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(79 mg/dL~ 126 mg/dL)

IEREBERR RS E (GDM ) IEREAIIAEESI BtR
(IBREFHEERRIZIAIER (2014 ))

&

B <5.3mmol/L(<95mg/dL)
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=4

(70 mg/dL~ 110 mg/dL)
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l.Intended use, Model, Applicable strip, Test Principle
1.1 Intended use

The product can be used with applicable blood glucose
test strip to test glucose in whole blood sample. It can be
used at clinical setting or self-testing by diabetes and other
groups. The product is only use for monitoring glucose, not
for use in diagnosis of diabetes mellitus.

1.2 Model
TRUE METRIX, TRUE METRIX AIR,

1.3 Applicable test strip

TRUE METRIX blood glucose test strip ( if need to buy test
strip, contact sinocare or its authorized dealer to obtain it )

1.4 Test Principle

Blood glucose test strip reaction zone has specific
chemicals, glucose in whole blood sample react with these
chemicals and produce an electrical current. The meter
measures the current and calculates the amount of glucose.
The result is diaplayed as a plasma value.

2.Structure and Diagram of Meter and Accessories

2.1 Main structure composition
Meter: Meter is composed by PCB board, buttons, LCD
display and case.



Accessories: Lancing device (product which already get
registration certificate or filing), batteries, docking station
(optional), USB cable (optional).

Note: Docking station (optional) only apply to E&TRUE
METRIX, HEZ&ETRUE METRIX AIR. USB cable (optional) only
apply to E&TRUE METRIX GO.

2.2 Diagram of Meter and Accessories

2.2.1 EETRUE METRIX, EZETRUE METRIX AIR Schematic diagram

@® " 4" Button
e ==

® “ P " Button

EZ&HTRUE METRIX:




BEZ&TRUE METRIX AIR:

@ Display Screen @ Battery Door

@ Test Port ® Meter Label

@® Strip Release Button ® Docking Station Contacts
@ Battery Door (It is used for data transmission with

PC after connecting Docking station.
Docking station is an optional accessory.
If you need to buy Docking station,
please contact sinocare or its authorized
dealer to obtain it)



2.2.2 Lancing device

adjustable comfort tip

Lancing device (optional)

A Please refer to lancing device instruction of use for more information.

Note: Blood glucose meter can only use with matched
strip. Do not use with other product.



3.Display

Full screen display

1.Result is from Memory
2.Time, Date

3.Bluetooth Symbol
(only for E& TRUE METRIX
AIR) and Event Tag Symbols

4.Average value symbol
5.Test Result
6.Control Symbol

7.Battery Symbol

8.Alternate Site (ALT) Symbol
9.Drop Symbol
10.Temperature Symbol
11.Test Reminder Symbol

12 Ketone Test Alert Symbol
13.Units Symbol



ol
Waiting for apply
sample

Control solution

test result
(example)

OFF

Setting year
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During testing

OFF
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Event tag

Setting date
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Test reminder on
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7-day average 14-day average

No average result test result test result

30-day average 60-day average 90-day average

test result test result
test result (Only for E&TRUE METRIX AIR) (Only for EETRUE METRIX AIR)

un
-
bLC
Ll
Blood glucose test Control solution test Bluetooth
result in memory  result in memory function on
(sample) (sample) (Only for B TRUE METRIX AIR)
OFF
-
bl E-0  E-1
L - -
- L (
i
Bluetooth . .
Invalid Hematocrit ~ lemperature error

function off

(Only for &2 TRUE METRIX AIR) Too cold/Too hot
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E-2

E-4

Sample not detected  Used test strip

or used wrong or apply the Meter error
test strip sample error
-
E-5 E-&
-
Test strip error Testdstr]p removed ¢, munication error
uring test.
.
i Out of range -
Low battery Broken Display High sl 5 e "
12:00
)
LD

Out of range -
Low results < 1.1 mmol/L
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4.Operation
4.1 Changing Battery

A\ Do not recharge battery. USB cable is only for data
transmission. Do not use USB cable to recharge. Battery may
explode if mishandled. Do not dispose of battery in fire. Do
not take apart or attempt to recharge battery. Don't throw
away, dispose according to local regulations.

The meter use one 3V CR2032 lithium battery (non-re-
charge). Replace battery when display shows low battery
error.

1.Lift tab on Battery Door.

2.Turn meter over, dispose according to local regulations.

3.Insert new battery, positive ( “+" ) side facing up. Close
Battery Door

4.Press "¢" Button to turn meter on. If meter does not
turn on, check that battery was installed properly. Install the
battery cover and repeat step 4.Contact for assistance if
problem persists.

Note: If battery is out of meter or low battery, meter may
reset to original factory settings. Verify settings are correct
after replacing battery by, going into Meter Set Up and
checking time, date, Ketone Testing Alert, and Testing
Reminders. If not, please enter the setting mode and change
the setting. Results in Memory are not deleted, if battery is
low or removed for any length of time.

11



4.2 Meter set up

Meter comes with pre-set time and date. The Event Tags,
Ketone Test Alert and all Test Reminders are off. Bluetooth
function is initially turned on (only for EZ& TRUE METRIX AIR).
Before using the meter for the first time or after a battery
change, please check the time, date. Follow these steps to
update the Settings if needed.

1.With meter off, press and hold “+" Button until the
full Display is shown and a series of beeps sound. Release
"e" Button. Meter goes into Set Up.
Note: If the meter turns off at any time during Set Up, go
back to Step 1 and begin again.
Set Time/Date
1. The hour flash after enter the setting mode. Press " »"
or "-a” Button on top of the meter to select the hour. Press
“" Button to set.

2. The minute flash after setting hour. Press “»" Button

"

n

n

or -

u_n

to select the minutes. Press “+” Button to set.
3. Repeat step 2 to set month, date and year.
Note: Meter beeps every time a setting is confirmed.
Set Bluetooth Smart (only for EZ& TRUE METRIX AIR)
Uploading results using the Bluetooth Smart feature
allows meter to send results by connecting Bluetooth device.
After setting the year, press " »" or “-a” Button to

turn on or off the Bluetooth Smart feature. Press “«” Button
to set. Meter goes to set Event Tags.

12



Event Tags

Event Tags are used to mark a test result that was taken
during a specific event. Event tagging may assist you and
your doctor or healthcare professional with managing your
diabetes.

After turning on or off the Bluetooth Smart feature (for &
Z&TRUE METRIX AIR meter) or after setting the year (for E&
TRUE METRIX meter) , press “®»" or “-a” Button to turn

Event Tags on or off. Press “+ " Button to set. The meter
goes to set Ketone Test Alert.

@ Bcfore meal —test was taken just before a meal;

3¢ After meal —test was taken 2 hours after the start of a meal;

A& Exercise — test was taken during or just after exercise;

@ Medications - test was taken after medication;

® Sick - test was taken when sick;

W Other - any other reason that the test is unique or different
in some way (example: stress, drinking alcohol).

Ketone Test Alert

When a blood glucose result is over 13.3 mmol/L, the
Ketone Test Alert is a reminder to check ketones per the
treatment plan.

Press “®»" or "—a” Button to turn Alert on or off.
Press “+" Button to set. Meter goes to set Test Reminder.

Note: When a Ketone Test Alert Symbol appears, it does
not mean that ketones have been detected in the blood.
Perform a ketone test per the treatment plan, as prescribed
by the doctor or healthcare professional

13



Test Reminder

Up to four Test Reminders per day may be set. Meter
reminder sounds at set time for 10 seconds. Test reminders
are initially turned off.

1. After pressing “+” Button to set Ketone Test Alert,
display shows first Reminder setting. Press “®»" or “-a”
Button to turn Reminder on or off. Press “ " Button to set.

2. When “on” is chosen, press “«” Button. The hour
flashes. Press “»" or “-a” Button to set the hour. Press

"e" Button to set.

3. The minutes flash. Press Button to
set the minutes. Press “+ " Button to set. Meter goes to the
next Test Reminder.

4. Turn Reminders on and repeat steps 1-3 to set the
time for next 3 Reminders (if needed).

Note: If Test Reminders are set, the Test Reminder
Symbol appears in all Displays.

Exit setting mode

Press and hold “ « " Button until meter turns off. Meter
also turns off after 2 minutes of non-use. Set-up choices are
saved.

4.3 Blood Glucose Testing

Refer to lancing device Instructions for Use for detailed
instructions.

1. Check dates on test strip vial being used. Do not use if
either 4 months after first opening or after date printed next
to on label, whichever comes first. And use new test strip for

testing.

"

" n u

| or -

"
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2. Allow vial of test strips and meter to adjust to room
temperature for 10 minutes.

3. Clean hands and area to be lanced with an approved
disinfectant. Dry thoroughly.

4. Remove one test strip from vial. Close vial immediate-
ly. Use test strips quickly after removal from vial.

5. With meter off, insert a test strip Contact End (blocks
facing up) into Test Port. Meter turns on. Keep test strip in
meter until testing is finished. To mark test as alternate site
(forearm) result if needed, press “m»=" Button. ALT Symbol
appears in Display. Press Button to remove ALT
Symbol.

6. Wait until Drop Symbol appears in Display. Do not
apply samples before insert strip into meter.

7. Lance fingertip or forearm. Obtain a blood sample,
allow drop to form.

8. With test strip still in meter, touch Sample Tip of test
strip to top of blood drop and allow blood to be drawn into
test strip.

9. Remove Sample Tip from blood drop immediately
when the meter beeps.

10. After the test is finished, result is displayed. Record-
ing test results.

11. To mark the result with an Event Tag, Event Tags must
be turned on. The Event Tag icons flash. Press “»=" or "=
" Button to go to the correct Event Tag. Press “ «” Button
to set, event Tags stop flashing . Event tags can only be

marked before the strip is removed.
15
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12. Hold meter with test strip pointing down. Press Strip
Release Button to discard test strip in the appropriate
container. Meter turns off. Result is stored in Memory.

The used test strip and lancet should be treated as medical
waste.

Note:

-If test strip has been out of the vial too long before
testing, an error message appears. Remove and discard old
test strip. Use new test strip for testing.

-Do not place blood drop on top of test strip.

-Removing the test strip before result is displayed cancels
the test. An error message appears. Result is not stored in
Memory. Retest with a new test strip. Do not remove before
result is displayed.

-Only professional can collect venous samples.

System and Laboratory Testing

When comparing results between the product and a
laboratory system, meter blood tests should be performed
within 30 minutes of a laboratory test.

4.4 Meter Memory
View Averages

1. With meter off press and release "+ " Button.

2. Display scrolls through 7-, 14-, and 30-Day average
values for & TRUE METRIX meter. Display scrolls through
7-, 14-, 30-, 60 and 90-Day Average values for & TRUE
METRIX AIR meter. Without any operation for about 2

16



minutes, the blood glucose meter automatically enters the
interface of historical results query. If there is no average, the
glucose meter shows three dashes.

3. Meter turns off after 2 minutes if no buttons are
pressed.

View Results

Meter Memory stores 500 results for E2& TRUE METRIX
meter , When the 501th blood glucose test result is stored,
the earliest blood glucose test result is automatically covered.

Meter stores 1000 results for E& TRUE METRIX AIR
meter. When the 1001th blood glucose test result is stored,
the earliest blood glucose test result is automatically covered.

1. Press and release “+" Button after meter displays
Averages value.

2. The screen shows the latest blood glucose test value.
Blood glucose test results are displayed together with storage
results symbol, time and date.

3. Press “»=" Button or “~a” Button to Browse test
results .

Note: If test results marked as alternate site display ALT
Symbol, test results display the ALT Symbol. Control Test
results display the Control Symbol. If the Ketone Test Alert
function on, when test results above 13.3 mmol/L, test results
display Ketone Test Alert Symbol. If test results mark the
event tags, test results display the event tags.

17



5. Power saving function

1. The waiting time for applying sample is about 2 minutes,
the error of E-2 is given if over time, and the mater turns off
automatically after about 10 seconds.

2. After the test result appears, if the test strip is not pulled
out and there is no operation, the mater turns off automatically
after about 2 minutes.

3. During the result query, there is no operation under the
average result query interface, and it will automatically enter
the historical result query interface after about 2 minutes. There
is no operation under the historical result query interface, and it
will automatically turn off after about 2 minutes.

4. When setting the blood glucose meter, if there is no
operation, it will automatically turn off after about 2 minutes.

5. Automatically shut down after about 10 seconds under
the condition of error reporting.

6. Check The System

Daily quality control as a means of testing the running
state of the blood glucose test system. The System offers two
kinds of quality control tests to let you know that the system
is working properly and testing technique is good. Regular
systematic inspection can ensure accurate results of blood
glucose meter.

6.1 Automatic Self-Test

Each time the test strip is inserted into the blood glucose

meter, the blood glucose meter starts to automatically

measure itself.
18



Note: The Automatic Self-Test does not take the place of
running a Control Test.

1. Insert a test strip into the Test Port.

2. If the blood glucose meter works normally, the blood
glucose meter will display in full screen, the time will be
displayed on the top of the screen, and the symbol of blood
drop will blink, check for missing segments.

3. If an error message appears, do not use the blood
glucose meter for testing and see Troubleshooting.

6.2 Control Test

/N The quality control range affixed to the test strip bottle
is not the recommended blood glucose level, and is only used
for reference to the quality control solution test results. Do not
take the quality control solution.
6.2.1 When to perform control test

-before using the meter for the first time;

-for practice to ensure your testing technique is good;

-when opening a new vial of test strips;

-occasionally as a vial of test strips is used;

-if results seem unusually;

-whenever a check on the glucose meter or test strips is
working properly;

-if meter damage is suspected (meter was dropped,
crushed, wet, etc.);

Important note: Three levels of control solution are
available for Control Tests. Please use at least 2 concentrations
of control solution to test whether the system is working
properly.

19



6.2.2 How to Test Control Solution

Use ONLY EZ& TRUE METRIX Control Solution for Control
Test.

1. Check dates on control solution label and test strip vial
label. Do not use control solution if control solution - 3
months after opening or date next to on label (whichever
comes first), and test with a new blood glucose control
solution. Do not use test strips - 4 months after opening or
date next to symbol (whichever comes first), and use new test
strip for testing.

2. Allow control solution, vial of test strips and meter to
adjust to room temperature for 10 minutes before use. If it is
the first time to open the blood glucose quality control bottle,
please mark the date on the bottle label.

3. Gently swirl or invert control solution bottle to mix.DO
NOT SHAKE! Remove one test strip from vial. Close test strip
vial immediately. Use test strip quickly after removal from vial.

4. Insert test strip into Test Port. Meter turns on. Keep test
strip in meter until testing is finished. Do not add control
solution to test strip before inserting into meter.

5. Remove cap from control solution bottle. Gently
squeeze a drop onto a clean tissue. Wipe off bottle tip and
discard tissue. Gently squeeze a drop onto a small piece of
unused aluminum foil.

6. Touch Sample Tip of test strip to top of drop of control
solution. Allow drop to be drawn into test strip.

7. Remove test strip from drop when meter begins testing.

20



8. After testing is finished, result appears in the meter
Display with the Control Symbol.

9. When the glucose meter shows results, compare result
to Control Test range printed on test strip vial label for level
of control solution you are using. If result is in range, system
can be used for testing blood. If result does not fall within
range, repeat control test using a new test strip. If result is still
outside range, do not use this blood glucose meter and test
strips to test. Please call the after-sales service.

10. After result is shown, Hold glucose meter with test
strip pointing down, Press Strip Release Button to discard test
strip, And according to medical waste disposal. Meter turns
off. Recap control solution bottle tightly.

7. Bluetooth

EZATRUE METRIX AIR glucose meter has Bluetooth
communication function.

The Bluetooth function can be turned on or off by
setting the blood glucose meter. When the Bluetooth function
is turned on, the Bluetooth function will be turned on and the
Bluetooth symbol will appear on the display interface of the
glucose meter. When the Bluetooth connection is successful,
the Bluetooth symbol is always on. The Bluetooth symbol
continues to flash if the connection is not successful.
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When the Bluetooth connection is successful, the blood
glucose meter will upload the test result to Bluetooth device.
Bluetooth device will display the test result when upload
successfully; and the test result will be flicker at most 5
seconds before the blood glucose meter power off when
upload failed

In the state of result query, if the Bluetooth connection is
successful, the historical results stored by the glucose meter
that have not been successfully uploaded to the Bluetooth
device will be uploaded again.

When the glucose meter is turned off, the Bluetooth
function will also be turned off. No device connection
allowed.

8. Preservation and Maintenance

1. Store meter in carrying case to protect from liquids,
dust and dirt. Do not keep meter in an area where it may be
crushed (i.e. back pocket, drawer, bottom of bag, etc.).

2. Clean immediately after getting any blood on the
meter or if meter is dirty or before allowing anyone else to
handle it. Do not use bleach to clean the meter. Make sure
meter is off and a test strip is not inserted. Wipe Meter with a
clean, lint free cloth or swab dampened with 75% alcohol or
neutral cleaner. Let Meter air dry thoroughly before using to
test.

3. If not use meter for long time, wipe Meter with a clean,
lint free cloth or swab dampened with 75% alcohol or neutral
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cleaner. Let Meter air dry thoroughly and remove battery.

4. Do not clean the meter during a test.

5. Never put Meter in liquids or allow any liquids to enter
the Test Port.

9. Warranty

Only Sinocare or Sinocare 's agency can inspect or
supply any spare parts.

In normal use, if the product fails, the company promises
10 years warranty. Please fill in the warranty card carefully and
return the parts that need to be returned to our company.

If blood glucose meter need to return to our company in
case of failure, use wipe or swab with 75% alcohol to clean
meter then send back to our company.

10. Matters need attention

1. Use of meter in a manner not specified in this
Owner’ s Booklet is not recommended and may affect ability
to determine true blood glucose levels.

2. The product is an in vitro (outside body) quantitative
system that is used for self-testing of human whole blood
only.

3. Do not use this product during a xylose absorption
test.

4. The test results of this blood glucose meter can only be
used for blood glucose monitoring, and cannot be used as
the basis for diabetes diagnosis. NEVER change a treatment
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plan without consulting a doctor or healthcare professional.
When you use this blood glucose meter to get test results
inconsistent with the symptoms, you should immediately go
to the hospital for examination.

5.D0 NOT perform testing on the critically ill or newborn.

6. During the test, the blood glucose meter may come
into contact with blood. There is therefore a risk of infection
with a used glucose meter. When the glucose meter is used in
a medical setting, health care workers should follow the
appropriate infection control procedures for your health
equipment, such as wearing gloves or other personal
protection.

7. Children or special users in need of monitoring must
use this blood glucose meter under the supervision of other
normal adults, and the blood glucose meter must be placed
out of the reach of children.

8. In order to avoid electromagnetic interference from
other devices affecting the test results of this product, please
keep the measurement away from strong interference sources
such as short-wave high-frequency equipment.

11. Contraindications
NONE

12. Troubleshooting
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. After inserting test strip, meter does not turn on.

Reason

Action

Test strip inserted upside
down or backwards

Remove test strip.
Re-insert correctly.

Test strip not fully inserted

Remove test strip. Re-insert
test strip fully into meter

Test strip error

Repeat with new test strip.

Low battery

Replace battery.

Meter error

Reinstall the battery, let battery

positive ( “+" ) side face up.

Battery in backwards

Contact for assistance.

. After applying sample, test d

oes not start.

Reason

Action

Sample drop too small

Repeat test with new
test strip and larger drop.

Sample applied after
two minute shut-off

Repeat test with new test
strip. Apply sample within 2
minutes of inserting test strip.

Test Strip Error

Repeat with new test strip.
If you are still unable to start
the test, please contact for
assistance

Meter Error

Contact for assistance.

2
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3. Error messages

Display

i
(]

Reason

Invalid Hematocrit

Action

Repeat with new test
strip, using capillary
whole blood from
the finger. If error
persists, contact for
assistance.

H

=

Temperature error
Too cold/Too hot

Move meter and
test strips to area
between5°C-40°C,
waitl0 minutes for
system to reach
room temperature
before testing.

i
o

Sample not
detected or using
wrong test strip

Retest with new
test strip according
to the instructions.

"
L

Used test strip

Repeat with new
test strip. If error
ersists, contact

or assistance.
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Display

I
-

Reason

Meter error

Action

Contact for
assistance.

L

Test strip error

Retest with new test
strip. If error persists,
contact for assistance.

I

)

Test strip removed
during test

Retest with new test
strip. Make sure
result is displayed
before removing
test strip.

Lo

Communication
error

Contact for
assistance.
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Display

Reason

Low battery

Action

Change new
battery.

Broken Display

Do not use meter for
testing. Contact for
assistance.

Out of range -
High results >
33.3 mmol/L

Retest with new test
strip. If result is still
“Hi" (High) contact

doctor or healthcare

professional
immediately.

Out of range -
Low results <
1.1 mmol/L

Retest with new test
strip. If result is still
“Lo” (Low) contact
doctor or healthcare
professional
immediately.
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13. Performance

Accuracy and repeatability criteria for this product is
refer to national standard GB/T19634-2005 In vitro diagnostic
test systems -General technical requirements for blood-glu-
cose monitoring systems for self-testing and International
standard EN ISO 15197:2015 In vitro diagnostic test systems
—Requirements for blood-glucose monitoring systems for
self-testing in managing diabetes mellitus.

Accuracy requirement: 295% of test result bias shall
meet table 1 requirement.

Repeatability requirement: test result shall meet table 2
requirement.

Table 1: Accuracy Requirement

Test Range Accept Bias

LImmol .~ dsoamimol/L| within +0.83mmol/L ( +15mg/dL)

5.55mmol/L ~ 33.3mmol/L b
(100mg//dL~600mg/dL) / Within +15%

Table 2 : Repeatability Requirement

Test Range Precision

LImmol .~ Bommimol/L| S <0.34mmol/L (6 mg/dL )

R cveon




14. Product performance parameters

Result Range: 1.1 - 33.3 mmol/L

Sample Size: 0.5 microlitre (0.5 pL)

Sample: Fresh capillary whole blood, venous whole
blood collected in sodium or lithium heparin blood collection
tubes, or EDTA blood collection tubes, or control solution

Test Time: 4~7 seconds

Result Value: Plasma values

Assay Method: Amperometric

Power Supply: One 3V lithium battery #CR2032 (non-dis-
mountable and non-rechargeable)

maximum current rating: EETRUE METRIX 8 mA, BE&
TRUE METRIX AIR 10mA

Shelf life: 10 years (based on every day perform 7 tests)

The use period of this product is based on every day
perform 7 tests. During the use, users should maintain and
maintain the product according to the requirements of the
product manual. After maintenance, products that are
confirmed to maintain basic safety and effectiveness can be
used normally.

Battery Life: Approximately 1000 tests or 1 year

Manufacture date: Refer to meter label

Software release: E& TRUE METRIX meter: V02

B2 TRUE METRIX AIR meter: V02

Memory Size: 500 glucose results and 1 control result for
HEZ& TRUE METRIX meter

1000 glucose results and 1 control result for E2& TRUE
METRIX AIR meter 30



Size: 87mmx55mmx18mm

Operating Range: Relative Humidity: 10%-80%RH
(Non-condensing), Temperature: 5°C- 40°C

Storage and transportation conditions: 10%-93%RH
(Non-condensing), -20°C-55°C

Hematocrit: 20%-70%

Altitude: Up to 3108 meters

Network security:

1. Data interface

Serial port communication is adopted between the TRUE
METRIX AIR glucose meter and the data transmission module.
There are 8 data bits, 1 stop bit, no check, no flow control,
and the baud rate is fixed at 9600bps.Data is transmitted in
hexadecimal format.

Built-in Bluetooth (4.2) is a pass-through module
designed based on Bluetooth Low Energy standard. After
connection with other Bluetooth devices, two-way data
transmission can be realized.

Data transmission conditions: the blood glucose meter
and Bluetooth device are enabled.

2. User access control

Only by obtaining specific communication protocols can
users analyze data accurately, and data exchange between
glucose meters and the outside world must follow the
requirements of communication protocols.
3. Operating environment

See operating instructions for software environment.
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15. Accessory list

Lancing device: 1 pcs, product which already get
registration certificate. Operation method please refer to
lancing device instruction of use.

Battery: One 3V lithium battery #CR2032 (non-recharge-
able). Details please check “4.1 Changing Battery”

Docking station (Optional)

16. Explanation of symbols

For in vitro Diagnostic
m Testing Only
@ Serial Number
‘T Keep Dry

I Fragile, handle

Attention! Read
Instructions for Use

=

N\
\
N

Keep away from
direct sunlight

Electronic and electrical
hazardous substance symbol

with care Manufactured By

Caution, Refer to the

attached document Biological Harm

bz@

. Wireless meter
CMIIT ID: model approval code

17. EMC Statement

This meter meets the electromagnetic emissions
requirements as per GB/T 18268.1-2010 and GB/T
18268.26-2010. EMC basic performance: "the display screen is
normally displayed, the equipment is running without fault
continuously, and data transmission is normal.”
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Note:

(1) In dry environment, especially with artificial material
(artificial textile. carpet), using this meter may cause electro-
static discharge and lead to incorrect result.

(2) Portable device or mobile radio emission device may
effect performance of this meter.

(3) Do not use this meter near substantial radiation
source (such as non-shielded RF sources), otherwise may
effect performance of this meter.

(4) User should make sure the meter can work normally
during electromagnetic compatibility environment. It is
recommended to evaluate the electromagnetic environment
before using the meter.
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17.1 Guidance and manufacturer’ s declaration-
electromagnetic emission

Guidance and manufacturer’ s declaration-

electromagnetic emission

The equipment is intended for sue in the electromagnetic environment
slgec!ﬁed below. The customer or the user of the equipment should assure
that it is used in such an environment.

Electromagnetic

Emissions test Compliance environment-guidance
feci The equipment uses RF energy
EEE&'ZS'O”S Group 1 only for its internal function.
Therefore, its RF emissions are
. very low and are not likely to
RF emissions Class B cause any interference in nearby
GB 4824 electronic equipment.

Harmonic emissions
GB 17625.1

Not applicable

Voltage fluctuations/
flicker emissions
GB 17625.2

Not applicable
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17.2 Guidance and manufacturer’ s declaration-
electromagnetic immunity

Guidance and manufacturer’ s declaration-

electromagnetic immunity

The equipment is intended for sue in the electromagnetic environment
specified below. The customer or the user of the equipment should assure
that it is used in such an environment.
Immunity Compliance | Electromagnetic
test Test level level environment-guidance
Electrostatic | AT Air : Floors should be woqld,
. . . . | concrete or ceramic tile.
discharge £2KViEA KV, | £2KViz4 kV; If floors are covered
(ESD) 8 kv +8 kV with synthetic material,
GB/T 17626.2 | Contact: Contact : the relative humidi
+2 kV:£4 kV |22 kV;+4 kV | should be at least 30%
Power frequency
fPower bmagnleticI |elrc]is should
requency e at levels characteristic
magnetic field| 3A/m, 50Hz |3A/m, 50Hz | of tylpical Iocatip? ina
typical commercial or
GB/T17626.8 hospital environment.
0% for cycle 1 N/A
Voltage dips 20% I N/A /
GB/T17626.11 | 40% for oydle 5 /
70% for cycle 25 N/A
Voltage o -
interruption 35/‘6 Ducrlztslon. N/A
GB/T17626.11| <>
Pulse train 1kV (5/50ns ,
GB/T176264 | 50kHz) N/A
/
Surge 2kV lines to earth N/A
GB/T17626.5 |[1kV lines to lines
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17.3 Guidance and manufacturer’ s declaration-
electromagnetic immunity

Guidance and manufacturer’ s declaration-

electromagnetic immunity

The equipment is intended for sue in the electromagnetic environment
sRec!ﬁed below. The customer or the user of the equipment should assure
that it is used in such an environment.

Immunity
test

Compliance ) . .
Test level Ievelp Electromagnetic environment-guidance

Portable and mobile RF communications
equipment should be used to no closer
to any part of the equipment, including
cables, than the recommended separation
3v distance calculated from the equation
applicable to the frequency of the transmitter.

Conducted RF \(,;32?) N/A Recommended separation distance
GB/T176266 | 1501H; d=1.2 \/P 80MHz ~ 800MHz
d=2.3 /P 800MHz ~ 2.0GHz
~80MHz Where:

P—maximum output power rating of the
transmitter in watts(W) according to the
Radiated RF | 3V/m 3V/m transmitter manufacturer.
80MHz | 80MHz |d—the recommended separation distance
GB/T17626.3|. 2 0GHz| ~2.0GHz | inmetres.
Field strengths from fixed RF transmitters, as
determined l()jy an electromagnetic site
survey should be less than the compliance
level in each frequency range.
Interference may occur in the vicinity of
equipment marked with the following
symbol: )
Note 1 : At 80MHz and 800MHz, the higher frequency range applies.
Note 2 : These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures,
objects and people.
a.Field strength from fixed transmitters, such as base stations for radio
telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy.
To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field in the
location in which the equipment is used exceeds the applicable RF compliance
level above, the equipment should be observed to verify normal operation. If
abnormal performance is observed, additional measures may be necessary,
such as re-orienting or relocating the e%l’{if)ment
b.Over the frequency range 150kHz ~ 80MHz, filed strengths should be less
than 3 V/m
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17.4 Recommended separation distances between portable
and mobile RF communications equipment and the equipment

Recommended separation distances between portable

and mobile RF communications equipment and
the equipment

The equipment is intended for use in an electromagnetic environment in
which radiated RF disturbances are controlled. The customer or the user of
the equipment can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF communications
equipment and the equipment as recommended below, according to
maximum output power of the communication equipment.

Rated Separation distance according to frequency of transmitter/m
maximum
ggw:rtof észcik;lf/% 80MHz 39{'2 :/%OOM Hz 32%“j;” 2.0GHz
transmitter W

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 23

10 3.8 3.8 38

100 12 12 23

For transmitters rated at a maximum output power not listed above, the
recommended separation distance d in metres can be estimated using the
equation applicable to the frequency of the transmitter, where P is the
maximum output power rating of the transmitter in watts according to the
transmitter manufacturer.

Note 1 : At 80MHz and 800MHz, the higher frequency range applies.

Note 2 : These guidelines may not apply in all situations. Electromagnetic
pro agatilon is affected by absorption and reflection from structures, objects
and people.
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China type 2 diabetes blood glucose control range
( {China type 2 diabetes prevention guideline) 2017 )

(before meal (79 mg/dL ~126 mg/dL)

Preprandial plasma ?Iucose ‘ 4.4 ~7.0mmol/L

Gestational diabetes mellitus (GDM) glucose control range
( Gestational diabetes mellitus prevention guideline (2014 ) )

Preprandial plasma glucose
P (befo’?e meal)g

<5.3mmol/L(<95mg/dL)

Normal glucose range
(' {The National Clinical Test Regulation of Operation ) the fourth edition )

Normal range

3.9~6.1 mmol/L
Before meal (70 mg/dL ~ 110 mg/dL)
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Hazardous substance and content in product

Hazardous substance
Component

Lead(Pb)and |Mercury(Hg)and|Cadmium(Cd)and
its compound |its compound  |its compound
Meter case o o o
Hardware o S o
PCB board o o o
Electronic
components X © ©
Hexavalent olybrominated | polybrominated
chromium and ig enyls dig enyl ethers
its compound |(PBB) (PBDE)
Meter case o o o
Hardware o o o
PCB board o o o
Electronic
components © o ©

requirement.

This table is refers to SJ/T 11364 Electrical product hazardous substance
limited use regulation.
o : Means this hazardous substance in all component meet GB/T 26572

x : Means this hazardous substance in some component do not meet
GB/T 26572 requirement.
(Electronic components include ceramic resistor, National suggest

contamination control attestation limit substance application exception do
not require limit value for ceramic resistor.)
* : some products content this accessories.

@ When user use this product refer to user manual, the hazardous
substances in this product will not reveal or cause severe pollution to
environment in 10 years.
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Hazardous substance and content in product

Hazardous substance
Component

Lead(Pb)and
its compound

Mercury(Hg)and
its compound

Cadmium(Cd)and
its compound

*power line or

power adapter © © ©
*battery o o o
*test strips o o o
* Lancing device o o o
Packaging and o ° o
printing

Hexavalent olybrominated |polybrominated

chromium and iB enyls diB enyl ethers
its compound |(PBB) (PBDE)
*power line or o o o
power adapter
*battery X o o
*test strips o o o
* Lancing device o o o
Packaging and o o o

printing

This table is refers to SJ/T 11364 Electrical product hazardous substance

limited use regulation.

o : Means this hazardous substance in all component meet GB/T 26572

requirement.

x : Means this hazardous substance in some component do not meet

GB/T 26572 requirement.

(Electronic components include ceramic resistor, National suggest

contamination control attestation limit substance application exception do
not require limit value for ceramic resistor.)
* 1 some products content this accessories.

@ When user use this product refer to user manual, the hazardous
substances in this product will not reveal or cause severe pollution to

environment in 10 years.
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