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Now that you have found 4.2 Getting a Drop of Blood

your ma@tching code, wait Be sure to read this section and the test
for the » symbol to appear strip package insert found in the test
on the screen lo begin strip box carefully before testing.

the test.
A\ cauTion:
To reduce the chance of infection: Never share a lancet or the
lancing device with anyone. Always use a new, sterile lancet.
Lancets are for single use only.
IMPORTANT

You must code your monitor before using it the first time and each A CAUTION:

time you open a new bottle of test strips. The code numbers on the People with hemophilia or if you have a known problem of

display and test strip bottle must match. If the monitor is not correctly hemorrhage, you must talk to the doctor before puncture.

coded, you will receive inaccurate results.

Avoid getting lotion, oil, dirt, or debris in
or on the lancets and/or the lancing device.

1. Wash your hands and
your fingertip with soap
and warm water. Rinse
and dry thoroughly.
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2. Unscrew the lancing

P device tip.
‘ 4

~_ ) 3. Firmly insert the new
lancet into the carrier. Hold
lancet firmly. Gently twist to
pull off the protective disk.
Save the disk to recap the lancet after use.
Replace the lancing device tip.

M 4. Select a desired depth

‘\%‘& of 1to 5 on lancet's

.= adjustable tip. Rotate ring

to align desired number
with arrow. A beginning setting of 3 is
recommended.

S
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5. To prepare the lancing

\9“" device, hold the tip in one

= \hand. Pul the sliding bar-
rel on with the other hand.
The lancing device is ready
when you feel a click.

5 6. Puncture site: Fingertip
—
>

NOTE

)

o/

g/

If you do not apply a blood sample within two minutes, the monitor will
automatically turn off. If you wish to restart the test, then insert test
strip again into the monitor.
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Gently massage the chosen area. Hold the blood lancing device firmly
against the side of your finger. Press the release button. You will hear
a click, indicating the puncture is complete.

7. Gently massage the chosen area to
obtain the required blood sample (about
0.5 microliter in volume). Do not smear
the blood sample. Proceed with your
blood glucose test.

N ‘

Correct Incorrect
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8. To remove the lancet, twist the blood
sampler cap counterclockwise and remove
it. Place the lancet’s protective disk on a
hard surface and push the exposed lancet
tip into the protective disk. Always be
careful when removing the lancet. Take
the lancet out carefully and place it into

a container for sharp objects. Replace

the cap.

/\ cauTion

The used Strips throws into the trash can which can be collect
dangerous articles.
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4.3 Taking a Reading

STEP 1.

Insert the test strip fully
with contact bars end
first and facing up into
the test port. The bars
must be all the way into
the monitor to avoid an
inaccurate result. The
monitor will turn on
automatically.

36

STEP 2. Apply Sample

Touch the absorbant tip of the test strip
to the blood sample on your finger.
The blood sample must be at least
0.5 microliters in volume or you may
get an inaccurate test result. When the
symbol appears on the display, apply
blood sample to the narrow top edge
of the test strip (absorbent confirmation
window) until the monitor beeps. Do not
push your finger against the test strip
or try to apply a smeared sample.
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The blood should completely fill the
confirmation window before the monitor
begins to count down. If the confirmation
window does not fill completely before the
monitor begins to count down, do not add
more blood to the test strip. Discard the
test strip and retest. If you have trouble
filling the test strip, contact the dealer

for assistance.

O|.| | Corect
pg
X | | | Incorrect
) g
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STEP 3. Accurate Results in Maximum
5 Seconds

Your blood glucose test result will appear
after the monitor counts down. Blood
glucose test results are automatically
stored in the monitor memory. Turn the
monitor off by removing the test strip.

NOTE
If you do not apply a blood sample within two minutes, the monitor will

automatically turn off. If you wish to restart the test, then insert test
strip again into the monitor.

A\ caurion

Discard used test strips immediately after use. DO NOT REUSE.
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4.4 How to Use Memory Features

Your monitor stores 150 of the most
recent results, an average for 14 days and
an average for 30 days of blood glucose
and pressure with date and time in its
memory. You can review the test results
in mem with these easy steps.

STEP 1. Recall Test Results
of Blood Glucose

When the monitor has no
strip inserted, press the
mem button once and the
average of the previous 14 days will be
shown when A-14 appears on the screen.

40

M. 1) Press the membutton
again and the average of
the previous 30 days will
be shown when A-30
\————J  appears on the screen.

=1 Ef‘ =}
(]

H

(Mem.q32])  Eachtime you press and

;Q release the mem button,
M the monitor will recall

mg/aL

your last 150 results

in the order of date (most

recent results show first).

When the memory is full, the oldest result
will be deleted as new ones are added.

STEP 2. Exit the MEMORY Mode
Press the CODE button to turn off
the monitor.
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6. Caring for Your Monitor
6.1 Maintenance

Your monitor does not require special
maintenance. There is no special cleaning
required because no blood or control
solution comes in contact with the monitor.
Avoid getting dirt, dust, blood, or water
inside the monitor through the test port
or data port. Store your monitor in its
storage case after each use. A damp cloth
and mild detergent can be used to wipe
the outside of the monitor. Your monitor
is a precision instrument. Please handle

it with care.
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6.2 Error Message and Trouble Shooting

The unit is manufactured to high quality
assurance standards. If there are perform-
ance problems, please check the chart to
the right for problems you can fix at home
without tools. These messages help to
identify certain problems, but do not
appear in all cases when a problem has
occurred. Improper use may cause an
inaccurate result without producing an
error message or a symbol.
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A. Error Display Messages and Troubleshooting

Message

Possible Cause

Solution

i

4-24 7 03:30

Test strip has been
used.

Use a new strip.

40DPT 175LPI

B. Troubleshooting

If the monitor does not display a message after inserting

a test strip:
Possible Cause Solution
a. Battery exhausted. Replace the battery.

b. Battery incorrectly installed.

Check that the battery is correctly
installed.

Erc

424 m0330

Blood sample applied
before “§ ” symbol
appeared. Repeat test
with new strip.

Wait until “E " symbol
appears before applying
sample.

c. Test strip inserted upside
down or incompletely.

Insert the test strip correctly with
the contact bars end first and
facing up.

d. Defective monitor.

Contact the dealer for service.

If the test does not start after applying the sample:

tr3

424 w0330

Monitor not at proper

operating temperature.

Retest when temperature
is within operating range
(+50° F —1042F,
10-90% RH).

Possible Cause

Solution

a. Insufficient blood sample.

Repeat the test with a new test
strip and a larger sample.

b. Defective test strip.

Repeat the test with a new
test strip.

ErY

4-24 w03:30

The blood sample
did not fill the
reaction cell of the
test strip during
measurement
because of
abnormally high
viscosity or
insufficient volume.

Repeat test with new
test strip and adequate
blood sample. Contact
physician if problem
persists after testing
several times.

c. Defective monitor.

Contact the dealer for service.
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6.3 Specifications

Product Name Duo-Care*“ Blood Glucose Monitor

Display System Digital Display System/LCD 17 digits

PC Interface By USB Cable and PC Software
(Sold Separately)

Power Source CR2032 3V x1 battery

Rating: DC 3.0V, 1.2W
Dimensions
Storage Environment  Monitor without Test Strip:
14°F(-10°C) ~ 140°F(+60°C),
less than 95% RH
Monitor with Test Strip:
46°F(+8°C) ~ 86°F(+30°C),
less than 90% RH
Check Strip and Test Strip:
46°F(+8°C) ~ 86°F(+30°C),
less than 90% RH

Blood Glucose Monitor
Measuring Range 20 ~ 600 mg/dL (1.1 ~ 33.3 mmollL)

Display Notation mg/dL or mmol/L

Sample Size Minimum 0.5 pl

Test Time 5 seconds

Test Sample Fresh capillary whole blood
Calibration Plasma-equivalent

Assay Method Electrochemical

Monitor Test Check strip

Memory 150 blood glucose values,

Average for 14 days or 30 days
Operating Environment +10°C ~ +40°C, 10 ~ 90% RH
20 ~ 60% Hematocrit
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6.4 Performance Characteristics

Accuracy: Whole blood glucose test
results were compared with the YSI
2300, which also uses a glucose oxidase
method. 100% were within =15 mg/dL
(0.83 mmol/L) at concentration

<75 mg/dL (4.2 mmol/L) and 100%
within glucose concentration 275 mg/dL
(4.2 mmol/L) were within = 20% of the
reference values. The study shows that
Duo-Care Monitor compares well with a
laboratory system.

Precision:

This study shows the intermediate
precision and repeatability of less
than 7% (Coefficient of Variation).
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Traceability of glucose monitoring
system: The results of the Duo-Care**
Monitor were compared to parallel
results obtained on YSI 2300, which is the
manufacturer’s standard measurement
procedure. The study shows that the
Duo-Care** Monitor correlated with a
reference method.

48

o

This device conforms to the following
standards:

IEC 61010-1:2001

Safety requirements for electrical
equipment for measurement, control,

and laboratory use --

Part 1: General requirements

IEC 61010-2-101:2002

Safety requirements for electrical equipment
for measurement, control, and laboratory
use - Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

ISO 14971: 2007 < Medical devices
- Application of risk management
to medical devices >
ISO 15197: 2003 <<In vitro diagnostic
test systems - Requirements for
blood glucose monitoring systems
for self-testing >
IEC 61326: 1997 <<Electrical equipment
fo measurement, control and labratory
use - EMC requirements >
49
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memo
The manufacturer, Genexel Medical, Inc.,

guarantees the Duo-Care Blood Glucose

& Blood Pressure Monitor to be free of
defects in material and workmanship for

a period of 3 years. This guarantee is valid

from the date of purchase. The guarantee

extends only to the original purchaser and
is not transferable.
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