





GIuUNEO Lite Smart

Caring for Your GIUNEO ® Lite Smart System

Cleaning your meter and maintenance

Blood glucose test meter :

Your blood glucose test meter does not require special maintenance or cleaning. Avoid
getting dirt, dust, blood, glucose control solution, or liquids on the blood glucose test meter,
the test port, or data port. Your blood glucose test meter's operation temperature is
10~40°C(50~104°F).It is recommended that you store the blood glucose test meter in the
portable pouch after each use.

A cloth dampened with water and mild detergent can be used to wipe down the outer part of
the blood glucose test meter. Your GIUNEO® Lite Smart blood glucose test meter is a
precision instrument. Please handle it with care.

Lancing device :

Clean the lancing device and tips with soap and tepid water. To disinfect the lancing device,

prepare a disinfectant solution household bleach and water in 1(bleach) : 9(water) ratio.

Dampen a cloth with this solution and wipe the lancing device thoroughly. Soak only the tip

for at least 30 minutes in the disinfectant solution. Do not soak the lancing device in liquid.

Rinse the lancing device and tip with water, and dry thoroughly.

. For detailed instructions concerning GIUNEO® Lite Smart blood glucose test strips, refer
to the blood glucose test strip package inserted and found in the blood glucose test strip
box.

. Please store the GIUNEO® Lite Smart blood glucose monitoring system in a cool and dry

area, out of reach of children. Do not freeze. For a more accurate test result, avoid testing

under direct sunlight.

Do not soak the blood glucose test meter or blood glucose test strips in water or liquid.

Do not subject the meter or blood glucose test strips to excessive heat.

Use your meter according to the instructions in the manual.

If you need to purchase the lancing device, lancets or blood glucose test strips, contact

your local representative.

Discard the used lancets carefully, to prevent any infection.
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Storage of your GIuNEO® Lite Smart System

To prevent the meter and test strips from getting dirt, dust or other contaminants, please
wash and dry your hands thoroughly before use

Meter Storage

* Storage condition: 2~30C or 36~86°F (Temperature), 10 ~ 90 % (Humidity)
* Always store and transport the meter in its original storage case.

* Avoid dropping and strong impact.

¢ Avoid direct sunlight and humidity.

Test Strip Storage

* Storage condition: 2~30 C or 36~86 °F (Temperature), 10 ~ 90 % (Humidity)

* Store your test strips in their original vial only. Do not store the test strips in other
containers.

* Store test strip packages in a cool and dry place. Keep away from direct sunlight and heat.

¢ Do not freeze.

* After removing a test strip from the vial, immediately close it tightly.

* Record the discard date (date vial opened, plus 6 months) on the test strip label.

* Do not use if it is expired(2 years) after manufacturing.

* Touch the test strip with clean and dry hands.

* Do not use if 6 months have been passed, since the opening of the vial cap for test strips.

Control Solution Storage

* Storage condition: Store in a cool, dry place at between 8~30C or 46~86 °F (Temperature)

* After use, close cap tightly.

* Make sure the control solution bottle is tightly closed

* Record the discard date (date vial opened, plus 3 months) on the control solution on the
bottle.

* Do not use if expiry date has passed.

* It expires in 24 months after manufacturing date.

* It expires in 3 months after opening the vial cap.
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GIuUNEO Lite Smart

CAUTION

. Store the GIUNEQ® Lite Smart test strip vials in a cool, dry place. Keep out of
direct sunlight. Do not freeze.

2. Store test strips in their original vial only. Do not mix the test strips in new vials or in

any other container.

Immediately replace the vial cap and close tightly after removing any test strips

from the vial.

4. Make a note of the discard date, which is six months from the date you first open a
new vial of test strips. Throw GIUNEO® Lite Smart test strips and vial away after
the discard date.

. Do not use the test strips after the expiration date printed on the package or vial,
Testing with expired strips it may cause inaccurate results.

6. Do not test at temperatures below 10C (50°F) or above 40 C (104°F).

7. Do not test with humidity below 10% or above 90%.

8. Do not bend, cut, or alter the test strip.

9. Avoid getting dirt, food, and water on the test strip with wet hands.

10. Avoid getting dirt, food, and water on the color-coding label (backside of test strip)
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Bluetooth function

(3] Bluetooth

GIuNEO® Lite Smart meter stores glucose test result data and can transmit it to
wireless device such as a Smart Phone (android or ios) and Tablet PC via
Bluetooth wireless technology.

STEP 1
Ensure you have completed one or more tests on your GIUNEQ® Lite Smart
Meter and your Bluetooth is switched ‘ON’ on your mobile device.

STEP 2

Go to your app store on your mobile device (you can find your app store at google
play or the apple app store), and search for the ‘mHealthgate App’. Download
and launch the mHealthgate app and fill in all details required.

STEP 3

Once your mHealthgate app is ready to use, select ‘Connect Device’ on the
mHealthgate app on your mobile device. From the drop down list shown on
you mobile device, select the meter that you are using.

STEP 4

Ensure your meter is switched off, then press the left arrow button pointing
upwards above the Bluetooth symbol on your meter for 3 seconds until you hear
the sound of a beep. A ‘bt’ for Bluetooth and a flashing ‘p’ for pairing will appear
on your screen. This indicates your meter is transferring Bluetooth signals to your
mobile device. When reconnecting to a mobile device that has already been
paired, simply press the left arrow button to enter data transfer mode.
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GIUNEO’ Lite Smart

STEP 5

Press ‘OK’ to the alert appearing on the mHealthgate app on your mobile device.

A flashing ‘c’ for confirmed will now appear on you meter to show that the pairing between
your meter and your mobile device has been successful.

STEP 6
Your meter will now transfer all glucose test result data to your mHealthgate app.
When this has been completed, your meter will automatically switch to sleep mode.

NOTE

- When ejecting the test strip, this will automatically activate the Bluetooth on your meter.
If you wish to transmit your results to your mHealthgate app on your mobile device, open
your mHealthgate app and follow the instructions above. If you do not wish to transmit
your result to your mHealthgate app at this time, simply press the middle ‘OFF’ button —
your meter will enter sleep mode and your results can be transmitted to your mHealthgate
app another time.

- Activate at the Bluetooth function at a close distance.

- Do not turn off the app whilst transmitting data via Blutooth from your meter

Transferring Your Result Data

You can transfer test results from the GIUNEO® Lite Smart meter to a computer.

You will need to download the software from the following web site
(http://www.osanghc.com) and purchase the computer cable from your local representative.
This is sold separately.

PC
[User] el

[cable]
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Battery Installation

The low battery icon T will appear in the upper left corner of the LCD display to alert
you when the battery power is running low, which is an indication that a new battery is
needed.

Your GIUNEO® Lite Smart blood glucose test meter uses only one 3V lithium battery
(CR2032), which is included. When replacing battery, only CR2032 or equivalent lithium
battery should be used.

Follow-up Action

1. Check your meter with the glucose control solution.

2. Perform your test again.

3. If you are experiencing symptoms that are not consistent with your
blood glucose test results, call your healthcare professional.

NOTE

1. Make sure your date and time are correct after changing your battery.

2. Please recycle or dispose of used batteries using your local battery collection systems
and in compliance with your local environmental laws and regulations.

3. Caution risk of explosion if battery is replaced by an incorrect type.

-38-




GIuUNEO Lite Smart

Disposal of meter and batteries

Disposal of meter:

The meter must be disposed of according to the local regulations conceming the disposal of electrical
and electronic equipment.

The Waste Electrical and Electronic Equipment(WEEE) regulation implement provisions of the
European Parliament and Council Directive 2012/19/EU aimed to reducing the amount of EEE waste
going for final disposal.

The manufacturer, has specific instructions for the recovery of the meter. Please contact your distributor.

Disposal of batteries :

Please recycle or dispose of used batteries using your local battery collection systems and in
compliance with your local environmental laws and regulations.

Batteries contain chemicals that, if released, may affect the environment and human health. The
crossed-out wheeled-bin symbol indicates the need for the separate collection for batteries.

Disposing of your Blood glucose test strips and lancets

Discard your Blood glucose test strip

® Feg
naon
.'
. U
Once the test is complete, push forward the Dispose of used Blood glucose test strip in a
discard knob to remove the Blood glucose test sealed container with your household waste
strip from the GIUNEO® Lite Smart Blood inaccordance with local regulations

glucose test meter.

Discard your Blood glucose test Lancet

Push the needle into its protective cover. Pull the lancet out and discard appropriately.
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Trouble-shooting

The following chart may help you identify certain problems, but may not solve all the
problems that could occur. Contact your authorized representative or customer support
center of OSANG Healthcare Co., Ltd., if the problem continues.

Message What it means Action required
Hardware is defective. | Reboot the meter by removing and
'- ' replacing the meter with new batteries.
- Make sure that the test strip is not
i ' ' inserted into the meter. If the problem
CHK persists, please contact customer

support.

Test strip may be
contaminated or reused.

Please, insert a new glucose test strip
and perform your test again.

Insufficient amount of
blood samples placed
on the test strip.

Please insert a new glucose test strip
and apply the blood sample and confirm
the window is completely filled.

Blood glucose test strip
is damaged.

Please insert a new glucose test strip
and perform your test again.
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GIUNEO’ Lite Smart

Trouble-shooting

Message

What it means

Action required

User applied the blood
sample before the LCD

Wait for the meter to display the blinking
icon before applying your blood sample.

oL
- display e=—= was
U@ i feuinnd
CHK

DATE

(3 4n

Caused by color bar Please insert a new glucose test strip

" .' contamination or foreign | and perform your test again. If “Sun’is
- e test strip blinking, avoid direct sunlight and re-test.
,- ' ':. Contact your local representative or
CHK customer support at OSANG Healthcare

! Ti (enn Co., Ltd., if the problem persists.

The ambient tempera-
ture is less than 10T
(50°F)

Place the meter at a temperature
between 10 ~ 40T (50 ~ 104 °F ) for more
than 30 minutes and test again.

The ambient
temperature is over 40T
(104°F)

Place the meter at a temperature
between 10 ~ 40T (50 ~ 104°F) for 30
minutes or longer, and then test again.

Test result is lower than
20 mg/dL(1.1mmol/L)

Check the accuracy of your

blood glucose test strip by performing
a glucose control solution

test. If the test results in a

normal reading, re-test your

blood sample two or three times.

If "Lo" persists, consult your doctor
immediately.
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Trouble-shooting

Action required

Check the accuracy of your blood
glucose test strip by performing a
glucose control solution test. If the test
results in a normal reading, re-test
your blood sample two or three times.
If "Hi" persists, consult with your
doctor immediately.

Message What it means
Test result is higher than
' g ‘ 600 mg/dL(33.3mmol/L)
DATE
(3
There are no reading
stored in the meter
- o o
Not enough reading in
the memory to display
- o o designated average
G
d On
Far) Low battery
CHK
The glucose test| Battery is dead, or

meter is not powered
ON

there is a problem
with the meter

Change the battery and if the problem
persists, contact your local representative
or customer support at

OSANG Healthcare Co., Ltd.

Glucose test meter does
not start after being app-
lied blood sample.

Insufficient amount of
blood.

Please insert a new test strip and
perform your test again.

Results are inconsis-
tent

There may be a problem
with the glucose test strip.

Please insert a new test strip and
perform your test again.
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GIuUNEO Lite Smart

Inconsistent or Unexpected Test Results

If you continue to get unexpected results, check your system with control solution. If you
experience symptoms that are not consistent with your glucose results, review and follow all
the instructions in this manual. Do not ignore symptoms or make significant changes to your
diabetes control program by informing healthcare professional of your symptoms and/or
concerns.

CAUTION

1. Low Glucose Resullts: If your result is lower than 70mg/dL, you may have episodes
of hypoglycemia (low blood sugar). This may require immediate treatment, according
to your healthcare professional’s recommendations. Although this result could be
due to a test error, it is safer to treat first and you may test another.

2. High Glucose Results: if your test result is higher than 180 mg/dL, you may have
episodes of hyperglycemia (high blood sugar). If you are uncertain about your test
results, consider re-testing. Your health care professional will help you to decide how
you need to act. If the meter displays “HI” all the time, please re-check your blood
sugar. If the “HI” continues, please consult with your healthcare professional
immediately.
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Connection between mHealthGate and GLUNEO® Lite
Smart
® Measure your blood glucose level by using GLUNEOQ® Lite Smart.

@ Click mHealthGate app on your smartphone
@ Click “Connection device” button as below, and then select your connecting device.

£ ] ga0c@
mHeaithGate & Device Connecting
@ B.Glucose

000., @
[Upate ) (uhh Bluetooth NFC

@ B Pressure

000. @

Cholesterol

000 .. S

Body fat

000. @&

® Once the app is ready to receive your measuring value, following
message is appeared.

Turn off the power of the
device, and push Bluetooth
button located on the front of
the device to change the mode
to Bluetooth data transfer(x
Refer to the user's manual).

Once it is ready, click <OK>
button to start data sending.

Cancel OK

Turn off the power of the device by clicking power button, push Bluetooth button
according to the message When Bluetooth mode is enabled, it starts counting
numbers with beep sound

3 Refer to below image to find out the location of Bluetooth mode activation button

-44 -




GIUNEO’ Lite Smart

GIUNEO Lite Smart

When mode transfer is completed, touch <OK> button to start sending data.

® If Bluetooth function is off status, ‘Bluetooth permission request’ is appeared as below.

Bluetooth permission
request

Application is requesting
permission 1o turn on
Bluetooth. Allow?

NO YES

Push the <YES> to turn on Bluetooth to be connected with GLUNEO® Lite Smart device.

GINEO'Lite Smart

« 6103L17L2100018 GrosLILTI000TE

® If the connection status between app and Finetest Lite Smart is not set, the display of
product number registration will be appeared. Register product serial number into your App.
*You can check the location of product serial number at the backside of meter as below.

3% If product number is already registered, mHealthGate App starts connecting device
without requesting the product number.
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Enter the product serial NoSIN) to receive.
eatured data from the connected device.

[Display of product number registration] [In case that registered product number is
different from the device product number]

2 ]
mHealthGate™

£ Data transmission

*Device: GUNEQ Lite Smart

Ready for recerving data

infarmation

Bluetooth is a tdistance wireless
sechnalagy that enables data transfer,

In case of distancing the device during data
transfer, fadure in data transferring

take place. Please keep the device o

the app, while sending the data,
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GIuUNEO Lite Smart

[Display of Data transmission]

@ Once the data is completely transferred, below display will be appeared.

Select <Select & Save> button or <Save all> button, and store measuring value into your App.
¥ If several people use one GLUNEQ® Lite Smart device together, select <Select & Save>
button to select and store your measurement.

thGate

B.Glucose JENE Cholesterol
Confirming Saved Data & Data save confirm Select Save
2016-02-242251  Add. info. )
100 ® -
new data(s) 105 maray Brget
2016-02-242250  Add. info. 2
We have found a total of 100 data since the 9
last saved data in mHealthGate.
107 gty TorBEE:0
2016-02-2422:50  Add. info. ?
If you only use your meter, select <All
Save button, and updated data can be Target; 0
stored 105 mgay 8
1f you are sharing the meter with others, 2016-02-242249  Add. info. 2
select <Select&Save> button. 9
~
105 (myay arget: 0
- 201602242249 Add. info. )
Tar,
® .. v
I - W0zes Adiine 2
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Warranty

Manufacturer’s Warranty

OSANG Healthcare Co., Ltd. warrants to the original purchaser that this instrument will be
free from defects in workmanship for 3 years from the date of original purchase.

Limitations of Warranty
This warranty is subject to the following exceptions and limitations.

1. OSANG Healthcare Co., Ltd. shall not be required to replace any units which are damaged
or malfunctioning due to abuse, accidents, alteration, neglect, misuse, maintenance by
someone other than OSANG Healthcare Co., Ltd. or failure to operate, in accordance with
the instructions.

2. OSANG Healthcare Co., Ltd. reserves the right to make changes in design without obligation
to incorporate such changes into previously manufactured instruments.

3.0SANG Healthcare Co., Ltd. has no knowledge of the performance of the instrument when
the test strip is altered or modified in any manner.

For Warranty Service

Purchaser must contact the customer service department of OSANG Healthcare Co., Ltd.
by calling +82-31-460-0300, for assistance and/or instructions for obtaining service of this
instrument. Alternatively, you are requested to contact your place of purchase in your
country for initial warranty request.

Service Information
OSANG Healthcare Co., Ltd. has trained specialists to help you 24 hours a day, 7 days a
week, and 365days a year.

IMPORTANT NOTICE

Please confirm with the OSANG Healthcare Co., Ltd. representative before returning
your meter for any reason. You will be given the information needed to get your problem
handled correctly and efficiently. Keep your meter, test strip and control solution with you,
when you call.
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GIUNEO’ Lite Smart

Specifications

Sample Type Capillary and/for venous whole blood
Sample Volume 0.5ul

Test Range 20~600mg/dL (1.1 ~ 33.3 mmoliL)
Reading Time 5 seconds

Calibration Plasma - equivalent
Hematocrit 20~65%

Altitude 3048 meter Up to (10,000 feet)
Operating Temperature 10~40C (50 ~ 104°F)
Operating Humidity 10 ~90%

Test Strip Storage Temperature

Store 2~30C (36~86°F) and no direct
sunlight.
Do not Freeze

Display Type LCD
Dimension(HxDxT) 81X52X16 1 (mm)

Weight 43+1g (Including Battery)

Power Source 3V Li Battery (CR2032) X 1

Battery life One year after purchasing
Bluetooth Bluetooth Smart (Bluetooth Low Energy)
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Symbol Reference
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SELF-TESTING

!m%lﬁ-&em

TERILE

Consult Instructions for use

Use By date

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

Attention, See Instructions for use
For In Vitro Diagnostic Use

Batch code

Do not reuse

Serial number

Date of Manufacture

Manufacturer
Keep away from sunlight
Waste electrical and electronic equipment Symbol

Temperature limitation

Catalogue Number
Self-testing Used
Authorized representative in the European community

Waste batteries and accumulators

Indicates a medical device that has been sterilized using
irradiation
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OSANG Healthcare

m OSANG Healthcare Co., Ltd.

132, Anyangcheondong-ro, Dongan-gu,
Anyang-si, Gyeonggi-do, Korea (14040)
www.osanghc.com

Obelis S.A.

Bd.General Wahis 53, 1030 Brussels, Belgium
Tel : 4+(32) 2.732.59.54 / Fax : +(32) 2.732.60.03

E-Mail : mail@obelis.net

C E 0123

Lancing device & lancet manufacturer
wal Sterilance Medical(Suzhou) Inc.
No.168 PuTuoShan Road, New District,
215153 Suzhou, Jiangsu, P.R. China
www.sterilance.com

Emergo Europe

Prinsessegracht 20, 2514 AP The Hague,
The Netherlands

Tel : +31.70.345.8570

E-Mail : EmergoEurope@ul.com
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