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Multi-functional Monitor Ⅰ
Meter:MSE-100

Test Strips: C902005, C903005,C904005,C905005,C906005,C914005

Product Introduction

Intended Use: The blood glucose/blood β-ketone/ uric acid/ hemoglobin/

total cholesterol/ triglyceride monitoring system uses electrochemical

biosensor technology to quickly and conveniently detect the concentrations

of blood glucose, blood β-ketone, uric acid, hemoglobin, total cholesterol,

and triglycerides in the blood.

To ensure accurate results from your Multi-functional Monitor Ⅰ, please

follow these guidelines:

 Read instructions before use.

 The Multi-functional Monitor Ⅰ can only be used with the Acuteck

blood glucose test strip, blood β-ketone test strip, uric acid test strip,

hemoglobin test strip, total cholesterol test strip, and triglyceride

test strip.

 For in vitro diagnostic use only. Multi-functional Monitor Ⅰ is to be

used only outside the body for testing purposes.

 For professional use.

 Do not change treatment plan base on the test results without advice

of doctor or profession.

 For users, when blood glucose, blood β-ketone, uric acid,

hemoglobin, total cholesterol, or triglyceride readings do not match
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your symptoms, please contact your doctor.

 Do not use the meter near strong radiation sources, otherwise it may

interfere with the normal operation of the device.

 Please follow the temperature and humidity standard of use and

storage in this manual, otherwise it may not be measured correctly.

 Keep out of reach of children.

Main Features of Multi-functional Monitor Ⅰ
 Siphon designed test strip for easy use.
 0.6 μL tiny blood sample for glucose testing, and 0.8 μL tiny blood

sample for blood β-ketone testing, and 2 μL tiny blood sample for
uric acid testing, and 0.5 μL tiny blood sample for hemoglobin
testing, and 2 μL tiny blood sample for total cholesterol testing, and
2 μL tiny blood sample for triglyceride testing.

 Fast measuring time: blood glucose in 5 seconds, and blood
β-ketone in 8 seconds, and uric acid in 15 seconds, and hemoglobin
in 5 seconds, and total cholesterol in 30 seconds, and triglyceride in
30 seconds.

 Easy to read large LCD.
 Blood glucose, blood β-ketone, uric acid, hemoglobin, total

cholesterol, or triglyceride testing records.
 Can store 300 results of blood glucose testing, and 100 results of

blood β-ketone testing, and 100 results of uric acid testing, and 100
results of hemoglobin testing, and 100 results of total cholesterol
testing, and 100 results of triglyceride testing.
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Index of Symbols

 Catalog number  Temperature limitation


Consult instructions for
use

UDI information


In vitro diagnostic
medical device

 Used by

 Manufacturer 
Contains sufficient for <n>
tests

Caution, reference
attached documents

 Serial Number

Humidity limitation
Atmospheric pressure
limitation

Biological risks

Electrical and electronic items should not be disposed of in
your dustbin or wheelie bin, but should be recycled.

 Authorized representative in the European Community


CE marking according to Regulation（EU） 2017/746 on in
vitro diagnostic medical devices
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

Lotus NL B.V.
Koningin Julianaplein 10, le Verd,
2595AA, The Hague, Netherlands
peter@lotusnl.com




Assure Tech. (Hangzhou) Co., Ltd.
Building 4, No. 1418-50, Moganshan Road,
Gongshu District, Hangzhou,
310011 Zhejiang, P.R. China
contact@diareagent.com

Number: H10110440301
REV 2.1/Effective date: 2024-01-30
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Statement

Assure has the final right to interpret this manual.

We will be responsible for the safety, reliability and performance of the

product only when all the following requirements are met, namely:

 Installation, commissioning, repair and maintenance are all carried

out by qualified personnel approved by.

 All replaced parts involved in repair and supporting accessories and

consumables are originally supplied by or approved by Assure.

 Relevant electrical equipment meets the requirements of national

standards and this manual;

 Use and operate in accordance with this manual. If not, the

protection provided by the instrument may be weakened.
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Section 1 Introduction of Multi-functional
Monitor Ⅰ

1.1 Packaging composition

Before testing, read the instructions carefully and learn about all the

components of your Multi-functional Monitor Ⅰ. Depending on the product

you purchased separately, please check the list of contents on the outer box

for details of components.

Component Descriptions
Meter: Reads the test strips and displays the blood glucose, blood β-ketone,
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uric acid, hemoglobin, total cholesterol, or triglyceride concentration.

Code Chip: Automatically calibrates the meter with the code number

when inserted into the meter.

Test Strips: blood glucose test strip, blood β-ketone test strip, uric acid test

strip, hemoglobin test strip, total cholesterol test strip, and triglyceride test

strip.

Sterile Lancets: Used with the lancing device to collect blood specimens

for individual test. Sterile lancets are inserted into the lancing device with

each blood collection and discarded after use.

Lancing Device: Used with lancets to prick the fingertip for blood sample

collection. The packaged lancing device has multiple depth settings,

allowing users to adjust the depth of the puncture and minimize

discomfort.

Carrying Case: Provides portability for testing.

User’s Manual: Provides detailed instructions on using the

Multi-functional Monitor Ⅰ.

Quick Start Guide: Guide users to quickly start testing.

Warranty Card: Card included in the package, which should be

completed and returned to the distributor to qualify for the 2-year meter

warranty.

Control Solution (Optional): Control solution is used to check if the

meter and test strips are correctly working together as a meter. To ensure

the accuracy of test results.
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Note: Test strips and sterile lancets are disposable materials. Please use

them before the expiration date.

Multi-functional Monitor Ⅰ

The Multi-functional Monitor Ⅰ reads the test strip and displays blood

glucose, blood β-ketone, uric acid, hemoglobin, total cholesterol, or

triglyceride concentrations. Use this chart to familiarize yourself with all

components of the instrument.

Meter

Front View
1)LCD: Show your test results, and help you

through the testing process.

2)Set Button: Press to adjust meter setting.

3)Mode Button: Press to recall memory and scroll

through test results.

4)Strip Ejector: Slip off the test strip.

Back View
5)Code Chip Channel: Code Chips are inserted into

this channel to calibrate the meter.

6)Battery Cover: The battery cover is located on the

back of the meter.

7)Meter Label: It contains identification information

of the meter.

8)SN label: Production number.
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Meter display

1.Historical record serial number 2.Time and date

3.GLU/KET/HB/UA Test project 4.Test result or Code card number

5.TC/TG Test project 6.HCT result

7.Unit 8.Hint the direction of adding
sample

9.Cue blood drop symbol 10.Historical record symbol

11.Code mark 12. Battery level

Bottom View
9) Strip Channel: Test strips are inserted into this

area to perform a test.
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Section 2 Meter Operation

2.1 Install the Battery

The battery may not be preinstalled in the instrument. 2 CR 2032 3V

coin-cell battery is required. Please locate the battery in your suitcase and

follow the steps below to install it:

1. Open the battery cover at the bottom of the meter. The battery carrier

should be easily opened with your finger.

2. Prepare 2 new CR 2032 3V coin cell battery. Make sure it is aligned

with (+) side facing up in the battery carrier.

3. Close the battery carrier and make sure that it snaps shut.

Note: The meter has no external circuit.

2.2 Adjusting the Meter Settings

You need to adjust the meter settings before you first use your meter.

Press button “S” to enter into setup mode.
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2.2.1 Set the year

Press and release the button “M” to advance one year until the correct year

appears.

After the year is set, press button “S”, the “Date” figure is flashing

automatically.

2.2.2 Set the date

Press and release the button “M” to advance one month until the correct
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month appears. After the month is set, press button “S”, the “Day” figure is

flashing automatically. Press and release the button “M” to advance one

day until the correct day appears.

After the date is set, press button “S”， the “Time” figure is flashing

automatically.

2.2.3 Set the time

Press and release the button “M” to advance one hour until the correct

hour appears. After the hour is set, press button “S”, the “Minute” figure is

flashing automatically. Press and release the button “M” to advance one

minute until the correct minute appear.
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2.3 Memory Check

The Multi-functional Monitor Ⅰ records the testing records of blood glucose,

blood β-ketone, uric acid, hemoglobin, total cholesterol, and triglycerides.

2.3.1 Viewing Test Results
To view stored records:

1）Blood glucose data query

In the standby state, press "M" to enter the glucose data query state,

Displays the blood glucose level for the "N" test, at the moment Pressing

the "M" key at this time will display the blood glucose record of the "N-1"

test, If you continue pressing the "M" key, the blood glucose record for the

"N-2" test will be displayed, and so on. If no data is available, a

hyphen“---”is displayed

Note: This instrument does not record "Lo" &"Hi" data.
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2）Blood β-ketone data query

In the blood glucose data query state, press "S" to enter the blood β-ketone
data query state. Displays the blood β-ketone level for the "N" test, at the
moment Pressing the "M" key at this time will display the blood β-ketone
record of the "N-1" test, If you continue pressing the "M" key, the blood
β-ketone record for the "N-2" test will be displayed, and so on. If no data is
available, a hyphen"---"is displayed
Note: This instrument does not record "Lo" &"Hi" data.



11

3）Uric acid data query

In the blood β-ketone data query state, press "S" to enter the query state of
Uric acid data. Displays the Uric acid level for the "N" test, at the moment
Pressing the "M" key at this time will display the Uric acid of the "N-1"
test, If you continue pressing the "M" key, the Uric acid record for the
"N-2" test will be displayed, and so on. If no data is available, a
hyphen"---"is displayed
Note: This instrument does not record "Lo" &"Hi" data.

4）Haemoglobin data query
In the Uric acid data query state, press "S" to enter the Haemoglobin data
query state. Displays the Haemoglobin level for the "N" test, at the
moment Pressing the "M" key at this time will display the Haemoglobin
record of the "N-1" test. If you continue pressing the "M" key, the
Haemoglobin record for the "N-2" test will be displayed, and so on. If no
data is available, a hyphen"---"is displayed
Note: This instrument does not record "Lo" &"Hi" data.
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5）Total cholesterol data query

In the Haemoglobin data query state, press "S" to enter the Total
cholesterol data query state. Displays the Total cholesterol level for the "N"
test, at the moment Pressing the "M" key at this time will display the Total
cholesterol record of the "N-1" test. If you continue pressing the "M" key,
the Total cholesterol record for the "N-2" test will be displayed, and so on.
If no data is available, a hyphen"---"is displayed.
Note: This instrument does not record "Lo" &"Hi" data.
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6）Triglyceride data query

In the Total cholesterol data query state, press "S" to enter the triglyceride
data query state. Displays the triglyceride level for the "N" test, at the
moment Pressing the "M" key at this time will display the triglyceride
record of the "N-1" test. If you continue pressing the "M" key, the
triglyceride record for the "N-2" test will be displayed, and so on. If no
data is available, a hyphen"---"is displayed.
Note: This instrument does not record "Lo" &"Hi" data.
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In the triglyceride data query state, press the "S" button to enter the

shutdown state and display "OFF".

2.3.2 Results deletion
1) To delete all of the results, press “S” button to enter to setup mode

when meter is in turned off.

2) Keep pressing “S” button to skip setup mode and enter to the

interface of memory deletion.
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3) Hold “M” button for 2 seconds to clear memory. Then screen will

show as below:

Note：Please delete these stored results with caution, due to these data
cannot be recovered once deleted.

To quit memory deletion interface if you do not want to clear memory,

press “S” button to turn off meter.



16

Section 3 Test Operation
The following steps show how to use the meter, code chip, test strips,

lancing device and sterile lancets together to measure your blood glucose,

blood β-ketone, uric acid, hemoglobin, total cholesterol, or triglyceride

concentration.

3.1 Coding the meter

Take the code chip out from the test strip package, and insert the code chip

into the code chip channel. After the meter is coded, LCD will display the

code number. Make sure the code number is the same as the number on test

strip package.

Note: Tests without code number or inappropriate code number will show

wrong results.
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3.2 Testing

3.2.1 Lancing Device and Lancets
Lancing Device and Lancets are used as a whole unit to obtain blood

sample.

Structure of Lancing Device

Disposal of the Lancet
1. Unscrew the lacing device cover. Place the safety tab of the lancet on

a hard surface and carefully insert the lancet needle into the safety

tab.

2. Press the release button to make sure that the lancet is in the

extended position. Pull the lancet straight out of the lancet holder and

discard it in an appropriate container. Place the lancing device cover
back on the lancing device.
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3.2.2 Getting a Drop of Blood
Prior to testing, wipe the test site with an alcohol swab or soapy water. Use

warm water to increase blood flow if necessary. Then dry your hands and

the test site thoroughly. Make sure there is no cream or lotion on the test

site.

1) Turn the cap anti-clockwise to remove it. Insert a new sterilized

lancet into the lancet holder and push it down firmly until it stops.

2) Twist off the protective disk until it separates from the lancet.

3) Slide the cap on until it stops. (Avoid contact the lancet pin)

4) Adjust puncture depth by turning the depth adjusting knob. The
depth indicator shows the current depth selection. There are 5

optional depths. The higher of the number, the deeper of penetration.
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5) After slide the ejection spring controller back until it clicks. The

lancing device is ready to use.

6) Wash your hands and the puncture site with an alcohol swab or soapy

water. Rinse and dry thoroughly.

7) Hold the lancing device firmly against the side of your finger to be

lanced with the cover resting on the finger. Press the release button to

prick your fingertip. You should hear a click as the lancing device

activates. Gently squeeze your finger to assist the blood flow. This

will help you to get a drop of blood.
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Note: For the greatest reduction in pain, lance on the sides of the fingertips.

8) Put the protective disk back on the lancet. Discard it properly.

Note: To reduce infection risk, avoid contact with the lancet pin.
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3.2.3 Performing the Test
1) Ensure the meter is set up properly as described in previous sections.

Insert contact bars into strip port, and push it in until stops. The

meter will automatically turn on and shortly display code number on

screen. The meter is not able to turn itself on when the test strip is

not correctly installed.

Note: Gently and slowly insert the test strip to avoid damaging the meter.

2) After code number appears, the meter will run self-check. It will

enter to testing mode if self-check passed.

 The LCD display E-t symbol to indicate over or below the operating

temperature. Try operating the meter again half hour later after it

positioned in operating temperature room.

 When the battery is nearly exhausted, the meter will display“E-b”.

Replace the battery at this time.

3) The Blood Sample Reminder symbol flashes to remind applying

blood.
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4) Touch the blood drop to top edge of test strip. Hold until the

confirmation window is full. Then, one beep sounds to remind you

sample adding finished. The meter begins testing with display

countdown.

Note: Test results vary from the way to apply blood sample. The meter will
be displayed inaccurate test results by the wrong way to apply blood,
insufficient blood sample or applying second drop of blood. Retest with a
new strip when first drop is not enough on the test strip top edge.

5) The screen will display test result.
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“Lo” symbol will appear on screen if blood glucose is below 10
mg/dL(0.6mmol/L) or uric acid is below 181μmol/L(3.0mg/dL) or
hemoglobin is below 3.5g/dL or total cholesterol is below 2.59mmol/L
(100mg/dL) or triglyceride is below 0.2mmol/L (18mg/dL). “Hi” symbol
will appear on screen if blood glucose is higher than 600
mg/dL(33.3mmol/L) or blood β-ketone is higher than 8mmol/L (83.4 mg/dL)
or uric acid is higher than 1188μmol/L(19.8mg/dL) or hemoglobin is
higher than 25.6g/dL or total cholesterol is higher than 10.35mmol/L (400
mg/dL) or triglyceride is higher than 6.9mmol/L(600 mg/dL).

6) Remove the used test strip. The meter will store the test results and

automatically turn off.
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Section 4 Meter Control

Meter check is very important to make sure that the meter is under correct

operation and work properly.

Before using the control solution test, please set up the meter.

1) In the standby state of the meter, press the "S" key continuously,

enter the set mode. Then press the "M" key, set "ON" to "OFF" as

shown in the figure below. Press "S" button continuously and the

meter will enter standby mode.

Note: after the control solution test is completed, follow Step (1) to set
"OFF" to "On" as shown in the figure below. Press "S" button continuously
and the meter will enter standby mode.
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2) Insert a test strip into strip port and push it in until stops, contact bar

end first and facing up. The meter will automatically turn on and

shortly display symbols on screen. Make sure all the symbols are

completely displayed.

3) After the meter running self-check, the screen will display date and

time. When the test strip symbol appears along with the flashing

blood sample reminds, it is ready to apply control solution.

4) Shake the vial, discard first drop of solution. Apply the second drop

of solution to the top edge of test strip. When the solution is fully
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applied, the meter begins measuring process. At the end of

countdown, the screen will display solution test results.

5) The solution test results should be within CTR range that is printed

on package of control solution.

 Confirm you are matching the correct range. Control Solution

1 results should be matched to the CTR 1 range printed on the

control solution vial (or on the foil pouch).

 Check the expiration date of the test strip and control solution.

Make sure that the test strip vial has not been opened for more
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than 3 months and the control solution bottle has not been

opened for more than 3 months. Discard any test strips or

control solution that has expired.

 Confirm the temperature in which you are testing is between

10-40°C (50-104°F).

 Make sure that the test strip vial and control solution bottle

have been tightly capped.

 Confirm that you are using the same brand of control solution

that was provided by Assure Tech.

 Make sure that you followed the test procedure correctly.

After checking all of the conditions listed above, repeat the quality control

test with a new test strip. If your results still fall outside of the control

range shown on the control solution vial (or on the foil pouch), your meter

and strips may not be working properly. Contact your local dealer or our

customer service center.
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Section 5 Precautions andWarnings

5.1 Meter

 The Multi-functional Monitor Ⅰ is preset to display blood glucose

concentration in millimoles per liter (mmol/L) or milligrams per

deciliter (mg/dL), depending on the standard measurement unit in

your country.

 This meter displays blood β-ketone concentration in millimoles per

liter (mmol/L) or milligrams per deciliter (mg/dL), depending on the

standard unit of measurement in your country.

 This meter displays the concentration of uric acid in micromolar per

liter (umol/L) or milligrams per deciliter (mg/dL), depending on the

standard measurement unit in your country.

 This meter displays hemoglobin concentration in grams per deciliter

(g/dL), depending on the standard unit of measurement in your

country.

 This meter displays the concentration of total cholesterol

concentration in millimoles per liter (mmol/L) or milligrams per

deciliter (mg/dL), depending on the standard measurement unit in

your country.

 This meter displays the concentration of triglyceride concentration

in millimoles per liter (mmol/L) or milligrams per deciliter (mg/dL),
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depending on the standard measurement unit in your country.

 Do not get water or other liquids on or inside the meter.

 Keep the Strip Channel clean.

 Keep the meter dry and avoid exposing it to extreme in

temperatures and humidity.

 Do not take the meter apart. Taking the meter apart will void the

warranty.

 Refer to Maintenance for details on cleaning the meter.

 Keep the meter and all associated parts out of reach of children.

 Follow proper precautions and all local regulations when disposing

of the meter and used batteries.

5.2 Strips

 The meter, test strips and other components have been designed,

tested and proven to work together as a system to provide accurate

test results. Do not use components from other brands Kindly refer

to the package insert of the corresponding components for more

brand details.

 Only fresh capillary whole blood or venous blood can be used to

detect blood glucose, blood β-ketone, uric acid, hemoglobin, total

cholesterol, and triglyceride. Do not use arterial blood, serum, or

plasma.
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 The test results displayed on the instrument are blood glucose,

blood β-ketone, uric acid, hemoglobin, total cholesterol, and

triglyceride concentrations.

 Do not use the meter in any manner not satisfied by the

manufacturer. Otherwise, the protection provided by the meter may

be impaired.

 Blood glucose test results vary by the red cell count that is either

very high (above 70%) or very low (below 10%). blood β-ketone

test results vary by the red cell count that is either very high (above

70%) or very low (below 20%). Uric acid test results vary by the red

cell count that is either very high (above 55%) or very low (below

30%). Hemoglobin test results vary by the red cell count that is

either very high (above 75%) or very low (below 10%). Total

cholesterol test results vary by the red cell count that is either very

high (above 55%) or very low (below 30%). Triglyceride test results

vary by the red cell count that is either very high (above 55%) or

very low (below 30%).Consult your physician for your red cell

count.

 High level of vitamin C, urea or other reductive elements will affect

test results.

 Without doctor's instructions, patients with severe diabetes are not

recommended to use Multi-functional Monitor Ⅰ.

 Do not use the meter in strong electromagnetic environment.
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 Dispose of the blood samples and materials carefully. Treat all

blood samples as if they are infectious materials. Be sure to follow

your local regulation for proper disposal.

5.3 Blood Sampling

 Make sure lancing device work properly before use.

 Use carefully whenever the lancet needle is exposed.

 To reduce infection risk, do not use expired lancets.

 To reduce infection risk, always use a new lancet. Do not reuse

lancets.

 Do not use the lancets that the protective disk is loose or

dropped-off.

 Do not use the lancet if the needle is bent.

 Avoid getting the lancing device or lancets dirty with hand lotion,

oils, dirt or debris.

 Thoroughly dry the puncture site. Remaining water or alcohol

causes inaccurate results.

 Try different setting to find your best depth. The best depth setting

is lowest depth that let you get enough blood for the test.

 Do not reuse lancet, properly dispose and discard used lancets to

avoid injuries.

 Never share lancet device with anyone.
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Section 6 Maintenance

6.1 Battery Replacement

When “E-b” appears on screen, it indicates low battery. Replace the battery
as soon as possible.
Replace battery:
1) Make sure the meter is turned off before changing the battery.
2) Open the battery cover on the back of the meter by pushing the tab in

the direction of the arrow and lifting up the battery cover.
3) Remove the old battery, insert a new 3V CR2032 button battery with

plus (+) facing up.
4) Put the battery cover back in place and snap it closed.
5) Turn on the meter to check or update the time and date setting.

6.2 Cleaning the meter

The Multi-functional Monitor Ⅰ does not require special cleaning. If the
meter or lancing device is getting dirt, dust or blood, use a cloth dampened
with water and mild detergent to wipe clean.
Note:
 The meter is a precision device. Handle it with care. Avoid water or

dirt going inside the meter from the slots.



33

 To avoid battery leakage and damage the meter; Remove the battery
when not in operation for an extended period time.

 Dispose battery and meter properly; Observe local laws and
regulation.
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Section 7 Troubleshooting

Message Possible Cause Solution

Failure to turn the
meter on

Low battery or damaged
battery

Replace the battery.

Ε-U
Test strip has been used or

contaminated
Repeat the test with a

new test strip.

E-b Low battery
Replace the battery and

repeat the test.

E-t Over operating temperature
Place the meter in an
appropriate operating

environment
10-40°C(50-104°F)for
30 minutes before

testing.

E-t
Below operating
temperature

Lo

Blood glucose test results
were below 0.6mmol/L(10
mg/dL)

Retest with a new strip
and Contact your doctor.

Uric acid test was below
181µmol/L(3.0mg/dL)
Hemoglobin test results
were below 3.5g/dL
The total cholesterol test
was below 2.59mmol/L
(100 mg/dL)
The triglycerides test was
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below 0.2mmol/L (18
mg/dL)

Hi

Blood glucose is higher
than 600 mg/dL
(33.3mmol/L)

Blood β-ketone test was
higher than 8.0mmol/L
Uric acid was higher than
1188µmol/L(19.8mg/dL)

Hemoglobin test results
were higher than 25.6g/dL

Total cholesterol was
higher than 10.35mmol/L
(400 mg/dL)
Triglycerides was higher
than 6.9mmol/L (600
mg/dL)

E-C

The test strip does not
match the code chip

Match the code chip with
the test strip

The code chip is in poor
contact or damaged

Reinsert or replace the
code chip

The test strip is in poor
contact with the meter

Replace the test strip
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Section 8 Warranty
Please complete the warranty card included in the packaging. Mail it to

your local distributor to register your purchase within 30 days of purchase.

Note: This warranty applies only to the meter in the original purchase. It

does not apply to the other materials included with the meter.

Assure Tech. (Hangzhou) Co., Ltd. warrants to the original purchaser that

this meter will be free from defects in materials and workmanship for a

period of two years (24 months) since the latest date of original purchase

or installation, except as noted below. During the stated two years’ period,

Assure Tech. shall replace the meter under warranty with a reconditioned

meter or, at its option, repair at no charge if a meter that is found to be

defective. Assure Tech. shall not be responsible for shipping charges

incurred in the repair of a meter.

This Warranty is subject to the following exceptions and limitations:

This warranty is limited to repair or replacement due to defects in parts or

workmanship. Parts required which were not defective shall be replaced at

additional cost.

Assure Tech. shall not be required to make any repairs or replace any parts

that are necessitated by abuse, accidents, alteration, misuse, neglect, failure

to operate the meter in accordance with the user’s manual, or maintenance
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by anyone other than Assure Tech. Furthermore, Assure Tech. assumes no

liability from malfunction or damage to meters caused by the use of

devices other than devices manufactured by Assure Tech. Assure Tech.

reserves the right to make changes in the design of this meter without

obligation to incorporate such changes into previously manufactured

meters.

Disclaimer of Warranties
This warranty is expressly made in lieu of any and all other warranties

expressed or implied (either in factor by operation of law), including the

warranties of merchantability and fitness for use, which are expressly

excluded, and is the only warranty given by Assure Tech.

Limitations of Liability
In no event shall Assure Tech. be liable for indirect, special or

consequential damages, even if Assure Tech. has been advised of the

possibility of such damages. For warranty service, please contact your

local distributor.
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Section 9 Recommended Reference Range
The detection results of a Multi-functional Monitor Ⅰ will help doctors

monitor treatment effectiveness, thereby better controlling changes in

patients' daily blood glucose, blood β-ketone, uric acid, hemoglobin, total

cholesterol, and triglycerides.

According to ADA clinical practice recommendations, the expected range

of Blood Glucose is as follows:

Time Range, mg/dL Range, mmol/L

Fasting and Before Meals 70-110 3.9-6.1

2 Hours After Meal Less than 140 Less than 7.8

Normal range of blood β-ketone

Normal range of blood β-ketone <0.6 mmol/L(6.2mg/dL)

Normal range of Uric Acid

Gender Range, μmol/L (mg/dL)
Male 202-416 (3.4-6.9)
Female 142-340 (2.4-5.7)

Normal range of Hemoglobin

Male 13.0~17.0 g/dL

Female 12.0~15.0 g/dL
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Normal range of Total cholesterol

Desirable Borderline High High

<5.2mmol/L

（<201mg/dL）

5.2-6.2mmol/L

（201-240mg/dL）

>6.2mmol/L

（＞240mg/dL）

Normal range of triglycerides

Normal range of triglycerides
0.56~1.70 mmol/L

(50-150mg/dL)
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Section 10 Specifications

10.1 Meter

Feature Specification

Measurement
range

Blood Glucose: 0.6-33.3 mmol/L (10~600mg/dL)
Blood β-ketone: 0-8.0 mmol/L (0-83.4 mg/dL)
Uric Acid:181-1188µmol/L (3.0-19.8mg/dL)
Hemoglobin: 3.5-25.6 g/dL
Total cholesterol: 2.59-10.35 mmol/L (100-400 mg/dL)
Triglycerides: 0.2-6.9 mmol/L (18-600 mg/dL)

Test result
Corresponding to blood glucose or blood β-ketone or
uric acid or Hemoglobin or Total cholesterol or
Triglycerides concentration

Sample Fresh capillary whole blood or venous whole blood
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Sample size

Blood Glucose: Approximate 0.6µL
Blood β-ketone: Approximate 0.8µL
Uric acid: Approximate 2.0µL
Hemoglobin: Approximate 0.5µL
Total cholesterol: Approximate 2.0µL
Triglycerides: Approximate 2.0µL

Test time

Blood Glucose: 5 seconds
Blood β-ketone: 8 seconds
Uric acid: 15 seconds
Hemoglobin: 5 seconds
Total cholesterol: 30 seconds
Triglycerides: 30 seconds

units

Glucose: mmol/L or mg/dL
Blood β-ketone: mmol/L or mg/dL
Uric acid: μmol/L or mg/dL
Hemoglobin: g/dL
Total cholesterol: mmol/L or mg/dL
Triglycerides: mmol/L or mg/dL
(Switch with Code)

Meter size 69.3mm×118.5mm×20.7mm

Display size 45.7*38.5mm

Weight Approximately 83 g (contain battery)
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Meter storage
conditions

Ambient temperature:-5°C ~ +45°C
Relative humidity:< 90 % ( non-condensing )

Operating
conditions

Ambient temperature:10°C~40°C
Relative humidity:≤90%
Atmospheric pressure: altitude <3402m

Hematocrit
range

Glucose: 10~70%
Uric acid: 30~55%
Blood β-ketone: 20~70%
Hemoglobin: 10~75%
Total cholesterol: 30~55%
Triglycerides: 30~55%

Use Period 5 years

10.2 Strips

10.2.1 Blood Glucose

Repeatability

Range of sample Precision

＜5.55mmol/L(＜100mg/dL) SD＜0.42mmol/L
(＜7.7mg/dL)

≥5.55mmol/L(≥100mg/dL) CV＜7.5%

Accuracy
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95% deviation of the measurement results of the Multi-functional Monitor
Ⅰ and the glucose test strip should meet the following requirements:

Range of sample Allowable deviation
< 5.55mmol/L (100mg/dL) Within ±0.83mmol/L (±15mg/dL)
≥5.55mmol/L (100mg/dL) ±15%.

10.2.2 Blood β-ketone

Repeatability

Range of sample Precision

<1.5mmol/L (＜15.6 mg/dL) SD<0.113mmol/L
(SD＜1.172 mg/dL)

≥1.5mmol/L (≥15.6 mg/dL) CV<7.5%

Accuracy

Range of sample Allowable deviation

＜1.5mmol/L (＜15.6 mg/dL) Within ± 0.23 mmol/L
(Within±2.34 mg/dL)

≥1.5mmol/L (≥15.6 mg/dL) Within ± 15%

10.2.3 Uric acid

Repeatability

Range of sample Precision

≤300μmol/L SD＜22.5μmol/L
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(≤5.0mg/dL) (＜0.38mg/dL)

＞300μmol/L

(＞5.0mg/dL)
CV＜7.5%

Accuracy

Range of sample Allowable deviation

≤300μmol/L

(≤5.0mg/dL)

Within ± 45 μmol/L

(± 0.75 mg/dL)

＞300μmol/L

(＞5.0mg/dL)
Within ± 15%

10.2.4 Hemoglobin

Repeatability

Range of sample Precision
≤10g/dL SD ≤ 0.6g/dL
> 10g/dL CV≤ 5%

Accuracy

Range of sample Allowable deviation
≤10g/dL Within ±1g/dL
> 10g/dL Within ±10%

10.2.5 Total cholesterol
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Repeatability

Range of sample Precision

<3. 88 mmol/L

(<150mg/ dL)

SD<0.58mmol/L

(<22. 4mg/dL)

≥3. 88 mmol/L

(≥150mg/dL)
CV<15%

Accuracy

Range of sample Precision

<3. 88 mmol/L

(<150mg/ dL)

SD<0.58mmol/L

(<22. 4mg/dL)

≥3. 88 mmol/L

(≥150mg/dL)
CV<15%

10.2.6 Triglycerides

Repeatability

Range of sample Precision

＜1.69mmol/L

(＜149mg/dL)

SD＜0.26mmol/L

(＜22.8mg/dL)



46

≥1.69mmol/L

(≥149mg/dL)
CV＜15%

Accuracy

Range of sample Allowable deviation

＜1.69mmol/L

(＜149mg/dL)

Within ± 0.34mmol/L

(±30.1 mg/dL)

≥1.69mmol/L

(≥149mg/dL)
Within ± 20%
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Appendix1 Electromagnetic compatibility
The Meter meets the emission and immunity requirements of EMC

standard EN 61326-1 and EN 61326-2-6.

Electromagnetic emission

The METER is used in the following provisions of the electromagnetic emission

test environment

Emission Test Conformity Electromagnetic Environment

Electromagnetic

emission EN

61326-1

Meet the

equipment

limits of Set 1

Class B

The Meter only supplies its internal

function by use of radio frequency

energy. As a result, the analyzer radio

frequency is low, and the probability of

interference on nearby electronic

equipment is very small.
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Electromagnetic Immunity

The METER is used in the following provisions of the Electromagnetic

Immunity test environment.

Immunity Test Test Conformity Electromagnetic

Environment

ESD

IEC 61000-4-2

Air discharg：

±2kV, ±4kV,

±8kV

Contact

discharge:

±2kV, ±4kV

Air discharge:

±2kV, ±4kV,

±8kV

Contact

discharge:

±2kV, ±4kV

The ground should be

wood, concrete or

ceramic tile, if the

ground covered with

synthetic material,

relative humidity

should be at least 30%.

The rated power

frequency of the

magnetic field

IEC 61000-4-8

3A/m, 50Hz 3A/m, 50Hz Power frequency

magnetic field should

accord to the typical

commercial or hospital

environment level.

Radiated

electromagnetic

field IEC

61000-4-3

3V/m,

80MHz ～

2.0GHz

3V/m,

80MHz ～

2.0GHz

Convenient and

portable radio

frequency

communication

equipment

should not be

nearer than the



49

recommended

separation

distance to any

part of the meter.

The distance is

obtained by the

formula of

transmitter

frequency. The

recommended

distance

d=1.2√P

80MHz～

800MHz

d=2.3√P

800MHz～

2.0GHz

p-The maximum

rated power

output (W),

d- The distance

(m).

interference:

1: frequency is 80MHz or 800MHz by high frequency format.
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2: The guidelines may not be suitable for all situations, electromagnetic

propagation influenced by buildings, objects, the breathing and reflection of the

body.

a. Stationary transmitter, such as: wireless (cellular/cordless) phones and ground

mobile wireless phone base stations, amateur radio, am and FM radio and

television broadcasting, etc., the field intensity cannot be predicted accuracy. For

the evaluation of fixed rf transmitter electromagnetic environment,

electromagnetic site survey should be taken into account. If field intensity is

higher than the place of the above applicable radio frequency (rf), the meter

should be observed to works well. If performance abnormal, the supplementary

measures such as to adjust the direction or position of the meter may be

necessary.

b. Frequency is 150kHz～80MHz，the field intensity is lower than 3V/m.

The recommended separation distance of the Convenient & portable radio

frequency communication equipment and the meter is as below.

The meter is expected to be used in the controlled radio-frequency radiation

electromagnetic environment. Communications equipment based on maximum

rated power output, The electromagnetic interference can be avoided in the

following minimum distance.

The maximum rated

power output W

Distance /m

80MHz-800MHz

d=1.2√P

80MHz-2.0MHz

d=2.3√P

0.01 0.12 0.23

0.1 0.38 0.73
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1 1.2 2.3

10 3.8 7.3

1000 12 23

P-The transmitter maximum rated power output provided by the

manufacturers(W)

1: The frequency is 80MHz or 800MHz by high frequency format.

2: The guidelines may not be suitable for all situations, electromagnetic

propagation influenced by buildings, objects, the breathing and reflection of the

body.
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