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5) Gently squeeze yow rmgemp to get a drop of hlgode—
Our meter®hly needs a tiny blood sample.

&

BianineE

Blood Glucose Tes} Strip

For in vitro diagnostic use
For self-testing and professional use

Please take a minimum of 1 AuL to do th -
monioring system. Blond sawyie «ize e
contaminate the Smart Code Key angd mq m%m‘

immapn blood sampljn
‘m‘md hﬁm altemah\g sites, install ﬁ-

(For mors information on 1
e lancing device), on gy @y

ssage the Puncture area of paim or

PUNCIUre area, Press amu smme s,
against palm or forearm.

30ul  40uL
® ®

vice against palm or forearm and
r a few seconds until the blood sample
luctions for the lancing device )

7 8 8 g
; REL] l.

6) Touch and hold the drop to the edge of sarmple enry until you hear a*
beep * and the view window is totally filled with blood. If the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

7) You will see the countdown mode on the screen. After 8 seconds, the
test result appears.

Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover.

Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used

disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual | Instructions for use.

Test Resuit

- Blood glucose test results are shown on the meter as mmol/L or mg/dL., depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately.

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a * Lo " result, you should immediately contact your doctor.

- If your test resuit is above 33.3 mmol/L ( 600 mg/dL ), * Hi " will appear on the screen. Please repeat your test
again with another strip. if you still get a " Hi * result, you should immediately contact your doctor.

Expected values”
Fasting Blood Glucose
GLUCOSE LEVEL INDICATION
From 3.9 to 5.5 mmol/L (70 to 99 mg/dL) = Normal fasting glucose
From 5.6 t0 6.9 mmolL (100 to 125 mg/dL) T
| 7.0 mmollL (126 mg/dL) and above on more than one testing occasion | Diabetes

8

9

Impaired fasting glucose (pre-diabetes)

Precautions

- Check the expiration date printed on the package every time you use the strip. Do not use explreﬁ test strips.
- Close the vial cap immediately after taking test strip out from the vial,

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning o

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations .

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab ins ent.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within = 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations < 75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values
between the YSI value and
the Rightest™ meter value

The percent ( and number ) of samples for which the difference
between the Rightest™ meter value ( Alternative site ) and the YSI
value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within = 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)

Table 2: represents samples for glucose results greater than 75 mg/dL.

Difference range in values
between the YSI value and
the Rightest™ meter value

The percent ( and number ) of samples for which the difference
between the Rightest™ meter value ( Alternative site ) and the YSI
value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within = 5% 43% (63/148) 48% (70/147) 38% (56/146)
Within = 10% 77% (114/148) 73% (108/147) T7% (113/1486)
Within + 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within +15 mg/dL
for glucose values less than 75 mg/dL, and within +20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences
The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL)
GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL)

L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Cholesterol > 6.5 mmol/L (> 250 mg/dL)
Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents
Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85 %
Potassium ferricyanide 48.5 %
Non-reactive ingredients 43 %
References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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Use with Rightest™ GM300

5) Gentlylsque_gze your fingertip to get a drop of hlgode—
Our melerdhly needs a tiny blood sample.

BlaNINNeE

Blood Glucose Test Strip

For in vitro diagnostic use
For self-testing and professional use
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6) Touch and hold the drop to the edge of sarripte entry until you hear a.*
beep " and the view window is totally filled with blood  If the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

test result appears. d %

7) You will see the countdown mode on the screen. After 8 seconds, the

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover. 3

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual | Instructions for use.

Test Result

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. N

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo * will appear on the screen. Please repeat your test again with another
strip. If you still get a * Lo * result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), " Hi " will appear on the screen. Please repeat your test
again with another strip. If you still get a " Hi " result, you should immediately contact your doctor.

Expected values"

Fasting Blood Glucose o |
GLUCOSE LEVEL INDICATION [
From3.9105.5 mmollL (7010 99 mg/dl) Normal fasting glucose ‘
From 5.6 to 6.9 mmol/L (100 to 125 mg/dL) Impaired fasting glucose (pf&d!&b‘ﬂ‘eﬁ)
7.0 mmol/L (126 mg/dL) and above on more than one testing occasion | Diabetes

Precautions

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning 9,

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations .

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab instryment.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within £ 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations < 75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose resuits lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YS!
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YS!
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within + 5% 43% (63/148) 48% (70/147) 38% (66/146)
Within = 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within + 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in 1ISO15197 are that 95% of all differences in glucose values should be within +15 mg/dL
for glucose values less than 75 mg/dL, and within £20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85%

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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5) Gemly-squeeze your fingertip to get a drop of BlQOGe—
Our mgter@hly needs a tiny blood sample.

BianinmeE

Blood Glucose Test Strip

For in vitro diagnostic use
For self-testing and professional use

3.00L 4.0uL Please take a minimum of 1.4uL to do the test on glucose

° @ | ™O"oring 3SR, BO0N KAMAA s b e i

contarminate the Smart Code Key and the meter. ‘

t 10“5.““ blood samp“ng X
$ Umalngd ’I‘Om alternative sites, install |

\vice (For more information on now 1
ihe lancing device). <9

strip properly after single use ssage the puncture area of palm or

puncture area, Press ama s .

J———
jrm'c W @ 3D against paim or forearm.
4°C I

ce against palm or forearm and
r a few seconds until the blood sample
uctions for the lancing device )

< 0
434 l.

6) Touch and hold the drop to the edge of sample entry until you hear a "

beep " and the view window is totally filled with bloord If the view window

is not totally filled with blood or the test does not start. Then discard the

test strip and repeat the test with a new test strip.

You will see the countdown mode on the screen. After 8 seconds, the

test result appears. G

Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the

protective cover. 2

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual [ Instructions for use.

Test Resuit

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. i

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a " Lo " result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), " Hi * will appear on the screen. Please repeat your test
again with another strip. If you still get a " Hi " result, you should immediately contact your doctor.

Expected values"”
Fasting Blood Glucose

7

8]

=

‘k (;LijCOSE LEVEL INDICATION
" From 3.9 to 5.5 mmol/L (70 to 99 mg/dL) Normal fasting glucose

From 5.6 to 6.9 mmol/L (100 to 125 mg/dL) Impaired fasting glucose (pre-diabetes)
jTOrr};o!.;L a 267mg!dL) and above on more than one te;_!iﬂg occasin; ] wblia'bates et S |

Precautions .

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative. ‘

Warnin 2

- Keep t%e test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations i

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab in: ent.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within = 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations <75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YS| 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarage in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within + 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within = 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within + 15% 91% (135/148) 91% (134/147) 93% (136/1486)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within £15 mg/dL
for glucose values less than 76 mg/dL, and within =20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory resuits, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110  Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85 %

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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5) G;ﬁt_iy-squeeze your fingertip to get a drop o—f_bk-pd:—
BianN I Our materdhly needs a tiny blood sample. '

Blood Glucose Test Strip

For in vitro diagnostic use
For self-testing and professional use

Please take a minimum of 1.4uL to do the test on glucose

moritoring system. Biood sampe ize A0 4 (L. MG
- mart Gode RKey and the meter.
forearm blood samplj
obtained i an;:ﬁm‘.:g sites, install
(For more information on how g,

lancing device).
Ssage the punctyre area of palm or

Store betwe

Don
Do not use if

Discard test st (0

puncture area, press ains ss-.— -
against palm or forearm.

ice against palm or forearm and
a few seconds until the blood sample
ctions for the lancing device )

6) Touch and hold the drop to the edge of sarmple entry until you hear a.*
beep " and the view window is totally filled with blood I the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

7) You will see the countdown mode on the screen. After 8 seconds, the
test result appears.

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover.

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containera

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User
Manual | Instructions for use.
Test Result
- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.
- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and

‘ Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,

contact your doctor immediately. g

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo * will appear on the screen. Please repeat your test again with another
strip. If you still get a " Lo * result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), * Hi * will appear on the screen. Please repeat your test

’ again with another strip. If you still get a * Hi * result, you should immediately contact your doctor.

Expected values"

Fasting Blood Glucose

GLUCOSE LEVEL | iNpicaTION

From 3.9 1o 5.5 mmol/L (70 to 88 mg/dL) | Normal tasting glucose

[ From 5.6 to 6.9 mmol/L (100 to 125 mg/dL) 1 Impaired fasting glucose (pre—diab.etss}
‘ | 7.0 mmal/L (126 mg/dL) and above on more than one testing occasion | Diabetes

Precautions &
| - Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.
! - Close the vial cap immediately after taking test strip out from the vial.
- Do not perform quality control test with expired control solution.
- Do not bend or twist the test strip. Damage of test strip may cause wrong resuit.
- Do not reuse test strips.
- Do not reuse lancets. Discard used lancets properly.
- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.
- If you want to purchase a new control solution, please contact your authorized Bionime representative.
Warning e
- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.
Limitations b
- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose menitoring at home. These baseline values should be checked
periodically thereatfter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on alab instryment.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within = 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations < 75 mg/dL.

The Resuilts and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip ' Palm Forearm

Within = 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within = 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within = 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in 1ISO15197 are that 95% of all differences in glucose values should be within =15 mg/dL
for glucose values less than 75 mg/dL, and within +20% for glucose values greater than 75 ma/dL.

Note: When glucose meter results are compared to the laboratory resuilts, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The follewing compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85%

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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Blood Glucase Test Strip

Fot in vitro diagnostic use
For self-testing and professional use

Please take a minimum of 1.4uL to do the test on glucose
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Use with Rightest” GM300

puncture area, press @ s ...
against palm or forearm.

against palm or forearm and

| 434 l :

6) Touch and hold the drop to the edge of sarmple erry until you hear a.*
beep " and the view window is totally filled with blood. If the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

7) You will see the countdown mode on the screen. After 8 seconds, the
test result appears. \

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
proiemwe cover.

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containera

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual / Instructions for use.

Test Result

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately.

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a " Lo * result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), * Hi " will appear on the screen. Please repeat your test
again with another strip. If you still get a " Hi * result, you should immediately contact your doctor.

Expected values”

\ Fasting Blood Glucose

GLUCOSE LEVEL | npicaTion

From 3.9 to 5.5 mmol/L (70 to 89 mg/dL) | Normal fasting glucose

From 5.6 to 6.9 mmol/L (100 to 125 mg/dL) | Impaired fasting glucose (pre-diabetes)

7.0 mmol/L (126 mg.'aa‘a—nd—;bova on more than one testing occasion | Diabetes |
Precautions

- Check the expiration date printed on the package every time you use the strip. Do not use axptrad test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning &

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations P

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab instryment.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within + 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations <75 ma/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row,

Fingertip Palm Forearm
Within = 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within = 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within 5 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent { and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within = 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within = 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within + 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within =15 mg/dL
for glucose values less than 75 mg/dL, and within £20% for glucose values greater than 75 ma/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85%

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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Blood Glucose Test Strip
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5) Gently squeeze your fingertip to get a drop of Qjgp e
Qur mglerdhly needs a tiny blood sample.

For in vitro diagnostic use
For self-testing and professional use

Please take a minimum of 1.4L to do the test
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against palm or forearm and
a few seconds until the blood sample
ions for the lancing device )

6) Touch and hold the drop to the edge of saifipre ervy until you hear a.°

beep " and the view window is totally filled with blood_ If the view window

is not totally filled with blood or the test does not start. Then discard the

test strip and repeat the test with a new test strip.

You will see the countdown mode on the screen. After 8 seconds, the

test result appears. G

Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the

protective cover. 3

9) Hold the release button in one hand and puil on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual | Instructions for use.

Test Result

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. g

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a * Lo * result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), " Hi * will appear on the screen, Please repeat your test
again with another strip. If you still get a * Hi * result, you should immediately contact your doctor.

Expected values"

| Fasting Blood Glucose

7

8

| GLUCOSE LEVEL | INDICATION

| From 3.9105.5 mmol/L (70 to 99 mg/dL) | Normal fasting glucose J
| From 5.6 to 6.9 mmol/L (100 to 125 mg/dL) | Impaired fasting glucose (pre—diab'mes) i
\E 7.0 mmol/L (126 mg/dL) and above on more than one testing occasion ' Diabetes l
Precautions e

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning =

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations b

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
onalab instryment.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within + 20% of the Olympus values at glucose concentrations = 75 ma/dL and within +15 mg/dL at
glucose concentrations <75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 ma/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within = 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within = 10 mg/dL 93% (26/28) Q3% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row,

Fingertip Palm Forearm

Within = 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within + 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within + 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within = 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in 1ISO15197 are that 95% of all differences in glucose values should be within 15 mg/dL
for glucose values less than 75 mg/dL, and within +20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 8.5%

Potassium ferricyanide 48.5%

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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Our meterdfily needs a tiny blood sample.

For in vitro diagnostic use
For self-testing and professional use

30U 40uL Please take a minimum of 1.4uL to do the test on glucose
[ ]
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T forearm blood sampling
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3 test strip properly after single yse §sage the punctur
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-30°C puncture area, PreSs @y ey
# ® @ against palm or forearm.
¢

Lwice against palm or forearm and
a few seconds until the blood sample
ctions for the lancing device )

6) Touch and hold the drop to the edge of sample entry until you hear a*
beep " and the view window Is totally filled with blood  If the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

7) You will see the countdown mode on the screen. After 8 seconds, the
test result appears. :

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover. -

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containera

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual [ Instructions for use.

Test Resuit

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the tegt with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. g

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), * Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a * Lo " result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), " Hi * will appear on the screen, Please repeat your test
again with another strip. If you still get a " Hi " result, you should immediately contact your doctor.

Expected values"

| Fasting Blood Glucose

| GLUCOSE LEVEL INDICATION

[ From 3.9 to 5.5 mmol/L (70 to 99 mg/dL) RaEE: Normal fasting glucose

‘ From 5.6 t0 6.9 mmgl.’L (100 to 1é§%§f&u Impaired fasting glucose {pra-diab-ates}

l :170 ;nzillj(;ziagde) and above on more than one testing occasion —l. Diabetes AT A e TR
Precautions

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do nat perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning 4

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations .

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter,
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
mml?:gf_lg whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
ona n ent.

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within = 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations < 75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within 1 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within = 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within = 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within = 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within =15 mg/dL
for glucose values less than 75 mg/dL, and within +20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 ma/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85%

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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Blood Glucose Test Strip

For in vitro diagnostic use
For self-testing and professional use
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a few seconds until the blood sample
ctions for the lancing device )

6) Touch and hold the drop to the edge of sample erity until you hear a." "

beep " and the view window is totally filled with blood_ If the view window =

is not totally filled with blood or the test does not start. Then discard the

test strip and repeat the test with a new test strip.

You will see the countdown mode on the screen. After 8 seconds, the

test result appears. C

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover.

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual [ Instructions for use.

Test Result

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen. Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the tegt with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meter)and
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. g

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), * Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a " Lo " result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), “ Hi * will appear on the screen. Please repeat your test
again with another strip. If you still get a " Hi * result, you should immediately contact your doctor. :

Expected values”

7

Fasting Blood Glucose J
GLUCOSE LEVEL PR INDICATION
From3.9to 5.5 mrﬁollL.(TO 10 95 mg/dL) Normal fasting glucose

| From 5.6 10 6.9 mmoliL (100 to 125 mg/dL) Impaired fasting glucose (pre-diabetes)
7f67r;1mulfl. (126 mg/dL) and above on mo—ra_ than one testing occasion Di;t;;? T

Precautions i - .

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution. ‘
- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative. ‘

Warnin .

- Keep t‘r’\e test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately. '

Limitations .

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab instryment.

Atotal of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were within = 20% of the Olympus values at glucose concentrations =75 mg/dL and within =16 mg/dL at
glucose concentrations < 75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YSI 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 mg/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within 3 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within + 5% 43% (63/148) 48% (70/147) 38% (55/146)
Within + 10% T7% (114/148) 73% (108/147) 77% (113/148)
Within = 15% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within +15 mg/dL
for glucose values less than 75 mg/dL, and within £20% for glucose values greater than 75 mg/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 85%

Potassium ferricyanide 48.5 %

Non-reactive ingredients 43 %

References

1) Diabetes Information - American Association for Clinical Chemistry (AACC) (Electronic Version) Retrieved
March 24, 2010 from www.labtestsonline.org/understanding/analytes/glucose/test.html
2) In Vitro Diagnostics in Diabetes : Meeting the Challenge. Clinical Chemistry 45:9, 1596-1601 (1999).
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6) Touch and hold the drop to the edge of sample entry until you heara®
beep " and the view window is totally filled with blood. If the view window
is not totally filled with blood or the test does not start. Then discard the
test strip and repeat the test with a new test strip.

7) You will see the countdown mode on the screen. After 8 seconds, the ’
test result appears. ’

8) Pull off the depth adjustable cap. Without touching the used disposable lancet, stick the lancet tip into the
protective cover.

9) Hold the release button in one hand and pull on the plunger in the other hand will safely eject the used
disposable lancet.

10) Discard the used disposable lancet into an appropriate puncture-proof or biohazard containers

11) Replace the depth adjustable cap after finishing the test.

For more information on how to use your meter and understand your test results, see the User

Manual | Instructions for use.

Test Resuit

- Blood glucose test results are shown on the meter as mmol/L or mg/dL, depending on which unit of
measurement you have chosen, Consult your doctor before making any changes to your diabetes medication
program.

- If your blood glucose result is unusually high or low, or if you question your results, repeat the test with a new
test strip. You can also run a quality control test with your Rightest™ Check Key (only for GM300 Meterjand
Rightest™ Control Solutions to check your meter and strip. If the test result still remains unusually high or low,
contact your doctor immediately. s

- If you are experiencing symptoms that are not consistent with your blood glucose test results and you have
followed all the instructions in this manual, contact your doctor immediately.

- The Rightest™ Meter displays results between 0.6 and 33.3 mmol/L or 10 and 600 mg/dL. If your test result is
below 0.6 mmol/L ( 10 mg/dL ), " Lo " will appear on the screen. Please repeat your test again with another
strip. If you still get a " Lo * result, you should immediately contact your doctor.

- If your test result is above 33.3 mmol/L ( 600 mg/dL ), * Hi * will appear on the screen. Please repeat your test
again with another strip. If you still get a * Hi * result, you should immediately contact your doctor.

Expected values”
| Fasting Blood Glucose

| GLUCOSE LEVEL

From 3.9 to 5.5 mmol/L (70 to 99 mg/dL)

INDICATION

From 5.6 to 6.9 mmol/L (100 to 125 mg/dL)

Normal fasting glucose

Impaired fasting glucose (pre-diabetes)

; 7.0 mmol/L (126 mg/dL) and above on more than one testing occasion

Diabetes

Precautions

- Check the expiration date printed on the package every time you use the strip. Do not use expired test strips.

- Close the vial cap immediately after taking test strip out from the vial.

- Do not perform quality control test with expired control solution.

- Do not bend or twist the test strip. Damage of test strip may cause wrong result.

- Do not reuse test strips.

- Do not reuse lancets. Discard used lancets properly.

- Wait at least 30 minutes to perform a test if you have moved the meter to an area of different temperature.

- If you want to purchase a new control solution, please contact your authorized Bionime representative.

Warning 2

- Keep the test strips or vial cap away from children. They may cause a choking hazard. If a test strip or vial cap
is swallowed, contact your doctor immediately.

Limitations .

- Grossly lipemic ( fatty ) samples may interfere with some methodologies. To be aware of such interferences,
patients under the supervision of their doctor should have baseline glucose values established by a clinical
laboratory method prior to starting glucose monitoring at home. These baseline values should be checked
periodically thereafter.
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The accuracy of the test study of the Rightest™ Blood Glucose Monitoring System was demonstrated by
comparing whole blood (plasma equivalent) glucose values on the Rightest™ meter with plasma glucose values
on a lab instryment,

A total of 176 patients were enrolled. Each patient collected and tested their own blood samples ( from the
fingertip, palm and forearm ) using the Rightest™ System. Another blood sample was collected within 5 minutes
and got the plasma. Analyze the plasma by the lab instrument. Ninety-seven percent of Rightest™ meter values
were wihin + 20% of the Olympus values at glucose concentrations =75 mg/dL and within =15 mg/dL at
glucose concentrations <75 mg/dL.

The Results and differences between the two methods, Rightest™ System and YS| 2300 (as the reference
method) are proved in the tables below.

Table 1: represents samples for glucose results lower than 75 ma/dL.

Difference range in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm
Within + 5 mg/dL 82% (23/28) 79% (22/28) 71% (20/28)
Within + 10 mg/dL 93% (26/28) 93% (26/28) 93% (26/28)
Within £ 15 mg/dL 96% (27/28) 100% (28/28) 100% (28/28)
Table 2: represents samples for glucose results greater than 75 mg/dL.
Difference rarge in values The percent ( and number ) of samples for which the difference
between the YSI value and between the Rightest™ meter value ( Alternative site ) and the YSI
the Rightest™ meter value value were within the difference range shown in the side row.

Fingertip Palm Forearm

Within = 5% 43% (63/148) 48% (70/147) 38% (56/146)
Within + 10% 77% (114/148) 73% (108/147) 77% (113/146)
Within + 16% 91% (135/148) 91% (134/147) 93% (136/146)
Within + 20%. 97% (143/148) 97% (143/147) 97% (142/146)

* Acceptance criteria in ISO15197 are that 95% of all differences in glucose values should be within £15 mg/dL
for glucose values less than 75 mg/dL, and within +20% for glucose values greater than 75 ma/dL.

Note: When glucose meter results are compared to the laboratory results, difference values below 75 mg/dL are
expressed in mg/dL, while those above 75 mg/dL are compared in percent.

Interferences

The following compounds may interfere with the glucose measurement at the concentrations listed:

GM300 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) L -Dopa > 0.076 mmol/L (> 1.5 mg/dL)
Methyldopa > 0.071 mmol/L (> 1.5 mg/dL) Cholesterol > 6.5 mmol/L (> 250 mg/dL)

GM110 Uric acid > 0.54 mmol/L (> 9.0 mg/dL) Cholesterol > 13 mmol/L (> 500 mg/dL)

Reagents

Each Blood Glucose Test Strip contains the following reagents:

Glucose Oxidase (Aspergillus niger) (GOD) 8.5%

Potassium ferricyanide 485 %

Non-reactive ingredients 43 %
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