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PRINCIPLE AND INTENDED USE
The Blood Glucose Test Strips are (hin strips. The strips have a chomical reagent system. They work with
(he Blood Glucose Monitoring System to measure the glucose level in whole blood. Blood is applied to
the end tip of tho test strip, The blood is then absorbed into the reaction cell. This is where the reaction
tukey place, A transiont clectrical current is formed during the reaction and detected by the meter. The
amount of glucose is then caleulated based on this current. The result is shown on the meter display.
Blood Glucose Test Strips arc used (o measure the amount of glucose in fresh whole blood. Blood sample
can be fresh capillary whole blood ot venous whole &iood.

The system is used to monitor how well the diabetes control programs work. Test strips can only be used
outside the body (/n Vitro diagnostic use). They are used by diabotics for self-lesting purpose, The
system is nol to be used on neonates andnot for the diagnosis of or sereening for diabetes mellitus

Vel tent atrip contains reactive and non-renctive chomicals. These chemicals are: glicoke oxidage < 25
1U, mediator = 300 pg, buffer, and non-reactive ingrodiont
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o Store test strips in their protective vial. Store them with their cap closed tightly. This keeps them
working properly.

o Store in a cool, dry place betweon 2-30 °C' (35,6-86°1) and keep out ol direct sunlight,

e Do not freeze or refrigerate.

o Use the test strips at room temperature. This provides aceurate results,

« Do not store or use the test strips in a humid place such as a bathroom.

« Do not store the meter, the test strips or control solution near bleach or cleaners with bleach,

o Do not transfer the test stripsito 4 new vial or any other container.

o Replace the vial cap as soon agyou remove a test strip.

o Use the test strip as soon as it isyemoved from the vial.

o Repeated insertion and removal of a test strip into the meter strip port may result in reading errors.

o Do not use test strips after the unonened expiration date printed on the vial.

o A new vial of test strips may be used for 3 months after first opening. After 3 months they will
expire. Write the opened expiration date on the vial label alter opening.

WARNING AND PRECAUTIONS

o For in vitro diagnostic use. The test strips are only (o bo used outuide the body for testing purposes.

o HGS-101 (ot strip v designed for EG-101 and BG=102 blood glicoso meters DO NOT use other
model of blood glicone meter with EGS-101 test strip.

o All components that come into contact with blood samplen aro conuidered biohuzards capable of
transmitting viral disouse, ovon alter disinfection. !

o Remember to follow the required pre-cleaning procedure, Plese refer to the Hlood Glucose
monitoring System wection i (he user's manual. This procedure i important W prevent the
potential t scase:

e Do not us rips that are torm, bent or damaged.
Do not reuse test strips,

o Apply samplc only to the tip of the test strip. Do not apply to the top of (e tost ateip. This may
result in a false reading,

o Discard the vial and any unused test strips 3 months after you first open i, Coniatant exposure to air
may destroy chemicals in (e teat strip. This can cause false readings,

& IKeep the test strip vial away from children and animals.

o Comnult with your doctor before making any changes (o the troatment plais

& Do ot wie teat atripe after the expiration date that is shown on (he vinl Poxplred teat atrips may give
i neorrect result

Muterinds Provided

e Test Strips o Package Insert #  Code chip e Sterile Lancets

ol infectious

Lot

MATERIALS REQUIRLD BUT NOT PROVIDED)
e Meter e Control Solution e Lancing Device

SAMPLE COLLECTION AND PREPARATION

The specimen type could be fresh capillary whale blood from the finger or venous whole blood. Use the
blood sample immediately. To obtain a drop of blood, follow these steps: !
Step 1: Wash and dry your hands thoroughly. {
Step 2: Prepare lancing device according (o the manual.

Step 3: Use an alcohol swab. Make sure that your finger is entirely dry before lancing.
Step 4: Puncture and get a drop of blood. Avoid pressing too hard against the punctured site.

EXAMINATION PROCEDURE

Sce the User's Manual for complete instructions for blood sample collection before use.

1. Open the cap of the test strip vial. Remove a test strip. Replace the cap immediately. This protects
the test strips from moisture in the air.

2. Perform the test following the instructions in the User’s Manual.

3. The test result will be shown on the meter display screen.

For detailed information on the test procedure, please refer to the User’s Manual.

RANGE OI' EXPECTED VALUES

Blood glucose monitoring requires the help of a physician, Together with the treating physician you can
sel your patients’ range of expected blood glucose values, This will help you schedule the patients' tosting,
times. In addition, you may want to discuss the blood glucose results together, Expected blood glucose
levels:

Intermediate Precision Evaluation

Control solutions at three levels were measured by ten meters in the test, using three batches of test
strips in the laboratory. Summary results are shown below:

Glucose concentration (mmol/L) 1,7-2.8 5.3-8.0 15.5-23.3
grand average 2.43 5.89 19,63
pooled variance 0.0107 0.0684 0.8275
pooled standard deviation 0.10 0.26 0.01
pooled CV - 4.44% 403%

System Accuracy Evaluation

106 samples were measured in this evaluation, using 3 batches of test strips and 2 blood glucose meter.
Resylts of these 636 tests are summarized as below:

System accuracy results for glucose concentration < 5,55 mmol/L (=100 my/dl,)

Time Range, mg/dl, Range, mmol/L
Fasting and Before Meals 70-100 3.9-5.6
2 Hours After Meal Less than 140 Less than 7.8

Ceme s S G READINGS T

If “LO” appears on the screen, your blood glucose level is lower than 20 mg/dL, (1.1 mmoV/L). If “HI”
appcars, that your blood glucose level is higher than 600 mg/dL (33,3 mmol/L). When you get any
questions for the readings, check the following items first and then repent (he test, 11 the results are still
questionable, consult your healthcare professional:

1. If the strips are within the expiration date.

2. Make sure the drop of bload in the whole reaction zone.

3. Cheek meter and test strip performance with Glucose Control Solutions

CAUTION:

Any low or high blood glicose rendings can indicate a p;?}ﬁmmlly serious medical condition, If the
readings do not reflect your symptoms, repeat the test with o new test strip, Contact your healtheare
professional when your reading is: 1
A. Nol consistent with your symptoms.

B. Less than 60 mg/dL (3.3 mmol/L) .

C. Higher than 240 mg/dL (13.3 mmol/L).

e U e e

o The Blood Glucose Monitoring System is denignad for using with whole blood samples. Do not use
serum or plasma samples.

e DO NOT test on neonatal samples (new born)

o Inaccurate test results may be obtained at high altitiide more than about 3048 meters.

o [Hematocrit range: 30% to 55%. Hematociil below 30% may cause higher results, and hematocrit
above 55% may cause lower results.

o Severe dehydration and excessive water loui iy cause false low results. If you think you may be
dehydrated, consult your t prol al liately.

o DO NOT test at temperature beyond range of #-17°C (46.4-98.6°F).

e Not for person undergoing Oxygen therapy
Interfering such as acel aphen, ascorbate, urate and bilirubin, beyond the range of
physiological concentration may cause inaccuiate measurement.

o Cholesterol lower than 500mg/dL and triglyceriden lower than 3000mg/dL will not cause influence,

PERFORMANCE CHARACTERISTICS
The test range is in the range of 20 to 600 mg/dL (1.1~33.3mmol/L). Validate the test strips performance

in both laboratory and clinical (ests
T'he reference values for all the studion below were obtained by Y 512100

Repentabiity Kyaluation

Five heparinized venoun blood samples at five concentration leve Ie were measuted by fen meters in
the text, wsing (hiee batches of test strips in the laboratory, Summuiy resulis are whown below

Clueone concenfration (mmol/t) | 1.7-2.8 2.9-6.1 [(FRLR] Ha 110 140222
prand averago 2.39 4.94 154 10.H1 145
| pooled variane 0.0119 0.0479 0. 11RO 0. 2419 0.620%
__pooled stundard devintion 0.11 0.22 014 049 074
llnnlnl (8% - - 46" 46" 44"

Within + 0.8 mmol/I
(within t 15 mg/dL)

Within + 0.56 mmol/l,
(within + 10 mg/dL.)

167/186 (89.8%)

Within + 0,28 mmol/L,
(within 1 5 mg/dl,)

HIO/1806 (59.1%)

TH2/1K6 (97 8%)

System accuracy results for glucose concentration = 5,55 mmol/L, (=100 mg/dL)

Within 4 5% Within & 10% Within £ 15%

397/450 (88.2%) 434/450 (96.4%) 445/450 (98.9%)

System nceuracy resulty for glucose concentration between 1. Immol/L (19.8mg/dL) and
| 27mmol/L(486 mg/dL)

Within + 0.83 mmol/L or £ 15%
(Within & 15 mg/dL or & 15%)

627/636 (98.6%)

Iuterference Evaluation

All of the 24 substances specified in EN IS0 15197:2015 would not affect the test strip when
meanuring blood glucose excepl avcorbute, ltenulis of blood glucose would not exceed criteria only
when concentration of ascorbate wan below 1 mp/dl

Chalaetose (0 B4mmol/L) L-DOPA (5mg/dL)
Maltose (*) &
Methyl-DOPA (71 pmiol/l )
| eamaomyay
_M'ﬂhnm«-l N}

Tolbutamibde (1§ oty

Ancorbate (4mg/dL)
Hilirabin (342pmol/L) .
( hul('gl’c!‘ol (500mg/dl)

Clontinte acid (117pmol/L)

CHututhioie (vmol/L)

Haemoglahin (*)

Creatinio (442pmol/L) Heputln (000111

Dopamine (3 H7jimal/1) Ihiprafen (44250l )
-

Teadertiln (%)

FIVTA (amp/dt ) olnsgimbils (1bg 0 )

Urate (1. 4mmol/L) Fl Xyl (%)

| higlycoriden (S000mp/dE.)

Moo the substances marked with “*” means that they were svaliatad by Non-experimental
avaluation instead of Experimental evaluation, such as referring (0 (he « 5 isteid literature,

Pathed cell volume
Jenniocrit range: Samples with hematocrit in the range of 30%+83% wunlil affect blood glucose test
i innignificantly. Hematocrit below 30% may cause higher remilis, ail hivmatocrit above 55% may

catine lower results.

gt Performance Evaluation

A ufiily evaluating glucose values from fingertip capillary blood siimjilin ubtained by 100 lay persons
shuwed the following results:
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96.6% within +0.83 mmol/L (15 mg/dL) of the medical laboratory values at glucose concen[r‘z%tiuns
below 5.55 mmol/L (100 mg/dL), and 98.6% within + 15% of the medical laboratory Valqcs at
glucose concentrations above 5.55 mmol/L (100 mg/dL). 1
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2. ENISO 15197:2015.
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