


Understanding out-of-range control test results

Compare the result displayed on the meter
to the control solution range printed on the
test strip vial. Each vial of test strips may
have a different control solution range. If
the results you get are not within this range,

the meter and test strips may not be working
6.1-9.1 mmol/L properly. Repeat the control solution test.
(Example)

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 passed its discard date
* a problem with the meter.

& CAUTION: The control solution range printed on the test strip
vial is for Plusmed Control Solution only. It is not a recommended
range for your blood glucose level.

& CAUTION: If you continue to get control solution test results
that fall outside the range printed on the test strip vial, Do Not use
the meter, the test strips, or the control solution. Contact the
vendor.
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Control solution testing

@ Delete the memory
If you don’'t want to keep the test result, press the“S”
and “M” button to delete it at the same time.After

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

To turn your meter off, simply remove the test
strip. Carefully dispose of the used test strip.
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Replacing the battery

Your meter comes with one preinstalled, 3 volt, type 2032, lithium
battery. The battery provides enough power for the meter to perform
about 1000 tests. If your battery runs low, the battery symbol * ”
appears on every display screen until you change the battery.

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

@ With the meter off, open the battery cover.

(+) side facing up

@ Remove the old batteries and place the new
ones in the battery compartment with the (+) side
facing up.

(3 Put the battery cover back into position until it
locks into place.

@ 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.

Note: Batteries need to be properly disposed of. Contact
your local government for disposal or recycling practices

mmmm (N YoUrarea.
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Caring for your system

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°T").

Do Not refrigerate. Keep all items away from direct sunlight and heat.
Tightly close the cap on the test strip vial and/or control solution vial
immediately after use to avoid contamination or damage. Store test
strips only in their original vial.

Checking for expiration or damages to test strips and control

solution

Expiration dates for test strips and control solutions are printed on
their vial labels. When you first open a new vial of test strips or 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.

Cleaning and disinfection

Cleaning and disinfection are different, both of them 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 a important way to reduce your exposure to disease.

Even though you are the only person who use it,
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we recommend to disinfect periodically.\WWhen you assist others to make
blood glucose testing, If you take 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 dampened 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 and pointed down. Use a soft
cloth dampened with this solution to wipe the outside of the meter and
lancing device until the surface is damp. Be sure to squeeze out any
excess liquid before you wipe the meter.

After wiping, cover the surface you are disinfecting with the soft cloth
dampened with the bleach solution for 1 minute. Then wipe with a clean
damp soft cloth and allow to air dry.

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



Message Possible Cause What to do

- Remove the battery and
'. - . The system check reinsert it after 30 seconds.
, may be failed If it still doesn’t work,
please contact the vendor.

The test strip may be  Retest with a new strip.
used or damaged.

Repeat with a new strip.

N\ 4 __/

.. — .' The sample was Applying blood after the

] ] applied before the "o by ) flashes on the
- an meter was ready. S

; Retest with a new strip. Make
(N m?,é%séﬁtri”n%r{gigg sure that the method of

lina data i applying sample is correct,
orsampling data s gnq test strip can not be

unstable. moved during testing.
- The strip check Retest with a new strip.
.- has problem.



Troubleshooting

Battery power is low. Replace the battery soon

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

The meter is out of
operating temperature
range.
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Troubleshooting

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

Probable Cause

What to Do

The battery is dead.

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
with the positive (+) sign facing upward,
toward you.

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

Insert the test strip with the printed side up
and the top of the strip in the meter.

Defective meter or test strips.

Contact the vendor.

Blood or foreign objects put
into the test strip port.

Contact the vendor.

Test does not start 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
anew 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 vendor.




Technical information

Specifications
Product description | DailyCheck Blood Glucose Monitoring System
Assay method Glucose oxidase biosensor
Measurement range 2.2-33.3 mmol/L (40~600 mg/dL)
Sample Fresh capillary whole blood
Sample size Approximate 1 microlitre
Response time 5 seconds
Coding No coding
Battery One 3.0V CR2032 lithium battery, replaceable
Battery life Approximately 1,000 tests
Calibration Plasma equivalent glucose values
Unit of measure mmol/L or mg/dL; switchable
Memory 360 blood glucose results with date and time
Size 86.2*54*20.5 mm (L*W*H)
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Specifications
LCD size 34.6*31.1 mm (L*H)
Weight Approximate 41.2 g, battery not included

10°C~40°C (50°F ~104°F)

Operating environment
10 ~ 70% RH (non-condensing)

-20°C~55C (-4 F~131°F)
Meter storage temperature

10 ~ 70% RH (non-condensing)

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

Altitude
above sea level
Hematocrit 30%~55 %
Automatic power off Approx. 3 minutes after last user action

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. Its electromagnetic emission is thus
low.Interference from the meter to other electrically-driven equipment is not
anticipated.



Warning

* Any product coming in contact with blood is considered contaminated
(potentially infectious).

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

* Lancing devices may also be considered sharps. Disposal of sharps
is regulated by law in many jurisdictions.

Comply with 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 appropriate
facility. Be aware the meter is potentially hazardous electronics
scrap (e-scrap) and should be disposed of accordingly. The batteries
are potentially hazardous also and should be disposed of accordingly.

* Disinfect the meter before recycling or disposing.

*29 CFR 1910.1030 — Bloodborne pathogens
* Directive 2002/96/EC - Directive on waste electrical and electronic
equipment (WEEE)



40 Warranty
Limited 2-Year Warranty

The meter is guaranteed for 2-year from the date of purchase. If the
meter does not function properly due to defective components or poor
workmanship, we will repair or replace it freely. This warranty does not
cover damage due to improper handling in any way. Battery does not
included in the warranty.



Traceability

The calibrator of the Plusmed Blood Glucose Monitoring System
BG-202 is control solution. The traceability of the control solution
is referenced to the EKF BIOSEN C line-Clinic glucose analyzer.
The EKF is the reference method used to assess the accuracy
with which glucose results are obtained using the system. The
value of the calibrator for glucose is traceable to the National
Institute of Standards and Technology (NIST) Standard Reference
Material (SRM) 917b (D-Glucose).

Concentration: 12 mmol/Lse.
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The performance of the system has been evaluated both in laboratory and
in clinical tests.
Range: The display range of the meteris 2.2mmol/L to 33.3 mmol/L
(40mg/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 obtained using EKF Glucose Analyzer, a laboratory
instrument.
Table1. 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)

14/209 (6.7%) 171/209 (81.8%) 209/209 (100%)

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

Table2. System accuracy results for glucose concentration = 5.55mmol/L
(100 mgy/dL)

Within £5 % Within£10% | Within 15 % Within £20 %

284/391(72.6%) | 390/391(99.7%)| 391/391(100%) | 391/391(100%)

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



Performance Characteristics 4 3

Table3. System accuracy results for glucose between 2.2 mmol/L (40 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.

Precision:

. . Control Solution av 2.4 mmol/L SD=0.15mmol/L
Intermediate Precision|Control Solution av 6.5 mmol/L CV=3.4%
Control Solutionav 23.6 mmol/L CV=3.1%

Blood av 2.5 mmol/L SD=0.15mmol/L
Blood av 5.6 mmol/L CV=3.5%
Repeatability Blood av 7.5 mmol/L CV=3.4%
Blood av 12.6 mmol/L CV=3.1%
Blood av 18.9 mmol/L CV=3.2%

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 only fresh, capillary blood obtained from the fingertip.

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



Symbol Index

Consult instructions for use

In vitro diagnostic medical device

Serial number

Ble] |5 =

Caution

LOT

Batch code

Manufacturer

Contain sufficient for < n > tests

Storage temperature limitation

STERILE

Sterilized using ethylene oxide

Do not reuse

1@ |~ <k

Use by
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The Product confoems to the requirements of the EC
Directive IVDD(98/97/EC) on in vitro diagnostic medical
devices“0197” is the identification number of notify body

Biological risks

Keep dry

This symbol indicates that you should not discard
waste electrical or electronic equipment (WEEE)
in the trash. For proper disposal, contactyour local

Direct Current

European Authorized Representative




46 Appendix

1. Use of Fingerstick Devices on More Than One Person Poses Risk for

Transmitting Bloodborne Pathogens: Initial Communication , (2010)
http://lwww.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm224025.htm.
Accessed June 8, 2011

2. CDC Clinical Reminder;"Use of Fingerstick Devices on More than One Person
Poses Risk for Transmitting Bloodborne Pathogens , ( 2010 )
http://lwww.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html.
Accessed June 8,2011

3. 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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