82 332431400/ F. +82 33 243 9373

Wednesday, March 6, 2024

STATEMENT

To whom it may concern,

E: We Boditech Med Inc., a corporation duly organized and existing under the laws of the

8 Republic of Korea, having its principal office at 43, Geodudanji 1-gil, Dongnae-myeon,

E ‘ Chuncheon-si Gangwon-do, 24398 Korea, hereby certify that:

-

g): - The AFIAS-10 analyzer incorporates a feature allowing users to fill in the User ID field

?—? during login through either manual input or barcode scanning. Patient ID field can also be
populated by either manual input or barcode scanning. "

9p.

1~ , 4 B g
Boditech Med Inc.
43, Geodudanii 1 gil, Dongnae-myeon,
Chunchecn s, Gangaan-(o, South Korea 250-88

] T:+82-33-243-1400 F +82-33-243 9373
General Manager|/ Boditech Med Inc.
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Boditech Med Inc. www.boditech.co kr
43, Gendudanji 1-qil, Dengnae-myeon, Churichean-si, Gang-won-do, 24328, KOREA

RTINS (50) WS IR SR SLHRE D) FRT 17 53 (24288) Tel +82-33-243-1400 Fax +82-33-243-9273
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Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

T.+8233 243 1400/ F. +82 33 243 9373

2024 mety kovo mén. 1 d.

PAREISKIMAS

Suinteresuotiems asmenimes,

Mes, Boditech med. Inc., korporacija, teisétai jsteigta ir veikianti pagal Koréjos Respublikos
jstatymus, turinti savo pagrindinj biurg 43 Geodudanji 1-gil, Dongnae-myeon, Chuncheon-i,
Gangwon-do 24398 Koréjos Respublikoje Siuo rastu patvirtiname:

Afias-10 analizatoriuje yra jdiegta funkcija, leidZianti naudotojams prisijungimo metu
uzpildyti naudotojo ID lauka rankiniu bldu arba nuskaitant briuksninj koda. Paciento ID lauka
taip pat galima uzpildyti rankiniu jvesties arba braksninio kodo nuskaitymo badu.

9p.
Pagarbiai

Eui Yul Choi
Atstovaujantis direktorius

Boditech Med Inc.

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

o

// ,
. . \’\ Usp=
Vaidas Vilmantas ‘
MB , Beikeris®. I. k. 304539005

Boditech Med Inc. www.boditech.co.kr
43, Geodudanji 1-9il, Nnngnae-myeon, Chuncheon-si, Gang-won State 24398, KOREA
HICISOIS () ZRBYXIR]e dMA| BLI0 HSEEX] 13 43(24398) Tel +82-33-243-1400 tax +82-33-243-9373
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MEDICINAI » MOKSLUI s GYVENIMUI

UAB ,,Interlux*

UZdaroji akciné bendrove, Avieciy g. 16, LT-08418 Vilnius, Tel. (8~5) 278 68 50, Faks. (8~5) 279 67 28,
El.p. spirit@interlux.lt, http://www.interlux.It, Juridiniy asmeny registras, 110608112, LT106081113

(Juridinio asmens teisiné forma, buveing, kontaktiné informacija, registro, kuriame kaupiami ir saugomi duomenys apie tickéja, pavadinimas, juridinio

VSI Kauno miesto poliklinika

PAZYMA DEL SIULOMO ILGALAIKIO TURTO NUSIDEVEJIMO

2024-03-06
Vilnius
Turto sa_\vininko Likutiné
(projketo Ivedimo i Nusidévéjimo . Likutiné verté
Irangos pavadinimas Vnt vykdytojo ar eksploatacijg laikotarpis v?;]t:: ! VISO (7 vnt.)
partn_el_flo) data (mén.) Su PVM Su PVM
pavadinimas

Automatinis
analizatorius
greitiesiems (POCT) 7 UAB "Medita" 2022 m. 24 mén 7562,50 52937,50
kraujo tyrimams atlikti
AFIAS -10

PasiraSydamas §ig pazyma, patvirtinu, kad pateikta informacija yra teisinga.

Veiklos direktorius Vilius Kirvaitis



mailto:spirit@interlux.lt
http://www.interlux.lt/
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W AFIAS

2.3.2.1p.

INTENDED USE

AFIAS CRP is a fluorescence immunoassay (FIA) for the
quantitative determination of C-Reactive Protein (CRP) in human
whole blood/serum/plasma. It is useful as an aid in management
and monitoring of autoimmune diseases and infectious
processes, such as rheumatoid arthritis.

For in vitro diagnostic use only.

INTRODUCTION

C-reactive protein (CRP) is a protein found in blood; the level
of which rises in response to inflammation. CRP is first acute-
phase protein to be described and is an exquisitely sensitive
systemic marker of inflammation and tissue damage. The serum
CRP level may rise from a normal level of < 5 mg/L to 500 mg/L
during the body’s general, nonspecific response to infections
and other acute inflammatory conditions. Measurement of CRP
concentration has been widely used as a clinical tool for
monitoring the status of inflammation, effectiveness of
treatment of various infections and autoimmune diseases such
as rheumatoid arthritis. And high sensitive CRP (hsCRP) has been
suggested that along with serum cholesterol, may be marker of
diagnosis in cardiovascular diseases (CVD). And hsCRP is
emerging as the strongest and most independent predictive risk
factor for CVD.

PRINCIPLE

The test uses a sandwich immunodetection method.

The detector antibodies in detector bind to antigens in the
sample, forming antigen-antibody complexes and migrate onto
nitrocellulose matrix to be captured by the other immobilized-
antibodies on a test strip.

More antigens in the sample will form more antigen-antibody
complexes which lead to stronger fluorescence signal by
detector antibodies, which is processed by the instrument for
AFIAS tests to show CRP concentration in the sample.

COMPONENTS

AFIAS CRP consists of ‘cartridges’.
Each sealed aluminum pouch contains two cartridges.
Each sealed cartridge packaged in an aluminum pouch has
three components including a cartridge part, a detector part
and detector diluent part.
The cartridge part contains the membrane called a test strip
which has mouse monoclonal anti-human CRP at the test line,
human C-reactive protein at the antigen line, and
streptavidin at the control line.
The detector part has a granule containing mouse
monoclonal anti-human CRP-fluorescence conjugator,
mouse monoclonal anti-human CRP, Biotin-BSA fluorescence
conjugator, bovine serum albumin (BSA) and sucrose as a
stabilizer and sodium azide as a preservative in phosphate
buffered saline (PBS).
The detector diluent part contains antifoam and tween 20 as
a detergent, sodium azide as a preservative in phosphate
buffered saline (PBS).

QALLGE02-15 (Rev. 04)

WARNINGS AND PRECAUTIONS
n

For in vitro diagnostic use only.
Follow instructions and procedures described
‘Instructions for use’.
Use only fresh samples and avoid direct sunlight.
Lot numbers of all the test components (cartridge and ID chip)
must match each other.
Do not interchange the test components between different
lots or use the test components after the expiration date,
either of which might yield incorrect test result(s).
Do not reuse cartridges, pipette tips, and C-tips. It should be
used for testing one sample only.
The cartridge should remain sealed in its original pouch until
just before use. Do not use the cartridge, if pouch is damaged
or has already been opened.
Frozen sample should be thawed only once. For shipping,
samples must be packed in accordance with local regulations.
Sample with severe hemolysis and/or hyperlipidemia must
not be used.
If test components and/or sample are stored in refrigerator,
then allow cartridge and sample to be at room temperature
for approximately 30 minutes before use.
The instrument for AFIAS tests may generate slight vibration
during use.
Used cartridges and pipette tips, and C-tip should be handled
carefully and discarded by an appropriate method in
accordance with relevant local regulations.
The cartridge contains sodium azide (NaNs), and they may
cause certain health issues like convulsions, low blood
pressure and heart rate, loss of consciousness, lung injury
and respiratory failure. Avoid contact with skin, eyes, and
clothing. In case of contact, rinse immediately with running
water.
Biotin interference was not observed in AFIAS CRP when
biotin concentration in the sample was up to 3,500 ng/mL. In
reference, if biotin is taken at a level of 300 mg/day, the
biotin concentration in the body is about 1,200 ng/mL.
However, if a patient has been taking biotin at dosage of
more than 300mg a day, it is recommended to collect blood
again 24 hours after discontinuation of biotin intake.
AFIAS CRP will provide accurate and reliable results subject
to the below conditions.
- AFIAS CRP should be used only in conjunction with the
instrument for AFIAS tests.
- Have to use recommended anticoagulant.
Recommended anticoagulant
K2 EDTA, Ks EDTA,
Sodium heparin, Lithium heparin, Sodium citrate

in this

C-tip should be used when the following conditions are met.
C-tip provided with the kit is recommended to obtain
correct test result.

- Whole blood should be
collection.

Do not perform a test with C-tip on General Mode. It
might cause an erroneous result.

Excess whole blood around the C-tip should be wiped off.
In order to avoid cross-contamination, please do not re-
use C-tip for multiple samples.

AFIAS cartridge should be inserted and positioned in the
cartridge holder prior to the blood sample collection.
While collecting blood, be careful not to create air
bubbles in the C-tip.

immediately tested after

1

LIMITATIONS OF THE TEST SYSTEM

The test may yield false positive result(s) due to the cross-
reactions and/or non-specific adhesion of certain sample
components to the capture/detector antibodies.

The test may vyield false negative result(s) due to the non-
responsiveness of the antigen to the antibodies which is the
most common if the epitope is masked by some unknown
components, so therefore not being able to be detected or
captured by the antibodies. The instability or degradation of
the antigen with time and/or temperature may also cause
false negative result as it makes antigen unrecognizable by
the antibodies.

Other factors may interfere with the test and cause
erroneous results, such as technical/procedural errors,
degradation of the test components/reagents or presence of
interfering substances in the test samples.

Any clinical diagnosis based on the test result must be
supported by a comprehensive judgment of the concerned
physician in conjunction with clinical symptoms and other
relevant test results.

STORAGE AND STABILITY

Storage condition

Component Storage Shelf life Note
Temperature
20 th u d
Cartridge 2-30°C months  “Nopene
1 month Resealed

Return an unused cartridge to the spare cartridge zipper bag
containing the desiccant pack. Reseal along entire edge of
zip-seal.

MATERIALS SUPPLIED

SMFP-2
Components of AFIAS CRP
Cartridge box :

- Cartridge 24
- Pipette tip (zipper bag) 24
- C-tip (10 pL) 24
- Spare cartridge zipper bag 1
- ID chip 1
- Instructions for use 1

MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Following items can be purchased separately from AFIAS CRP.
Please contact our sales division for more information.

Instrument for AFIAS tests

- AFIAS-1 REF FPRRO19
- AFIAS-3 REF FPRR0O40
- AFIAS-6 REF FPRR0O20
- AFIAS-10 REF FPRRO38

Boditech CRP Control
Boditech CRP Calibrator

REF CFPO-100
REF CFPO-112

SAMPLE COLLECTION AND PROCESSING

The sample type for AFIAS CRP is human whole blood/serum/
plasma.

It is recommended to test the sample within 24 hours after
collection.

The samples (serum, plasma) should be separated from the
clot by centrifugation within 3 hours after the collection of
whole blood.

BIO @ TECHNOLOGY

The samples (whole blood, serum, plasma) may be stored for
a week at 2-8 °C prior to being tested. If testing will be
delayed more than a week, samples should be frozen at
below -20 °C.

The samples stored frozen at below -20 °C for 3 months
showed no performance difference.

However, the whole blood sample should not be kept in a
freezer in any case.

As a repeated freeze-thaw cycle may affect the test result, do
not refreeze previously frozen samples.

Collection of whole blood sample using C-tip

@ Hold the C-tip horizontally and touch the surface of the
blood with the tip of the C-tip.

@ Capillary action will automatically draw the blood sample
to C-tip and stop.

® Wipe off any excess blood around the tip.

@ Double-check if whole blood is filled accurately in the C-

’

tip and AFIAS reader is ready for a test on the ‘C-tip mode’.

TEST SETUP

XIII

Check the components of the AFIAS CRP as described below.:
Cartridges, pipette tips, C-tips, an ID chip, a spare cartridge
zipper bag and an instructions for use.

Ensure that the lot number of the cartridge matches that of
the ID chip.

If the sealed cartridge has been stored in a refrigerator, place
them on a clean and flat surface at room temperature for at
least 30 minutes before testing.

Turn on the instrument for AFIAS tests.

Empty the tip box.

Insert the ID chip into the ‘ID chip port’.

Please refer to the instrument for AFIAS tests operation
manual for complete information and operating
instructions.

TEST PROCEDURE

p AFIAS-1, AFIAS-3, AFIAS-6,

General mode

1) Insert the cartridge into the cartridge holder.
2) Insert a tip into the tip hole of the cartridge.
3) Select the ‘General mode’ in the instrument for AFIAS

tests.
4) Take 100 pL of the sample (whole
blood/serum/plasma/control) using a pipette and

5) Tap the ‘Start’ button on the screen.
6) The test result will be displayed on the screen after 3

C-tip Mode,
1) Insert a cartridge into the cartridge holder.
2) Take 10 pL of whole blood using a C-tip.

3) Insert the whole blood-filled C-tip into the tip hole of the

4) Select the ‘C-tip mode’ in the instrument for AFIAS tests.
5) Tap the ‘Start’ button on the screen.
6) The test result will be displayed on the screen after 3

p AFIAS-10

Normal mode|

1) Insert a cartridge into the cartridge holder.

dispense it into the sample well of the cartridge.

minutes.

cartridge.

minutes.

1/2
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2) Insert a tip into the tip hole of the cartridge.

3) Tap the ‘Load’ button of the bay that holds the cartridge
with the tip to read the barcode of the cartridge and
please confirm the item name written on the cartridge.

4) Insert the sample tube into the tube rack.

5) Insert the tube rack into the loading part of the sampling
station.

6) Tap the ‘Start’ button on the screen.

7) The test result will be displayed on the screen after 3
minutes.

|Emergency mode (General tip)|

1) The test procedure is same with the ‘Normal mode 1) —
3).

2) Convert the ‘Emergency mode’ in AFIAS-10.

3) Select the tip type (General tip) on the screen.

4) Select the sample type (whole blood/serum/plasma) on
the screen.

5) Take 100 pL of the sample using a pipette and dispense
it into the sample well of the cartridge.

6) Tap the ‘Start’ button on the screen.

7) The test result will be displayed on the screen after 3
minutes.

|Emergency mode (C-tip)|

1) Insert a cartridge into the cartridge holder.

2) Take 10 pL of whole blood using a C-tip.

3) Insert the C-tip with sample into the tip hole of the
cartridge.

4) Tap the ‘Load’ button of the bay that holds the cartridge
with a tip to read the barcode of the cartridge and please
confirm the item name written on the cartridge.

5) Convert the ‘Emergency mode’ in AFIAS-10.

6) Select the tip type (C-tip) on the screen.

7) Tap the ‘Start’ button on the screen.

8) The test result will be displayed on the screen after 3
minutes.

INTERPRETATION OF TEST RESULT

m  The instrument for AFIAS tests calculates the test result
automatically and displays CRP concentration of the test

sample in terms of mg/L.
Cut-off : 10 mg/L

Working range : 0.5-200 mg/L
Effect of Hematocrit

The CRP Whole Blood of the instrument for AFIAS tests is
calibrated to read the CRP serum concentration of a blood
sample with a hematocrit of 40 %. If the actual hematocrit
value deviates from 40 %, the result should be corrected by
multiplying with the respective factor in the table: deviates
from 40 %, the result should be corrected by multiplying with
the respective factor in the table:

Hct (%) Factor Hct (%) Factor
20-29 0.8 56-58 1.4
30-36 0.9 59-61 1.5
37-42 1.0 62-63 1.6
43-47 1.1 64-65 1.7
48-51 1.2 66-67 1.8
52-55 1.3 68-69 1.9

Reference range, HCT:
- Woman: 35-44 %
- Men: 39-48 %

QALLGE02-15 (Rev. 04)

QUALITY CONTROL

m  Quality control tests are a part of the good testing practice

to confirm the expected results and validity of the assay and
should be performed at regular intervals.

Quality control tests should also be performed whenever
there is any question concerning the validity of the test
results.

Control materials are provided on demand with AFIAS CRP.
For more information regarding obtaining the control
materials, contact Boditech Med Inc.’s Sales Division for
assistance.

(Please refer to the instructions for use of control material.)

PERFORMANCE CHARACTERISTICS

m  Analytical sensitivity

Limit of Blank (LoB) 0.19 mg/L
Limit of Detection (LoD) 0.32 mg/L
Limit of Quantitation (LoQ) 0.50 mg/L

Analytical Specificity
Cross-reactivity
Biomolecules such as below the ones in the table were added
to the test sample(s) at concentrations much higher than
their normal physiological levels in the blood. AFIAS CRP test
results did not show any significant cross-reactivity with
these biomolecules.
Cross reactants

Concentration

IL-6 50 pg/mL

PCT 50 pg/mL
Serum amyloid P 500 pg/mL
Serum amyloid A 500 pg/mL
Ferritin 500 pg/mL

Interference
Interferents listed in the following table were added to the
test sample at the concentration mentioned below. AFIAS
CRP test results did not show any significant interference
with these materials.
Interferents

Concentration

Ascorbic acid 350 umol/L

Bilirubin (conjugated) 475 umol/L
Albumin 60 g/L

Glucose 1,000 mg/dL

Triglyceride mixture (Triglyceride, total) 1,500 mg/dL
Hemoglobin 10g/L

Biotin 3,500 ng/ml

Precision

Single site study

3 Lots of AFIAS CRP were tested for 20 days. Each standard
material was tested 2 times per day. For each test, each
material was duplicated.

Repeatability (within-run precision)

Within-laboratory precision (Total precision)

Lot to lot precision

Between persons

Three different persons tested one lot of AFIAS CRP, ten
times at each concentration of the control standard.
Between sites

One person tested AFIAS CRP at three different sites, ten
times at each concentration of the control standard.
Between readers

One person tested AFIAS CRP with three different readers,
ten times at each concentration of the control standard.

Within-laboratory

Expected Repeatability ..
Value Mean Ccv Meanpreus'on cv
A e I T R )
2.0 1.97 0.16 8.0 2.02 0.17 8.5
10.0 9.96 063 63 1001 061 6.1
150.0 148.76 1395 9.4 149.33 13.79 9.2
Expected Lot to lot precision Between site
Value Mean D CV  Mean D cv
[mg/L]  [mg/L] (%) [mg/L] (%)
2.0 2.00 0.18 8.9 2.04 0.16 7.6
10.0 9.99 0.6 6.0 10.02 071 7.1
150.0 149.04 14.39 9.65 152.32 9.09 6.0
Expected Between person Between reader
Value Mean D CV  Mean D cv
[mg/L]  [mg/L] (%) [mg/L] (%)
2.0 2.02 0.13 6.5 2.00 0.18 9.0
10.0 10.03 0.81 8.1 9.93 070 7.0
150.0 155.47 1192 7.7 15249 11.79 7.7
Accuracy

The accuracy was confirmed by testing 3 different lots, three

times with international standard material (ERM-
DA474/IFCC, human serum).
Lol Lot 2 Lot 3
Measured Measured . Measured .
Bias Bias
Value (%) Value (%) Value (%)
[mg/L] [mg/L] [mg/L]
Run 1 41.82 1.5 39.88 -3.2 42.68 3.6
Run 2 40.09 -2.7 41.42 0.5 40.52 -1.7
Run 3 42.06 2.1 41.96 1.8 40.95 -0.6
m  Comparability

CRP concentration of 100 clinical samples were quantified
independently with AFIAS CRP (AFIAS-6) and comparator A
as per prescribed test procedures. Test results were
compared, and their comparability was investigated with
linear regression and correlation coefficient (R). The
regression equation and correlation coefficient are as follows.

250
y =0.975x + 0.7065

200 R=0.998

150

100

50

AFIAS-6 [mg/L]

0

0 50

100 150
Comparator A [mg/L]

200 250

REFERENCES

1.

2.

2/ 62

Pepys MB and Hirschfield GM. C-reactive protein: a critical update.
J Clin. Invest 2003; 111:1805-1812.

Volanakis JE. Human C-reactive protein: expression, structure,
and function. Mol Immunol 2001;38:189-197. 3. Koenig W,
Sund M, Frohlich M, et al. C-reactive protein, a sensitive marker
of inflammation, predicts future risk of coronary heart disease in
initially healthy middle-aged men. Circulation 1999; 99:237-242.

Rifai N, Ridker PM. Proposed Cardiovascular Risk Assessment
Algorithm Using High-Sensitivity C-reactive protein and Lipid
Screening. Clin. Chem. 2001; 47:28-30

Rifai N and Ridker PM. High-Sensitivity C-Reactive Protein: A novel
and Promising Marker of Coronary Heart Disease. Clin. Chem.

BIO @ TECHNOLOGY

2001; 47(3): 403-411.

5. Biasucci LM, Liuzzo G, Grillo RL, et al. Elevated levels of C-reactive
protein at discharge in patients with unstable angina predict
recurrent instability. Circulation 1999; 99:855-860

6. Taubes G. Does inflammation cut to the heart of the matter
Science 2002; 296:242-245

7. Ridker PM, Hennekens CH, Buring JE, and Rifai N. C-reactive
protein and other markers of inflammation in the prediction of
cardiovascular disease in women. N Engl J Med 2000:342(12):
836-843

8. Brooks DE, Devine DV, Harris PC, et al. RAMP(TM): A rapid,
quantitative whole blood immunochromatographic platform for
point-of-care testing. Clin Chem 1999; 45:1676-1678

9. Oh SW, Moon JD, Park SY, et al. Evaluation of fluorescence hs-CRP
immunoassay for point-of —care testing. Clin Chim Acta 2005;
356:172-177

10. Claus DR, Osmond AP, Gewurz H. Radioimmunoassay of human C-
reactive protein and levels in normal sera. J. Lab. Clin Med
1976;87:120-128

11. Kindmark CO. The concentration of C-reactive protein in sera from
healthy indivisuals. Scand J Clin Lan Invest 1972;29:407-411
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Dokumento nr. : INS-CR_X-EN (Vertimas i§ angly kalbos dokumento)
Perzitiros data : 2022 m. geguzés 8 d. (Perz. 03)

AFIAS

CRP

2.3.2.1p.

NUMATYTAS NAUDOJIMAS

AFIAS CRP yra fluorescencinis imuninis tyrimas (FIT), skirtas kiekybiniam C reaktyvaus baltymo (CRP)
nustatymui zmogaus visame kraujyje / serume / plazmoje. Tai naudinga pagalbin¢ priemoné, kuri
naudojama norint suvaldyti ir stebéti autoimunines ligas ir infekcinius procesus, tokius kaip reumatoidinis
artritas.

Skirtas tik in vitro diagnostiniam naudojimui.

C reaktyvusis baltymas (CRP) yra baltymas, randamas kraujyje; kurio lygis pakyla reaguojant j uzdegima.
CRP yra pirmasis aprasytas iminés fazés baltymas ir yra i$skirtinai jautrus sisteminis uzdegimo ir audiniy
pazeidimo zymeklis. CRP lygis serume gali pakilti nuo normalaus lygio < 5 mg/l iki 500 mg/l, kai
organizmas reaguoja j bendra, nespecifinj atsaka j infekcijas ir kitas timines uzdegimines salygas. CRP
koncentracijos matavimas buvo placiai naudojamas kaip klinikiné priemoné stebint uzdegimo biikle,
ivairiy infekcijy ir autoimuniniy ligy, tokiy kaip reumatoidinis artritas, gydymo efektyvuma. Buvo
pasiiilyta, kad didelio jautrumo CRP (hsCRP) kartu su cholesterolio kiekiu serume gali biti Sirdies ir
kraujagysliy ligy (SKL) diagnozés zymuo. Ir hsCRP tampa stipriausiu ir nepriklausomiausiu nuspéjamu
SKL rizikos veiksniu.

Testas naudoja sumustinio tipo imuninj nustatymo metod3.

Nustatymo antikiinas, esantis buferiniame tirpale, jungiasi prie antigeno, esan¢io méginyje, ir susiformuoja
antigeno-antikiino kompleksas, kuris juda ant nitroceliuliozinés matricos bei yra sugaunamas kito, ant
testo juostelés imobilizuoto antikiino.

Kuo daugiau antigeny méginyje, tuo daugiau sudarys antigeno-antikiiny kompleksy, dél kuriy detektoriaus
antiktinai sukels stipresnj fluorescencinj signala, kurj apdoroja prietaisas AFTAS tyrimams, kad parodyty
CRP koncentracija méginyje.

AFIAS CRP susideda i§ ,.kaseciy®. 7p.

= Kiekviename sandariame aliuminio maiselyje rasite dvi kasetes.

» Kiekviena testo kasete, supakuota aliuminio folijos maiSelyje, turi tris komponentus: kasetés dalj,
detektoriaus dalj ir skiedimo dal;.

= Kasetés dalyje yra membrana, vadinama bandymo juostele, kurios tyrimo linijoje yra pelés
monokloninis anti-zmogaus CRP, antigeno linijoje — Zmogaus C reaktyvusis baltymas, o kontrolinéje
linijoje — streptavidinas.

» Detektoriaus dalyje yra granulés, kuriy sudétyje yra pelés monokloninio anti-zmogaus CRP-
fluorescencinio konjugatoriaus, pelés monokloninio anti-zmogaus CRP, biotino-BSA fluorescencinio
konjugatoriaus, galvijy serumo albumino (BSA) ir sacharozés kaip stabilizatoriaus, ir natrio azido kaip
konservanto fosfatiniame buferiniame tirpale (PBS).

» Detektoriaus skiediklio dalyje yra puty slopinimo ir tween 20 kaip ploviklio, natrio azido kaip
konservanto fosfatiniame buferio tirpale (PBS).

SPEJIMAI IR ATSARGUMO PRIEMONES

» Skirtas tik in vitro diagnostiniam naudojimui.

= Sekite instrukcijas ir laikykités metodo eigos, apibiidintos Siose ,,Naudojimosi instrukcijose*.

= Naudokite tik Sviezius meéginius ir venkite tiesioginés saulés Sviesos.
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= Visy testo komponenty (testo kasetés ir identifikavimo lusto) partijos numeriai turi sutapti.

» Nesukeiskite tarpusavyje skirtingy partijy testo komponenty ir nenaudokite testo sudedamyjy daliy po
to, kai jy galiojimo laikas pasibaigges, nes bet kuris 1§ tokiy komponenty gali nulemti klaidingg(-us) testo
rezultatq( us).

» [ki naudojimo testo kaseté turi biiti lalkoma supakuota aliuminio folijos maiselyje. Nenaudokite testo
kasetes, jeigu pakuoté buvo paZeista ar i$ anksto atidaryta.

» Kaseciy, pipetés antgaliy ir C antgaliy pakartotinai nenaudokite. Jie turi buti naudojami tik vienam
meéginiui apdoroti.

» UZSaldytas meginys turi biti atSildytas tik vieng karta. Siuntimui méginiai turi buti supakuoti laikantis
vietiniy taisykliy. Méginio su sunkia hemolize ir (arba) hiperlipidemija naudoti negalima.

= Jei tiriamieji komponentai ir (arba) méginys yra laikomi Saldytuve, prie§ naudodami leiskite kasetei ir
meéginiui pabiiti kambario temperatiiroje mazdaug 30 minuciy.

= Prietaisas, skirtas AFIAS testams, naudojimo metu gali sukelti nedidel¢ vibracija.

= Su panaudotomis kasetémis, C formos antgaliais ir pipetés antgaliais reikia elgtis atsargiai ir iSmesti
tinkamu budu, laikantis atitinkamy vietiniy taisykliy.

» Detektoriaus mégintuvélyje ir detektoriaus skiediklyje yra natrio azido (NaN3), todél jie gali sukelti tam
tikry sveikatos problemy, tokiy kaip traukuliai, Zemas kraujospidis ir Sirdies susitraukimy daznis,
samoneés netekimas, plauciy pazeidimas ir kvépavimo nepakankamumas. Vengti patekimo ant odos,
akiy ir drabuziy. Patekus, nedelsiant nuplaukite tekanciu vandeniu.

= Biotino trukdziy AFTAS CRP nepastebéta, kai biotino koncentracija méginyje buvo iki 3500 ng/mL. Jei
biotino vartojama 300 mg per parg, biotino koncentracija organizme yra apie 1200 ng/mL. Taciau jei
pacientas vartojo bioting didesne nei 300 mg per parg, rekomenduojama kraujg paimti i§ naujo, 24
valandas po biotino vartojimo nutraukimo.

= AFIAS CRP pateiks tikslius ir patikimus rezultatus pagal toliau nurodytas salygas.

— AFIAS CRP turi biiti naudojamas tik drauge su prietaisu, skirtu AFIAS testams.

— Naudojamas rekomenduojamas méginio antikoaguliantas.

Rekomenduojamas antikoaguliantas
K>EDTA, K3EDTA, natrio heparinas, li¢io heparinas, natrio citratas

= C-antgalis turi biiti naudojamas, kai laikomasi toliau pateikty salygu.

— C-antgalis, tickiamas su rinkiniu, rekomenduojamas gauti tikslius testo rezultatus.

— Visas kraujas turi biiti nedelsiant tiriamas po surinkimo.

— Neatlikite testo su C-antgaliu bendru rézimu. Tai gali sukelti klaidingus rezultatus.

— Perteklinis visas kraujas apie C-antgalj turi buiti nuvalomas.

— Siekiant i§vengti kryZminio uZter§imo, praSome pakartotinai nenaudoti C-antgalio keliems méginiams.
— AFIAS kaseté turi buti jterpta ir pozicionuota kasetés laikiklyje prie§ kraujo méginio surinkima.

Surinkdami krauja bukite atsargiis ir nesukurkite oro burbuliuky C antgalyje.
TESTO SISTEMOS APRIBOJIMAI

= Testas gali lemti klaidingga(-us) teigiama(-us) rezultata(-us) dél kryzminiy reakcijy ir (arba)
nespecifinés kai kuriy méginio komponenty adhezijos prie sugavimo / nustatymo antikiiny.

= Testas gali lemti klaidingg neigiama rezultata. Antigeno nereagavimas j antikiinus dazniausiai pasitaiko
tais atvejais, kai epitopas yra uzdengtas tam tikry nezinomy komponenty ir d¢l to antikiiny negali biiti
nustatomas ar sugaunamas. Antigeno nestabilumas ar skilimas dél laiko ir (arba) temperatiiros poveikio
gali lemti klaidingg neigiama rezultatg, nes antigenas tampa
nebeatpazjstamu antikiinams.

= Kiti veiksniai gali trukdyti tinkamai atlikti testa ir gali lemti klaidingus rezultatus, pavyzdziui,
techninés/metodinés paklaidos, testo komponenty/reagenty irimas ar trukdanc¢iy medziagy buvimas
testo meéginiuose.

= Visos klinikinés diagnozés pagal Sio testo rezultatus turi biiti paremtos iSsamiu atitinkamo gydytojo
jvertinimu, jskaitant klinikinius simptomus ir kity susijusiy testy rezultatus.
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LAIKYMAS IR STABILUMAS

Sandéliavimo salygos ’p.
Komponentas Sandéliavimo
i emperagra | Odligimolaikas | Paaba
Kaseté 2-30°C 20 MCNesty Nea'tlda.nus
1 ménuo Atidarius

» QGrazinkite nepanaudoty kaset¢ | atsarginés kasetés maiselj su uztrauktuku, kuriame yra sausiklio
pakuote. Uzsandarinkite per visg uztrauktuko tarpiklio krasta.

AFIAS CRP sudedamosios dalys

: 7 p. Paruosti naudoti
= Testo kasetés dézutéje yra:

— Testo kasetés 24
— Pipetés antgaliai (uztraukiamas maiselis) 24
— C antgalis 10 pL (uztraukiamas maiSelis) 24
— Atsarginis kasetés uztraukiamas maiselis 1
— Identifikavimo lustas 1

Naudojimosi instrukcijos 1
REIKALINGOS MEDZIAGOS, KURIOS TIEKIAMOS PAGAL POREIK

Toliau i§vardytus gaminius galima jsigyti atskirai nuo AFIAS CRP. D¢l i§samesnés informacijos prasome
susisiekti su miisy pardavimy padaliniu.

= AFIAS-1 REF FPRRO19

= AFIAS-3 REF FPRR040

= AFIAS-6 REF FPRRO020

= AFIAS-10 REF FPRR038

* Boditech CRP kontrolé REF CFPO-100

= Boditech CRP kalibratorius |REF CFPO-112
MEGINIO PAEMIMAS IR APDOROJIMAS

Méginiy tipas, tinkantis AFIAS CRP, yra zmogaus visas kraujas / serumas / plazma.

* Rekomenduojama méginio tyrimg atlikti per 24 valandas nuo jo paémimo.

= Méginiai (serumas, plazma) turi biiti atskirti nuo kresSulio centrifuguojant per 3 valandas po viso kraujo
paémimo.

Méginius (visg krauja, seruma, plazma) galima laikyti savaite 2—-8 °C temperatiiroje pries pradedant
tyrima. Jei tyrimas bus atidétas daugiau nei savaite, méginiai turi buti uzsaldyti Zzemesnéje nei -20 °C
temperatiiroje.

Meéginiai, 3 ménesius laikomi uzsaldyti zemesnéje kaip -20 °C temperatiiroje, neparodé jokio veikimo
skirtumo.

» Taciau viso kraujo méginio jokiu budu negalima laikyti Saldiklyje.

Kadangi pakartotinis uzsaldymo ir atSildymo ciklas gali turéti jtakos tyrimo rezultatui, neuzsaldykite
anksciau uzsaldyty méginiy.

Viso kraujo méginio paémimas naudojant C-antgalj:

(1) Laikykite C-antgalj horizontaliai ir palieskite C-antgalio galiuka prie kraujo laSo.

(2) Kapiliarinis veiksmas automatiskai paims kraujo méginj j C-antgalj ir sustos.

(3) Nuvalykite bet koki kraujo pertekliy apie antgalj.

(4) Du kartus patikrinkite, ar kapiliarinis kraujas pilnai uzpildé C-antgalj, o AFIAS nuskaitymo

prietaisas paruostas testui ,,C-tip® réZime

= Patikrinkite AFIAS CRP sudedamagsias dalis, kaip toliau aprasyta: kasetg, pipetés antgali, C antgali,
identifikavimo lusta, atsarginj kasetés maiselj ir naudojimosi instrukcijas.

= Isitikinkite, kad kasetés partijos numeris atitinka ID lusto numers.

= Supakuotg testo kasetg (jeigu ji buvo laikoma Saldytuve) pries testg palaikykite kambario temperatiiroje
maziausiai 30 minuciy. Padékite testo kasetg ant Svaraus, neapdulkéjusio ir plokscio pavirSiaus.
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» Jjunkite prietaisg, skirta AFIAS testams.

= [StuStinkite antgalio dézute.

» [dentifikavimo lustg jstatykite ] ,,identifikavimo lusto vietg®.

X PraSom perzitréti prietaiso, skirto AFIAS testams, ..Naudojimo vadova“ tam, kad gautuméte

iSsamia informacija bei naudojimosi instrukcijas.

= AFIAS-1, AFIAS-3, AFIAS-6

Bendras metodas

1) Idékite kasete j kasetés laikiklj.

2) Ikiskite antgalj  kasetés antgalio anga.

3) AFIAS testy prietaise pasirinkite ,,Bendrasis rezimas®.

4) Pipete paimkite 100 pl méginio (viso kraujo / serumo / plazmos / kontrolés) ir paskirstykite ji 1 kasetés

meéginio Sulinélj.

5) Ekrane bakstelékite mygtuka ,,Pradéti®.

6) Testo rezultatai bus rodomi ekrane po 3 minuciy. 6 p.

C antgalio metodas

1) Idékite kasete | kasetés laikiklj.

2) C formos antgaliu paimkite 10 pl viso kraujo. °P-

3) Ikiskite visg krauju uzpildyta C formos antgalj j kasetés antgalio angg.

4) Prietaise AFIAS testams pasirinkite ,,C-tip rezimg*.

5) Ekrane bakstelé¢kite mygtuka ,,Pradéti®.

6) Testo rezultatas bus rodomas ekrane po 3 minuciy.

= AFIAS-10

Normalus metodas

1) Idékite kasete | kasetés laikiklj.

2) Ikiskite antgalj  kasetés antgalio anga.

3) Norédami perskaityti kasetés briikSninj koda, bakstelékite déklo, kurioje yra kaseté, mygtuka ,,jkelti*

ir patvirtinkite ant kasetés uzraSyta elemento pavadinimg.

4) Méginio mégintuvelj jkiskite ] mégintuvéliy stova.

5) Idékite mégintuvéliy lentyng | méginiy émimo stoties pakrovimo dalj.

6) Bakstelékite mygtuka ,,Pradéti ekrane.

7) Testo rezultatas bus rodomas ekrane po 3 minuciy.

Avarinis rezimas — bendras antgalis

1) Bandymo procediira yra tokia pati kaip ,,Normalus metodas 1) — 3)*.

2) Konvertuokite ,,Avarinj rezima“ AFIAS-10.

3) Ekrane pasirinkite antgalio tipa (bendrajj antgalj).

4) Ekrane pasirinkite méginio tipg (viso kraujo / serumo / plazmos).

5) Pipete paimkite 100 uL méginio ir paskirstykite jji j kasetés meéginio Sulinélj.

6) Ekrane bakstelé¢kite mygtuka ,,Pradéti®.

7) Testo rezultatas bus rodomas ekrane po 3 minuciy.

Avarinis rezimas — C antgalis

1) Idékite kasete 1 kasetés laikiklj.

2) C formos antgaliu paimkite 10 pl viso kraujo.

3) C formos antgalj su méginiu ikiskite  kasetés antgalio angg.

4) Norédami perskaityti kasetés bruksninj koda, bakstelékite déklo, kurioje yra kaseté, mygtuka ,,jkelti

ir patvirtinkite ant kasetés uzraSyta elemento pavadinima.

5) Konvertuokite ,,Avarinj rezima“ AFIAS-10.

6) Ekrane pasirinkite antgalio tipa (C antgalis).

7) Ekrane bakstel¢kite mygtuka ,,Pradéti®.

8) Testo rezultatas bus rodomas ekrane po 3 minuciy.

= AFIAS testy prietaisas automatiSkai apskaiciuoja tyrimo rezultata ir rodo CRP koncentracijg
tirilamajame méginyje mg/l.
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= Ribiné verté: 10 mg/l

» Darbo diapazonas: 0,5-200 mg/L

» Hematokrito poveikis
Prietaiso, skirto AFIAS tyrimams, CRP visas kraujas yra kalibruojamas taip, kad bty galima
nuskaityti CRP koncentracija serume kraujo méginyje, kurio hematokritas yra 40 %. Jei faktine
hematokrito verté¢ nukrypsta nuo 40 %, rezultatas turi biiti pataisytas padauginus i§ atitinkamo
koeficiento lenteléje:

Hct (%) Faktorius Hct (%) Faktorius
20-29 0.8 56-58 1.4
30-36 0.9 59-61 1.5
37-42 1.0 62-63 1.6
43-47 1.1 64-65 1.7
48-51 1.2 66-67 1.8
52-55 1.3 68-69 1.9

Nuorodinis intervalas, HCT:
- Moterys: 35-44 %
- Vyrai: 39-48 %
= Kokybés kontrolés testai yra gerosios tyrimy praktikos dalis, biitina laukiamy rezultaty patvirtinimui ir
tyrimo patikimumo jvertinimui. Jie turi biiti atliekami pastoviais intervalais.
= Kokybés kontrolés testai taip pat turi biiti atlieckami tais atvejais, kai yra bet kokia abejoné, susijusi su
testo rezultaty patikimumu.
= Kontrolinés medziagos néra tiekiamos drauge su AFIAS CRP. D¢l iSsamesnés informacijos, susijusios
su kontroliniy medziagy jsigijimu, susisiekite su Boditech Med Inc. pardavimy padaliniu, skirtu
pagalbai.
(Prasome zitiréti kontroliniy medziagy naudojimo instrukcijas.)
= Analitinis jautrumas
- Tus¢io méginio riba (LoB) — 0.19 mg/L
- Aptikimo riba (LoD) — 0.32 mg/L
- Kiekio nustatymo riba (LoQ) — 0.50 mg/L
= Analitinis specifiSkumas
- KryZminis reaktingumas
Tokios biomolekulés, kaip pateiktos lentel¢je, buvo pridétos j tiriamajj (-us) méginj (-ius), kuriy
koncentracija yra daug didesné nei normalus fiziologinis jy kiekis kraujyje. AFIAS CRP testo
rezultatai neparodé jokio reikSmingo kryzminio reaktyvumo su Siomis biomolekulémis.

KryZminio reaktingumo medZziaga KryZminio reaktingumo medZziagos
koncentracija

IL-6 50 pg/mL

PCT 50 pg/mL

Serumo amiloidas P 500 pg/mL

Serumo amiloidas A 500 pg/mL

Feritinas 500 pg/mL

- Trikdziai

I tiriamajj (-us) méginj (-ius) buvo pridéta tokiy trukdanciy medziagy, kaip toliau nurodytos
koncentracijos. AFIAS CRP testo rezultatai neparodé¢ jokiy reikSmingy trukdziy Sioms

medZiagoms.
Trikdanti medziaga Trikdancios medziagos koncentracija
Askorbo rugstis 350 umol/L
Bilirubinas (konjuguotas) 475 umol/L
Albuminas 60 g/L
Gliukozé 1000 mg/dL
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Trigliceridy miSinys (trigliceridai, bendras) 1500 mg/dL
Hemoglobinas 10 g/LL
Biotinas 3500 ng/mL

= PreciziSkumas

Vienos vietos tyrimas
3 AFIAS MxA/CRP partijos buvo tirtos 20 dieny. Kiekviena standartiné medziaga buvo tikrinama

2 kartus per dieng. Kiekvienam bandymui kiekviena medziaga buvo pakartota.
Pakartojamumas (tikslumas per atlikima)

Laboratorijos tikslumas (bendras tikslumas)

Partijos tikslumas

Tarp asmeny
Tris skirtingi asmenys tyré vieng AFIAS CRP partijg deSimt karty kiekviena kontrolés standarto

koncentracija.

Tarp viety
Vienas asmuo tyré AFIAS CRP partijg trijose skirtingose vietose deSimt karty kiekviena kontrolés

standarto koncentracija.

Tarp nuskaitymo jrenginiy
Vienas asmuo tyr¢ AFIAS CRP partija su trimis skirtingais nuskaitymo jrenginiais deSimt karty

kiekviena kontrolés standarto koncentracija.

o . Pakartojamumas Laboratorijos tikslumas
[ikcun it VR e
[mg/L] [me/L] SD CV (%) [mg/L] SD CV (%)
2.0 1.97 0.16 8.0 2.02 0.17 8.5
10.0 9.96 0.63 6.3 10.01 0.61 6.1
150.0 148.76 13.95 9.4 149.33 13.79 9.2
Tikétina verte Vidurkifanljos tikslumas VidurkisTarp skirtingy viety
[mg/L] [mg/L] SD CV (%) TaiL] SD CV (%)
2.0 2.00 0.18 8.9 2.04 0.16 7.6
10.0 9.99 0.6 6.0 10.02 0.71 7.1
150.0 149.04 14.39 9.65 152.32 9.09 6.0
Tiketina verte — Tarp asmeny Vidu;ll"(eilzp nuskaitymo jrenginiy
[mg/L] [me/L] SD CV (%) [mg/L] SD CV (%)
2.0 2.02 0.13 6.5 2.00 0.18 9.0
10.0 10.03 0.81 8.1 9.93 0.70 7.0
150.0 155.47 11.92 7.7 152.49 11.79 7.7

= Tikslumas

Tikslumas buvo patvirtintas atliekant bandymus su 3 skirtingomis partijomis tris kartu su tarptautine

standartine medziaga (ERM-DA474/IFCC, Zmogaus serumas).

1 partija 2 partija 3 partija
Vidurkis Nuokrypis Vidurkis Nuokrypis Vidurkis Nuokrypis

[mg/L] (%0) [mg/L] (%) [mg/L] (%)

) 1 41.82 1.5 39.88 -3.2 42.68 3.6
atlikimas

2 40.09 2.7 41.42 0.5 40.52 1.7
atlikimas

) 3 42.06 2.1 41.96 1.8 40.95 -0.6
atlikimas
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= Palyginamumas
CRP koncentracija 100 klinikiniy méginiy buvo kiekybiskai jvertinta nepriklausomai, naudojant
AFIAS CRP (AFIAS-6) ir Comparator A (A lyginamgjj) pagal nustatytas tyrimo procediiras.
Bandymy rezultatai buvo lyginami ir jy palyginamumas tiriamas naudojant tiesing regresijg ir
koreliacijos koeficientg (R). Regresijos lygtis ir koreliacijos koeficientas yra tokie.

250 )
y =0.975x + 0.7065

200 R=0.998

150

100
50

AFIAS-6 [mg/L]

0 50 100 150 200 250
Comparator A [mg/L]
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Pastaba: Perziuirékite toliau esancig lentele tam, kad galétumete identifikuoti jvairius simbolius.

Pakanka <n> testy

B

Skaitykite naudojimosi instrukcija

g Tinkamas naudoti iki
Partijos kodas
Katalogo numeris
A\ Ispéjimas

| Gamintojas

E=

Autorizuotas Europos bendrijos atstovas

<
=)

In vitro diagnostiné medicininé priemoné

Temperatiiros ribos

K<

Nenaudokite pakartotinai
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C€ Sis produktas atitinka 98/79/EC direktyvos, skirtos in vitro diagnostinéms medicininéms
priemonéms, reikalavimus.

D¢l techninés pagalbos praSom susisiekti:

Su Boditech Med Inc. techninio aptarnavimo padaliniu
Tel: +82 33 243-1400

El. pastas: sales@boditech.co.kr

el Boditech Med Incorporated

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do 24398
Koréjos Respublika

Tel.: +(82)-33-243-1400

Faks.: +(82)-33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Briuselis, BELGIJA
Tel.: +(32)-2-732-59-54
Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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BIO @ TECHNOLOGY

Document No. : INS-CRCO-EN
July 04, 2023 (Rev. 05)

Boditech CRP Control

INTENDED USE TEST PROCEDURE

Boditech CRP Control is intended for the quality control of CRP Boditech CRP Control is supplied in liquid form.
assay kits manufactured/provided by Boditech Med Inc. 1. Thoroughly mix the contents of the vial before each use by
For in vitro diagnostic use only.

COMPONENTS

Boditech CRP Control consists of ‘Boditech CRP Control Level 1/,

‘Boditech CRP Control Level 2’, ‘Instructions for use’ and ‘Control

value & Barcode sheet’.

- Boditech CRP Control is provided in liquid form.

- The control contains CRP antigen and horse serum.

- The control materials are contained in vials, and the vials are
further packaged in a box.

SAFETY PRECUATIONS AND WARNINGS

- For in vitro diagnostic use only.

- Do not pipette by mouth.

- Exercise proper precautions that would be normally required
for handling laboratory reagents.

- Boditech CRP Control should not be used past the expiration
date.

- Boditech CRP Control is solely designed for the quality control
of CRP cartridges manufactured/provided by Boditech Med Inc.

- Human-derived materials in Boditech CRP Control were tested

Revision Date

gently inverting for several times.
2. When removed from the refrigerator, allow the vial to stand
for about 30 minutes before using the control.

Please refer to the instructions for use of the test cartridges for
detailed test procedure.

4p.
In the event of damage to the package, contact the Boditech Med
Inc’s Technical Sales.

MATERIALS SUPPLIED
CFPO-100

Boditech CRP Control Box (2 vials)
- Boditech CRP Control Level 1

- Boditech CRP Control Level 2-

- Instructions for use

- Control value & Barcode sheet

INTERPRETATION OF THE RESULT

The test result of the ‘Boditech CRP Control’ should be consistent

R R R

STORAGE AND STABILITY

at a donor level for the Human Immunodeficiency Virus (HIV 1,
HIV 2) antibody, Hepatitis B Surface Antigen (HBsAg) and
Hepatitis C Virus (HCV) antibody, and found to be non-reactive.

FDA-approved methods have been used to conduct these tests.

However, since no method can offer complete assurance as to
the absence of infectious agents, these human-derived
materials and clinical samples should be handled as though
they are capable of transmitting infectious diseases and should
be disposed of as hazardous wastes.

All waste materials should be disposed of in accordance with
the requirements of your local waste management authorities.
Bodtiech CRP Control contains sodium azide (NaN3), and they
may cause certain health issues like convulsions, low blood
pressure and heart rate, loss of consciousness, lung injury and
respiratory failure. Avoid contact with skin, eyes, and clothing.
In case of contact, rinse immediately with running water.

Storage and stability condition of Boditech CRP Control.

Unopened SLCLCE

P (After reconstitution)
Temperature 2~8°C 2~8°C
Expiration date Until expiration 28 days

date on the label

Close the opened vial tightly after use.

After use, any residual substance should not be returned to the
original vial.

Bacterial contamination of opened Boditech CRP Control will
cause reductions in the stability of many components. If
bacterial contamination is suspected, the vial should be
discarded and a fresh vial needs to be used.

Form-GEOQ2-15 (Rev.04)

with the expected result of control value sheet.

If the test results fall outside the expected result, check the
following for potential sources of error, and retest after resolving
these matters. If the error still persists, contact the Boditech Med
Inc.’s Technical Sales.

X Potential sources of error

- Errorsin a testing process

- Incorrect storage condition of Boditech CRP Control

- Use of expired or contaminated Boditech CRP Control.
- Faulty Boditech’s CRP assay kits.

- Faulty Boditech’s instruments.

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to
confirm the expected results and validity of the assay and
should be performed at regular intervals.

- Quality control tests should also be performed whenever there
is any question concerning the validity of the test results.

1/2
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BIO @ TECHNOLOGY

Document No. : INS-CRCO-EN
Revision Date : July 04, 2023 (Rev. 05)

Boditech CRP Control

Note: Please refer to the table below to identify various symbols.

W Sufficient for <n> tests
HA| Read instruction for use
E Use by Date
Batch code
Catalog number
& Caution
‘ Manufacturer
Authorized representative of the European Community

In vitro diagnostic medical device

>~ B

Temperature limit

This product fulfills the requirements of the Directive 98/79/EC
on in vitro diagnostic medical devices

mn
m

For technical assistance, please contact:
Boditech Med Inc.’s Technical Sales at
Tel: +(82) -33-243-1400

E-mail: TS@boditech.co.kr

“ Boditech Med Inc.

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

Tel: +(82) -33-243-1400

Fax: +(82) -33-243-9373

www.boditech.co.kr

Obelis s.a

Bd. Général Wabhis 53, 1030 Brussels, Belgium
Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-mail: mail@obelis.net

C€ [ivp
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Dokumento nr.: INS-CRCO-EN (Vertimas i§ angly kalbos dokumento) ‘ ‘I' a h
Perzitiros data: 2022 m. liepos 4 d. (perz. 05) bﬂ s,

PASKIRTIS

,Boditech CRP Control* skirta ,,CRP*“ tyrimo rinkinio, pagaminto / tieckiamo Boditech Med Inc.,
kokybés kontrolei.

Tik in vitro diagnostikai.

KOMPONENTAI

,Boditech CRP Control* kontrolg sudaro ,,Boditech CRP kontrolés 1 lygis®, ,,Boditech CRP kontrolés 2
lygis®, ,,Naudojimo instrukcija“ ir ,,Kontrolés verciy ir brikkSninio kodo lapas®.

- ,,Boditech CRP Control* tiekiama skysta forma. 4p.

- Kontrol¢je yra CRP antigeno ir arklio serumo.

- Kontrolinés medziagos yra tiekiamos mégintuvéliuose, o mégintuvéliai toliau supakuoti 1 dézute.

SAUGOS PRIEMONES IR JSPEJIMAI

- Tik in vitro diagnostikai.

- NelasSinkite pipete naudodami burna.

- Imkités tinkamy atsargumo priemoniy, kuriy paprastai prireikty dirbant su laboratoriniais reagentais.

- Boditech CRP kontrolés negalima naudoti pasibaigus tinkamumo laikui.

- Boditech CRP kontrolé yra skirta tik ,,CRP* kaseCiy, pagaminty / tiekiamy ,,Boditech Med Inc.*,
kokybés kontrolei.

- Zmogaus kilmés medziagos, i§ kuriy gaunamos Boditech CRP kontrolés, buvo donory lygmeniu istirtos
dél zmogaus imunodeficito viruso (ZIV 1, ZIV 2) antikiiny, hepatito B pavir§iaus antigeno (HBsAg) ir
hepatito C viruso (HCV) antikiiny ir buvo nustatyta, kad medZiagos yra NEREAKTYVIOS. Siems
tyrimams atlikti buvo naudojami FDA patvirtinti metodai. Taciau, kadangi joks metodas negali visiskai
uztikrinti, kad néra infekciniy medziagy, Sios Zmogaus kilmés medziagos ir visi pacienty méginiai turéty
biti tvarkomi taip, lyg galintys perduoti infekcines ligas, ir turéty biiti Salinami kaip pavojingos atliekos.
- Visos atlieky medziagos turi biiti utilizuojamos pagal vietos atlieky valdymo institucijy reikalavimus.
- Bodtiech CRP kontrolés sudétyje yra natrio azido (NaN3), todél produktas gali sukelti tam tikry
sveikatos problemy, tokiy kaip traukuliai, Zemas kraujosptdis ir Sirdies susitraukimy daznis, sgmonés
netekimas, plauciy pazeidimas ir kvépavimo nepakankamumas. Vengti patekimo ant odos, akiy ir
drabuziy. Patekus, nedelsiant nuplaukite tekanc¢iu vandeniu.

SANDELIAVIMAS IR STABILUMAS

- Boditech CRP kontrolés laikymo ir stabilumo salygos.

Neatidarius Atidarius (po iStirpinimo)

Temperatiira +2 iki +8 °C +2 iki +8 °C

Iki galiojimo laikp pgbaigos, 78 dienos
nurodytos etiketéje

- Po naudojo sandariai uzdarykite mégintuvélj.

- Po naudojimo bet kokios likusios medziagos neturi biiti grazinamos j originaly meégintuvelj.

- Atidarytos Boditech CRP kontrolés uzterSimas bakterijomis sumazins daugelio komponenty

stabilumag. Jei jtariamas bakterinis uzterSimas, buteliuka reikia iSmesti ir naudoti nauja buteliuka.

Galiojimo laikas

NAUDOJIMO INSTRUKCIJOS

Boditech CRP kontrol¢ tieckiama skysta forma.

1. Prie§ kiekvieng karta naudodami kelis kartus §velniai pavartykite mégintuvélj turiniui sumaisyti.
2. Iséme 1S Saldytuvo leiskite buteliukui pastoveéti mazdaug 30 minuciy pries jj naudojant.
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ISsamig tyrimo procediirg rasite testo kaseciy pakuotés lapeliuose.
Jei pakuoté paZzeista, susisiekite su Boditech Med Inc. technine tarnyba.

TIEKIAMOS MEDZIAGOS

CFPO-100

Boditech CRP kontrolés dézuté (2 mégintuvéliai)
- Boditech CRP kontrolés 1 lygis

- Boditech CRP kontrolés 2 lygis

- Naudojimo instrukcija

- Kontrolés vertés ir bruksninio kodo lapas

—

REZULTATU INTERPRETAVIMAS

,Boditech CRP Control“ testo rezultatas turi atitikti laukiamg kontroliniy ver¢iy lapo rezultata.

Jei bandymo rezultatai neatitinka laukiamo rezultato, patikrinkite, ar néra galimy klaidy Saltiniy, ir
i8sprende Siuos klausimus tirkite dar kartg. Jei klaida vis tiek iSlieka, susisiekite su Boditech Med Inc.
technine tarnyba.

% Galimi klaidy saltiniai

- Klaidos bandymo procese.

- Neteisingos Boditech CRP kontrolés laikymo sglygos.

- Pasibaigusio galiojimo arba uzterStos Boditech CRP kontrolés naudojimas.

- Sugede¢ Boditech Cardiac Triple tyrimo rinkiniai.

- Sugede Boditech instrumentai.

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros tyrimy praktikos dalis, siekiant patvirtinti laukiamus rezultatus ir
tyrimo pagristuma, todél jie turéty biiti atlickami reguliariais intervalais.

- Kokybés kontrolés testai taip pat turéty biiti atliekami kiekvieng karta, kai kyla klausimy déel testo
rezultaty pagrijstumo.

Kiekio pakanka <n> testams

Perskaitykite naudojimo instrukcijas

Galiojimo data

=

Partijos kodas

Katalogo Nr.

Atsargiai

Gamintojas

Igaliotas Europos Bendrijos atstovas

In vitro diagnostinis medicininis produktas

Temperatiiros riba

@ S >EE

Nenaudokite pakartotinai

c € Sis produktas atitinka direktyvos 98/79/EB reikalavimus in vitro diagnostiniams
medicininiams produktams

Techninei pagalbai susisiekite su Boditech Med Inc. technine tarnyba:
Tel.: +82 (33) 243-1400
El. pastu: sales@boditech.co.kr
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wl Boditech Med Inc.

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

Koréjos Respublika

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIJA
Tel.: +(32) -2-732-59-54
Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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BIO @ TECHNOLOGY

Boditech CRP Calibrator

INTENDED USE

Boditech CRP Calibrator is intended for in vitro diagnostic use in the calibration
of CRP Assay Kit.

For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech CRP Calibrator may be considered as an objective
assessment of the precision of CRP Assay Kits and is an integral part of Good
Laboratory Practices. Boditech CRP Calibrator is provided in liquid form.

COMPONENTS
Boditech CRP Calibrator consists of ‘Boditech CRP Calibrator level 1’,
‘Boditech CRP Calibrator level 2’, ‘Instruction for Use’ and ‘Barcode Sheet’.

- The calibrator contains CRP antigen and Horse serum

- Each control vial packed in a box.

SAFETY PRECAUTIONS AND WARNINGS
- For in vitro diagnostic use only.
- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for handling
laboratory reagents.

- Boditech CRP Calibrator should not be used past the expiration date.

- Boditech CRP Calibrator is solely designed to be provided instrument-
specific calibration curves of Boditech Readers and CRP Assay Kits.

- When a certain parameter of the instrument for AFIAS test is calibrated
from Cal/QC mode, the system displays fluorescence intensity of each test
instead of its actual result.

- Human source materials from which Boditech CRP Calibrator is derived
were tested at a donor level for the Human Immunodeficiency Virus (HIV
1, HIV 2) antibody, Hepatitis B Surface Antigen (HBsAg) and Hepatitis C
Virus (HCV) antibody, and found to be NON-REACTIVE. FDA-approved
methods have been used to conduct these tests. However, since no
method can offer complete assurance as to the absence of infectious
agents, these human source materials and all patient samples should be
handled as though capable of transmitting infectious diseases and should
be disposed of as hazardous wastes.

STORAGE AND STABILITY

- Opened: Store refrigerated (+2 to +8 °C). Once reconstituted, stable for 28
days at (+2 to +8 °C) if kept capped in original container and free from
contamination. After use, any residual product should not be returned to
the original tube.

- Unopened: Store refrigerated (+2 to +8°C).
- Boditech CRP Calibrator is stable to expiration date on the label.

- Bacterial contamination of reconstituted Boditech CRP Calibrator will cause
reductions in the stability of many components. If bacterial contamination
is suspected, the tube should be discarded and a fresh tube needs to be
reconstituted.

INSTRUCTIONS FOR USE
Boditech CRP Calibrator is supplied in liquid form.
1. Thoroughly mix the contents of the tube before each use by gently
inverting for several times.
2. Follow the procedure according to the instruction for use provided
with the kit.

Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the
requirements of your local waste management
authorities.

In the event of damage to the package, contact the
Boditech Med Inc.’s Technical Services.

QFAILGE02-15 (Rev.04)

MATERIALS SUPPLIED

CFPO-112

Boditech CRP Calibrator Box (2 tubes)
Boditech CRP Calibrator level 1 (0.5 mL)
Boditech CRP Calibrator level 2 (0.5 mL)
Instruction For Use

Calibrator value & Barcode Sheet

[ Y

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to confirm the
expected results and validity of the assay and should be performed at
regular intervals.

- The control tests should be performed immediately after opening a new
test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

d Boditech Med Inc.

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

Republic of Korea

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

Obelis s.a

Bd. Général Wahis 53,

1030 Brussels, BELGIUM

Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-Mail: mail@obelis.net

e
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Boditech CRP kalibratorius

PASKIRTIS
Boditech CRP kalibratorius yra skirtas in vitro diagnostiniam naudojimui CRP tyrimo rinkinio kalibravime. Tik in vitro diagnostikai.

SANTRAUKA IR PRINCIPAS
Boditech CRP kalibratoriaus naudojimas gali buti laikomas objektyviu CRP tyrimo rinkinio tikslumo jvertinimu ir integralia geros laboratorijos praktikos
dalimi. Boditech CRP kalibratorius tickiamas skysta forma.

KOMPONENTAI

Boditech CRP kalibratoriy sudaro Boditech CRP 1 lygio kalibratorius, Boditech CRP 2 lygio kalibratorius, naudojimo instrukcijos ir briksninio kodo lapas.
- Kalibratorius turi CRP antigeno ir arklio serumo albumino.

- Kiekvienas kontrolés buteliukas supakuotas dézutéje.

SAUGUMO ATSARGUMO PRIEMONES IR PERSPEJIMAI

- Tik in vitro diagnostikai.

- Nelasinkite pipete naudodami burna.

- Taikykite tinkamas atsargumo priemones, kurios jprastai reikalaujamos tvarkant laboratorinius reagentus.

- Boditech CRP kalibratorius neturi biiti naudojamas pasibaigus jo galiojimo laikui.

- Boditech CRP kalibratorius i$skirtinai sukurtas pateikti Boditech Readers ir CRP tyrimo rinkiniy instrumentui specifines kalibracijos kreives.

- Kai tam tikras AFIAS testo instrumento parametras yra sukalibruotas i§ Cal/QC rézimo, sistema rodo fluorescencijos intensyvuma kiekvienam testui vietoj
tikrojo rezultato.

- Zmogaus kilmés medziagos, i§ kuriy pagamintas Boditech CRP kalibratorius, buvo tirtos donoro lygiu dél Zmogaus imunodeficito viruso (ZIV 1, ZIV 2)
antiktiny, hepatito B pavirSiaus antigeno (HBsAg) ir hepatito C viruso (HCV) antikiiny. Pastarosios buvo nustatytos kaip NEREAKTYVIOS. FDA patvirtinti
metodai naudojami atliekant Siuos testus. Taciau, kadangi jokie metodai negali visiskai uztikrinti infekciniy medziagy nebuvimo, Sios zmogaus kilmés
medziagos ir paciento méginiai turi buti tvarkomi kaip galintys perduoti infekcines ligas. Taip pat pastarieji turi bati utilizuojami kaip pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS

- Atidarius: Laikyti Saldytuve (+2—8 °C). Istirpinus, stabilus 28 dienas (+2—+8 °C), jei laikomas uzdengtas originalioje talpykloje ir neuzterstas. Po naudojimo
produkto liku¢iy negalima grazinti j originaly mégintuvélj.

- Neatidarius: Laikyti $aldytuve (+2—-8 °C).

- Boditech CRP kalibratorius yra stabilus iki galiojimo laiko pabaigos, nurodytos etiketéje.

- Istirpinto Boditech CRP kalibratoriaus uzter§imas bakterijomis sumazins daugelio komponenty stabiluma. Jei jtariamas bakterinis uzterSimas, mégintuvélj
reikia i$mesti ir paruosti nauja mégintuvelj.

NAUDOJIMO INSTRUKCIJOS

Boditech CRP kalibratorius tickiamas skysta forma.

1. Prie§ kiekviena naudojima gerai iSmaiSykite turinj $velniai vartydami mégintuvelj kelis kartus.
2. Sekite procediira, pateikta naudojimo instrukcijose.

Detalig testo procediira rasite testo kasetés pakuotés jdétiniame lape.

Bet kokias medziagas utilizuokite pagal Jusy vietos atlieky tvarkymo kompetentingos jstaigos reikalavimus. Jeigu pakuoté yra pazeista, susisiekite su Boditech
Med Inc. technine pagalba.

TIEKIAMOS MEDZIAGOS

[REH CFPO-112

Boditech CRP kalibratoriaus dézuté (2 mégintuvéliai)

Boditech CRP 1 lygio kalibratorius (0.5 mL) 1

Boditech CRP 2 lygio kalibratorius (0.5 mL) 1

Naudojimo instrukcijos 1

Kontrolés ver¢iy ir brik§ninio kodo lapas 1
KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros tyrimy praktikos dalis siekiant patvirtinti tikétinus rezultatus ir tyrimo validumga. Jie turi buti atliekami reguliariais
intervalais.

- Kontrolés testai turi biti atlickami nedelsiant po naujos testo partijos atidarymo, kad jsitikinti, jog testo naumas néra paveiktas.

- Kokybes kontrolés testai privalo biti atliekami tada, kai yra abejoniy dél testo rezultaty validumo.

Dél techninés pagalbos kreipkites |
Boditech Med Inc. techniné pagalba
Tel.: +82 (33) 243-1400

El. pastas: sales@boditech.co.kr

uBoditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, Kor¢ja

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,

1030 Brussels, BELGIJA

Tel.: +(32) -2-732-59-54 / Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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AFIAS
HbAlc

AFIAS HbAlc yra fluorescencinis imuninis tyrimas (FIT), skirtas kiekybiniam
HbAlc (hemoglobino Alc) nustatymui zmogaus visame kraujyje. Tai naudinga
pagalbiné priemoné, kuri naudojama norint suvaldyti ir stebéti ilgalaik¢ glikemijos
buklg pacientams, sergantiems cukriniu diabetu.

2.3.2.2 p.

Skirtas tik in vitro diainostiniam naudoi' imui.

Glikuotas baltymas susidaro per 1éta ne fermenting reakcija tarp gliukozés ir amino
grupiy baltymuose. HbAlc yra klini§kai naudingas indeksas glikemijos vidurkiui
per paskutiniy 120 dieny laikotarpj, viduting eritrocity gyvenimo trukme. Atidziai
kontroliuojami tyrimai dokumentavo glaudy rysj tarp HbAlc koncentracijos ir
glikemijos vidurkio. HbAlc yra laikomas patikimesniu parametru stebint glikemija

nei glikemijos rodmeny gavimas su jprastu gliukometru.
PRINCIPAS

Testas naudoja sumustinio tipo imuninj nustatymo metoda. Nustatymo antikiinas,
esantis buferiniame tirpale, jungiasi prie antigeno, esan¢io méginyje, ir susiformuoja
antigeno-antikiino kompleksas, kuris juda ant nitroceliuliozinés matricos bei yra
sugaunamas kito, ant testo juostelés imobilizuoto antikiino.

Didesnis antigeny kiekis méginyje suformuoja didesnj antigeno-antikiino kompleksy
skaiciy ir lemia didesnio intensyvumo fluorescencinj signalg ant nustatymo antikiino.
Sis signalas yra jvertinamas naudojant prietaisg, skirta AFTAS testams, taip parodant

glikuoto hemoglobino turinj procentine bendro hemoglobino verte kraujyje.
SUDEDAMOSIOS DALYS

AFIAS HbAlc susideda i§ ,kasetes®, ,,C-antgalio®,
,.Naudojimosi instrukcijy*.

LJdentifikavimo lusto* ir

=  Kiekviename sandariame aliuminio maiselyje yra dvi kasetés. 7 p.

= Kickvieng kasetg, supakuota j aliuminio maiSelj, sudaro trys komponentai:
aptikimo buferio dalis, hemolizés buferio dalis ir kasetés dalis.

=  Kasetes dalj sudaro testo juostelé¢, membrana, kurioje yra anti Zzmogaus HbAlc
testo linijos vietoje, tuo tarpu kontrolés linijos vietoje yra triusio IgG.

= Aptikimo buferio dalis turi anti zmogaus HbAlc fluorescencinio konjugato,
anti triusio IgG fluorescencinio konjugato, jaucio serumo albumino (BSA) kaip
stabilizatoriaus, ir natrio azido fosfatinio buferio drusky (PBS) tirpale, kaip
konservanto.

= Hemolizés buferio dalis turi nejoninj detergenty ir natrio azida fosfatinio
buferio drusky (PBS) tirpale, kaip konservanta.

=  C-antgalis (kapiliarinis antgalis) yra naudingas jrankis tyrimui priezitiros
istaigoje, kur reikalingas nedidelis kapiliarinio kraujo i$ pirto galiuko, kulno

jagimiams) ar ausies spenelio kiekis.

nau

= Skirtas tik in vitro diagnostiniam naudojimui.

= Atidziai sekite instrukcijas ir laikykités metodo eigos, apibudintos Siose
,,Naudojimosi instrukcijose®.

= Naudokite tik $viezius méginius ir venkite tiesioginés saulés §viesos.

= Visy testo komponenty (testo kasetés ir identifikavimo lusto) partijos numeriai
turi sutapti.

= Nesukeiskite tarpusavyje skirtingy partijy testo komponenty ir nenaudokite testo
sudedamuyjy daliy po to, kai jy galiojimo laikas pasibaiggs, nes bet kuris i§ tokiy
komponenty gali nulemti klaidinga(-us) testo rezultata(-us).

= ki naudojimo testo kaset¢ turi biiti laikoma supakuota aliuminio folijos
maiSelyje. Nenaudokite testo kasetés, jeigu pakuoté buvo paZeista ar i§ anksto
atidaryta.

= Transportavimui méginiai turi biiti supakuojami laikantis reglamenty. Umios
hemolizes ir hiperlipidemijos méginiai negali buti naudojami ir turi bati
paimami pakartotinai.

= Prie§ pat naudojima palaikykite testo kasete¢ ir méginj kambario temperatiiroje

apytiksliai 30 minuéiy.

AFIAS HbAlc bei prietaisas, skirtas AFIAS testams, turi biiti naudojami

vengiant vibracijos ir (arba) magnetinio lauko. [prastinio naudojimosi metu gali

buti pastebima, kad prietaisas, skirtas AFIAS testams, gali sukurti nedidelg

vibracija.

Panaudoti C-antgaliai ir kasetés turi baiti tvarkomi atsargiai ir utilizuojami pagal

tinkama metoda, laikantis atitinkamy vietiniy reglamenty.

Didesniy natrio azido kiekiy poveikis gali lemti tam tikras sveikatos problemas,

pavyzdziui, traukulius, Zema kraujospiidj ir pulso daznj, samonés praradima,

plauciy pazeidima ir kvépavimo nepakankamuma.

AFIAS HbAlc lems tikslius ir patikimus tyrimo rezultatus esant toliau

iSvardintoms salygoms.

— AFIAS HbAlc turi bati naudojamas tik drauge su prietaisu, skirtu AFIAS
testams.

— Bitina vengti antikoagulianty, iSskyrus EDTA, natrio heparina ir natrio

citrata.

= C-antgalis turi buti naudojamas, kai laikomasi toliau pateikty salyguy.

— C-antgalis, tickiamas su rinkiniu, rekomenduojamas gauti tikslius testo
rezultatus.

— Kapiliarinis kraujas turi bati nedelsiant tiriamas po surinkimo.

— Nepalikite C-antgalio po kraujo surinkimo, tirkite nedelsiant.

— Neatlikite testo su C-antgaliu bendru rézimu. Tai gali sukelti klaidingus
rezultatus.

— Perteklinis kapiliarinis kraujas apie C-antgalj turi bati nuvalomas.

— Siekiant i§vengti kryZminio uZzterS§imo, praSome pakartotinai nenaudoti C-
antgalio keliems méginiams.

— AFIAS kaseté turi buti jterpta ir pozicionuota kasetés laikiklyje pries kraujo

meéginio surinkima.
TESTO SISTEMOS APRIBOJIMAI

- Testas gali lemti klaidinga(-us) teigiama(-us) rezultata(-us) dél pasaliniy
reakcijy ir (arba) nespecifinés kai kuriy meéginio komponenty adhezijos prie
sugavimo/nustatymo antikiiny.

L] Testas gali lemti klaidinga neigiama rezultata. Antigeno nereagavimas |
antikiinus dazniausiai pasitaiko tais atvejais, kai epitopas yra uzdengtas tam
tikry nezinomy komponenty ir dél to antikiny negali bati nustatomas ar
sugaunamas. Antigeno nestabilumas ar skilimas dél laiko ir (arba)
temperatiiros poveikio gali lemti klaidinga neigiama rezultata, nes antigenas
tampa nebeatpazjstamu antikfinams.

- Kiti veiksniai gali trukdyti tinkamai atlikti testa ir gali lemti klaidingus
rezultatus, pavyzdziui, techninés/metodinés paklaidos, testo
komponenty/reagenty irimas ar trukdanfiy medziagy buvimas testo
meéginiuose.

- Visos klinikinés diagnozés pagal §io testo rezultatus turi biiti paremtos iSsamiu
atitinkamo gydytojo jvertinimu, jskaitant klinikinius simptomus ir kity

susijusiy testy rezultatus.
LAIKYMAS TR STABILUMAS
.

Testo kaseté iSlieka stabili 20 ménesiy (kai ji supakuota aliuminio
folijos maiselyje), jeigu ji laikoma esant 2-8 °C temperatirai.

- Grazinkite nepanaudota kaset¢ | atsarginés kasetés uztrauktuko
maiSelj, kuriame yra sausiklio pakuoté. Uzsandarinkite per visa
uztrauktuko tarpiklio krasta. Galima laikyti iki 1 meénesio 2-8 °C

temperatiroje.
TIEKTAMOS MEDZIAGOS

SMFP-28

AFIAS HbA1c sudedamosios dalys

. Testo kasetes dézutéje yra:
—  Testo kasetés 24
- C-antgaliai (uztraukiamas maiselis, 10 pL) 24

- Identifikavimo lustas
- Naudojimosi instrukcijos
- Atsarginé kaseté su uztrauktuku

—_——

Toliau iSvardytus gaminius galima jsigyti atskirai nuo AFIAS HbAlc. Dé¢l
iSsamesnés informacijos praSom susisiekti su miisy pardavimy padaliniu.
= AFIAS-1 FPRR019

= AFIAS-6 FPRR020
= Boditech HbAlc kontrolé CFPO-96
* _ Boditech HbAlc kalibratorius CFPO-108

MEGINIO PAEMIMAS IR APDOROJIMAS

Méginiy tipas, tinkantis AFIAS Tn-I, yra Zmogaus visas kraujas.

- Rekomenduojama méginio tyrimg atlikti per 12 valandas nuo jo paémimo.

L] Meéginiai gali biti laikomi iki savaités 2-8 °C temperatiiroje prie$ tyrimo
atlikima.
. Jeigu tyrimas atidedamas daugiau nei savaitei, méginiai turi bati uzsaldomi -

70 °C arba zemesnéje temperatiiroje. Méginiai, 3 ménesius laikyti -70 °C arba
zemesnéje temperatiiroje neparodé nagumo skirtumo.

- Meéginj uzsaldzius, jis turi buti atSildomas vieng karty ir tik tyrimui, nes
pakartotinis uzsaldymas ir at$ildymas gali lemti testo ver¢iy pasikeitimus.

- Kapiliarinio kraujo méginio paémimas naudojant C-antgalj (pirSto galiuko
kraujas).

(1)  Nuvalykite paémimo plota tamponéliu prie§ dirj.

(2)  Pradurkite steriliu lancetu.

(3)  Nuvalykite pirmajj kraujo lasa.

(4)  Svelniai masazuokite aplinkinj plota link C-antgalio antrajam laSui
gauti.

(5) Laikykite C-antgalj horizontaliai ir palieskite C-antgalio galiuka prie
kraujo laSo.

(6) Kapiliarinis veiksmas automatiskai paims kraujo méginj j C-antgalj ir
sustos.

(7)  Nuvalykite bet kokj kraujo pertekliy apie antgalj.

(8)  Du kartus patikrinkite, ar kapiliarinis kraujas pilnai uzpildé C-antgalj, o

AFIAS nuskaitymo prietaisas paruostas testui ,,C-tip* rézime.
TESTO SARANKA

= Patikrinkite AFIAS HbA1C sudedamasias dalis, kaip toliau apra§yta: kasetg,
C-antgalj, identifikavimo lustg ir naudojimosi instrukcijas.

= Supakuota testo kaset¢ (jeigu ji buvo laikoma $aldytuve) pries testa palaikykite
kambario temperatiiroje maziausiai 30 minu¢iy. Padékite testo kasetg ant
$varaus, neapdulkéjusio ir ploks¢io pavirSiaus.

= Jjunkite prietaisa, skirta AFIAS testams.

= IStustinkite antgalio dézute.

= Identifikavimo lustg jstatykite j ,,identifikavimo lusto vieta“.

= PraSom perzilréti prietaiso, skirto AFIAS testams, ,,Naudojimo vadova‘ tam,

kad gautuméte i8samig informacija bei naudojimosi instrukcijas.
1) AFIAS testy prietaise pasirinkite ,, Test* rézima.
- General rézimas: mégintuvélio kraujas (su antikoaguliantu).
- C-tip rézimas: pirsto galiuko kraujas (kraujas be antikoagulianto).
- Jus turite naudoti C-antgalj tik surinkti testo méginius abiems testo
réZimams (General / C-tip réZimai). Nenaudokite jprasto pipetés antgalio

méginiams surinkti. p
2) Kasetg jstatykite j kase¢iy laikiklj.

3) Paimkite 10 pL viso kraujo (mégintuvelio kraujas ar pirSto galiuko kraujas) su
C-antgaliu. (Pragome zr. ,MEGINIO SURINKIMAS IR APDOROJIMAS®).

4) Iterpkite visu krauju uzpildyta C-antgalj j kasetés antgalio anga.

5) Ant ekrano paspauskite paleidimo piktogramg ,,START*.
6) Testo rezultatas bus rodomas ekrane pra¢jus 10 minuciy.

6 p.
# Pastaba: Norédami pasirinkti meéginio tipa, informacijos ieSkokite prietaiso,
skirto AFIAS testams, Naudojimo vadove.

7 p. Paruosti naudoti
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=  Prietaisas, skirtas AFIAS testams, automatiskai suskaiCiuoja testo rezultatg ir
parodo HbA I¢ koncentracija, iSreiksta procentine verte (%), testo méginyje.
=  Nuorodiné verté
- NGSP (%): 4.5-6.5 %
- IFCC (mmol/mol): 26-48 mmol/mol).
Darbinés ribos:
- NGSP (%): 4-15 %
- IFCC (mmol/mol): 20.2-140.4 mmol/mol

=  Kokybés kontrolés testai yra gerosios tyrimy praktikos dalis, biitina laukiamy
rezultaty patvirtinimui ir tyrimo patikimumo jvertinimui. Jie turi baiti atlickami
pastoviais intervalais.

= Kontroliniai testai turi bati atlieckami i$kart po naujos testo partijos atidarymo,
siekiant uztikrinti, kad testo naSumas nebiity pakeistas.

=  Kokybés kontrolés testai taip pat turi biti atliekami tais atvejais, kai yra bet
kokia abejoné, susijusi su testo rezultaty patikimumu.

=  Kontrolinés medziagos néra tiekiamos drauge su AFIAS HbAlc. Dél
i§samesnés informacijos, susijusios su kontroliniy medziagy jsigijimu,
susisiekite su Boditech Med Inc. pardavimy padaliniu, skirtu pagalbai.

PraSome zitiréti kontroliniy medziagy naudojimo instrukcijas.

NASUMO CHARAKTERISTIKOS

= Analitinis jautrumas
Tusciosios vertés riba (LoB): 2.26 %
Aptikimo riba (LoD): 2.39 %
Kiekio nustatymo riba (LoQ): 3.0 %

= Analitinis specifiSkumas
- KryZminis reaktingumas

Su Siomis medziagomis ir AFIAS HbA1C testo matavimais nebuvo jokio

reik§mingo kryZminio reakting

HbAO (2 mg/mL) 102.0 101.0
HbAla&A1b misinys (5 100.9 101.9 100.1
mg/mL)
Acetilintas hemoglobinas
(100 mg/mL) 100.7 100.2 100.5
Karbamilintas
hemoglobinas (100 100.2 101.2 100.6
mg/mL)
Gliucintas h-albuminas
(2.2 mg/mL) 100.1 100.6 102.0
HbA1d (100 mg/mL) 101.6 101.3 100.5
Acetilaldehido
hemoglobinas (100 99.8 101.4 100.7
mg/mL)
- Trikdziai

Su Siomis medziagomis ir AFIAS HbA1C testo matavimais nebuvo jokiy
reik§mingy trikdziy.

Netrikdanti 100.0 99.8 99.5
Acetaminofenas (1.5
mmol/L) 100.3 100.6 99.6
L-askorbo ragstis (5
mg/dL) 100.1 100.6 100.8
Bilirubinas (20 mg/mL) 100.3 100.3 100.0
D-gliukoze (500 mg/dL) 99.8 100.6 102.0
Intralipidas (1 mg/mL) 101.0 99.7 100.5
Trigliceridas (3000
mg/mL) 100.4 99.6 99.9
Karbamidas (100
mmol/L) 100.3 100.0 100.8

=  PreciziSkumas
- Tarp partijy

- Tarp nuskaitymo jrenginiy

Trys skirtingi asmenys tyré¢ AFIAS HbAlc trim skirtingais nuskaitymo
irenginiais; penkis kartus kiekviena kontroleés standarto koncentracija

- Tarp skirtingy dieny

Vienas asmuo tyré AFIAS HbAlc per penkias dienas; penkis kartus kiekviena
kontrolés standarto koncentracija.

- Tarp skirtingy viety

Vienas asmuo tyré AFIAS HbAlc trijose skirtingose vietose; penkis kartus
kiekviena kontrolés standarto koncentracija.

5.3 5.21 2.7 5.25 3.6 5.31 2.5 5.27 2.3
8.1 8.15 3.1 8.12 2.7 8.20 2.9 8.23 3.0
13.5 13.48 2.8 13.38 3.3 13.60 2.8 13.57 2.8

=  Tikslumas
Tikslumas buvo patvirtintas su skirtingomis koncentracijomis.

5.3 521 -0.02 5.25 -0.01 531 0.00 5.27 -0.01
8.1 8.15 0.01 8.12 0.00 8.20 0.01 8.23 0.02
13.5 13.48 0.00 13.38 -0.01 13.60 0.01 13.57 0.01

=  Palyginamumas
Naudojant Tosoh G7 HPLC (Tosoh Bioscience Inc. Japonija) kaip palyginimo
prietaisa AFIAS HbAlc, 165 klinikiniai méginiai buvo nepriklausomai tiriami
savo HbA I¢ koncentracijoms laikantis kiekvieno prietaiso procediros. Abiejy
testy metody rezultatai buvo analizuoti ir jy palyginamumas buvo tiriamas
taikant tiesing regresija ir koreliacijos koeficienta (R). Nustatytas koreliacijos
koeficientas ir linijiné regresija tarp $iy dviejy testy buvo Y= 0.997X + 0.0309

ir R =0.9982.
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Vienas asmuo tyré tris skirtingas AFIAS HbAlc partijas penkis kartus su
kiekviena kontrolés standarto koncentracija.
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INTENDED USE

AFIAS HbA1c is a fluorescence Immunoassay (FIA) for the
quantitative determination of HbAlc (Hemoglobin Alc) in
human whole blood. It is useful as an aid in management and
monitoring of the long-term glycemic status in patients with
diabetes mellitus.

For in vitro diagnostic use only.

INTRODUCTION

Glycated protein is formed post-translationally through the
slow, nonenzymatic reaction between glucose and amino groups
on proteins. HbAlc is a clinically useful index of mean glycemia
during the preceding 120 days, the average life span of
erythrocytes. Carefully controlled studies have documented a
close relationship between the concentrations of HbAlc and
mean glycemia. HbAlc is considered as a more reliable
parameter in monitoring glycemia over the glycemic reading
with the conventional glucometer.

PRINCIPLE

The test uses a sandwich immunodetection method; the
detector antibody in buffer binds to antigen in sample, forming
antigen-antibody complexes, and migrates onto nitrocellulose
matrix to be captured by the other immobilized-antibody on test
strip.

The more antigen in sample forms the more antigen-antibody
complex and leads to stronger intensity of fluorescence signal on
detector antibody, which is Instrument for the instrument for
AFIAS tests displays the content of glycated hemoglobin in terms
of percent of the total hemoglobin in blood.

COMPONENTS

AFIAS HbA1lc consists of ‘Cartridge’, ‘C- tip’, ‘ID chip’ and

‘Instruction for use’.

m  Each sealed aluminum pouch contains two cartridges.

m  Each cartridge packaged in an aluminum pouch has three
components, detection buffer part, hemolysis buffer part
and cartridge part.

m  Cartridge part contains a test strip, the membrane which
has anti human HbA1c at the test line, while rabbit I1gG at
the control line.

m Detection buffer part contains anti human HbAlc-
fluorescence conjugate, anti rabbit IgG-fluorescence
conjugate, bovine serum albumin (BSA) as a stabilizer and
sodium azide in phosphate buffered saline (PBS) as a
preservative.

m  Hemolysis buffer part contains non-ionic detergent and
sodium azide in phosphate buffered saline (PBS) as a
preservative.

m  C-tip (Capillary tip) is a useful tool for point of care testing
which requires a small volume of capillary blood from

U AI-GEO2-15 (Rev. 04)

fingertip, heel site (in infants) or ear-lobe.

WARNINGS AND PRECAUTIONS
|

For in vitro diagnostic use only.

Follow instructions and procedures described in this
‘Instruction for use’.

Use only fresh samples and avoid direct sunlight.

Lot numbers of all the test components (cartridge and ID
chip) must match each other.

m Do notinterchange the test components between different
lots or use the test components after the expiration date,
either of which might yield incorrect of test result(s).

m Do not reuse cartridges. A cartridge should be used for
testing one sample only.

m  The cartridge should remain sealed in its aluminum pouch
until just before use. Do not use the cartridge, if pouch is
damaged.

m  For shipping, samples must be packed in accordance with
local regulations. Sample with severe hemolysis and/or
hyperlipidemia must not be used and should be recollected

m  Allow cartridge and sample to be at room temperature for
approximately 30 minutes before use.

m The instrument for AFIAS tests may generate slight
vibration during use.

m  Used C-tips, and cartridges should be handled carefully and
disposed by an appropriate method in accordance with
relevant local regulations.

m  Anexposure to larger quantities of sodium azide may cause
certain health issues like convulsions, low blood pressure
and heart rate, loss of consciousness, lung injury and
respiratory failure.

m  AFIAS HbAlc will provide accurate and reliable results
subject to the below conditions.

- AFIAS HbA1c should be used only in conjunction with the
instrument for AFIAS tests.

- Have to use recommended anticoagulant sample.

Sample type Recommended anticoagulant

Na2 EDTA, K2 EDTA, K3 EDTA,

Whole blood Sodium citrate, Lithium heparin

m  C-tip should be used when the following conditions are
met.

- C-tip provided with the kit is recommended to obtain
correct test result.

- Capillary blood should be immediately tested after
collection.

- Do not leave C-tip after collection of blood, test
immediately.

- Excess capillary blood around the C-tip should be wiped
off.

- In order to avoid cross-contamination, please do not re-
use C-tip for multiple samples.

- AFIAS cartridge should be inserted and positioned in the
cartridge holder prior to the blood sample collection.

LIMITATIONS OF THE TEST SYSTEM

m  The test may yield false positive result(s) due to the cross-
reactions and/or non-specific adhesion of certain sample

components to the capture/detector antibodies.

m  The test may yield false negative result(s) due to the non-
responsiveness of the antigen to the antibodies which is
most common if the epitope is masked by some unknown
components, so therefore not being able to be detected or
captured by the antibodies. The instability or degradation
of the antigen with time and/or temperature may also
cause false negative result as it makes antigen
unrecognizable by the antibodies.

m  Other factors may interfere with the test and cause
erroneous results, such as technical/procedural errors,
degradation of the test components/reagents or presence
of interfering substances in the test samples.

m  Any clinical diagnosis based on the test result must be
supported by a comprehensive judgment of the concerned
physician including clinical symptoms and other relevant
test results.

STORAGE AND STABILITY

m  The cartridge is stable for 20 months (while sealed in an
aluminum pouch) if stored at 2-8 °C.

m  Return an unused cartridge to the spare cartridge zipper
bag containing the desiccant pack. Reseal along entire edge

of zip-seal. May be stored for up to 1 month at 2-8°C.

MATERIALS SUPPLIED
SMFP-28

Components of AFIAS HbA1lc
m Cartridge Box Contains

- Cartridge 24
- C-Tip (Zipper bag, 10 L) 24
- ID Chip 1
- Instruction for Use 1
- Spare Cartridge Zipper bag 1

MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Following items can be purchased separately from AFIAS
HbAlc
Please contact our sales division for more information.

»  AFIAS-1[REF FPRRO19

= AFIAS-6 REF FPRR020
= Boditech HbA1c Control REF| CFPO-96
= Boditech HbAlc Calibrator E CFPO-108

SAMPLE COLLECTION AND PROCESSING

The sample type for AFIAS HbA1lc is human whole blood.

m |tisrecommended to test the sample within 12 hours after
collection.

m  Samples may be stored for up to a week at 2-8 °C prior to
being tested.

m If testing will be delayed more than a week, samples should
be frozen at-70 °C or below. Samples stored frozen at -70 °C
or below for 3 months showed no performance difference.

m  Once the sample was frozen, it should be used one time
only for test, because repeated freezing and thawing can
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result in the change of test values.
m  Collection of capillary blood sample using C-tip (Fingertip

blood)

(1) Clean the area with a pre-injection swab.

(2) Pierce with a sterile lancet.

(3) Wipe away first drop of blood.

(4) Gently massage the surrounding area towards a C-tip
for a second drop.

(5) Hold a C-tip horizontally and touch the tip of C-tip to
the blood drop.

(6) Capillary action will automatically draw the blood
sample to C-tip and stop

(7) Wipe off any excess blood around the tip.

(8) Double-check if capillary blood is fully filled in the C-
tip and AFIAS reader is ready for a test on the ‘C-tip
mode’.

TEST SETUP

m  Check the components of the AFIAS HbA1lc as described
below.: Cartridge, C-tip, ID chip and instruction for use.

m  Keep the sealed cartridge (if stored in refrigerator) at room

temperature for at least 30 minutes just prior to the test.

Place the cartridge on a clean, dust-free and flat surface.

Turn on the instrument for AFIAS tests.

Empty the tip box.

Insert the ID chip into the “ID chip port”.

Please refer to the instrument for AFIAS tests ‘Operation

Manual” for complete information and operating

instructions.

TEST PROCEDURE

1) Select “Test Mode” in the instrument for AFIAS tests.

- General Mode : Tube blood (with anticoagulant)
- C-tip Mode : Fingertips blood (non-anticoagulant blood)

- You must use C-tip only to collect test samples in both
test mode (General / C-tip mode).

- Do not use a general pipette tip to collect test samples.

2) Insert the cartridge into the cartridge holder.

3) Take 10 pL of whole blood (tube blood or fingertip blood)
with a C-tip. (Please refer to “SAMPLE COLLECTION AND
PROCESSING”)

4) Insert the whole blood-filled C-tip into the tip hole of the
cartridge.

5) Tap the ‘START’ icon on the screen.

6) The test result will be displayed on the screen after 10
minutes.

% Note: Refer to the instrument for AFIAS tests Operation
Manual to select sample type.

INTERPRETATION OF TEST RESULT

m  The instrument for AFIAS tests calculate the test result
automatically and displays HbAlc concentration of the
test sample in terms of percentage (%, NGSP) and
mmol/mol (IFCC).

m  The reference value
- NGSP (%):4.5-6.5%

- IFCC (mmol/mol): 26-48 mmol/mol
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m  The working range
- NGSP (%): 4-15 %
- IFCC (mmol/mol): 20.2-140.4 mmol/mol
- eAG (mg/dL): 68.1-383.8 mg/dL

QUALITY CONTROL

m  Quality control tests are a part of the good testing practice
to confirm the expected results and validity of the assay
and should be performed at regular intervals.

m  The control tests should be performed immediately after
opening a new test lot to ensure the test performance is
not altered.

m  Quality control tests should also be performed whenever
there is any question concerning the validity of the test
results.

m  Control materials are not provided with AFIAS HbAlc. For
more information regarding obtaining the control materials,
contact Boditech Med Inc.’s Sales Division for assistance.

Urea (100 mmol/L) 100.3 100.0 100.8

m  Precision

- Between lot
One person tested three different lots of AFIAS HbA1c, five
times at each concentration of the control standard.

- Between reader
Three different persons tested AFIAS HbAlc at three
different reader; five times at each concentration of the
control standard.

- Between day
One person tested AFIAS HbA1c for five days; five times at
each concentration of the control standard.

- Between site
One person tested AFIAS HbAlc at three different sites;
five times at each concentration of the control standard.

Between Between Between

HbAlc Between lot e day site

(%) Avg. CV(%) Avg. CV(%) Avg. CV(%) Avg. CV(%)

53 521 27 525 36 531 25 527 23

81 815 31 812 27 820 29 823 3.0

(Please refer to the instruction for use of control material.)

PERFORMANCE CHARACTERISTICS

m  Analytical sensitivity

- Limit of Blank (LoB) 2.26%
- Limit of Detection (LoD) 2.39%
- Limit of Quantification (LoQ) 3.0%

= Analytical Specificity

- Cross-reactivity
There was no significant cross-reactivity from these
materials with the AFIAS HbA1lc test measurements.

135 1348 28 1338 33 13.60 28 13.57 2.8

Standard material conc. (%)

cross-reactivity material 53 8.1 135

Recovery (%)

HbAO (2 mg/mL) 98.9 102.0 101.0
HbAla&A1lb mixture 100.9 101.9 100.1
(5 mg/ml)
Acetylated hemoglobin (100 100.7 100.2 100.5
mg/mL)

Carbamylated hemoglobin

(100 mg/mL) 100.2 101.2 100.6
Glycated h-Albumin

(2.2 mg/ml) 100.1 100.6 102.0
HbA1d (100 mg/mL) 101.6 101.3 100.5
Acetylaldehyde hemoglobin 99.8 101.4 100.7

(100 mg/mL)

- Cross-reactivity
There was no significant interference from these materials
with the AFIAS HbA1c test measurements.

Standard material conc. (%)

Interference material 5.3 8.1 13.5

Recovery (%)

Non-interference 100.0 99.8 99.5

Acetaminophen (1.5 mmol/L) 100.3 100.6 99.6
L-Ascorbic acid (5 mg/dL) 100.1 100.6 100.8
Bilirubin (20 mg/mL) 100.3 100.3 100.0
D-Glucose (500 mg/dL) 99.8 100.6 102.0
Intralipid (1 mg/mL) 101.0 99.7 100.5

Triglyceride (3000 mg/mL) 100.4 99.6 99.9
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m  Accuracy
The accuracy was confirmed each different concentration.

HbA1lc Between lot Between reader
(%) Avg. Bias(%) Avg. Bias(%)
5.3 5.21 -0.02 5.25 -0.01
8.1 8.15 0.01 8.12 0
135 13.48 0 13.38 -0.01

HbAlc Between day Between site
(%) Avg. Bias(%) Avg. Bias(%)
5.3 5.31 0 5.27 -0.01
8.1 8.2 0.01 8.23 0.02
13.5 13.6 0.01 13.57 0.01

m  Comparability

HbAlc concentrations of 165 clinical samples were
quantified independently with AFIAS HbA1c and Tosoh G7
HPLC (Tosoh Bioscience Inc. Japan) as per prescribed test
procedures. Test results were compared and their
comparability was investigated with linear regression and
coefficient of correlation (R). Linear regression and
coefficient of correlation between the two tests were Y=
0.997X + 0.0309 and R = 0.9982 respectively.

16.0 -
14.0 - y =0.997x + 0.0309
T R =0.9982
X 120 -
5 N =165
 10.0 -
<
8 80 -
T
2 6.0 -
T 40 -
< 0 -
0.0 : : : : : : : )
00 20 40 60 80 100 120 140 16.0
Tosoh G7 HPLC analyzer HbAlc [%]
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Note: Please refer to the table below to identify various
symbols.

A
|

Sufficient for <n> tests

-
“’\:’1‘J

Read instruction for use

s

Use by Date
777777 Batch code
Catalog number
A Caution
d Manufacturer
Authorized representative of the European Community
IVD| | In vitro diagnostic medical device

Temperature limit

Do not reuse

& =~

This product fulfills the requirements of the Directive 98/79/EC

m
m

on in vitro diagnostic medical devices

For technical assistance; please contact:
Boditech Med Inc.’s Technical Services
Tel:  +8233243-1400

E-mail: sales@boditech.co.kr

d Boditech Med Incorporated

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

Tel:  +(82)-33-243-1400

Fax: +(82)-33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIUM
Tel:  +(32)-2-732-59-54
Fax: +(32)-2-732-60-03
E-Mail: mail@obelis.net
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Boditech HbA1c Control

INTENDED USE
Boditech HbA1c Control is intended for in vitro diagnostic use in the quality
control of HbAlc Assay Kit. For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech HbA1c Control may be considered as an objective
assessment of the precision of HbAlc Assay Kits and is an integral part of
Good Laboratory Practices. Boditech HbA1lc Control is provided in lyophilized
form.

COMPONENTS
Boditech HbA1c Control consists of ‘Boditech HbA1c Control level 17,
‘Boditech HbA1lc Control level 2’, ‘Instruction for Use’ and ‘Barcode Sheet’.

- The control contains HbA1lc stock and Horse serum

- Each control vial packed in a box. 4p

SAFETY PRECAUTIONS AND WARNINGS
- For in vitro diagnostic use only.
- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for handling
laboratory reagents.

- Boditech HbA1c Control should not be used past the expiration date.

- Boditech HbA1lc Control is solely designed to be provided instrument-
specific calibration curves of Boditech Readers and HbAlc Assay Kits.

- Human source materials from which Boditech HbAlc Control is derived
were tested at a donor level for the Human Immunodeficiency Virus (HIV
1, HIV 2) antibody, Hepatitis B Surface Antigen (HBsAg) and Hepatitis C
Virus (HCV) antibody, and found to be NON-REACTIVE. FDA-approved
methods have been used to conduct these tests. However, since no
method can offer complete assurance as to the absence of infectious
agents, these human source materials and all patient samples should be
handled as though capable of transmitting infectious diseases and should
be disposed of as hazardous wastes.

STORAGE AND STABILITY
- Storage and stability condition of Boditech HbAlc Control.

Unoy d Opened (after reconstitution)
Temperature +2 t0 +8 °C +2to +8 °C -20 to0 -80 °C
. Until expiration
Expiration date date on the label. 7 days 20 days

- Close the opened Boditech HbA1c Control bottle tightly after use.

- Once the Boditech HbA1c Control was frozen, it should be used ONE TIME
ONLY for test, because repeated freezing and thawing can result in the
change of test values.

- After use, any residual product should NOT BE RETURNED to the original
vial.

- Bacterial contamination of reconstituted Boditech HbA1lc Control will
cause reductions in the stability of many components. If bacterial
contamination is suspected, the vial should be discarded and a fresh vial
needs to be reconstituted.

INSTRUCTIONS FOR USE
Boditech HbA1c Control is supplied in lyophilized form.
1. Carefully reconstitute each vial of lyophilized with exactly 0.5 mL of
sterilized distilled water.
2. Close the bottle and allow to stand for 30 minutes before use. Ensure
contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.
Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the
requirements of your local waste management
authorities.

In the event of damage to the package, contact the
Boditech Med Inc.’s Technical Services.

QFAILGE02-15 (Rev.04)

MATERIALS SUPPLIED

CFPO-96

Boditech HbA1c Control Box (2 vials)
Boditech HbA1c Control level 1 (0.5 mL)
Boditech HbA1c Control level 2 (0.5 mL)
Instruction For Use

Control value & Barcode Sheet

s

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to confirm the
expected results and validity of the assay and should be performed at
regular intervals.

- The control tests should be performed immediately after opening a new
test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

d Boditech Med Inc.

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

Republic of Korea

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

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIUM

Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-Mail: mail@obelis.net

C€
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Boditech HBA1C kontrolé

PASKIRTIS

Boditech HBA 1C kontrolé yra skirta in vitro diagnostinei HBA1C tyrimo rinkinio kokybés kontrolei. Tik in vitro diagnostikai.

PRISTATYMAS

Boditech HBA1C kontrolés naudojimas gali biti laikomas objektyviu HBA1C tyrimo rinkinio tikslumo jvertinimu ir integralia geros

laboratorijos praktikos dalimi. Boditech HBA1C kontrolé tiekiama skysta forma.

SUDETIS

»Boditech HbAlc kontroele” sudaro: Boditech HbA Ic¢ kontrolés 1 lygis, ,,Boditech HbA1c kontrolés 2 lygis, Naudojimo instrukcija

ir Briikk$ninio kodo lapas.

- I kontrolés sudétj jeina HbAlc ir arklio serumas.

- Kiekvienas kontrolinis buteliukas supakuotas i dézute. 4p.

SAUGUMO ATSARGUMO PRIEMONES IR PERSPEJIMALI

- Tik in vitro diagnostikai.

- Nelasinkite pipete naudodami burng.

- Taikykite tinkamas atsargumo priemones, kurios jprastai reikalaujamos tvarkant laboratorinius reagentus.

- Boditech HBA1C kontrolé neturi biiti naudojama pasibaigus jos galiojimo laikui.

- Boditech HBA1C kontrolé isskirtinai sukurta pateikti Boditech Readers ir HBA1C tyrimo rinkiniy instrumentui specifines
kalibracijos kreives.

- Zmogaus kilmés medziagos, i§ kuriy pagaminta Boditech HBA1C kontrolé, buvo tirtos donoro lygiu dél zmogaus imunodeficito
viruso (ZIV 1, ZIV 2) antikiiny, hepatito B pavirsiaus antigeno (HBsAg) ir hepatito C viruso (HCV) antikiiny. Pastarosios buvo
nustatytos kaip NEREAKTYVIOS. FDA patvirtinti metodai naudojami atliekant §iuos testus. Taciau, kadangi jokie metodai
negali visiSkai uztikrinti infekciniy medziagy nebuvimo, Sios zmogaus kilmés medziagos ir paciento méginiai turi biti tvarkomi
kaip galintys perduoti infekcines ligas. Taip pat pastarieji turi bati utilizuojami kaip pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS

-Boditech HbA I ¢ kontrolés laikymo ir stabilumo salygos.

Neatidarius Po atidarymo (iStirpinus)
Temperatiira +2 iki +8 °C +2 iki +8 °C -20 iki -80 °C
Galiojimo data Iki galiojimo datos, nurodytos 7 diena 20 dienos
etiketéje.

- Po kiekvieno naudojimo sandariai uzdarykite Boditech HbA 1¢ kontrolés buteliuka.
- Jei,,Boditech HbAlc Control“ buvo uzsaldytas, jj galima naudoti TIK VIENA KARTA, nes pakartotinis uzsaldymas ir
atSildymas gali pakeisti rezultaty vertes.
- Bet kokie produkto likugiai NETURI BUTI GRAZINAMI j originaly buteliuka.
- I8tirpintos Boditech HBA1C kontrolés bakterinis uzterSimas sumazins daugumos komponenty stabiluma. Jeigu jtariate bakterinj
uzterSima, buteliuka utilizuokite ir iStirpinkite nauja buteliuka.
NAUDOJIMO INSTRUKCIJOS
Boditech HBA1C kontrolé¢ tiekiama skysta forma.
1. Atsargiai praskieskite kiekvieng kuriame yra liofilizuota buteliuka su lygiai 0.5 ml distiliuoto vandens sterilizuoti.
2. Uzdarykite buteliukg ir leiskite pastovéti 30 minuciy prie§ naudojima. Prie§ kiekvieng naudojima Svelniai kelis kartus
vartydami buteliuka gerai iSmaiSykite buteliuko turinj. Stenkités, kad nesusidaryty puty. Negalima kratyti.
Bet kokias medZziagas utilizuokite pagal Jusy vietos atlieky tvarkymo kompetentingos jstaigos reikalavimus.
Jeigu pakuoté yra pazeista, susisiekite su Boditech Med Inc. technine pagalba.
TIEKIAMOS MEDZIAGOS
REF: CFPO-96
Boditech HBA1C kontrolés dézuté (2 buteliukai)
Boditech HBA1C 1 kontrolés lygis (0.5 mL)
Boditech HBA1C 2 kontrolés lygis (0.5 mL)
Naudojimo instrukcijos
Kontrolés vertés ir bruks$ninio kodo lapas
KOKYBES KONTROLE
- Kokybés kontrolés testai yra geros tyrimy praktikos dalis siekiant patvirtinti tikétinus rezultatus ir tyrimo valdiumg. Jie turi buti atliekami
reguliariais intervalais.
- Kontrolés testai turi biiti atlickami nedelsiant po naujos testo partijos atidarymo, kad jsitikinti, jog testo naSumas néra paveiktas.
- Kokybés kontrolés testai privalo bati atlieckami tada, kai yra abejoniy dél testo rezultaty validumo.
Dél techninés pagalbos kreipkités j
Boditech Med Inc. techniné pagalba
Tel.: +82 (33) 243-1400
El. pastas: sales@boditech.co.kr

HBoditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, Koré¢ja

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Briuselis, BELGIJA
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Boditech HbA1c Calibrator

INTENDED USE

Boditech HbA1c Calibrator is intended for in vitro diagnostic use in the
calibration of HbAlc Assay Kit.

For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech HbAlc Calibrator may be considered as an
objective assessment of the precision of HbAlc Assay Kits and is an
integral part of Good Laboratory Practices. Boditech HbA1c Calibrator
is provided in lyophilized form.

COMPONENTS

Boditech HbA1lc Calibrator Calibrator consists of ‘Boditech HbAlc
Calibrator level 1’, ‘Boditech HbA1c Calibrator level 2’, ‘Instruction for
Use’ and ‘Barcode Sheet'.

- The Calibrator contains HbA1lc stock and Horse serum

- Each calibrator vial packed in a box.

SAFETY PRECAUTIONS AND WARNINGS
- For in vitro diagnostic use only.
- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for
handling laboratory reagents.

- Boditech HbA1lc Calibrator should not be used past the expiration
date.

- Boditech HbAlc Calibrator is solely designed to be provided
instrument-specific calibration curves of Boditech Readers and
HbA1c Assay Kits.

- When a certain parameter of the instrument for AFIAS test is
calibrated from Cal/QC mode, the system displays fluorescence
intensity of each test instead of its actual result.

- Human source materials from which Boditech HbAlc Calibrator is
derived were tested at a donor level for the Human
Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B
Surface Antigen (HBsAg) and Hepatitis C Virus (HCV) antibody, and
found to be NON-REACTIVE. FDA-approved methods have been
used to conduct these tests. However, since no method can offer
complete assurance as to the absence of infectious agents, these
human source materials and all patient samples should be handled
as though capable of transmitting infectious diseases and should
be disposed of as hazardous wastes.

STORAGE AND STABILITY
- Storage and stability condition of Boditech HbA1lc Calibrator.

Opened

Serened (After reconstitution)
Temperature +2to+8°C +2to+8°C -20to -80 °C
Until iration dat
Expiration date ntl expiration date 7 days 20 days

on the label.

- Close the opened Boditech HbA1c Calibrator bottle tightly after use.

- Once the Boditech HbA1lc Calibrator was frozen, it should be used
ONE TIME ONLY for test, because repeated freezing and thawing
can result in the change of test values.

- After use, any residual product should NOT BE RETURNED to the
original vial.

- Bacterial contamination of reconstituted Boditech HbA1lc calibrator
will cause reductions in the stability of many components. If
bacterial contamination is suspected, the vial should be discarded
and a fresh vial needs to be reconstituted.

QFAI_GE02-15 (Rev.04)

INSTRUCTIONS FOR USE
Boditech HbA1c Calibrator is supplied in lyophilized form.
1. Carefully reconstitute each vial of lyophilized with exactly 0.5
mL of sterilized distilled water.
2. Close the bottle and allow to stand for 30 minutes before use.
Ensure contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.

Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the
requirements of your local waste management authorities.

In the event of damage to the package, contact the Boditech Med
Inc.’s Technical Services.

MATERIALS SUPPLIED
CFPO-108

Boditech HbA1c Calibrator Box (2 vials)
Boditech HbA1c Calibrator level 1 (0.5 mL)
Boditech HbA1c Calibrator level 2 (0.5 mL)
Instruction for Use
Calibrator value & Barcode Sheet

)

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to
confirm the expected results and validity of the assay and should
be performed at regular intervals.

- The control tests should be performed immediately after opening
a new test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is
any question concerning the validity of the test results.

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

d Boditech Med Inc.

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

Republic of Korea

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

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIUM

Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-Mail: mail@obelis.net
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PASKIRTIS

Boditech HbAlc kalibratorius skirtas in vitro diagnostiniam naudojimui,HbAlc tyrimo rinkinio
kalibravimui.

Tik in vitro diagnostikai.

IVADAS

Boditech HbAlc kalibratoriaus naudojimas gali buti laikomas objektyviu HbAlc tyrimo rinkiniy
tikslumo jvertinimu ir yra neatsiejama geros laboratorinés praktikos dalis. Boditech HbA 1c¢ kalibratorius
tiekiamas liofilizuota forma.

KOMPONENTAI

Boditech HbAlc kalibratoriy sudaro ,,Boditech HbAlc kalibratoriaus 1 lygis®“, ,,Boditech HbAlc
kalibratoriaus 2 lygis®, ,,Naudojimo instrukcija® ir ,,Brik$ninio kodo lapas®.

- Kalibratoriuje yra HbA lc atsargy ir arklio serumo.

- Kiekvienas kalibratoriaus buteliukas supakuotas j dézute.

SAUGOS PRIEMONES IR JSPEJIMAI

- Tik in vitro diagnostikai.

- NelasSinkite pipete naudodami burna.

- Imkités tinkamy atsargumo priemoniy, kuriy paprastai prireikty dirbant su laboratoriniais reagentais.

- Boditech HbA 1¢ kalibratoriaus negalima naudoti pasibaigus tinkamumo laikui.

- Boditech HbA 1 ¢ kalibratorius yra sukurtas tik tam, kad biity pateiktos Boditech nuskaitymo jrenginiy
ir HbAlc¢ tyrimo rinkiniy kalibravimo kreivés.

- Zmogaus kilmés medziagos, i§ kuriy gaunamas Boditech HbA I¢ kalibratorius, buvo donory lygmeniu
istirtos dél zmogaus imunodeficito viruso (ZIV 1, ZIV 2) antikiiny, hepatito B pavirsiaus antigeno
(HBsAg) ir hepatito C viruso (HCV) antikiiny ir buvo nustatyta, kad medziagos yra NEREAKTY VIOS.
Siems tyrimams atlikti buvo naudojami FDA patvirtinti metodai. Tagiau, kadangi joks metodas negali
visiSkai uztikrinti, kad néra infekciniy medziagy, Sios Zmogaus kilmés medZziagos ir visi pacienty
meéginiai turéty biti tvarkomi taip, lyg galintys perduoti infekcines ligas, ir turéty biti Salinami kaip
pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS

- Boditech HbA 1¢ kalibratoriaus laikymo ir stabilumo salygos.

Neatidarius Atidarius (po iStirpinimo)

Temperatiira +2 iki +8 °C +2 iki +8 °C -20 iki -80 °C

Iki galiojimo laiko pabaigos,
nurodytos etiketéje

- Po naudojimo sandariai uzdarykite atidaryta Boditech HbA 1c¢ kalibratoriaus buteliuka.

- Kai Boditech HbA I ¢ kalibratorius buvo uzsaldytas, ji reikia naudoti TIK VIENA KARTA tyrimui,

nes pakartotinis uzsaldymas ir atSildymas gali pakeisti tyrimo vertes.

- Po naudojimo produkto liku¢iy NEGALIMA GRAZINTI j originaly buteliuka.

- IStirpinto Boditech HbA 1¢ kalibratoriaus uzterSimas bakterijomis sumazins daugelio komponenty

stabiluma. Jei jtariamas bakterinis uzterSimas, buteliuka reikia iSmesti ir paruosti naujg buteliuka.

Galiojimo laikas 7 dienos 20 dieny

NAUDOJIMO INSTRUKCILJOS
Boditech HbA 1c kalibratorius tiekiamas liofilizuota forma.
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1. Kiekvieng liofilizuotos formos buteliuka atsargiai istirpinkite tiksliai 0,5 ml sterilizuoto distiliuoto
vandens.

2. Uzdarykite buteliuka ir leiskite pastovéti 30 minuéiy prie$ naudojima. Svelniai sukdami jsitikinkite,
kad turinys visiskai iStirpo.

Venkite puty susidarymo. Nekratykite.

ISsamig tyrimo procediirg rasite testo kaseciy pakuotés lapeliuose.

ISmeskite visas iSmestas medziagas pagal vietiniy atlieky tvarkymo institucijy reikalavimus.

Jei pakuoté pazeista, susisiekite su Boditech Med Inc. technine tarnyba.

TIEKIAMOS MEDZIAGOS

CFPO-108

Boditech HbAlc kalibratoriaus dézuté (2 buteliukai)
Boditech HbA1c¢ kalibratoriaus 1 lygis (0.5 mL)
Boditech HbA 1c kalibratoriaus 2 lygis (0.5 mL)
Naudojimo instrukcija

Kontrolés vertés ir bruksninio kodo lapas

—

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros bandymy praktikos dalis, siekiant patvirtinti laukiamus rezultatus
ir tyrimo pagristuma, todé¢l jie turéty buti atlieckami reguliariais intervalais.

- Kontroliniai testai turi biiti atliekami 1§ karto atidarius naujg testo partija, siekiant uztikrinti, kad testo
rezultatai nepasikeisty.

- Kokybés kontrolés testai taip pat turéty biiti atliekami kiekvieng karta, kai kyla klausimy dél testo
rezultaty pagristumo.

Techninei pagalbai susisiekite su Boditech Med Inc. technine tarnyba:
Tel.: +82 (33) 243-1400
El. pastu: sales@boditech.co.kr

™ | Boditech Med Inc.

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

Kor¢jos Respublika

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

P9 Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIJA
Tel.: +(32) -2-732-59-54
Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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AFlAS

Tn-l Plus

2.3.2.3p.

INTENDED USE

AFIAS Tn-l Plus is a fluorescence Immunoassay (FIA) for the
guantitative determination of cardiac troponin-I (Tn-1) in human
whole blood/serum/plasma. It is useful as an aid in management
and monitoring of acute myocardial infarction (AMI).

For in vitro diagnostic use only.

INTRODUCTION

Cardiac troponins are currently the most sensitive and specific
biochemical markers of myocardial necrosis. There are three
types of troponin in heart muscle fibers. Those are troponin-C, -
I, and -T. Together they contribute to make cardiac muscle fibers
contract. The clinical measurement of serum Tn-I has become

an important tool in the diagnosis of acute myocardial infarction.

Serum Tn-l is a more reliable than creatine kinase as a prognostic
marker in people with ischemic chest pain. National and
international scientific organizations have suggested the use of
troponins, Tn-l and Tn-T, when implementing new diagnostic
strategies in patients with acute coronary syndrome.

PRINCIPLE

The test uses a sandwich immunodetection method; the
detector antibodies in buffer bind to antigens in sample, forming
antigen-antibody complexes and migrate onto nitrocellulose
matrix to be captured by the other immobilized antibodies on
the strip.

More antigens in the sample will form more antigen-antibody
complexes which lead to stronger fluorescence signal by
detector antibodies, which is processed by instrument for AFIAS
tests to show Tn-I concentration in the sample.

COMPONENTS
AFIAS Tn-I Plus consists of a ‘cartridges’.

m Each cartridge packaged in an aluminum pouch has three
components including cartridge part, detector part and
diluent part.

m Cartridge part contains the membrane called a test strip,
which has streptavidin at the test line, and chicken IgY at
the control line.

m Detector part contains anti Tn-I-fluorescence conjugate,
anti Tn-I-biotin conjugate , anti chicken IgY-fluorescence
conjugate, bovine serum albumin (BSA), sucrose,
bromophenol blue, and sodium azide as a preservative.

m Diluent part contains tween 20, CA-630,and sodium azide
as a preservative.

WARNINGS AND PRECAUTIONS

m For in vitro diagnostic use only.

m Follow the instructions and procedures described in this
‘Instruction for use’.

m Use fresh samples only and avoid direct sunlight.

It is possible to use frozen samples. Please refer to

“SAMPLE COLLECTION AND PROCESSING.”

QA Al_GE02-15 (Rev. 04)

= Lot numbers of all the test components (cartridge and ID

chip) must match each other.

Do not interchange test components between different

lots or use test components after the expiration date,

either of which might yield incorrect test result(s).

m The cartridge should remain sealed in its aluminum pouch
until just before use. Do not use the cartridge if the pouch
found damaged or has already been opened.

m Frozen sample should be thawed only once. For shipping,
samples must be packed in accordance with local
requirement. Sample with severe hemolysis and/or
hyperlipidemia must not be used.

= Allow cartridge and sample to be at room temperature for
approximately 30 minutes before use.

s The instrument for AFIAS tests may generate slight
vibration during use.

m Used cartridges and pipette tips should be handled
carefully and disposed by an appropriate method in
accordance with relevant local regulations.

= An exposure to larger quantities of sodium azide may cause
certain health issues like convulsions, low blood pressure
and heart rate, loss of consciousness, lung injury and
respiratory failure.

= No Biotin interference was observed in AFIAS Tn-l Plus
when biotin concentration in the sample was below 5
ng/mL. If a patient has been taking biotin at dosage of more
than 0.03 mg a day, it is recommended to test again 24
hours after discontinuation of biotin intake.

= AFIAS Tn-l Plus will provide accurate and reliable results
subject to the below conditions.

- AFIAS Tn-I Plus should be used only in conjunction with
the instrument for AFIAS tests.
- Have to use recommended anticoagulant sample.
Recommended anticoagulant
Sodium heparin, Lithium heparin, Sodium citrate

STORAGE AND STABILITY

Storage condition

St .
Component orage Shelf life Note
Temperature
Cartridge 5.8°C 20 months Unopened
1 month Resealed

= Return an unused cartridge to the spare cartridge zipper
bag containing the desiccant pack. Reseal along entire
edge of zip-seal.

LIMITATION OF THE TEST SYSTEM

= The test may yield false positive result(s) due to the cross-
reactions and/or non-specific adhesion of certain sample
components to the capture/detector antibodies.

= The test may yield false negative result(s) due to the non-
responsiveness of the antigen to the antibodies which is
most common if the epitope is masked by some unknown
components, so therefore not being able to be detected or
captured by the antibodies. The instability or degradation
of the antigen with time and/or temperature may also
cause the false negative result as it makes antigen
unrecognizable by the antibodies.

m Other factors may interfere with the test and cause
erroneous results, such as technical/procedural errors,

degradation of the test components/reagents or presence
of interfering substances in the test samples.

= Any clinical diagnosis based on the test result should be
supported by a comprehensive judgment of the concerned
physician including clinical symptoms and other relevant
test results.

MATERIALS SUPPLIED
SMFP-35

Components of AFIAS Tn-I Plus
m Cartridge Box Contains

- Cartridge 24
- Pipette tip (Zipper bag) 24
- ID chip 1
- Instruction for use 1
- Spare cartridge zipperbag 1

MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Following items can be purchased separately from AFIAS Tn-I
Plus.

Please contact our sales division for more information.

= AFIAS-6 REF| FPRRO20

= AFIAS-1 REF| FPRRO19

= Boditech Tn-I Plus Control E CFPO-212

= Boditech Tn-I Plus Calibrator E CFPO-213

SAMPLE COLLECTION AND PROCESSING

The sample type for AFIAS Tn-l Plus is human whole
blood/serum/plasma.

m Itisrecommended to test the sample within 24 hours after
collection.

m The serum or plasma should be separated from the clot by
centrifugation within 3 hours after the collection of whole
blood. If longer storage is required, e.g. if the test could not
be performed within 24 hours, serum or plasma should be
immediately frozen below -20 °C. The freezing storage of

sample up to 3 months does not affect the quality of results.

= However, the whole blood sample should not be kept in a
freezer in any case.

= Once the sample was frozen, it should be thawed one time
and only for test, because repeated freezing and thawing
can result in the changed test values.

TEST SETUP

m Check the components of the AFIAS Tn-I Plus as described
below: Cartridges, Pipette tips, ID chip, Cartridge spare
zipper bag and Instruction for use

m If the sealed cartridge has been stored in a refrigerator,
place them on a clean and flat surface at room
temperature for at least 30 minutes before testing.

= Turn on the instrument for AFIAS tests

= Empty the tip box.

= Insert the ID chip into the “ID chip port”.

(Please refer to the instrument for AFIAS tests ‘Operation
Manual’ for complete information and operating
instructions.

TEST PROCEDURE

Bl1O @ TECHNOLOGY

1) Take 100 uL of sample with a pipette and dispense it
into the sample well in the cartridge.

Insert the cartridge into the cartridge holder

Insert a tip into the tip hole of the cartridge.

Tap the ‘START’ icon on the screen.

The test result will be displayed on the screen after 12
minutes.

u b wWN
—_ = = —

% Note: Refer to the instrument for AFIAS tests Operation
Manual to select sample type.

INTERPRETATION OF TEST RESULT

= The instrument for AFIAS tests calculates the test result
automatically and displays Tn-l concentration of the test
sample in terms of ng/mL.

m The working range of the AFIAS Tn-l Plus is 0.01-15.00

ng/mL.

= Expected Values

In studies performed with the AFIAS Tn-l Plus assay

involving 70 healthy volunteers in Korea, the upper

reference limit (99th percentile) for Tn-I was 0.04 ng/mL.

The lowest concentration with a CV less than or equal to

10 % with the AFIAS Tn-I Plus assay was 0.04 ng/mL.

- Due to the release kinetics of Tn-l, a result below the
decision limit within the first hours of the onset of
symptoms does not rule out myocardial infarction with
certainty. If myocardial infarction is still suspected, repeat
the test at appropriate intervals.

- A cut-off of 0.3 ng/mL Tn-l is recommended for diagnosis
of AMI, as this yields optimal performance of 91 % of
sensitivity and 92.1 % of specificity. However, laboratories
should establish their own diagnostic cut-off concentration
based on the clinical practice at their perspective
institutions.

QUALITY CONTROL

m Quality control tests are a part of the good testing practice
to confirm the expected results and validity of the assay
and should be performed at regular intervals.

m The control tests should be performed immediately after
opening a new test lot to ensure the test performance is
not altered.

= Quality control tests should also be performed whenever
there is any question concerning the validity of the test
results.

m Control materials are not provided with AFIAS Tn-I Plus. For
more information regarding obtaining the control materials,
contact Boditech Med Inc.’s Sales Division for assistance.
(Please refer to the instruction for use of control material.)

PERFORMANCE CHARACTERISTICS

» Analytical sensitivity

Limit of Blank (LoB): 0.004 ng/mL

Limit of Detection (LoD): 0.01 ng/mL

Limit of Quantitation (LoQ): 0.03 ng/mL
1/2


Karolina.Grigaliunie
Highlight

Karolina.Grigaliunie
Textbox
2.3.2.3 p.


Z9 / 0¢

Document No. : INS-TN_G-EN
Revision date : March 10, 2021 (Rev. 09)

= Analytical specificity

- Cross-reactivity
Biomolecules such as below the ones in the table were
added to the test sample(s) at concentrations much higher
than their normal physiological levels in the blood. AFIAS
Tn-l Plus test results did not show any significant cross-
reactivity with these biomolecules.

Cross-reactivity material Conc. (ng/mL)
CK-MB 60
NT-proBNP 1,000
Myoglobin 1,000
D-Dimer 1,000
- Interference

Interference materials such as below the ones in the table
were added to the test sample(s) the same as the below
concentrations. AFIAS Tn-I Plus test results did not show
any significant interference with these materials except for

EDTA.
Interference material Conc.
Bilirubin 350 umol/L
Cholesterol 13 mmol/L
D-glucose 1,000 mg/dL
Hemoglobin 2g/L
L-Ascorbic acid 350 pmol/L
Triglyceride mixture 500 mg/dL
Heparin 3000 U/L
Sodium citrate 2 mg/mL
EDTA 3.4 umol/L
Biotin 5 ng/mL
= Precision

Intra-assay (Between lot)
One person tested three different lots of AFIAS Tn-I Plus,
ten times at each concentration of the control standard.

Mean of 3 lots

Conc. (ng/mL) Lot 1 Lot 2 Lot 3
0.23 0.23 0.23 0.23
0.94 0.94 0.95 0.92
7.50 7.65 7.32 7.51

Conc. (ng/mL) Mean SD CV (%)
0.23 0.23 0.013 5.5
0.94 0.93 0.057 6.1
7.50 7.50 0.444 5.9

Inter-assay (Between person)
Three different persons tested AFIAS Tn-I Plus; five times
at each concentration of the control standard.

Mean of 3 lots

Conc. (ng/mL) Lot 1 Lot 2 Lot 3
0.23 0.23 0.23 0.23
0.94 0.95 0.96 0.94
7.50 7.75 7.50 7.48

Conc. (ng/mL) Mean SD CV (%)
0.23 0.23 0.013 54
0.94 0.95 0.056 5.9
7.50 7.58 0.400 5.3

QA Al_GE02-15 (Rev. 04)

= Accuracy
The accuracy was confirmed by 3 different lots testing ten
times each different concentration.

Mean of 3 lots

Conc. (ng/mL) Lot 1 Lot 2 Lot 3
0.23 0.23 0.23 0.23
0.94 0.95 0.91 0.93
7.50 7.56 7.35 7.37

Conc. (ng/mL) Mean CV (%) Recovery(%)
0.23 0.23 5.8 101.0
0.94 0.93 53 99.0
7.50 7.43 5.7 99.0

= Comparability
Using Access2 (Beckman Coulter) as a comparison
reference device for AFIAS Tn-I Plus, 100 clinical samples
were independently tested for its Tn-l concentration
following each instrument's procedure. Results of both the
test methods were analyzed and their comparability was
investigated with linear regression and coefficient of
correlation (R).
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Tn-I Plus
NUMATYTAS NAUDOJIMAS

AFIAS Tn-I Plus yra fluorescencinis imuninis tyrimas (FIT), skirtas
kiekybiniam Sirdies troponino I (Tn-I) nustatymui Zmogaus visame
kraujyje / serume / plazmoje. Tai naudinga pagalbiné priemong¢, kuri
naudojama norint suvaldyti ir stebéti tmy miokardo infarkta (AMI).

2.3.2.3p.

Skirtas tik in vitro diainostiniam naudoi'imui.

Sirdies troponinai §iuo metu yra jautriausi ir specifiniai biocheminiai
miokardo nekrozés zymekliai. Yra trys troponino tipai Sirdies raumens
skaidulose. Pastarieji yra troponinas C, I ir T. Kartu jie priverzia Sirdies
raumens skaidulas susitraukti. Klinikinis serumo Tn-I matavimas tapo
svarbia priemone diagnozuojant imy miokardo infarkta. Serumo Tn-I yra
patikimesnis nei kreatinino kinazé, kaip prognostinis Zymuo asmenims su
iSeminiu kratinés skausmu. Nacionalinés ir tarptautinés mokslinés
organizacijos pasiiilé naudoti troponinus, Tn-I ir Tn-T, kai kuriamos
naujos diagnostinés strategijos pacientams, turintiems Gmy koronarinj

sindroma.
PRINCIPAS

Testas naudoja sumustinio tipo imuninj nustatymo metoda. Nustatymo
antik@inas, esantis buferyje, jungiasi prie antigeno, esancio méginyje, ir
susiformuoja  antigeno-antikiino  kompleksas, kuris juda ant
nitroceliuliozinés matricos bei yra sugaunamas kito, ant testo juostelés
imobilizuoto antikiino.
Didesnis antigeny kiekis méginyje suformuoja didesnj antigeno-antikiino
kompleksy skaiciy ir lemia didesnio intensyvumo fluorescencinj signala
ant nustatymo antikino. Sis signalas yra jvertinamas naudojant prietaisa,
skirta AFIAS testams, taip parodant Tn-I koncentracija méginyje.
SUDEDAMOSIOS DALYS
AFIAS Tn-I Plus susideda i§ ,,kaseciy*.
= Kickviena kaseté, supakuota | aliuminio maiSelj, turi tris
komponentus, jskaitant kasetés dalj, detektoriaus dalj ir skiediklio
dalj.
= Kasetés dalyje yra membrana, vadinama bandymo juostele, kurios
bandymo linijoje yra streptavidino, o kontrolinégje - vis¢iuko IgY.
= Detektoriaus dalyje yra anti-Tn-I-fluorescencinis konjugatas, anti-
Tn-I-biotino  konjugatas,  anti-viS¢iuko  IgY-fluorescencinis
konjugatas, galvijy serumo albuminas (BSA), sacharozé,
bromfenolio mélynasis ir natrio azidas kaip konservantas.
= Skiediklio sudétyje yra Tween 20, CA-630 ir natrio azido kaip
konservanto.
SPEJIMAI IR ATSARGUMO PRIEMONES
= Skirtas tik in vitro diagnostiniam naudojimui.
= Atidziai sekite instrukcijas ir laikykités metodo eigos, apibudintos
siose ,,Naudojimosi instrukcijose*.
= Naudokite tik Sviezius méginius ir venkite tiesioginés saulés Sviesos.
= QGalima naudoti uzSaldytus méginius. Daugiau informacijos rasite
A,MEGINIO PAEMIMAS IR APDOROJIMAS*.
= Visy testo komponenty (testo kasetés ir identifikavimo lusto) partijos
numeriai turi sutapti.
= Nesukeiskite tarpusavyje skirtingy partijy testo komponenty ir
nenaudokite testo sudedamyjy daliy po to, kai jy galiojimo laikas
pasibaiges, nes bet kuris i$ tokiy komponenty gali nulemti klaidinga
(-us) testo rezultatg (-us).

Iki naudojimo testo kaseté turi biiti laikoma supakuota aliuminio
folijos maiSelyje. Nenaudokite testo kasetés, jeigu pakuoté buvo
pazeista ar i§ anksto atidaryta.

= UzSaldyti méginiai turi buti atSildomi tik viena karta. Transportavimui
méginiai turi biiti supakuojami laikantis reglamenty. Umios hemolizés
ir hiperlipidemijos méginiai negali biiti naudojami ir turi biiti paimami
pakartotinai.

= Prie§ pat naudojima palaikykite testo kaset¢ ir méginj kambario
temperatiiroje apytiksliai 30 minuciy.

= prastinio naudojimosi metu gali biiti pastebima, kad prietaisas, skirtas
AFIAS testams, gali sukurti nedidelg¢ vibracija.

= Panaudoti pipetés antgaliai ir testo kasetés turi buiti tvarkomi atsargiai
ir utilizuojami pagal tinkama metoda, laikantis atitinkamy vietiniy
reglamenty.

= Didesniy natrio azido kiekiy poveikis gali lemti tam tikras sveikatos
problemas, pavyzdziui, traukulius, Zema kraujospiid] ir pulso daznj,
samonés  praradimg, plau¢iy  pazeidima ir  kvépavimo
nepakankamuma.

= Biotino trukdziy AFIAS Tn-1 Plus nepastebéta, kai biotino
koncentracija méginyje buvo mazesné nei 5 ng/mL. Jei pacientas
vartojo biotino didesng nei 0,03 mg per para dozg, rekomenduojama
pakartotinai tirti méginius pra¢jus 24 valandoms po biotino vartojimo
nutraukimo.

= AFIAS Tn-I Plus lems tikslius ir patikimus tyrimo rezultatus esant
toliau iSvardintoms salygoms.

— AFIAS Tn-I Plus turi biiti naudojamas tik drauge su prietaisu, skirtu
AFIAS testams.

— Naudojamas rekomenduojamas méginio antikoaguliantas.
Rekomenduojamas antikoaguliantas

Natrio heparinas, li¢io heparinas, natrio citratas
TESTO SISTEMOS APRIBOJIMAI

. Testas gali lemti klaidingg (-us) teigiama (-us) rezultata (-us) dél
pasaliniy reakcijy ir (arba) nespecifinés kai kuriy méginio
komponenty adhezijos prie sugavimo/nustatymo antikiiny.

. Testas gali lemti klaidinga neigiama rezultata. Antigeno
nereagavimas ] antikiinus dazniausiai pasitaiko tais atvejais, kai
epitopas yra uzdengtas tam tikry nezinomy komponenty ir dél to
antikiny negali biti nustatomas ar sugaunamas. Antigeno
nestabilumas ar skilimas dél laiko ir (arba) temperatiiros poveikio gali
lemti klaidingg neigiama rezultata, nes antigenas tampa
nebeatpazjstamu antiklinams.

. Kiti veiksniai gali trukdyti tinkamai atlikti testa ir gali lemti
klaidingus rezultatus, pavyzdziui, techninés/metodinés paklaidos,
testo komponenty/reagenty irimas ar trukdan¢iy medziagy buvimas
testo méginiuose.

. Visos klinikinés diagnozés pagal §io testo rezultatus turi bati
paremtos iSsamiu atitinkamo gydytojo jvertinimu, jskaitant

7 p. Paruosti naudoti

MEGINIO PAEMIMAS IR APDORO

klinikinius simptomus ir kity susijusiy testy rezultatus.
LAIKYMAS IR STABILUMAS 7 p.

Sandéliavi
Sandéliavim
temperatura

0 20 ménesiy  Neatidarius
2-8°C - ——
1 ménuo Atidarius
. Grazinkite nepanaudota kasete¢ | atsarginj kasetés maiselj su
uztrauktuku, kuriame yra sausiklio pakuoté. Uzsandarinkite per
visg uztrauktuko tarpiklio krasta.

Komponentas

Kaseté

hdit€ch
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TIEKIAMOS MEDZIAGOS
SMFP-35

AFIAS Tn-I Plus sudedamosios dalys

. Testo kasetés dézutéje yra:

—  Testo kasetés 24
—  Pipetés antgaliai (uztraukiamas maiselis) 24
—  Identifikavimo lustas 1
—  Naudojimosi instrukcijos 1

— Atsarginis kasetés uZtraukiamas maiSelis

REIKALINGOS MEDZIAGOS, KURIOS TIEKIAMOS PAGAL
POREI

Toliau i$vardytus gaminius galima jsigyti atskirai nuo AFIAS Tn-I Plus.
D¢l iSsamesnés informacijos prasSom susisiekti su misy pardavimy
padaliniu.

* AFIAS-1 REH FPRRO19

= AFIAS-6 [REF FPRR020

= Boditech Tn-I Plus kontrolé
= Boditech Tn-I Plus kalibratorius

F| CFPO-212
REF| CFPO-213

Meéginiy tipas, tinkantis AFIAS Tn-I Plus, yra Zzmogaus visas kraujas /

serumas / plazma.

. Rekomenduojama méginio tyrima atlikti per 24 valandas nuo jo
paémimo

. Serumas ir plazma turi biiti atskiriami nuo kreSuliy centrifuguojant
per 3 valandas po pilno kraujo paémimo. Jeigu reikalinga ilgesné
laikymo trukmeé, pvz., jeigu testas negali biiti atlieckamas per 24
valandas nuo méginiy paémimo, serumas arba plazma turi biiti
nedelsiant uzSaldomi esant zemesnei nei -20 °C temperatiirai.
Meéginiy laikymas juos uzSaldzius iki 3 ménesiy neturi jtakos
rezultaty kokybei.

. Vis délto, viso kraujo méginiai jokiais atvejais neturéty buti laikomi
Saldiklyje.

. Meéginj uzsaldzius, jis turi biiti atSildomas vieng kartg ir tik tyrimui,
nes pakartotinis uzSaldymas ir atSildymas gali lemti testo verciy

pasikeitimus.
TESTO SARANKA

Patikrinkite AFIAS Tn-I Plus sudedamasias dalis, kaip toliau
apraSyta: kasetg, pipetés antgalj, identifikavimo lusta, atsarginj
kasetés uztraukiama maisSelj ir naudojimosi instrukcijas.

= Supakuota testo kasete (jeigu ji buvo laikoma Saldytuve) pries testa
palaikykite kambario temperatiroje maziausiai 30 minuciy.
Padékite testo kaset¢ ant Svaraus, neapdulkéjusio ir ploksc¢io
pavirSiaus.

= Jjunkite prietaisa, skirta AFIAS testams.

=  IStustinkite antgalio dézute.

= Identifikavimo lusta jstatykite | ,,identifikavimo lusto vieta“.

=  PraSom perziuréti prietaiso, skirto AFIAS testams, ,,Naudojimo
vadova® tam, kad gautuméte iSsamia informacija bei naudojimosi

instrukcijas. 5
TESTO PROCEDURA P-

1) Pipete paimkite 100 pL meéginio ir ji sulasinkite j méginio Sulinélj,
esantj ant kasetés.

2) Kasete jstatykite j kase¢iy laikiklj. 6 p.

3) Iterpkite antgalj | kasetés antgalio anga.

4) Ant ekrano paspauskite paleidimo piktograma ,,START.

5) Testo rezultatas bus rodomas ekrane praéjus 12 minuéiy.

* Ppastaba: Noredami pasirinkti méginio tipa, informacijos ieskokite
prietaiso, skirto AFIAS testams, Naudojimo vadove.
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TESTO REZULTATU INTERPRETAVIMAS

=  Prietaisas, skirtas AFIAS testams, automatiskai suskai¢iuoja testo
rezultata ir parodo Tn-I koncentracija, iSreik$ta ng/mL, testo
méginyje.

= Darbinis AFIAS Tn-I Plus intervalas yra 0.01-15.00 ng/mL.

= Tikétinos vertés

- Tyrimuose, atliktuose su AFIAS Tn-I Plus pasitelkiant 70
sveiky savanoriy Kor¢joje, virSutiné nuorodiné riba (99-oji
procentilé¢) Tn-Ibuvo 0.04 ng/mL. Zemiausia koncentracija su
CV, zemesniu nei ar lygiu 10 proc., su AFIAS Tn-I Plus
tyrimus buvo 0.04 ng/mL.

- Del isleisty Tn-I kinetiky, rezultatas zemiau sprendimo ribos
per pirmas simptomy nustatymo valandas neleidzia atmesti
miokardo infarkto. Jeigu miokardo infarktas vis dar islieka
itariamas, pakartokite testa atitinkamais intervalais.

- Ribin¢ 0.3 ng/mL Tn-I vert¢ rekomenduojama AMI
diagnozei, kadangi tai sukuria optimaly 91 proc. jautrumo ir
92.1 proc. specifiSkumo nasuma. Taciau laboratorijos turi
sukurti savo diagnosting ribing koncentracija pagal atitinkamy

institucijy klinikine praktika.
KOKYBES KONTROLE

= Kokybés kontrolés testai yra gerosios tyrimy praktikos dalis, biitina
laukiamy rezultaty patvirtinimui ir tyrimo patikimumo jvertinimui.
Jie turi biti atliekami pastoviais intervalais.

= Kontroliniai testai turi buti atlickami iSkart po naujos testo partijos
atidarymo, siekiant uztikrinti, kad testo naSumas nebiity pakeistas.

= Kokybés kontrolés testai taip pat turi biiti atlickami tais atvejais, kai
yra bet kokia abejong, susijusi su testo rezultaty patikimumu.

=  Kontrolinés medziagos néra tickiamos drauge su AFIAS Tn-I Plus.
Del iSsamesnés informacijos, susijusios su kontroliniy medziagy
isigijimu, susisiekite su Boditech Med Inc. pardavimy padaliniu.
skirtu pagalbai.
(Prasome zitiréti kontroliniy medziagy naudojimo instrukcijas.)

NASUMO CHARAKTERISTIKOS

=  Analitinis jautrumas
Tusciosios vertés riba (LoB): 0.004 ng/mL
Aptikimo riba (LoD): 0.01 ng/mL
Kiekio nustatymo riba (LoQ): 0.03 ng/mL
=  Analitinis specifiSkumas
- Kryzminis reaktingumas
Tokios biomolekulés, kaip zemiau pateiktos lenteléje, buvo
pridétos i tiriamaji (-ius) méginj (-ius), kuriy koncentracija yra

Trikdanti medzZiaga Konc.
Bilirubinas 350 pmol/L
Cholesterolis 13 mmol/L
D-gliukozé 1,000 mg/dL
Hemoglobinas 2g/L
L-askorbo rugstis 350 umol/L
Trigliceridy miSinys 500 mg/dL
Heparinas 3000 U/L
Natrio citratas 2 mg/mL
EDTA 3.4 umol/L
Biotinas 5 ng/mL

hdit€ch

=  PreciziSkumas
- Vidinis tyrimas (tarp partijy)
Vidinio tyrimo preciziskumo jvertinimui vienas asmuo tyré tris
skirtingas AFIAS Tn-I Plus partijas, kiekvienos koncentracijos
kontrolinj standarta tiriant desimt karty.

3 partijy vidurkis

Konc. (ng/mL) 1 partija 2 partija 3 partija
0.23 0.23 0.23 0.23
0.94 0.94 0.95 0.92
7.50 7.65 7.32 7.51

Konc. (ng/mL) Vidurkis SD CV (%)
0.23 0.23 0.013 5.5
0.94 0.93 0.057 6.1
7.50 7.50 0.444 5.9

- ISorinis tyrimas (tarp asmeny)
Trys skirtingi asmenys tyr¢é AFIAS Tn-I Plus kickvienos
koncentracijos kontrolinj standartg tiriant penkis kartus.

3 partijy vidurkis

Konc. (ng/mL) 1 partija 2 partija 3 partija
0.23 0.23 0.23 0.23
0.94 0.95 0.96 0.94
7.50 7.75 7.50 7.48

Konc. (ng/mL) Vidurkis SD CV (%)
0.23 0.23 0.013 5.4
0.94 0.95 0.056 5.9
7.50 7.58 0.400 5.3

=  Tikslumas
Tikslumas buvo patvirtintas 3 skirtingy partijy tyrimais desimt karty
kiekvienoje skirtingoje koncentracijoje.

daug didesné nei normalus fiziologinis jy kickis kraujyje. 3 partijy vidurkis
AFIAS Tn-I Plus bandymo rezultatai neparodé jokio Konc. (ng/mL) 1 partija 2 partija 3 partija
reik§mingo kryzminio reaktyvumo su $iomis biomolekulémis. 0.23 0.23 0.23 0.23
KryZminis reaktingumas Konc. (ng/mL) 0.94 0.95 091 0.93
CK-MB 60 7.50 7.56 7.35 7.37
NT-proBNP 1,000 Konc. (ng/mL) Vidurkis CV (%) Atkiirimas (%)
Mioglobinas 1,000 0.23 0.23 5.8 101.0
D-dimeras 1,000 0.94 0.93 5.3 99.0
- Trikdziai 7.50 7.43 5.7 99.0

I tiriamajj (-ius) méginj (-ius) buvo pridéta tokiy trikdanciy
medziagy, kaip toliau pateiktos su jy koncentracijomis.
AFIAS Tn-1 Plus bandymo rezultatai neparodé jokiy
reik§mingy trukdziy su §iomis medziagoms, i§skyrus EDTA.

= Palyginamumas
Naudojant Access2 (Beckman Coulter) kaip palyginamajj AFIAS
Tn-1 Plus prietaisa, 100 klinikiniy méginiy buvo nepriklausomai
itita del Tn-I koncentracijos pagal kiekvieno instrumento
procediras. ISanalizuoti abiejy tyrimo metody rezultatai ir tirtas ju
palyginamumas naudojant tiesing regresija ir koreliacijos
koeficientg (R).

= y = 1.3897x - 0.0445
-
-~ 20 R? =0.9838
= R=0.9918
g 15
(Vo]
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Pastaba: Perzitirékite toliau esancia lentel¢ tam, kad galétumeéte
identifikuoti jvairius simbolius.
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Pakanka <n> testy

Skaitykite naudojimosi instrukcija

Tinkamas naudoti iki

Partijos kodas

Katalogo numeris

Ispéjimas

Gamintojas
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In vitro diagnostiné medicininé priemoné

Temperatiiros ribos

Nenaudokite pakartotinai

(%)

Sis produktas atitinka 98/79/EC direktyvos, skirtos in
vitro  diagnostinéms medicininéms priemonéms,
reikalavimus.
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Boditech Tn-I Plus Control

INTENDED USE
Boditech Tn-I Plus Control is intended for in vitro diagnostic use in the
quality control of Tn-I Assay Kit. For in vitro diagnostic use only.

SUMMARY AND PRINCIPLE

The use of Boditech Tn-I Plus Control may be considered as an
objective assessment of the precision of Tn-1 Assay Kits and is an
integral part of Good Laboratory Practices. Boditech Tn-I Plus Control
is provided in lyophilized form.

COMPONENTS

Boditech Tn-I Plus Control consists of ‘Boditech Tn-I Plus Control
level 1’, ‘Boditech Tn-I Plus Control level 2’, ‘Instruction for Use’ and
‘Control value & Barcode Sheet’.

- The control contains Human Cardiac Troponin I/C Complex
Antigen and horse serum

- Each control vial packed in a box. 4p.

SAFETY PRECAUTIONS AND WARNINGS
- For in vitro diagnostic use only.
- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for
handling laboratory reagents.

- Boditech Tn-I Plus Control should not be used past the expiration
date.

- Boditech Tn-I Plus Control is solely designed to be provided
instrument-specific calibration curves of Boditech Readers and Tn-
| Assay Kits.

- Human source materials from which Boditech Tn-I Plus Control is
derived were tested at a donor level for the Human
Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B
Surface Antigen (HBsAg) and Hepatitis C Virus (HCV) antibody, and
found to be NON-REACTIVE. FDA-approved methods have been
used to conduct these tests. However, since no method can offer
complete assurance as to the absence of infectious agents, these
human source materials and all patient samples should be
handled as though capable of transmitting infectious diseases and
should be disposed of as hazardous wastes.

STORAGE AND STABILITY
- Storage and stability condition of Boditech Tn-I Plus Control.

Unopened

Temperature Expiration date

+2to+8 °C Until expiration date on the label.

Opened (After reconstitution)

Bacterial contamination of reconstituted Boditech Tn-I Plus
Control will cause reductions in the stability of many components.
If bacterial contamination is suspected, the vial should be
discarded and a fresh vial needs to be reconstituted.

INSTRUCTIONS FOR USE
Boditech Tn-I Plus Control is supplied in lyophilized form.

1. Carefully reconstitute each vial of lyophilized with exactly 1 mL
of sterilized distilled water.

2. Close the bottle and allow to stand for 30 minutes before use.
Ensure contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.

Please refer to package inserts of the test cartridges for detailed
test procedure.

Dispose of any discarded materials in accordance with the
requirements of your local waste management authorities.

In the event of damage to the package, contact the Boditech Med
Inc.’s Technical Services.

MATERIALS SUPPLIED

CFPO-212

Boditech Tn-I Plus Control Box (2 vials)
Boditech Tn-I Plus Control level 1 (1 mL)
Boditech Tn-I Plus Control level 2 (1 mL)
Instruction for Use

Control value & Barcode Sheet

[ S Y

QUALITY CONTROL

Quality control tests are a part of the good testing practice to
confirm the expected results and validity of the assay and should
be performed at regular intervals.

The control tests should be performed immediately after opening
a new test lot to ensure the test performance is not altered.

Quality control tests should also be performed whenever there is
any question concerning the validity of the test results.

For Technical Assistance
Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-

mail: sales@boditech.co.kr

d Boditech Med Inc.

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

Republic of Korea

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

Temperature Expiration date
+2to+8 °C 1day
-20to-80 °C 7 days

- Close the opened Boditech Tn-I Plus Control bottle tightly after
use.

- Once the Boditech Tn-I Plus Control was frozen, it should be used
ONE TIME ONLY for test, because repeated freezing and thawing
can result in the change of test values.

- After use, any residual product should NOT BE RETURNED to the
original vial.

QFAI-GE02-15 (Rev. 04)
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Boditech Tn-I Plus kontrolé

PASKIRTIS
Boditech Tn-I Plus kontrolé yra skirta in vitro diagnostinei Tn-I tyrimo rinkinio kokybés kontrolei. Tik ir vitro diagnostikai.

SANTRAUKA IR PRINCIPAS
Boditech Tn-I Plus kontrolés naudojimas gali buti laikomas objektyviu Tn-I tyrimo rinkinio tikslumo jvertinimu ir integralia geros
laboratorijos praktikos dalimi. Boditech Tn-I Plus kontrolé tickiama liofilizuota forma.

KOMPONENTAI

Boditech Tn-I Plus kontrolg sudaro Boditech Tn-I Plus 1 lygio kontrolé, Boditech Tn-I Plus 2 lygio kontrolé, naudojimo instrukcijos ir
kontrolés verciy bei briksninio kodo lapas.

- Kontrolé turi zmogaus Sirdies I / C troponino komplekso antigeno ir arklio serumo.

- Kiekvienas buteliukas supakuotas dézutéje. 4p.

SAUGUMO ATSARGUMO PRIEMONES IR PERSPEJIMAI

- Tik in vitro diagnostikai.

- Nelasinkite pipete naudodami burna.

- Taikykite tinkamas atsargumo priemones, kurios jprastai reikalaujamos tvarkant laboratorinius reagentus.

- Boditech Tn-I Plus kontrolé neturi biiti naudojama pasibaigus jos galiojimo laikui.

- Boditech Tn-I Plus kontrolé¢ isskirtinai sukurta pateikti Boditech Readers ir Tn-I tyrimo rinkiniy instrumentui specifines kalibracijos kreives.
- Zmogaus kilmés medziagos, i§ kuriy pagaminta Boditech Tn-I Plus kontrol¢, buvo tirtos donoro lygiu dél zmogaus imunodeficito viruso
(ZIV 1, ZIV 2) antikiiny, hepatito B pavir§iaus antigeno (HBsAg) ir hepatito C viruso (HCV) antikiiny. Pastarosios buvo nustatytos kaip
NEREAKTYVIOS. FDA patvirtinti metodai naudojami atlickant $iuos testus. Taciau, kadangi jokie metodai negali visiskai uztikrinti
infekciniy medziagy nebuvimo, Sios Zmogaus kilmés medZiagos ir paciento méginiai turi biiti tvarkomi kaip galintys perduoti infekcines
ligas. Taip pat pastarieji turi baiti utilizuojami kaip pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS
- Boditech Tn-I Plus kontrolés sandéliavimo ir stabilumo salygos.

Neatidaryta
Temperatiira Galiojimo laikas
+2 °C iki +8 °C 1ki galiojimo laiko, pateikto etiketéje, pabaigos

Atidaryta (iStirpinta)

Temperatiira Galiojimo laikas
+2 9C iki +8 °C 1 diena
-20 °C iki -80 °C 7  dienos

- Po naudojimo sandariai uzdarykite atidarytg Boditech Tn-I Plus kontrolés buteliuka.

- Kai Boditech Tn-I Plus kontrolé yra uzSaldyta, ji gali biiti naudojama TIK VIENA KARTA testui atlikti, nes pakartotinis uzsaldymas ir
atSildymas gali paveikti testo vertes.

- Po naudojimo jokie produkto liku¢iai NETURI BUTI GRAZINAMI j originaly buteliuka.

- Istirpintos Boditech Tn-I Plus kontrolés bakterinis uzter§imas sumazins daugumos komponenty stabiluma. Jeigu jtariate bakterinj uzter§ima,
buteliuka utilizuokite ir istirpinkite naujg buteliuka.

NAUDOJIMO INSTRUKCIJOS

Boditech Tn-I Plus kontrolé tiekiama liofilizuota forma.

1. Atsargiai iStirpinkite kiekvieng liofilizuota buteliuka su 1 mL sterilizuoto distiliuoto vandens.

2. Uzdarykite buteliukg ir leiskite pastovéti 30 minuéiy iki naudojimo. Svelniai sikuriuodami jsitikrinkite, kad medziaga pilnai istirpo.
Venkite puty susidarymo. Nekratykite.

Detalig testo procediirg rasite testo kasetés pakuotés jdétiniame lape.
Bet kokias medZziagas utilizuokite pagal Jisy vietos atlieky tvarkymo kompetentingos jstaigos reikalavimus.
Jeigu pakuoté yra pazeista, susisiekite su Boditech Med Inc. technine pagalba.

TIEKIAMOS MEDZIAGOS

CFPO-212
Boditech Tn-I Plus kontrolés dézuté (2 buteliukai)
Boditech Tn-I Plus 1 kontrolés lygis (1 mL)
Boditech Tn-I Plus 2 kontrolés lygis (1 mL)
Naudojimo instrukcijos
Kontrolés ver¢iy ir briksninio kodo lapas

—

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros tyrimy praktikos dalis siekiant patvirtinti tikétinus rezultatus ir tyrimo valdiuma. Jie turi buti atlieckami
reguliariais intervalais.

- Kontrolés testai turi biiti atlieckami nedelsiant po naujos testo partijos atidarymo, kad jsitikinti, jog testo naSumas néra paveiktas.

- Kokybés kontrolés testai privalo biiti atliekami tada, kai yra abejoniy dél testo rezultaty validumo.
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Dél techninés pagalbos kreipkités |
Boditech Med Inc. techniné pagalba
Tel.: +82 (33) 243-1400

El. pastas: sales@boditech.co.kr

ulBoditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, Kor¢ja

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,

1030 Brussels, BELGIJA

Tel.: +(32) -2-732-59-54 / Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net

€

36 / 62



Document No. : INS-TGCA-EN
Revision date : September 15, 2020 (Rev. 04)

BIO @ TECHNOLOGY

Boditech Tn-I Plus Calibrator

INTENDED USE

Boditech Tn-I Plus Calibrator is intended for in vitro diagnostic use in the
calibration of Tn-I Assay Kit.
For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech Tn-I Plus Calibrator may be considered as an objective
assessment of the precision of Tn-I Assay Kits and is an integral part of Good
Laboratory Practices. Boditech Tn-I Plus Calibrator is provided in lyophilized
form.

COMPONENTS

Boditech Tn-I Plus Calibrator consists of ‘Boditech Tn-I Plus Calibrator level
1’, ‘Boditech Tn-I Plus Calibrator level 2’, ‘Instruction for Use’ and ‘Control
value & Barcode Sheet’.
- The calibrator contains Human Cardiac Troponin I/C Complex Antigen in
Human Plasma.
- Each calibrator vial packed in a box.

SAFETY PRECUATIONS AND WARNINGS

- For in vitro diagnostic use only.

- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for handling
laboratory reagents.

Boditech Tn-I Plus Calibrator should not be used past the expiration date.

- Boditech Tn-I Plus Calibrator is solely designed to be provided instrument-
specific calibration curves of Boditech Readers and Tn-I Assay Kits.

When a certain parameter of the instrument for AFIAS test is calibrated
from Cal/QC mode, the system displays fluorescence intensity of each test
instead of its actual result.

Human source materials from which Boditech Tn-I Plus Calibrator is derived
were tested at a donor level for the Human Immunodeficiency Virus (HIV 1,
HIV 2) antibody, Hepatitis B Surface Antigen (HBsAg) and Hepatitis C Virus
(HCV) antibody, and found to be NON-REACTIVE. FDA-approved methods
have been used to conduct these tests. However, since no method can offer
complete assurance as to the absence of infectious agents, these human
source materials and all patient samples should be handled as though
capable of transmitting infectious diseases and should be disposed of as
hazardous wastes.

STORAGE AND STABILITY

- Storage and stability condition of Boditech Tn-I Plus Calibrator.
Opened

e (After reconstitution)
Temperature 2~8°C 2~8°C -20~-80°C
Expiration date Until expiration date 1day 7 days

on the label.

- Close the opened Boditech Tn-I Plus Calibrator bottle tightly after use.

- Once the Boditech Tn-I Plus Calibrator was frozen, it should be used ONE
TIME ONLY for test, because repeated freezing and thawing can result in
the change of test values.

- After use, any residual product should NOT BE RETURNED to the original
vial.

- Bacterial contamination of reconstituted Boditech Tn-I Plus Calibrator will
cause reductions in the stability of many components. If bacterial
contamination is suspected, the vial should be discarded and a fresh vial
needs to be reconstituted.

Al-GE02-15  (Rev. 04)

INSTRUCTIONS FOR USE

Boditech Tn-I Plus Calibrator is supplied in lyophilized form.

1. Carefully reconstitute each vial of lyophilized with exactly 1 mL of
sterilized distilled water.

2. Close the bottle and allow to stand for 30 minutes before use. Ensure
contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.

Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the requirements of
your local waste management authorities.

In the event of damage to the package, contact the Boditech Med Inc.’s
Technical Services.

MATERIALS SUPPLIED

REF| CFPO-213

Boditech Tn-I Plus Calibrator Box (2 vials)
Boditech Tn-I Plus Calibrator level 1 (1 mL)
Boditech Tn-I Plus Calibrator level 2 (1 mL)
Instruction For Use

Calibrator value & Barcode Sheet

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to confirm the
expected results and validity of the assay and should be performed at
regular intervals.

- The control tests should be performed immediately after opening a new
test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.

PR R e

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

M Boditech Med Inc.

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

Tel: +(82) -33-243-1400

Fax: +(82) -33-243-9373
www.boditech.co.kr

Obelis s.a

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

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

E-Mail: mail@obelis.net

C€ [vo]
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PASKIRTIS

Boditech Tn-I Plus kalibratorius skirtas in vitro diagnostiniam naudojimui, Tn-I Plus tyrimo rinkinio
kalibravimui.

Tik in vitro diagnostikai.

IVADAS

Boditech Tn-I Plus kalibratoriaus naudojimas gali biti laikomas objektyviu Tn-I Plus tyrimo rinkiniy
tikslumo jvertinimu ir yra neatsiejama geros laboratorinés praktikos dalis. Boditech Tn-I1 Plus
kalibratorius tiekiamas liofilizuota forma.

KOMPONENTAI

Boditech Tn-I Plus kalibratoriy sudaro ,,Boditech Tn-I Plus kalibratoriaus 1 lygis®, ,,Boditech Tn-I Plus
kalibratoriaus 2 lygis®, ,,Naudojimo instrukcija® ir ,,Kalibravimo ver¢iy ir Bruksninio kodo lapas®.

- Kalibratoriuje yra zmogaus Sirdies troponino I/C komplekso antigeno zmogaus plazmoje.

- Kiekvienas kalibratoriaus buteliukas supakuotas j dézute.

SAUGOS PRIEMONES IR ISPEJIMAI

- Tik in vitro diagnostikai.

- NelasSinkite pipete naudodami burna.

- Imkités tinkamy atsargumo priemoniy, kuriy paprastai prireikty dirbant su laboratoriniais reagentais.

- Boditech Tn-I Plus kalibratoriaus negalima naudoti pasibaigus tinkamumo laikui.

- Boditech Tn-I Plus kalibratorius yra sukurtas tik tam, kad buty pateiktos Boditech nuskaitymo jrenginiy
ir Tn-I Plus tyrimo rinkiniy kalibravimo kreivés.

- Kai tam tikras prietaiso parametras AFIAS testui kalibruojamas Cal/QC rezimu, sistema rodo kiekvieno
testo fluorescencijos intensyvuma, o ne tikrajj rezultata.

- Zmogaus kilmés medziagos, i§ kuriy gaunamas Boditech Tn-I Plus kalibratorius, buvo donory lygmeniu
istirtos dél zmogaus imunodeficito viruso (ZIV 1, ZIV 2) antikiiny, hepatito B pavirsiaus antigeno
(HBsAg) ir hepatito C viruso (HCV) antikiiny ir buvo nustatyta, kad medziagos yra NEREAKTY VIOS.
Siems tyrimams atlikti buvo naudojami FDA patvirtinti metodai. Tagiau, kadangi joks metodas negali
visiSkai uztikrinti, kad néra infekciniy medziagy, Sios Zmogaus kilmés medziagos ir visi pacienty
meéginiai turéty biti tvarkomi taip, lyg galintys perduoti infekcines ligas, ir turéty biti Salinami kaip
pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS

- Boditech Tn-I Plus kalibratoriaus laikymo ir stabilumo salygos.

Neatidarius Atidarius (po iStirpinimo)

Temperatiira +2 iki +8 °C +2 iki +8 °C -20 iki -80 °C

Iki galiojimo laiko pabaigos,
nurodytos etiketéje

- Po naudojimo sandariai uzdarykite atidaryta Boditech Tn-I Plus kalibratoriaus buteliuka.

- Kai Boditech Tn-I Plus kalibratorius buvo uzsaldytas, jj reikia naudoti TIK VIENA KARTA tyrimui,

nes pakartotinis uzsaldymas ir atSildymas gali pakeisti tyrimo vertes.

- Po naudojimo produkto liku¢iy NEGALIMA GRAZINTI j originaly buteliuka.

- IStirpinto Boditech Tn-I Plus kalibratoriaus uZterSimas bakterijomis sumazins daugelio komponenty

stabiluma. Jei jtariamas bakterinis uzterSimas, buteliuka reikia iSmesti ir paruosti nauja buteliuka.

1 diena 7 dienos

Galiojimo laikas
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NAUDOJIMO INSTRUKCIJOS

Boditech Tn-I Plus kalibratorius tiekiamas liofilizuota forma.

1. Kiekvieng liofilizuotos formos buteliukg atsargiai istirpinkite tiksliai 1 ml sterilizuoto distiliuoto
vandens.

2. Uzdarykite buteliukg ir leiskite pastovéti 30 minuéiy prie§ naudojima. Svelniai sukdami jsitikinkite,
kad turinys visiskai iStirpo.

Venkite puty susidarymo. Nekratykite.

ISsamig tyrimo procediirg rasite testo kaseciy pakuotés lapeliuose.

ISmeskite visas iSmestas medziagas pagal vietiniy atlieky tvarkymo institucijy reikalavimus.

Jei pakuoté paZzeista, susisiekite su Boditech Med Inc. technine tarnyba.

TIEKIAMOS MEDZIAGOS

CFPO-213

Boditech Tn-I Plus kalibratoriaus dézuté (2 buteliukai)
Boditech Tn-I Plus kalibratoriaus 1 lygis (1 mL)
Boditech Tn-I Plus kalibratoriaus 2 lygis (1 mL)
Naudojimo instrukcija

Kalibratoriaus vertés ir briikSninio kodo lapas

—

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros bandymy praktikos dalis, siekiant patvirtinti laukiamus rezultatus
ir tyrimo pagristuma, todél jie turéty buti atliekami reguliariais intervalais.

- Kontroliniai testai turi biiti atlickami 1§ karto atidarius naujg testo partijg, siekiant uztikrinti, kad testo
rezultatai nepasikeisty.

- Kokybés kontrolés testai taip pat turéty biiti atlieckami kiekvieng karta, kai kyla klausimy dél testo
rezultaty pagristumo.

Techninei pagalbai susisiekite su Boditech Med Inc. technine tarnyba:
Tel.: +82 (33) 243-1400
El. pastu: sales@boditech.co.kr

ol Boditech Med Inc.

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

Koréjos Respublika

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIJA
Tel.: +(32) -2-732-59-54
Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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AFIAS
Rota/Adeno

2.3.2.4p.

INTENDED USE

AFIAS Rota/Adeno is a fluorescence Immunoassay (FIA) for the
qualitative determination of both rotavirus and adenovirus in human
feces. It is useful as an aid in management and monitoring of viral
gastroenteritis.

For in vitro diagnostic use only.

INTRODUCTION

The major symptoms of viral enteritis are diarrhea and vomiting.
Viral enteritis is infectious disease caused by many viruses such as
Rotavirus, Adenovirus.

Rotaviruses (RVs) are the main etiologic agents of serious diarrheal
disease in infants and young children under while 2 years of age
throughout the world. Group A RVs are the major cause of human
infections. Outbreaks with a strict seasonal winter pattern occur in
tropic climates. Infections are spread more evenly throughout the year.
After a short incubation period of 24-48 h, the onset of illness is
sudden, with watery diarrhea, vomiting, and rapid dehydration.
Untreated RV infection is a major cause of infantile death in developing
countries. !

Adenoviruses may cause epidemics, endemics and sporadic
infections in all geographical regions of the world. They do not show
seasonal outbreak and can be seen throughout entire year. Adenovirus
infection cause variety symptom in several region. Especially, the
adenovirus type 40 and 41 cause acute gastroenteritis primarily in
children like as Rotavirus. 2

Also, it is known that Rotavirus-Adenovirus co-infection rate is above
5% in gastroenteritis patients. Diagnosing of the viral disease is
important in reducing unnecessary use of antibiotics. 23

AFIAS Rota/Adeno is an immunoassay for the detection of both
Rotavirus and Adenovirus in human stool sample.

PRINCIPLE

The test uses a sandwich immunodetection method; the detector
antibodies in buffer bind to antigens in the sample, forming antigen-
antibody complexes and migrate onto nitrocellulose matrix to be
captured by the other immobilized- antibodies on the test line.

More antigens in the sample will form more antigen-antibody
complexes which lead to stronger fluorescence signal by detector
antibodies, which is processed by instrument for AFIAS test to display
‘rotavirus positive’ and ‘adenovirus positive’ in the sample.

COMPONENTS

AFIAS Rota/Adeno consists of ‘cartridge’, ‘pipette tip’, ‘sample
collection tube’, ‘ID chip’ and ‘Instruction for use’.

m  Each cartridge is packaged in an aluminum pouch, has three
components; a cartridge part, detector part and diluent part.

m  The cartridge part contains the membrane called a test strip
which has rotavirus antibody at the each test line, adenovirus
antibody at the each test line and Chicken IgY at the control line.

m  The detector part contains contains rotavirus & adenovirus
antibody fluorescence conjugate, anti-chicken IgY fluorescence
conjugate, bovine serum albumin (BSA) as a stabilizer and
sodium azide as a preservative in phosphate buffered saline
(PBS).

QAI-GE02-15 (Rev. 04)

WARNINGS AND PRECAUTIONS
]

LIMITATIONS OF THE TEST SYSTEM

The diluent part contains detergent, bovine serum albumin (BSA),
sodium azide as a preservative in phosphate buffered saline
(PBS).

The sample collection tube contains bovine serum albumin (BSA),
detergent, sodium chloride and sodium azide in Tris-HCl and
DDW.

The sample dilution buffer is pre-dispensed in a sample
collection tube. 25 sample collection tubes are packaged in a box
and enclosed in a Styrofoam box with an ice-pack for the
shipment.

For in vitro diagnostic use only.

Follow instructions and procedures described in this ‘Instruction
for use’.

Use only fresh samples and avoid direct sunlight.

Lot numbers of all the test components (cartridge, ID chip and
sample collection tube) should agree.

Do not interchange test components between different lots or
use test components after the expiration date, either of which
might yield incorrect of test result(s).

Do not reuse cartridge or sample collection tube. A sample
collection tube should be used for processing one sample only. A
cartridge should be used for testing one sample only.

The cartridge should remain sealed in its original pouch until just
before use. Do not use the cartridge if pouch is damaged or has
already been opened.

For shipping, samples must be packed in accordance with local
regulations.

Allow cartridge and sample to be at room temperature for
approximately 30 minutes before use.

The instrument for AFIAS tests may generate slight vibration
during use.

Used pipette tips, sample collection tubes, and cartridges should
be handled carefully and disposed by an appropriate method in
accordance with relevant local regulations.

An exposure to larger quantities of sodium azide may cause
certain health issues like convulsions, low blood pressure and
heart rate, loss of consciousness, lung injury and respiratory
failure.

AFIAS Rota/Adeno will provide accurate and reliable results
subject to the below conditions.

- AFIAS Rota/Adeno should be used only in conjunction with the
instrument for AFIAS test.

The test may vyield false positive result(s) due to the cross-
reactions and/or non-specific adhesion of certain sample
components to the capture/detector antibodies.

The test may vyield false negative result(s) due to the non-
responsiveness of the antigen to the antibodies which is most
common if the epitope is masked by some unknown components,
so therefore not being able to be detected or captured by the
antibodies. The instability or degradation of the antigen with
time and/or temperature may also cause false negative result as
it makes antigen unrecognizable by the antibodies.

Other factors may interfere with the test and cause erroneous
results, such as technical/procedural errors, degradation of the
test components/reagents or presence of interfering substances
in the test samples.

Any clinical diagnosis based on the test result must be supported
by a comprehensive judgment of the concerned physician
including clinical symptoms and other relevant test results.

STORAGE AND STABILITY

Storage condition

Storage .
Component Shelf life Note
Temperature
Cartridge 2-8°C 20 months  Unopened
Sample collection tube 2-8°C 20 months  Unopened

MATERIALS SUPPLIED
REF| SMFP-43

Components of AFIAS Rota/Adeno
m Cartridge Box Contains

- Cartridge 24
- Pipette Tip (Zipper bag) 24
- Spare Cartridge Zipper bag 1
- ID Chip 1
- Instruction for Use 1

m  Sample Collection Tube Box Contains

- Sample collection tube 25

MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Following items can be purchased separately from AFIAS
Rota/Adeno.
Please contact our sales division for more information.

= AFIAS-1REF FPRRO19
= AFIAS-6 [REF FPRR020

m  Boditech Rota/Adeno Control CFPO-164

SAMPLE COLLECTION AND PROCESSING
The sample type for AFIAS Rota/Adeno is human feces.

m  Fecal samples must be taken as soon as the symptoms (diarrhea)
appear.

m  Collect random samples of feces in a clean, dry container or a
receptacle it, making sure to exclude large solid lumps.

a

D
Fecal Spedl (oc‘lrlgo(:ign_’ 4

Spedmensample inside grooves

X Fill up the groove of a sampling stick with fecal samples and
please check whether the quantity is too much or not.

m It is recommended to test the sample after collection for
immediately.

m  Samples may be stored for up to a week at 2-8 °C prior to being
tested.

m |f testing will be delayed more than a week, samples should be
frozen at -20 °C or below. Samples stored frozen at -20 °C or
below for 2 months showed no performance difference.

m  Once the sample was frozen, it should be used one time only for
test, because repeated freezing and thawing can result in
erroneous results.

TEST SETUP

m  Check the components of the AFIAS Rota/Adeno as described
below: cartridge, pipette tip, sample collection tube, ID chip and
instruction for use

m  Keep the sealed cartridge (if stored in the refrigerator) at room
temperature for at least 30 minutes just prior to the test. Place
the cartridge on a clean, dust-free and flat surface.

m  Turn on the instrument for AFIAS test.

BIO @ TECHNOLOGY

Empty the tip box.

Insert the ID chip into the “ID chip port”.

Please refer to the instrument for AFIAS test ‘Operation Manual’
for complete information and operating instructions.

TEST PROCEDURE

4)
5)
6)

7)
8)

9)

Collect random samples of feces in a clean, dry container or a
receptacle, making sure to exclude large solid lumps.

Invert a sample collection tube and loosen the cap which is
attached a sampling stick (yellow color).

Introduce the sampling stick into the fecal sample about 5~6
times at different sites. In order to get sampling even in the spirals
of the stick and to ensure appropriate specimen to buffer ratio,
try to avoid obtaining clumps of fecal matter.

Return the stick to the sample collection tube. Tighten the cap
thoroughly and shake the tube vigorously so as to disperse the
specimen throughout the buffer in the tube.

Break off the black tip on the outside of the black cap.

Discard 3 drops of reagent onto the paper towel before applying
to the cartridge.

Select ‘General Mode’ in the instrument for AFIAS test.

Load 3~4 drops (about 50~100 pL) of the mixture onto the sample
well of the cartridge.

Insert the cartridge into the cartridge holder.

10) Insert a tip into the tip hole of the cartridge.
11) Input ‘Patient ID’ and select the ‘Sample type’ into the instrument

for AFIAS test.

12) Tap the ‘START’ icon on the screen.
13) Tap the ‘Confirm start’ icon on the screen after reconfirmation of

‘Patient ID’ and ‘Sample type’.

14) The test result will be displayed on the screen after 12 minutes.

X Note: Refer to the instrument for AFIAS test Operation Manual to

select a sample type.

INTERPRETATION OF TEST RESULT

The instrument for AFIAS test calculates the test result
automatically and displays ‘Positive’/’Negative’/ ‘Indeterminate’.
Ancillary value is served in the form of a cut-off index (COI) value.

- Rotavirus line

Cut-off Index (COI) Result Note
N f itional
<0.90 Negative o need for additiona
test.
>0.90,<1.0 Indeterminate Need to retest.
>1.0 Positive Need confirmation test.
- Adenovirus line
Cut-off Index (COI) Result Note
<090 Negative No need for additional
test.
>0.90,<1.0 Indeterminate Need to retest.
>21.0 Positive Need confirmation test.
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QUALITY CONTROL

m Quality control tests are a part of the good testing practice to
confirm the expected results and validity of the assay and should
be performed at regular intervals.

m  The control tests should be performed immediately after
opening a new test lot to ensure the test performance is not
altered.

m  Quality control tests should also be performed whenever there
is any question concerning the validity of the test results.

m  Control materials are not provided with AFIAS Rota/Adeno. For

(Clinical isolate from patient)

Staphylococcus epidermidis

L . 0.65
(Clinical isolate from patient)

#15

Serratia marcescens
#16 L . 0.72
(Clinical isolate from patient)

417 _Y_ersn_na enterocolltlcg 091
(Clinical isolate from patient)

#18 N Sa!monella typhi . 1.02
(Clinical isolate from patient)

#19 Clostridium difficile 163

#15 DDW
#16 PBS

m  Precision

- Between lots
One person tested three different lots of AFIAS Rota/Adeno, ten
times at each concentration of the control standard.

- Between persons
Three different persons tested one lot of AFIAS Rota/Adeno, Five
times at each concentration of the control standard.

BIO @ TECHNOLOGY

1. Rotavirus Methods and Protocols. James Gray et al., Methods in
Molecular Medicine., 2000, 6-7 pp.

2. Diarrheagenic pathogens in polymicrobial infections, Brianna
Lindsay et al., Emerging infectious disease, 2011, 17:4 606-611

3. Rotavirus and adenovirus frequency among patients with acute
gastroenteritis and their relationship to clinical parameters: a
retrospective study in Turkey, Asia Pacific Family Medicine, 2009,
8:8 1-8.

Note: Please refer to the table below to identify various symbols.

more information regarding obtaining the control materials, (Clinical iso!ate fro_m patient) .B.etween lots Bét'ween REISONS \\/j/ Sufficient for <n> tests
contact Boditech Med Inc.’s Sales Division for assistance. #20 _ Candida albicans 0.64 Sample Cal.  Positive/ | e Positive/ o e
(Please refer to the instruction for use of control material.) (Clinical isolate from patient) Sample No. Sample No. EE] Read instruction for use
#21 Candida parapsilosis 078 Negative  0/10 0% 0/5 0%
PERFORMANCE CHARACTERISTICS (Clinical isolate from patient) ) Rotavirus  Low 10/10 100 % 5/5 100 % g Use by Date
m  Analytical sensitivity #22 Campylobacter spp 0.99 Mid 10/10 100 % 5/5 100 %
- Cut-Off Index (COI) = 1.0 #23 Proteus Vlt'lga'ji_s 0.67 Negative 0/10 0% 0/5 0% Batch code
#24 Proteus mirabilis 0.83 Adenovirus  Low 10/10 100 % 5/5 100 %
m  Hook effect Vi C PFU - Catalog number
. Irus onc. Mid 10/10 100 % 5/5 100 %
AFIAS Rota/Adeno was not observed hook effect for these virus #1 ADV 1 1.7X10° PEU/mL
types.. : < /m - Between days é Caution
Virus type Concentration #2 ADV2 (KBPV-VR-58) 8X10 I:FU/mL One person tested one lot of AFIAS Rota/Adeno during three days,
#1 Adenovirus type 40 2.5 X 106 PFU/mL #3 ADV3 (KBPV-VR-2) 1.43X10° PFU/mL Five times at each concentration of the control standard. M Manufact
- #4 ADV4 (KBPV-VR-60) 4X108 PFU/mL ) anacturen
#2 Adenovirus type 41 1.6 X 106 PFU/mL 45 ADVS 7.9X107 PFU/mL - Between sites
- - . m . e
#3 Rotavirus WA strain 1.2 X 106 PFU/mL One person tested AFIAS Rota/Adeno at three different site, five . . .
_ 6 ’ Authorized representative of the European Community
#4 Rotavirus DS-1 strain 1.4 X 106 PFU/mL Zs AA?)\6410((AA-I—TCCCC\</RR1913019)) ;gﬁge E:zﬂjmt times at each concentration of the control standard.
- . m -
®  Analytical inclusivity #8 ADV41 (ATCC VR-930) 1.6X106 PFU/mL Sample Gl Posi?\f:;een d Posi(ia\;[:;een olles In vitro diagnostic medical device
- Rotavirus #9 enterovirus type 71 (ATCC VR-784) 3.4X10° PFU/mL ' Srrplo Mo Positive Serels N Positive
Two Rotaivurs genotyped samples (genotype 40,41) were tested #10 Cytomegalovirus (ATCC-VR-538) 2.0X10° PFU/mL Negative  0/5 - 0% /5 - . J’ Temperature limit
with the AFIAS Rota. All of genotyped samples were shown #11 poliovirus type 1 (ATCC VR-58) 3.5X10° PFU/mL . g 2 2
e — Rotavirus Low 5/5 100 % 5/5 100 % Do hotiretse
positive. #12  coxsackievirus B type 5 (ATCC VR-1036) | 1.7X10° PFU/mL Mid 5/5 100 % 5/5 100 %
N N — 5 (] o
erus type : Concentration #13  coxsackievirus B type 6 (ATCC VR-1037) | 1.3X10° PFU/mL Negative  0/5 0% 0/5 0% This product fulfills the requirements of the Directive 98/79/EC
#1 Rotavirus WA strain 1.2 X 106 PFU/mL #14 herpes simplex virus type 1 (ATCC-VR-733) | 4.4X107 PFU/mL Ad ) 3 5/5 100 % 5/5 100 % C € oy in witvo disgriostic edical detives
#2 Rotavirus DS-1 strain 1.4 X 106 PFU/mL #15 herpes simplex virus type2 8.0X10° PFU/mL enovirus h;"’ovl 2e 100 / =e 100 /
- Adenovirus #16 Norovirus VLP Gl 2.74mg/ml ! hd i
Two Adenovirus type samples (40 & 41) were tested with the #17 Norovirus VLP Gl 3.48mg/ml m_ Clinical evaluation For technical assistance; please contact:
AFIAS Rota/Adeno. The Enteric Adenovirus (40&41) samples were #18 Rotavirus WA strain 1.2X10° PFU/mL . o Sample no. Boditech Med Inc.’s Technical Services
" - - Rotavirus Result 95 % Cl = =
shown positive. #19 Rotavirus DS-1 strain 1.4X10° PFU/mL Positive Negative Tel: +(82) 33 243-1400
Virus type Concentration Clinical sensitivity ~ 99.00% 94.6-100% E-mail: sales@boditech.co.kr
- - Interference — — 100 100
#1 Adenovirus type 40 2.5 X106 PFU/mL . . Clinical specificity 99.00% 94.6-100%
- Interference materials such as below the ones in the table were
#2 Adenovirus type 41 1.6 X 106 PFU/mL . . . Sample no.
added to the test samples at concentrations much higher than Adenovirus Result 95 % Cl — - Boditech Med Incorporated
m  Analytical specificity their normal physiological levels in human feces. AFIAS — — - - Positive _ Negative 43, Geodudanji 1-gil, Dongnae-myeon,
- Cross-reactivity Rota/Adeno test results did not show any significant interference Clinical sensitivity 100% _ 96.2-100% 95 100 Chuncheon-si, Gang-won-do, 24398

There was no false positive result from 19 species virus samples

with these biomolecules and chemical drugs.

and 24 species bacteria samples containing potentially cross- Biomolecules Conc.
reactive substances with the AFIAS Rota/Adeno test. #1 Bilirubin 500 uM
Bacteria 0D280| Conc. #2 Hemoglobin 2g/L
#1 Staphylococcus aureus (ATCC 29213) 1.35 #3 Triglycerides 1.5 mg/mL
#2 Enterococcus faecalis(ATCC 29212) 0.94 #4 Cholesterol 20 mM
#3 Escherichia coli (ATCC 25922) 0.76 #5 BSA 60 g/L
#a Kleb-siella oxytoca (ATCC 700432) 0.66 Chemicals Conc.
#5 Pseudomonas aeruginosa(ATCC 27853) 0.72 #1 cephradine
#6 Neisseria gonorrheae (ATCC 27853) 0.82 #2 cefuroxime axetil
#7 Aeromonas hydrophila (KCCM 32586) 0.73 #3 Cefpodoxime proxetil
#8 Enterobacter cloacae (KCCM 32586) 0.92 | ;06 #4 cefixime
#9 Vibrio parahaemolyticus (KCCM11965) 0.56 CPE/ #5 tetracycline hcl
#10 . .Salrponella group B. 0.81 ml #6 |evof|9x§?|n
(Clinical isolate from patient) #7 amoxicillin
Salmonella group C #8 loperamide oxide 0.25 mg/mL
#11 A . 0.89 -
(Clinical isolate from patient) #9 metronidazole
412 . _Salmonella group D. 0.63 #10 ibuprofen
(Clinical isolate from patient) #11 acetaminophen
#13 (Clinii::r?s?)?ae'cltleaffor?nus;ient) 0.72 2 barium sulfate
: #13 DMSO
#14 Shigella group D 0.69 414 DMEF

QAI-GE02-15 (Rev. 04)

Clinical specificity ~ 97.00% 91.5-99.4%

m  Comparability

Reference analyzer assay result
AFIAS Rotavirus
Rota/Adeno = -
Positive Negative Total
Positive 98 2 100
Negative 0 100 100
Total 98 102 200
Percent positive agreement (%) 100.0
Percent negative agreement (%) 98.0
Overall percent agreement (%) 99.0
Reference analyzer assay result
AFIAS Adenovirus
Rota/Adeno — -
Positive Negative Total
Positive 91 7 98
Negative 0 97 97
Total 91 104 195
Percent positive agreement (%) 100.0
Percent negative agreement (%) 93.3
Overall percent agreement (%) 96.4

REFERENCES

Republic of Korea

Tel: +(82) -33-243-1400
Fax: +(82) -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIUM
Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-Mail: mail@obelis.net
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NAUDOIIMAS

AFIAS Rota/Adeno - fluorescencinis imunologinis tyrimas (FIA), naudojamas
rotaviruso ir adenoviruso kiekybiniam nustatymui Zmogaus i$matose. Sio
tyrimo pagalba galima valdyti ir stebéti virusinj gastroenterita.

Skirtas naudoti tik in vitro diagnostikai.

JVADAS

Pagrindiniai virusinio enterito simptomai yra viduriavimas ir vémimas.
Virusinis enteritas — tai infekciné liga, kurig sukelia jvairGs virusai, pvz.,
rotavirusas, adenovirusas.

Rotavirusas (RV) yra pagrindinis kadikiy ir mazy vaiky iki 2 mety amziaus
sunkiy viduriavimo ligy etiologinis sukéléjas. A grupés RV yra pagrindiné Zmoniy
infekciniy ligy priezastis. Atograzy klimato zonose pasitaiko sezoniniy ligos
protrikiy. Infekcija per metus iSplinta tolygiau. Po trumpo 24-48 val.
inkubacinio periodo liga pasireiskia staiga, vandeningu viduriavimu, vémimu ir
greita dehidratacija. Negydoma RV infekcija besivystanciose $alyse? yra
pagrindiné kadikiy mirties prieZastis.

Adenovirusas gali sukelti epidemijas, endeminius ir pavienius ligos atvejus
visuose geografiniuose pasaulio regionuose. Jiems nebidingas sezoninis
protrikis ir jais galima uZsikrésti iStisus metus.

Adenovirusiné infekcija sukelia jvairius simptomus. Kaip ir rotavirusas?,
adenovirusas, ypa¢ 40 ir 41 tipo, sukelia Uminj gastroenterita, daZniausiai
pasireiskiantj vaikams.

Be to, zZinoma, kad rotaviruso ir adenoviruso koinfekcijos daznis tarp
gastroenteritu serganciy pacienty virsija 5 %. Virusinés ligos diagnozavimas yra
svarbus siekiant sumazinti nereikalinga antibiotiky >¥ vartojima.

AFIAS Rota/Adeno — imunologinis tyrimas, skirtas
adenovirusui aptikti Zmogaus iSmaty méginyje.

PRINCIPAS

Tyrime naudojamas daugiasluoksnés imunodetekcijos metodas. Buferiniame
tirpale esantys detekciniai antiklinai jungiasi su méginyje esanciais antigenais,
sudarydami antigeno ir antikiino junginius, kurie patenka ant nitroceliuliozés
matricos ir yra sulaikomi kity imobilizuoty antikliny, esanciy tyrimo grandinéje.

Jeigu meéginyje bus daugiau antigeny, susidarys daugiau antigeno ir
antikny junginiy, dél kuriy detekciniai antikinai skleis stipresnj fluorescencinj
efekta, kurj apdorojus AFIAS tyrimu parodoma, ar méginyje yra ,teigiamas
rotaviruso” ir ,teigiamas adenoviruso” rezultatas.

SUDETIS

AFIAS Rota/Adeno sudaro ,kaseté”, ,pipetés antgalis”, ,,méginio émimo
mégintuvélis”, ,identifikavimo lustas” ir ,,naudojimo instrukcija“.
B Kiekviena kaseté supakuota j aliuminio maiselj, sudaryta is trijy daliy:
kasetés, detektoriaus ir skiediklio.

7p.

Kasetéje yra membrana, vadinama testo juostele, kurios kiekvienoje
testo eilutéje yra rotaviruso antikiiny, adenoviruso antikiny ir
imunoglobulino Y kontrolinéje eilutéje.

B Detektoriuje yra rotaviruso ir adenoviruso antikiiny fluorescencinis
konjugatas, imunoglobulino Y fluorescencinis konjugatas, galvijy serumo
albuminas (BSA) kaip stabilizatorius ir natrio azidas kaip konservantas
fosfatiniame buferiniame druskos tirpale (PBS).

rotavirusui ir

ok ALLGE02-15 (Perz.

Skiediklyje yra detergentas, galvijy serumo albuminas (BSA), natrio azidas
kaip konservantas fosfatiniame buferiniame druskos tirpale (PBS).
Méginio émimo mégintuvélyje yra galvijy serumo albumino (BSA),
detergento, natrio chlorido ir natrio azido Tris-HCI ir DDW tirpaluose.
Méginio skiedimo buferinis tirpalas i§ anksto supilamas j méginio
émimo meégintuvélj. 25 méginiy émimo mégintuvéliai supakuojami j
déZute ir jdedami j polistireninio putplascio déZute su ledo paketu.

ISPEJIMAI IR ATSARGUMO PRIEMONES

Naudoti tik in vitro diagnostikai.

Laikykités Sioje Naudojimo instrukcijoje aprasyty nurodymy ir tvarkos.
Naudokite tik naujai paimtus méginius ir venkite tiesioginiy saulés
spinduliy.

Visy tyrimo daliy (kasetés, identifikavimo lusto ir méginio émimo
mégintuvélio) partijos numeriai turi sutapti.

Nekeiskite skirtingy partijy bandymy daliy ir nenaudokite bandymy daliy
pasibaigus jy galiojimo laikui, nes dél to gali bati gautas neteisingas (-i)
bandymo rezultatas (-ai).

Pakartotinai nenaudokite kasetés arba méginio émimo mégintuvélio.
Meéginio émimo meégintuvélj reikia naudoti tik vienam méginiui apdoroti.
Kaseté turéty bati naudojama tik vienam meéginiui tirti.

Kaseté turi likti uZdaryta pirminiame maiselyje iki pat naudojimo
pradzios. Nenaudokite kasetés, jei maiSelis paZeistas arba jau buvo
atidarytas.

Siunciant méginiai turi bati supakuoti pagal galiojancius vietos teisés
aktus.

Prie$ naudodami kasete ir méginj palikite mazdaug 30 minuciy kambario
temperaturoje.

Naudojant AFIAS gali atsirasti nedidelé vibracija.

Su panaudotais pipetés antgaliais, méginiy émimo mégintuvéliais ir
kasetémis turi bati elgiamasi atsargiai ir jie turi bati $alinami tinkamu
budu pagal atitinkamus vietos teisés aktus.

Didesniy natrio azido kiekiy poveikis gali sukelti tam tikry sveikatos
sutrikimy, pavyzdZiui, traukulius, Zema kraujospudj ir Sirdies ritmo
susitraukimy, samonés netekimg, plaudiy pazeidimus ir kvépavimo
nepakankamuma.
AFIAS Rota/Adeno pateiks tikslius ir patikimus rezultatus toliau
nurodytomis sglygomis.

- AFIAS Rota/Adeno turéty bati naudojamas tik kartu su AFIAS testu.

TYRIMO SISTEMOS APRIBOJIMAI

Tyrimas gali duoti klaidingai teigiama (-us) rezultatg (-us) dél kryZzminiy
reakcijy ir (arba) tam tikry méginio sudedamujy daliy nespecifinio sukibimo
su imobilizuotais ir (arba) detekciniais antiklnais.

Tyrimo rezultatas (-ai) gali bati klaidingai neigiamas (-i) dél to, kad antigenas
nereaguoja j antikiinus, o tai dazniausiai pasitaiko, jei epitopas yra uzsléptas
nezinomomis sudedamosiomis dalimis, todél antiklnai jo negali aptikti ar
sulaikyti. Antigeno nestabilumas arba skilimas laikui bégant ir (arba) dél
temperatdros taip pat gali sukelti klaidingai neigiama rezultatg, nes
antigenas tampa neatpazjstamas antikiny.

Kiti veiksniai taip pat gali trukdyti tyrimui ir sukelti klaidingus rezultatus,
pavyzdZziui, techninés ir (arba) procedarinés klaidos, tyrimo daliy ir (arba)
reagenty skilimas arba trukdanciy medziagy buvimas tyrimo méginiuose.

Bet kokia klinikiné diagnozé, pagrjsta tyrimo rezultatais, turi bati patvirtinta
iSsamiu atitinkamo gydytojo vertinimu, jskaitant klinikinius simptomus ir kity
atitinkamy tyrimy rezultatus.

LAIKYMAS IR SAUGOIJIMAS 7p. |
Laikymo salygos
Dalis Te:;g?tgra gﬂi;osjlmo Pastaba
Kaseté 2-8°C 20 ménesiy Neatidaryta
Meéginio émimo mégintuvélis 2-8°C 20 ménesiy Neatidarytas
PATEIKTOS MEDZIAGOS
SMFP-43 7 p. Paruosti naudoti
AFIAS Rota/Adeno sudedamosios dalys
m  Kasetés dézutéje yra
- Kaseté 24
- Pipetés antgalis (uztraukiamasis maiselis) 24
- Atsarginiy kaseciy uztraukiamas maiselis 1
- Identifikacinis lustas 1
- Naudojimo instrukcijos 1

m  Méginiy émimo mégintuvéliy déZutéje yra

- Méginio émimo mégintuvélis 25

PAGAL POREIK] TIEKIAMOS REIKALINGOS MEDZIAGOS

Toliau nurodytus elementus galima jsigyti atskirai i5 AFIAS Rota/Adeno
Norédami gauti daugiau informacijos, kreipkités j masy pardavimo
skyriy.

u AFIAS-1 FPRRO19
®  AFIAS-6 FPRRO20

" Boditech Rota/Adeno Control CFPO-164

MEGINIY EMIMAS IR APDOROJIMAS

AFIAS Rota/Adeno méginio tipas —Zmogaus iSmatos.

B ISmaty meéginiai turi bati paimti i$ karto, kai tik atsiranda simptomai
(viduriavimas).

m  Surinkite atsitiktinius iSmaty méginius j Svary, sausa inda arba talpyklg
ir jsitikinkite, kad i$ jy pasalinti dideli kieti gabalai.

~ 2
0 “

A 0© 1

“©

Méginio m
griovelis jo—

~

ISmaty méginys

Méginio pavyzdys grioveliy viduje

* UZpildykite méginiy émimo lazdelés griovelj iSmaty méginiais ir
patikrinkite, ar jy kiekis néra per didelis.

u Rekomenduojama paémus méginj jj i$ karto istirti.

" pries tyrima méginiai gali bati laikomi iki savaités 2—8 °C temperatiroje.

B e tyrimas uztrunka ilgiau nei savaite, méginius reikia uzsaldyti -20 °C arba
Zemesnéje temperatiroje. Méginiai, laikomi uzsaldyti -20 °C arba
Zemesnéje temperatlroje 2 ménesius, niekuo nesiskiria.

u Vieng kartg uzsaldZius méginj, jis turéty bati naudojamas tyrimui tik vieng
kartg, nes pakartotinis uzsaldymas ir atSildymas gali lemti klaidingus
rezultatus.

B patikrinkite AFIAS Rota/Adeno sudedamasias dalis, kaip aprasyta toliau:
kasete, pipetés antgalj, méginio émimo mégintuveélj, identifikacinj lustg ir
naudojimo instrukcija.

]

Prie$ pat tyrimg uzdarytg kasete (jei ji laikoma Saldytuve) bent 30 minuciy
palaikykite kambario temperatlroje. Padékite kasete ant Svaraus,
nedulkéto ir lygaus pavirsiaus.

B pradekite AFIAS tyrima.
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m  [Stustinkite dézute.

m  Jkiskite identifikavimo lusta j jo prievada.

m  Norédami gauti iSsamig informacija ir naudojimo instrukcijas,
Zr. AFIAS tyrimo prietaiso naudojimo instrukcijg.

TYRIMO PROCEDURA

<5 )
>
===

1) Surinkite atsitiktinius iSmaty méginius j Svary, sausg indg ar talpykla,
stengdamiesi pasalinti didelius kietus gabalus.

2) Apverskite méginio émimo mégintuvélj ir atlaisvinkite dangtelj, prie
kurio pritvirtinta méginio émimo lazdelé (geltonos spalvos).

3) Meéginio émimo lazdele j iSmaty méginj jkiskite mazdaug 5-6 kartus
skirtingose vietose. Kad méginys bty paimtas tolygiai lazdelés
spiralémis ir bty uztikrintas tinkamas méginio ir buferinés
medZiagos santykis, stenkités vengti iSmaty gumuléliy.

4) Gratzinkite lazdele j méginio @mimo mégintuvélj. UZsukite dangtelj ir
stipriai pakratykite mégintuvélj, kad méginys iSsisklaidyty visame
mégintuveélyje esanciame buferiniame tirpale.

5) NulauZkite juoda antgalj, esantj juodojo dangtelio iSoréje.

6) Pries uzdédami ant kasetés, 3 lasus reagento uzlasinkite ant
popierinio ranksluoscio.

7) AFIAS tyrimui prietaise pasirinkite ,,Bendrajj rezima“ (angl. General

Mode).
8) | kasetés méginio duobute jlasinkite 3—4 lasus (apie 50—100 pl)
misinio. 5p

9) |dékite kasete j kasetés laikiklj.

10) Jkiskite antgalj j kasetés antgalio skylute.

11) )veskite Paciento Nr. ir pasirinkite meéginio tipg, kad galétuméte
atlikti AFIAS tyrima.

12) Bakstelékite ekrane esancig piktograma Pradéti (angl. START).

13) Bakstelékite ekrane esancig piktograma Patvirtinti pradZig (angl.
Confirm start), kai dar kartg patvirtinate Paciento Nr. ir méginio tipa
(angl. Sample type).

14) Po 12 minuciy ekrane bus rodomas tyrimo rezultatas.

6 p.
Pastaba: Norédami pasirinkti méginio tipa, Zr. AFIAS tyrimo prietaiso
naudojimo instrukcija.

*

TYRIMO REZULTATAI

B AFIAS tyrimas automatiskai apskaidiuoja rezultata ir rodo , teigiamas“/
,neigiamas”/ ,nenustatyta“.

m  Papildoma reikSmé pateikiama kaip ribinio indekso (COI) reikSmé.
- Rotoviruso eiluté

Ribinis indeksas (COI) Rezultatas Pastaba

Pakartotinis tyrimas
<0,90 Neigiamas nereikalingas.
>0,90,<1,0 Nenustatyta Reikia pakartoti tyrima.
21,0 Teigiamas Reikia patvirtinamo tyrimo.
- Adenoviruso eiluté
Ribinis indeksas (COI) Rezultatas Pastaba
.. Pakartotinis tyrimas

<0,90 Neigiamas . Y
nereikalingas.
>0,90,<1,0 Nenustatyta Reikia pakartoti tyrima.

>1,0 Teigiamas Reikia patvirtinamo tyrimo.
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Dokumento Nr.: INS-RA_G-EN (Perz. 06) (klinikiné izoliacija nuo paciento) ﬂ%h
Perziaros data: 2020 m. rugséjo 25 d. . 1 G
Nr.15 Staphylococcus epidermidis 065
KOKYBES KONTROLE i (klinikiné izoliacija nuo paciento) ’ Nr. 15 DDW
S - Nr.16 PBS Rotavirusy metodai ir protokolai. James Gray et al., Molekulinés
] K_ok_ybés kontro!és_ b_an.d_ymai yra kokyb_iéko Tcestavimc_) dalis. Jais Nr. 16 (kIinikigigﬁar:izrﬁizcea:?ento) 0,72 - medicinos metodai, 2000 m., 6-7 psl.
5|ek.|atna pat_V|rt|r1t|_t|kgt|nus_rezultétu_s _'f tyrimo pagrjstuma, Versinia en'ierocoTitica m  Tikslumas Diarrheagenic pathogens in polymicrobial infections, Brianna
todeél Jie turéty bfltl athekaml.regu.llarlal; o . Nr. 17 (Klinikiné izoliaciia nuo paciento) 0,91 - Tarp partijy Lindsay et al., Emerging infectious disease, 2011 m., 17:4 606-611
] Kokybes kontrolés banfiymal .turetq bUtl. at.||ekamv| .IS .karto po Sal J” N ph' Vienas tyréjas iStyreé tris skirtingas AFIAS Rota/Adeno partijas, Rotaviruso ir adenoviruso daznis tarp Uminiu gastroenteritu
naujos bandymy .partuos a.tldarymo, siekiant uZtikrinti, kad Nr. 18 (inik .a.mlc.mt.a. atypht iento) 1,02 desimt karty naudodamas kiekviena kontrolinio standarto serganCiy pacienty ir jy rySys su klinikiniais parametrais:
bandymy rezultatai nepasikeisty. INIKINE lz01aclja NUO paciento koncentracija. retrospektyvus tyrimas Turkijoje, Asia Pacific Family Medicine, 2009
m Kokybés kontrolés bandymai taip pat turéty biti atliekami visais Nr. 19 Clostridium difficile 163 m.. 8:8 1-8
iai i ioni : i ) klinikiné izoliacija nuo paciento) ’ - Tarp asmeny v ’
atvejais, kai kyla abejoniy dél bandymy rezultaty pagrjstumo. ( I p T . . . e . . . .
= Kontrolinés medfiagos su AFIAS Rota/Adeno nepateikiamos Candida albicans Trys skirtingi tyréjai iStyré vieng AFIAS Rota/Adeno partija, penkis  Pastaba: Norédami suzinoti jvairiy simboliy reikimes, 7r. toliau pateikta
8 P ) Nr. 20 o ) 0,64 kartus, naudodami kiekvieng kontrolinio standarto koncentracija. lentel
Norédami gauti daugiau informacijos apie kontrolines medziagas, (klinikiné izoliacija nuo paciento) . = - = &
kreipkités j Boditech Med Inc. pardavimo skyriy. Candida parapsilosis 0.78 o _ arp partijy _ grp asmeny
7 iné 7i ii i i Nr.21 (klinikiné izoliacija nuo paciento) ’ Méginys  Kalibravimo ~_Teigiamas/ igi Teigiamas/ igi \5/ Pakanka <n> bandym
(Zr. kontrolinés medziagos naudojimo instrukcijg) j p tipalas  BandymoNr,  1€1€@M3S  pangongy,  Teigiamas \?/ ymy
" . Nr. 22 Campylobacter spp 0,99
EKSPLOATACINES SAVYBES Nr. 23 Proteus vulgaris 0,67 Neigiamas 0/10 0% 0/5 0% DZJ o o )
m  Analitinis jautrumas Nr. 24 Proteus mirabilis 0,83 Rotavirusas ~ Zemas 10/10 100 % 5/5 100% & Perskaitykite naudojimoinstrukeijas
- Ribinis indeksas (COI) = 1,0 Virusas Konc. PFU Vidutinis 10/10 100% 5/5 100 % g Naudoti ik
m  Prozono efektas Nr. 1 ADV 1 1,7X10° PFU/m! ~ Neigiamas 0/10 0% 0/5 0% partios kodas
AFIAS Rota/Adeno poveikis Siems virusy tipams nebuvo Nr.2 ADV?2 (KBPV-VR-58) 8X10° PFU/ml Adenovirusas  Zemas 10/10 100% 5/ 100%
pastebétas.. Nr.3 ADV3 (KBPV-VR-2) 1,43X10° PFU/m| Vidutinis 10/10  100% 5/5 100 %
Vo dED e Nr. 4 ADV4 (KBPV-VR-60) 4X10° PFU/m| - Tarp dieny Katalogo numeris
Nr.1 40 tipo adenovirusas 2,5X 106 PFU/ml Nr. 5 ADV5 7,9X107 PFU/ml Vienas tyréjas per tris dienas iétyré viena AFIAS Rota/Adeno partija, s
Nr. 6 ADV31 (ATCC VR-1109) 3,2X108 PFU/ml penkis kartus naudodamas kiekvieng kontrolinio standarto koncentracijg. A 1 lspéjimas
Nr. 2 41 tipo adenovirusas 1,6 X 106 PFU/ml Nr.7 ADV40 (ATCC VR-931) 2,5X10° PFU/ml Tarp viety g | Gamintojas
Nr.3 Rotaviruso WA atmaina 1,2 X106 PFU/ml Nr. 8 ADV41 (ATCC VR-930) 1,6X10° PFU/ml Vienas tyréjas iStyré AFIAS Rota/Adeno trijose skirtingose vietose po d
Nr. 4 Rotaviruso DS-1 atmaina 1,4 X 106 PFU/ml Nr.9  71tipo enterovirusas (ATCC VR-784) | 3,4X10°PFU/ml penkis kartus, naudodamas kiekvieng kontrolinio standarto
*  Analitinis visapusitkumas Nr.10  Citomegalovirusas (ATCC-VR-538) 2,0X106 PFU/m koncentracija. [=T=1 | Europos bendrijos jgaliotasis atstovas
Rotavirusas Nr. 11 1 tipo poliovirusas (ATCC VR-58) 3,5X10° PFU/mll Tarp partijy Tarp asmeny S
aviruso genotipa turintys megin as) buvo itirti na Nr. 12 5 tipo B koksaki virusas (ATCC VR-1036) | 1,7X106 PFU/ml Meginys Kaliravimo B;:ﬁ:f,jﬁ Teigiamas BaT:;gy';”;"’;’r Teigiamas In vitro diagnostikos medicinos prietaisas
Viruso tipas Koncentracija Nr. 13 6 tipo B koksaki virusas (ATCC VR-1037) 1[3)(106 PEU/mI ‘t".pa as ’ : ] LTSS ===~ === ==
. , Nr.14 1 tipo herpes simplex virusas (ATCC-VR- | 4,4X107 PFU/m| fotaui Ne'g'zamas gg 01;/;W ‘5)//55 108;" ,ﬂ/ Ribiné temperatra
Er. ; RRotta\{lrusogl:slﬁiattmalir’na 1‘21 i 182 iiﬂjm: Nr. 15 2 tipo herpes simplex virusas 8,0X10° PFU/ml otavirusas emasvidUtiniS 0 100; > % :/ ..........................................................
r. otaviruso DS-1 atmaina , m - cl cl : .
. Nr. 16 Norovirusas VLP GI 2,74 mg/ml Neigiamas o/5 0% 05 0% ® Nenaudokite pakartotinai
enovirusas Nr. 17 Norovirusas VLP Gl| 4 | . 5 o 0 .
Du adenoviruso tipo méginiai (40 ir 41) buvo istirti naudojant AFIAS Rota. ! oro'wrusas G - 3, 86mg/m Adenovirusas  Zemas 5/5 100 % 5/5 100 % - Sis gaminys atitinka 98/79/EB direktyvos dél in vitro diagnostikos
Enterinio adenoviruso (40 ir 41) méginiy rezultatai buvo teigiami. Nr. 18 Rotaviruso WA atmaina 1,2X10° PFU/ml Vidutinis 5/5 100 % 5/5 100 % - € medicinos prietaisy reikalavimus
Nr. 19 Rotaviruso DS-1 atmaina 1.4X10° PFU/ml Teigiamas Neigiamas =
Viruso tipas Koncentracija - Trikdsiai Klinikinis jautrumas 99,00 % 94,6-100%
Er.; 2(1) t!po ajenov!rusas iziigg giﬁ;m: | tiriamuosius méginius buvo pridéta toliau lenteléje nurodyty Klinikinis jautrumas 99,00 % _94,6-100% —
Ar' — Zﬁia enovirusas . m trikdZiy medziagy, kuriy koncentracija buvo daug didesné nei Adenovirusas Rezultatas 95 % (| Teigia'\r/lnzflmze’i\lgri;mas “ Boditech Med Incorporated
m  Analitinis specifiSkumas j ine fizi iné ija ? i L
! p jprastiné f|2|ologlne koncentrgcua zmgg?u§ |sm?t?sg. AFIéS P — 0% 96 3100% 43, Geodudanii 1-gil, Dongnae-myeon,
- Kryiminis reaktyvumas Rota/Adeno tyrimo rezultatai nerodé jokiy reikSmingy 3iy ~_INENG) 0 , 0 Chuncheon-si, Gang-won-do, 24398
Atlikus 19 rdgiy virusy méginiy ir 24 ragiy bakterijy meginiy, biomolekuliy ir cheminiy vaisty sukelty trukdZiy. Klinikinis jautrumas 97,00 % 91,5-99,4%

kuriuose yra galimai kryZminés reakcijos medzZiagy, AFIAS
Rota/Adeno tyrimu nebuvo gauta klaidingai teigiamy rezultaty.

Bakterijos 0D280| Konc.
Nr.1 Auksinis stafilokokas (ATCC 29213) 1,35
Nr. 2 Enterococcus faecalis (ATCC 29212) 0,94
Nr. 3 Escherichia coli (ATCC 25922) 0,76
Nr. 4 Kleb-siella oxytoca (ATCC 700432) 0,66
Nr.5  Pseudomonas aeruginosa (ATCC 27853) 0,72
Nr. 6 Neisseria gonorrheae (ATCC 27853) 0,82
Nr. 7 Aeromonas hydrophila (KCCM 32586) 0,73
Nr. 8 Enterobacter cloacae (KCCM 32586) 0,92 5106
Nr.9  Vibrio parahaemolyticus (KCCM11965) 0,56 CPE/
B grupés salmonelés
Nr.10 (Klinikiniai izoliatai) 081 | ml
C grupés salmonelés
Nr.11 (klinikiniai izoliatai) 0,89
D grupés salmonelés
Nr. 12 (Klinikiniai izoliatai) 0,63
E grupés salmonelés
Nr.13 (Klinikiniai izoliatai) 0,72
Nr. 14 D grupés Sigelés 0,69

ok ALLGE02-15 (Perz.

m  Palyginimas

Biomolekulés Konc.

Nr.1 Bilirubinas 500 uM
Nr. 2 Hemoglobinas 2g/l
Nr. 3 Trigliceridai 1.5 mg/ml
Nr. 4 Cholesterolis 20 mM
Nr.5 BSA 60 g/I

Cheminés medziagos Konc.
Nr. 1 cefradinas
Nr. 2 cefuroksimo aksetilas
Nr. 3 Cefpodoksimo proksetilas
Nr. 4 cefiksimas
Nr. 5 tetraciklinas hcl
Nr. 6 levofloksacinas
Nr. 7 amoksicilinas
Nr. 8 loperamido oksidas 0,25 mg/ml
Nr.9 metronidazolas
Nr. 10 ibuprofenas
Nr. 11 paracetamolis
Nr. 12 bario sulfatas
Nr.13 DMSO
Nr. 14 DMF

AFlas  (—ttaloninio analizatoriaus tyrimo rezultatas
Rota/Adeno Rotavirusas
Teigiamas Neigiamas | Viso
Teigiamas 98 2 100
Neigiamas 0 100 100
Viso 98 102 200
Teigiamo santykio procentiné dalis (%) 100,0
Neigiamo santykio procentiné dalis (%) 98,0
Bendra santykio procentiné dalis (%) 99,0

AFIAS Etaloninio analizatoriaus tyrimo rezultatas
Rota/Adeno Adenovirus
Aeiginmas Nelgigsnise | Fotiso

Teigiamas 91 7 98
Neigiamas 0 97 97

1§ viso 91 104 195
Teigiamo santykio procentiné dalis (%) 100,0
Neigiamo santykio procentiné dalis (%) 93,3
Bendra santykio procentiné dalis (%) 96,4
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Boditech Rota/Adeno Control

INTENDED USE

Boditech Rota/Adeno Control is intended for in vitro diagnostic use in the
quality control of Rota/Adenovirus Assay Kit.
For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech Rota/Adeno Control may be considered as an objective
assessment of the precision of Rota/Adenovirus Assay Kits and is an integral
part of Good Laboratory Practices. Boditech Rota/Adeno Control is provided
in lyophilized form.

COMPONENTS

Boditech Rota/Adeno Control consists of ‘Boditech Rota/Adeno Control
level 1’, ‘Boditech Rota/Adeno Control level 2’, ‘Instruction for Use’ and
‘Barcode Sheet’.
- The level 1 control contains bovine serum albumin (BSA), Tris, Tween 20
and sodium azide as a preservative in DDW.
- The level 2 control contains Rotavirus WA strain inactivaed virus, Adeno 41
type inactivaed virus bovine serum albumin (BSA), Tris, Tween20 and
sodium azide as a preservative in DDW.

SAFETY PRECUATIONS AND WARNINGS

- For in vitro diagnostic use only.

- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for handling

laboratory reagents.

Boditech Rota/Adeno Control should not be used past the expiration date.

- Boditech Rota/Adeno Control is solely designed to be provided instrument-
specific calibration curves of Boditech Readers and Rota/Adenovirus Assay
Kits.

- Human source materials from which Boditech Rota/Adeno Control is
derived were tested at a donor level for the Human Immunodeficiency
Virus (HIV 1, HIV 2) antibody and Hepatitis B Surface Antigen (HBsAg) and
Hepatitis C virus (HCV) antibody, and found to be NON-REACTIVE. FDA-
approved methods have been used to conduct these tests. However,
since no method can offer complete assurance as to the absence of
infectious agents, these human source materials and all patient samples
should be handled as though capable of transmitting infectious diseases
and should be disposed of as hazardous wastes.

STORAGE AND STABILITY

- Storage and stability condition of Boditech Rota/Adeno Control.
Opened

RCeEtEe (After reconstitution)
Temperature 2~8°C 2~8°C
Until iration dat
Expiration date ntil expiration date 14 days

on the label.

- Close the opened Boditech Rota/Adeno Control bottle tightly after use.

- After use, any residual product should NOT BE RETURNED to the original
vial.

- Bacterial contamination of reconstituted Boditech Rota/Adeno Control will
cause reductions in the stability of many components. If bacterial
contamination is suspected, the vial should be discarded and a fresh vial
needs to be reconstituted.

INSTRUCTIONS FOR USE

Boditech Rota/Adeno Control is supplied in lyophilized form.

1. Carefully reconstitute each vial of lyophilized with exactly 1 mL of
sterilized distilled water.

2. Close the bottle and allow to stand for 30 minutes before use. Ensure
contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.

Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the requirements of
your local waste management authorities.

In the event of damage to the package, contact the Boditech Med Inc.’s
Technical Services.

Al-GE02-15  (Rev. 04)

MATERIALS SUPPLIED

REF CFPO-164

Boditech Rota/Adeno Control Box (2 vials) 4p.
Boditech Rota/Adeno Control level 1 (1 mL)
Boditech Rota/Adeno Control level 2 (1 mL)
Instruction for Use

Y =)

Barcode sheet

CONTROL VALUE

Boditech Rota/Adeno Control composed of negative control and positive
control.

Control Level Result
Level 1 Negative
Level 2 Positive

INTERPRETATION OF THE RESULT

The testing result of the ‘Boditech Rota/Adeno Control’ should be in
agreement with expected result. If the test results fall outside the expected
result, repeat the test.
Indication for the wrong test result

- Errors in a manner that testing is performed

- Use of too cold or too warm Boditech Rota/Adeno control.

- Use of expired or contaminated Boditech Rota/Adeno Control.

- Errors in AFIAS Rota/Adeno or ichroma™ Rota/Adeno.

- Errors of AFIAS reader (AFIAS-1, AFIAS-6) or ichroma™ II.

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to confirm the
expected results and validity of the assay and should be performed at
regular intervals.

- The control tests should be performed immediately after opening a new
test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

M Boditech Med Inc.

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

Tel: +(82) -33-243-1400

Fax: +(82) -33-243-9373
www.boditech.co.kr

Obelis s.a

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

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

E-Mail: mail@obelis.net

C€ [ivp]
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Dokumento nr.: INS-RACO-EN (Vertimas i§ angly kalbos dokumento) 1 h
Perziiiros data: 2020 m. rugséjo 21 d. (Perz. 03) bﬂll.it

PASKIRTIS
Boditech Rota/Adeno kontrolé skirta in vitro diagnostiniam naudojimui, rotaviruso / adenoviruso tyrimo
rinkinio kokybés kontrolei. Tik in vitro diagnostikai.

IVADAS

Boditech Rota/Adeno kontrolés naudojimas gali biiti laikomas objektyviu rotaviruso / adenoviruso
tyrimo rinkiniy tikslumo jvertinimu ir yra neatsiejama geros laboratorinés praktikos dalis. Boditech
Rota/Adeno kontrolé tiekiama liofilizuota forma.

KOMPONENTAI

Boditech Rota/Adeno kontrole sudaro ,,Boditech Rota/Adeno kontrolés 1 lygis®, ,,Boditech Rota/Adeno
kontrolés 2 lygis*, ,,Naudojimo instrukcija* ir ,,BriikSninio kodo lapas®.

— 1 lygio kontrol¢je yra galvijy serumo albumino (BSA), Tris, Tween 20 ir natrio azido kaip konservanto
DDW.

— 2 lygio kontrol¢je yra Rotavirus WA padermés inaktyvuoto viruso, Adeno 41 tipo inaktyvuoto viruso
galvijy serumo albumino (BSA), Tris, Tween20 ir natrio azido kaip konservanto DDW.

SAUGOS PRIEMONES IR ISPEJIMAI

— Tik in vitro diagnostikai.

— Nelasinkite pipete naudodami burna.

— Imkités tinkamy atsargumo priemoniy, kuriy paprastai prireikty dirbant su laboratoriniais reagentais.
— Boditech Rota/Adeno kontrolés negalima naudoti pasibaigus tinkamumo laikui.

— Boditech Rota/Adeno kontrolé yra sukurta tik tam, kad biity pateiktos Boditech nuskaitymo jrenginiy
ir rotaviruso / adenoviruso tyrimo rinkiniy kalibravimo kreivés.

— Zmogaus kilmés medZiagos, i§ kuriy gaunama Boditech Rota/Adeno kontrole, buvo donory lygmeniu
istirtos dél mogaus imunodeficito viruso (ZIV 1, ZIV 2) antikiiny, hepatito B pavir§iaus antigeno
(HBsAg) ir hepatito C viruso (HCV) antiktiny ir buvo nustatyta, kad medziagos yra NEREAKTYVIOS.
Siems tyrimams atlikti buvo naudojami FDA patvirtinti metodai. Ta¢iau, kadangi joks metodas negali
visiSkai uztikrinti, kad néra infekciniy medziagy, Sios zmogaus kilmés medziagos ir visi pacienty
meéginiai turéty biuti tvarkomi taip, lyg galintys perduoti infekcines ligas, ir turéty buti Salinami kaip
pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS
- Boditech Rota/Adeno kontrolés laikymo ir stabilumo salygos.

Neatidarius Atidarius (po iStirpinimo)
Temperatiira +2 iki +8 °C +2 iki +8 °C
Galiojimo laikas Iki galiojimo lalkp pa.b'algos, nurodytos 14 dieny
etiketéje

- Po naudojimo sandariai uzdarykite atidaryta Boditech Rota/Adeno kontrolés buteliuka.

- Po naudojimo produkto liku¢iy NEGALIMA GRAZINTI j originaly buteliuka.

- I8tirpintos Boditech Rota/Adeno kontrolés uzterSimas bakterijomis sumazins daugelio komponenty
stabiluma. Jei jtariamas bakterinis uzterSimas, buteliukg reikia i§mesti ir paruosti naujg buteliuka.

NAUDOJIMO INSTRUKCILJIOS
Boditech Rota/Adeno kontrolé tiekiama liofilizuota forma.
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1. Kiekvieng liofilizuotos formos buteliukg atsargiai istirpinkite tiksliai 1 ml sterilizuoto distiliuoto
vandens.

2. Uzdarykite buteliukg ir leiskite pastovéti 30 minuéiy prie§ naudojima. Svelniai sukdami jsitikinkite,
kad turinys visiskai iStirpo. Venkite puty susidarymo. Nekratykite.

ISsamig tyrimo procediirg rasite testo kaseciy pakuotés lapeliuose.
ISmeskite visas iSmestas medziagas pagal vietiniy atlieky tvarkymo institucijy reikalavimus.
Jei pakuoté paZzeista, susisiekite su Boditech Med Inc. technine tarnyba.

TIEKIAMOS MEDZIAGOS

CFPO-164

Boditech Rota/Adeno kontrolés dézuté (2 buteliukai)
Boditech Rota/Adeno kontrolés 1 lygis (1 mL)
Boditech Rota/Adeno kontrolés 2 lygis (1 mL)
Naudojimo instrukcija

Kontrolés vertés ir bruksninio kodo lapas

—

KONTROLES VERTES
Boditech Rota/Adeno kontroles sudaro neigiama ir teigiama kontrolé.

Kontrolés lygis Rezultatas
1 lygis Neigiamas
2 lygis Teigiamas

REZULTATU INTERPRETAVIMAS

Boditech Rota/Adeno kontrolés tyrimo rezultatas turi sutapti su laukiamu rezultatu. Jei tyrimo
rezultatai neatitinka laukiamo rezultato, pakartokite testa.

Klaidingo tyrimo rezultato indikacija

— Klaidos atliekant bandyma.

— Per Saltos arba per Siltos Boditech Rota/Adeno kontrolés naudojimas.

— Pasibaigusio galiojimo arba uzterstos Boditech Rota/Adeno kontrolés naudojimas.

— AFIAS Rota/Adeno arba ichroma™ Rota/Adeno klaidos.

— AFIAS skaitytuvo (AFIAS-1, AFIAS-6) arba ichroma™ II klaidos.

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros bandymy praktikos dalis, siekiant patvirtinti laukiamus rezultatus
ir tyrimo pagrjstuma, tod¢l jie turéty buti atliekami reguliariais intervalais.

- Kontroliniai testai turi biiti atliekami i$ karto atidarius naujg testo partija, siekiant uztikrinti, kad testo
rezultatai nepasikeisty.

- Kokybés kontrolés testai taip pat turéty biti atliekami kiekvieng karta, kai kyla klausimy dél testo
rezultaty pagristumo.

Techninei pagalbai susisiekite su Boditech Med Inc. technine tarnyba:
Tel.: +82 (33) 243-1400
El. pastu: sales@boditech.co.kr

‘| Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
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AFIAS
COVID-19/Flu Ag

Combo

AFIAS COVID-19/Flu Ag Combo is a fluorescence Immunoassay (FIA)
for simultaneous detection of Influenza A virus, Influenza B virus,
and/or SARS-CoV-2 infection or respective detection of each Influenza
Avirus, Influenza B virus or SARS-CoV-2 in human nasopharyngeal swab.
It is helpful as an aid in the distinguish novel corona virus and influenza
infection in flu-like symptom.

For in vitro diagnostic use only.

INTRODUCTION

The third zoonotic human coronavirus (CoV) of the century emerged
in December 2019. This virus, the newly identified coronavirus 2019-
nCOV, could cause risky pneumonia so that prevention and control of
the infection has become highly required. The 2019-nCoV is a member
of the Betacoronavirus Genus, that also includes Severe Acute
Respiratory Syndrome coronavirus (SARS-CoV) and Middle East
Respiratory Syndrome coronavirus (MERS-CoV). Since it is identified
that symptoms become rapidly severe without a proper treatment after
onset of illness, early diagnosis of the virus infection is quite crucial.
Currently, the spread of the viral transmission become fast so that the
prevention of local transmission requires a point-of care test (POCT).

Influenza, or flu, known as ‘febrile respiratory illness’ can cause mild
to severe symptoms, such as a high fever, chills, headache, muscle pains
coughing and even death. These illness typically begins after exposure
to the influenza virus in the respiratory epithelial cell from person-to-
person through sneezing, coughing, or touching contaminated surfaces.
Within 48 hours after the onset of symptoms, the patient is strongly
recommended to visit the nearest medical facility for the diagnosis of
Influenza A or B and to take the antiviral medication. The preventive
measure is highly required for those at increased risk for severe illness,
so that early and differential diagnosis between influenza types A or B
is very essential.

AFIAS COVID-19/Flu Ag Combo is an in vitro diagnostic medical
device that helps you to diagnose and the distinguish novel corona virus
and influenza infection by detecting the specific antigen of SARS-CoV-2,
influenza A, and influenza B.

PRINCIPLE

AFIAS-1/6/10 is automated device that uses microfluidic to do
dispensing and sample management. Once sample is loaded into
sample well, automated microfluidic liquid handler transfers sample
and process the subsequent immunoassay (FIA).

The principle of immunoassay uses a sandwich immunodetection
method; the detector antibodies in buffer bind to antigens in the
sample, forming antigen-antibody complexes, and migrates onto
nitrocellulose matrix to be captured by the other immobilized
antibodies on test strip.

More antigens in the sample will form the more antigen-antibody
complexes which lead to stronger fluorescence signal by detector
antibodies, which is processed by instrument for AFIAS tests to show
concentration of SARS-CoV-2, influenza A, influenza B antigens in
sample respectively. This signal then is interpreted by the reader to
display the ‘Positive’/ ‘Negative’ in the sample.

2.3.25p.
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COMPONENTS

AFIAS COVID-19/Flu Ag Combo consists of ‘Cartridges’.

m Each cartridge packaged in an aluminum pouch has two
components, a detector part and cartridge part.

m Cartridge part contains the membrane called a test strip which has

mouse monoclonal anti-nCoV, anti-influenza A, and anti-influenza B

antibodies at the test line, and chicken IgY at the control line.

Detector part contains the mouse monoclonal anti-nCoV, anti-

influenza A, and anti-influenza B fluorescence conjugate, anti-

chicken IgY-fluorescence conjugate as a lyophilized granule type,

bovine serum albumin (BSA) as a stabilizer and sodium azide as a

preservative.

m  The extraction tube contains sodium chloride, sodium azide as a
preservative in Tris-HCI buffer.

WARNINGS AND PRECAUTIONS
]

For in vitro diagnostic use only.

Follow instructions and procedures described in this ‘Instruction for
use’.

Do not reuse cartridge and extraction set.

Lot numbers of all the test components (Cartridge, ID chip, Tip)
must match each other.

= Do not interchange the test components between different lots or
use the test components after the expiration date, either of which
might yield incorrect test result(s).

m The cartridge should remain sealed in its aluminum pouch until just
before use. Do not use the cartridge if pouch is damaged or has
already been opened.

m Allow the cartridge and sample to be at room temperature for
approximately 30 minutes.

m The instrument for AFIAS tests may generate slight vibration during
use.

m Used cartridges, extraction tubes, nozzles, pipette tips and swabs
should be handled carefully and disposed by an appropriate
method in accordance with relevant local regulations.

= An exposure to larger quantities of sodium azide may cause certain
health issues like convulsions, low blood pressure and heart rate,
loss of consciousness, lung injury and respiratory failure.

WARNINGS AND PRECAUTIONS FOR SAMPLE

m  Use the fresh samples.

m |t is recommended to test the sample immediately after sample
collection.

Refrain from smoking or eating, while sample is collected.

Do not collect samples outside of the nasopharynx / oropharynx. In
any cases, pre-education for user is required for the proper sample
collection.

Please use fresh swab to avoid the cross-reactivity between
samples. Never reuse the sterile swab.

The improper samples such as those from an individual who has
recently taken any interfering medicine or samples mistakenly
mixed up with different patients shall cause inaccurate test results.

LIMITATIONS OF THE TEST SYSTEM

m  The test may yield false positive result(s) due to the cross-reactions
and/or non-specific adhesion of certain sample components to the
capture/detector antibodies.

m The test may yield false negative result(s) due to the non-
responsiveness of the antigen to the antibodies which is most
common if the epitope is masked by some unknown components,
so therefore not being able to be detected or captured by the
antibodies. The instability or degradation of the antigen with time
and/or temperature may also cause false negative as it makes
antigen unrecognizable by the antibodies.

m Other factors may interfere with the test and cause erroneous
results, such as technical/procedural errors, degradation of the test
components/reagents or presence of interfering substances in the

test samples.

m If the test result is “Negative” even though the patient has
significant infectious symptoms, it should be recommended to
conduct additional test including PCR or culture test.

m The accurate determination of test result as “Positive” should be
confirmed by additional clinical evaluation.

= “Negative” result should be considered with possibilities of other
infections. Positive result should be considered with additional
infections by another pathogenic bacterium.

m If the product has positive results, any clinical diagnosis based on
the test result must be supported by a comprehensive judgment of
the concerned physician including clinical symptoms and other
relevant test results.

m In case of antigen concentration is low, the test may yield false
negative results. Therefore, the negative results cannot exclude the
possibility of infection completely.

m This product is only to detect the presence of a SARS-CoV-2,
influenza A, and influenza B antigen.

STORAGE AND STABILITY

Storage condition

BIO @ TECHNOLOGY

= Itisrecommended to test the sample immediately after collection.
If do not use sample immediately, should store at 2-8 °C.

= Samples stored at 2-8 °C for 2 days showed no performance
difference.

= Itis highly recommended that AFIAS COVID-19/Flu Ag combo test
would be performed on the nasopharyngeal swab specimens
directly collected from patients with provided extraction buffer.

TEST SETUP

m Check the components of the AFIAS COVID-19/Flu Ag Combo as
described below: Cartridge, Extraction tube set, ID chip, Spare
cartridge zipper bag and instruction for use

m If the sealed cartridge and extraction buffer have been stored in a

refrigerator, place them on a clean and flat surface at room

temperature for at least 30 minutes before testing.

Empty the tip box.

Insert the ID chip into the “ID chip port”.

(Please refer to the instrument for AFIAS tests ‘operation manual’

for complete information and operating instructions.)

TEST PROCEDURE

Component Storage Temperature  Shelf life Note
. 20 months  Unopened
Cartridge 4-30°C
1 month Resealed
Extraction buffer 4-30°C 20 months  Disposable

m Return an unused cartridge to the spare cartridge zipper bag
containing the desiccant pack. Reseal along entire edge of zip-seal.

MATERIALS SUPPLIED
SMFP-77

Components of AFIAS COVID-19/Flu Ag Combo
m Cartridge Box Contains

- Cartridge 24
- Pipette tip (Zipper bag) 24
- Extraction set
Extraction buffer 24
Nozzle 24
- Spare Cartridge Zipperbag 1
- ID chip 1
- Instruction for use 1

MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Following items can be purchased separately from AFIAS COVID-
19/Flu Ag Combo.
Please contact our sales division for more information.

AFIAS-1 [REF| FPRRO19

AFIAS-6 REF| FPRR020

AFIAS-10 [REF FPRR038

Boditech COVID-19/Flu Ag Control REF| CFPO-298

SAMPLE COLLECTION AND PROCESSING

The sample type for AFIAS COVID-19/Flu Ag Combo is human

nasopharyngeal.
m Collection method for sample

Nasopharyngeal swab
Nasopharyngeal swab sample collection
To collect samples, insert a sterile swab in the nasal cavity and spin
it smoothly in the nasopharynx.
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Fill the
sample well
completely

[General mode: AFIAS-6, AFIAS-1]

1) Open the lid of the aluminum foil of the extraction buffer tube.

2) Collect samples with a sterile swab and then put it into the
extraction buffer tube. Spin the sterile swab 5 times and
squeeze the sterile swab to extract the sample into the buffer.

3) Pull the sterile swab out of the extraction buffer tube.

4) Continue squeezing and pushing the swab to the top of
extraction buffer tube to pull it out of tube.

5) Assemble a nozzle to the top of extraction tube.

6) Squeeze the extraction buffer tube gently to completely fill the
sample well.

7) Select ‘General Mode’ in the instrument for AFIAS tests

8) Insert the cartridge into the cartridge holder.

9) Insert a tip into the tip hole of the cartridge.

10) Tap the ‘START’ icon on the screen.

11) The test results will be displayed on the screen after 20 minutes.

[Emergency mode: AFIAS-10]

1) The test procedure is same with “General mode: AFIAS-6/AFIAS-
1”.(General mode: AFIAS-6/AFIAS-1(D) — (6))

2) Select ‘Emergency Mode’ in the instrument for AFIAS tests.

3) Select the tip type(Normal) on the screen.

4) Insert the cartridge into the cartridge holder.

5) Insert a tip into the tip hole of the cartridge.

6) Tap the ‘START’ icon on the screen.

7) The test result will be displayed on the screen after 20 minutes.

X Note: Refer to the instrument for AFIAS tests Operation Manual
to select sample type.

INTERPRETATION OF TEST RESULT

m The instrument for AFIAS tests calculates the test result
automatically and displays as below.
COl <1 >1
(Cut-off index) Display
COVID-19 COVID-19 Negative COVID-19 Positive
Influenza A Flu A Negative Flu A Positive
Influenza B Flu B Negative Flu B Positive

m If test result is Invalid, you need to perform a new test on a new test

cartridge with a new test sample.
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QUALITY CONTROL

m Quality control tests are a part of the good testing practice to
confirm the expected results and validity of the assay and should be
performed at regular intervals.

m The control tests should be performed immediately after opening a
new test lot to ensure the test performance is not altered.

m  Quality control tests should also be performed whenever there is
any question concerning the validity of the test results.

m Control materials are provided on demand. For more information
regarding obtaining the control materials, contact Boditech Med
Inc.’s Sales Division for assistance.

(Please refer to the instruction for use of control material.)

PERFORMANCE CHARACTERISTICS

= Analytical sensitivity
- Cut-off
The cut-off value is 1 as COI (Cut off index) that is obtained from
algorithm of the instrument.

10 Hemophilus influenzae 28 Stenotro'p'h omonas
maltophilia
11 Hemophilus parainfluenzae 29 .Z)l)rep fococeus sp. (Grourp
12 Kiebsiella oxytoca 30 Streptococcus agalactiae
(Group B)
13 Klebsiella pneumoniae 31 Streptococcus  anginosus
(Group F)
14 Lactobacillus sp. 32 Streptococcus dysgalactiae
(Group C)
. Streptococcus dysgalactiae
15 L Il 33
egionella spp (Group G)
16 Listeria monocytogenes 34 Streptococcus mutans
17 Moraxella catarrhalis 35 Streptococcus pneumoniae
18 Mycobacterium tuberculosis 36 Streptococcus pyogenes

Interference
There was no significant interference effect on from these
substances.

. LoD Interference materials Conc.
) 1 Nasal sprays drop 20%
Virus type Conc. 2 Nasal corticosteroids 20%
COVID-19  SARS-CoV-2 (USA/WA1/2020)  0.55x102 TCID50/mL 3 Homeopathic allergy relief medicine 20%
- 4 Mouth wash (Listerin) 5 mg/mL
H"‘;/:;'Sb;“ggolz.ﬁzqs 4.4 x 102 pfu/mL 5 Throat lozenges, oral anesthetic & analgesic 5 mg/mL
Influenza A ( )pdmO9-like virus 6 Antiviral drugs (Tamiflu; Oseltamivir) 5 mg/mL
A/Kansas(14/%017 1.5 x 10° pfu/mL 7 Antibiotic nasal ointment (Bactroban; mupirocin) 5 mg/mL
(H3N2)-like virus 8 Whole blood 1%
B/Colorado/06/2017-like virus 2.0x 10° pfu/m 9 Analgesic (Acetaminophen) 10 mg/mL
. 5 (B/Victoria/2/87 lineage) ' P 10 Analgesic (Ibuprofen) 10 mg/mL
nfluenza - —
B/Phuket/3073/2013-like virus o yos 11 Povidone-iodine 1%
(B/Yamagata/16/88 lineage) I X pru/m 12 Acetylsalicylic acid (Aspirin) 20 mg/mL
13 Antibacterial (cefadroxil) 5 mg/mL
m Analytical specificity 14 Mucin (Porcine stomach) 0.50%

- Cross-reactivity 15 Throat lozenge (VICKS; cetylpyridinium chloride) 20 mg/mL
There was no significant cross-reactivity on 30 various other viruses 16 Throat lozenge (dipotassium glycyrrhizinate) 20 mg/mL
and 36 various bacteria with the AFIAS COVID-19/Flu Ag Combo 17 Throat lozenge (Nandina extraction) 20 mg/mL
test.

Virus m Precision

1 Adenovirus typel 16  Echovirus 6 - Between lots _

2 Adenovirus type2 17 Echovirus 9 One person t.ested three different Io'ts of AFIAS COVID-19/Flu Ag

3 Adenovirus type3 18 Enterovirus 71 Combo, ten times at each concentration of the control standard.

4 Adenovirus typed 19  HCMV-AD-169 - Between persons

- Three different persons tested one lot of AFIAS COVID-19/Flu Ag
> Adenovirus typeb 20 HSV-1- F(3A20) Combo, ten times at each concentration of the control standard

6 Adenovirus type7 21 HSV-2 - MS(4A6) ) Betwee’n days ’

7/ Corona v!rus - FCV(3A2) 22 Meales VI-I’US One person tested one lot of AFIAS COVID-19/Flu Ag Combo during

8 Corona virus - FIP(2A4) 23 Mumps virus three days, ten times at each concentration of the control standard.

9 Coxsackievirus A2 24 Polio virus - sin(3A4) - Between sites

10 Coxsackievirus A4 25 Respiratory Syncytial virus A One person tested AFIAS COVID-19/Flu Ag Combo at three

11 Coxsackievirus B1 - conn5 26 Rhinovirus - RvV21
Coxsackievirus B3—nancy

12 (5A1) 27  Rhinovirus -RV14

13 Dengue virus 28  Rhinovirus -RV71

14 Echovirus 25 29  Rubella virus

15 Echovirus 3 30 Zikavirus

Bacteria

1 Candida albicans 19 Neisseria gonorrhoeae

2 Candida glrata 20 Neisseria meningitidis

3 Candida tropicalis 21 Neisseiria sicca

4 Citrobacter freundii 22 Proteus mirilis

5 Corynebacterium sp. 23 Proteus vulgaris

6 Corynebacterium diphtheriae 24 Pseudomonas aeruginosa

7 Enterococcus faecalis 25 Serratia marcescens

8 Enterococcus gallinarum 26 Staphylococcus aureus

9 Escherichia coli 27 Staphylococcus epidermidis
L AI-GE02-15 (Rev. 04)

different site, ten times at each concentration of the control
standard.

Between Lot Between person

Conc. Positive  Positive Positive Positive
/No rate /No rate
Neg. 0/30 0% 0/30 0%

COVID-19  Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

Neg. 0/30 0% 0/30 0%

Flu A Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

Neg. 0/30 0% 0/30 0%

FluB Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

Between day between site

Conc. Positive  Positive Positive Positive
/No rate /No rate

Neg. 0/30 0% 0/30 0%

COVID-19 Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

Neg. 0/30 0% 0/30 0%

FluA Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

Neg. 0/30 0% 0/30 0%

FluB Low pos. 30/30 100% 30/30 100%

Mid pos. 30/30 100% 30/30 100%

symbols.
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{

-

\\(’/ Sufficient for <n> tests

Read instruction for use

e

Use by Date

Batch code

m Clinical performance evaluation
AFIAS COVID-19/Flu Ag Combo has demonstrated the following
clinical performance results. (predicate: RT-PCR)

COVID-19 Influenza A Influenza B
iiiff]i’i 96.8 % 96.9 % 93.8%
Agreement (30/31) (31/32) (30/32)
Agreement

* COVID-19 Ag

- Percent Positive Agreement(%)=96.8% (95%Cl:81.5% - 99.8%)
- Percent Negative Agreement(%)=100% (95%Cl: 96.0% - 100%)
* Influenza A

- Percent Positive Agreement(%)=96.9% (95%Cl:84.3% - 99.5%)
- Percent Negative Agreement(%)=100% (95%Cl: 95.1% - 100%)
* Influenza B

- Percent Positive Agreement(%)=93.8% (95%Cl:79.9% - 98.3%)
- Percent Negative Agreement(%)=100% (95%Cl: 95.1% - 100%)
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Note: Please refer to the table below to identify various
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Catalog number

Caution

Manufacturer

Authorized representative of the European Community

In vitro diagnostic medical device

Temperature limit

Do not reuse

@~FHED>EE

c € This product fulfills the requirements of the Directive 98/79/EC

on in vitro diagnostic medical devices

For technical assistance; please contact:
Boditech Med Inc.’s Technical Services

Tel: +(82) -33-243-1400

E-mail: sales@boditech.co.kr

“ Boditech Med Incorporated
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398

Republic of Korea

Tel: +(82) -33-243-1400
Fax: +(82) -33-243-9373
www.boditech.co.kr

[<[*] Obelis s.a

Bd. Général Wahis 53,1030 Brussels, BELGIUM

Tel: +(32) -2-732-59-54
Fax: +(32) -2-732-60-03
E-Mail: mail@obelis.net
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PASKIRTIS

»AFIAS COVID-19/Flu Ag Combo* yra fluorescencinis imuninis testas (FIA), skirtas vienu metu aptikti A gripo virusa, B
gripo virusa ir (arba) SARS-CoV-2 infekcija, arba atitinkamai atskirai aptikti A gripo virusa, B gripo virusg ar SARS-CoV-
2 zmogaus nosiaryklés tepinélyje. Jis padeda atskirti naujgjj koronavirusg ir gripo infekcija, esant panaSiems j gripa
simptomames.

Naudojamas tik in vitro diagnostikai.

IVADAS

Tre&iojo § §imtmetj zoonozinio zmogaus koronaviruso (CoV) protrikis prasidéjo 2019 m. gruodZio mén. Sis naujai
nustatytas koronavirusas 2019-nCOV gali sukelti pavojinga pneumonija, todél biitina infekcijos prevencija ir kontrolé. 2019-
nCoV priklauso Betacoronavirus genciai, kuriai taip pat priskiriamas sunkaus fiminio respiracinio sindromo koronavirusas
(SARS-CoV) ir Artimyjy Ryty kvépavimo sindromo koronavirusas (MERS-CoV). Kadangi yra nustatyta, kad be tinkamo
gydymo simptomai netrukus po ligos pradZios tampa sunkiis, labai svarbu anksti diagnozuoti virusing infekcija. Siuo metu
virusas plinta labai greitai, todél, norint uzkirsti kelig jo perdavimui, reikalingi vietoje atlickami greitieji testai (POCT).
Gripas, pasireiSkiantis kaip kvépavimo taky liga su kars¢iavimu, gali sukelti skirtingo sunkumo simptomus, tokius kaip auksta
temperatira, Saltkrétis, galvos skausmas, raumeny skausmas, kosulys ir net mirtis. Paprastai §i liga perduodama Zzmogaus
zmogui ¢iaudint, kosint ar lieiant uzterstus pavirsius, ji prasideda gripo virusui patekus ant kvépavimo taky epitelio 1asteliy.
Pacientui primygtinai rekomenduojama per 48 valandas nuo simptomy atsiradimo apsilankyti artimiausioje medicinos
jstaigoje, kad biity diagnozuotas A ar B tipo gripas, ir iSgerti antivirusiniy vaisty. Profilaktiné priemoné yra ypac reikalinga
tiems, kuriems yra padidéjusi sunkiy ligy rizika, todél labai svarbu anksti ir diferencijuotai diagnozuoti A ar B tipo gripa.
»~AFIAS COVID-19/Flu Ag Combo“ yra in vitro diagnostikos medicinos prietaisas, padedantis diagnozuoti ir atskirti
naujgjj koronavirusg ir gripo infekcija, nustatant specifinji SARS-CoV-2, A ir B tipo gripo antigena.

PRINCIPAS

AFIAS-1/6/10 yra automatinis prietaisas, kuris naudoja mikroskysciy funkcija dozuoti ir valdyti méginj. Kai méginys
jkraunamas ] méginio Sulinélj, automatiné mikroskysc¢iy tvarkymo funkcija perkelia méginj ir apdoroja véliau atlieckama
imuninj testa (FIA).

Siame bandyme naudojamas ,,sumustinio® imunodetekcijos metodas; detektoriaus antikiinai buferiniame tirpale prisijungia
prie méginio antigeny, sudarydami antigeny ir antikiny kompleksus, ir migruoja | nitroceliuliozés matrica, kad kity
imobilizuoty antikliny buity uzfiksuoti ant testo juostelés.

Daugiau méginyje esanciy antigeny sudarys daugiau antigeny ir antikiiny kompleksy, o tai sukels stipresnj detektoriaus
antikiiny fluorescencijos signala, kuris apdorojamas ,,ichroma‘ testy prietaisu, kad atitinkamame SARS-CoV-2, A ar B tipo
gripo antigeny méginyje biity rodomas teigiamas / neigiamas rezultatas. Tada §j signalg interpretuoja jj nuskaites asmuo.

KOMPONENTAI ’p.
»AFIAS COVID-19/Flu Ag Combo* sudaro kasetés.

e Kiekviena kaseté supakuota aliuminio maiSelyje ir turi du komponentus — aptikimo dalj ir kasetés dalj.

e Kasetés dalyje yra membrana, vadinama testo juostele, kurios tyrimo linijoje yra peliy monokloniniy anti-nCoV, anti-
gripo A ir anti-gripo B antikiiny, o kontrolinéje linijoje - vi§¢iuko IgY.

e Detektoriaus dalyje yra pelés monokloninis anti-nCoV, anti-gripo A ir anti-gripu B fluorescencinis konjugatas, anti-
vis¢iuky IgY fluorescencinis konjugatas kaip liofilizuotas granuliy tipas, galvijy serumo albuminas (BSA) kaip
stabilizatorius ir natrio azidas kaip konservantas.

e  Ekstrahavimo mégintuvélyje yra natrio chlorido, natrio azido kaip konservanto Tris-HCI buferyje.

ISPEJIMAI IR ATSARGUMOPRIEMONES

e  Tik in vitro diagnostikai.

e  Vykdykite Siose Naudojimo instrukcijose aprasytas nurodymus ir procediras.

e Nenaudokite kasetés ir ekstrakcijos rinkinio pakartotinai.

e Visy testo komponenty (kasetés, detektoriaus mégintuvélio ir ID mikroschemos) partijy numeriai turi sutapti.

e Negalima keisti testo komponenty tarp skirtingy partijy ir naudoti testo komponenty pasibaigus jy galiojimo laikui,
nes tai gali duoti neteisingg (-us) testo rezultata (-us).

e Kasete turi likti sandariai uzdaryta originaliame maiselyje iki pat naudojimo. Nenaudokite kasetés, jei maiselis yra
pazeistas arba jau atidarytas.

e Leiskite kasetei ir méginiui susilti iki kambario temperatiiros mazdaug 30 minuciy.

e  AFIAS testy instrumentas gali sukurti nezymias vibracijas jo naudojimo metu.

e  Su panaudotomis kasetémis, ekstrahavimo mégintuvéliais, purkstukais, pipeciy antgaliais ir tamponais reikia elgtis
atsargiai ir iSmesti tinkamu buidu, laikantis atitinkamy vietiniy taisykliy.
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Didesnis natrio azido kiekis gali sukelti tam tikry sveikatos problemy, tokiy kaip traukuliai, Zemas kraujospiidis ir
sirdies susitraukimy daZnis, sgmonés netekimas, plauciy pazeidimas ir kvépavimo nepakankamumas.

SUMEGINIU SUSIJE ISPEJIMAI IR ATSARGUMO PRIEMONES

Meéginj rekomenduojama tirti iSkart po méginio paémimo.

Naudokite Sviezius méginius.

Kol imamas méginys, susilaikykite nuo rikymo ir valgymo.

Meéginj imkite tik i$ nosiaryklés / burnos ryklés. Bet kokiu atveju, norint tinkamai paimti méginj, reikalingas
atitinkamas vartotojo i$silavinimas.

Naudokite $viezig tampong, kad iSvengtuméte kryzminiy reakcijy tarp méginiy. Niekada nenaudokite sterilaus
tampono pakartotinai.

Netinkami méginiai, pvz., méginiai, paimti i§ asmeny, neseniai pavartojusiy bet kokj trukdantj vaista, arba klaidingai
sumaisyti skirtingy pacienty méginiai duoda netikslius testo rezultatus.

LAIKYMAS IRSTABILUMAS

Laikymo salygos 7p.

Komponentas Laikymo temperatiira Galiojimo laikas Pastaba
Kaseté 4-30 °C 20 ménesiy Nea.tlda.rlus
1 ménesj Atidarius
Ekstrahavimo buferis 4-30 °C 20 ménesiy Vienkartinis

Grazinkite nepanaudotg kasete | atsarginés kasetés uztrauktuko maiselj, kuriame yra sausiklio pakuoté. Uzsandarinkite
per visg uztrauktuko tarpiklio krasta.

TESTAVIMO SISTEMOSAPRIBOJIMAI

Testas gali duoti klaidingai teigiama (-us) rezultatg (-us) dél kryzminiy reakceijy ir (arba) nespecifinio tam tikry méginio
komponenty sukibimo su surinkimo / detektoriaus antiktinais.

Testas gali duoti klaidingai neigiama (-us) rezultata (-us), nes antigenas nereaguoja j antikiinus, o tai dazniausiai
pasitaiko, jei epitopa uzmaskuoja kai kurie nezinomi komponentai, todé¢l antikiinai negali jy aptikti ar uzfiksuoti.
Antigeno nestabilumas ar skilimas dél laiko ir (arba) temperatiiros taip pat gali duoti klaidingg neigiamg rezultata, nes
tai daro antigeng neatpazjstamg antikinams.

Kiti veiksniai taip pat gali trukdyti testui ir duoti klaidingus rezultatus, pavyzdziui, techninés / procedirinés klaidos,
bandymo komponenty / reagenty gedimas arba trukdanciy medziagy buvimas méginiuose.

Jei testo rezultatas yra neigiamas, nors pacientas turi reikSmingy infekcijos simptomy, rekomenduojama atlikti
papildoma testa, jskaitant PGR arba kulttiros tyrima.

Neigiamas rezultatas turéty biiti vertinamas atsizvelgiant j kity infekcijy tikimybe. Teigiamas rezultatas turéty buti
vertinamas atsizvelgiant | galima papildoma uzsikrétima kita patogenine bakterija.

Jei produkto rezultatai teigiami, bet kokia klinikiné diagnozé, pagrjsta testo rezultatais, turi biiti pagrjsta iSsamiu
atitinkamo gydytojo sprendimu, jskaitant klinikinius simptomus ir kitus svarbius tyrimo rezultatus.

Jei antigeno koncentracija yra maza, testas gali duoti klaidingai neigiama rezultatg. Todél neigiami rezultatai negali
visi$kai atmesti infekcijos galimybés.

Sis produktas skirtas tik SARS-CoV-2, A ir B tipo gripo antigenui aptikti.

TIEKIAMOS MEDZIAGOS
SMFP-77

,»AFIAS COVID-19/Flu Ag Combo“ komponentai

Kasetés dézuté:

- Kasete 24
- Pipetés antgalis (uztraukiamas maiselis) 24
- Ekstrakcijos komplektas

o Ekstrakcijos buferis 24

o Antgalis 24
- Atsarginis kasetés uztraukiamas maiSelis 1
- ID lustas 1
- Naudojimo instrukcijos 1

REIKALINGOSMEDZIAGOS, TIEKIAMOSPAGALPAREIKALAVIMA
Sias prekes galima jsigyti atskirai nuo ,,AFIAS COVID-19/Flu Ag Combo*“.
Norédami gauti daugiau informacijos, susisiekite su miisy pardavimo skyriumi.

AFIAS-1 REF/FPRRO19
AFIAS-6 REF FPRR020
AFIAS-10 REF FPRRO038
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Boditech COVID-19 / Flu Ag kontrolé CFPO-298

MEGINIUPAEMIMASIRAPDOROJIMAS
Meéginio tipas ,,AFIAS COVID-19/Flu Ag Combo* yra zmogaus nosiaryklés tepinélis.
Méginio paémimometodas

Nosiaryklés tepinélis

Nosiaryklés tepinéliy méginiy paémimas

Norédami paimti méginius, j nosies ertmg¢ jkiskite sterily tampong ir §velniai pasukiokite nosiarykléje.

Meginj rekomenduojama tirti iSkart po paémimo. Jei méginys nepanaudojamas i§ karto, jj reikia laikyti 2—-8 °C
temperatiiroje.

Meéginiai, 2 dienas laikyti 2—8 °C temperatiiroje, neparodé jokio rezultaty skirtumo.

Labai rekomenduojama atlikti ,,AFIAS COVID-19/Flu Ag combo“ testa su nosiaryklés tepinélio méginiais, tiesiogiai
paimtais i$ pacienty, naudojant pateikta ekstrakcijos buferinj tirpala.

TESTOPARUOSIMAS

Patikrinkite ,,AFIAS COVID-19/Flu Ag combo* turinj: kaseté, ekstrahavimo mégintuvélio rinkinys, ID lustas,
atsarginis kasetés uztraukiamas maiselis ir naudojimo instrukcijos.

Jei hermetiska kasete, detektoriaus mégintuvélis ir ekstrakcijos buferinis tirpalas buvo laikomi Saldytuve, pries bandyma
bent 30 minuciy palaikykite juos ant Svaraus ir lygaus pavirSiaus kambario temperatiiroje.

IStustinkite antgaliy dézute.

Idékite ID lusta j ,,ID lusto jungtj.

Ijunkite prietaisg ,,ichroma™ testams.

(Issamesnés informacijos ir naudojimo instrukcijy ieskokite prietaiso AFIAS testams naudojimo vadove).

TESTO PROCEDURA

l h Pilnai uzpildykite
(}E’ T &4 méginio ulinelj.

J
- f . fF T ey
E——:gi {F=msi - 15-7;1 &E:Ly "x\r o _\? 3 /
l \71 -+ ~J
= - [ - 1=
a a

[Bendras rézimas: AFIAS-6, AFTAS-1]

1.
2.

Bw

N

9.
10.
I1.

Atidarykite ekstrakcijos buferinio tirpalo mégintuvélio aliuminio folijos dangtelj.

Paimkite méginius steriliu tamponu ir jdékite j ekstrakcijos buferinio tirpalo mégintuvélj. Pasukite sterily tampong 5
kartus ir i8spauskite sterily tampong, kad méginys patekty j buferinj tirpala.

Istraukite sterily tampong i$ ekstrahavimo buferinio tirpalo mégintuvélio.

Toliau spauskite ir stumkite tampong j ekstrahavimo buferinio tirpalo mégintuvélio virsy, kad istrauktuméte jj i§
mégintuvélio.

Sumontuokite antgalj prie ekstrahavimo mégintuvélio virSaus.

Svelniai suspauskite ekstrahavimo buferinio tirpalo mégintuvélj, kad visiskai uzpildytuméte méginio Sulinélj.
Norédami atlikti AFIAS testus, prietaise pasirinkite ,,General Mode*.

Idéekite kasete j kasetes laikikl;.

Ikiskite antgalj j kasetés antgalio angg.

Ekrane bakstelékite piktograma START.

Testo rezultatai bus rodomi ekrane po 20 minuciy.

[Avarinis rezimas: AFIAS-10]

1.

Sk

Bandymo procediira yra tokia pati kaip ,,Bendrasis rezimas: AFIAS-6/AFIAS-1“. (Bendras rezimas: AFIAS-
6/AFIAS-1(D) — ()
Norédami atlikti AFIAS testus, prietaise pasirinkite ,,Emergency Mode*.
Ekrane pasirinkite antgalio tipa (Normal).
Idékite kasete | kasetes laikikl;.
Ikiskite antgalj j kasetés antgalio angg.
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6. Ekrane bakstelékite piktogramg START. 6p
7. Testo rezultatai bus rodomi ekrane po 20 minuciy. '
Pastaba: Norédami pasirinkti méginio tipa, zr. AFIAS testy prietaiso naudojimo vadova.

TESTO REZULTATU AISKINIMAS
AFIAS testy prietaisas automatiskai apskaiciuoja testo rezultata ir parodo jj taip, kaip nurodyta toliau.

COI (ribinis indeksas) = | 2l
Rodmuo
COVID-19 COVID-19 neigiamas COVID-19 teigiamas
A tipo gripas A tipo gripas neigiamas A tipo gripas teigiamas
B tipo gripas B tipo gripas neigiamas B tipo gripas teigiamas

Jei testo rezultatas yra neteisingas, turite atlikti naujg testa su nauja testo kasete ir nauju méginiu.

KOKYBES KONTROLE

o Kokybés kontrolés testai yra geros bandymy praktikos dalis, skirta patvirtinti tikétinus tyrimo rezultatus ir pagristuma,
ir turéty buti atliekami reguliariai.

e Kontroliniai testai turéty buti atlieckami iskart po to, kai atidaroma nauja testy partija, kad bty uZztikrinta, jog testy
rezultatai nesikeicia.

e Kokybés kontrolés testai taip pat turéty buti atliekami, kai kyla klausimy dél testy rezultaty galiojimo.

e Kontrolés medziagos tiekiamos pagal pageidavima. Norédami gauti daugiau informacijos apie kontrolés medziagy
jsigijima, kreipkités pagalbos j ..Boditech Med Inc.“ pardavimo skyriy. (Zitrékite kontrolés medziagos naudojimo
instrukcijg.)

VEIKIMO CHARAKTERISTIKOS

Analitinis jautrumas

Ribiné verté

Ribiné verté yra 1 kaip ribinis koeficientas (angl. Cut off index — COI) gaunamas i$ prietaiso algoritmo.

Aptikimo riba (LOD)
Viruso tipas Koncentracija
SARS-CoV-2 )
COVID-19 (USA/WA1/2020) 0,55x10* TCID50/mL
A/Brlsbane/Q2/20!8 4.4 x 10 pfu/mL
A tino eriva (HIN1)pdm09-tipo virusas
po gripas A/Kansas/14/2017

3
(H3N2)-tipo virus 1,5 x 10" pfu/mL

B/Colorado/06/2017-tipo virusas

4
(B/Victoria/2/87 lincage) 2,0 x 107 pfu/m

B tipo gripas B/Phuket/3073/2013-tipo virusas

3
(B/Yamagata/16/88 lineage) 2,9 x 107 pfu/mL

Analitinis specifiSkumas
KryZminis reaktyvumas
Atliekant ,,AFIAS COVID-19/Flu Ag Combo* testa, nebuvo reik§mingo kryzminio reaktyvumo 30 jvairiy kity virusy ir
36 jvairioms bakterijoms.

Virusas
1 1 tipo adenovirusas 16 Echovirusas 6
2 2 tipo adenovirusas 17 Echovirusas 9
3 3 tipo adenovirusas 18 Enterovirusas 71
4 4 tipo adenovirusas 19 HCMV-AD-169 20
5 6 tipo adenovirusas 20 HSV -1 - F (3A20)
6 7 tipo adenovirusas 21 HSV -2 - MS (4A6)
7 Koronavirusas — FCV (3A2) 22 Tymy virusas
8 Koronavirusas — FIP (2A4) 23 Parotito virusas
9 Koksaki virusas A2 24 Poliomielito virusas - sin3A4)
10 Koksaki virusas A4 25 Kvépavimo sincitinis virusas A
11 Koksaki virusas B1 — conn5 26 Rinovirusas — RV21
12 Koksaki virusas B3 — nancy (5A1) 27 Rinovirusas — RV14
13 Dengés karstligés virusas 28 Rinovirusas — RV71
14 Echovirusas 25 29 Raudonukés virusas
15 Echovirusas 3 30 Zika virusas
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Bakterija
1 Candida albicans 19 Neisseria gonorrhoeae
2 Candida glrata 20 Neisseria meningitidis
3 Candida tropicalis 21 Neisseiria sicca
4 Citrobacter freundii 22 Proteus mirilis
5 Corynebacterium sp. 23 Proteus vulgaris
6 Corynebacterium diphtheriae 24 Pseudomonas aeruginosa
7 Enterococcus faecalis 25 Serratia marcescens
8 Enterococcus gallinarum 26 Staphylococcus aureus
9 Escherichia coli 27 Staphylococcus epidermidis
10 Hemophilus influenzae 28 Stenotrophomonas maltophilia
11 Hemophilus parainfluenzae 29 Streptococcus sp. (D grupé)
12 Klebsiella oxytoca 30 Streptococcus agalactiae (B grupé)
13 Klebsiella pneumoniae 31 Streptococcus anginosus (F grupé)
14 Lactobacillus sp. 32 Streptococcus dysgalactiae (C grupé)
15 Legionella spp 33 Streptococcus dysgalactiae (G grupé)
16 Listeria monocytogenes 34 Streptococcus mutans
17 Moraxella catarrhalis 35 Streptococcus pneumoniae
18 Mycobacterium tuberculosis 36 Streptococcus pyogenes
TrukdZziai

Sios medziagos neturéjo reik§mingo trukdangio poveikio.

Trukdancios medZiagos Koncentracija
1 Nosies purskalai ir lasai 20 %

2 Nosies kortikosteroidai 20 %

3 Homeopatinis vaistas nuo alergijos 20 %

4 Burnos skalavimo skystis (,,Listerinas®) 5 mg/mL
5 Gerklés pastilés, geriamasis anestetikas ir analgetikas 5 mg/mL
6 Antivirusiniai vaistai (,,Tamiflu“; oseltamiviras) 5 mg/mL
7 Antibiotinis nosies tepalas (,,Bactroban*; mupirocinas) 5 mg/mL
8 Visas kraujas 1 %

9 Analgetikas (acetaminofenas) 10 mg/mL
10 Analgetikas (ibuprofenas) 10 mg/mL
11 Povidono jodas 1%

12 Acetilsalicilo rugstis (aspirinas) 20 mg/mL
13 Antibakterinis (cefadroksilis) 5 mg/mL
14 Mucinas (i$ kiaulés skrandzio) 0,5 %
15 Gerklés pastilé (VICKS; cetilpiridinio chloridas) 20 mg/mL
16 Gerklés pastilé (dikalio glicirizinatas) 20 mg/mL
17 Gerklés pastilé (Nandina ekstraktas) 20 mg/mL
Tikslumas

Tarp partijy

Vienaszmogusisbandétris skirtingas,,AFIAS COVID-19/FluAgCombo* partijas,deSimtkarty kiekvienos kontrolinio
standarto koncentracijos.

Tarp asmeny
Trysskirtingi asmenysisbandé vieng ,,AFIAS COVID-19/FluAgCombo* partija, desimtkarty kiekvienos kontrolinio
standarto koncentracijos.

Tarp dieny
Vienas zmogus tris dienas iSbandé vieng ,, AFIAS COVID-19/FluAgCombo* partija, deSimtkarty kiekvienos kontrolinio
standarto koncentracijos.

Tarp viety
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VienasasmuoiSbandé,,AFIAS COVID-19/FluAgCombo* trijoseskirtingose vietose, deSimtkarty kiekvienos kontrolinio
standarto koncentracijos.

Tarp partijy Tarp asmeny
Koncentracija Teigiamy skaiCius ~ Teigiamy Teigiamy Teigiamy skaicius
dalis skaiCius dalis
Neigiama 0/30 0% 0/30 0%
COVID-19 Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama
Neigiama 0/30 0% 0/30 0%
A tipo gripas Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama
Neigiama 0/30 0% 0/30 0%
B tipo gripas Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama
5 Tarp dieny Tarp viety
Koncentracija Teigiamy skaicius ~ Teigiamy Teigiamy Teigiamy skaicius
dalis skaicius dalis
Neigiama 0/30 0% 0/30 0%
COVID-19 Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama
Neigiama 0/30 0% 0/30 0%
A tipo gripas Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama
Neigiama 0/30 0% 0/30 0%
B tipo gripas Nezymiai 30/30 100 % 30/30 100 %
teigiama
Vidutiniskai 30/30 100 % 30/30 100 %
teigiama

Klinikinés veiklos vertinimas
LAFIAS COVID-19/Flu Ag Combo* parodé Siuos klinikinés veiklos rezultatus (predikatas: RT-PCR)

COVID-19 A tipo gripas B tipo gripas
Teigiamy rezultaty 96.8 % (30/31) 96.9 % (31/32) 93.8 % (30/32)
sutapimo procentas
Neigiamy rezultaty 100 % (117/117) 100 % (74/74) 100 % (74/74)
sutapimo procentas

LITERATURA

1. Laboratory testing for 2019 novel coronavirus (2019-nCoV) in suspected human cases Interim guidance (2020) 17 Jan,
WHO.

2. Wolfel et al. Virological assessment of hospitalized cases of coronavirus disease 2019 (2020) Nature. [Epub ahead of
print]

3. Trivedi SU et al. Development and Evaluation of a Multiplexed Immunoassay for Simultaneous Detection of Serum IgG
Antibodies to Six Human Coronaviruses (2019) Sci Rep. 9: 1390

4. Yongchen et al. Different longitudinal patterns of nucleic acid and serology testing results based on disease severity of
COVID-19 patients (2020) Emerg Microbes Infect 20: 1

5. Patric J Gavin, Richard B Thomson. Review of rapid diagnostic tests for influenza. Clinical and applied Immunology
Reviews 4 (2003) 151-172

55 / 62 6



BI0 @ TECHNOLOGY

Dokumento Nr. INS-SF-EN
Perzidréjimo data: 2021 m. geguzés 7 d. (04 versija)

6. Suzanne E. Dale, Christine Mayer, Marie C. Mayer and Marilyn A. Menegus. Analytical and clinical sensitivity of the
3M rapid detection influenza A+B assay. Journal of clinical microbiology, Nov. 2008, p. 3904-3807

7. Christine C. Ginocchio, Frank Zhang, Ryhana Manji et al., Evaluation of multiple test methods for the detection of the
novel 2009 influenza A (HIN10 during the New York City outbreak. Journal of clinical virology 45 (2009) 191-195

8. Chang Kye Lee, Chi Hyun Cho, et al., Evaluation of Sofia fluorescent immunoassay analyzer for influenza A/B virus.
Journal of Clinical Virology 55 (2012) 239-243

9. Michael A. Di Maio, Malaya K. Sahoo, Jesse Waggoner, Benjamin A. Pinsky. Comparsion of Xpert Flu rapid nucleic
acid testing with rapid antigen testing for the diagnosis of influenza A and B. Journal of virological Methods 186 (2012)
137-140

10. Gary P. leonardi, Adele M wilson, Alejandro R. zuretti. Comparison of conventional lateral-flow assays and a new
fluorescent immunoassay to detect influenza viruses. Journal of virological methods 189 (2013) 379-382

11. Comparison of SD BIOLINE rapid influenza antigen test using two different specimens Nasopharyngeal swabs and
nasopharyngeal aspirates. Korean J Clin Microbio. Vol. 13(4):147-150(2010)

Pastaba: norédami identifikuoti jvairius simbolius, Zitirékite toliau esancig lentelg.

Kiekio pakanka <n> testams

Perskaitykite naudojimo instrukcijas

Galiojimo data

Partijos kodas

Katalogo Nr.

Atsargiai

Gamintojas

e > EEg

Jgaliotas Europos Bendrijos atstovas

<
o

In vitro diagnostinis medicininis produktas

Temperaturos riba

Q=

Nenaudokite pakartotinai

( € Sis produktas atitinka direktyvos 98/79/EB reikalavimus in vitro diagnostiniams medicininiams
produktams

Techninés pagalbos prasome kreiptis: Boditech Med Inc. techninés tarnybos Tel. +(82) -33-243-1400
El. pastas sales@boditech.co.kr

d Boditech MedIncorporated

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398 Koréjos Respublika
Tel. +(82) -33-243-1400

Faks. +(82) -33-243-9373

www.boditech.co.kr

IEIE] Obelis s.a

Bd. Général Wahis 53,1030 Brussels, BELGIJA Tel. +(32) -2-732-59-54
Faks. +(32) -2-732-60-03
El. pastas mail@obelis.net
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Document No. : INS-SFCO-EN
Revision date : June 04, 2021 (Rev.03)

BIO @ TECHNOLOGY

Boditech COVID-19/Flu Ag Control

INTENDED USE

Boditech COVID-19/Flu Ag Control is intended for in vitro diagnostic use in the
quality control of SARS-CoV-2/ influenza A/ influenza B antigen assay kit.
For in vitro diagnostic use only.

INTRODUCTION

The use of Boditech COVID-19/Flu Ag Control may be considered as an
objective assessment of the precision of SARS-CoV-2/influenza A/influenza
B antigen assay kits and is an integral part of Good Laboratory Practices.
Boditech COVID-19/Flu Ag Control is provided in lyophilized form.

COMPONENTS

Boditech COVID-19/Flu Ag Control consists of ‘Boditech COVID-19/Flu Ag
Control level 1’, ‘Boditech COVID-19/Flu Ag Control level 2’, ‘Instruction for
Use’ and ‘Barcode Sheet’.

- The level 1 control contains bovine serum albumin (BSA) and sodium azide
as a preservative in PBS.

- The level 2 control contains recombinant SARS-CoV-2 NP protein,
recombinant influenza A NP protein, recombinant influenza B NP protein,
bovine serum albumin (BSA), and sodium azide as a preservative in PBS.

- Each control vial packed in a box.

SAFETY PRECUATIONS AND WARNINGS

- For in vitro diagnostic use only.

- Do not pipette by mouth.

- Exercise proper precautions that would be normally required for handling
laboratory reagents.

- Boditech COVID-19/Flu Ag Control should not be used past the expiration
date.

- Boditech COVID-19/Flu Ag Control is not derived from human-derived
substances. However, since no method can offer complete assurance as to
the absence of infectious agents, these human source materials and all
patient samples should be handled as though capable of transmitting
infectious diseases and should be disposed of as hazardous wastes.

STORAGE AND STABILITY

- Storage and stability condition of Boditech COVID-19/Flu Ag Control.

Unopened Opened
Temperature 2~8°C 2~8°C
St e s Until expiration date 1day

on the label.
- Close the opened Boditech COVID-19/Flu Ag Control bottle tightly after use.

- After use, any residual product should NOT BE RETURNED to the original vial.

- Bacterial contamination of reconstituted Boditech COVID-19/Flu Ag Control
will cause reductions in the stability of many components. If bacterial
contamination is suspected, the vial should be discarded and a fresh vial
needs to be reconstituted.

INSTRUCTIONS FOR USE

Boditech COVID-19/Flu Ag Control is supplied in lyophilized form.
1. Carefully reconstitute each vial of lyophilized with exactly 0.5 mL of
sterilized distilled water.
2. Close the bottle and allow to stand for 30 minutes before use. Ensure
contents are completely dissolved by swirling gently.
Avoid formation of foam. Do not shake.
3. Open the lid of the aluminum foil of the extraction buffer tube.
4. Transfer 50 pL of control using a transfer pipette to the extraction buffer
tube (450 pL).
5.  Mix well by pipetting 10 times.
6. Assemble a nozzle to the top of extraction buffer tube.
*Next step is please follow to the instruction for use of ichroma™
COVID- 19/Flu Ag Combo & AFIAS COVID-19/Flu Ag Combo.

QALLGE02-15  (Rev. 04)

Please refer to package inserts of the test cartridges for detailed test
procedure.

Dispose of any discarded materials in accordance with the requirements of
your local waste management authorities.

In the event of damage to the package, contact the Boditech Med Inc.’s
Technical Services.

MATERIALS SUPPLIED

REF| CFPO-298

Boditech COVID-19/Flu Ag Control Box (2 vials)
Boditech COVID-19/Flu Ag Control level 1 (0.5 mL)
Boditech COVID-19/Flu Ag Control level 2 (0.5 mL)
Instruction for Use

Barcode Sheet

CONTROL VALUE

Boditech COVID-19/Flu Ag Control composed of negative control and
positive control.

Y )

Boditech COVID-19/Flu Result
Ag Control COVID-19 FluA FluB
Level 1 Negative Negative Negative
Level 2 Positive Positive Positive

INTERPRETATION OF THE RESULT

The testing result of the ‘Boditech COVID-19/Flu Ag Control’ should be in
agreement with expected result. If the test results fall outside the expected
result, repeat the test.
Indication for the wrong test result.

- Errors in a manner that testing is performed.

- Use of too cold or too warm Boditech COVID-19/Flu Ag Control.

- Use of expired or contaminated Boditech COVID-19/Flu Ag Control.

- Errors in ichroma™ COVID-19/Flu Ag Combo or AFIAS COVID-19/Flu Ag

Combeo.
- Errors of Boditech’s readers.

QUALITY CONTROL

- Quality control tests are a part of the good testing practice to confirm the
expected results and validity of the assay and should be performed at
regular intervals.

- The control tests should be performed immediately after opening a new
test lot to ensure the test performance is not altered.

- Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.

For Technical Assistance

Boditech Med Inc.’s Technical Services at
Tel: +82 (33) 243-1400

E-mail: sales@boditech.co.kr

“ Boditech Med Inc.

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

Tel: +(82) -33-243-1400

Fax: +(82) -33-243-9373
www.boditech.co.kr

Obelis s.a

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

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

E-Mail: mail@obelis.net

CE€ |IvD
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PASKIRTIS

Boditech COVID-19 / Flu Ag kontrol¢ skirta in vitro diagnostiniam naudojimui, SARS-CoV-2 / A tipo
gripo / B tipo gripo antigeno tyrimo rinkinio kokybés kontrolei.

Tik in vitro diagnostikai.

IVADAS

Boditech COVID-19 / Flu Ag kontrolés naudojimas gali biti laikomas objektyviu SARS-CoV-2 / A tipo
gripo / B tipo gripo antigeno Ag tyrimo rinkiniy tikslumo jvertinimu ir yra neatsiejama geros
laboratorinés praktikos dalis. Boditech COVID-19 / Flu Ag kontrolé tiekiama liofilizuota forma.

KOMPONENTAI

Boditech COVID-19 / Flu Ag kontrole sudaro ,,Boditech COVID-19 / Flu Ag kontrolés 1 lygis®,
,Boditech COVID-19 / Flu Ag kontrolés 2 lygis*, ,,Naudojimo instrukcija“ ir ,,Briik§ninio kodo lapas®.
- 1 lygio kontrol¢je yra galvijy serumo albumino (BSA) ir natrio azido kaip konservanto PBS tirpale.

- 2 lygio kontrole sudaro rekombinantinis SARS-CoV-2 NP baltymas, rekombinantinis A tipo gripo NP
baltymas, rekombinantinis B tipo gripo NP baltymas, galvijy serumo albuminas (BSA) ir natrio azidas
kaip konservantas PBS tirpale.

- Kiekvienas kontrolinis buteliukas supakuotas j dézute. 4 p.

SAUGOS PRIEMONES IR ISPEJIMAI

- Tik in vitro diagnostikai.

- NelasSinkite pipete naudodami burna.

- Imkités tinkamy atsargumo priemoniy, kuriy paprastai prireikty dirbant su laboratoriniais reagentais.

- Boditech COVID-19 / Flu Ag kontrolés negalima naudoti pasibaigus tinkamumo laikui.

- Boditech COVID-19/Flu Ag kontrolé néra gauta i§ zmogaus kilmés medziagy. Taciau, kadangi joks
metodas negali visiSkai uztikrinti, kad néra infekciniy medziagy, $ios zmogaus kilmés medziagos ir visi
pacienty méginiai turéty buti tvarkomi taip, lyg galintys perduoti infekcines ligas, ir turéty biiti Salinami
kaip pavojingos atliekos.

SANDELIAVIMAS IR STABILUMAS

- Boditech COVID-19 / Flu Ag kontrolés laikymo ir stabilumo salygos.

Neatidarius Atidarius

Temperatiira +2 iki +8 °C +2 iki +8 °C

Iki galiojimo laiko pabaigos,
nurodytos etiketéje

- Po naudojimo sandariai uzdarykite atidaryta Boditech COVID-19 / Flu Ag kontrolés buteliuka.

- Po naudojimo produkto liku¢iy NEGALIMA GRAZINTI j originaly buteliuka.

- IStirpintos Boditech COVID-19 / Flu Ag kontrolés uzterSimas bakterijomis sumazins daugelio

komponenty stabiluma. Jei jtariamas bakterinis uzterSimas, buteliukg reikia iSmesti ir paruosti nauja

buteliuka.

Galiojimo laikas 1 diena

NAUDOJIMO INSTRUKCIJOS

Boditech COVID-19 / Flu Ag kontrolé tiekiama liofilizuota forma.

1. Kiekvieng liofilizuotos formos buteliukg atsargiai iStirpinkite tiksliai 0.5 ml sterilizuoto distiliuoto
vandens.
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2. Uzdarykite buteliukg ir leiskite pastovéti 30 minuéiy prie§ naudojima. Svelniai sukdami jsitikinkite,
kad turinys visiskai iStirpo.

Venkite puty susidarymo. Nekratykite.

3. Atidarykite ekstrahavimo buferinio tirpalo mégintuvélio aliuminio folijos dangtelj.

4. Naudodami perpylimo pipete perpilkite 50 uL kontrolinés medziagos i ekstrahavimo buferio
meégintuvelj (450 pl).

5. Gerai sumaiSykite pipete 10 karty.

6. Uzd¢kite antgalj ant ekstrahavimo buferinio tirpalo mégintuvélio virSaus.

*Kitas veiksmas — vadovaukités ichroma™ COVID-19/Flu Ag Combo ir AFIAS COVID-19/Flu Ag
Combo naudojimo instrukcijomis.

ISsamig tyrimo procediirg rasite testo kaseciy pakuotés lapeliuose.
ISmeskite visas iSmestas medziagas pagal vietiniy atlieky tvarkymo institucijy reikalavimus.
Jei pakuoté pazeista, susisiekite su Boditech Med Inc. technine tarnyba.

TIEKIAMOS MEDZIAGOS
CFPO-298
Boditech COVID-19 / Flu Ag kontrolés dézuté (2 buteliukai)

Boditech COVID-19 / Flu Ag kontrolés 1 lygis (0.5 mL) 1
Boditech COVID-19 / Flu Ag kontrolés 2 lygis (0.5 mL) 1
Naudojimo instrukcija 1
Briik$ninio kodo lapas 1
KONTROLES VERTE
Boditech COVID-19/Flu Ag kontrolé¢ susideda i§ neigiamos ir teigiamos kontrolés.
Boditech COVID- Rezultatas
19/Flu Ag kontrolé COVID-19 A tipo gripas B tipo gripas
1 lygis Neigiamas Neigiamas Neigiamas
2 lygis Teigiamas Teigiamas Teigiamas

REZULTATU INTERPRETAVIMAS

Boditech COVID-19/Flu Ag kontrolés testo rezultatas turi atitikti laukiama rezultata. Jei tyrimo
rezultatai neatitinka laukiamo rezultato, pakartokite testa.

Klaidingo tyrimo rezultato indikacija.

- Klaidos atliekant testa.

- Per Saltos arba per Siltos Boditech COVID-19/Flu Ag kontrolés naudojimas.

- Pasibaigusio galiojimo arba uzterStos Boditech COVID-19/Flu Ag kontrolés naudojimas.

- ichroma™ COVID-19/Flu Ag Combo arba AFIAS COVID-19/Flu Ag Combo klaidos.

- Boditech nuskaitymo jrenginiy klaidos.

KOKYBES KONTROLE

- Kokybés kontrolés testai yra geros bandymy praktikos dalis, siekiant patvirtinti laukiamus rezultatus
ir tyrimo pagristuma, todél jie turéty buti atliekami reguliariais intervalais.

- Kontroliniai testai turi biiti atliekami 1§ karto atidarius naujg testo partijg, siekiant uztikrinti, kad testo
rezultatai nepasikeisty.

- Kokybés kontrolés testai taip pat turéty biiti atlieckami kiekvieng karta, kai kyla klausimy dél testo
rezultaty pagristumo.

Techninei pagalbai susisiekite su Boditech Med Inc. technine tarnyba:

Tel.: +82 (33) 243-1400
El. pastu: sales@boditech.co.kr
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ol Boditech Med Inc.

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

Koréjos Respublika

Tel.: +82 -33-243-1400 / Faks.: +82 -33-243-9373
www.boditech.co.kr

Obelis s.a

Bd. Général Wahis 53,
1030 Brussels, BELGIJA
Tel.: +(32) -2-732-59-54
Faks.: +(32) -2-732-60-03
El. pastas: mail@obelis.net
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Boditech Med Inc.
43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

T.+8233 2431400/ F. +82 33 243 9373

Friday, March 1, 2024

STATEMENT

To whom it may concern,

We Boditech Med Inc., a corporation duly organized and existing under the laws of the
Republic of Korea, having its principal office at 43, Geodudaniji 1-gil, Dongnae-myeon,

Chuncheon-si Gangwon-do, 24398 Korea, hereby certify that:
- The product SMFP-43 AFIAS Rota/Adeno is a qualitative product (results are positive,

negative, or indeterminate). For qualitative products we do not provide calibrator
materials.

Yours faithfully,

Eui Yul Choi
Representative Director

Boditech Med Inc.

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won State 24398, KOREA

HIC SN = () 24 ASERRX| T EHA| ELHY HFCEX] 12 43 (24398) Tel +82-33-243-1400 Fax +82-33-243-9373
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Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gangwon-do 24398, Korea

T.+8233 243 1400/ F. +82 33 243 9373

2024 mety kovo mén. 1 d.

PAREISKIMAS

Suinteresuotiems asmenims,

Mes, Boditech med. Inc., korporacija, teisétai jsteigta ir veikianti pagal Koréjos Respublikos
jstatymus, turinti savo pagrindinj biurg 43 Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-i,
Gangwon-do 24398 Koréjos Respublikoje Siuo rastu patvirtiname:

Produktas SMFP-43 Afias Rota/Adeno yra kokybinis produktas (rezultatai yra teigiami,
neigiami arba neapibrézti). Kokybiniams produktams kalibravimo medziagy neteikiame.

Pagarbiai

Eui Yul Choi
Atstovaujantis direktorius

Boditech Med Inc.

Boditech Med Inc. www.boditech.co.kr
43, Geodudanji 1-9il, NAngnae-myean, Chuncheon-si, Gang-won State 24398, KOREA
BICISOIS(3) ZHSYAIR] SMA| BLI0I HEEX| 13 43(24398) Tel +82-33-243-1400 tax +82-33 2439373
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EU DECLARATION OF CONFORMITY

Manufacturer:

European Representative:

Product:

Intended use:

Classification:

Conformity Assessment Route:

We, Boditech Med Inc., herewith declare under our sole responsibility that the above-mentioned product is in

Boditech Med Inc.

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

(SRN: KR-MF-000011028)

Obelis s.a.
Bd. Général Wahis, 53, 1030 Brussels, Belgium
(SRN: BE-AR-000000106)

AFIAS-10

- Catalog No.: FPRR038
- Basic UDI-DI: 880613301031BM

AFIAS-10 is an analyzer intended for use in conjunction with fluorescence
immunoassay (FIA) kits for quantitative, semi-quantitative and qualitative

measurements of various analytes.
For in vitro diagnostic use only.

Class A (Rule 5)
- According to the Annex VIl of the REGULATION (EU) 2017/746

According to the Annex Il and Annex il of the REGULATION (EU) 2017/746

conformity with the following European Union harmonisation legislation.

e REGULATION (EU) 2017/746 OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 April 2017 on in vitro

diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU
e DIRECTIVE 2011/65/EU OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment

e COMMISSION DELEGATED DIRECTIVE (EU) 2015/863 of 31 March 2015 amending Annex Il to Directive
2011/65/EU of the European Parliament and of the Council as regards the list of restricted substances

All supporting documentation is retained under the premises of the manufacturer

Standards applied:

Place, Date of Issue:

Signature:

www.boditech.co.

EN ISO 13485:2016, EN 13612:2002, EN ISO 14971:2019,

EN ISO 15223-1:2021, EN 1SO 18113-1:2011, EN I1SO 18113-3:2011,

EN 61010-1:2010, EN 61010-2-101:2017, EN IEC 61326-1:2021,
EN IEC 61326-2-6:2021, EN 62304:2006, EN 62366-1:2015,
ISO/TR 20416:2020, IEC 62321-1:2013

Chuncheon, Republic of Korea, February 27, 2023

Gl

Iiur ul Choi / CEO

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Korea

HICISH S(F) 28T ZHA| S HECR| 12043 Tel +82-33-243-1400 Fax +82-33-243-9373 DOL-YDR--



ES atitikties deklaracija

Gamintojas: Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,
Gang-won-do, 24398, Koréjos Respublika
(SRN: KR-MF-000011028)

Atstovas Europoje: Obelis s.a.
Bd. General Wahis, 53, 1030 Brussels, Belgija
(SRN: BE-AR-000000106)

Produktas: AFIAS-10
- Katalogo nr.: FPRR038
- Pagrindinis UDI-ID: 880613301031BM

Paskirtis: AFIAS-10 yra analizatorius, skirtas naudoti kartu su fluorescenciniy
imunotyrimy (FIA) rinkiniais kiekybiniams, pusiau kiekybiniams ir
kokybiniams jvairiy anali¢iy matavimams.

Tik in vitro diagnostiniam naudojimui.

Klasifikacija: A klasé (5 taisyklé)
- Pagal (ES) Reglamento 2017/746 VIII prieda

Atitikties jvertinimo btidas: Pagal (ES) Reglamento 2017/746 11 ir III priedus

Mes, Boditech Med Inc., $iuo dokumentu pagal savo atsakomybe¢ skelbiame, kad nurodyti produktai atitinka Europos Sajungos
darniaja teisg.
e 2017 m. balandzio 5 d. Europos Parlamento ir Tarybos (ES) Reglamentas 2017/746 dél in vitro diagnostikos medicinos
prietaisy ir panaikinanti Direktyva 98/79/EB ir Komisijos sprendima 2010/227/ES.
e 2011 m. birzelio 8 d. Europos Parlamento ir Tarybos Direktyva 2011/65/EB dél tam tikry pavojingy medziagy elektrinéje
ir elektroninéje jrangoje naudojimo ribojimo.
e 2015 m. kovo 31 d. Komisijos deleguotoji direktyva (ES) 2015/863 papildanti II Europos Parlamento ir Tarybos
direktyvos 2011/65/ES prieda dél draudziamy medziagy saraso.

Visa palaikomoji dokumentacija saugoma gamintojo patalpose.

Taikomi standartai: EN ISO 13485:2016, EN 13612:2002, EN ISO 14971:2019,
EN ISO 15223-1:2021, EN ISO 18113-1:2011, EN ISO 18113-3:2011,
EN 61010-1:2010, EN 61010-2-101:2017, EN 61326-2-6:2020,
EN 62304:2006, EN 62366-1:2015, ISO/TR 20416:2020, IEC 62321:2008

I8leidimo vieta, data: Chuncheon, Kor¢jos Respublika, 2023 m. vasario mén. 27 d.

Parasas: /parasas/
Eul Yul Choi / Generelinis direktorius

Boditech Med Inc. www.boditech.co.kr DOC-IVDR-1-11 (perz. 01)
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Koréjos Respublika

Tel.: +82-33-243-1400 Faks.: +82-33-243-9373
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European Representative:

Product;

Classification:

Conformity Assessment Route:

conformity.

Standards applied:

Place, Date of Issue:

Signature:
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DECLARATION OF CONFORMITY

Boditech Med Inc.
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Republic of Korea

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

AFIAS CRP
Cat. No. : SMFP-2

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

device)

Self-Declaration Route According to the Annex Ill of the IVDD

We herewith declare that the above mentioned products meet 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

ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,

EN I1SO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN I1SO 18113-2:2011

Chuncheon, Korea, May 20, 2022

Boditech Med Inc. www.boditech.co.kr
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA FADGE -1 (Rev. 0G]
HIC[HIH = (F) 2T FHA| SLIH HFEX[ 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373



ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geoduri, Dongnaemyeon
Chuncheon, Gangwondo, 24398
REPUBLIC OF KOREA

Europos atstovas: OBELIS S.A
Bd. Geberal Wahis 53,
1030 Bruselis,
Belgija

Produktas: AFIAS CRP
Produkto nr.: SMFP-2

Klasifikacija: KITI ( nejtrauktas j IVDD II prieda, nesavavaldis tyrimo
jrenginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD III PRIEDU.

Siuo dokumentu mes skelbiame, kad auk$¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: ISO 15223-1:2016, EN ISO 13485:2016, EN13612:2002,
EN 13640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-
1:2011, EN ISO 18113-2:2011

I8davimo vieta ir data:

Parasas:



DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

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

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

Product: Boditech CRP Control

Cat. No. : CFPO-100

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 products meet 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

9J1] 4o} Joadsay

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

Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022
Signature:
o
Boditech Med Inc. www.boditech.co.kr RA-DOC-1II-20 (Rev. 03)

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
HICIHO = (F) Ze EHA S HSTRI 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geoduri, Dongnaemyeon
Chuncheon, Gangwondo, 24398
REPUBLIC OF KOREA

Europos atstovas: OBELIS S.A
Bd. Geberal Wahis 53,
1030 Bruselis,
Belgija

Produktas: i-CHROMA™ CRP kontrolé
Produkto nr.: CFPO-100

Klasifikacija: KITI ( nejtrauktas j IVDD II prieda, nesavavaldis tyrimo
jrenginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD III PRIEDU.

Siuo dokumentu mes skelbiame, kad auk$¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: EN ISO 15223-1:2016, EN ISO 13485:2016,
EN 13612:2002, EN ISO 23640:2015,
EN 13641:2002, EN ISO 14971:2012,
EN ISO 17511:2003, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

Isdavimo vieta ir data: Chuncheon, Kor¢ja, 2022 mety geguzés mén. 20 diena

Parasas: /parasas/
Dr. Eui Yul Choi/generalinis direktoius




DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

=
=
=
O
=
Q

Gang-won-do, 24398, Republic of Korea

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

Product: Boditech CRP Calibrator
Cat. No. : CFPO-112

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 Ili of the IVDD

We herewith declare that the above mentioned products meet the provisions of the Council Directive 98/79/EC

aJl] 10} }0adsay

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.

Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN I1SO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN I1SO 17511:2021, EN I1SO 18113-1:2011,
EN ISO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022
Signature:
.
Boditech Med Inc. www.boditech.co.kr RA-DOC-III-21 (Rev. 03)

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
HICIEN0I=(F) A FHA| SLM HSCTX) 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




Manufacturer:
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European Representative:

Product:

Classification:

Conformity Assessment Route:

ajl} 10} Joadsay

Standards applied:

Place, Date of Issue:

Signature:

ADOTONHDIL @ OlE
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DECLARATION OF CONFORMITY

Boditech Med Inc.
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Republic of Korea

OBELIS SA
Bd. Général Wahis 53, 1030 Brussels, Belgium

AFIAS HbA1c
Cat. No. : SMFP-28

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

Self-Declaration Route According to the Annex lIl of the IVDD

We herewith declare that the above mentioned products meet 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.

EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN 1SO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

Chuncheon, Korea, May 20, 2022

Boditech Med Inc. www.boditech.co.kr
43, Geodudanii 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
BICIEIDIS () 2 e =HA SLHH HECX[ 124 43 Tel +82-33-243-1400 Fax +82-33-243-9373



DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-sj,
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Gang-won-do, 24398, Republic of Korea

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

Product: Boditech HbA1c Control
Cat. No. : CFPO-96

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 Ill of the IVDD

We herewith declare that the above mentioned products meet the provisions of the Council Directive 98/79/EC

9J1| 10} }0adsay

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.

Standards applied: EN 1SO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN 1SO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022
Signature:
.
Boditech Med Inc. www.boditech.co.kr RAYOCIII o2l Rev 03)

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
BICIHI=(F) Bz 2HA| SLHH {0 120 43 Tel +82-33-243-1400 Fax +82-33-243-9373




DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si,
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Q

Gang-won-do, 24398, Republic of Korea

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

Product: Boditech HbA1c Calibrator
Cat. No. : CFPO-108

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 IVDD

We herewith declare that the above mentioned products meet 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

9J1] 4o} Joadsay

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

Standards applied: EN ISO 15223-1:2021, EN 1SO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN 1SO 18113-1:2011,
EN ISO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022
Signature:
o
Boditech Med Inc. www.boditech.co.kr RA-DOC-II-23 (Rev. 03)

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
BICIHOE(F) YT A SUHH HFCX[ 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373
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Manufacturer:
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European Representative:

Product:

Classification:

Conformity Assessment Route:

conformity.

Standards applied:

Place, Date of Issue:

Signature:
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DECLARATION OF CONFORMITY

Boditech Med Inc.
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Republic of Korea

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

AFIAS Tn-| Plus
Cat. No. : SMFP-35

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

device)

Self-Declaration Route According to the Annex Il of the IVDD

We herewith declare that the above mentioned products meet 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

EN 1SO 15223-1:2021, EN 1SO 13485:2016, EN 13612:2002,
EN I1SO 23640:2015, EN 13641:2002, EN 1SO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN 1SO 18113-2:2011

Chuncheon, Korea, May 20, 2022

Dr. Eui Yul Choi / CEO

Boditech Med Inc. www.boditech.co kr
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
HICIBIOE(F) e ZHA SUH HFTX[ 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373



DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si,

=
>
E
O
3
Q

Gang-won-do, 24398, Republic of Korea

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

Product: Boditech Tn-I Plus Control
Cat. No. : CFPO-212

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 Ill of the IVDD

We herewith declare that the above mentioned products meet the provisions of the Council Directive 98/79/EC

3Jl] 10} Joadsay

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.

Standards applied: EN I1SO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN I1SO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN 1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022

Signature:

Dr. Eui Yul Choi / CEO

ADOTONHD3IL @ 018

Y

Boditech Med Inc. www.boditech.co.kr RA-DOC-III-45 (Rev. 02)
43, Geodudanii 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
BICIEDE(F) ZHE =HA| SLI HEEX 12043 Tel +82-33-243-1400 Fax +82-33-243-9373




DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

=
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3
Q

Gang-won-do, 24398, Republic of Korea

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

Product: Boditech Tn-I Plus Calibrator
Cat. No. : CFPO-213

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 IIt of the IVDD

We herewith declare that the above mentioned products meet the provisions of the Council Directive 98/79/EC

3JI] 10} Joadsay

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.

Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN 1SO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN I1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022
3 Signature:
°
Boditech Med Inc. www.boditech.co.kr RA-DOC-I1I-46 (Rev. 02)

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
HICEOE (F) ZA e EHA S HFEX 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

=
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Q

Gang-won-do, 24398, Republic of Korea

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

Product: AFIAS Rota/Adeno
Cat. No. : SMFP-43

Classification: Others

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

A
D
_g Conformity Assessment Route: Self-Declaration Route According to the Annex ill of the IVDD
D
2
—ry We herewith declare that the above mentioned products meet the provisions of the Council Directive
2 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.
Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN ISO 18113-2:2011
Place, Date of Issue: Chuncheon, Korea, May 20, 2022
Signature:

A9070NHD3IL @ 0l8

y

Boditech Med Inc. www.boditech.co.kr
43, Geodudaniji 1-gif, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA
HICIEIE(F) B/ =HA| SLHH HFCX[ 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373
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DECLARATION OF CONFORMITY

Manufacturer:

European Representative:

Product:

Classification:

Conformity Assessment Route:

Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Republic of Korea

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

Boditech Rota/Adeno Control
Cat. No. : CFPO-164

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

device)

Self-Declaration Route According to the Annex Ill of the IVDD

We herewith declare that the above mentioned products meet 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.

Standards applied:

Place, Date of Issue:

Signature:

EN 1SO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN 1SO 23640:2015, EN 13641:2002, EN I1SO 14971:2019,
EN 13975:2003, EN I1SO 17511:2021, EN ISO 18113-1:2011,
EN 1SO 18113-2:2011

Chuncheon, Korea, May 20, 2022

RA-DOC-111-103 (Rev. 02)



DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si,

Gang-won-do, 24398, Republic of Korea

o
J
R
o
3
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European Representative: OBELIS SA.
Bd. Général Wahis 53, 1030 Brussels, Belgium

Product: AFIAS COVID-19/Flu Ag Combo
Cat. No. : SMFP-77

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 IVDD

We herewith declare that the above mentioned products meet the provisions of the Council Directive 98/79/EC

aJl] 1o} Joadsay

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.

Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2019,
EN 13975:2003, EN ISO 17511:2021, EN ISO 18113-1:2011,
EN 1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022

Signature:

ADOTONHD3L @ Ol8

Y

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA RA-DOC-I-174 (Rev. 01)
BIC|EIHE(F) Ze EHAl SLEH HFCX| 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Inc.

=
>
3
(0]
3
Q

43, Geodudaniji 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: Boditech COVID-19/Flu Ag Conlrol
Cat. No. : LHPO-298

Classification: Others

(Neither listed in the annex II of the IVDD, Non-self-testing

?DU device)

w

o

3°)

(2]

—

3" Conformity Assessment Route: Self-Declaration Route According to the Annex Ill of the IVDD
q

c_ph We herewith declare that the above mentioned products meet 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.

Standards applied: EN ISO 15223-1:2021, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN 1SO 14971:2019,
EN 13975:2003, EN 1SO 17511:2021, EN 1SO 18113-1:2011,
EN I1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, May 20, 2022

Signature:

A9010NHD3IL @ 019

Y

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, KOREA RA-DOC-1II-118 (Rev. 01)
BICIMDIE(F) B A= ZHA S HEX| 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373 '




BIO @ TECHNOLOGY

hditech

Document No. BT-MSDS401
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2019.01.17

I. General Information

A. Product Name/Catalogue Number
: AFIAS CRP / SMFP-2
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
m  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address

: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea

E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

Cartridge

Detection buffer

GHS classification Not applicable

Not applicable

IMDG Code Not applicable

Not applicable

GHS label elements including precautionary

Detection buffer

No data available

Cartridge
Symbols No data available
Signal word No data available

No data available

Hazard statements No data available

No data available

Precautionary statements

Detection buffer

No data available

No data available

No data available

Cartridge
Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

No data available

U Al-GE02-15 (Rev. 02)
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BIO @ TECHNOLOGY

hditech

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS401
Rev. No. 04
Rev. Date 2019.01.17

Other hazards

Cartridge
Detection buffer
Test strip Housing
Health: 1
No data . .
NEPA i Flammability: 1 No data available
available

Physical hazard: 0

lll. Composition/Information on Ingredients

[Cartridge]
Component Synonyms Classification No. Amount (%)
Test line ] )
) No data available No data available 0.0000097
) : Mouse monoclonal Anti-CRP
Test strip :
Control line ) )
o No data available No data available 0.0000097
: Streptavidin
Poly(methyl methacrylate) PMMA 9011-14-7 55 ~70
Housing
Acrylonitrile butadiene styrene ABS 9003-56-9 28 ~ 45
[Buffer]
Component Synonyms Classification No. Amount (%)
Water Dihydrogen Oxide 7732-18-5 99.77
Mouse monoclonal anti- ) )
Fluorescence conjugate No data available 0.22

CRP

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs

of toxicity occur, seek medical attention.

- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,

seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If

breathing is difficult, give oxygen and continue to monitoring
- If swallowed
. If irritation or signs of toxicity occur, seek medical attention.

* The following symptoms may occur: Irreversible eye damage.

* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

U Al-GE02-15 (Rev. 02)
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BIO @ TECHNOLOGY

hditech

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS401
Rev. No. 04
Rev. Date 2019.01.17

*_This.material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.

- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.

- Special measure for fire-fighters

: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive

or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.

- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidential Release Measures

- Personal precautions

* If not danger, stop to leak

* Do not contact with exposed material without protective equipment

* Note the avoid conditions and materials

* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions

: No data available

- Methods and materials for purification and cleaning up

: After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling
* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.

* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask

- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIII. Exposure controls and Personal protection

- Engineering management

: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection

U Al-GE02-15 (Rev. 02)
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BIO@ TECHNOLOGY

hditech

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS401
Rev. No. 04
Rev. Date 2019.01.17

Hand protection

Chemical resisted protective gloves

Eye protection

Chemical resisted eye protection

Skin and body protection

Chemical resisted protective clothes

- Standard of exposure

Chemical

No data available

Biological

No data available

IX. Physical and Chemical properties

Cartridge Detection buffer
Test strip Housing
State _ Natural color or pigment Liquid at 20 °C
No data available
processed color
Odor Odorless Little odorless No data available

Odor threshold value

No data available

No data available

No data available

pH

No data available

Natural

7.83

Melting/

Freezing point

No data available

180 ~ 200°C/

No data available

No data available

Initial

boiling range

boiling point or

No data available

No data available

No data available

Flash point

No flash occurred under
90 °C (Closed-cup)

No data available

No flash occurred under

90 °C (Closed-cup)

Evaporating rate

No data available

No data available

No data available

Lower explosion limit

No data available

No data available

No data available

Upper explosion limit

No data available

No data available

No data available

Vapor pressure

No data available

No data available

No data available

Water solubility

No data available

Not soluble in water,

soluble in acetone

No data available

Density

No data available

1.11

No data available

Vapor density

No data available

No data available

No data available

Specific gravity

No data available

(water=1)

No data available

(water=1)

1.01 (water=1)

N-octan/water

coefficient

partition

No data available

No data available

No data available

Auto-ignition temperature

No data available

No data available

No data available

Decomposition

No data available

No data available

No data available

QkA_GE02-15 (Rev. 02)
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BIO@ TECHNOLOGY

hditech

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS401
Rev. No. 04
Rev. Date 2019.01.17

temperature

Viscosity

No data available

No data available

No data available

Molecular weight

No data available

50,000 ~ 250,000

No data available

X. Stability and Reactivity

Chemical stability

Cartridge
Detection buffer
Test strip Housing
- lrritation or toxic gases - lIrritation or toxic gases
and fume may be occurred - Stable at high and fume may be occurred

in fire-emergency

- Inhalation may harmful

temperature and pressure

in fire-emergency

- Inhalation may harmful

Conditions to avoid

Heat, high temperature

Heat, high
above 200°C

temperature

Heat, high temperature

Materials to avoid

No data available

Oxidizing agent: fire or

explosive risk

No data available

Hazardous decomposition
products formed under fire

conditions

Irritation or toxic gases and fume may be occurred in fire-emergency

XI. Toxicological Information

Cartridge

Detection buffer

Information on the likely routes of exposure

No data available

No data available

Acute toxicity

No data available

No data available

Skin corrosion/Irritation

No data available

No data available

Serious eye damage/Eye irritation

No data available

No data available

Respiratory/Skin sensitization

No data available

No data available

Germ cell mutagenicity

No data available

No data available

Carcinogenicity

No data available

No data available

Reproductive toxicity

No data available

No data available

Specific target organ toxicity(single exposure)

No data available

No data available

Specific target organ toxicity(repeated exposure)

No data available

No data available

Aspiration hazard

No data available

No data available
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Rev. Date 2019.01.17

Xll. Ecological Information

Cartridge

Detection buffer

Toxicity

No data available

No data available

Persistence and degradability

No data available

No data available

Bio-accumulative potential

No data available

No data available

Mobility in soil

No data available

No data available

Other adverse effects

No data available

No data available

Xlll. Disposal Considerations

Test strip Not available
Cartridge
Housing Consider the notice on Waste management act
Detection buffer Not available
XIV. Transport Information
IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

- Not a dangerous good under DOT, IATA, ADR, IMDG or RID.

XV. Regulatory Information

Korea Industrial Safety and Health Act No data available

Korea Hazardous Materials Safety Control Act No data available

Korea Toxic Chemical Control Act No data available

Korea Wastes Control Act No data available

Other internal and foreign acts No data available
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XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDS401
Perzitiros nr.: 04
Perzitiros data: 2019-01-17

I SKIRSNIS. (Cheminés) MedzZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
AFIAS CRP / SMFP-2
B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
1144-2, Geoduri, Dongnae-myeon, Chucheon-si, Gangwon-do, Koréja.
E. Atstovas regionui:
Tiekéjas: UAB ,,Interlux“
Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva
Tel.: £370 5 2786850, faks.: +370 5 2796728
Tiekéjo tinklalapis: www.interlux.It
Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It
F. Pagalbos telefono numeris:
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

Kaseté Aptikimo buferis
GHS klasifikacija Netaikoma Netaikoma
IMDG kodas Netaikoma Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Kaseté Aptikimo buferis

Simboliai

Duomeny néra

Duomeny néra

Signalinis zodis

Duomeny néra

Duomeny néra

Pavojaus frazés

Duomeny néra

Duomeny néra

Atsargumo nurodymai

Kaseté Aptikimo buferis
Prevencija Duomeny néra Duomeny néra
Reakcija Duomeny néra Duomeny néra
Sandéliavimas Duomeny néra Duomeny néra
ISmetimas Duomeny néra Duomeny néra

OFAIGE02-15 (Perz. 02)

1/6



kdrt€ch

Dokumento nr.: BT-MSDS401
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 04
Perzitiros data: 2019-01-17
Kiti pavojai
Kaseté i .
Testo juostelé Korpusas Aptikimo buferis
Sveikata: 1
NEPA Duomeny néra Degumas: 1 Duomeny néra

Fizinis pavojus: 0

IIT SKIRSNIS. Sudétis arba informacija apie sudedamasias dalis

[Kaseté]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)

Testo linija Duomeny néra Duomeny néra 0.0000097
: Pelés

Testo iuostels monokloninis  anti-

€Sto juostele CRP

Kontrolés linija Duomeny néra Duomeny néra 0.0000097
: Streptavidinas
Poli(metil PMMA 9011-14-7 55~70

Korpusa metakrilatas)

rpusas Akrilnitrilo ABS 9003-56-9 28~ 45

butadieno stirenas

[Buferis]

Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Vanduo Divandenilio oksidas 7732-18-5 99.77
Pelés monokloninis anti- Fluorescencijos Duomeny néra 0.22
CRP konjugatas

IV SKIRSNIS. Pirmosios pagalbos priemonés
- Patekus | akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités | gydytoja.

- Patekus ant odos:

Pasalinkite poveikio Saltinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Ikvépus:

Nedelsdami kreipkités j gydytoja. PerneSkite nukentéjusjjj j gryna org. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauciy dirbtinj kvépavimg. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau

stebekite.
- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
*Galimi tokie simptomai: negriztamas akiy pazeidimas.
*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. PrieSgaisrinés priemonés
QAL GE02-15 (Perz. 02)
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Dokumento nr.: BT-MSDS401
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 04
Perzitiros data: 2019-01-17

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas gali
biti kenksmingas

- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. Ivykus
gaisrui, gali i§siskirti édrios arba toksinés dujos ir dimai. Jy jkvépimas gali biiti kenksmingas

- Apsauginé jranga ir atsargumo priemonés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemoneés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidémekite salygas ir medziagas, kuriy reikéty vengti.

*Nejkveépkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemongs:

Duomeny néra.

- ISgryninimo ir valymo medziagos ir metodai:

Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemonés:

*Stenkités netrinti odos.

*Isidémékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kaukeé.
- Saugaus darbo metodas:

*Isidémekite salygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- Inzinerinés priemonés:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmening¢ apsauging jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspariis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.
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Dokumento nr.: BT-MSDS401
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziiiros nr.: 04
Perzitiros data: 2019-01-17
IX SKIRSNIS. Fizinés ir cheminés savybés
Kasete Aptikimo buferis
Testo juostelé Korpusas
Bil Duomeny néra Nattirali spalva arba Skystis prie 20°C
tsena .
pigmentu apdorota
spalva
Kvapas Bekvapé Nedidelis kvapas Duomeny néra
Kvapo atsiradimo riba Duomeny néra Duomeny néra Duomeny néra
pH Duomeny néra Nattralus 7.83
Lydymosi/uzsalimo . 180 ~200°C / .
_ Duomeny néra ) Duomeny néra
temperatura Duomeny néra
Pirminé virimo
temperatiira arba virimo Duomeny néra Duomeny néra Duomeny néra
intervalas
Plitinsnio temperatiira Plitipsnio iki 90°C néra Duomenu néra Plitpsnio iki 90°C néra
P P (Uzdarytas indelis) k& (Uzdarytas indelis)

Garavimo greitis

Duomeny néra

Duomeny néra

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

Gary slégis

Duomeny néra

Duomeny néra

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Vandenyje netirpus,
tirpus acetone

Duomeny néra

Tankis

Duomeny néra

1.11

Duomeny néra

Gary tankis

Duomeny néra

Duomeny néra

Duomeny néra

Specifinis sunkis

Duomeny néra
(vanduo = 1)

Duomeny néra
(vanduo = 1)

1.01 (vanduo = 1)

N-oktano/vandens
paskirstymo
koeficientas

Duomeny néra

Duomeny néra

Duomeny néra

Savaiminio uzsidegimo
temperatura

Duomeny néra

Duomeny néra

Duomeny néra

Irimo temperatiira

Duomeny néra

Duomeny néra

Duomeny néra

Klampa

Duomeny néra

Duomeny néra

Duomeny néra

Molekulinis svoris

Duomeny néra

50,000 ~ 250,000

Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

Kaseté
Testo juostelé Korpusas Aptikimo buferis

o .Kl}us galsru, gali Stabilus prie auksty ., .Kl.lu's gatstul, gali
.. . iSsiskirti  édrios arba _ . - i$siskirti  édrios arba
Cheminis stabilumas . . . temperatiiry ir auksto . . .
toksinés dujos ir toksinés dujos ir

o slégio o

dumai dumai.
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Perzitiros nr.: 04
Perzitiros data: 2019-01-17

- lkvépimas gali Dbiiti - Jkvépimas gali buti

kenksmingas. kenksmingas.
Venetinos salveos Karstis, aukSta Karstis, auksSta Karstis, auksta
& ave temperatira. temperatiira vir§ 200°C  temperatiira

Oksiduojancios
medziagos: gaisro arba Duomeny néra
sprogimo rizika

Vengtinos medziagos Duomeny néra

Pavojingi irimo produktai,
susidarantys gaisro metu

Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir dimai.

XI SKIRSNIS. Toksikologiné informacija

Kaseté Aptikimo buferis

Informacija apie tikétinus poveikio
biidus

Duomeny néra

Duomeny néra

Umus toksiskumas

Duomeny néra

Duomeny néra

Odos ésdinimas/dirginimas

Duomeny néra

Duomeny néra

Smarkus akiy pazeidimas/akiy
dirginimas

Duomeny néra

Duomeny néra

Kvépavimo/odos jautrinimas

Duomeny néra

Duomeny néra

Lytiniy lasteliy mutageniSkumas

Duomeny néra

Duomeny néra

Kancerogeniskumas

Duomeny néra

Duomeny néra

Toksiskumas reprodukcijai

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkreciam
organui (vienkartinis poveikis)

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkreciam
organui (kartotinis poveikis)

Duomeny néra

Duomeny néra

Aspiracijos pavojus

Duomeny néra

Duomeny néra

XII SKIRSNIS. Ekologiné informacija

Kaseté Aptikimo buferis

ToksiSkumas

Duomeny néra

Duomeny néra

Patvarumas ir skaidomumas

Duomeny néra

Duomeny néra

Bioakumuliacijos potencialas

Duomeny néra

Duomeny néra

Judrumas dirvozemyje

Duomeny néra

Duomeny néra

Kiti Salutiniai poveikiai

Duomeny néra

Duomeny néra

XIII SKIRSNIS. Atlieky tvarkymas

Testo juostelé
Kaseté Korpusas

Duomeny néra
ISmeskite pagal Atlieky valdymo
potvarkj.

Aptikimo buferis Duomeny néra
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Dokumento nr.: BT-MSDS401
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziiiros nr.: 04
Perzitiros data: 2019-01-17
XIV SKIRSNIS. Informacija apie gabenima
IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra
Nepavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.
XYV SKIRSNIS. Informacija apie reglamentavimg
Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koré¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS aprasyta informacija ir rekomendacijos $iuo metu yra teisingos.
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Dokumento nr.: BT-MSDC31
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 05
Perzitros data: 2023-09-12

I SKIRSNIS. (Cheminés) MedzZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech CRP Control / CFPO-100

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: /n vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux“

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt
F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

GHS Kklasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra

Signalinis zodis

Duomeny néra

Pavojaus frazés

Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
Kiti pavojai

NEPA Duomeny néra
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Dokumento nr.: BT-MSDC31
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 05
Perzitros data: 2023-09-12

IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis

Komponentas Sinonimai Klasifikacijos nr. Koncentracija
Arklio serumas Duomeny néra Duomeny néra 99 %
Natrio azidas NaN3- 26628-22-8 0.1 %

Visus chemikalus rekomenduojame tvarkyti atsargiai.

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus j akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiSkia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités | gydytoja.

- Ikvépus:

Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji j gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauc¢iy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

*QGalimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. PrieSgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas gali
biiti kenksmingas

- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, paSalinkite talpyklas. Ivykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir dimai. Jy jkvépimas gali buti
kenksmingas

- Apsauginé jranga ir atsargumo priemongs gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemongés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidéemekite salygas ir medziagas, kuriy reikéty vengti.

*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- ISgryninimo ir valymo medZiagos ir metodai:

Absorbave veikianc¢ias medziagas, i§valykite su valikliu ir vandeniu.
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Dokumento nr.: BT-MSDC31
Perzitiros nr.: 05
Perzitros data: 2023-09-12

VII SKIRSNIS. Naudojimas ir sandéliavimas
- Saugaus darbo atsargumo priemonés:
*Stenkités netrinti odos.

*Isidémékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.
* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kaukeé.

- Saugaus darbo metodas:
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- InZinerinés priemonés:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.

- Asmening¢ apsauging jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspartis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Biisena Skystis esant 20 °C

Kvapas Duomeny néra

Kvapo atsiradimo riba Duomeny néra

pH 7.83

L i/uzsali .
ydymos_l/uzsa 1mo Duomeny néra

temperatura

Pirminé virimo

temperatiira arba virimo Duomeny néra

intervalas

Plitipsnio néra, kai
temperatlira Zemesné

Plilipsnio temperatira nei 101 °C (uzdarytas

indas)
Garavimo greitis Duomeny néra
Apatiné sprogimo riba Duomeny néra
Virsutiné sprogimo riba Duomeny néra
Gary slégis Duomeny néra
Tirpumas vandenyje Duomeny néra
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Dokumento nr.: BT-MSDC31
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 05
Perziiiros data: 2023-09-12
Tankis Duomeny néra
Gary tankis Duomeny néra
Specifinis sunkis 1.01 (vanduo = 1)
N-oktano/vandens
paskirstymo Duomeny néra
koeficientas
Savaiminio uzsidegimo .
_ Duomeny néra
temperatura
Irimo temperatiira Duomeny néra
Klampa Duomeny néra
Molekulinis svoris Duomeny néra
X SKIRSNIS. Stabilumas ir reakcingumas
- Kilus gaisrui, gali iSsiskirti édrios dujos ir
Cheminis stabilumas diimai
- Ikvépimas gali buti kenksmingas.
Vengtinos sglygos Karstis, auksta temperatiira.
Vengtinos medziagos Duomeny néra
Pavopng rmo Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai.
produktai, susidarantys
gaisro metu
XI SKIRSNIS. Toksikologiné informacija
Aptikimo buferis
Informacija apie tikétinus poveikio Duomeny néra
btdus
Umus toksiskumas Duomeny néra
Odos ésdinimas/dirginimas Duomeny néra
Smarkus  akiy = pazeidimas/akiy Duomeny néra
dirginimas
Kvépavimo/odos jautrinimas Duomeny néra
Lytiniy lasteliy mutageniskumas Duomeny néra
Kancerogeniskumas Duomeny néra
Toksiskumas reprodukcijai Duomeny néra
Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)
Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)
Aspiracijos pavojus Duomeny néra
XII SKIRSNIS. Ekologiné informacija
Aptikimo buferis
ToksiSkumas Duomeny néra
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Patvarumas ir skaidomumas Duomeny néra
Bioakumuliacijos potencialas Duomeny néra
Judrumas dirvozemyje Duomeny néra
Kiti Salutiniai poveikiai Duomeny néra
XIIT SKIRSNIS. Atlieky tvarkymas
Duomeny néra.
XTIV SKIRSNIS. Informacija apie gabenima
IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra
XV SKIRSNIS. Informacija apie reglamentavima
Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Kor¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos S$iuo metu yra
teisingos.
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BIO @ TECHNOLOGY

MATERIAL SAFETY DATA SHEET

Document No.

BT-MSDSC31

Rev. No.

05

Rev. Date

2023. 09. 12

I. General Information

A. Product Name/Catalogue Number
: Boditech CRP Control / CFPO-100
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
m  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

GHS classification

Not applicable

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

No data available

Precautionary statements

Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

Other hazards

NEPA

No data available
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BIO @ TECHNOLOGY

Document No. BT-MSDSC31

MATERIAL SAFETY DATA SHEET Rev. No. 05

Rev. Date 2023. 09. 12

lll. Composition/Information on Ingredients

Component Synonyms Classification No. Concentration
Horse serum No data available No data available 99 %
Sodium Azide NaN;- 26628-22-8 0.1%

We recommend handling all chemicals with caution.

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.
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Document No. BT-MSDSC31

MATERIAL SAFETY DATA SHEET Rev. No. 05

Rev. Date 2023. 09. 12

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available
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BIO @ TECHNOLOGY

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDSC31
Rev. No. 05
Rev. Date 2023.09. 12

IX. Physical and Chemical properties

State

Liquid at 20 °C

Odor

No data available

Odor threshold value

No data available

pH

7.83

Melting/Freezing point

No data available

Initial boiling point or boiling range

No data available

Flash point

No flash occurred under 101 °C (Closed-cup)

Evaporating rate

No data available

Lower explosion limit

No data available

Upper explosion limit

No data available

Vapor pressure

No data available

Water solubility

No data available

Density

No data available

Vapor density

No data available

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stabilit
Y - Inhalation may harmful

Conditions to avoid Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions
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BIO @ TECHNOLOGY

Document No. BT-MSDSC31
MATERIAL SAFETY DATA SHEET Rev. No. 05
Rev. Date 2023. 09. 12
Xl. Toxicological Information
Detection buffer
Information on the likely routes of exposure No data available
Acute toxicity No data available
Skin corrosion/Irritation No data available
Serious eye damage/Eye irritation No data available
Respiratory/Skin sensitization No data available
Germ cell mutagenicity No data available
Carcinogenicity No data available
Reproductive toxicity No data available
Specific target organ toxicity(single exposure) No data available
Specific target organ toxicity(repeated exposure) No data available
Aspiration hazard No data available
Xll. Ecological Information
Detection buffer
Toxicity No data available
Persistence and degradability No data available
Bio-accumulative potential No data available
Mobility in soil No data available
Other adverse effects No data available
Xlll. Disposal Considerations
Not available
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BIO @ TECHNOLOGY

Document No. BT-MSDSC31
MATERIAL SAFETY DATA SHEET Rev. No. 05
Rev. Date 2023. 09. 12
XIV. Transport Information
IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Non-Hazardous for Air Transport

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS519
Rev. No. 02
Rev. Date 2020. 09. 14

I. General Information

A. Product Name/Catalogue Number
: Boditech CRP Calibrator / CFPO-112
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
®  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address

: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea

E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

GHS classification

Not applicable

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

No data available

Precautionary statements

Prevention

No data available

Reaction

No data available

Storage

No data available

Disposal

No data available

Other hazards

NEPA

No data available

lll. Composition/Information on Ingredients

Component Synonyms

Classification No.

Concentration

Glass Silicon dioxide

> 73%

We recommend handling all chemicals with caution.

L Al-GE02-15 (Rev. 02)

1/5




Document No. BT-MSDS519
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO,, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VIl. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.
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Document No. BT-MSDS519

MATERIAL SAFETY DATA SHEET Rev. No. 02

Rev. Date 2020. 09. 14

* Note the avoid conditions and materials from fire or flame.

* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask

- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management

: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection

Chemical resisted respiratory protection

Hand protection

Chemical resisted protective gloves

Eye protection

Chemical resisted eye protection

Skin and body protection

Chemical resisted protective clothes

- Standard of exposure

Chemical

No data available

Biological

No data available

IX. Physical and Chemical properties

State

Solid

Odor

No data available

Odor threshold value

No data available

pH

No data available

Melting/Freezing point

No data available

Initial boiling point or boiling range

No data available

Flash point

No data available

Evaporating rate

No data available

Lower explosion limit

No data available

Upper explosion limit

No data available

Vapor pressure

No data available

Water solubility

No data available

Density

No data available

Vapor density

No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS519
Rev. No. 02
Rev. Date 2020. 09. 14

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stability

- Inhalation may harmful

Conditions to avoid

Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions

Xl. Toxicological Information

Information on the likely routes of exposure

No data available

Acute toxicity

No data available

Skin corrosion/Irritation

No data available

Serious eye damage/Eye irritation

No data available

Respiratory/Skin sensitization

No data available

Germ cell mutagenicity

No data available

Carcinogenicity

No data available

Reproductive toxicity

No data available

Specific target organ toxicity (single exposure)

No data available

Specific target organ toxicity (repeated exposure)

No data available

Aspiration hazard

No data available

Xll. Ecological Information

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS519
Rev. No. 02
Rev. Date 2020. 09. 14

Mobility in soil

No data available

Other adverse effects

No data available

Xlll. Disposal Considerations

Not available

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Non-Hazardous for Air Transport

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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Dokumento nr.: BT-MSDS519
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 02
Perzitros data: 2020-09-14

I SKIRSNIS. (Cheminés) MedzZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech CRP Calibrator / SMFP-112

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: /n vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux“

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt
F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

GHS Kklasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra

Signalinis zodis

Duomeny néra

Pavojaus frazés

Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
Kiti pavojai

NEPA Duomeny néra
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Dokumento nr.: BT-MSDS519
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 02
Perzitros data: 2020-09-14

IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis

Komponentas Sinonimai Klasifikacijos nr. Koncentracija
Stiklas Silikono dioksidas 7631-86-9 >73%

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus j akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

- Ikvépus:

Nedelsdami kreipkités i gydytoja. Perneskite nukentéjusjjj i gryng org. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauc¢iy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebékite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

*QGalimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. PrieSgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CTURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir domai. Jy jkvépimas gali
biti kenksmingas

- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. [vykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diomai. Jy jkvépimas gali bati
kenksmingas

- Apsauginé jranga ir atsargumo priemonés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemongés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikiancia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidéemekite salygas ir medziagas, kuriy reikéty vengti.

*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- ISgryninimo ir valymo medZiagos ir metodai:

Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas
- Saugaus darbo atsargumo priemonés:
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*Stenkités netrinti odos.

*sidémekite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspartis apsauginiai akiniai, pirStinés, drabuziai ir kauke.
- Saugaus darbo metodas:

*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- InZinerinés priemonés:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmening¢ apsauging jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;

Ranky apsauga: chemikalui atsparios apsauginés pirstinés;

Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspartis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Biisena

Kieta

Kvapas

Duomeny néra

Kvapo atsiradimo riba

Duomeny néra

pH Duomeny néra
Lydymosi/uzsalimo .

— Duomeny néra
temperatura
Pirminé virimo

temperatiira arba virimo
intervalas

Duomeny néra

Plifipsnio temperatiira

Duomeny néra

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Gary slégis

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Tankis

Duomeny néra

Gary tankis

Duomeny néra

Specifinis sunkis

1.01 (vanduo = 1)

N-oktano/vandens
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paskirstymo
koeficientas

Savaiminio uzsidegimo

_ Duomeny néra
temperatura

Irimo temperatiira Duomeny néra

Klampa Duomeny néra

Molekulinis svoris Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

- Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir
Cheminis stabilumas diimai
- Ikvépimas gali biiti kenksmingas.

Vengtinos salygos Karstis, auksta temperattra.

Vengtinos medziagos Duomeny néra

Pavojingi irimo
produktai, susidarantys
gaisro metu

Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai.

XI SKIRSNIS. Toksikologiné informacija

Informacija apie tikétinus poveikio Duomeny néra
biidus

Umus toksiskumas Duomeny néra

Odos ésdinimas/dirginimas Duomeny néra

Smarkus  akiy
dirginimas

pazeidimas/akiy Duomeny néra

Kvépavimo/odos jautrinimas Duomeny néra

Lytiniy lasteliy mutageniskumas Duomeny néra

Kancerogeniskumas Duomeny néra

Toksiskumas reprodukcijai Duomeny néra

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)

Aspiracijos pavojus Duomeny néra

XII SKIRSNIS. Ekologiné informacija

ToksiSkumas

Duomeny néra

Patvarumas ir skaidomumas Duomeny néra

Bioakumuliacijos potencialas Duomeny néra

Judrumas dirvozemyje Duomeny néra

Kiti Salutiniai poveikiai Duomeny néra
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XIIT SKIRSNIS. Atlieky tvarkymas
Duomeny néra,
XIV SKIRSNIS. Informacija apie gabenima
IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra
XYV SKIRSNIS. Informacija apie reglamentavimg
Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koré¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS415
Rev. No. 04
Rev. Date 2020. 06. 12

I. General Information

A. Product Name/Catalogue Number
: AFIAS HbA1c / SMFP-28
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
®  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

Cartridge

Detection buffer

GHS classification Not applicable

Not applicable

IMDG Code Not applicable

Not applicable

GHS label elements including precautionary

Cartridge Detection buffer
Symbols No data available No data available
Signal word No data available No data available

Hazard statements No data available

No data available

Precautionary statements

Cartridge Detection buffer
Prevention No data available No data available
Reaction No data available No data available
Storage No data available No data available
Disposal No data available No data available
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Document No. BT-MSDS415
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 06. 12

Other hazards

Cartridge
Detection buffer
Test strip Housing
Health: 1
No data - .
NEPA . Flammability: 1 No data available
available

Physical hazard: 0

lll. Composition/Information on Ingredients

[Cartridge]
Component Synonyms Classification No. Amount (%)
Test line . .
) No data available No data available 0.0000195
] : Mouse monoclonal anti-HbA1c
Test strip -
Control line ) )
) No data available No data available 0.0000097
: Rabbit 1gG
Poly(methyl methacrylate) PMMA 9011-14-7 55 ~70
Housing
Acrylonitrile butadiene styrene ABS 9003-56-9 28 ~ 45
[Buffer]
Component Synonyms Classification No. Amount (%)
Water Dihydrogen Oxide 7732-18-5 99.65
HbATc peptide Fluorescence conjugate No data available 0.34

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.
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Document No. BT-MSDS415
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 06. 12

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidential Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS415
Rev. No. 04
Rev. Date 2020. 06. 12

- Standard of exposure

Chemical

No data available

Biological

No data available

IX. Physical and Chemical properties

Cartridge Detection buffer
Test strip Housing
State _ Natural color or pigment Liquid at 20 °C
No data available
processed color
Odor Odorless Little odorless No data available

Odor threshold value

No data available

No data available

No data available

pH

No data available

Natural

7.83

Melting/

Freezing point

No data available

180 ~ 200°C/

No data available

No data available

Initial  boiling point or

boiling range

No data available

No data available

No data available

Flash point

No flash occurred under
90 °C (Closed-cup)

No data available

No flash occurred under
90 °C (Closed-cup)

Evaporating rate

No data available

No data available

No data available

Lower explosion limit

No data available

No data available

No data available

Upper explosion limit

No data available

No data available

No data available

Vapor pressure

No data available

No data available

No data available

Water solubility

No data available

Not soluble in water,

soluble in acetone

No data available

Density

No data available

1.11

No data available

Vapor density

No data available

No data available

No data available

Specific gravity

No data available

(water=1)

No data available

(water=1)

1.01 (water=1)

N-octan/water partition

coefficient

No data available

No data available

No data available

Auto-ignition temperature

No data available

No data available

No data available

Decomposition

temperature

No data available

No data available

No data available

Viscosity

No data available

No data available

No data available

Molecular weight

No data available

50,000 ~ 250,000

No data available
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Document No. BT-MSDS415
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 06. 12
X. Stability and Reactivity
Cartridge
Detection buffer
Test strip Housing

- lrritation or toxic gases - lIrritation or toxic gases
and fume may be occurred - Stable at high and fume may be occurred

Chemical stability Lo
in fire-emergency

- Inhalation may harmful

temperature and pressure

in fire-emergency

- Inhalation may harmful

Conditions to avoid Heat, high temperature

Heat, high
above 200°C

temperature

Heat, high temperature

Materials to avoid No data available

Oxidizing agent: fire or

explosive risk

No data available

Hazardous decomposition
products formed under fire

conditions

Irritation or toxic gases and fume may be occurred in fire-emergency

XI. Toxicological Information

Cartridge

Detection buffer

Information on the likely routes of exposure

No data available

No data available

Acute toxicity

No data available

No data available

Skin corrosion/Irritation

No data available

No data available

Serious eye damage/Eye irritation

No data available

No data available

Respiratory/Skin sensitization

No data available

No data available

Germ cell mutagenicity

No data available

No data available

Carcinogenicity

No data available

No data available

Reproductive toxicity

No data available

No data available

Specific target organ toxicity(single exposure)

No data available

No data available

Specific target organ toxicity(repeated exposure)

No data available

No data available

Aspiration hazard

No data available

No data available

Xll. Ecological Information

Cartridge

Detection buffer

Toxicity

No data available

No data available

Persistence and degradability

No data available

No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS415
Rev. No. 04
Rev. Date 2020. 06. 12

Bio-accumulative potential No data available No data available
Mobility in soil No data available No data available
Other adverse effects No data available No data available

XIll. Disposal Considerations

Test strip Not available
Cartridge
Housing Consider the notice on Waste management act
Detection buffer Not available
XIV. Transport Information
IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

- Not a dangerous good under DOT, IATA, ADR, IMDG, or RID.

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziuros nr.: 04
Perzitiros data: 2020-06-12

| SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
AFIAS HbAlc / SMFP-28
B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
» Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
1144-2, Geoduri, Dongnae-myeon, Chucheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:
Tiekéjas: UAB ,,Interlux*
Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva
Tel.: +370 5 2786850, faks.: +370 5 2796728
Tiekéjo tinklalapis: www.interlux.lt
Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It
F. Pagalbos telefono numeris:
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378.

I1 SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regioniné klasifikacija

Kaseté Aptikimo buferis
GHS Klasifikacija Netaikoma Netaikoma
IMDG kodas Netaikoma Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Kaseté Aptikimo buferis
Simboliai Duomeny néra Duomeny néra
Signalinis Zodis Duomeny néra Duomeny néra
Pavojaus frazés Duomeny néra Duomeny néra
Atsargumo nurodymai
Kaseté Aptikimo buferis
Prevencija Duomeny néra Duomeny néra
Reakcija Duomeny néra Duomeny néra
Sandéliavimas Duomeny néra Duomeny néra
ISmetimas Duomeny néra Duomeny néra
Kiti pavojai
Testo juostelé e Korpusas Aptikimo buferis
Sveikata: 1
NEPA Duomeny néra ; Duomeny néra
Degumas: 1
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziuros nr.: 04
Perzitiros data: 2020-06-12

Fizinis pavojus: 0

111 SKIRSNIS. Sudétis arba informacija apie sudedamasias dalis

[Kasete]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Testo linija Duomeny néra Duomeny néra 0.0000195
: Pelés
. ) monokloninis  anti-
Testo juostelé HbA1c
Kontrolés linija Duomeny néra Duomeny néra 0.0000097
: Triusio IgG
Poli(metil PMMA 9011-14-7 55~70
Korousas metakrilatas)
P Akrilnitrilo ABS 9003-56-9 28 ~ 45
butadieno stirenas
[Buferis]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Vanduo Divandenilio oksidas 7732-18-5 99.65
HbA1c peptidas Fluorescencijos Duomeny néra 0.34

konjugatas

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus  akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu pasireisSkia
sudirginimo ar toksiSkumo simptomai, kreipkités | gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

- Ikvépus:

Nedelsdami kreipkités ; gydytoja. Perneskite nukentéjusjji 1 gryng ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauéiy dirbtinj kvépavimg. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités i gydytoja.

*QGalimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uZkrediama.

V SKIRSNIS. Priesgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai. Jy jkvépimas gali
biti kenksmingas

- Specialios priemonés gaisrininkams:
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziuros nr.: 04
Perzitiros data: 2020-06-12

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. Ivykus
gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas gali biiti kenksmingas

- Apsauging jranga ir atsargumo priemongs gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmeninés atsargumo priemoneés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Nejkveépkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemongés:

Duomeny néra.

- ISgryninimo ir valymo medziagos ir metodai:

Absorbave veikiancias medziagas, i§valykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemones:

*Stenkités netrinti odos.

*Isidémekite salygas ir medZziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirStinés, drabuziai ir kaukeé.
- Saugaus darbo metodas:

*Isidémeékite salygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

V111 SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- InZinerinés priemonés:

Norint kontroliuoti ore esancios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmeniné apsauging jranga:

Kveépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstings;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspartis apsauginiai drabuZiai.

- Poveikio standartas:
Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Kaseté Aptikimo buferis
Testo juostelé Korpusas
_ Duomeny néra Naturali spalva arba Skystis prie 20°C
Busena ;
pigmentu apdorota
spalva
Kvapas Bekvapé Nedidelis kvapas Duomeny néra
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziuros nr.: 04
Perzitiros data: 2020-06-12

Kvapo atsiradimo riba

Duomeny néra

Duomeny néra

Duomeny néra

pH Duomeny néra Nattralus 7.83
Lydymosi/uzsalimo ) 180 ~ 200°C / )

_ Duomeny néra . Duomeny néra
temperattra Duomeny néra
Pirminé virimo

temperatiira arba Vvirimo
intervalas

Duomeny néra

Duomeny néra

Duomeny néra

Plitipsnio temperatiira

Plitipsnio iki 90°C néra
(Uzdarytas indelis)

Duomeny néra

Plitipsnio iki 90°C néra
(Uzdarytas indelis)

Garavimo greitis

Duomeny néra

Duomeny néra

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

Gary slégis

Duomeny néra

Duomeny néra

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Vandenyje netirpus,
tirpus acetone

Duomeny néra

Tankis

Duomeny néra

1.11

Duomeny néra

Gary tankis

Duomeny néra

Duomeny néra

Duomeny néra

Specifinis sunkis

Duomeny néra
(vanduo = 1)

Duomeny néra
(vanduo = 1)

1.01 (vanduo = 1)

N-oktano/vandens
paskirstymo
koeficientas

Duomeny néra

Duomeny néra

Duomeny néra

Savaiminio uzsidegimo
temperattira

Duomeny néra

Duomeny néra

Duomeny néra

Irimo temperatira

Duomeny néra

Duomeny néra

Duomeny néra

Klampa

Duomeny néra

Duomeny néra

Duomeny néra

Molekulinis svoris

Duomeny néra

50,000 ~ 250,000

Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

Kasete
Testo juostelé Korpusas Aptikimo buferis
- Kilus gaisrui, gali - Kilus gaisrui, gali
iSsiskirti  édrios arba . . " iSsiskirti  édrios arba
. . .- Stabilus prie auksty . . .
- . toksinés dujos ir _ . .. toksinés dujos ir
Cheminis stabilumas . temperatary ir auk$to . .
diimai slagio diimai.
- Jkvépimas gali buti & - Jkvépimas gali buti
kenksmingas. kenksmingas.
Venetinos salveos Karstis, auksSta Karstis, auksta Karstis, auksta
& e temperatira. temperatiira vir§ 200°C  temperatiira

Vengtinos medziagos

Pavojingi irimo produktai,

Duomeny néra

Oksiduojancios
medZziagos: gaisro arba
sprogimo rizika

Duomeny néra

Kilus gaisrui, gali i8siskirti édrios arba toksinés dujos ir dimai.

susidarantys gaisro metu
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziuros nr.: 04
Perzitiros data: 2020-06-12

X1 SKIRSNIS. Toksikologiné informacija

Kaseté

Aptikimo buferis

Informacija apie tikétinus poveikio
biidus

Duomeny néra

Duomeny néra

Umus toksiskumas

Duomeny néra

Duomeny néra

Odos ésdinimas/dirginimas

Duomeny néra

Duomeny néra

Smarkus akiy pazeidimas/akiy
dirginimas

Duomeny néra

Duomeny néra

Kvépavimo/odos jautrinimas

Duomeny néra

Duomeny néra

Lytiniy Iasteliy mutageniSkumas

Duomeny néra

Duomeny néra

KancerogeniSkumas

Duomeny néra

Duomeny néra

ToksiSkumas reprodukcijai

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkreciam
organui (vienkartinis poveikis)

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkreciam
organui (kartotinis poveikis)

Duomeny néra

Duomeny néra

Aspiracijos pavojus

Duomeny néra

Duomeny néra

XI1 SKIRSNIS. Ekologiné informacija

Kaseté

Aptikimo buferis

Toksiskumas

Duomeny néra

Duomeny néra

Patvarumas ir skaidomumas

Duomeny néra

Duomeny néra

Bioakumuliacijos potencialas

Duomeny néra

Duomeny néra

Judrumas dirvoZzemyje Duomeny néra Duomeny néra

Kiti Salutiniai poveikiai Duomeny néra Duomeny néra

X111 SKIRSNIS. Atlieky tvarkymas

Testo juostelé
Kaseté Korpusas

Duomeny néra
ISmeskite pagal Atlieky valdymo
potvarkij.

Aptikimo buferis Duomeny néra

XIV SKIRSNIS. Informacija apie gabenimg

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra
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Dokumento nr.: BT-MSDS415
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziliros nr.: 04

Perziiiros data: 2020-06-12

Nepavojinga preke pagal DOT, IATA, ADR, IMDG ar RID.

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Koréjos toksisko chemikalo kontrolés aktas Duomeny néra

Koré¢jos atlieky kontrolés aktas Duomeny néra

Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra teisingos.
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MEDZIAGOS SAUGOS DUOMENU

LAPAS

Dokumento nr.: | BT-MSDSC29
Perziaros nr.: | 02
Perzitiros data: | 2020.03.05

I. Bendroji informacija
A. Produkto pavadinimas/katalogo numeris:

: Boditech HbAlc Control/CFP0O-96

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas

= Rekomenduojamas naudojimas: In vitro diagnostikos Medicinos prietaisams

= Naudojimo apribojimas: tik in vitro diagnostikai
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
: 43, Geodudanji 1-gil, Dongnae-meon, Chuncheon-si, Gangwon-do., Kor¢ja
E. Skubios pagalbos telefono numeris:
+82-33-243-1400

I1. Pavojaus identifikavimas
Produkto GHS klasifikacija ir valstybiné arba regioniné klasifikacija

GHS Klasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra
Signalinis Zodis Duomeny néra
Pavojaus frazés Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
Kiti pavojai:

NEPA Duomeny néra

I11. Sandara/informacija apie ingredientus

Komponentas Klasifikacijos nr. Koncentracija %
Albuminas i$ jaucio 9078-46-8 95%

serumo (BSA)

Sacharozé 57-50-1 4.9%

Sodium Azide 26628-22-8 0.1%

Dirbant su chemikalais rekomenduojame biiti labai atsargiems.
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IV. Pirmosios pagalbos priemonés
- Ivykus kontaktui su akimis:
Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités i gydytoja.
- Jvykus kontaktui su oda:
Pasalinkite poveikio Saltinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
- Ikvépe:
Nedelsdami kreipkités j gydytojg. Perneskite nukentéjusjji i gryng org. Jeigu jis nekvépuoja,
atlikite Sirdies ir plauciy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir
toliau stebekite.
- Nurije:
Jeigu pasireiSkia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
*Galimi tokie simptomai: negrjztamas akiy pazeidimas.
*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.
*Sia medziaga reikia laikyti potencialiai uzkregiama.

V. Prie§gaisrinés priemonés
- Rekomenduojamos gesinimo priemonés:
Tinkamos gesinimo medZiagos, jskaitant ias: CO2, VANDENS CIURKSLE arba putos.
- Tam tikras chemikalo sukeliamas pavojus:
Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai. Jy jkvépti gali
biiti pavojinga.
- Specialios priemonés gaisrininkams:
Gelbétojai turi naudoti asmens apsaugos jranga. Jeigu néra pavojinga, pasalinkite talpyklas. Jvykus
gaisrui, gali i$siskirti édrios arba toksinés dujos ir dimai. Jy jkvépti gali buti pavojinga.
- Apsauginé jranga ir atsargumo priemonés gaisrininkams:
Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI. Atsitiktinio iSleidimo priemonés
- Asmeninés atsargumo priemoneés:
*Jeigu néra pavojaus, sustabdykite pratekéjima.
*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidémekite salygas ir medziagas, kuriy reikéty vengti.
*Neikvepkite dulkiy/diimy/dujy/miglos/gary/purskiklio.
- Aplinkos apsaugos priemonés:
Duomeny néra.
- ISgryninimo ir valymo medziagos ir metodai:
Absorbave veikiancias medziagas, isvalykite su valikliu ir vandeniu.
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VII. Darbas ir laikymas
- Saugaus darbo atsargumo priemongs:
*Stenkiteés netrinti odos.
*Isidémeékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.
*Apsauging¢ jranga: chemikalui atspartis apsauginiai akiniai, pirstinés, drabuziai ir kauke.
- Saugaus darbo metodas:
*Isidémekite salygas ir medziagas, kuriy reikéty vengti.
*Laikykite talpykla gerai uzdarytg ir gerai védinamoje vietoje.
*Laikymo temperatiira: zema.

VII1I. Poveikio kontrolés ir asmeniné apsauga
- Taikomasis valdymas:
Norint kontroliuoti ore esanc¢ios medZziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmenin¢ apsauginé jranga:
Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga:
Akiy apsauga:
Odos ir kiino apsauga:

chemikalui atsparios apsauginés pirstings;
chemikalui atspari akiy apsauga;
chemikalui atspartis apsauginiai drabuziai.

- Poveikio standartas:
Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX. Fizinés ir cheminés savybés

Biisena Skystis esant 20°C
Kvapas Duomeny néra
Kvapo ribine verté Duomeny néra

pH 7.83

Lydymosi/uzsalimo taskas

Duomeny néra

Pradiné virimo temperatiira arba
virimo intervalas

Duomeny néra

Zybsnio taskas

Zybsnio iki 90°C néra (uzdarytas indelis)

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

VirSutiné sprogimo riba
Gary sleégis

Tirpumas vandenyje
Tankis

Gary tankis

Duomeny néra
Duomeny néra
Duomeny néra
Duomeny néra

Duomeny néra

Specifinis sunkis

1.01 (vanduo = 1)

N-oktano/vandens atskyrimo koeficientas

Duomeny néra

2 AI-GE02-15 (Perz. 02



Dokumento nr.: | BT-MSDSC29

MEDZIAGOS SAUGOS DUOMENU Perzitros or.- | 02

LAPAS oy
Perziiiros data: | 2020.03.05
Savaiminio uzsidegimo temperatira Duomeny néra
Irimo temperattira Duomeny néra
Klampa Duomeny néra
Molekulinis svoris Duomeny néra

X. Stabilumas ir reaktyvumas

Cheminis stabilumas - Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir
diimai
- Jkvépimas gali biiti pavojingas

Vengtinos salygos Auksta temperatiira, karstis

Vengtinos medziagos Duomeny néra

Pavojingi irimo produktai, Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai.

susidarantys gaisro metu

XI. Toksikologiné informacija

Aptikimo buferis

Informacija apie tikétinus
poveikio biidus

Uminis toksiskumas

Odos ésdinimas/sudirginimas
Sunkus akiy pazeidimas/akiy
sudirginimas

Kvépavimo/odos jjautrinimas
Mikroby Igsteliy mutageniSkumas
KarcinogeniSkumas
Reprodukcinis toksiskumas

Tam tikry tiksliniy organy
toksiskumas (vienkartinis
poveikis)

Tam tikry tiksliniy organy
toksiSkumas (Kartotinis poveikis)
Pavojus kvépuojant

Duomeny néra

Duomeny néra
Duomeny néra
Duomeny néra

Duomeny néra
Duomeny néra
Duomeny néra
Duomeny néra
Duomeny néra

Duomeny néra

Duomeny néra

XII. Ekologiné informacija

Kaseté

Aptikimo buferis

Duomeny néra

Duomeny néra

Duomeny néra

Duomeny néra

ToksiSkumas Duomeny néra
ISlikimas ir irimas Duomeny néra
Biologinio kaupimosi Duomeny néra
potencialas

Judrumas dirvoZzemyje Duomeny néra
Kiti neigiami poveikiai Duomeny néra

Duomeny néra
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XIIIL ISmetimo sglygos
Informacijos néra.

XIV. Transportavimo informacija

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

XV. Kontrolés informacija

Kor¢jos pramoninio saugumo ir sveikatos aktas Duomeny néra
Koréjos pavojingy medziagy saugos kontrolés aktas Duomeny néra
Kor¢jos toksiniy chemikaly kontrolés aktas Duomeny néra
Kor¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir uzsienio Saliy aktai Duomeny néra

XVI. Kitos pastabos
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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BI0 @ TECHNOLOGY

MATERIAL SAFETY DATA SHEET

Document No.

BT-MSDSC29

Rev. No.

02

Rev. Date

2020. 03. 05

I. General Information

A. Product Name/Catalogue Number
: Boditech HbA1c Control / CFPO-96
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
= Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

GHS classification

Not applicable

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

No data available

Precautionary statements

Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

Other hazards

NEPA

No data available
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Document No. BT-MSDSC29

MATERIAL SAFETY DATA SHEET Rev. No. 02

Rev. Date 2020. 03. 05
lll. Composition/Information on Ingredients
Component CAS Number Weight %
Bovine Serum Albumin 9048-46-8 95%
Sucrose 57-50-1 4.9%
Sodium Azide 26628-22-8 0.1%

We recommend handling all chemicals with caution.

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.
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MATERIAL SAFETY DATA SHEET Rev. No.

02

Rev. Date

2020. 03. 05

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available
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Document No.

BT-MSDSC29

Rev. No.

02

Rev. Date

2020. 03. 05

IX. Physical and Chemical properties

State

Liquid at 20 °C

Odor

No data available

Odor threshold value

No data available

pH

7.83

Melting/Freezing point

No data available

Initial boiling point or boiling range

No data available

Flash point

No flash occurred under 90 °C

(Closed-cup)

Evaporating rate

No data available

Lower explosion limit

No data available

Upper explosion limit

No data available

Vapor pressure

No data available

Water solubility

No data available

Density

No data available

Vapor density

No data available

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stabilit
Y - Inhalation may harmful

Conditions to avoid Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions
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02

Rev. Date
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XI. Toxicological Information

Detection buffer

Information on the likely routes of exposure

No data available

Acute toxicity

No data available

Skin corrosion/Irritation

No data available

Serious eye damage/Eye irritation

No data available

Respiratory/Skin sensitization

No data available

Germ cell mutagenicity

No data available

Carcinogenicity

No data available

Reproductive toxicity

No data available

Specific target organ toxicity(single exposure)

No data available

Specific target organ toxicity(repeated exposure)

No data available

Aspiration hazard

No data available

Xll. Ecological Information

Detection buffer

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

Xlll. Disposal Considerations

Not available
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Document No. BT-MSDSC29
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 03. 05
XIV. Transport Information
IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Non-Hazardous for Air Transport

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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LAPAS Perzitiros nr.: 02
Perzitiros data: 2020-09-14

I SKIRSNIS. (Cheminés) Medziagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech HbA 1¢ Calibrator / CFPO-108

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.

E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux‘

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: £370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It

F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378.

IT SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regioniné klasifikacija

GHS Kklasifikacija Netaikoma

IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra
Signalinis Zodis Duomeny néra
Pavojaus frazés Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
[Smetimas Duomeny néra

Kiti pavojai

NEPA Duomeny néra

IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis
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MEDZIAGOS SAUGOS DUOMENU Dokumento nr.: BI-MSDS315
LAPAS Perzitros nr.: 02
PerZitiros data: 2020-09-14
Komponentas Sinonimai Klasifikacijos nr. Koncentracija
Stiklas Silikono dioksidas 7631-86-9 >73%

IV SKIRSNIS. Pirmosios pagalbos priemonés
- Patekus j akis:
Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
- Patekus ant odos:
Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités | gydytoja.
- Ikvépus:
Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji i gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauc¢iy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebékite.
- Prarijus:
Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
*QGalimi tokie simptomai: negriztamas akiy pazeidimas.
*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.
*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. Priesgaisrinés priemonés
- Rekomenduojamos gesinimo priemonés:
Tinkamos gesinimo medZiagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.
- Tam tikras chemikalo sukeliamas pavojus:
Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dumai. Jy jkvépimas gali
biti kenksmingas
- Specialios priemonés gaisrininkams:
Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. [vykus
gaisrui, gali i$siskirti nedegios, édrios arba toksinés dujos ir diimai. Jy jkvépimas gali biiti kenksmingas
- Apsauginé jranga ir atsargumo priemonés gaisrininkams:
Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés
- Asmenings atsargumo priemongés:
*Jeigu néra pavojaus, sustabdykite pratekéjima.
*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.
*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.
- Aplinkos apsaugos priemones:
Duomeny néra.
- ISgryninimo ir valymo medziagos ir metodai:
Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas
- Saugaus darbo atsargumo priemonés:
*Stenkités netrinti odos.
*[sidémekite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.
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* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirStinés, drabuZiai ir kauke.
- Saugaus darbo metodas:

*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga
- Inzinerinés priemonés:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.

- Asmenin¢ apsaugin¢ jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;

Ranky apsauga: chemikalui atsparios apsauginés pirstinés;

Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspartis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Bisena

Kieta

Kvapas

Duomeny néra

Kvapo atsiradimo riba

Duomeny néra

pH Duomeny néra
Lydymosi/uzsalimo )

_ Duomeny néra
temperatura
Pirminé virimo
temperatuira arba Duomeny néra

virimo intervalas

Plitipsnio temperatiira

Duomeny néra

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

VirSutiné sprogimo
riba

Duomeny néra

Gary slégis

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Tankis

Duomeny néra

Gary tankis

Duomeny néra

Specifinis sunkis

1.01 (vanduo = 1)
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N-oktano/vandens
paskirstymo
koeficientas

Duomeny néra

Savaiminio
uzsidegimo
temperatura

Duomeny néra

Irimo temperattira

Duomeny néra

Klampa

Duomeny néra

Molekulinis svoris

Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

- Kilus gaisrui, gali iSsiskirti

Cheminis stabilumas dimai

- Ikvépimas gali biiti kenksmingas.

arba toksinés dujos ir

Vengtinos salygos

Karstis, auksta temperatiira.

Vengtinos medziagos Duomeny néra

Pavojingi irimo

produktai, Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir dimai.

susidarantys gaisro
metu

XI SKIRSNIS. Toksikologiné informacija

Informacija apie tikétinus poveikio
biidus

Duomeny néra

Umus toksiskumas

Duomeny néra

Odos ésdinimas/dirginimas

Duomeny néra

Smarkus  akiy  paZzeidimas/akiy
dirginimas

Duomeny néra

Kvépavimo/odos jautrinimas

Duomeny néra

Lytiniy Igsteliy mutageniSkumas

Duomeny néra

Kancerogeniskumas

Duomeny néra

ToksiSkumas reprodukcijai

Duomeny néra

Specifinis toksiSkumas konkre¢iam
organui (vienkartinis poveikis)

Duomeny néra

Specifinis toksiSkumas konkre¢iam
organui (kartotinis poveikis)

Duomeny néra

Aspiracijos pavojus

Duomeny néra

XII SKIRSNIS. Ekologiné informacija

Toksiskumas

Duomeny néra

Patvarumas ir skaidomumas

Duomeny néra

Bioakumuliacijos potencialas

L AI-GE02-15 (Perz. 02)

Duomeny néra

4/5




kdrt€ch

MEDZIAGOS SAUGOS DUOMENU Dokumento nr.: BI-MSDS315
LAPAS PerZiiiros nr.: 02
Perzitros data: 2020-09-14
Judrumas dirvozemyje Duomeny néra
Kiti Salutiniai poveikiai Duomeny néra
XTI SKIRSNIS. Atlieky tvarkymas
Duomeny néra.
XTIV SKIRSNIS. Informacija apie gabenima
IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

XV SKIRSNIS. Informacija apie reglamentavimg

Kor¢jos pramoninio saugumo ir sveikatos aktas ~ Duomeny néra

Kor¢jos pavojingy medziagy saugumo kontrolés Duomeny néra

aktas

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koréjos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos S$iuo metu yra
teisingos.
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS515
Rev. No. 02
Rev. Date 2020. 09. 14

I. General Information

A. Product Name/Catalogue Number
: Boditech HbA1c Calibrator / CFPO-108
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
®  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address

: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea

E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard Identification

GHS classification of the product and national or regional

GHS classification

Not applicable

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

No data available

Precautionary statements

Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

Other hazards

NEPA

No data available

lll. Composition/Information on Ingredients

Component Synonyms

Classification No.

Concentration

Glass Silicon dioxide

7631-86-9

> 73%

We recommend handling all chemicals with caution.

L Al-GE02-15 (Rev. 02)
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Document No. BT-MSDS515
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VIl. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.
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Document No. BT-MSDS515
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14

* Note the avoid conditions and materials from fire or flame.

* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask

- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature
VIIl. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment
Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves
Eye protection Chemical resisted eye protection
Skin and body protection Chemical resisted protective clothes

- Standard of exposure
Chemical No data available
Biological No data available
IX. Physical and Chemical properties
State Solid
Odor No data available
Odor threshold value No data available
pH No data available
Melting/Freezing point No data available
Initial boiling point or boiling range No data available
Flash point No data available
Evaporating rate No data available
Lower explosion limit No data available
Upper explosion limit No data available
Vapor pressure No data available
Water solubility No data available
Density No data available
Vapor density No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS515
Rev. No. 02
Rev. Date 2020. 09. 14

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stability

- Inhalation may harmful

Conditions to avoid

Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions

Xl. Toxicological Information

Information on the likely routes of exposure

No data available

Acute toxicity

No data available

Skin corrosion/Irritation

No data available

Serious eye damage/Eye irritation

No data available

Respiratory/Skin sensitization

No data available

Germ cell mutagenicity

No data available

Carcinogenicity

No data available

Reproductive toxicity

No data available

Specific target organ toxicity(single exposure)

No data available

Specific target organ toxicity(repeated exposure)

No data available

Aspiration hazard

No data available

Xll. Ecological Information

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS515
Rev. No. 02
Rev. Date 2020. 09. 14

Mobility in soil

No data available

Other adverse effects

No data available

Xlll. Disposal Considerations

Not available

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Non-Hazardous for Air Transport

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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Document No. BT-MSDS433
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 09. 14
I. General Information
A. Product Name/Catalogue Number
: AFIAS Tn-I Plus / SMFP-35
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
= Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400
Il. Hazard ldentification
GHS classification of the product and national or regional
Cartridge
GHS classification Not applicable
IMDG Code Not applicable
GHS label elements including precautionary
Cartridge
Symbols No data available
Signal word No data available
Hazard statements No data available
Precautionary statements
Cartridge
Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available
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Document No. BT-MSDS433
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 09. 14
Other hazards
Cartridge
Test strip Housing
Health: 1
No data -
NEPA . Flammability: 1
available
Physical hazard: 0
lll. Composition/Information on Ingredients
[Cartridge]
Component Synonyms Classification No. Amount (%)
Test line ) )
o No data available No data available 0.0000191
) : Glutaraldehyde-Streptavidin
Test strip
Control line ) .
) No data available No data available 0.0000097
: Chicken IgY
Poly(methyl methacrylate) PMMA 9011-14-7 55 ~70
Housing
Acrylonitrile butadiene styrene ABS 9003-56-9 28 ~ 45

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.
V. Fire Fighting Measures

- Recommended extinguishing media
: Suitable extinguishing agents including CO,, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
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Document No. BT-MSDS433
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 09. 14

- Special measure for fire-fighters

: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive

or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidential Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VIl. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIII. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

L 4Al-GE02-15 (Rev. 02)
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Document No. BT-MSDS433
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 09. 14
- Standard of exposure
Chemical No data available
Biological No data available
IX. Physical and Chemical properties
Test strip Housing
State _ Natural color or pigment
No data available
processed color
Odor Odorless Little odorless
Odor threshold value No data available No data available
pH No data available Natural
Melting/ . 180 ~ 200°C/

. . No data available .
Freezing point No data available
Initial boiling point or . .

B No data available No data available
boiling range

. No flash occurred under .
Flash point No data available
90 °C (Closed-cup)
Evaporating rate No data available No data available
Lower explosion limit No data available No data available
Upper explosion limit No data available No data available
Vapor pressure No data available No data available
» ) Not soluble in water,
Water solubility No data available )
soluble in acetone

Density No data available 1.1
Vapor density No data available No data available

. ) No data available No data available
Specific gravity

(water=1) (water=1)
N-octan/water partition ) )

o No data available No data available
coefficient
Auto-ignition temperature No data available No data available
Decomposition . .

No data available No data available
temperature
Viscosity No data available No data available
&AI-GE02-15 (Rev. 02) 4/6




Document No. BT-MSDS433
MATERIAL SAFETY DATA SHEET Rev. No. 04
Rev. Date 2020. 09. 14
Molecular weight No data available 50,000 ~ 250,000
X. Stability and Reactivity
Cartridge
Test strip Housing
- lrritation or toxic gases
. . and fume may be occurred - Stable at high
Chemical stability o
in fire-emergency temperature and pressure

- Inhalation may harmful

Heat, high temperature

Conditions to avoid Heat, high temperature
above 200°C

. . . Oxidizing agent: fire or
Materials to avoid No data available T
explosive risk

Hazardous decomposition
products formed under fire Irritation or toxic gases and fume may be occurred in fire-emergency

conditions

XI. Toxicological Information

Information on the likely routes of exposure No data available
Acute toxicity No data available
Skin corrosion/Irritation No data available
Serious eye damage/Eye irritation No data available
Respiratory/Skin sensitization No data available
Germ cell mutagenicity No data available
Carcinogenicity No data available
Reproductive toxicity No data available
Specific target organ toxicity(single exposure) No data available
Specific target organ toxicity(repeated exposure) No data available
Aspiration hazard No data available

Xll. Ecological Information

Toxicity No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDS433
Rev. No. 04
Rev. Date 2020. 09. 14

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

XIll. Disposal Considerations

Test strip

Not available

Cartridge
Housing

Consider the notice on Waste management act

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

- Not a dangerous good under DOT, IATA, ADR, IMDG or RID

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDS433
Perzitros nr.: 04
Perzitros data: 2020-09-14

I SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
AFIAS Tn-I Plus / SMFP-35
B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:
Tiekéjas: UAB ,,Interlux‘
Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva
Tel.: £370 5 2786850, faks.: +370 5 2796728
Tiekéjo tinklalapis: www.interlux.It
Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It
F. Pagalbos telefono numeris:
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

Kaseté
GHS klasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Kaseté

Simboliai Duomeny néra

Signalinis zodis

Duomeny néra

Pavojaus frazés

Duomeny néra

Atsargumo nurodymai

Kasete
Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra

L AI-GE02-15 (Perz. 02)

1/6



kdrt€ch

MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDS433
Perzitros nr.: 04
Perzitros data: 2020-09-14

Kiti pavojai
Kaseté
Testo juostelé Korpusas
Sveikata: 1
NEPA Duomeny néra Degumas: 1 Duomeny néra

Fizinis pavojus: 0

IIT SKIRSNIS. Sudétis arba informacija apie sudedamasias dalis

[Kaseté]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Testo linija Duomeny néra Duomeny néra 0.0000191
Glutaraldehidas-
Testo juostelé streptavidinas
Kontrolés linija Duomeny néra Duomeny néra 0.0000097
: Visciuko IgY
Poli(metil PMMA 9011-14-7 55~70
Korpus metakrilatas)
rpusas Akrilnitrilo ABS 9003-56-9 28~45

butadieno stirenas

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus | akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Ikvépus:

Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji i gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauciy dirbtinj kvépavimg. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

*Galimi tokie simptomai: negrjZtamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. Priesgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dumai. Jy jkvépimas gali
biti kenksmingas

- Specialios priemonés gaisrininkams:
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Dokumento nr.: BT-MSDS433
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 04
Perzitros data: 2020-09-14

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, paSalinkite talpyklas. [vykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diomai. Jy jkvépimas gali bti
kenksmingas

- Apsauginé jranga ir atsargumo priemonés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemoneés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- ISgryninimo ir valymo medZiagos ir metodai:

Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemonés:

*Stenkités netrinti odos.

*Isidémékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kaukeé.
- Saugaus darbo metodas:

*Isidémekite salygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- Inzinerinés priemonés:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmenin¢ apsaugin¢ jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspartis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Kaseté

Testo juostelé Korpusas
Biisena Duomeny néra Naturali spalva arba
pigmentu apdorota
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Dokumento nr.: BT-MSDS433
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziiiros nr.: 04
Perzitiros data: 2020-09-14
spalva
Kvapas Bekvapé Nedidelis kvapas
Kvapo atsiradimo riba Duomeny néra Duomeny néra
pH Duomeny néra Nattiralus
Lydymosi/uzsalimo ) 180 ~200°C /

_ Duomeny néra .
temperatura Duomeny néra
Pirminé virimo
temperatiira arba virimo Duomeny néra Duomeny néra
intervalas
Plifipsnio temperatiira Plitpsnio iki 90°C néra Duomeny néra

P p (Uzdarytas indelis) U
Garavimo greitis Duomeny néra Duomeny néra
Apatiné sprogimo riba Duomeny néra Duomeny néra
Virsutiné sprogimo riba Duomeny néra Duomeny néra
Gary slégis Duomeny néra Duomeny néra

. . . Vandenyje netirpus,

Tirpumas vandenyje Duomeny néra tirpus acetone

Tankis Duomeny néra 1.11

Gary tankis Duomeny néra Duomeny néra
e . Duomeny néra Duomeny néra

Specifinis sunkis (vanduo = 1) (vanduo = 1)

N-oktano/vandens

paskirstymo Duomeny néra Duomeny néra

koeficientas

Savaiminio uzsidegimo . .

_ Duomeny néra Duomeny néra
temperatura
Irimo temperatiira Duomeny néra Duomeny néra
Klampa Duomeny néra Duomeny néra
Molekulinis svoris Duomeny néra 50,000 ~ 250,000
X SKIRSNIS. Stabilumas ir reakcingumas

Kaseté
Testo juostelé Korpusas
- Kilus gaisrui, gali
ISSIS.kH.ﬂ edrlqs arbg - Stabilus prie auksty
.. . toksinés dujos ir — . N

Cheminis stabilumas o temperatiry ir auksto

dumai slégio

- Jkvépimas gali buti &

kenksmingas.
Venetinos salveos Karstis, auksta Karstis, auksta

g ave temperatira. temperatiira vir§ 200°C
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Dokumento nr.: BT-MSDS433
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziiiros nr.: 04
Perziiiros data: 2020-09-14
Oksiduojancios
Vengtinos medziagos Duomeny néra medziagos: gaisro arba
sprogimo rizika
Pavojingi irimo produktai, Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai.
susidarantys gaisro metu
XI SKIRSNIS. Toksikologiné informacija
Informacija apie tikétinus poveikio Duomeny néra
biidus
Umus toksiskumas Duomeny néra
Odos ésdinimas/dirginimas Duomeny néra
Smarkus akiy  pazeidimas/akiy Duomeny néra
dirginimas
Kvépavimo/odos jautrinimas Duomeny néra
Lytiniy lasteliy mutageniSkumas Duomeny néra
KancerogeniSkumas Duomeny néra
ToksiSkumas reprodukcijai Duomeny néra
Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)
Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)
Aspiracijos pavojus Duomeny néra
XII SKIRSNIS. Ekologiné informacija
ToksiSkumas Duomeny néra
Patvarumas ir skaidomumas Duomeny néra
Bioakumuliacijos potencialas Duomeny néra
Judrumas dirvoZzemyje Duomeny néra
Kiti Salutiniai poveikiai Duomeny néra
XIII SKIRSNIS. Atlieky tvarkymas
Testo juostelé Duomeny néra
Kasete Korpusas ISmeskite pagal Atlieky valdymo
potvarkj.

XIV SKIRSNIS. Informacija apie gabenima

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
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Dokumento nr.: BT-MSDS433
MEDZIAGOS SAUGOS DUOMENU LAPAS Perziiiros nr.: 04
Perzitiros data: 2020-09-14
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

Nepavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koré¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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keditech

MEDZIAGOS SAUGOS DUOMENU

LAPAS

Dokumento nr.: | BT-MSDSC42
Perziaros nr.: | 00
Perzitiros data: | 2018.01.26

I. Bendroji informacija
A. Produkto pavadinimas/katalogo numeris:

: Boditech Tn-1 Plus Control/CFPO-212

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas

= Rekomenduojamas naudojimas: In vitro diagnostikos Medicinos prietaisams

= Naudojimo apribojimas: tik in vitro diagnostikai
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
: 43, Geodudanji 1-gil, Dongnae-meon, Chuncheon-si, Gangwon-do., Kor¢ja
E. Skubios pagalbos telefono numeris:
+82-33-243-1400

I1. Pavojaus identifikavimas
Produkto GHS klasifikacija ir valstybiné arba regioniné klasifikacija

GHS Klasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra
Signalinis Zodis Duomeny néra
Pavojaus frazés Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
Kiti pavojai:

NEPA Duomeny néra

I11. Sandara/informacija apie ingredientus

Komponentas Klasifikacijos nr. Koncentracija %
Albuminas i§ jaucio netaikoma 99,9%

serumo (BSA)

Sodium Azide 26628-22-8 0.1%

Dirbant su chemikalais rekomenduojame biiti labai atsargiems.
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keditech

Dokumento nr.: | BT-MSDSC42
Perziaros nr.: | 00
Perzitiros data: | 2018.01.26

MEDZIAGOS SAUGOS DUOMENU
LAPAS

IV. Pirmosios pagalbos priemonés
- Jvykus kontaktui su akimis:
Pasalinkite poveikio $altinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
- Ivykus kontaktui su oda:
Pasalinkite poveikio Saltinj. Nuplaukite paveikta plotg su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités | gydytoja.
- [kvépe:
Nedelsdami kreipkités i gydytoja. Perneskite nukentéjusjji 1 gryng ora. Jeigu jis nekvépuoja,
atlikite Sirdies ir plauciy dirbtinj kvépavimg. Jeigu kvépavimas sunkus, duokite jam deguonies ir
toliau stebekite.
- Nurije:
Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
*QGalimi tokie simptomai: negrjztamas akiy pazeidimas.
*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.
*Sia medziaga reikia laikyti potencialiai uzkre¢iama.

V. PrieSgaisrinés priemonés
- Rekomenduojamos gesinimo priemonés:
Tinkamos gesinimo medziagos, jskaitant ias: CO2, VANDENS CIURKSLE arba putos.
- Tam tikras chemikalo sukeliamas pavojus:
Produktas nedegus. Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai. Jy jkvépti gali
biti pavojinga.
- Specialios priemonés gaisrininkams:
Gelbétojai turi naudoti asmens apsaugos jranga. Jeigu néra pavojinga, pasalinkite talpyklas. Ivykus
gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai. Jy jkvépti gali biiti pavojinga.
- Apsauginé jranga ir atsargumo priemonés gaisrininkams:
Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI. Atsitiktinio iSleidimo priemonés
- Asmenings atsargumo priemongs:
*Jeigu néra pavojaus, sustabdykite pratekéjima.
*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidémeékite salygas ir medZziagas, kuriy reikéty vengti.
*Nejkvepkite dulkiy/dimy/dujy/miglos/gary/purskiklio.
- Aplinkos apsaugos priemonés:
Duomeny néra.
- I8gryninimo ir valymo medZiagos ir metodai:
Absorbave veikiancias medZiagas, i§valykite su valikliu ir vandeniu.
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LAPAS

Dokumento nr.: | BT-MSDSC42

MEDZIAGOS SAUGOS DUOMENU

Perziaros nr.: | 00

Perzitiros data: | 2018.01.26

VI1I. Darbas ir laikymas

- Saugaus darbo atsargumo priemongés:
*Stenkités netrinti odos.

*Isidémeékite salygas ir medziagas, kurias sukelia ugnis ar liepsna.
*Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirStinés, drabuziai ir kaukeé.

- Saugaus darbo metodas:

*Isidémeékite sglygas ir medziagas, kuriy reikéty vengti.
*Laikykite talpykla gerai uzdarytg ir gerai védinamoje vietoje.

*Laikymo temperatiira: zema.

VI1I1I. Poveikio kontrolés ir asmeniné apsauga

- Taikomasis valdymas:

Norint kontroliuoti ore esancios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.

- Asmenin¢ apsauginé jranga:

Kvépavimo apsauga:

chemikalui atspari kvépavimo apsauga;

Ranky apsauga:

chemikalui atsparios apsauginés pirstings;

Akiy apsauga:

chemikalui atspari akiy apsauga;

Odos ir kiino apsauga:

chemikalui atsparis apsauginiai drabuZiai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX. Fizinés ir cheminés savybés

Biisena Skystis esant 20°C
Kvapas Duomeny néra
Kvapo ribiné verte Duomeny néra

pH 7.83

Lydymosi/uzSalimo taskas

Duomeny néra

Pradin¢ virimo temperatiira arba
virimo intervalas

Duomeny néra

Zybsnio taskas

Zybsnio iki 90°C néra (uzdarytas indelis)

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

VirSutiné sprogimo riba

Duomeny néra

Gary slégis Duomeny néra
Tirpumas vandenyje Duomeny néra
Tankis Duomeny néra
Gary tankis Duomeny néra

Specifinis sunkis

1.01 (vanduo = 1)

N-oktano/vandens atskyrimo koeficientas

Duomeny néra

Savaiminio uzsidegimo temperatiira

Duomeny néra
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Dokumento nr.: | BT-MSDSC42

MEDZIAGOS SAUGOS DUOMENU Perzitros nr.- | 00

LAPAS Perzitiros data: | 2018.01.26
Irimo temperattira Duomeny néra
Klampa Duomeny néra
Molekulinis svoris Duomeny néra

X. Stabilumas ir reaktyvumas

Cheminis stabilumas - Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir
diimai
- Ikvépimas gali biiti pavojingas

Vengtinos salygos Auksta temperatiira, karstis

Vengtinos medziagos Duomeny néra

Pavojingi irimo produktai, Kilus gaisrui, gali i8siskirti édrios arba toksinés dujos ir diimai.

susidarantys gaisro metu
XI. Toksikologiné informacija

Aptikimo buferis
Informacija apie tikétinus Duomeny néra
poveikio biidus

Uminis toksiskumas

Odos ésdinimas/sudirginimas
Sunkus akiy pazeidimas/akiy
sudirginimas

Kvépavimo/odos jjautrinimas
Mikroby Igsteliy mutageniSkumas
KarcinogeniSkumas
Reprodukcinis toksiskumas

Tam tikry tiksliniy organy
toksiskumas (vienkartinis
poveikis)

Tam tikry tiksliniy organy
toksiSkumas (Kartotinis poveikis)
Pavojus kvépuojant

Duomeny néra
Duomeny néra
Duomeny néra

Duomeny néra
Duomeny néra
Duomeny néra
Duomeny néra
Duomeny néra

Duomeny néra

Duomeny néra

XII. Ekologiné informacija

Kaseté Aptikimo buferis
ToksiSkumas Duomeny néra Duomeny néra
ISlikimas ir irimas Duomeny néra Duomeny néra
Biologinio kaupimosi Duomeny néra Duomeny néra
potencialas
Judrumas dirvozemyje Duomeny néra Duomeny néra
Kiti neigiami poveikiai Duomeny néra Duomeny néra
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Dokumento nr.: | BT-MSDSC42
Perziaros nr.: | 00
Perzitiros data: | 2018.01.26

MEDZIAGOS SAUGOS DUOMENU
LAPAS

XIIIL ISmetimo sglygos
Informacijos néra.

XIV. Transportavimo informacija

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

XV. Kontrolés informacija

Kor¢jos pramoninio saugumo ir sveikatos aktas Duomeny néra
Koréjos pavojingy medziagy saugos kontrolés aktas Duomeny néra
Kor¢jos toksiniy chemikaly kontrolés aktas Duomeny néra
Kor¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir uzsienio Saliy aktai Duomeny néra

XVI. Kitos pastabos
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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810 @ TECHNOLOGY

hditech

MATERIAL SAFETY DATA SHEET

Document No. BT-MSDSC42
Rev. No. 00
Rev. Date 2018. 01. 26

I. General Information

A. Product Name/Catalogue Number
: Boditech Tn-I Plus Control / CFPO-212
B. Recommended use of the chemical and restriction on use
®  Recommended use: In vitro diagnostic Medical Device
m  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400

II. Hazard Identification

GHS classification of the product and national or regional

GHS classification

Not applicable

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

No data available

Precautionary statements

Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

Other hazards

NEPA

No data available

QFAI-GE02-15 (Rev. 02)

1/6




810 @ TECHNOLOGY
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Document No. BT-MSDSC42
MATERIAL SAFETY DATA SHEET Rev. No. 00
Rev. Date 2018. 01. 26
III. Composition/Information on Ingredients
Component CAS Number Weight %
Bovine Serum Albumin N/A 99.9%
Sodium Azide 26628-22-8 0.1%

We recommend handling all chemicals with caution.

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

: If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials

* Do not breathe dust / fume / gas / mist / vapours / spray

A AI-GE02-15 (Rev. 02) *e
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hditech

Document No. BT-MSDSC42
MATERIAL SAFETY DATA SHEET Rev. No. 00
Rev. Date 2018. 01. 26

- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

: After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling
* Avoid skin friction.
* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.
* Storage temperature: low temperature

VIII. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available

IX. Physical and Chemical properties

State Liquid at 20 °C

Odor No data available

Odor threshold value No data available

pH 7.83

Melting/Freezing point No data available

Initial boiling point or boiling range No data available

Flash point No flash occurred under 90 °C (Closed-cup)
Evaporating rate No data available

QFAI-GE02-15 (Rev. 02) e
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hditech

Document No. BT-MSDSC42
MATERIAL SAFETY DATA SHEET Rev. No. 00
Rev. Date 2018. 01. 26
Lower.explosion limit No data available
Upper explosion limit No data available
Vapor pressure No data available
Water solubility No data available
Density No data available
Vapor density No data available
Specific gravity 1.01 (water=1)
N-octan/water partition coefficient No data available
Auto-ignition temperature No data available
Decomposition temperature No data available
Viscosity No data available
Molecular weight No data available

X. Stability and Reactivity

Chemical stabilit - Irritation or toxic gases and fume may be occurred in fire-emergency
emical stabili
Y - Inhalation may harmful

Conditions to avoid Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products o ) o
i o Irritation or toxic gases and fume may be occurred in fire-emergency
formed under fire conditions

XI. Toxicological Information

Detection buffer

Information on the likely routes of exposure No data available
Acute toxicity No data available
Skin corrosion/Irritation No data available
Serious eye damage/Eye irritation No data available
Respiratory/Skin sensitization No data available
Germ cell mutagenicity No data available
Carcinogenicity No data available
Reproductive toxicity No data available

QFAI-GE02-15 (Rev. 02) e
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Document No. BT-MSDSC42
MATERIAL SAFETY DATA SHEET Rev. No. 00
Rev. Date 2018. 01. 26
Specific target organ toxicity(single exposure) No data available
Specific target organ toxicity(repeated exposure) No data available
Aspiration hazard No data available

XII. Ecological Information

Detection buffer

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

XIII. Disposal Considerations

Not available

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

Not a dangerous good under DOT, IATA, ADR, IMDG, or RID.

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act No data available
Korea Toxic Chemical Control Act No data available
Korea Wastes Control Act No data available
Other internal and foreign acts No data available
QFAI-GE02-15 (Rev. 02) 5/6
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Document No. BT-MSDSC42
Rev. No. 00
Rev. Date 2018. 01. 26

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.

QFAI-GE02-15 (Rev. 02)
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MEDZIAGOS SAUGOS DUOMENU Dokumento nr.: BI-MSDS32
LAPAS Perzitiros nr.: 01
Perzitiros data: 2020-03-05

I SKIRSNIS. (Cheminés) Medziagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech Tn-I Plus Calibrator / CFPO-213

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.

E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux‘

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: £370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It

F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378.

IT SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regioniné klasifikacija

GHS Kklasifikacija Netaikoma

IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra
Signalinis Zodis Duomeny néra
Pavojaus frazés Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
[Smetimas Duomeny néra

Kiti pavojai

NEPA Duomeny néra

IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis

& ALLGE02-15 (Perz. 02) .
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MEDZIAGOS SAUGOS DUOMENU Dokumento nr.: BI-MSDS32
LAPAS Perzitiros nr.: 01
Perzitiros data: 2020-03-05
Komponentas CAS numeris Svoris, %
Jaucio serumo Duomeny néra 95 %
albuminas
Sacharozé 57-50-1 4.9 %
Natrio azidas 26628-22-8 0.1 %

Visus chemikalus tvarkykite atsargiai.

IV SKIRSNIS. Pirmosios pagalbos priemonés
- Patekus | akis:
Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.
- Patekus ant odos:
Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.
- Ikvépus:
Nedelsdami kreipkités j gydytoja. Perneskite nukentéjusjjj 1 gryng org. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauciy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.
- Prarijus:
Jeigu pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.
*QGalimi tokie simptomai: negriztamas akiy pazeidimas.
*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.
*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. PrieSgaisrinés priemonés
- Rekomenduojamos gesinimo priemonés:
Tinkamos gesinimo medziagos, jskaitant $ias: CO2, VANDENS CTURKSLE arba putos.
- Tam tikras chemikalo sukeliamas pavojus:
Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas gali
biiti kenksmingas
- Specialios priemonés gaisrininkams:
Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, paSalinkite talpyklas. [vykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diimai. Jy jkvépimas gali biiti kenksmingas
- Apsauginé jranga ir atsargumo priemongs gaisrininkams:
Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés
- Asmenings atsargumo priemongés:
*Jeigu néra pavojaus, sustabdykite pratekéjima.
*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.
*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.
- Aplinkos apsaugos priemonés:
Duomeny néra.
- ISgryninimo ir valymo medZiagos ir metodai:
Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.
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Dokumento nr.: BT-MSDS525

MEDZIAGOS SAUGOS DUOMENU Perziiiros nr.-

01

LAPAS o
Perziiiros data: 2020-03-05
VII SKIRSNIS. Naudojimas ir sandéliavimas
- Saugaus darbo atsargumo priemonés:
*Stenkités netrinti odos.
*Isidémékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.
* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kaukeé.
- Saugaus darbo metodas:
*Isidémekite salygas ir medziagas, kuriy reikéty vengti.
*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.
*Laikymo temperatiira: Zema.
VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga
- Inzinerinés priemonés:
Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmenin¢ apsaugin¢ jranga:
Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;
Odos ir kiino apsauga: chemikalui atspariis apsauginiai drabuziai.
- Poveikio standartas:
Cheminis: duomeny néra.
Biologinis: duomeny néra.
IX SKIRSNIS. Fizinés ir cheminés savybés
Biisena Skystis esant 20 °C
Kvapas Duomeny néra
Kvapo atsiradimo riba Duomeny néra
pH 7.83
L i/uzsali .
ydymos_l/uzsahmo Duomeny néra
temperatura
Pirminé virimo
temperatuira arba Duomeny néra
virimo intervalas
Plitipsnio temperatiira Plifipsnio néra esant Zemesnei nei 90 °C temperatiirai (uzdaras indas)
Garavimo greitis Duomeny néra
Apatiné sprogimo riba Duomeny néra
VirSutiné sprogimo )
. Duomeny néra
riba
Gary slégis Duomeny néra
Tirpumas vandenyje Duomeny néra
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MEDZIAGOS SAUGOS DUOMENU Dokumento nr.: BT-MSDS525
LAPAS PerZiiiros nr.: 01
Perzitiros data: 2020-03-05
Tankis Duomeny néra
Gary tankis Duomeny néra
Specifinis sunkis 1.01 (vanduo = 1)
N-oktano/vandens
paskirstymo Duomeny néra
koeficientas
Savaiminio
uzsidegimo Duomeny néra
temperatura
Irimo temperattira Duomeny néra
Klampa Duomeny néra
Molekulinis svoris Duomeny néra
X SKIRSNIS. Stabilumas ir reakcingumas
- Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir
Cheminis stabilumas  diimai
- Ikvépimas gali biiti kenksmingas.
Vengtinos salygos Karstis, auksta temperatiira.
Vengtinos medziagos Duomeny néra
Pavojingi irimo
produktai, Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai.
susidarantys gaisro
metu
XI SKIRSNIS. Toksikologiné informacija
Aptikimo buferis
Informacija apie tikétinus poveikio Duomeny néra
biidus
Umus toksiskumas Duomeny néra
Odos ésdinimas/dirginimas Duomeny néra
Smarkus  akiy  paZeidimas/akiy Duomeny néra
dirginimas
Kvépavimo/odos jautrinimas Duomeny néra
Lytiniy lasteliy mutageniskumas Duomeny néra
Kancerogeniskumas Duomeny néra
Toksiskumas reprodukcijai Duomeny néra
Specifinis toksiskumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)
Specifinis toksiskumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)
Aspiracijos pavojus Duomeny néra
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Dokumento nr.: BT-MSDS525
Perzitiros nr.: 01
Perzituros data: 2020-03-05

XII SKIRSNIS. Ekologiné informacija

Aptikimo buferis
ToksiSkumas Duomeny néra
Patvarumas ir skaidomumas Duomeny néra
Bioakumuliacijos potencialas Duomeny néra
Judrumas dirvozemyje Duomeny néra
Kiti Salutiniai poveikiai Duomeny néra

XIIT SKIRSNIS. Atlieky tvarkymas
Duomeny néra.

XTIV SKIRSNIS. Informacija apie gabenima

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas ~ Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés Duomeny néra
aktas

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra

Koré¢jos atlieky kontrolés aktas Duomeny néra

Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos Siuo metu yra
teisingos.
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Document No. BT-MSDS525
MATERIAL SAFETY DATA SHEET Rev. No. 01
Rev. Date 2020. 03. 05
I. General Information
A. Product Name/Catalogue Number
: Boditech Tn-1 Plus Calibrator / CFPO-213
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
= Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400
Il. Hazard ldentification
GHS classification of the product and national or regional
GHS classification Not applicable
IMDG Code Not applicable
GHS label elements including precautionary
Symbols No data available
Signal word No data available
Hazard statements No data available
Precautionary statements
Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available
Other hazards
NEPA No data available
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Document No. BT-MSDS525
MATERIAL SAFETY DATA SHEET Rev. No. 01
Rev. Date 2020. 03. 05
lll. Composition/Information on Ingredients
Component CAS Number Weight %
Bovine Serum Albumin N/A 95%
Sucrose 57-50-1 4.9%
Sodium Azide 26628-22-8 0.1%

We recommend handling all chemicals with caution.

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials

* Do not breathe dust / fume / gas / mist / vapours / spray
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Rev. No. 01
Rev. Date 2020. 03. 05

- Environmental precautions
: No data available

- Methods and materials for purification and cleaning up

: After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling
* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.

* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask

- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management

: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available

IX. Physical and Chemical properties

State

Liquid at 20 °C

Odor

No data available

Odor threshold value

No data available

pH

7.83

Melting/Freezing point

No data available

Initial boiling point or boiling range

No data available

Flash point

No flash occurred under 90 °C (Closed-cup)

Evaporating rate

No data available

Lower explosion limit

No data available
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Document No. BT-MSDS525
Rev. No. 01
Rev. Date 2020. 03. 05

Upper explosion limit

No data available

Vapor pressure

No data available

Water solubility

No data available

Density

No data available

Vapor density

No data available

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

Chemical stabili - Irritation or toxic gases and fume may be occurred in fire-emergency
emical stabilit
Y - Inhalation may harmful

Conditions to avoid Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products o ) o
i » Irritation or toxic gases and fume may be occurred in fire-emergency
formed under fire conditions

Xl. Toxicological Information

Detection buffer

Information on the likely routes of exposure No data available
Acute toxicity No data available
Skin corrosion/Irritation No data available
Serious eye damage/Eye irritation No data available
Respiratory/Skin sensitization No data available
Germ cell mutagenicity No data available
Carcinogenicity No data available
Reproductive toxicity No data available
Specific target organ toxicity(single exposure) No data available
Specific target organ toxicity(repeated exposure) No data available
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Aspiration hazard

No data available

Xll. Ecological Information

Detection buffer

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

XIll. Disposal Considerations

Not available

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Non-Hazardous for Air Transport

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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Document No. BT-MSDS438
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14
I. General Information
A. Product Name/Catalogue Number
: AFIAS Rota/Adeno / SMFP-43
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
®  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
: +82-33-243-1400
Il. Hazard Identification
GHS classification of the product and national or regional
Cartridge
GHS classification Not applicable
IMDG Code Not applicable
GHS label elements including precautionary
Cartridge
Symbols No data available
Signal word No data available
Hazard statements No data available
Precautionary statements
Cartridge
Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available
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Document No. BT-MSDS438
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14
Other hazards
Cartridge
Test strip Housing
Health: 1
No data -
NEPA . Flammability: 1
available
Physical hazard: 0
lll. Composition/Information on Ingredients
[Cartridge]
Component Synonyms Classification No. Amount (%)
Test line 1
: Mouse monoclonal No data available No data available 0.0000096
Anti-Rota
) Test line 2
Test strip . .
: Mouse monoclonal No data available No data available 0.0000096
Anti-Adeno
Control line ) )
i No data available No data available 0.0000096
: Chicken IgY
Poly(methyl methacrylate) PMMA 9011-14-7 55~ 70
Housing
Acrylonitrile butadiene styrene ABS 9003-56-9 28 ~ 45

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.
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MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO,, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidential Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VIl. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIII. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection

Hand protection Chemical resisted protective gloves
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Document No. BT-MSDS438
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14
Eye protection Chemical resisted eye protection
Skin and body protection Chemical resisted protective clothes
- Standard of exposure
Chemical No data available
Biological No data available
IX. Physical and Chemical properties
Cartridge
Test strip Housing
State . Natural color or pigment
No data available
processed color
Odor Odorless Little odorless
Odor threshold value No data available No data available
pH No data available Natural
Melting/ ) 180 ~ 200°C/
) ) No data available )
Freezing point No data available
Initial  boiling point or . .
N No data available No data available
boiling range
) No flash occurred under )
Flash point No data available
90 °C (Closed-cup)
Evaporating rate No data available No data available
Lower explosion limit No data available No data available
Upper explosion limit No data available No data available
Vapor pressure No data available No data available
N ) Not soluble in water,
Water solubility No data available .
soluble in acetone
Density No data available 1.11
Vapor density No data available No data available
- ) No data available No data available
Specific gravity
(water=1) (water=1)
N-octan/water partition . .
- No data available No data available
coefficient
Auto-ignition temperature No data available No data available
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Document No. BT-MSDS438
MATERIAL SAFETY DATA SHEET Rev. No. 02
Rev. Date 2020. 09. 14
Decomposition . .
No data available No data available
temperature
Viscosity No data available No data available
Molecular weight No data available 50,000 ~ 250,000
X. Stability and Reactivity
Cartridge
Test strip Housing
- lrritation or toxic gases
) N and fume may be occurred - Stable at high
Chemical stability o
in fire-emergency temperature and pressure
- Inhalation may harmful
o ) ) Heat, high temperature
Conditions to avoid Heat, high temperature
above 200°C
. . . Oxidizing agent: fire or
Materials to avoid No data available T
explosive risk
Hazardous decomposition
products formed under fire Irritation or toxic gases and fume may be occurred in fire-emergency
conditions
XI. Toxicological Information
Information on the likely routes of exposure No data available
Acute toxicity No data available
Skin corrosion/Irritation No data available
Serious eye damage/Eye irritation No data available
Respiratory/Skin sensitization No data available
Germ cell mutagenicity No data available
Carcinogenicity No data available
Reproductive toxicity No data available
Specific target organ toxicity (single exposure) No data available
Specific target organ toxicity (repeated exposure) No data available
Aspiration hazard No data available
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Xll. Ecological Information

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

Xlll. Disposal Considerations

Test strip

Not available

Cartridge
Housing

Consider the notice on Waste management act

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

- Not a dangerous good under DOT, IATA, ADR, IMDG or RID

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDS438
Perzitros nr.: 02
Perzitros data: 2020-09-14

I SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
AFIAS Rota/Adeno / SMFP-43
B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: In vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui
C. Gamintojas:
Boditech Med Inc.
D. Adresas:
43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:
Tiekéjas: UAB ,,Interlux‘
Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva
Tel.: £370 5 2786850, faks.: +370 5 2796728
Tiekéjo tinklalapis: www.interlux.It
Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.It
F. Pagalbos telefono numeris:
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

Kaseté
GHS klasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Kaseté

Simboliai Duomeny néra

Signalinis zodis

Duomeny néra

Pavojaus frazés

Duomeny néra

Atsargumo nurodymai

Kasete
Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
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Dokumento nr.: BT-MSDS438
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 02
Perziiiros data: 2020-09-14
Kiti pavojai
Kasete
Testo juostelé Korpusas
Sveikata: 1
NEPA Duomeny néra Duomeny néra

Degumas: 1

Fizinis pavojus: 0

IIT SKIRSNIS. Sudétis arba informacija apie sudedamasias dalis

[Kaseté]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Testo linija 1 Duomeny néra Duomeny néra 0.0000096
: Pelés
monokloninis anti-
roto
Testo juostelé 'Testo linija 1 . Duomeny néra Duomeny néra 0.0000096
: Pelés
monokloninis anti-
adeno
Kontrolés linija Duomeny néra Duomeny néra 0.0000096
: Visciuko IgY
Poli(metil PMMA 9011-14-7 55~70
Korous metakrilatas)
rpusas Akrilnitrilo ABS 9003-56-9 28~45

butadieno stirenas

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus | akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités | gydytoja.

- Ikvépus:

Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji j gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauciy dirbtinj kvépavimg. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

*Galimi tokie simptomai: negrjZtamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. Priesgaisrinés priemonés
- Rekomenduojamos gesinimo priemonés: 5 -
Tinkamos gesinimo medziagos, jskaitant Sias: CO2, VANDENS CIURKSLE arba putos.
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MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 02
Perzitros data: 2020-09-14

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dumai. Jy jkvépimas gali

biti kenksmingas
- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. [vykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diimai. Jy jkvépimas gali biiti

kenksmingas
- Apsauginé jranga ir atsargumo priemonés gaisrininkams:
Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemoneés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Nejkveépkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemongs:

Duomeny néra.

- ISgryninimo ir valymo medziagos ir metodai:

Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemonés:

*Stenkités netrinti odos.

*Isidémekite salygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kauke.
- Saugaus darbo metodas:

*Isidéemekite salygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga
- Inzinerinés priemonés:

Norint kontroliuoti ore esancios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.

- Asmening¢ apsauging jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsauginés pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atsparts apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés
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Dokumento nr.: BT-MSDS438
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 02
Perzitiros data: 2020-09-14
Kaseté
Testo juostelé Korpusas
- Duomeny néra Natiirali spalva arba
Biusena .
pigmentu apdorota
spalva
Kvapas Bekvapé Nedidelis kvapas
Kvapo atsiradimo riba Duomeny néra Duomeny néra
pH Duomeny néra Natiiralus
Lydymosi/uzsalimo i 180 ~200°C /
_ Duomeny néra .
temperatura Duomeny néra
Pirminé virimo

temperatlira arba virimo
intervalas

Duomeny néra

Duomeny néra

Plifipsnio temperatiira

Pliipsnio iki 90°C néra
(Uzdarytas indelis)

Duomeny néra

Garavimo greitis

Duomeny néra

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Duomeny néra

Gary slégis Duomeny néra Duomeny néra

. . . Vandenyje netirpus,
Tirpumas vandenyje Duomeny néra tirpus acetone
Tankis Duomeny néra 1.11
Gary tankis Duomeny néra Duomeny néra

Specifinis sunkis

Duomeny néra
(vanduo = 1)

Duomeny néra
(vanduo = 1)

N-oktano/vandens
paskirstymo
koeficientas

Duomeny néra

Duomeny néra

Savaiminio uzsidegimo
temperatura

Duomeny néra

Duomeny néra

Irimo temperatiira

Duomeny néra

Duomeny néra

Klampa

Duomeny néra

Duomeny néra

Molekulinis svoris

Duomeny néra

50,000 ~ 250,000

X SKIRSNIS. Stabilumas ir reakcingumas

Kasete
Testo juostelé Korpusas

- Kilus gaisrui, gali
iSsiskirti  édrios arba
toksinés dujos ir
diimai

- Stabilus prie auksty
temperatiiry ir auksto
slégio

Cheminis stabilumas
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Dokumento nr.: BT-MSDS438
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 02
Perziiiros data: 2020-09-14
- Jkvépimas gali buti
kenksmingas.
Venetinos salveos Karstis, auksta Karstis, auksta
& ave temperatira. temperatiira vir§ 200°C
Oksiduojancios
Vengtinos medziagos Duomeny néra medziagos: gaisro arba
sprogimo rizika
Pavojingi irimo produktai, Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai.

susidarantys gaisro metu

XI SKIRSNIS. Toksikologiné informacija

Informacija apie tikétinus poveikio Duomeny néra

btdus

Umus toksiskumas Duomeny néra
Odos ésdinimas/dirginimas Duomeny néra
Smarkus akiy  pazeidimas/akiy Duomeny néra
dirginimas

Kvépavimo/odos jautrinimas Duomeny néra
Lytiniy lasteliy mutageniSkumas Duomeny néra
Kancerogeniskumas Duomeny néra
Toksiskumas reprodukcijai Duomeny néra

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)

Aspiracijos pavojus Duomeny néra

XII SKIRSNIS. Ekologiné informacija

ToksiSkumas Duomeny néra
Patvarumas ir skaidomumas Duomeny néra
Bioakumuliacijos potencialas Duomeny néra
Judrumas dirvozemyje Duomeny néra
Kiti Salutiniai poveikiai Duomeny néra

XIII SKIRSNIS. Atlieky tvarkymas

Testo juostelé Duomeny néra
Kasete Korpusas ISmeskite pagal Atlieky valdymo
potvarkj.

XIV SKIRSNIS. Informacija apie gabenima

IMDG kodas Duomeny néra
2 ALLGE02-15 (Perz. 02) 5/6
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Dokumento nr.: BT-MSDS438

MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 02

Perzitiros data: 2020-09-14
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra

IATA Oro transportui pavojaus néra

Nepavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Kor¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos S$iuo metu yra
teisingos.
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MATERIAL SAFETY DATA SHEET Rev. No.

Document No. BT-MSDSC58
01
Rev. Date 2020. 03. 05

I. General Information

A. Product Name/Catalogue Number
: Boditech Rota/Adeno Control / CFPO-164

B. Recommended use of the chemical and restriction on use

= Recommended use: In vitro diagnostic Medical Device

= Restriction on use: For in vitro diagnostic use only.

C. Manufacturer
: Boditech Med Inc.
D. Address

: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea

E. Emergency Phone No.
: +82-33-243-1400

Il. Hazard ldentification

GHS classification of the product and national or regional

GHS classification

Chronic aquatic toxicity (Category 3), H412

IMDG Code

Not applicable

GHS label elements including precautionary

Symbols

No data available

Signal word

No data available

Hazard statements

H412 Harmful to aquatic life with long lasting effects.

Precautionary statements

Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available

Other hazards

NEPA

No data available

L 4Al-GE02-15 (Rev. 02)
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Document No. BT-MSDSC58
MATERIAL SAFETY DATA SHEET Rev. No. 01
Rev. Date 2020. 03. 05
lll. Composition/Information on Ingredients
Component CAS Number Weight %
WATER 7732-18-5 98
BSA 9048-46-8 2

We recommend handling all chemicals with caution.

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

L 4Al-GE02-15 (Rev. 02) 2/6



Document No. BT-MSDSC58
MATERIAL SAFETY DATA SHEET Rev. No. 01
Rev. Date 2020. 03. 05

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VII. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIIl. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDSC58
Rev. No. 01
Rev. Date 2020. 03. 05

IX. Physical and Chemical properties

State

Liquid at 20 °C

Odor

No data available

Odor threshold value

No data available

pH

7.83

Melting/Freezing point

No data available

Initial boiling point or boiling range

No data available

Flash point

No flash occurred under 90 °C

(Closed-cup)

Evaporating rate

No data available

Lower explosion limit

No data available

Upper explosion limit

No data available

Vapor pressure

No data available

Water solubility

No data available

Density

No data available

Vapor density

No data available

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stabilit
Y - Inhalation may harmful

Conditions to avoid Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions
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MATERIAL SAFETY DATA SHEET

Document No. BT-MSDSC58
Rev. No. 01
Rev. Date 2020. 03. 05

Xl. Toxicological Information

Detection buffer

Information on the likely routes of exposure

No data available

Acute toxicity

No data available

Skin corrosion/Irritation

No data available

Serious eye damage/Eye irritation

No data available

Respiratory/Skin sensitization

No data available

Germ cell mutagenicity

No data available

Carcinogenicity

No data available

Reproductive toxicity

No data available

Specific target organ toxicity(single exposure)

No data available

Specific target organ toxicity(repeated exposure)

No data available

Aspiration hazard

No data available

Xll. Ecological Information

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

Harmful to aquatic life with long lasting effects.

XIll. Disposal Considerations

Not available
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Document No. BT-MSDSC58
MATERIAL SAFETY DATA SHEET Rev. No. 01
Rev. Date 2020. 03. 05
XIV. Transport Information
IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

Not a dangerous good under DOT, IATA, ADR, IMDG, or RID.

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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Dokumento nr.: BT-MSDC58
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 01
Perzitros data: 2020-03-05

I SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech Rota/Adeno Control / CFPO-164

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: /n vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux“

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt
F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

GHS Kklasifikacija Létinis toksiskumas vandens aplinkai (3 pav. kat.), H412
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra

Signalinis zodis Duomeny néra

Pavojaus frazés H412: Kenksminga vandens aplinkai, sukelia ilgalaikius
pakitimus.

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra

Kiti pavojai

NEPA Duomeny néra
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Dokumento nr.: BT-MSDC58
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 01
Perzitros data: 2020-03-05

IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis

Komponentas CAS numeris Svoris, %
Vanduo 7732-18-5 98
BSA 9048-46-8 2

Visus chemikalus rekomenduojame tvarkyti atsargiai.

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus j akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiSkia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités | gydytoja.

- Ikvépus:

Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji i gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauc¢iy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebékite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

*QGalimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos buklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. Priesgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas gali
biiti kenksmingas

- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, paSalinkite talpyklas. Ivykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diimai. Jy jkvépimas gali buti
kenksmingas

- Apsauginé jranga ir atsargumo priemongés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemongés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*[sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- ISgryninimo ir valymo medZziagos ir metodai:

Absorbave veikianc¢ias medziagas, iSvalykite su valikliu ir vandeniu.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDC58
Perzitros nr.: 01
Perzitros data: 2020-03-05

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemonés:

*Stenkités netrinti odos.

*Isidémékite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.
* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kauke.
- Saugaus darbo metodas:

*sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.
*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- InZinerinés priemonés:

Norint kontroliuoti ore esancios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmening¢ apsauging jranga:

Kvépavimo apsauga:

chemikalui atspari kvépavimo apsauga;

Ranky apsauga:

chemikalui atsparios apsauginés pirstings;

Akiy apsauga:

chemikalui atspari akiy apsauga;

Odos ir kino apsauga:

chemikalui atsparts apsauginiai drabuziai.

- Poveikio standartas:

Cheminis:

duomeny néra.

Biologinis:

duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Biisena

Skystis esant 20 °C

Kvapas

Duomeny néra

Kvapo atsiradimo riba

Duomeny néra

pH

7.83

Lydymosi/uzsalimo .

— Duomeny néra
temperatura
Pirminé virimo

temperatlira arba virimo
intervalas

Duomeny néra

Plifipsnio temperatiira

Plifipsnio néra, kai temperatiira zemesné nei 90 °C (uzdarytas indas)

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Gary slégis

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Tankis

Duomeny néra

Gary tankis
OFAL_GE02-15 (Perz. 02)
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Dokumento nr.: BT-MSDCS58
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 01
Perziiiros data: 2020-03-05
Specifinis sunkis 1.01 (vanduo = 1)
N-oktano/vandens
paskirstymo Duomeny néra
koeficientas

Savaiminio uzsidegimo .
Duomeny néra

temperatura

Irimo temperatiira Duomeny néra
Klampa Duomeny néra
Molekulinis svoris Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

- Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir
Cheminis stabilumas dimai
- Ikvépimas gali biiti kenksmingas.

Vengtinos salygos Karstis, auksta temperatiira.

Vengtinos medziagos Duomeny néra

Pavojingi irimo
produktai, susidarantys
gaisro metu

Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir diimai.

XI SKIRSNIS. Toksikologiné informacija

Informacija apie tikétinus poveikio Duomeny néra

biidus

Umus toksiskumas Duomeny néra
Odos ésdinimas/dirginimas Duomeny néra
Smarkus  akiy = pazeidimas/akiy Duomeny néra
dirginimas

Kvépavimo/odos jautrinimas Duomeny néra
Lytiniy lasteliy mutageniskumas Duomeny néra
Kancerogeniskumas Duomeny néra
Toksiskumas reprodukcijai Duomeny néra

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)

Aspiracijos pavojus Duomeny néra

XII SKIRSNIS. Ekologiné informacija

Toksiskumas Duomeny néra
Patvarumas ir skaidomumas Duomeny néra
Bioakumuliacijos potencialas Duomeny néra
Judrumas dirvozemyje Duomeny néra
Kiti Salutiniai poveikiai Kenksminga vandens aplinkai, sukelia ilgalaikius pakitimus.

OFAL_GE02-15 (Perz. 02) 4/5




kdrt€ch

Dokumento nr.: BT-MSDC58
MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitros nr.: 01
Perzitros data: 2020-03-05

XIIT SKIRSNIS. Atlieky tvarkymas
Duomeny néra.

XIV SKIRSNIS. Informacija apie gabenima

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Oro transportui pavojaus néra

Nereguliuojama kaip pavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koré¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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Document No. BT-MSDS459
MATERIAL SAFETY DATA SHEET 00
Rev. Date 2020. 10. 16
. General Information
A. Product Name/Catalogue Number
: AFIAS COVID-19/Flu Ag Combo / SMFP-77
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
= Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
1 +82-33-243-1400
Il. Hazard Identification
GHS classification of the product and national or regional
Cartridge Extraction buffer
GHS classification Not applicable Not applicable
IMDG Code Not applicable Not applicable
GHS label elements including precautionary
Cartridge Extraction buffer
Symbols No data available No data available
Signal word No data available No data available
Hazard statements No data available No data available
Precautionary statements
Cartridge Extraction buffer
Prevention No data available No data available
Reaction No data available No data available
Storage No data available No data available
Disposal No data available No data available
Other hazards
Cartridge
Extraction buffer
Test strip Housing
Health: 1
No data - )
NEPA i Flammability: 1 No data available
available
Physical hazard: O
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lll. Composition/Information on Ingredients
[Cartridge]
Component Synonyms Classification No. Amount
Poly(methyl methacrylate) PMMA 9011-14-7 55 ~70%
Housing
Acrylonitrile butadiene styrene ABS 9003-56-9 28 ~ 45 %
[Extraction Buffer]
Component Synonyms Classification No. Amount (%)
Water Dihydrogen Oxide 7732-18-5 > 96

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO2, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidential Release Measures

- Personal precautions
FAI-GE02-15 (Rev. 02) 2/6
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* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water

VIl. Handling and Storage

- Precaution for safe handling

* Avoid skin friction.

* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling

* Note the avoid conditions and materials.

* Store container tightly closed in a well-ventilated area.

* Storage temperature: low temperature

VIII. Exposure controls and Personal protection

- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.

- Personal protective equipment

Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves

Eye protection Chemical resisted eye protection

Skin and body protection Chemical resisted protective clothes

- Standard of exposure

Chemical No data available

Biological No data available

IX. Physical and Chemical properties

Cartridge Extraction buffer

Test strip Housing

State , Natural color or pigment Liquid at 20 °C
No data available
processed color

Odor Odorless Little odorless No data available

Odor threshold value No data available No data available No data available
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pH No data available Natural 8.0
Melting/ 180 ~ 200°C/

Freezing point

No data available

No data available

No data available

Initial boiling point or

boiling range

No data available

No data available

No data available

Flash point

No flash occurred under
90 °C (Closed-cup)

No data available

No flash occurred under
90 °C (Closed-cup)

Evaporating rate

No data available

No data available

No data available

Lower explosion limit

No data available

No data available

No data available

Upper explosion limit

No data available

No data available

No data available

Vapor pressure

No data available

No data available

No data available

Water solubility

No data available

Not soluble in water,

soluble in acetone

No data available

Density

No data available

1.11

No data available

Vapor density

No data available

No data available

No data available

Specific gravity

No data available

(water=1)

No data available

(water=1)

1.01 (water=1)

N-octan/water partition

coefficient

No data available

No data available

No data available

Auto-ignition temperature

No data available

No data available

No data available

Decomposition

temperature

No data available

No data available

No data available

Viscosity

No data available

No data available

No data available

Molecular weight

No data available

50,000 ~ 250,000

No data available

X. Stability and Reactivity

Chemical stability

Cartridge
Extraction buffer
Test strip Housing
- lrritation or toxic gases - lIrritation or toxic gases
and fume may be occurred - Stable at high and fume may be occurred

in fire-emergency

- Inhalation may harmful

temperature and pressure

in fire-emergency

- Inhalation may harmful

Conditions to avoid

Heat, high temperature

Heat, high
above 200°C

temperature

Heat, high temperature

Materials to avoid

No data available

Oxidizing agent: fire or

explosive risk

No data available

Hazardous decomposition

products formed under fire

Irritation or toxic gases and fume may be occurred in fire-emergency
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conditions

Xl. Toxicological Information

Cartridge Extraction buffer

Information on the likely routes of exposure No data available No data available

Acute toxicity No data available No data available

Skin corrosion/Irritation No data available No data available

Serious eye damage/Eye irritation No data available No data available

Respiratory/Skin sensitization No data available No data available

Germ cell mutagenicity No data available No data available

Carcinogenicity No data available No data available

Reproductive toxicity No data available No data available

Specific target organ toxicity (single exposure) No data available No data available

Specific target organ toxicity (repeated exposure) No data available No data available

Aspiration hazard No data available No data available

Xll. Ecological Information

Cartridge

Extraction buffer

Toxicity

No data available

No data available

Persistence and degradability

No data available

No data available

Bio-accumulative potential

No data available

No data available

Mobility in soil

No data available

No data available

Other adverse effects

No data available

No data available

XIll. Disposal Considerations

Test strip Not available
Cartridge Granule Not available
Housing Consider the notice on Waste management act

Extraction buffer

Not available
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XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

- Not a dangerous good under DOT, IATA, ADR, IMDG, or RID

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDS459
Perzitiros nr.: 00
Perzituros data: 2020-10-16

I SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
AFIAS COVID-19 / Flu Ag Combo / SMFP-77
B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
» Rekomenduojamas naudojimas: /n vitro diagnostinis medicinos prietaisas
» Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.
D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chucheon-si, Gangwon-do, Kor¢ja.

E. Atstovas regionui:
Tiekejas: UAB ,,Interlux‘

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt

F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg para): tel. +370 52 362052, mob. +370 687

53378.

IT SKIRSNIS. Galimi pavojai

Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

Kasete Ekstrakcijos buferis
GHS klasifikacija Netaikoma Netaikoma
IMDG kodas Netaikoma Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Kaseté

Ekstrakcijos buferis

Simboliai

Duomeny néra

Duomeny néra

Signalinis zodis

Duomeny néra

Duomeny néra

Pavojaus frazés

Duomeny néra

Duomeny néra

Atsargumo frazés

Kaseté Ekstrakcijos buferis
Prevencija Duomeny néra Duomeny néra
Reakcija Duomeny néra Duomeny néra
Sandé¢liavimas Duomeny néra Duomeny néra
Utilizavimas Duomeny néra Duomeny néra
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MEDZIAGOS SAUGOS DUOMENU LAPAS Perzitiros nr.: 00
Perzitiros data: 2020-10-16
Kiti pavojai
Kaseté . .
Testo juostelé Korpusas Ekstrakeijos buferis
Sveikata: 1
NEPA Duomeny néra Degumas: 1 Duomeny néra

Fizinis pavojus: 0

IIT SKIRSNIS. Sudétis arba informacija apie sudedamasias dalis

[Kasete]
Komponentas Sinonimai Klasifikacijos Kiekis (%)
nr.
Poli(metil PMMA 9011-14-7 55~70
Ko as metakrilatas)
TPus Akrilnitrilo ABS 9003-56-9 28 ~45

butadieno stirenas

[Ekstrakcijos buferis]
Komponentas Sinonimai Klasifikacijos nr. Kiekis (%)
Vanduo Divandenilio oksidas 7732-18-5 >96

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus j akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiSkia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio Saltinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Jkvépus:

Nedelsdami kreipkités j gydytoja. Perneskite nukentéjusjjj i gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauciy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

*Galimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. Priesgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medZiagos, jskaitant §ias: CO2, VANDENS CIURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali i$siskirti édrios arba toksinés dujos ir diimai. Jy jkvépimas
gali buti kenksmingas

- Specialios priemonés gaisrininkams:
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Gelbétojai turi naudoti asmens apsaugos jranga. Jeigu néra pavojinga, pasalinkite talpyklas. [vykus
gaisrui, gali i$siskirti édrios arba toksinés dujos ir dimai. Jy jkvépimas gali buti kenksmingas

- Apsauginé jranga ir atsargumo priemongés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmeninés atsargumo priemongs:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikiancia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Nejkvépkite dulkiy/dimy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- [Sgryninimo ir valymo medZziagos ir metodai:

Absorbave veikiancias medziagas, iSvalykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas

- Saugaus darbo atsargumo priemonés:

*Stenkités netrinti odos.

*Isidémekite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspariis apsauginiai akiniai, pirstinés, drabuziai ir kaukeé.
- Saugaus darbo metodas:

*Isidémekite salygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zzema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- Inzinerinés priemones:

Norint kontroliuoti ore esan¢ios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmenin¢ apsauginé jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;
Ranky apsauga: chemikalui atsparios apsaugings pirstinés;
Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kiino apsauga: chemikalui atspariis apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Kaseté Ekstrakcijos buferis
Testo juostelé Korpusas
- Duomeny néra Naturali spalva arba Skystis prie 20°C
Biisena .
pigmentu apdorota
spalva
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Kvapas Bekvapé Nedidelis kvapas Duomeny néra
Kvapo atsiradimo riba Duomeny néra Duomeny néra Duomeny néra
pH Duomeny néra Nattralus 8.0
Lydymosi/uzsalimo . 180 ~ 200°C / .

_ Duomeny néra ) Duomeny néra
temperatura Duomeny néra
Pirminé virimo

temperatira arba virimo
intervalas

Duomeny néra

Duomeny néra

Duomeny néra

Plifipsnio temperatiira

Plidipsnio iki 90°C néra
(Uzdarytas indelis)

Duomeny néra

Plitipsnio iki 90°C néra
(Uzdarytas indelis)

Garavimo greitis

Duomeny néra

Duomeny néra

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

VirSutiné sprogimo riba

Duomeny néra

Duomeny néra

Duomeny néra

Gary slégis

Duomeny néra

Duomeny néra

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Vandenyje netirpus,
tirpus acetone

Duomeny néra

Tankis

Duomeny néra

1.11

Duomeny néra

Gary tankis

Duomeny néra

Duomeny néra

Duomeny néra

Specifinis sunkis

Duomeny néra
(vanduo = 1)

Duomeny néra
(vanduo = 1)

1.01 (vanduo = 1)

N-oktano/vandens
paskirstymo
koeficientas

Duomeny néra

Duomeny néra

Duomeny néra

Savaiminio uzsidegimo
temperatiira

Duomeny néra

Duomeny néra

Duomeny néra

Irimo temperatiira

Duomeny néra

Duomeny néra

Duomeny néra

Klampa

Duomeny néra

Duomeny néra

Duomeny néra

Molekulinis svoris

Duomeny néra

50,000 ~ 250,000

Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

Kaseté
Testo juostelé Korpusas Ekstrakcijos buferis
- Kilus gaisrui, gali - Kilus gaisrui, gali
iSsiskirti ~ edrios arba Stabilus prie aukt iSsiskirti  édrios  arba
.. . toksinés dujos ir 1S pr % toksines dujos ir
Cheminis stabilumas . temperatiry ir aukSto ,_ .
diimai slogio diimai.
- Jkvépimas gali biti & - Jkvépimas gali buti
kenksmingas. kenksmingas.
Venetinos salveos Karstis, auksta Karstis, auksta Karstis, auksta
& ave temperatira. temperatiira vir§ 200°C  temperatiira
Oksiduojancios
Vengtinos medziagos Duomeny néra medziagos: gaisro arba Duomeny néra
sprogimo rizika
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Pavojingi irimo produktai,
susidarantys gaisro metu

Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai.

XI SKIRSNIS. Toksikologiné informacija

Kaseté

Ekstrakcijos buferis

Informacija apie tikétinus poveikio
biidus

Duomeny néra

Duomeny néra

Umus toksiskumas

Duomeny néra

Duomeny néra

Odos ésdinimas/dirginimas

Duomeny néra

Duomeny néra

Smarkus  akiy  pazeidimas/akiy
dirginimas

Duomeny néra

Duomeny néra

Kvépavimo/odos jautrinimas

Duomeny néra

Duomeny néra

Lytiniy lasteliy mutageniSkumas

Duomeny néra

Duomeny néra

Kancerogeniskumas

Duomeny néra

Duomeny néra

Toksiskumas reprodukcijai

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkre¢iam
organui (vienkartinis poveikis)

Duomeny néra

Duomeny néra

Specifinis toksiSkumas konkre¢iam
organui (kartotinis poveikis)

Duomeny néra

Duomeny néra

Aspiracijos pavojus

Duomeny néra

Duomeny néra

XII SKIRSNIS. Ekologiné informacija

Kaseté

Ekstrakcijos buferis

ToksiSkumas

Duomeny néra

Duomeny néra

Patvarumas ir skaidomumas

Duomeny néra

Duomeny néra

Bioakumuliacijos potencialas

Duomeny néra

Duomeny néra

Judrumas dirvoZzemyje

Duomeny néra

Duomeny néra

Kiti Salutiniai poveikiai

Duomeny néra

Duomeny néra

XIIT SKIRSNIS. Atlieky tvarkymas

Testo juostelé

Duomeny néra

Kasete Korpusas

IsSmeskite pagal Atlieky valdymo

potvarki.

Ekstrakcijos buferis

Duomeny néra

XIV SKIRSNIS. Informacija apie gabenima

IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
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AND Duomeny néra
IATA Oro transportui pavojaus néra

Nepavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.

XV SKIRSNIS. Informacija apie reglamentavima

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra
Kor¢jos pavojingy medziagy saugumo kontrolés Duomeny néra
aktas

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Kor¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDL aprasyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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Document No.

BT-MSDSC98

MATERIAL SAFETY DATA SHEET Rev. No. 00
Rev. Date 2020. 12. 08
I. General Information
A. Product Name/Catalogue Number
: Boditech COVID-19/Flu Ag Control / CFPO-298
B. Recommended use of the chemical and restriction on use
= Recommended use: In vitro diagnostic Medical Device
®  Restriction on use: For in vitro diagnostic use only.
C. Manufacturer
: Boditech Med Inc.
D. Address
: 43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Korea
E. Emergency Phone No.
1 +82-33-243-1400
Il. Hazard ldentification
GHS classification of the product and national or regional
GHS classification Not applicable
IMDG Code Not applicable
GHS label elements including precautionary
Symbols No data available
Signal word No data available
Hazard statements No data available
Precautionary statements
Prevention No data available
Reaction No data available
Storage No data available
Disposal No data available
Other hazards
NEPA No data available
lll. Composition/Information on Ingredients
Component CAS Number Weight %
Glass Silicon dioxide 7631-86-9

We recommend handling all chemicals with caution.

L 4Al-GE02-15 (Rev. 02)

1/5




BIO @ TECHNOLOGY

Document No. BT-MSDSC98

MATERIAL SAFETY DATA SHEET Rev. No. 00

Rev. Date 2020. 12. 08

IV. First Aid Measures

- In case of eye contact

: Remove from source of exposure. Wash with copious amounts of water for at least 15 minutes. If irritation or signs
of toxicity occur, seek medical attention.
- In case of skin contact

: Remove from source of exposure. Wash affected area with soap and water. If irritation or signs of toxicity occur,
seek medical attention.
- If inhaled

: Get medical attention immediately. Remove to fresh air. If not breathe, give cardiopulmonary resuscitation. If
breathing is difficult, give oxygen and continue to monitoring.
- If swallowed

. If irritation or signs of toxicity occur, seek medical attention.
* The following symptoms may occur: Irreversible eye damage.
* Medical conditions aggravated by exposure: Pre-existing eye ailments. Hypersensitivity.

* This material should be considered as being potentially infectious.

V. Fire Fighting Measures

- Recommended extinguishing media

: Suitable extinguishing agents including CO,, WATER SPRAY or regular form.
- Specific hazard from the chemical

: Non-flammable, Corrosive or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Special measure for fire-fighters
: Rescuers need to note the personal protective equipment. If not danger, remove containers. Non-flammable, Corrosive
or toxic gases and fume may be occurred in fire-emergency. Inhalation may be harmful.
- Protective Equipment and precautions for Fire fighters

: Chemical resisted protective equipment for fire-fighter.

VI. Accidental Release Measures

- Personal precautions
* If not danger, stop to leak
* Do not contact with exposed material without protective equipment
* Note the avoid conditions and materials
* Do not breathe dust / fume / gas / mist / vapours / spray
- Environmental precautions
: No data available
- Methods and materials for purification and cleaning up

. After absorbed exposed materials, clean up with cleaner and water
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MATERIAL SAFETY DATA SHEET Rev. No. 00
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VII. Handling and Storage
- Precaution for safe handling
* Avoid skin friction.
* Note the avoid conditions and materials from fire or flame.
* Protective equipment: Chemical resisted protective goggles, gloves, clothes and mask
- Method for safe handling
* Note the avoid conditions and materials.
* Store container tightly closed in a well-ventilated area.
* Storage temperature: low temperature
VIIl. Exposure controls and Personal protection
- Engineering management
: Good insolation and ventilation should be sufficient to control airborne levels.
- Personal protective equipment
Respiratory protection Chemical resisted respiratory protection
Hand protection Chemical resisted protective gloves
Eye protection Chemical resisted eye protection
Skin and body protection Chemical resisted protective clothes
- Standard of exposure
Chemical No data available
Biological No data available
IX. Physical and Chemical properties
State Solid
Odor No data available
Odor threshold value No data available
pH No data available
Melting/Freezing point No data available
Initial boiling point or boiling range No data available
Flash point No data available
Evaporating rate No data available
Lower explosion limit No data available
Upper explosion limit No data available
Vapor pressure No data available
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Water solubility

No data available

Density

No data available

Vapor density

No data available

Specific gravity

1.01 (water=1)

N-octan/water partition coefficient

No data available

Auto-ignition temperature

No data available

Decomposition temperature

No data available

Viscosity

No data available

Molecular weight

No data available

X. Stability and Reactivity

- Irritation or toxic gases and fume may be occurred in fire-emergency

Chemical stability

- Inhalation may harmful

Conditions to avoid

Heat, high temperature

Materials to avoid No data available

Hazardous decomposition products

Irritation or toxic gases and fume may be occurred in fire-emergency

formed under fire conditions

Xl. Toxicological Information

Information on the likely routes of exposure

No data available

Acute toxicity

No data available

Skin corrosion/Irritation

No data available

Serious eye damage/Eye irritation

No data available

Respiratory/Skin sensitization

No data available

Germ cell mutagenicity

No data available

Carcinogenicity

No data available

Reproductive toxicity

No data available

Specific target organ toxicity (single exposure)

No data available

Specific target organ toxicity (repeated exposure)

No data available

Aspiration hazard

No data available
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Xll. Ecological Information

Toxicity

No data available

Persistence and degradability

No data available

Bio-accumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

Xlll. Disposal Considerations

Not available

XIV. Transport Information

IMDG Code No data available
DRF No data available
RID No data available
ADR No data available
AND No data available
IATA Not regulated as dangerous goods

Not a dangerous good under DOT, IATA, ADR, IMDG, or RID.

XV. Regulatory Information

Korea Industrial Safety and Health Act

No data available

Korea Hazardous Materials Safety Control Act

No data available

Korea Toxic Chemical Control Act

No data available

Korea Wastes Control Act

No data available

Other internal and foreign acts

No data available

XVI. Other Notes

Limitations: The information and recommendations set forth in this MSDS are believed to be correct as of this date.
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MEDZIAGOS SAUGOS DUOMENU LAPAS

Dokumento nr.: BT-MSDSC98
Perzitiros nr.: 00
Perzitros data: 2020-12-08

I SKIRSNIS. (Cheminés) MedZiagos arba miSinio ir bendrovés arba imonés identifikavimas
A. Produkto pavadinimas/katalogo numeris:
Boditech COVID-19 / Flu Ag Control / CFPO-298

B. Rekomenduojamas chemikalo naudojimas ir naudojimo apribojimas
= Rekomenduojamas naudojimas: /n vitro diagnostinis medicinos prietaisas
= Naudojimo apribojimas: Tik in vitro diagnostiniam naudojimui

C. Gamintojas:
Boditech Med Inc.

D. Adresas:

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gangwon-do, Kor¢ja.
E. Atstovas regionui:

Tiekéjas: UAB ,,Interlux“

Pilnas adresas: Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728

Tiekéjo tinklalapis: www.interlux.It

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt
F. Pagalbos telefono numeris:

Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687
53378.

II SKIRSNIS. Galimi pavojai
Produkto GHS klasifikacija ir valstybiné arba regionin¢ klasifikacija

GHS Kklasifikacija Netaikoma
IMDG kodas Netaikoma

GHS etiketés elementai, jskaitant atsargumo priemones

Simboliai Duomeny néra

Signalinis zodis

Duomeny néra

Pavojaus frazés

Duomeny néra

Atsargumo nurodymai

Prevencija Duomeny néra
Reakcija Duomeny néra
Sandéliavimas Duomeny néra
ISmetimas Duomeny néra
Kiti pavojai

NEPA Duomeny néra
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IIT SKIRSNIS. Sudétis arba informacija apie sudedamgsias dalis

Komponentas CAS numeris Svoris, %
Stiklas Silikono dioksidas 7631-86-9

IV SKIRSNIS. Pirmosios pagalbos priemonés

- Patekus j akis:

Pasalinkite poveikio Saltinj. Maziausiai 15 minuciy plaukite su dideliu kiekiu vandens. Jeigu
pasireiSkia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

- Patekus ant odos:

Pasalinkite poveikio S$altinj. Nuplaukite paveikta plota su vandeniu ir muilu. Jeigu pasireiskia
sudirginimo ar toksiSkumo simptomai, kreipkités j gydytoja.

- Ikvépus:

Nedelsdami kreipkités | gydytoja. Perneskite nukentéjusjji i gryna ora. Jeigu jis nekvépuoja, atlikite
Sirdies ir plauc¢iy dirbtinj kvépavima. Jeigu kvépavimas sunkus, duokite jam deguonies ir toliau
stebekite.

- Prarijus:

Jeigu pasireiskia sudirginimo ar toksiskumo simptomai, kreipkités j gydytoja.

*QGalimi tokie simptomai: negriztamas akiy pazeidimas.

*Poveikio paastrinamos sveikatos biiklés: ankstesni akiy susirgimai, hiperjautrumas.

*Sig medziaga reikia laikyti potencialiai uzkre¢iama.

V SKIRSNIS. PrieSgaisrinés priemonés

- Rekomenduojamos gesinimo priemonés:

Tinkamos gesinimo medziagos, jskaitant §ias: CO2, VANDENS CTURKSLE arba putos.

- Tam tikras chemikalo sukeliamas pavojus:

Produktas nedegus. Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dumai. Jy jkvépimas gali
biti kenksmingas

- Specialios priemonés gaisrininkams:

Gelbétojai turi naudoti asmens apsaugos jrangg. Jeigu néra pavojinga, pasalinkite talpyklas. [vykus
gaisrui, gali iSsiskirti nedegios, édrios arba toksinés dujos ir diimai. Jy jkvépimas gali biiti
kenksmingas

- Apsauginé jranga ir atsargumo priemonés gaisrininkams:

Gaisrininkams skirta chemikalui atspari apsauginé jranga.

VI SKIRSNIS. Avarijy likvidavimo priemonés

- Asmenings atsargumo priemongés:

*Jeigu néra pavojaus, sustabdykite pratekéjima.

*Venkite kontakto su veikianc¢ia medziaga, jeigu nenaudojate apsauginés jrangos.
*Isidéemekite salygas ir medziagas, kuriy reikéty vengti.

*Nejkvepkite dulkiy/dumy/dujy/miglos/gary/purskiklio.

- Aplinkos apsaugos priemonés:

Duomeny néra.

- ISgryninimo ir valymo medZiagos ir metodai:

Absorbave veikiancias medziagas, i§valykite su valikliu ir vandeniu.

VII SKIRSNIS. Naudojimas ir sandéliavimas
- Saugaus darbo atsargumo priemongés:
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*Stenkités netrinti odos.

*[sidémekite sglygas ir medziagas, kurias sukelia ugnis ar liepsna.

* Apsauginé jranga: chemikalui atspartis apsauginiai akiniai, pirStinés, drabuziai ir kauke.
- Saugaus darbo metodas:

*sidémekite sglygas ir medziagas, kuriy reikéty vengti.

*Laikykite talpykla gerai uzdaryta ir gerai védinamoje vietoje.

*Laikymo temperatiira: Zema.

VIII SKIRSNIS. Poveikio prevencija ir asmeniné apsauga

- InZinerinés priemonés:

Norint kontroliuoti ore esancios medziagos lygius, turéty pakakti geros izoliacijos ir ventiliacijos.
- Asmenin¢ apsauging jranga:

Kvépavimo apsauga: chemikalui atspari kvépavimo apsauga;

Ranky apsauga: chemikalui atsparios apsauginés pirstinés;

Akiy apsauga: chemikalui atspari akiy apsauga;

Odos ir kino apsauga: chemikalui atsparts apsauginiai drabuziai.

- Poveikio standartas:

Cheminis: duomeny néra.

Biologinis: duomeny néra.

IX SKIRSNIS. Fizinés ir cheminés savybés

Biisena

Kieta

Kvapas

Duomeny néra

Kvapo atsiradimo riba

Duomeny néra

pH

Duomeny néra

Lydymosi/uzsalimo .

— Duomeny néra
temperatura
Pirminé virimo

temperatira arba virimo
intervalas

Duomeny néra

Plifipsnio temperatiira

Duomeny néra

Garavimo greitis

Duomeny néra

Apatiné sprogimo riba

Duomeny néra

Virsutiné sprogimo riba

Duomeny néra

Gary slégis

Duomeny néra

Tirpumas vandenyje

Duomeny néra

Tankis

Duomeny néra

Gary tankis

Duomeny néra

Specifinis sunkis

1.01 (vanduo = 1)

N-oktano/vandens
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paskirstymo
koeficientas

Savaiminio uzsidegimo

_ Duomeny néra
temperatura

Irimo temperatiira Duomeny néra

Klampa Duomeny néra

Molekulinis svoris Duomeny néra

X SKIRSNIS. Stabilumas ir reakcingumas

- Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir
Cheminis stabilumas diimai
- Ikvépimas gali biiti kenksmingas.

Vengtinos salygos Karstis, auksta temperattra.

Vengtinos medziagos Duomeny néra

Pavojingi irimo
produktai, susidarantys
gaisro metu

Kilus gaisrui, gali iSsiskirti édrios arba toksinés dujos ir dimai.

XI SKIRSNIS. Toksikologiné informacija

Informacija apie tikétinus poveikio Duomeny néra
biidus

Umus toksiskumas Duomeny néra

Odos ésdinimas/dirginimas Duomeny néra

Smarkus  akiy
dirginimas

pazeidimas/akiy Duomeny néra

Kvépavimo/odos jautrinimas Duomeny néra

Lytiniy lasteliy mutageniskumas Duomeny néra

Kancerogeniskumas Duomeny néra

Toksiskumas reprodukcijai Duomeny néra

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (vienkartinis poveikis)

Specifinis toksiSkumas konkre¢iam Duomeny néra
organui (kartotinis poveikis)

Aspiracijos pavojus Duomeny néra

XII SKIRSNIS. Ekologiné informacija

ToksiSkumas

Duomeny néra

Patvarumas ir skaidomumas Duomeny néra

Bioakumuliacijos potencialas Duomeny néra

Judrumas dirvozemyje Duomeny néra

Kiti Salutiniai poveikiai Duomeny néra
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XIIT SKIRSNIS. Atlieky tvarkymas
Duomeny néra.
XIV SKIRSNIS. Informacija apie gabenima
IMDG kodas Duomeny néra
DRF Duomeny néra
RID Duomeny néra
ADR Duomeny néra
AND Duomeny néra
IATA Nereguliuojama kaip pavojinga preke

Nepavojinga preké pagal DOT, IATA, ADR, IMDG ar RID.

XYV SKIRSNIS. Informacija apie reglamentavimg

Koréjos pramoninio saugumo ir sveikatos aktas Duomeny néra

Koréjos pavojingy medziagy saugumo kontrolés aktas Duomeny néra

Kor¢jos toksisko chemikalo kontrolés aktas Duomeny néra
Koré¢jos atlieky kontrolés aktas Duomeny néra
Kiti vidiniai ir tarptautiniai aktai Duomeny néra

XVI SKIRSNIS. Kita informacija
Apribojimai: Manoma, kad Siame MSDS apraSyta informacija ir rekomendacijos $iuo metu yra
teisingos.
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