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Active

07124112 / 07124155
(N Test Strips

Intended Use

The test strips with the dedicated blood glucose meter are intended to
quantitatively measure glucose in fresh capillary, venous, arterial and neonatal
blood. They are indicated for self-testing by people with diabetes and for near-
patient testing by healthcare professionals.

The dedicated blood glucose meter is the Accu-Chek Active blood glucose
meter.

People with diabetes may use fresh capillary blood from the fingertip or
alternative sites. Healthcare professionals may also use venous blood
anticoagulated with lithium heparin or ammonium heparin or EDTA, arterial
blood, and neonatal blood.

The Accu-Chek Active system is indicated to monitor glucose in diabetes
mellitus.

The Accu-Chek Active system consists of the Accu-Chek Active meter, the
Accu-Chek Active test strips, and the Accu-Chek Active control solutions.

Before You Get Started

Read this package insert and the User’s Manual of the Accu-Chek Active
blood glucose meter before testing your blood glucose with these test strips.
The User’s Manual contains all the information you need to perform a test and
to understand your test results. If you have any questions, contact customer
support.

The package insert contains warnings:

A WARNING indicates a foreseeable serious hazard.

Self-testing is not a substitute for visits to your healthcare professional. You
must receive proper instruction from a qualified healthcare professional before
you start self-testing your blood glucose. Your healthcare professional will
determine the appropriate blood glucose target range jointly with you.

The cap of the test strip container contains a non-toxic silicate-based drying
agent. If you accidentally swallow any of this, drink plenty of water!

These test strips deliver results that correspond to blood glucose concentrations
in plasma as per the recommendation of the International Federation of Clinical
Chemistry and Laboratory Medicine (IFCC) [1]. Therefore, your meter displays
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blood glucose values that refer to plasma although you always apply whole
blood to the test strip.

The normal fasting glucose level for a non-diabetic adult is below 100 mg/dL
(5.6 mmol/L). A criterion for the diagnosis of diabetes in adults is a fasting
glucose level of 126 mg/dL or higher (7.0 mmol/L or higher) confirmed
in two tests [2, 3, 4]. Adults with a fasting glucose level between 100 and
125 mg/dL (5.6 and 6.9 mmol/L) are defined as having impaired fasting glucose
(prediabetes) [2]. Other diagnostic criteria for diabetes exist. Consult your
healthcare professional to determine if you have diabetes or not.

The User’s Manual of the Accu-Chek Active meter includes details on where to
get information on the effects and prevalence of diabetes.

/N WARNING
Risk of suffocation
This product contains small parts that can be swallowed.

Keep the small parts away from small children and people who might
swallow small parts.

Contents of the Pack

e 1 or 2 containers with test strips; on the container label is a color chart, the
concentration table for the control solutions and the code number
* 1 package insert

Additional Materials Required for Blood Glucose Testing

® Accu-Chek Active meter and User's Manual
e Lancing device and lancets

Blood Volume and Test Time

The meter requires 1-2 pL of blood (1 pL (microliter) = 1 thousandth of a
milliliter) per blood glucose test.

If the test strip is in the meter when you apply blood, the test takes
approximately 5 seconds.

If you remove the test strip from the meter and then apply blood, the test takes
approximately 8 seconds.

Storing and Using the Test Strips Properly

/N WaRNING
Risk of a serious health incident
If the test strips are not stored or used properly, they can deliver incorrect
test results. This can lead to a serious health incident.
e Store the test strips at temperatures between +2 and +30 °C in a dry place
away from direct sunlight.
Also note the following instructions:

* The drying agent contained in the cap of the test strip container protects the
test strips from moisture. Always store the test strips in their original test

strip container with the cap closed.

Close the test strip container tightly with its original cap after removing a test
strip. Do not remove test strips from the test strip container with moist hands.
This enables the drying agent to retain its effect.

If you store the test strip container in a refrigerator, leave the closed container
to stand at an ambient temperature. Only remove a test strip once the test
strip container has warmed up to ambient temperature. This prevents
condensation from forming in the test strip container.

Do not store any other objects such as cleaning cloths or used test strips in
a test strip container that contains unused test strips. This could make the
test strips unusable.

When you perform a test, the temperature must be between +8 and +42 °C.
Do not test in direct sunlight.

Use only test strips which are within the use by date. The use by date is
printed next to the =< symbol on the packaging and on the label of the
test strip container. The use by date applies for new, unopened test strip
containers and for test strip containers from which you have already removed
test strips.

e Use a test strip only once. Test strips are for single use only.

Test Principle

On each test strip there is a test area containing reagents. When blood is
applied to the test area, the glucose dehydrogenase enzyme (Mut. Q-GDH 2)
reacts with the blood glucose. The subsequent chemical reaction changes the
color of the test area. The meter registers this color change and converts it into
a blood glucose value.

Checking the Test Result Using the Test Strip Control Window

The test strip itself allows you to estimate the test result through color comparison
and thus check the displayed test result in addition. Only the test results displayed
by the meter should be used for therapy recommendations. The color comparison
serves only as a plausibility check of the test result.

1. Before the test
0On the back of the test strip, there is a round, colored control window. Compare
the color of this window with the colored dots on the label of the test strip
container. The color of the control window must match the color of the top dot
(0 mg/dL, 0 mmol/L). If the control window is a different color, you must not
use the test strip.

2. After the test

The label on the test strip container shows blood glucose values in mg/dL and
mmol/L next to each colored dot. Within 30 to 60 seconds after applying blood
to the test strip, compare the color of the control window on the back of the
test strip with the dot that comes closest to your test result. If the color deviates
significantly, repeat the test. If the color still deviates in further tests, contact
customer support.

Performance Characteristics of the Accu-Chek Active System

The Accu-Chek Active system complies with the requirements of 1SO
15197:2013 (In vitro diagnostic test systems — Requirements for blood glucose

monitoring systems for self-testing in managing diabetes mellitus).
Calibration and traceability: The system (meter and test strips) is calibrated
with whole blood containing various glucose concentrations as a calibrator.
The reference values are obtained using the hexokinase method which is
calibrated using the ID-GCMS method. The ID-GCMS method as the method
of highest metrological quality (order) is traceable to a primary NIST standard.
Using this traceability chain, the test results obtained with these test strips for
control solutions can also be traced back to the NIST standard.

Detection limit (lowest value displayed): The detection limit is 10 mg/dL
(0.6 mmol/L).

Measuring interval: The method is linear within the interval from
10 to 600 mg/dL (0.6-33.3 mmol/L).

System accuracy:

The minimum requirements for the system accuracy with capillary blood
according to 1SO 15197:2013 are also met for venous blood anticoagulated
with lithium heparin or ammonium heparin or EDTA, arterial blood, and neonatal
blood (blood applied to a test strip outside the meter). The tables below show
the results for capillary blood (blood applied to a test strip inside the meter).
System accuracy results for glucose concentrations less than 100 mg/dL (less
than 5.55 mmol/L)

within = 5 mg/dL within = 10 mg/dL within = 15 mg/dL
(within + 0.28 mmol/L) | (within = 0.56 mmol/L) | (within + 0.83 mmol/L)

164/180 (91.1 %) 179/180 (99.4 %) 180/180 (100 %)

System accuracy results for glucose concentrations equal to or greater than
100 mg/dL (equal to or greater than 5.55 mmol/L)

within = 10 %

within £5 % within £ 15 %

Intermediate precision:

strips, and the control solutions.

Performance assessment by the user:

A study evaluating glucose values from fingertip capillary blood samples

obtained by 159 lay persons showed the following results:

e For glucose concentrations less than 100 mg/dL (less than 5.55 mmol/L),
100 % of the test results were within + 15 mg/dL (within = 0.83 mmol/L) of
the results obtained through laboratory testing.

* For glucose concentrations equal to or greater than 100 mg/dL (equal to or
greater than 5.55 mmol/L), 99.3 % of the test results were within = 15 % of
the results obtained through laboratory testing.

Certain health conditions can lead to an incorrect test result. If you know that
one or more of the following health conditions apply to you, do not use the

test strip. If you are unsure whether any of the health conditions apply to you,
contact your healthcare professional.

 Intravenous administration of ascorbic acid may lead to falsely elevated test

results. Concentrations of ascorbic acid in the blood greater than 8 mg/dL

(greater than 0.45 mmol/L) lead to falsely elevated test results.

Parenteral administration of galactose and galactosemia can lead to falsely
| d test results. Concentrations of galactose in the blood greater than

302/420 (71.9 %) 403/420 (96.0 %) 419/420 (99.8 %)

System accuracy results for glucose concentrations between 34 mg/dL
(1.89 mmol/L) and 503 mg/dL (27.91 mmol/L)

within = 15 mg/dL or within = 15 %
(within = 0.83 mmol/L or within + 15 %)

599/600 (99.8 %)

Repeatability:

[mg/dL] 405 | 863 | 131.7 | 186.0 | 345.8
mmoll] | 225 | 479 | 7.31 | 1032 | 19.19

Standard [mg/dL] 2.1 25 2.9 36 6.3

deviation mmol] | 012 | 014 | 016 | 020 | 0.35

Coefficient
of variation

Mean value

[%] — — 2.2 1.9 18

15 mg/dL (greater than 0.83 mmol/L) lead to falsely elevated test results.
Results for neonates exhibiting symptoms of galactosemia must be confirmed
by laboratory tests.

Concentrations of bilirubin in the blood up to 40 mg/dL (680 pmol/L) do not
interfere. Higher concentrations have not been tested.

Do not use when undergoing ceftriaxone treatment. Concentrations of
ceftriaxone in the blood greater than 100 pg/mL (greater than 180 pmol/L)
lead to falsely lowered test results.

If peripheral circulation is impaired, capillary blood might not be a true
reflection of the physiological blood glucose level. This may apply in
the following circumstances: Severe dehydration as a result of diabetic
ketoacidosis or due to a hyperglycemic hyperosmolar non-ketotic syndrome,
hypotension, shock, decompensated heart failure NYHA class IV or peripheral
arterial occlusive disease.

The hematocrit should be between 20 and 55 %, if blood is applied
while the test strip is inside the meter.

The hematocrit should be between 20 to 70 %, if blood is applied while the
test strip is outside the meter.

e Visually impaired people must not use the blood glucose meter, the test

* For any limitations on using blood samples from other sites on your body
Mean value (mg/dL] 39.2 116.6 2984 besides the fingertip (AST testing), refer to the User's Manual of the
[mmol/L] 2.18 6.47 16.56 Accu-Chek Active meter.
Standard [mg/dL] 1.9 3.0 8.2 Reagent Composition
deviation [mmol/L] 0.11 0.17 0.46 Minimum content per cm? at time of manufacture
Coeffipignt %] _ 26 28 Mutant variant of quinoprotein glucose dehydrogenase 30U
of variation ) i (Mut. Q-GDH 2, modified variant of EC 1.1.5.2), acinetobacter spec. )

Pyrrologuinoline quinone 0.2 ug
Bis-(2-hydroxyethyl)-(4-hydroximinocyclohexa-2,5-dienylidene)-

Mobile: 0238543388

Iraq: 00 964 7700703151

Jordan: 0800 22 853 / 07900 22 858
Kuwait

Distributed by Yiaco Medical Co. K.S.C.C
Customer Support Number: 022069158
Lebanon

Distributed by Droguerie Omnipharma SAL
Customer Support Number: 009611388488
Libya: 00 218 214813832

Morocco: 00 212 522 97 55 97

Oman

The distributors:

National Pharmacy

Al Hashar Pharmacy LLC

Customer Support Number: 80074464

F ine: 00 970 22958018

Distributed by International Medical Co.
Customer Support Number: 00800100279
Saudi Arabia: 8008500829

ammonium chloride 7919
2,18-phosphomolybdic acid, sodium salt 85 ug
Stabilizer 0.13 mg Qatar
Non-reactive ingredients 1.6 mg

Discarding the Test Strip

/N WARNING
Risk of infection
A used test strip can transmit infections.

Discard a used test strip as infectious material according to the regulations
applicable in your country.

For information on how to discard a used test strip correctly, contact your local
council or authority.
All components of the pack can be discarded in domestic waste.

Reporting of Serious Incidents

For a patient/user/third party in the European Union and in countries with
identical regulatory regime; if, during the use of this device or as a result of its
use, a serious incident has occurred, please report it to the manufacturer and
to your national authority.

Last Update

2020-12

Customer Support

Middle East

Roche Diabetes Care Middle East FZCO
www.rochediabetescareme.com

or contact the local authorized distributor in your country.
Bahrain

Distributed by General Medicals W.L.L.

Customer Support Number: 80001080

ypt

Distributed by IBN SINA Pharmaceutical Industry Ltd
Customer Support Number:

Landline: 08000009187

m
a

Syria: 00 963 113323813

Tunisia: 00 216 70 130 820

United Arab Emirates

Distributed by Pharmatrade LLC
Customer Support Number: 8000320433

South Africa

Roche Diabetes Care South Africa (Pty) Ltd.
Hertford Office Park, 90 Bekker Road
Vorna Valley, 1686, South Africa

Tel: +27 (11) 504 4600

Email: info@accu-chek.co.za
www.accu-chek.co.za

United Kingdom
Roche Diabetes Care Limited
Charles Avenue, Burgess Hill
West Sussex, RH15 9RY, United Kingdom
Accu-Chek Customer Careline "
UK Freephone number: 0800 701 000
ROI Freephone number: 1 800 709 600
" calls may be recorded for training purposes
Some mobile operators may charge for calls to these numbers.
www.accu-chek.co.uk / www.accu-chek.ie
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Consult instructions for use or consult electronic instructions
for use

Caution, refer to safety-related notes in the package insert
accompanying this product.

Temperature limit

Use by (unopened or opened test strip container)

All components of the pack can be discarded in domestic
waste. Discard used test strips according to local regulations.
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