[ oy
S3
o3
23
E




Dear Wellion CALLA Light Owner,

Thank you for choosing the Wellion CALLA Light Blood Glucose Monitoring System
to help you monitoring your blood sugar levels. We designed the Wellion CALLA
Light Blood Glucose Monitoring System to be accurate and easy to use. Your new
Wellion CALLA Light Blood Glucose Monitoring System is designed with conveni-
ence and accuracy in mind to make your life easier. The No Code feature eliminates
coding errors and ensures your test results are accurate on every test. All of the in-
formation needed to use and maintain your new meter is included in this manual.
Please read it carefully.

Your Wellion CALLA Light Blood Glucose Monitoring System provides an easy and
precise way to measure blood glucose using fresh capillary whole blood taken
from fingertips. Testing is done outside the body (in vitro diagnostic use). The test
results are plasma-calibrated for easy comparison to lab results. The Wellion CALLA
Light Blood Glucose Monitoring System is a portable battery operated meter inten-
ded for use as an aid by persons with diabetes and by health care professionals to
monitor glucose concentration in whole blood.

If you have questions or simply need more information, please call our authorized
representative or visit our website at www.medtrust.at. Thank you again for choo-
sing the Wellion CALLA Light Blood Glucose Monitoring System.
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UNDERSTANDING YOUR NEW BLOOD GLUCOSE KIT

The Wellion CALLA Light Blood Glucose Monitoring System kit includes the fol-
lowing items:

Wellion CALLA Light blood glucose meter
10 Wellion Lancets

Compact Pouch

Easy Start Guide

User Guide




The Wellion CALLA Light Meter

Test Strip Port

Insert test strip to turn on the meter.

OK Button 4 ‘

@ wellion
CALLA

+ Press and hold to access
the memory recall mode
or set up mode,

- View day average results
when in memory recall
mode,

+ Press and enter to set
up a specific function in
setup mode,

«+ Press and hold to turn off
the meter. 4\ /T\

<
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Scroll Buttons
Press for scrolling through stored test values and test
averages or numbers when setting up the meter.

PC Connection Port

Plug in the data cable to
transmit result onto a PC
(Data cable and software
sold separately®).

Meter Display

Shows your blood glucose
test results, memory va-
lues, averages, and other
messages.

* The correct reading of your data can be ensured only with the original Wellion CALLA USB cable with Micro-USB connector.



The Wellion CALLA Light Meter

M wellion CALLA,«

Battery Compartment —= ||I||II|IS|I|l|I||I|I|II!I|I|||||||
Holds two AAA batteries. k ‘




The Wellion CALLA Blood Glucose Test Strip

Sampling End Contact Points

/
Apply blood or control ——= "‘4/4 caLia § E: < Insert this end to the test
solution here strip port on the meter.

The Wellion CALLA Test Strips are glucose specific, biosensor-based test strips that
can test glucose in capillary whole blood in as quickly as 6 seconds and require
very little blood sample. The No Code feature eliminates error in testing caused by
incorrect coding or calibration procedure. The test result is plasma referenced for
easy comparison to lab results and has under-fill detection to alert you when there
is not enough blood to perform a test, so you can be assure that each reading you
get is an accurate and meaningful result.




Year/Month/Date,
Hypo/Hyper warning setting message
Tone setting message

Memory recall icon

AC/PC marker setting icon Day average icon

Low battery icon

Hour/Minute 86:BB4#BE- BB LR

.- N, Measuring unit icon
Meter failure icon 'X' ." '/'
<D -\ A Invalid temperature icon
b j2f |al
Control solution mode icon '- JA NammY

_ Alarm clock setting icon

Reading, Test strip icon Blood/Control solution icon

Countdown message,
Tone On/Off message,
Error message



SETTING UP YOUR NEW SYSTEM

Inserting (or Changing) Batteries
Batteries need to be inserted before using your Wellion CALLA Light Meter for the
first time or when the battery icon i} appears on the meter display.

Materials you will need:
Your Wellion CALLA Light Meter
Two Alkaline AAA Batteries (Supplied in Kit)

Step 1: Unhook the hinge on the battery cover.

Step 2: Insert new batteries according to the direction found
on inside the battery compartment. Place the battery cover - (wanse] -
back into the meter firmly. \_[=0 |/




Setting Time and Date
Material you will need:
Your Wellion CALLA Light Meter

Step 1: Press and hold the OK button until the display screen dis-
plays “FunC”.

Step 2: Release the OK button and the meter will light up, show-
ing all its segments. The current date and time will flash. If error
messages (Err 1, Err 2, etc) appear, see chapter “Solving Problems”.

M wellion
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Step 3 - Set Month: Press the OK button to enter date and time set
up. The current month will flash. Use 4 or W7 buttons to select
the correct month. Press the OK button to confirm your choice
and advance to set the day.

Step 4 - Set Day: The current day will flash. Use 4 or W but-
tons to select the correct day. Press the OK button to confirm your
choice and to advance to set the year.

Step 5 - Set Year: The current year will flash. Use 4 or W but-
tons to select the correct year. Press the OK button to confirm
your choice and to advance to set the hour.

Step 6 - Set Hour: The current hour will flash. Use 4 or W but-
tons to select the correct hour. Press the OK button to confirm
your choice and to advance to set the minutes.

Step 7 - Set Minute: The current minute will flash. Use 4 or W&
buttons to select the correct minutes. Press the OK button to con-
firm your choice and the result of your date and time correction
will flash as a whole.
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Press M button to select the next function to
setup orinsert a test strip and begin testing. You
can also turn off the meter by press and hold the
OK button until the display screens shows OFF.

wellion
CALLA
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Turning ON/OFF Tone Sound

The Wellion CALLA Light Meter comes with tone ON as preset. Turning off the tone
will cause you to miss many important cues from your meter - such as confirmation
or error messages.

Material you will need:
Your Wellion CALLA Light Meter
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Setting the tone after finishing setting up date and time

Step 1: After confirming your date and time set up by following
the instructions in the previous section, press 4 button to se-
lect tone set up. The tonE icon will flash and the current tone sta-
tus will display on the LCD screen. —

m wellion

Wwellion

ko nE
Step 2: Press the OK button to enter tone setup. S
Use A or W buttons to turn the tone on or off. M

a o]«

Step 3: Press M button to select the next func-
tion to setup or insert a test strip and begin testing.
You can also turn off the meter by press and hold
the OK button until the display screens shows OFF.




Setting the tone when the meter is turned off

M wellion
CALLA

Step 1: Press and hold the OK button until the display screen dis-
plays “FunC”.

Step 2: Release the OK button and the meter will light up, show-
ing all its segments. The current date and time will flash. If error

"

messages (Err 1, Err 2, etc) appear, see chapter ,Solving Problems”.

L\ F—\
Step 3: Press M button, go to tone set up and TE (¢ ; )
press the OK button to enter tone setup. Use gl-lr l'lLF
A or V¥ buttons to turn the tone on or off. :i|_|I | (L'|' |
- OK v - oK -

Step 4: Press 4 or W Dbutton to select the next function to
setup or insert a test strip and begin testing. You can also turn
off the meter by press and hold the OK button until the display
screens shows OFF.
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Hypo (Hypoglycemia) and Hyper (Hyperglycemia) Warning Setting

The Wellion CALLA Light meter contains a user definable hypoglycemia and hyper-
glycemia alarm to better assist you in understanding your blood sugar levels and
glycemic state.

Material you will need:
Your Wellion CALLA Light Meter

Setting Hypo warning after finishing setting up tone

Mwellion

Step 1: After confirming your tone set up by following the instruc-

3 ;P -

"

tions in the previous section, press M button to select hypo set
up. The hypo icon will flash and the current hypoglycemia war-




ning value will display on the LCD screen.

Step 2: Press the OK button to
enter hypo setup. Press & or W
buttons to once adjust the va-
lues one by one or press and hold
A or ¥ buttons to advance
through the numbers very quickly.
The Wellion CALLA Light Meter has a settable Hypo range from 0 to 127 mg/dL
(0 to 7 mmol/l).

I

Step 3: Press the OK button to exit Hypo setup once confirmed.

Setting Hyper warning after finishing setting up Hypo warning

Step1: Press M button select Hyper set up after exiting Hypo
setup. The hyper icon will flash and the current hyperglycemia
warning value status will display on LCD screen.




Step 2: Press the OK button to enter —

hyper setup. Press 4 or W but- % Hipr
tons to once adjust the values one Il:" 'n
by one or press and hold 4 or

a Jo]+

W buttons to advance through
the numbers very quickly. The Wellion CALLA Light Meter has a settable Hyper ran-
ge from 0 to 511 mg/dL (0 to 28,4 mmol/I).

Step 3: Press the OK button to exit Hyper setup once confirmed.

Step 4: Press 4 or W button to select the next function to
setup or insert a test strip and begin testing. You can also turn
off the meter by press and hold the OK button until the display
screens shows OFF.

To set up Hypo/Hyper warning when the meter is off, turn on the meter and enter
setup mode by pressing and holding the OK button until the meter display screen
shows “FunC”. Navigate the menu using the 4 or W buttons and follow the
corresponding steps from the above section to setup the warning.



Setting Alarms
Your Wellion CALLA Light Meter has 3 alarms that can be setup. The factory preset is
off for all alarms. Follow the steps below to setup up your alarms.

Material you will need:
Your Wellion CALLA Light Meter

Step 1: Press M or W7 buttons in the Function menu until a
bell icon flashes.

Step 2: Press the OK button and enter alarm setup.

Step 3: The number 1 will flash. This indicates the first
alarm setup. Press the OK button to enter setting up the £

first alarm or press 4 or W buttons to see additional
options.

a
NI ED Y

Step 4: After pressing the the OK button, the
alarm status will flash. Press & or W7 buttons
to turn the alarm ON or OFF. Press the OK button | a
to confirm your selection. NI




Step 5: With ON selected, begin setting alarm by first setting the
hour by pressing 4 or W buttons. After setting the desired
hour, press the OK button and enter to set the minutes. Press
A or ¥ buttons to set the minutes and press the OK button
to confirm selection. The screen will now return to the alarm set-
ting menu.
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Step 6: Press A or W buttons to set up the next alarm(s). There are three alarms
which can be set. Follow steps 3 through 5 to set the additional alarms. After fi-
nishing setting up the alarms, press 4 or W buttons to “End” selection to exit

alarm setting.

The purpose of the control solution testing is to make sure the Wellion CALLA Light
Blood Glucose Monitoring System is working properly.

You can perform control solution testing when:

« Using the meter for the first time

« You open a new bottle of test strips

- You left the cap on the test strip vial open for a while

+ You dropped the meter

+ You suspect your meter and test strips are not working properly

« The blood glucose test results do not reflect how you feel

« Practice the testing procedure

CONTROL SOLUTION TESTING
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Materials you will need:

Your Wellion CALLA Light Meter

Wellion CALLA Control Solution

A new Wellion CALLA Blood Glucose Test Strip

Step 1: Insert a Wellion CALLA Blood Glucose Test Strip into the
meter with the arrow mark facing up. Make sure the test strip
contact points are inserted all the way into the meter. Close the
test strip bottle immediately after you take out a strip.




Step 2: The meter will light up and show a test strip and flashing
blood drop icon. If other messages (E 1, E 2, etc) appear, see Solving
Problems on page 45 for trouble shooting.

Step 3: Squeeze a drop of Wellion CALLA Control Solution onto a
clean, dry, nonabsorbent surface. Do not apply control solution
to the test strip directly from the bottle. Replace the bottle cap on
the control solution bottle immediately after use.

026 2804 ™ |

‘@
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Step 4: While holding the meter, touch the control solution to the
edge of the test strip, and the control solution would be auto-
matically sipped into the reaction area of the test strip. Hold the
meter until it beeps. ”

Step 5: The screen will count down. After 6 seconds, the control solution testing
result will appear on the meter display screen.

Step 6: Compare the reading on the screen to the correspon- {
a1

ding control range printed on the test strip bottle. If the rea-
ding does not fall within the ranges printed on the test strip
bottle, see chapter,Control Solution Solving Problems”.

Step 7: Remove and discard the used test strip into proper waste basket. The meter
will automatically shut off after the test strip has been removed, or will shut off
after 2 minutes of nonuse. Perform other levels of control solution testing by repe-
ating the above steps.




Control Solution Trouble Shooting

If your control solution testing is out of range (too high or too low), it maybe caused
by the following:

Possible Causes What you can do ...

« Wrong brand of Control - Make sure you are using Wellion CALLA Control
Solution being used Solution.

+ Control solution not at + Make sure the testing environment is between
room temperature 10°C to 40°C.

« Expired or contaminat-

Check the expiration and open bottle date on all

ed control solution control solution and test strips. Repeat testing us-
ing a new test strip. If the result is still out of range,
- Damaged test strip use a new bottle of control solution and retest.

« Meter malfunction - If problem persists, call our authorized dealer.
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TESTING YOUR BLOOD GLUCOSE

After every turning on of the meter it will perform a system check automatically.

Materials you will need:

Your Wellion CALLA Light Meter

A new Wellion CALLA Blood Glucose Test Strip
Lancing device with a clean, unused lancet

Before you begin, make sure:

Set up your meter properly and run a control test. See chapters,Setting Up Your
New System’, and,,Control Solution Testing’, for details.

Wash your hands and testing site thoroughly with soap plus warm water, and dry
well.

You are testing in an area between the temperature ranges of 10°C to 40°C. Your
meter will not test outside of this range and will display ¢ . Move the meter into
an area that is between 10°C to 40°C and let it sit for 10 to 15 minutes before
testing again.



Preparing your Lancing device

Ejection System
/ Sliding Barrel
( Penetration Depth
F Release Button
Adjustable \‘ 4 Shallow Deep
Tip é L Lancet Holder 12345 6—7 s o

Lancet

|

Step 1: Unscrew the adjustable cap of the lancing device
and insert the lancet by push down firmly until it is fully
seated.

~

Step 2: Twist the protective cover off from the lancet. —_
Twist clockwise the adjustable cover back onto the
lancing device.




Step 3: Adjust the puncture setting on the adjustable cap for
the puncture depth level (1 is the lightest and 10 is the dee-
pest).

Step 4: With one hand holding the lancing device, pull back
the cocking handle with your other hand until you hear a
click sound and the lancing device is ready.

The release button is now colored red, so you can easily
verify if the lancing device is ready for blood sampling.

If the release button is not read, pull the cocking handle
again until the release button changes the color to red.




Performing a Blood Glucose Test

Step 1: Take out a Wellion CALLA Test Strip from the test strip
bottle and close the bottle immediately. Insert the test strip to
turn on the meter.

Step 2- For Fingertip Testing: Hold the lancing device against
the side of your fingertip and press the release button to create
a puncture.



Step 3: Gently bring the test strip and touch the drop of blood M
at a slight angle. The test strip acts like a straw to pull the blood »

in. Keep the test strip in the blood drop until the meter beeps to >
indicate the test strip has enough blood to test. A

Step 4: The screen count down and after 6 seconds, your glucose
testing result will appear on the meter display screen.




Step 5: The meter display screen will flash before meal/ after meal marker. Select
the proper marker according to the time of testing by pressing & or W but-
tons.

Press the OK button to confirm selection. If no markers are selected, then the meter
will memorize the result without the markers.

Mwell Mwelll el
IDEE"’I@ e 10:26 @-"‘ 4D=251ﬁ@ -
i it (i
[N [N ]
a o]~ a o]~ a o]~
Wihlen Sie einen Marker Nach dem Essen-Marker Kein Marker Vor dem Essen-Marker

Step 6: Remove and discard the used test strip into proper wastebasket. The meter
will automatically shut off.

Step 7: Remove the used lancet from your lancing device. You can use the lancet
ejector to prevent needlestick injuries. Push the lancet ejector forward with the
thumb and simultaneously pull out the sliding barrel to dispose of the used lancet.
Discard the lancet into proper wastebasket.
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UNDERSTANDING YOUR BLOOD GLUCOSE TEST RESULT

Blood glucose value will vary depending on food intake, medication, health, stress,
and exercise. The ideal range for adult without diabetes should be:

« Less than 100 mg/dI (5,6 mmol/l) before meals, and

+ Less than 140 mg/dl (7,8 mmol/l) two hours after meal'.

It is important to consult with your physician or healthcare professional to deter-
mine an appropriate target range for you.

What to do if you get a high or low reading
If the Meter displays results that are marked with ,hypo” or,hyper”, this means that
your results are above or below your chosen hypo or hyper limit AND you feel ill:

+ Treat your diabetes according to the instruction from your doctor and/or consult
your healthcare provider.



If the Meter displays results that are marked with ,hypo” or ,hyper” this means that
your results are above or below your chosen hypo or hyper limit AND you DO NOT
feelill:

« Test your meter with a control solution, refer to chapter ,Control Solution Te-
sting.”

- Test again using fingertip.

- If you still get a high or low reading, contact your health care professional.

Reference:

(1) American Diabetes Association Position Statement: Standarts of Medical Care in Diabetes - 2010.
Diabetes Care 2010; 33 (Suppl.1): S11-561.
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VIEWING STORED READINGS AND 1, 7, 14, 30, 60, AND 90 DAYS AVERAGE
FROM MEMORY

The CALLA Light Meter automatically stores up to 500 test and control results with
date and time. In addition, the meter also provides 1, 7, 14, 30, 60, and 90 days
averaging to help you better track your effort in controlling your blood glucose
level. You will need to set your meter date and time to use the memory and day
averaging function, see Setting Up Your New System on page 13.The meter will not
memorize any test or control results if the date and time are not set.

Materials you will need:

Your Wellion CALLA Light Meter =

vellion
Step 1: ALLA
Turn on the meter by press and hold the OK button until the e
screen shows “mem”.
L\ Y V

Mwellion M wellion
Cauia vy

Step 2: 09: EBWE?DH . 13:26 { 28-04== ™= 1943 28-04mn ==
The meter will light up showing ] (I
the latest memorized result. I | ||-| |
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If other error messages (Err 1, Err 2, etc) appears, see chapter Troron

.Solving Problems” for trouble shooting. Use & or W but- -

tons to view older stored results. End will appear if there are no

recorded test results in the memory. i
OK

Step 3: Press the OK button to enter viewing day averages. The o

first average will be the 1 day average. Press 4 or W buttons s
to scroll through 7, 14, 30, 60, and 90 days averages. :'33“15—5 e
tdy ‘;W-q - 14 - ;‘3« - Mdy 47;3-4 o 3044 47\’33-4 - 60dY ?SE”. o 9044 %-« -
(371 (2 [ (2 (W} (27
| - (] o I ICC
]

a x|~ a o]~ a [ox] ~ a [ox] ~ a o]~ a [ox] ~

Step 4: Press and hold the OK button to turn the meter off when finished or insert
a test strip to begin testing.
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CARING FORTHE METER

Caring your CALLA Light Meter is easy. Follow these simple guidelines to keep your
meter working properly.

Cleaning the Meter

- If the meter gets dirty, use a moist (NOT WET) lint-free cloth dampened with a
mild detergent.

« Do not get water inside the CALLA Light Meter. Never immerse the meter or hold
it under running water.

« Do not use glass or household cleaners on the meter.

« Do not try to clean the test strip holder.



Storage and Precautions

Handle the Meter with care - severe shock, such as dropping the meter, could
damage the electronics.

The meter and test strips are designed to be used within the temperature ranges
between 10°C to 40°C.

Avoid leaving the meter in extremely hot or cold place, such as near a heat
source or in an extremely hot or cold car.

Do not store or use the meter or test strips in high humidity levels, such as ba-
throom or kitchen.

Always close bottle cap immediately after removing a test strip and make sure it's
closed tightly.

Do not take the meter apart. Doing so will void the warranty. If there are technical
problems or questions, call our authorized dealer for assistance.
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SOLVING PROBLEMS

This section details the significant display screen messages and error codes you will
encounter when using your Wellion CALLA Light meter and test strips.

What you see

What it means

What should you do

Mwellion
)

“Test strip failure: Da-
maged, wet, or already
used”

+ Insert a new test strip into the meter.

“Not enough blood”

+ Insert a new test strip into the meter
and repeat testing




/ Mwellion \
vy

026 28-04

“Test strip was removed
too early during testing”

Repeat the test with a new test strip.
If problem persists, call us using the
numbers found on the packaging.

7/ Mwellion \

lu 26 28-04

“Extreme conditions: Big
temperature difference”

Move the meter into an area that is bet-
ween 10°C to 40°C, and allow 10 to 15
minutes for it to reach the new tempe-
rature.

i0:26 28-04
—

C

X
3

“The meter is damaged”

Remove the battery and turn on the
meter again.

If problem persists, call us using the
numbers found on the packaging.

/ Myellion \

026 28-04 D

“Battery is low”

Change the battery according to
page 11, Inserting (or changing) the
Battery.




(—@ﬂ “Testing has been per- .+ Move the meter into an area that

026 2804 formed outside of opera- is between 10°C to 40°C, and allow
ting temperature.” 10 to 15 minutes for it to reach the new
temperature.
(—@ﬂ “Test result is higherthan =« Wash and dry your hands and repeat
T ———
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600 mg/dL (33,3 mmol/l)” the test using a new test strip. If the re-
sult is still HI, contact your physician or

e healthcare professional immediately.
- OK v
/—h JTest result is lower than | « Wash and dry your hands and repeat
0% 2804 20 mg/dL (1,1 mmol/I)” the test using a new test strip. If the re-
| sult is still LO, contact your physician or
[ D healthcare professional immediately.
- OK v




MANUFACTURER'S WARRANTY

The producer warrants Wellion CALLA Light blood glucose meter against defects
in materials and workmanship for a period of two years from the date of purchase.
The warranty is lost if the instrument is misused, poorly maintained or is tampered
with.

Liability under this warranty is limited to the repair of defective parts or - at the
discretion of the producer - to the replacement of the instrument. The right to
rescind the purchase agreement exists only if the replacement is also found to be
defective. Claims other than these will not be dealt with.

The warranty is not valid if the damage results from misuse, maltreatment, tampe-
ring, human error and the use of extreme.

This warranty is valid only if the date, the stamp and the signature of the dealer are
recorded on the warranty card on the date of purchase.

The warranty period is not to be extended by any claim made under this warranty.
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SPECIFICATIONS

Test Strips:

Test Range:
Calibration:

Test Time:

Sample Size:
Hematocrit Range:
Display Type:
Memory:

Result Averaging:
Dimension:
Weight:

Battery:

Battery Life:
Automatic Power-off:

Operating Temperature:

Relative Humidity:
Storage Condition:

Wellion CALLA Blood Glucose Test Strips
20-600 mg/dl (1,1-33,3 mmol/I)

Plasma

6 Seconds

0,65 pl

35-50%

Large LCD screen

500 blood test results with date and time
1,7, 14, 30, 60 and 90 days averaging
69,6 X 62,6 x 23 mm

68 (incl. batteries)

2 Alkaline AAA Batteries

1000 tests of continuous use or 1 year
After 2 minutes of nonuse

10°C to 40°C

Less than 85%

Meter at -20°C - 60°C

Test Strips at 4°C - 30°C



U

& Keep away from sunlight/direct

SYMBOLS . light
g (EXP) Expiration date (use by last day ® Do not reuse
of month) @ Do not use if package is damaged
(LOT) Batch Code 4 Keepdry
J’w Temperature Limitations “ Manufacturer

Consult Instructions for Use . . . . .
ForseLF- In vitro diagnostic, medical device

TESTING  for self-testing

IVD | InVitro Diagnostic Medical Device
: : Separate collection for EEE
Caution, consult accompanying E ; h
A (Electrical and Electronic
documents Equipment)
Catalogue number .
d Production date

This equipment complies the requirements of the EN IEC 61326-1:2021 and EN IEC 61326-2-6:2021.
EU directive/classification: 98/79/EC Annex Il List B; Self-testing

Software Version A03 43
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