














TROUBLESHOOTING 53
® 3 @ Battery is low. You can still perform a few more tests. Replace the battery

soon.
]
000
mg/dL.
o0 -'E'
= Battery is too low to perform a test. Replace the batteries immediately.

If the Volume range does not go up to 4:

The battery is low. The meter will self-adjust the volume to range to
extend the limited battery life.

= |f the battery icon is empty, the volume range will adjust only up to 3.
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Probable Cause What to do
The battery is dead. Replace the battery.
The battery is installed incorrectly or there is no Check that the battery is installed correctly.
battery in the meter. See page 46.
Test strip inserted upside down, wrong end in, or Insert the test strip with the printed side up and the
not completely inserted into the meter. electrode end of the strip into the test strip port on the
meter.
Defective meter or test strips. Contact Gmate® Customer Service support
toll-free at 1-855-GO-GMATE (1-855-464-6283).
Blood or foreign objects put into the test strip port. Contact Gmate® Customer Service support

toll-free at 1-855-GO-GMATE (1-855-464-6283).

Test does not start after applying the blood sample.

Probable Cause What to do

Blood sample is too small. Repeat the test with a new test strip and a larger blood
sample.

Defective meter or test strips. Repeat the test with a new test strip. If the same

problem persists, contact Gmate® Customer Service
Support toll-free at 1-855-GO-GMATE (1-855-464-6283).

Blood sample is applied after meter times out and turns  Repeat the test using a new test strip.
off (meter will power off if no activity after 90 seconds).




Model

PG-301 (Gmate® VOICE Blood Glucose Monitoring System)

Test Method

Electrochemical sensor

Calibration Method Plasma

Sample Whole blood, capillary
Sample Size 0.5 pL

Test Time 5 seconds

Memory 5,000 Blood glucose tests
Result Range 20-600 mg/dL
Hematocrit 20-60%

Operating Temperature 50-104°F (10-40°C)
Operating Relative 10-90%

Humidity

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

Power Source Two Alkaline (AAA, 1.5 volt) Batteries, replaceable
Size 2.44" x 4.52" x 0.51" (62.0mm x 114.8mm x 13.0mm)
Weight 2.820z (80g)
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Clinical accuracy

The accuracy of the Gmate® VOICE System was assessed by comparing the blood glucose test
results obtained from patients with those obtained using an YSI 2300 Glucose Analyzer.

System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within = 5 mg/dL (0.28 mmol/L) 27% (4/15)
within + 10 mg/dL (0.56 mmol/L) 93.3% (14/15)
within + 15 mg/dL (0.83 mmol/L) 100% (15/15)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5% 59% (50/85)
within + 10% 95% (81/85)
within + 15% 100% (85/85)
within + 20% 100% (85/85)

Regression statistics

Slope 0.9978
Intercept -2.1025 mg/dL
R? 0.9905

No. of samples 100
Range tested 32.7~442 mg/dL
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GMATE® VOICE METER SPECIFICATIONS 60

Electrical and Safety Standards

= The Gmate® VOICE Meter has been tested for immunity to electrostatic discharge as specified
in IEC 61000-4-2.

= The Gmate® VOICE Meter has been tested for immunity to radio frequency interference at the
frequency range and test levels specified in IEC 61000-4-3.

= The Gmate® VOICE Meter has been tested for electromagnetic emissions in IEC 61326.

Warranty

Philosys warrants that your Gmate® VOICE Meter will be free of defects in materials and
workmanship for one (1) year, from the date of purchase. The warranty extends only to the
original purchaser and is not transferable.
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Alterate site: Alternate site test results were compared to glucose test results at YSI 2300 STAT.

Test results at FINGERTIPS were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within + 5 mg/dL (0.28 mmol/L)

88% (7/8)

within + 10 mg/dL (0.56 mmol/L)

100% (8/8)

within + 15 mg/dL (0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

67% (63/94)

within + 10%

94% (88/94)

within + 15%

100% (94/94)

within + 20%

100% (94/94)

Test results at UPPER ARM were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within + 5 mg/dL (0.28 mmol/L)

50% (4/8)

within + 10 mg/dL (0.56 mmol/L)

100% (8/8)

within + 15 mg/dL (0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

84% (79/94;

within + 10%

(
97% (91/94

within + 15%

within + 20%

)
)
100% (94/94)
100% (94/94)
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Test results at FOREARM were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within + 5 mg/dL (0.28 mmol/L)

63% (5/8)

within £ 10 mg/dL (0.56 mmol/L)

100% (8/8)

within £ 15 mg/dL (0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

69% (65/94;

within = 10%

94% (88/94

within + 15%

within + 20%

( )
( )
100% (94/94)
100% (94/94)

Test results at HAND were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within + 5 mg/dL (0.28 mmol/L)

75% (6/8)

within £ 10 mg/dL (0.56 mmol/L)

100% (8/8)

within + 15 mg/dL (0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

63% (59/94)

within + 10%

91% (83/94)

within + 15%

98% (92/94)

within + 20%

100% (94/94)
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GMATE® VOICE PERFORMANCE CHARACTERISTICS

Test results at THIGH were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

58

within + 5 mg/dL(0.28 mmol/L)

75% (6/8)

within £ 10 mg/dL(0.56 mmol/L)

88% (7/8)

within £ 15 mg/dL (0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

76% (71/94)

within + 10%

(
98% (92/94

within + 15%

within + 20%

)
)
100% (94/94)
100% (94/94)

Test results at CALF were compared to test results at YSI 2300 STAT.
System accuracy result for glucose concentrations < 75 mg/dL (4.2 mmol/L)

within + 5 mg/dL (0.28 mmol/L)

38% (3/8)

within £ 10 mg/dL (0.56 mmol/L)

100% (8/8)

within £ 15 mg/dL(0.83 mmol/L)

100% (8/8)

System accuracy result for glucose concentrations > 75 mg/dL (4.2 mmol/L)

within + 5%

63% (59/94

within = 10%

93% (87/94)

within + 15%

98% (92/94

within + 20%

100% (94/94)




SETTING THE METER 21

o=

STEP 4

To turn the timer “On” or “OFF”, use the left or right button to make your
selection then quickly press and release both left and right buttons together.

STEP 5

If “OFF” is selected, you can quickly press and release both the left and right
buttons together to exit the Timer setting. If “On” is selected, to set your
timer, use the left or right button to adjust the hour. The right button will
increase the number and the left button will decrease the number. Once the
desired hour has been selected, quickly press and release both left and right
buttons together to confirm your entry and advance to the minutes setting.

STEP 6

The minutes will be flashing. Use the left or right button to adjust the minutes.
Once the desired minutes are selected, quickly press and release both left
and right buttons together to confirm your entry.

STEP 7

You have now completed the Timer setting. To exit the Timer at any time,
press both the left and right buttons together for 2 seconds.

Note: When you test your blood glucose after the Timer is set to “On”,
the Timer will ring after the selected hour and minute you have selected.
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Gmate® Control Solution contains a known amount of glucose and is used to verify that the meter
and test strips are working properly (Level 2 Control Solution is included in the Starter Kit). The
Gmate® Control Solution are available in three levels: Level 1, Level 2, and Level 3 and are available
separately. To receive the level of control solution that you desire, please contact our Gmate®
Customer Service Support at 1-855-GO-GMATE (1-855-464-6283) or contact your local distributor.

Use only Gmate® Control Solution with your Gmate® VOICE Meter.

Control Solution test must be done at room temperature, 68°F-77°F (20°C-25°C).

Make sure the meter, test strips, and control solution are at room temperature before testing.
Write the discard date (3 months after first opening) on the control solution label.

Do a control solution test:

= To practice the test process instead of using blood.

When you open a new vial of test strips.

If you suspect the meter or the test strips are not working properly.
If you have had repeated unexpected blood glucose results.

If your meter is damaged.
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Manufactured by philosys Co., Ltd.

Address
827-3, Sangpyeong-ri, Okgu-eup
Gunsan-si, Jeollabuk-do, Korea

Tel +82-63-453-1421

Fax +82-63-453-1423
E-mail help@gmate.biz
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Distributed by philosys, Inc.

Address
New York, NY 10010 USA

Tel 855-GO-GMATE (855-464-6283)
Fax 800-939-8670

E-mail info@gmate.com
www.Gmate.com

Gmate® is a registered trademark of
philosys, Inc. Patents Pending.
(©2013 philosys, Inc. All rights reserved.
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