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Introduction

Thank you for choosing bluedot B-GM161 BT blood glucose monitor.
Before you start testing, carefully read this Owner’s Booklet.

Intended Use

The bluedot Test Strips are used with the bluedot B-GM161 BT Blood
Glucose Meter to quantitatively measure blood glucose with fresh
capillary whole blood for self-testing. The blood glucose
concentration of venous blood or neonatal blood measured by
healthcare professionals.

The fresh capillary whole blood collected from fingertip. The system
is intended for in vitro diagnostic home-use or by healthcare
professional in a clinical setting as an aid to monitor the
effectiveness of diabetes control. This system is not for use in the
diagnosis of diabetes mellitus.

Test Principle

The strip measures glucose by using amperometric technology
employing a glucose dehydrogenase reaction. When whole blood or
control solution is drawn into the tip of a test strip, glucose in the
sample reacts with chemicals and produces an electrical current.
The meter measures electrical current and calculates amount of
glucose. The glucose result is displayed as a calculated plasma
value.

A

Venous whole blood and neonatal blood samples collection and
preparation should be obtained by healthcare professionals.



Important Safety information

A Warning

During normal testing, any blood glucose meter or lancing device
may come in contact with blood. All parts of the kit are considered
biohazardous and can potentially transmit infectious diseases from
blood-borne pathogens, even after you have performed cleaning
and disinfection.

The meter and lancing device should never be used by more than
one person. Do not share the meter and lancing device with
anyone, including family members, due to the risk of infection from
blood-borne pathogens.

Cleaning and disinfecting the meter and lancing device destroys
most, but not necessarily all, blood-borne pathogens.

If the meter is being operated by a second person who is providing
testing assistance to the user, the meter and lancing device should
be cleaned and disinfected prior to use by the second person.
Disinfect the meter and lancing device before allowing anyone else
handles them. Do not allow anyone else to test with the meter or
lancing device.

It is important to keep the meter and lancing device clean and
disinfected. Clean and disinfect the lancing device once per week to
remove visible dirt or other material for safe handling and/or prior
to disinfecting. For instructions on how to clean and disinfect the
meter and lancing device, see Chapter Maintenance.

Wash hands thoroughly before and after handling the meter,
lancing device, or test strips.

Choking hazard. Small parts included. Keep away from children.
Strong electromagnetic fields may interfere with the proper
operation of the meter. Do not use this meter close to sources of
strong electromagnetic radiation.

To avoid electrostatic discharge, do not use the meter in a very dry
environment.



Important Health-Related information

+ Patients undergoing oxygen therapy may receive inaccurate
results.

* Some people with diabetes do not experience symptoms of low
blood sugar (hypoglycemia). Others, such as children or people
who are unconscious or have certain disabilities, may not be able to
communicate their symptoms to caregivers. For these reasons, do
not change any treatment without first talking to your doctor.

* Run a control test when you think that your test result is incorrect.
Running a control test lets you know that the meter and test strips
are working properly.

+ Do not change your treatment based on a single result that does
not match how you feel or if you believe that your test result could
be incorrect.

If your blood glucose result doesn’'t match how you feel and you
have followed the instructions in this manual, follow your doctor’s
instructions, or call your doctor.

+ Children should be taught how to use the meter and any other
medical products appropriately

» Being severely dehydrated or losing a lot of water may give you
false (low) test results. If you think you're suffering from dehydra-
tion, call your doctor right away.

+ Ifyou have followed all the instructions in this booklet and still have
symptoms that don’t seem to match your test results - or if you
have questions - talk to your doctor.

+ The system is designed for use with fresh capillary whole blood and
or venous blood and or neonatal blood (venous whole blood and
neonatal blood should be operated by healthcare professionals).

+ Inaccurate test results may be obtained at high altitude more than
about 3048 meters above sea level.

+ Bluedot blood glucose test strip: more than 70% of the hematocrit
ratio will affect the measurement results. Please contact your
doctor to determine your hematocrit ratio.

* Some substances may cause false results with enzymatic tests.



Limitations

The interference listed below have been tested and shown no
apparent influence on results at the normal or higher therapy levels.

Substance Concentration
Acetaminophen 1.11 mmol/L (20 mg/dL)
Bilirubin 2.22 mmol/L (40 mg/dL)
Creatinine 0.56 mmol/L (10 mg/dL)
Gentisic acid 1.25 mmol/L (22.5 mg/dL)
Haemoglobin 1111.11 mol/L (20000 mg/dL)
Ibuprofen 2.78 mmol/L (50 mg/dL)
L-Dopa 0.03 mmol/L (0.5 mg/dL)
Methyl-DOPA 0.22 mmol/L (4 mg/dL)
Tolbutamide 5.55 mmol/L (100 mg/dL)
Triglycerides 83.33 mmol/L (1500 mg/dL)
Xylose 2.78 mmol/L (50 mg/dL)
EDTA 11.11 mmol/L (200 mg/dL)
Ascorbic acid 0.17 mmol/L (3 mg/dL)
Cholesterol 27.78 mmol/L (500 mg/dL)
Dopamine 1.1 mmol/L (20 mg/dL)
Glutathione 2.17 mmol/L (39 mg/dL)
Heparin 500 IU/dL

Icodextrin 60.8 mmol/L (1094.4 mg/dL)
Maltose 555.56 mmol/L (10000 mg/dL)
Salicylate 3.33 mmol/L (60 mg/dL)
Tolazamide 0.56 mmol/L (10 mg/dL)
Uric acid 1.33 mmol/L (24 mg/dL)
Pralidoxime lodide 0.83 mmol/L (15 mg/dL)
Galactose 0.83 mmol/L (15 mg/dL)

Other interfering substances in EN ISO 15197 : 2015 are not verified,
it may also affect the test results.

4



Getting to know your system

Included in your kit
a. Meter (battery included)
b.  Test Strips
C. Lancing Device
d.  Sterile Lancet
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WARNING:

Keep the meter and testing supplies away from children.
A Small items such as the battery cover, batteries, test

strips, lancets, protective covers of the lancets, and

control solution are choking hazards.

In-door glucose measurement is recommended.



a. Meter

a. Strip Port
g. Battery Cover

b. LCD

c.“UP" Button
f. Eject Button
d.”“DOWN" Button

e.“M” Button
h. Battery Compartment

Display
a. Average

b. Apply Blood Sample Reminder

____________ —
1
c. Low Battery Remlnder_'_ - N/ |
. Control solut|ormode—l- i H
e. Pre/post C D n. Test Result
meal marker —'- i ' ',Q' , ' i

o

f. Low/High blood
glucose alarm @@ HCTAVG mg/dL mmol/L —l— m.Measuring Unit
Sutotrange Yy 1 o I 7.1 1AM |
2000 <0 -H!lPMi

h. Bluetooth _'_1!_ ¥V | ¥ ) lcolorfulindicator bar
— 1

k.Date And Time

i. HCT Result j. Alarm Clock Reminder



b. Test Strip

— b. Top Edge
-—
L

a. Contact Bars

c. Confirmation Window

Contact Bar: Insert it into strip port. Push it all the way until it goes no
further.

Top Edge: Apply blood sample here

Confirmation Window: Sample checking area

Important: the meter should only be used with bluedot test strips.
Using other test strips with this meter can produce inaccurate results.

Important Test Strip Information

The system has an operating range of 5~45°C ( 41°F~113°F).
Store the test strip package in a cool, dry place between 1°C~30°C
(33.8°F~86°F).

Use test strips only within the system operating temperature
range.

Keep away from direct sunlight or heat.

With clean, dry hands, you may touch the test strip anywhere
when removing it from the vial or inserting it into the meter.

Do not use test strips beyond the expiration date. This may cause
inaccurate results.

Do not bend, cut, or alter test strips.

WARNING:
A The contains drying agents that may be harmful if inhaled

or swallowed and may cause skin or eye irritation.



c. Lancing Device

a. Adjustable Tip d. Lancet Cap f. Trigger Button h. Sliding Barrel

b. Arrow

e.Lancet Carrier

c.Lancing Device Cover
g.Lancet Ejector

d. Lancet

a. Protective Cap

L— b. Lancet Pin



Setting up your meter

When using the meter for the first time, please set the parameters of
the meter. With the meter off, press and hold the side DOWN button
to enter setting mode.

Setting the date and time

1) Settheyear
Press and release the side UP button or
side DOWN button to forward or
backward one year until the correct year
appears.
After the year is set, press button “M”, the
month figure is flashing automatically.

2) Setthe month
Press and release the side UP button or
side DOWN button to forward or
backward one month until the correct
month appears.
After the month is set, press button “M",
the date figure is flashing automatically.

X
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i 3)  Setthe date

Press and release the side UP button or
side DOWN button to forward or
backward one day until the correct date
appears.

After the date is set, press button “M", the
hour figure is flashing automatically.
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Set the hour

Press and release the side UP button or side
DOWN button to forward or backward one
hour until the correct hour appears. After
the hour is set, press button “M”, the minute
figure is flashing automatically.

Set the minute

Press and release the side UP button or side
DOWN button to forward or backward one
minute until the correct minute appears.
After the minute is set, press button “M”, the
time format figure will appear.

Set the time format

The meter can display the time in either an
AM/PM (12-hour) or a 24:00 (24-hour)
format. Press and release side UP button or
side DOWN button to select the format.
With the preferred time format on the
display, press button “M” to enter the low
blood glucose alarm function setting.

Set the measuring unit

The meter can display test results in either
milligrams per deciliter (mg/dL) or
millimoles per liter (mmol/L).

Press and hold both side UP button and side
DOWN button for 5 seconds to select the
preferred format.

With the preferred measuring unit format
on the display, press button “M" to enter the
low blood glucose alarm function setting.
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Setting low/high blood glucose alarm
function

8)

9)

10)

11)

Set low blood glucose alarm function

Press and release the side UP button or side
DOWN button to select the low blood
glucose alarm function.

If select "On", press "M" button to enter low
blood glucose value setting. If select "OFF”,
press "M" button to go on to high blood
glucose alarm function setting.

Set low blood glucose alarm threshold
Press and release the side UP button or side
DOWN button to select one value. Press
until the correct value appears. Press "M"
button to enter high blood glucose alarm
function setting.

Set high blood glucose alarm function

Press and release the side UP button or side
DOWN button to select the high blood
glucose alarm function, if select "On", press
"M" button to enter high blood glucose
alarm concentration value setting. If select
"OFF", press "M" button to go on to "Alarm
clock" function setting.

Set high blood glucose alarm threshold
Press and release the side UP button or side
DOWN button to select one value. Press
until the correct value appears. Press "M"
button to enter "Alarm clock" function
setting.

11
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Setting the test reminder

12) Set the alarm clock
The meter can set 6 alarms to remind
you of the testing time.
Press the side UP button or the side
DOWN button to select which alarm to
set, press the “M" button to confirm the
alarm you selected, press the side UP
button or the side DOWN button to turn
on/off the alarm clock. If it is on, press
the M button to switch to the alarm
clock.
For time setting, refer to steps 4 and 5.
After setting, press “M" button to enter
the next alarm setting until all alarm
settings are completed. If the alarm is
off, skip the current alarm setting.
Finally, press the “M" key to exit the
setting mode.

In any setting stage of the setting mode,

press and hold the "M" key for three
seconds to directly shut down.

12



Bluetooth connection
Bluetooth requirements

The Glucose Meter requires a bluetooth device with:
- Android 9.0 or later
- 10S 13.0 or later

And works with:
- iPhone, iPad
- Android Phones and Tablets

Using for the first time

1) Download the “Smart bluedot” Application from Google Play or
Apple Store.

2)  Openthe App onyour phone or tablet. If requested, you should
enable Bluetooth on your device. You can enable Bluetooth under the
setting menu on your device.

3)  Create a new user login, or login with your existing user name
and password.

When your Glucose Meter is connected successfully to your device
the 9 " symbol stop flashing and keep showing. Refer to the quick
guide for the Smart bluedot App for more information.

13



Testing your blood glucose

Preparing the lancing device

& Warning

During normal testing, any blood glucose meter or lancing device
may come in contact with blood. All parts of the kit are considered
biohazardous and can potentially transmit infectious diseases from
blood-borne pathogens, even after you have performed cleaning
and disinfection.

The meter and lancing device should never be used by more than
one person. Do not share the meter and lancing device with
anyone, including family members, due to the risk of infection from
blood-borne pathogens.

Cleaning and disinfecting the meter and lancing device destroys
most, but not necessarily all, blood-borne pathogens.

If the meter is being operated by a second person who is providing
testing assistance to the user, the meter and lancing device should
be cleaned and disinfected prior to use by the second person.
Disinfect the meter and lancing device before allowing anyone else
to handle them. Do not allow anyone else to test with the meter or
lancing device.

It is important to keep the meter and lancing device clean and
disinfected. For instructions on how to clean and disinfect the
meter and lancing device, see Chapter Maintenance.

Wash hands thoroughly before and after handling the meter,
lancing device, or test strips.

You must not insert the lancet cap into the lancing device and
simultaneously press the release button or hold the lancing device
with the release button resting on a surface such as on the table.
This could release the lancet and inadvertently cause injury.

14



5)

Screw off the lancing device cover.

Insert a new lancet into the lancet carrier firmly.

Hold the lancet needle cover and gently twist it
off the lancet.

Put on the lancing device cap. Avoid touching the
trigger button.

Adjust the depth setting. The indication marks 9
levels of skin penetration. Switch the lancing
device cap to the desired setting.

Note: To select the best depth:
1-3 for soft or thin skin, 4-6 for average skin, 7-9 for thick or calloused skin.

6)

Hold the lancing device cover in one hand. Using
the other hand, slowly pull the sliding barrel away
from the lancing device cover. You will hear a
click, indicating that the lancet carrier is locked
into position. Release sliding barrel to return it to
its original position.

15



Blood Sampling

1)  Wash your hands and the puncture site with
an alcohol swab or soapy water. Rinse and
dry thoroughly.

2) Position the end of the adjustable tip
against the side of the finger. Press the
trigger button, and then lift the lancing
device away from the finger after the

N\ puncture is complete. Place the lancing

\ device aside and wait a few seconds for a
blood drop to form.

3) Gently squeeze your finger until you get a round drop of
blood. Discard the first drop. Do not use, if the blood is
smeared or running. Wipe the area and gently squeeze
another drop of blood or puncture a new site.

Approximate size

16



Using test strip

Holding area -
N g)/w%/—
K '~
N
_,,,w““” Split here K\N

Touch the blood
drop at the tip of
_ the strip

1. Open the foil Packet
Hold the hold area and split.
2. Insert the test strip
3. Apply blood sample
Touch the blood drop at the tip of the strip.
4.  Apply sufficient blood
Make sure reaction zoom is filled.

IMPORTANT:
+ Use only bluedot test strip.

* Ma

ke sure your meter and test strips are about the same

temperature before you test.

+ Testing must be done within the operating temperature range
5°C~45°C (41°F~113°F).

17



For the most accurate results, test at room temperature
20°C~25°C (68°F~77°F).

» Do Not open the test strip container until you are ready to remove
a test strip and perform a test. Use the test strip immediately after
removing it from the container.

» Do Not re-use a test strip that had blood or control solution
applied to it. Test strips are for single use only.

Testing

1)  With meter off or in setting mode and
memory mode, insert a test strip to enter
into testing mode.

Note: If you do not start the test within

three minutes, the meter will turn off. To
restart your meter, take out the unused test

strip and reinsert it into the meter.

Important: The meter should only be used
with bluedot test strips. Using other test
strips with this meter can produce inaccu-
rate results.

N N B o’
Tulu]x
i ’ '.' ' ' 2) System check screen
@@HCTAme',:O./L The screen will briefly display all content to
YY) ar Bnm confirm that the display is working properly.
¥ o o
Note:

« If & appears, itindicates that the operating temperature is out of
range. Place the system in room temperature for half hour. Then
test again.

« If @@ appears, itindicates that the battery is almost empty. Replace
the battery now.

18
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Pre/post meal marker settings

Pre/post meal markers provide more details
on the test results of your blood glucose
before and after meals.

Press and release the "M" button to select
the meal marker function. Default is no
marker.

When the blood drop symbol that you need
flashes on the display screen. Your meter is
now ready to apply blood sample.

Apply the sample

Gently touch the channel to the edge of the
blood drop.

Note:

-Discard the first drop of blood. Do Not
smear or scrape the drop of blood with the
test strip.

-Do Not apply more blood to the test strip
after you have moved the drop of blood
away.

19
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6)

8)

9)

Wait for the confirmation window to fill
completely. The blood drop will be drawn
into the narrow channel and the confirma-
tion window should fill completely. When
the confirmation window is full, this means
you have applied enough blood. Now you
can move the test strip away from the blood
drop and wait for the meter to count down
from 5 to 1 with 1 beep-sound indicating the
end of test.

Read your result on the meter

After the measurement is over, the meter
will display the blood glucose level along
with the unit of measure, the date and time
of the test. Also, the test results will show a
smiling face within the range or a crying
face outside the range. Blood glucose
results are automatically stored in the
meter's memory.

Colorful indicator bar

The colorful indicator bar displays a color
representing your result value.
Red/Green/Yellow bar represent
Low/Normal/High value

Turn your meter off

Push the eject button gently to automatical-
ly eject the test strip from the meter, or
remove the test strip by hand, the meter will
automatically shut down. Please handle the
used test strip carefully.

20



Interpreting unexpected test results

The meter can accurately measure blood glucose concentrations
between 0.5 to 33.3 mmol/L (9 to 600 mg/dL)
Expected Blood Glucose Level [1,2,31:

Time

Normal Blood Glucose Range

Before breakfast

3.9-5.8 mmol/L(70-105mg/dL)

Before lunch or supper

3.9-6.1 mmol/L(70-110mg/dL)

1 hour after meal

< 8.9 mmol/L (lower than 160 mg/dL)

2 hours after meal

< 6.7 mmol/L (lower than 120 mg/dL)

Between 2 am and 4 am > 3.9 mmol/L (higher than 70 mg/dL)

Source:

1. Clin Chem 51, 2005:1573-1576;

2. Stedmans Medical Dictionary, 27th Edition, 2000:2802;
3. American Diabetes Association: Standard of Medical
Care in Diabetes 2019, Vol.39.

Refer to the following cautions whenever your test results are lower
or higher than what you expect.
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1)

Low glucose result

If your test is lower than 0.5 mmol/L
(9 mg/dL), Lo will appear on the meter
display screen.

+ Lo Reading with Symptoms
If you have a Lo reading and have symptoms such as weakness,
sweating, nervousness, headache or confusion, then follow your
doctor’'s recommendation to treat hypoglycemia.

21



Lo Reading without Symptoms

If you get a Lo reading, but have no symptoms of low blood
glucose, then retest with a new test strip on your fingers. If you
still get a Lo reading, check with your doctor for a confirmation
test prior to hypoglycemia treatment.

2) High glucose results
..‘ ' If your test is above 33.3 mmol/L
o (600 mg/dL), HI will appear on the display
ot screen.
4D DB:D

3)

HI Reading with Symptoms

If you feel symptoms such as fatigue, thirst, excess urination, or
blurry vision, then follow your doctor’s recommendation to treat
hyperglycemia.

HI Reading without Symptoms

If you get a HI reading, but have no symptoms of high blood
glucose, then retest with a new test strip. If you still get a HI
reading, check with your doctor for a confirmation test prior to
hyperglycemia treatment.

Unusual hematocrit

» Too high (above 70%) hematocrit can cause inaccurate results.
Please contact your doctor to determine your hematocrit ratio.

22



Memory and averages

Storing Blood glucose Test results

The meter automatically stores up to 1000 blood glucose test results
with the time and date of the test and any test markers. Results can
be reviewed at any time. Test results are stored from the newest to
the oldest, so set the time and date correctly in the meter. Setting the
correct time and date helps ensure appropriate interpretation of
stored blood glucose results.

1) Enter Memory Mode
Start with the meter off (no test strip inserted). Press and
release the “M" button to enter memory mode.
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2)

View previous memory in order

Short press the side UP button or side
DOWN button to scroll forward or backward
to all results. Your most recent result will
display first.

Note: If there is no test result stored, the meter

3)

will display “= = =" for a few seconds then
automatically turn off.

View 7-, 14-, 28-day average

Long-press the side UP button for 3 second
to enter the average value display.

The first memory display screen you see is
your 7-day average.

This average includes all the readings from
the last period days.

n = indicates the number of results included
in your average

23



4) Delete all memory

"' . Long-press the side DOWN button approxi
- ‘e mately 3 seconds. After memory cleared,
’.‘L L the meter will display “dEL” and then turn

off automatically.

5)  Exit
In memory mode, press and hold the “M" button for few
seconds until the meter turns off.

Control solution testing

User can buy the control solution or return the meter to the product
owner and distributor for control solution testing.

When to perform a control test
Control Solution contains a specific amount of glucose and is used to
check that the meter and the test strips are working properly.

Do a control solution test:

* Whenever you want to check if you are testing correctly.

+ If you suspect the meter and test strips are not working properly.

+ If you have had repeated unexpected blood glucose results.

+ If you drop or damage the meter.

+ If you left the test strip container open or you think the test strips
have been damaged.

+ If the test strips were stored in extreme temperatures and/or
humidity

* Your test result does not match how you feel.

NOTE:

+ Only use the bluedot control solution.

+ Close the control solution bottle tightly after use.

+ Write the date you open the control solution bottle on the label.
Control solution must be discarded 3 months after the first open
date or the expire date on the vial label, whichever comes first.

24



+ Do not use control solution that exceeds the expired date or
discard date.

+ Refer to the control solution label for control solution storage
conditions.

+ The control solution can stain fabric. Remove stains by washing
with soap and water.

A CAUTION: Do Not swallow control solution. It is not for
human consumption. Do Not apply control solution to the skin or
eyes as it may cause irritation.

Performing a control test

1) Insert the test strip to turn on the meter.

o s

N, W, -,

= ..‘ '.' '.' 2) System check screen

[}

1 U’A '-' The screen will briefly display all content to
OOHETAVG nga. mmoit confirm that the display is working properly
o BH SBE:BHM
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3)

6)

The blood drop symbol flashes on the
display screen. Your meter is now ready to
apply blood sample.

Shake the control solution vial before each
test.

Remove the cap and squeeze the vial to
discard the first drop. Then wipe the tip with
a clean tissue or cloth. Hold the vial upside
down and gently squeeze a hanging drop.

Touch and hold the hanging drop of control
solution where the narrow channel meets
the TOP EDGE of the test strip. Make sure
the confirmation window fills completely.
Control solution should not be applied to
the flat face of the test strip.

CONFIRMATION
WINDOW

Read the result on the meter

When the confirmation window is full, the
meter will count down from 5 to 1. After the
measurement is over, the meter will display
the blood glucose level along with the unit
of measurement, the date and time of the
test.

26



Understanding out of range control test results

Compare the result displayed on the
meter to the control solution range . Each
control solution has a different control
solution range.

Out-of-range results may be due to:

+ not following the instructions detailed in steps 1-6

+ expired or contaminated control solution

+ expired or damaged test strip

+ use of a test strip or control solution that passed its discard date
+ a problem with the meter.

A CAUTION: The control solution range is for bluedot Control
Solution only. It is not a recommended range for your blood glucose
level.

A CAUTION: If you continue to get control solution test
results that fall outside the range, Do Not use the meter, the test
strips, or the control solution. Contact the product owner and
distributor.

27
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Maintenance

Delete the memory

If you don’t want to keep the test result,
press UP and DOWN button at the same
time to delete it.

After memory cleared, the meter will display
“dEL" and then turn off automatically.

Turn your meter off

Push the eject button gently to automatical-
ly eject the test strip from the meter, or
remove the test strip by hand, the meter will
automatically shut down. Please handle the
used test strip carefully.

Replacing the battery

Your meter comes with two AAA alkaline batteries.

The battery provides enough power for the meter to perform about
1000 tests. If your battery runs low, the battery symbol appears
on display screen until you change the battery.

Important: When this symbol appears, you should replace the battery

immediately.

1) With the meter off, open the battery
cover.

2) Remove the old batteries and place the
new batteries.

3) Putthe battery cover back into position
until it locks into place.

28



4)  Check your meter settings
Replacing the battery does not affect
your stored results. However, you may
need to re-set your meter settings. See
Setting up your meter section.

Please dispose of the waste batteries according to the
local regulations.

Meter maintenance
Avoid getting dirt, dust, blood, control solution, water, or any other
liquid in the meter’s test strip port.

Important: Never immerse the meter in water or any other liquid.
This may cause inaccurate reading or meter malfunction.

Storing your system

Store your meter, test strips, control solution and other items in your
carrying case after each use. Store each item in a cool, dry place.
Test strips and control solution should be stored between 1°C ~30°C
(33.8°F ~ 86°F). Meter and other items should be stored between
-20°C ~ 55°C (-4°F ~ 131°F).

Do Not refrigerate. Keep all items away from direct sunlight and heat.

Checking for expiration or damages to test strips and control
solution

Expiration dates for test strips and control solutions are printed on
their containers. When you first open a new control solution, record
the discard date on the label. Refer to the test strip or control solution
vial for instructions on determining the discard date.
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Cleaning and disinfection

Cleaning and disinfection are different, both should be performed.
Cleaning is a part of normal care and maintenance that should be
performed prior to disinfection, but cleaning does not kill germs.
Disinfection is an important way to reduce your exposure to disease.
Even though you are the only person using it.

We recommend to disinfect periodically. When you assist others to
make blood glucose testing with the meter, please disinfect it or wear
gloves to protect yourself.

Cleaning your meter and lancing device

To clean your meter and lancing device, wipe the outside with a soft
cloth damped with water and mild detergent. Do not use alcohol or
another solvent. Do not get any liquids, dirt, dust, blood, or control
solution inside the meter through the strip port. Never spray cleaning
solution on the meter or immerse it in any liquid. Do not immerse the
lancing device in any liquid.

Disinfecting your meter and lancing device

The meter and lancing device should be disinfected periodically.
Clean your meter and lancing device prior to disinfecting.

To disinfect, prepare a solution of 1 part household bleach and 9
parts water. Hold the meter with the strip port down. Use a soft cloth
damped with this solution to wipe the outside of the meter and
lancing device.

Be sure to squeeze out any excess liquid first.

After wiping, cover the surface you are disinfecting with the soft cloth
damped with the bleach solution for 1 minute. Then wipe with a clean
soft cloth and wait until it dries.

Wash hands thoroughly with soap and water after handling the
meter and lancing device.
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Troubleshooting

Possible Cause What to do

Remove the battery and

N\ _4

'- - . The system check reinsert it after 30 seconds.
' ' may be failed. If it still doesn't work, please
- contact the product owner.
.' " The test strip may Make sure that the strip

- o o be used or model is correct and retest
L '. damaged. with a new strip.

.' " The sample was E‘eplea}t W';r a:e\g St';'hp'
'- - -' applied before the ngy);:wnl?ol f(I)a\c;hgs g; thi
N P meter was ready. screen.
: Retest with a new strip.
Th t st
el . ' beerr:f)f/ez gﬁr?:]agy Make sure that the method
> o = . - of applying sample is correct,
L ' geStmg or sartr)1|pllng and test strip can not be
ata Is unstable. moved during testing.

el "l . Make sure that the strip
'- - '- e S € el model is correct and

' ' has problem. test with tri

b g retest with a new strip.
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Battery power is low.

The meter is out
of operating
temperature range.

The first blood
sample is not
enough.
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Replace the battery soon.

Place the system in
appropriate operating
environment for 30
minutes before retesting.

Repeat sampling to the
same test strip within
30 seconds.



Meter does not enter the test mode after inserting a test strip.

Probable Cause

What to Do

Battery power is low

Replace the battery (and reset the date
and time, if necessary.)

The battery is installed
incorrectly or there is no
battery in the meter

Check that the battery is installed
correctly.

Test strip inserted upside
down, or incompletely
inserted into the meter

Check that the test strip is inserted
correctly.

Defective meter or test strips

Contact the product owner.

Blood or foreign objects
put into the test strip port

Contact the product owner.

Test does not sta

rt after applying the blood sample.

Probable Cause

What to Do

Defective test strip

Repeat the test with a new test strip.

Sample applied after meter
times out and turns off

Remove the test strip, and repeat the test
using a new test strip. Wait until you see
the blood and test strip symbols on the
display screen before you apply the

blood sample.

Defective meter or test strips

Contact the product owner.
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Technical information

Specifications

Product description

B-GM161 BT Blood Glucose Monitor

Assay method

GDH-FAD enzyme glucose dehydrogenase
biosensor

Measurement range

0.5-33.3 mmol/L (9 ~ 600 mg/dL)

Sample

Fresh capillary whole blood, venous blood,
neonatal blood

Sample size

Approximate 0.6 microlitre

Response time

5 seconds

Battery

2xAAA alkaline batteries

Battery life

Approximately 1,000 tests

Unit of measure

mmol/Lor mg/dL

Memory 1000 blood glucose results with date and time
Size 94.9 *56.5 % 22.8 mm (L * W * H)
Display LCD with backlight
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Display size

35.4*30.9 mm (L * H)

Weight

Approximate 50g, battery not included

Operating environment

5°C~45°C(41°F ~ 113°F)

10~90% RH (non-condensing)

Meter storage
environment

-20°C ~ 55°C (-4°F ~ 131°F)

10~95% RH (non-condensing)

Strip storage environment

1°C ~30°C (33.8°F ~ 86°F)

Up to 10,000 feet (3,048 meters)

Altitude

above sea level
Hematocrit 0% ~ 70%
Shelf life Three years

Electromagnetic Compatibility

This meter meets the electromagnetic immunity requirements as
standard EN ISO 15197 : 2015. The chosen basis for electrostatic
discharge immunity testing was basic standard EN 61326 : 2013.

It meets the electromagnetic emissions requirements as standard EN
61326. Its electromagnetic emission is thus low. Interference from
the meter to other electrically-driven equipment is not anticipated.
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Disposing of the meter, test strips, lan-
cets and batteries

Warning

+ Any product coming in contact with blood is considered contami-
nated (potentially infectious).

+ During normal testing, any blood glucose meter may come in
contact with blood.

+ Lancing devices may also be considered sharps. For disposal of
sharps, refer to local regulations.

Refer to any laws or ordinances relating to the disposal of sharps
and/or contaminated products. Contact your local health department
or other appropriate authorities for proper handling and disposal of
used meters, used test strips, used lancets, and used batteries.
Please consider the following points when disposing of used testing
materials:

. Consider recycling of the meters and batteries at an appropri-
ate facility. Be aware that the meter is potentially hazardous electron-
ics scrap (e-scrap) and should be disposed of accordingly. The batter-
ies are potentially hazardous also and should be disposed of accord-
ingly.

. Disinfect the meter before recycling or disposing.

*29 CFR 1910.1030 - Blood-borne pathogens

* Directive 2002/96/EC - Directive on waste electrical and electronic
equipment (WEEE)
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Warranty

LIFEBOX ASIA Co.,Ltd warrants this product to be materially free from
defects and workmanship.

LIFEBOX ASIA Co.,Ltd responsibility with regard to this limited
warranty shall be limited solely to repair or replacement at its option,
of any product which fails during normal consumer use.

This warranty does not extend to damage or failure which results
from misuse, neglect, accident, alteration, improper installation or
maintenance. The product fails due to defects in material or
workmanship, return the defective product with proof of purchase.

Traceability

The traceability of the control solution is referenced to the YSI2500
Biochemistry Analyzer. The YSI2500 Biochemistry Analyzer is the
reference method used to assess the accuracy with which glucose
results are obtained using the system. The value of the glucose is
traceable to the National Institute of Standards and Technology
(NIST).

Standard Reference Material (SRM) 917c¢ (D-Glucose).

Concentration: 200 mg/dL

Performance Characteristics

The performance of the system has been evaluated both in laborato-
ry and in clinical tests.

Range: The display range of the meter is 0.5 mmol/L to 33.3 mmol/L
(9 mg/dL to 600 mg/dL). “HI” and “Lo” messages indicate results
outside of this range.

Accuracy: The accuracy of the system was assessed by comparing
blood glucose results from fresh capillary whole blood obtained by
patients with those obtained using a Glucose Analyzer, a laboratory
instrument.
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Table 1. System accuracy results for glucose concentration < 5.55
mmol/L (100 mg/dL)

Within +0.28 mmol/L | Within £0.56 mmol/L | Within +£0.83 mmol/L
(Within £5 mg/dL) (Within £10 mg/dL) (Within £15 mg/dL)

128/174 (73.6%) 174/174 (100.0%) 1747174 (100.0%)

When the blood glucose is below 5.55 mmol/L (100 mg/dL), 100% of
measured glucose results should fall within +0.83 mmol/L (£15
mg/dL) of the laboratory result.

Table 2. System accuracy results for glucose concentration >5.55
mmol/L (100 mg/dL)

Within +5% Within £10% Within +15%

389/426 (91.3%) 424/426 (99.5%) 426/426 (100.0%)

When the blood glucose is equal to or above 5.55 mmol/L (100
mg/dL), 100% of measured glucose results should fall within + 15 % of
the laboratory result.

Table 3. System accuracy results for glucose between 0.5 mmol/L (9
mg/dL) and 33.3 mmol/L (600 mg/dL)

Within +£0.83 mmol/L or +15% (Within £15 mg/dL or +15%)

600/600 (100%)

This study shows that the system compares well with a laboratory
method and meets the minimum acceptable performance criteria
defined in EN ISO 15197 : 2015.
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Precision:

The repeatability evaluation performed with venous whole blood and
the intermediate precision evaluation performed with control materi-
als.

Control Solution,, 2.4 mmol/L SD = 0.13 mmol/L
Control Solution,, 7.5 mmol/L CV =3.1%
Control Solutionz, 20.8 mmol/L CV =2.5%

Intermediate
Precision

Bloods, 2.4 mmol/L SD =0.13 mmol/L
Blood,, 5.0 mmol/L SD =0.18 mmol/L
Repeatability Blood,y 7.5 mmol/L CV =3.3%
Blooda, 12.2 mmol/L CV =2.4%
Blood s, 20.8 mmol/L CV =2.4%

To maximize your chances of an accurate comparison between meter
and laboratory results, follow a few basic guidelines:

Before going to the lab

+ Perform a control solution test to make sure the meter is working
properly.

+ Do Not eat for at least eight hours before you test your blood.

+ Take your meter with you to the lab.

While at the lab

+ Conduct your meter test within 15 minutes of the lab test.

+ Use fresh capillary blood obtained from the fingertip, venous
blood, neonatal blood.

* Follow all instructions in this Owners Booklet for performing a
blood glucose test with your meter.
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Symbol Index

[:E] Consult instructions for use

IVD In vitro diagnostic medical device
SN Serial number
A Caution
LOT Batch code
Manufacturer

Contain sufficient for < n > tests

Storage temperature limitation

Do not reuse

Use by

e (10|~ <Lk

Storage humidity limitation
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C € XXXX

The Product conforms to the requirements
of the EC Directive IVDD (98/97/EC) on in
vitro diagnostic medical devices “xxxx" is
the identification number of notify body

‘
‘
Ny

Keep dry

Please dispose of the waste according
to the local regulations

B

Direct Current

European Authorized Representative

Appendix

1. Use of Fingerstick Devices on More Than One Person Poses Risk
for Transmitting Blood-borne Pathogens: Initial Communica-
tion, (2010) http://www.fda.gov/MedicalDevices/Safe-
ty/AlertsandNotices/ucm224025.htm.

Accessed June 8, 2011

CDC Clinical Reminder: Use of Fingerstick Devices on More than

One Person Poses Risk for Transmitting Blood-borne Patho-
gens, (2010) http://www.cdc.gov/injectionsafety/Fingerstick-De-

vicesBGM.html.

Accessed June 8, 2011
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Healthcare Infection Control Pratices Advisory Committee
(HICPAC), William A. Rutala, Ph.D.,M.P.H., and David J.
Weber,M.D.,M.P.H. Centers for Disease Control and Prevention,
2008. "Guideline for Disinfection and Sterilization in Healthcare

Facilities, Atlanta."
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+ gUselsawnkonuuwnmuilydus:sathmatuidaadi (Hypoglycemia) k3o
wLJ:)aau q wWu 16n JUdeRKUaad kSadanunwwamwuivus:ms 210U
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. quwmnoaaumﬂnoamamsmsaaumsnammaaumsiummnoaaua 629
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a1ssundURLEaLdUEaLTIESUMSNaaauLdd tazuaavtitiuslisnswan
Sapudonaawslus:aumssasunlik3agonin

as AU

Acetaminophen 1.11 mmol/L (20 mg/dL)
Bilirubin 2.22 mmol/L (40 mg/dL)
Creatinine 0.56 mmol/L (10 mg/dL)
Gentisic acid 1.25 mmol/L (22.5 mg/dL)
Haemoglobin 1111.11 mol/L (20000 mg/dL)
Ibuprofen 2.78 mmol/L (50 mg/dL)
L-Dopa 0.03 mmol/L (0.5 mg/dL)
Methyl-DOPA 0.22 mmol/L (4 mg/dL)
Tolbutamide 5.55 mmol/L (100 mg/dL)
Triglycerides 83.33 mmol/L (1500 mg/dL)
Xylose 2.78 mmol/L (50 mg/dL)
EDTA 11.11 mmol/L (200 mg/dL)
Ascorbic acid 0.17 mmol/L (3 mg/dL)
Cholesterol 27.78 mmol/L (500 mg/dL)
Dopamine 1.1 mmol/L (20 mg/dL)
Glutathione 2.17 mmol/L (39 mg/dL)
Heparin 500 IU/dL

Icodextrin 60.8 mmol/L (1094.4 mg/dL)
Maltose 555.56 mmol/L (10000 mg/dL)
Salicylate 3.33 mmol/L (60 mg/dL)
Tolazamide 0.56 mmol/L (10 mg/dL)
Uric acid 1.33 mmol/L (24 mg/dL)
Pralidoxime lodide 0.83 mmol/L (15 mg/dL)
Galactose 0.83 mmol/L (15 mg/dL)

a1ssundudu g WENISO 15197: 2015 Adolldsumsasivdau uazondowa
dawamsnaaauddg

48



(4

svnAuguasad

auasaimelundov
a. lnsawmsaaao(SJUﬂwu)
b. liaunadoau
C. inamim:zldaa
d wWumzldaa
pY— b.

CLENEERERED ce

v
]
b1
.
2
H
3

F\'IlCIE)U

lﬂUlFlSE)\)C‘ISDDDOlla E)UﬂSfLI(.'I'I\) 9 nIUIUﬂ’]SL‘ISDDIKH’I\)D'IﬂlOﬂ
Fuduyunalda wu N'lllUCIlClE)S 1LauUNQ&au 1uII:IEa0
uWulavAuldum:idaa uas uwmnoaau 1Wusuasigmamsaran

@and X
wusthikdas=auinmalutdaametunsu

49



a. tnavasivia

b.LCD a. Strip Port (dovlduaunaaou)

(k9o LCD)

g. Battery Cover
(1AsaULULODS)

“ (L'JUEUS‘BU%tJ?n f. Eject Button
. (Juthuaunaaauoaan)
d."DOWN" Button
(Judsuav)

e.“M" Button

(Ao M) h. Battery Compartment

(dovldnu)

OUlLdAVWa
a. Average (Aaae)

c. Low Battery Reminder b. Apply Blood Sample Reminder
(udvidounualaassau) (udvidouldmagividoa)

O Y I -
1
d. Control solution mode | N’ \ |
(Tkwadhenaaau) !
| n. Test Result

[ — ]
e. Pre/post meal marker | 6 '.', ' , ' (wamisnaaau)
i AR "4 °

(Feyanuaiung
. Low/High blood i -
glucose alarm  ——— AVG mg/dL mmol/L —l— m. Measuring Unit
%

Aou/kavbook1s)
(udvidauthmaluidoadr/go) ) | (Kudeda)
) : DO o D111 AM

g. Temperature is i 9&- '-“" , " '.’ " IPM '

out of range
(ruknDaguantavimmua) Y !__, I. Colorful indicator bar
— 1 (uavduaavanius)
h. Bluetooth . )
(uans) k. Date And Time (3ufua:zal)

j. Alarm Clock Reminder

i. HCT Result
(unwWmuanudvidou)

(wa Hematocrit)

50



b. uaunadoau

b.Top Edge
— (Yovdksulduidaa)
-
L}

a. Contact Bars

(uauduwa)

c. Confirmation Window
(govdudu)

uauduwa: ldwhluiudevidununaaau autinlulRaa
dovahksumsifiuidaa: tddadwidaadnluiud

dovdiugu: WunasIvaaudmogviEaa

dney: mslumsa\msaamnuuﬂunoaau bluedot thdu
msluaunadaudu q Aundavasiviad malhwamsmsaaaonlunnma\ﬂo

2

doyad fylﬁ'aaﬁuuﬂunoaau

qm a0 msmmuua\)shuuaan 5 - 45 gvmusalgoad (41 - 113 avm
W']lSUIEICl) . .
iiundovuaunaaaulblunidutia:ukongeurni 1 - 30 avmsaldoa

(33.8 - 86 avmwhtsulad)
tduaunaasutawizmeldddvgrukndnmsiviuyavs:uuiiiu
ulRKIoIALEYIaaKSIAIUSDU
UeRa:anauaziAvanusakduuaunagaumndulafldaanur kSaldinlulu
1ASavasIDIO ) )
Kwlduaunadsuikuaog wsiavdvwalinamsasinianaratndauld
KUV WU da K39 daudaviaunaaau

ALdou
A ussaneuridasmikukLBLaRuUdUASI8 KIAgaaukSanauau
21PMIKIAOMSS=MELADVAIKUDKSDAIVMIE

51



c. Jinmm:ldaa

b. Arrow (Uvds:duadnudn h. Sliding Barrel
YaVAISIN:IEDQ SEAU 1 - 9) f. Trigger Button (aUnsaidvlnio
(lnhinm=daa) 10SgUMSIDNEEDQ)

a. Adjustable Tip d. Lancet Cap
(anUnmUsuld) (uWulavAuldumizidaa)

e. Lancet Carrier
(Fudsulduzdaa)

c. Lancing Device Cover

(AAsaudinAI:LE00)
g. Lancet Ejector

(Juindumzdaaaon)

d. luozidoa

a. Protective Cap (u{ulavAulduin:idaa)

L— b. Lancet Pin
(1Gum=1daa)

52



msm:\)dun§a\msaaio

Waliindovasiviansousa nsmmommudsua\)aUﬂsm logUogunsal uas
ﬂQUU DOWN naﬁmum\)m\)b lwatmaThuomscmm

dvAr3uRLazan

1) doAd
naua=Uudaasdu UP k3aUyu DOWN naamum\)
lWE)laauUIUU"I\)hu‘IHSEJU"I\)HEI\) aun3D:wuli
gndov
kavdadvliass thnadu “M” Srydnuaiidous:
aszwsulagaaluua

2) dvAdau
naua=Uudaasdu UP k3aUyu DOWN naamum\)
ong ; lwalaauloauIUm\mumsamvha\) PUAIIDWU
- lnaunQﬂoa\)
ﬁﬁnﬁnﬁmﬁaula§atﬁnoqu“M"ua:s’Tfya“nufﬂiu
na:aszwsulagsaluda
. 3)  dvAdun
: nauazUudaasdu UP k3ayu DOWN naamum\)
lwalaauaunIUm\)Humsam\ma\) DUAIDWU
aunnnﬂoa\)
kavaadviuniags IhﬂQUu “M" uazdeyanuad
$rluvasnsswsulasdalula
il

53



N

oY
‘-

A’

-,

ay

mg/dL

mmol/L

OR

OR

6)

doAdTuw

Aaua:udaasydu UP kSau DOWN naamummwa
1aauu:)IU\>IUu1\mu1hsam\ma\) aun:WUHTUL
nﬂﬂma\) kavaadvdluviads aadu “M” ua:
deyanuaiunin:ns:wsulagdaludd

dvAA . .
naua:Udasu UP k3alu DOWN fagdudoiie
EouunAlUiokthKEathokaw auA3ID=WULNAR
gndov Kavaadvddluviads tknadu “M” ua:
afyanum'éUuuuua\)Dan as:wsulagaaluda

doAsUuuuna
msa\msmoawmsauao\)oaﬂoﬁ\)iusuuuu
AM/PM (12 $31uv) k3o 24: 00 (24 UJIU\)) nauas
UaaaUu UP r3ayu DOWN naamummwalaaﬂ
sUuuunoa\)ms
luasuuuuua\mmnmaomsdsmgaauuaauao\) [
nquu”M" 1wawwamscmmsmumsuamoauuwma
tudaach

durkudeda
n3avasivdaanuisauaavaildnviusduuu
Jaansudaladwas (mg/dL) k3o uaa[uamaams
(mmol/L) nquu UP ua:zJu DOWN naamuuw
m\)b 5 3u1n1wa1aansduuunc1awms
luasuuuuHuaa:mnuawmsdswngaauuaauao\)
Baadu “M” lwalmafnuomsm)ms suuMms
wividauthmalu@aadh

54



an

]

v
——

OFF

v
——

&) mmollL

) mmollL

OR

OR

OR

OR

msdoAiszuunsudvidoudhanatuidaadi/ao

8) dvAmsudvidiouthmaludaach
nauaz Uaaagu UP k3ayu DOWN naamum\)
WotdonmsavAns: uumsua\)maummalulaaocn
Kindan “ON” ImoUu “M” lwalmamsm\)m
dimmaluidoadh miadon “OFF” ImoUu “M"”
lwaunamscmmmsua\)mauuwmalutaana\)

9) cmmmfunmsua\)maummaiulaaom
naua: UaaaUu UP k3aUu DOWN naamum\)
Waldonkivm aumwlnmnﬂﬂma\) nquu “M”
lwaunamscmmmsua\)mauuwmalutaana\)

10) cmmn1suaomauu1cnaiutaaoa0
nauaz Uaaagu UP K3aJu DOWN naamum\)
WotdonmsavAns: uumsua\)maumcnalulaaoa\)
Kia@an “ON” thnadu “M” walukthdornsun
msua\)mauu'lmalutaaoa\) Kia@dan “OFF” tkna
Uu “M” Wi TUkthdoAszuu “ui@udvidou”

11) oommrunmsua\)mauum‘laiulaaoa\)
nauaz UaaaUu UP k3ayu DOWN naamum\)
lWOlaDﬂHU\)m aumwlnmnﬂﬂma\) nquu “M”
lwalmamscmm “uwwmlm\)mau"

55



msdvAu@audoidou

",
12 m\)mmwmua\)mau
Bn 1 )

msa\ms:amawmsmwmwmu;mmau 6 Da1
o lwalmmoauoamsapm losnaua:Uaasdu
Rie OB-08 UP KgaUu DOWN Aagdudouiiadannan

OR msudvidou nadu “M” Wwadugumsudvidiou
- Adean naua:Uuassyu UP k3ayu DOWN hag
'. audwiwe Wa/la nwnmudviciou kmawWaag
) thnadu "M" woadauTuktun@musoidiou
dmsumsdomnan Ihaw\)a\)mﬂuunaun 4 ua:
5 kavmsdviknadu “M” wodoAu@

-
=
™

wdvidsunaraalu aumwmsmwmmwmdanm

1asaauusm H'lﬂU'lWﬂ'lllD\)l(’]OUﬂﬂUClaEJ IHU'IU

ri mscmmuwwmua\)mauUaauu uas ﬂOUU “M"
'.”-. wossandnlkuamsdom
At 08D

lisw=agdunaulavavmsdoat msaadu “M”

OR

AvaiuduiaUaguasailasnui

56



asidaucdauans
dafKkuauans

3avasiosathmaauisaidoucauansldu:
- Android 9.0 K3alkiinn
- 10S 13.0 K3alkunn

uazauisariviusIuau:
- iPhone, iPad
- Android Phones ua: Tablets

msldounasousa

1) anulkaauauwatAsdu “Smart bluedot” 91n Google Play k3o Apple
Store.

2)  WausuwaaguuulnsAwriksauRuudavevas iiodmsudvidau R
wavansuuguasaiuavagu ToaILJn1uumsm\>muuaUnsmua\>nm

3) asw\)umuvgluihu K3otdgs: uumamsluuawjumuua sKauavA

watndavasivias:duthmaidaudadugunsaivavamudide Jyanuai “ "
DrKganwSuLlazd:zgoAvUsIAACDlU
TUsad1wdveuusthuavuauwatadu Smart bluedot ehhsuuaualwumu

57



A1sasdddas=auuimaluldaaa

astasguidoiudinniazidoaa

A ALdou

+ [uszkdwMsasIvdamuuna aUnstuﬁ’nniﬁmus <k210MsasdD W3=Wu
1A%0YaSIDIA KoUINMIPIEIE00RPAUNAAUEDA NA < duvavaunsai
#alludunsionmodinmwua:innuideviunmsuwsidorudolsanaado
nmvidaa winezlasumsmaduazaalia: Ydalsaudsfanu

+ Ip3ovasivdauauinminzidaatluguasaidksulddrudd Ruthulgsou
AURBUTUI9: WunAulupsauaSAMUWaDUMsaaANUEBVMSAQToUY
[sAfasadademvidaa

« mishAdnuaaiauaiidalsalndavasiviauauinni:idoasigrhane
wa[snnenmsnmmammaaoa:uimylo udlutynvkua

. IunsmnLnsa\msaaaona\mnmLuumsInuunnaaunIhmwuummaalu
MSASIDIAUARIEIU AbIASVASIDINA: tnmsiEaaa=davlasumsri
GRRIVE=EoRlelIEE mwanaulumu[oaunnaau

. mwalnsa\msaamua Uinmmi: Laaonauaihunnaauauwa lausyralk
unnaauuamhuamnmua\)aUnsmmsa\msnamhsaU'mmm 1@oalgvu

+ AsSAYIADILEE mon\)msa\msnmua nmio: @oawudvdAy drksu
AMuustihlumsradua=aiakdauidatndavasiiauazuinnzidaa
Usaa1u msquasns

« wiialkaananoullaskavdunalndovasivialinmm:idaakalaunadau

+ mwuldudulovauldutdnldtuvinaimis LaaowsaUﬂunQUuUaaahsana
dinmimi: laaolounuuUaaﬂm\)aauuwumIot1 wu Td: Wovmamsns:id
owrikdugnudesaan ulaglilddvlauasthlugmsiiaguakald

58



nargriAsaulInMIDIdD0000

{dgumidaalkuiniluguidsuldum:idaalk
wdu

UGV IDEDaUa:T009ADIATUIDNIEDQD 1D
o

tdrnsaulinmmziEaa kan@evmsdunaln
Uinm

Usus=auAnuan s:auanudnaiuisausula
9 szdu drgmskyuriasauUInMIDIIEDQ

KUELKQ: mst?\ans:dumwé’nr‘imm:auﬁqo:
1-3 IKSURDUUKSDRIUTD, 4-6 &1KkSURIUAG, 7-9 &1IKSURDIKUIKSDRIKEUASIU

6)

fiovaantnmnci@aaliludoktiviv Giedndm
Ao® o JugUnsal dolaldausanmnrinsauUInmM
wdaa paudldduidgvaanidumsuvuaningu
doudumzdaaldimsasnagludiukuvngndav
Udogaunsaidolniwalaseumsionzidoandud
dukuvLay

59



MstAudlogIvidaa

1) awidoua: USlJfUﬂCIE)\)ﬂ"ISl?)"I Laanmuawavu
uaaﬂaaaahsamau wlEmuazGalkuio

2)  »vdukuvUanguavlinmBadudivuavdd naln

inminiEaaiazonuinmizEanoondnliokan
\\ rmmszdaatass swhinmmzdaalddm « uas
so 2-3 3ufi WWalkkeatdaanacn

3) Aoy uuu:ﬁ)ummlohanlaanhuw.an TosRvkeousalu Kutdidaan
LJutUaurssthaIumo wnuswmnm uazAae o Jusundp:ldkealdaa
Saklvkea K3DRUSLUU

USLURPEDOUAUS N EUED RGOS

60



{gviunaunaaau
(1 (2}

Holding area \/\ )/N%/_

x"f -
_,m"w Sp‘lhere K\w

Touch the blood
drop at the tip of

the strip
EEAH

1. unzussaneun
DUUSSIALUTILLAZLLAZEDVDDA

2. lduaunaaou

3. lddMagwidaq
uaskealdaandudaiguavuaunaaau

4.  ldMogwvidaalAitWaowd
asJ>»qlAwiNaudaatduyon

dAey:
« W@Auuaunaaauyay bluedot tuu

+ asdoqlRudloiiAdavasivdauaununaaauiaurndmuAmKuaiouD:
rhasasiada

+ msasd>a3adovdidumsmeldydovgeuntn Aitkurzau Aa 5 - 45 avAnivaliea
(41 - 113 avmwhtsulad)

61



IWawadawsRasvAga AISSIPIOTURMUKATRIVA 20 - 25 avemalsalgua
(68 - 77 svmwhisulad) )

+ RwwWaussaneurivavlaunadaudundd:zwidulunisigoiutvoasinia
lWsalduaunaaaunufikavin:zoannussAUT

- Kwthuaunaaeuiitoudaarkiathenaasunduulddnsau uaunaaau
uda:guiBamsumsidoiuigoasoideoiiiu

A1sasiIvia

|
LJ
O

f L0000

@ HCTAVG miaL. mmoliL

oL fhR QEB EB

<4

KUILKAQ:

v

s=h3wAguAsailakSoagiulsuamsdomualkua
KUdeAUD [duaunaaauwaldinglkuamsasid
30

KuBLkQ: Kalirhmsas>a3amelu 3 Uil 13w
asa3aviimstatndav iwailunssamsninsav
douaunaasungolilarumsidviusanuasldnau
W lJlu@insav

amfy msa\msnaoawmsﬂtvlonuunununoaau
subluedot idu mstaunaaaudu quldviu
ammihlnwamsmsaamnluqnma\)

KU129(SIDADUSEUU
KU1D9: uan\)luamn\)rﬁuoiuomauqlwaauaum
Ktamavimuudnd

« Kl § Usinpdu uaavirgaundlunsiviuaguangivamukndiAikua
Inmmsa\msaambiuammunamduom 30 UTR udSormsasIadalku

3nASH

+ kIl @ Us1nndu uaavdiuuataasinakua iKasuuualaasing

62



c3
09

[~}

®

£3
0

=]

c3
0

=]}

msm\vmafyaﬂumU\)unau/ha\)uamms
msm\)mafyaﬂufuuwnau/ha\)uaawms 2:(As1g
as laﬂmwumumaaﬂuwamsnnaaus dqudimatu
laaoua\)nmﬂauua ha\vuaawms lhnaua:Uaoe
Ju “M" lwataanaiyaﬂumuaawms TasmBudu
naquaryanufu

luaafyaﬂuﬂmamaaonma\)msrl WSUDUUUDE)
LdQonwa llaC\\D'llF]SEJ\)(']SJDDQWSEJUHTHSUIHCDE)EJT\')
1daq

tddogwvidaa ,

ADY o ua:Kkoaldaandovidkeualdaa

KUELAQY:

-Avidaaksausn aghihukdoyakeaidaalasms
Buaunaaoau .

- agWuEaaUlunaunaaaudn Kdvoanth

KealdoadandIALAUNQDUILED

63



e

Gu  TiGu

C
o e <L

mmol/L.
I'l I'l .ﬂE

C
N x|

mmoliL
l'l 8. I'IB

),
N

Xa

=

6)

8)

9)

solkidaalkalingdavdugusuifiukealdaangnqa
ihlUlugevunuuas dovduguoulfiy Wodevdudu
gaduauéy uaaviivusneu@oanweowaladd
adunuanusathuaunadauaanankealdaa
uas satmﬂsa\msaamuunaaha\)mn 580 1 uas
a\)laa\)uuhuonsouJumsuouamwmsmsaaamasa
Fuavudd

muwansaandsmgaauumsa\msaam
KALAUZAMSOSIDIO LASOVOSIDID:UAAVSAU
dhanaludoawdauAukLiada Junua LawavYMS
0529 gunsa:uaavdyanuaTKINEUKIANANSID
aa[ummndnn uaso: llao\)afyanumhuwsa\)lh
mnwamsaaaauanmmndnm wWaasivs=aulinma
luidaan: nmnubluhuaamwmua\)msa\msaam
Tassalula

uauduaavanius
uauduaavaniu: AMWaawsnIsasIDIaUavAL
uauFuav [@ed wdov uaavdvAn di Uund av

Uatadavasinia _
naJuliuaunadauaan WWalihilaunadauaanon
aunsallogdaluld k3o douaunadausanddiolo
aUnsma Uatndavlagsalula lUsaduaunadau
AlGudr9gh0s:00s:50

64



Mms3dadewaasiIdAliasvaiuaia

ndavasiviav:aiuisaias:auanuidivduvaviimatuidoa s:k3w 0.5 &v
33.3 mmol/L (9 to 600 mg/dL) l[dagwouugn
ssauthmaluideanmal3 [1, 2, 3 1;

rodmaluidoaund

gooan
AdUDIKISIET 3.9-5.8 mmol/L(70-105 mg/dL)
AaudIKISNavIUKSDLEU 3.9-6.1 mmol/L(70-110 mg/dL)

1 $HlUvKavaIKIS

< 8.9 mmol/L (hn31 160 mg/dL)

2 $HlUvkavaIKS

< 6.7 mmol/L (cha31 120 mg/dL)

S:K30d 2 fivd 4

> 3.9 mmol/L (gvon31 70 mg/dL)

31030:

1. Clin Chem 51, 2005:1573-1576;

2. Stedmans Medical Dictionary, 27th Edition, 2000:2802;
3. American Diabetes Association: Standard of Medical
Care in Diabetes 2019, Vol.39.

Usadwaviandss:ivdaluimnamransiainoanuncikiagoninfiaals

xl
L]

HeT '-'-'

mmoliL.

08:08

1) dmatudaadh
mﬂwansnaanmmm'l 0.5 mmol/L (9 mg/dL)
KCiPaLAZELASIDIAD:IEAY Lo

« misa1ud Lo edionms
KINAIWANSOSIPIaUAAY Lo uazAuioINSSIV WU Swmedauld
lh\)aaan Ja1ms3anaAvia Uaakd Ksalurd TUsauguamumituiiuav
uwndiasawiad:thaatuidaad (hypoglycemia)
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uaav Lo TUsau3asuwngiiodugumamsasiia Aous:sudumssau
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2) thmaluidaagw
..l ' mﬂwaosaaaanu]qomﬁ 33.3 mmol/L (600
o mg/dL) kthoatAgavasiada:uaaw HI

o mmoliL.

4i 0808

+ msaium HI 1uaua1ms
KinAgudoIS LU muaam Askiod Uaand=uaeg KSamwsiiid Wsaugua
MUATLLUE muapuwnmwasnmma u1matulaaoqu (hyperglycemia)

+ msaium HI wWoalddoms
KinAWansasIauaav HI ucﬂuummsuaquaammaiunaaoa\)
Wsaasyaiasdnasvlaslduaunaaausulky mﬂmwamsmsaaa\)uaoo HI
WUsaUdasuwngiiodiugumamsasiaia Aaudzisudumssasiadztiana
luidoagw (hyperglycemia)

3)  Sulaasa (HCT: hematocrit) Adauna

. 5u1[mﬂ§c1ﬁ'qmﬁu (LAR31 70%) odvwalknaasidanaialndou
Wsausasnuwngiwaasivaausasidrudnlansavavagu
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gayanivinAada

fuanueus

s19asl3gadum

B-GM161 BT trdovasiaias:auihmatutdoa

38misnadoau

GDH-FAD aulsi lulowsutsasnglaadislassua
(Glucose dehydrogenase biosensor)

yauwamMsia

0.5 - 33.3 mmol/L (9 ~ 600 mg/dL)

ldoamalduldoanag 1doankaaatdaad

g la:ldaauavmisausataa
yuadagv Uszueau 0.6 Tulasaas
1Da10duUdudYL 535ui

uaLnos audamlad AAA 2 Adu

21gmMslEvuLUaINDs

Uszneu 1,000 ASH

KudeAsia mmol/L K32 mg/dL

KUDEAIUH 1,000 wamsasap3athmasiusuAuaznal
uua 94,9 *56.5*22.8 uu. (g *n *q)

Koo LCD glw
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yunaklnme 35.4*30.9 uu. (v * &)

dkUn Us:uieu 50 asulusouaiu

5°C ~ 45°C (41°F ~ 113°F)

anmwunadaulumsritmiu
10~90% RH (luidmisAdutdu)

N = -20°C ~ 55°C (-4°F ~ 131°F)
amwuwadaulumsdatiu

LAS2VASIDIN
10 ~ 95% RH (IuidmisAdutdu)

amwinadaulumsdatiu

1°C~30°C(33.8°F ~ 86°F)
uaunaaau

godiv 10,000 wa (3,048 was)

s:QUADILEL PR
© Iklas=auun:ia

duilansa (HTC) 0% ~ 70%

ct

21gMSIAUSAL 3

AWdAUlanvudkanTww
Lnsa\msnamuLUuIUmummhumUﬁuﬁut
ISO 15197:2015
mfunwumunlaaﬂmhsumsnoaaumnunumsmaUs Alwihadaluluomu
viasgiu EN 61326 : 2013 u\)uJuIUcnuuamnuomsdaaanauuumafﬂwm
mMuuasFIuEN 61326 dodumsudasnduulikdnTwiidod Iuiiianissundu

mﬂcDLnsa\)IUU\)aUnsmnuutnaauoaaIWV\hau 9

kranlWWcmuuiassu EN
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A1SA19QLASOVASIDIAO LLaunadau LTUI:Ldaa
nasalu

ALdoau

. nnuua:uriumsauwanmaaoa fo10msuutlou (uazdanuidevlums
lUuwwlm) )

+ fus=Kk31vMSAsIDMUUAG 1ASDVASIDINDIDTMSTUNAAULIEDQ

« hinmw: @oaowdatluveviau diksumsimdavaviau [Usaqd
fisvau

aUvAU

IUsoaw\)a\)ﬂghmansaua\)umquna\munmmua\)numsmaoua\)umu uas/
kSO wamwusduujau oomauNUﬂaumwiuna\munsahuaamuau o NtkUI=ay
Wodamsta: mamnsa\)qs?am launadoau wum_ @00 uasamunlgoiuuad
WUsamdvdvus:idudalutdibadavmsivaguasaingalgouudd:

«  MiviivmsslsiAatndavasidauazdiuluamuinisuzan TUsas:vin
msa\msmouJumuaunstu’z‘J1§nnsauﬂanamluuaumsw (e- scrap) 1a=Ads
Iosumsmaoam\mﬂas dwuAoluduasigldunu ua=ndsivaagdvgnis
. mwamsa\msaamﬂaummssIumahsamaon\)

*29 CFR 1910.1030 - wa[snnoonam\naaq

* Directive 2002/96/EC - MdoiAgdAuve: aunsailwihua:a1dnnsatnd
(WEEE)
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AIssuUs:=Au

LIFEBOX ASIA Co.,Ltd SuUs:AuswaaAauridusiAsndiounwsovdiuiaquas
Widamswaan ) .
ADIWSURQYRUYY LIFEBOX ASIA Co.,Ltd thgdAumssuUs=AuluusInalo:
HAQLWIMSEIULBUKSDIUATUMUMDIEDNUDVWANANTO  NAUIKAISIKID
msidvumuUnduoviusinag

AssuUs: ﬂuuTunsaunaunomwu1aamansam1uaumaavmduwammnms
tdorutunviAa msaziag UKo MstasuuUav mstadokionsinsusaw
AlusuIzau watmfunaumaalua\)mnuaunwsa\ﬂumuaaohsawuamswao
TUsadvAunaasauriiunwsavwioukangiu

ﬂ'lSC]SJDEIE)UEJE)UﬂaU
MsasaaudounduyavlingIN0aaulinIsavavINIAZYIIASIKEIATSU
YSIZSOO

ndav3iAsi: KgdtAdsu YSI2500 uJuasmsnIu51\)a\ﬂumsUs.luuquuuusn
voavwansIs:authmanmatrdavasiosalaslis:uusiaskAuaviaZavUsy
eudksua thmaansaasivasudiounduldiamtuuaspuuazinalulad
ukomd (NIST) Jagdwdvuiasziu (SRM) 917¢ (D-Glucose)

AMULLdU: 200 mg/dL

- °
anuyau=AISNIvIU
Uszansmwmsrimnuwavs:uuldsumsus:lounviukevuiuamstaunisnadou
nmvaadn )

3oV YIVASUEQVWATDIVIASIVASIDIOAD 0.5 mmol/L &b 33.3 mmol/L
(9 mg/dL &v 600 mg/dL) dandu “HI” ua: “Lo” Uvuaniivwansisuantkiio
¥ovmsasiIaial

AMULLUET: AnULWugwavs:uuldsunsus:tiulagmsiUSauIRgunNansdID
s:auihmalutdoannduidaarosuaviUrgAldsunisasronniA3a3IAsK
mmav\mJumsaouaiunaodguoms
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mswi 1 wadwsanuudugridksuanuidivduvavdiona < 5.55 mmol/L
(100 mg/dL)

TUtAu +0.28 mmol/L TutAu +0.56 mmol/L TutAu +0.83 mmol/L
(TtAu £5 mg/dL) (TJtAu +£10 mg/dL) (TUtAu £15 mg/dL)

128/174 (73.6%) 174/174 (100.0%) 1747174 (100.0%)

Wos:aunalaatuidaacdins1 5.55 mmol/L (100 mg/dL) 100% uavWaasIdia
ihmanialadlumdsiAu £ 0.83 mmol/L (£ 15 mg/dL) yavWaasIDIaInKaL
Uz]umms

mswh 2 waawsanuwiuidarsuanududugaviia = 5.55 mmol/L
(100 mg/dL)

TUtAu 5% TUtAu +10% TUtAu +15%

389/426 (91.3%) 424/426 (99.5%) 426/426 (100.0%)

luaﬂaTnaiulaamanHsaa\)ﬂm 5.55 mmol/L (100 mg/dL) 100% uovwa

nsaammmanmIqumsmu +15% uaowamsaammnnaodgumms

msvA 3 waasvANuwurdaksuANULGvGuvaviionas:k31v 0.5 mmol/L
(9 mg/dL) wa: 33.3 mmol/L (600 mg/dL)

TuiAu + 0.83 mmol/L or + 15% (IUtAu £ 15 mg/dL or + 15%)

600/600 (100%)

msAnuGuaavlKIRUNS: uuenLnsnquaumaunuasmsua\ma\)UgummsImUu
p8wad wa:lulumuineurivs:ansmwiudisausulddoikualitu EN
ISO 15197 : 2015
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AULLUE: .
msUs:u'Jurpwuanmsﬂlumsﬁwﬁwﬁdnﬂumsﬁuléaoc‘hua:msUs:tUunmuuLJush
staunavNaTuMSAUYaAIUAL

S Aagethenaaau 2.4 mmol/L SD = 0.13 mmol/L
AULIUEIS:auUnaI Foaguienaaau 7.5 mmol/L CV = 3.1%
Andguirenaaau 20.8 mmol/L CV = 2.5%

Aagedaa 2.4 mmol/L SD = 0.13 mmol/L
N fadgidaa 5.0 mmol/L SD = 0.18 mmol/L
msringy fadgidaa 7.5 mmol/L CV = 3.3%
fadgidaa 12.2 mmol/L CV = 2.4%
AD3ag1da0 20.8 mmol/L CV = 2.4%

wawuTomatumsiussulRguRLugIINTUS KO WaMSOSIDIaUaVUASAT
LLazWamMsasI3I01NKVUAUGAS [UsquﬁJﬁcnuhaﬂmmnwumuo\)u

ﬂauIUnha\)Uﬂumms

+ rhimsnaasudsthenaaauwaliudlaiiauasairfiviusgwgndon

* vasuUs:muaimisiuarogotios 8 ua[uoﬂaunnfua naasus:Guthma
{uidaa .

+ tnsavasiadalunKkavdfuam

s:k3waglukapUauans

+ MnaaautASavasddiametu 15 ufvavamsnadaulukavUfuams

« Wideanniduidaanasnnuansin daannkasaidaadiuazidoauavmsa
usatha - .

+ Jpuamuuu=tinvkuamndidomsidoulwerimsasioddas:-auinmalu
ldaarugunsaivavAu
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C € XXXX

waaAwuAtulumudamkuauav EC Directive
IVDD (98/97/EC) 1nSovilauwngdikSumsdtade
MYUDASIVMMY “XXXX” ADKUILAUUSHIVDD
Notified Body (NB)

‘
‘
Ny

IAUTKLLAD

Wsamdauve:zmus:iigudotvAulufiovau

B

AS:ILdQsY

munuildsuauanatuuszsiauglsy

ATAWUDA

1. Use of Fingerstick Devices on More Than One Person Poses Risk
for Transmitting Blood-borne Pathogens: Initial Communication,
(2010) http://www.fda.gov/MedicalDevices/Safety/AlertsandNo-

tices/ucm224025.htm.
Accessed June 8, 2011

2. CDC Clinical Reminder: Use of Fingerstick Devices on More than
One Person Poses Risk for Transmitting Blood-borne Pathogens,
(2010) http://www.cdc.gov/injectionsafety/Fingerstick-DevicesB-
GM.html.

Accessed June 8, 2011
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Healthcare Infection Control Pratices Advisory Committee
(HICPAC), William A. Rutala, Ph.D.,M.P.H., and David J.
Weber,M.D.,M.P.H. Centers for Disease Control and Prevention,
2008. "Guideline for Disinfection and Sterilization in Healthcare

Facilities, Atlanta."
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