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CHAPTERQINTRODUCTION & USER SAFETY

GLUCOSE MONITORING FOR A MOBILE AGE

—n

Congratulationsonyod K2 A O0S 2F (KS 5FNA2n .f22R Dfd
0. Da{0® 5FNA2u ¢l & ONBIFGSR (2 -Withi S tAFS
the right tools, information and support in your pocket. It is a smartphbased

monitoring system, featuring mniniature meter with an integrated lancindevice

and test strips, combined with an eagyuse mobile application.

[AGAYy3 6A0GK RAIF0SGSa Aa | RIFEAfe OKIffSy3
best support, we can thrive with diabetes.

This user guide will guide2 dz 0 KNRB dzZ3K G KS LINR LISNJ &S idzld |
BGMS. We suggest that you read this guide thoroughly in order to familanizself

with the system and its many features

INTENDED USE

5 NA2u . f22R Df dzO2aS a2y A lopthelqyadtitavé a G SY 6
measurement of glucose in fresh capillary whole blood samples drawn from the

fingertips. The system is intended to be used by a single patient and should not be
shared.

¢KS 5 NR2u . Da/{ -testing outyide $g Ho&y Rnitrd didghostiS { F

use) by people with diabetes at home as an aid in monitoring the effectiveness

2F RAF0oSGSa O2yiNRf ® ¢KS 5FNAR2un . Da{ Aa
screening of diabetes or for neonatal use.

¢CKS 5FNA2u O2y (kRS ARG KzIARF A5 I NBS2F2N) 22R
FYR GKS 5FNAR2u . f22R Df dz02aS aSiSad I yR
working together properly and the test is performing correctly.



CONTRAINDICATIONS

¢ KS 51 NA 2 u notbeuged:a K 2 dzf R
A To diagnose and screen diabetes

A On children younger than four weeks old.

A To test bl@d taken from an artery or vein

Df dz02aS Y2yAlG2NAYy3a GAGK (KS isdepidiehr . Da {
use by people who are:

A Unable to follow the instructions provided with the system.
A Visually impaired

ABOUT THESE INSTRUCTIONS FOR USE

ST2NE ¢SadAy3a 2AGK 51 NA2u

Please read this User Guide carefully and thoroughly before testing your blood

glucose for the first time. These instructions will provide you with all the
AYF2NNYIGAR2Yy @2dz YSSR F2NJ 41 FS dzaS | yR KI
Incorrect use of this system, or failure to apply, implement or follow the instructions

and important information cotained in this User Guide, may lead to a misdiagnosis

or damage to your device.

If you have any questions, please contact customer suppariat.mydario.com
Safety Definitions

Safety instructions are provide@NJ G KS LINRPGSOGA2Y 2F 51 NA 2
User Guide includes three types of important messages: Warnings, Cautions and

Notes. Text marked with one of these symbols requires your attention to ensure

AFFTS YR FOOdz2NT S dzaS 2F @2dzNJ 5F NA2u aea

Warnings

Warning: indicates precautions needed to prevent possible risk of
A injury or damage to your health.

Do not proceed beyond a Warning message until you fully understand

the conditions and you have taken the appropriate preventive action.


http://www.mydario.com/

Cautions

Caution: indicates precautions needed to prevent damage to your
@ monitoring system.

Do not proceed beyond a Caution message until you fully understadd
observethe indicated conditions.

Notes

Notes are used to provide additional information for the purpose of
clarification.

Practices Used inhis AdvancedJserGuide
Procedurdnstructions

A When appropiate, procedures start withé=¢ a&vYo2t > F2tf26SR
description of the procedure to be performed.

A Procedure instructions are clearly identified and presented as numbered
procedure steps.

A If relevant, a system respongewritten below the procedure step and appears
in italics.

A All procedures should be done in the order of the steps provided.

@ The examples and screen images used in this user guide are provided
as examples only (unless stated otherwise).

Bold Names of menus, buttons and screens
Italics System response that occurs as a result of a button press
Bold Italics = Used to emphasize important information
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SYMBOLS AND DESCRIPTIONS

The following table shows a list symbols which may appear throughout this
guide, on packaging or package inserts, or on the actual system parts. An

explanation is provided next to each symbol.

Symbol | Description Symbol | Description

RCHSRER=N: o

5FNA2n 232

Consultinstructions for use

In Vitro Diagnostic

Expiry date

Do not reuse

Catalogue number

Manufacturer:
LabStyldnnovatiorf™ Ltd.
8 Hatokhen St.

North Industrial Park
Caesare&088900Israel

Caution

INE®

-
I'._

Ew

i<

|sTERILER]

LabStyldnnovation™logo

Do not use if seal is broken or
missing

Batch code

Shelf life following first opening

Temperature limitation

Contents

Authorized Representative in the
European Community;

MDSS GmbH

Schiffgraben 41

30175 Hannover, Germany

Sterilized using Gamma Radiation

3l
~ZI~-  Keep away from sunlight - Keep Dry
ZX T
Electronic equipment. Do not ) o
ﬁ disposed of in the normal waste Relative Humidity
- stream not
Environmental protection
1P22

classification per IEC 60529

Symbol Description Wanufacturer |
C € DarioTMBIlood Glucose monitoring system Und g
0344 | Directive IVDD 98/79/EC LabStyldnnovatiorf Ltd.
Sterile Lancets (25 . .
51967 Under Directive(ME))D 93/42/EEC Beijing Ruicheng Medical Suppliés, Ltd.




GENERAL PRECAUTIONS

Thisa SOGA2Y AyTF2N¥a &2dz 2F LRGSYyGAlFforKIET N
cause it to not function properly:

| 2AR dzaAAy3 lye aeaidsSy LINI& sAGK oNR]SY
attach or use a component if it is damaged in any way, @yt not work properly.

A ¢KS 51 NR2u & e-tesistant and dhouwdhat gepwetl IEitdbes get
wet, wipe it with a clean dry cloth.

A . t22R 3t dz02as8 (GSadAay3a 6AGK 5FNR2u aK2c
between 10°C 45°C(50°F 113°F)and at reldive humidity between $-85%
Test results may not be correct if the room temperature is outside this range.

A/ KFry3aSa 2N Y2RATAOIGA2ya G2 GKS 5 NR 2y
LabStyldnnovatiom [ GR® gAff @2AR &2dzNJ g1 NNI y &

A1 @2AR (GSadAy3 ¢Ain&tituded bighdr hanNGOP@et a2 4G SY
(3,048 meters), as accuracy cannot be assured.

A Do not leave the meter in very hot or cold places. Do not leave it near a
heatsource (radiator) or in a car in hot or cold weather.

A Do not store or use meter or test strips in high humidity, such as a bathroom
or kitchen.

A The meter and lancing device are for single patient use. Do not share them
with anyone including other family members! Do not use on multiple patients

A All parts of he kit are considered biohazardous and can potentially transmit
infectious diseases, even after you have performed cleaning and disinfection.

ADDITIONAL INFORMATION

For your safety, please observe the following recommendations when monitoring
your blood3f dzO2 &S dzaAy3d GKS 51 NA2u ad2aidsSvyy

A Itis always a good idea to have a bagktesting method available. Failure to
test could cause a delay in treatment decisions and lead to a serious medical
condition. Examples of bagelp testing methods include a bacip glucose
meter device or testing by a laboratory. Ask your healthcare provider about
other possible backip methods.

A Itis recommended that you periodically compare the test results from your
5 NA2n . Da{ labokaibitest systein kh& Nvetnaintained and

9



monitored byyour healthcare provider.

A Do not change your treatment based on a single result that does not match
how you feel or if you believe that your test result could be incorrect.

A Never make significant changes to your diabetes contrayanm or ignore
physical symptoms without consulting with your healthcare professional.

10



CHAPTERGS ! wLhu { . {¢9a h+9wzL92 |

¢tKAA aSOGA2Yy LINRPOGARSA 'y 20SNWASs 2F GKS
set up for thefirst time.

,hiw 5twLhu {,{¢9a !'¢ ! D[!Db/9

51 NRA 2 n ased}diali@emiiagement solution that includes novel

software applications combined with the stylish,al2 y SUx O2 YLI OG> 51 I
Meter (all in one: lancing device, strip cartridgedanini meter). Together with a

AYFNI Y20AfS RSOAOS 51 NA2u A& GKS loazfd
allowing one to monitor and gain insights with the information needed to manage
0ft22R adzaFNAR Ay 2ySQa L1RO1SG SOSNE adsSw
¢ KS 5 NR #ized Sm&tN\NEtRryDArio aims at providing the precise

combination of Tools, Knowledge and Motivation through a compact, personalized
pocketsized, alin-one glucose meter. Patients can check their blood glucose with a
GAye &l YLX S 27 and@a answers Rithin cis&cSnkid\thedsan dvay/

they check everything else in lif®n their mobile device.

Dario connects to smart mobile devices via an éasyse mobile app that provides

reaktime and actionable information so that your patients alwapew exactly

where they stand and what to do next. Dario logs and tracks their glucose levels,

and helps them know how food intake and exercise are affecting their diabetes.

Dario also alerts you, thearegiver, when your patients need special attention.

5FNA2u [/ 2YLRYSyla
L 2dzNJ 51 NRA 2 n & dadeilleScYibedia theltiblg ISeibwi. &

A Dario™ Meter

B Dario™ meter release panel

G Depth
selector lever

C Orange
cover

H Test strip cartridge

| White cartridge
cover

D Disposabl
Lancet F Lancet loader

E Lancet release button

11



Glucose meter Theminiature glucose meter has:

A5 NRX 2x a$iSNI- Anaudio connector that is plugged into the headphor
B5F NA2u YSGSNI socket of the smart mobile device

- A strip port for insertion of the test strip.

The glucose meter receives its power frarbattery and
doesnot require any otheelectricalsource. When not
in use, the meter snaps inits slot in the housing for
protected storage.

Lancing Device and Cover The lancing device is built into theusing and uses

COrange cover RAalLIRalof$S 51 tid@gebancifgdgvioeS G 3

D Disposable lancet coverprevents the user from unintentional punctures.

ELancet release button Lancetsare changed for each use. Puncture depth may

FLancet loader be adjusted, by removing the cover and moving the

G Depth selector lever depth selection dial. Theover is then put back on for
use.

The lancing device is activated by sliding it with two
fingers until it clicks and then pressing the release buttc
Instructions on using the lancing device are included in
page 39

HTest Strip Cartridge  Test strip are sold separately in packages of 25, 50,
and 100 test stripsEach test strip cartridge holds

Test Strip ¢KS S5FNRA2xn (Sad &l NR Lluskd
gAGK GKS 5FNA2u agatasSvyo !
into the test strip port of the glucose meter prior to each
glucose measurement.

Lancets 5F NA2u dzaSa | onD f1yOSid
removing theorangelancing device cover, pulling out
the usedlancet and replacing it with a sterile one.

It is recommended that you carry spare cartridges and lancets in case
@ of an emergency.

12



5! wLhu {.{¢9a 29[/ ha9 YL¢ /hb¢9obc¢{

Once you remove theamper-proof sealedexterior packaging, you will
@ find a white package. If the tampgroof seal is missing, it is
NBO2YYSYRSR (KIFG @2dz NBGdzNYy GKA& 51
purchased it, as it has been opened.
la &a22y | a &2dz NBOSAQPS @&2dzNJ 5F NA2u {@&a
1. Carefully unpack th kit and verify that it contains the following parts

A 51 NA2un { @3 iéhang PeliCetadaRtinBBod Glucose
Meter

A Sterile Lancets (25 lancets)

A Documentation: User Instructiorfisr Use and a Quick User Guide.
2. If anything is missing, please cant customer support at
www.mydario.com/suppdr.

3. Test strips and Lancets are available in your local pharmacies. For additional
information please contact your local representative
(www.mydario.com/suppdy).

4. Additional Dari@" accessorie§.e. Control Solutionjan be ordered via your
local representatives ait KS 5 NR 2 x| LILID

For details on the products availability please refeséation Supplies and
Accessories

D9¢c¢cLbD {¢!we95 2L¢I 5! wLhwu

,2dzNJ 5F NA2u YSGSNI g2NJl & aSlkytSaate gAlGK
R2pgyt2F R GKS 5FNA2n FLIIXAOLGARZY 2y @&2dzN]
Fdzi2YFGAOFf & &de&yOKNRghtimsitigdoinéctedi KS 51 NA 2

Your data is constantly synchronized to one place so that it is always with you on
the go, so you can stay in control of your health.

YourAdata is saved ur]der your username on your smart’mobile devices ar]d on

UKS 51 NJ\%ﬂKOB?dzéZI-E)OSéé UKNRdzAK 0KS 51 N
5 NA2u ¢gSoariasSo

{2 tSdQa 3ASG adl NISRH
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{{9a.[LbD ¢I'9 5!'wLhux {,{¢9a Chw ¢I 9

{SGGAY3 dzlJ GKS 5FNA2u {@aGSY F2NJ GKS TFAN
described in this section:

A

> > > > >

Inserting a test strip cartridge (sée Yy a SNII Ay 3 (KS ¢ &BG { 0NX
page)

Inserting a lancet (segagelb)

Setting lancet depth (optional) (seegel6)

52yt 2FRAY3 GKS 5FNR2u | LI AQF GA2y (2
agels)

{SGGAYT dzlJ GKS 5FNAR2u | LK AOFGA2Yy 2y &
5FNA2n LI AyadNdzOdAz2ya 2N 6KS Ayaid NUz

Both ends of the housing have covers that are removable. The lancet

@ cover isorangewith the small opening. Please be careful not to put the

cartridge cover on the lancing end. This can damage the lancet and the
lancing device.

Inserting the Test Strigartridge

W To insert the test strip cartridge:

1
2.

Remove thecarbon paper from the devicand open the white cover
Remove the new test strip cartridge from its pouch.
Hold the test strip cartridge with the side that opefeging up(as shown below).

3

Insert the cartridge into the housing until it snaps into place.

14



4. Replace the housing cover by sliding it into place until it clicks.

o

@ If the cover does not close properly, the cartridge may not have been
inserted correctly.

Inserting a Lancet
W Toinsert a lancet:
L. wSY2@S (GKS [FyOSit 5S@PA0S / 20SN) 6GKS hNJ

®)

2. Remove a new lancet from the packaging.

15



3. Insert a sterile lancet as far as it will go and make sure it is firmly set.

4, Carefully twist off thdancet cap. Make sure not to bend the lancet while
removing the cap.

Setting Lancet Depth (Optional)
The depth of the lancet, as it punctures the skin of your fingertip, can be adjusted by
moving the lever between the numbers one to four (printed on tred)diOne (1) is

the shallowest depth and (4) is the deepest. It is recommended to start with your
lancet depth set to level one and adjust the level if necessary.

W To set lancet depth:

1. Move the lancing device lever so that the line on the lever is aligntdthe
correct depth.

16



2. Return the lancing device cover by sliding it into place until it clicks. Be careful
not to touch or bend the lancet.

Enabling the Glucose Meter
1. Slide your thumb back on the ridged orange panel to release the ™arieter

2. Remove the transparent tape to enable the battery connectors (Only for-0821

17



3. Place the Dari® meterback into the housingy pushing it in until it is locked
into place

¢19 5!'wLhu !tt[L/!'¢LhbD

¢CKS 5FNA2u A& O2YLI GAo0fS 2y 02G4K Ah{ I yR
compatible devices please refer lutp://www.mydario.com/support/getting
started.

., 2dzNJ 51 NR 2 nated Baltte Ngp Hisplayrd d8 the screen of your smart
mobile device. The mobile device receives information from the glucose meter,
displays and stores it. The app also provides a-bjegtep Quick Guide for
operating the system. Additionally, you cfamd more instructiorl videoson the

5 | NJRA@plication atvww.mydario.com/support/gettingstarted.

Instructions for downloading the app are provided in the next section.

Downloading & Instaf Ay 3 GKS 5F NA2wun ! LILI A OF GA:

. 2dz Oy R2gyt2FIR YR Ayadlrftt GKS 5FNR2ux
Apple App Storer Google PlayThe app is downloaded and installed the same way

Fa 2GKSNJ ! LJJa 2y @ 2dzNJ & Yl Nle oftiRamd dndis RS FA C
customized for your smart mobile device.

@ Downloading the app from the App Store requires data connectivity.

C2NJ I OOdzNY G6S dzaS 2F GKS 5FNRAR2un aeadl
@ must be correctly set on your smart mobile deviEer instructions on

setting the time and date on your device, please refer to the support

materials for the device.

18
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Wez2 R2eyE2FR GKS 5FNA2x ! LILIY

1. Turn on your smart mobile device and launch the App Store app. Alternately, for
quickeraccess, you can use an app that scans codes to scan the following code.

2. Search for thé | NJapb fay LabStyleinovatiom [ GR FyR GF LI 2y GF
5FNA2u AO02y ®

3. Tap Free and then tap Install.
4. Enter your password information as requirgdyour device

Thel LILX AOF GA2Y R2gyf2FRad® hyOS Ayaidlff SR
yoursmart mobile device home screen.

@ ¢KS S5FNAR2xn LI ySSRa (2 o6S Ayadaltfs
mobile devices.

@ Updates may be downloaded periodically from the App S®oegle
Play

Creating Your Account & Personalizing Your Settings

Wez2 aShdzld @82dzNJ 5+ NA 2w ! LILIY

LIFAOSNI AyaidlrttAya GKS 5FNA2u LI 2y &2 dz
51 NA 2 . Th@ 2oyl appears on your mobile device Home screen.

¢ KS 5 NRappearsi ONB Sy

2. SelectGet Startedi 2 NBIAAGSNI & F 5FNA2u dza SN
Facebook or alternativelygiup by inputting your name, phone number,
email, and password. You must also confirm your Password.

3. Continue by following the instructions on thereen to sign up.
@ Your password must have at least seven characters, an upper case
letter, a lower case letter and a number.

@ Your email address and password will be used for future login to the
19



FLIL) FYyR G2 étd. 5 NA2u 6S0

LT &2dz Ff NBSIRé& KIS + 51 NAR2n |
tapping Log in at the bottom of the screen.

4, Press Create Account when done.

The First Entry screen appears.

Youcanedityour&'F Af F RRNBaa FyR LI aagz2NR
@ app language and region by going to the menu and then selecting
SETTINGS > ACCOUNT SETTINGS.

Setting Your Personal and Diabetes Profiles
W To set your personal profile:

1. Tap the Menu icoE on the top left corner and selecting SETTINGS
PERSONANFORMATION
2. Tap the pencil on the upper right corner to edit the information.

3. Enter your Gender, Weight, Height and Date of Birth. It is also possible to upload a
photo from your device by tapping UPLOAD PHOTO.

4. Press DON& K 0

W To set your diabetes profile

20
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Tap the Menu icoE on the top left corner and selectifETTINGS
DIABETES PROFHi under MANAGE MY GOALS > SET MY GOALS

Tap the pencil on the upper right corner to edit the information.
Select your preferred Carbs measurement snit
Press hb9 o0KUO

We advise you to continue setting your Diabetes Profile, following the app
instructions. Completing your profile will allow full app functionality.

@ You can do the Walkthrough at any time by tapping= icon.
SelectHELP&INFOGUIDE ME

21



CHAPTER@ | 9/ YLbD _h'w 5! wLhu DJ

This section provides information on checking the accuracy of your meter.
You maytest the accuracy of your metavith a control solution.

To ensure that your results are alwascurate, you need to check the performance
of your meter in the following cases:

A If you drop the meter.
A Whenever your result does not match the way you feel.

A If you have repeated a test, and the blood glucose result is still lower or higher
than expected.

A Whenever you want to check the performance of a meter and test strip.

CONTROL SOLUTION

The Control Solution confirms that the meter and test strips are performing as
expected. A drop of control solution is placed on a test strip (using a piece of
paper) Compare the results on the meter with the vakidisplayed on the test
strip cartridge.

5FNA2u /2y GNRBE {2fdziAzy LI Ol 3S
20t NBLINBaSyialdAdS F2NJ 2NRSNRAY
comeswith two bottles of control solutionl(evel H, Level M).

Ol y
3 A

NJU))

2
NJY

+ o

y

A Avoid contact with the eye. Contact your healthcare professional immediately if
solution is swallowed, injected, or applied to the eye.

A Dye in control solution may stain skin, clothing, or surfaces.

A Store the control solution between 82D°C (46°86°F). Keep away from
direct sunlight, fluorescent light, and heat. Do not freeze.

A Once you open a new bottle of control solution, mark the opening date on the
bottle.

A Make sure that your control solutidmas not expired. Check the expiration date
on the bottle.

A Make sure that your control solution was not opened more than 3 months
ago.
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A Keep the control solution away from children.
A Shake the control solution well before using.

A Wipe the container tip cleanfer use and be sure to close the container tightly
after each use.

A No reconstitution or dilution of the control solution is necessary.

CONTROEOLUTIONEST PRINCIPLE
5FNA2u Df dz02aS /2y iNRf {2fdziAazy Ozy(n)\
reactswith OKSYA Ol £ 4 2y (GKS 5 NA2u GSaid &aiaNRm]

When applying a drop of control solution to the test strip, following the same
procedure that is used for whole blood, the glucose in the control solution reacts
with chemicals in the test strip.

The result displayed aime meter should fall within the expected range printed on
the test stripcartridgelabel. Obtaining a single result within the expected

Range issufficient to verify system performance. A result outside the range printed
on theTest Stripcartridgelabelmay indicate the system is not performing correctly.

@ This control solution is not for use as a cleaning solution.

CHEMICAL COMPOSITION
5 NA2u Df dzO02aS /2y iNRft {2t dziA2lucasa 'y ||
as the reactive ingredient in thgoproximate concentration.
A Buffer 2.1%
Polyvinylpyrrolidone 5%
Polyviny alcohol 5%
SDS 0.1%
Preservative 0.1%

> > > >
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The following steps are required to perform a control solution test.
Removing the Glucose Met&om the Housing

Before performing a control solution test, it is necessary to remove the glucose
meter from the housing.

The glucose meter is stored in the housing when not in use.

2 KSy y2i Ay dzaSs & G 2hdlBingiiDK Bot ldageli SNJ Ay
your meter connected to your smart mobile device with the screen in

ON mode for more than two (2) minutes, as it can get warm and can

affect accuracy.

W To remove the meter from the housing:

1. Hold the housing so that the ridged orangangl is close to you and the emdth
the lancing device is facing away from you.

2. Slide your thumb back on the ridged orange pafake meter will pop up.
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3. Grasp the meter with two fingers and remove from the housing.

pul
w
[
>
O

Do notplugthe5 F NA2u YSGSNI Ayidz2 | yeé
@ compatiblesmart mobile device audio socket. The list of

compatible smarmobile devices is provideah

www.mydario.com/support/gettingstarted

Removing a Test Strip from the Cartridge
You should have atestdtd OF NI NA R3IS | £t NBF R& Ay aSNISI
this is not the case, please gopagel4.

i To remove a test strip from the cartridge:
L wSY2@S GKS /FNINARRIS /20SNI 2F QWIS 51 NA :
it comes off (use the removal indication lines).

2. Snap open the case by pushing up the edge.
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3. Remove a test strip from the cartridge.

4. Snap the case closed immediately and replace the cartridge cover by pushing it
into place until it clicks

It is recommended to use the test strip immediately after removing it
from the cartridge. It is recommendeatbt to use a test strip that has
been outside of the cartridge for more than three (3) minutes.

@ If the cover doesot close properly, the cartridge may not have been
inserted correctly.

@ A Do not touch the yellow testingtsiwhen handling the test strip
A Do not use a damaged test strip

Performing a ContrdbolutionTest
W To perform acontrol solution test:

1. Tapthe5 NA2un AO2y 2y @2dz2NJ aYI NI Y20AftS RS
application.

2. Tap the Menu icorﬁ on the top left corner and selectitdELP & INFECONTROL
SOLUTION TEST
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3. Insert your meter into the audio plug of your smart mobile device.

The Dari& meter direction ~ Toscreen notification
(logo facing up) changes

A Connecting... message appears, followed by INSERT A NEW STRIP.

@ Verify that the meter is inserted as far as it can go into the socket of
the smart mobile device.

4. Hold thetest strip with the gold contacts facing the meter.

5. Without bending the strip, insert it into the test strip port (marked in orange) of
0KS 5FNA2xn 3Ifdz02aS YSGSNI+Fa FIN & Ad

A

Verify the test

strip direction

as shown to
the left

You are instructed to place a dropoointrol solutioron the test strip.
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6. Shake the control solution container and apply a drop of control solution to a
piece of paper.

7. Hold the paper and move it so that the solution touches the tip of the yellow
window of the strip.

8. Important: Verify that enough control solution is applied to fill the window so
that it turns red. Danot put control solution on top of the test strip.

M A LA x4

2 KSy (GKS YSGSNJI RS(GSOGa dGKFG GKS &2t dzii Az
messageppeas. The orange rotating in the circle indicates that the test is in
progress.

Hey Mike 0

Measuring...

9. The test result appears on the screen after s)xsgondsRead your result

Thecontrol solutiortest result appears on thecreen and (int daved to
memory.

10. When thetest is done, remove the test strip.

11. Compare the results on the meter with the values displayed on the test strip
cartridge.

12. If the results are:
A Within the acceptable range, then your meter is ready for use.

A Outsideof the acceptable range, perform the test again. If the problem
recurs,contact customer support atww.mydario.com

13. Disconnect the meter from your smart mobile device.
14. Wipe the tip of the control solutiosontainer clean and tightly seal the container.

@ ¢KS 5FNAR2un Dfdz02aS8S /2yiNRf {2fdziArzy
cartridge labell NB Ay GSYRSR T2NJ 0KS 5FNA2n
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The glucose concentrations in these solutions, when measured by A
aeausSya 20KSNJ uKlIy 5FNA2xn Df dzO2aS a
Applying too much or too little control solution to the test strip may

cause outof-range results.

52 y20 dzaS @2dzNJ 5F NA2u Df dz02a$8 az2yA
your controlsolution result falls outside of the acceptable range.

(D
(D
®

15. Place the meter back into the housing:

a.Hold the meter at a angle with the part that connects to the smart
mobile device facing away from the ridged orange panel.

b.Push the meter into the housing at angle and then push downwards until the
meter clicks into place.
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CHAPTERATESTING YOUR BLOOD GLUCOSE LEVEL

¢KS 3fdz02aS YSGSNIAY S5FNA2u YSI adz2NBsa
Onceplacing a small drop of blood from your fingertip onto the test strip, the
result willbe displayed in six (6) seconds.

Carefully read and follow the instructions provided in this chapter and in the
package inserts for the test strips and contsolutions. It is very important tfollow
the instructions in order to prevent an incorrect result or improper treatment.

@ Do not put any fluid into the test strip port.

hyOS @&2dz a4 NIl &82dzNJ 5FNA2n LI F2ft2g6 0

BLOODBSLUCOSE TESTING PRECAUTIONS

é The meter, test strips, and control solutions are only for use outside
the body (in vitro). Do not eat the test strips. Do not swallow or inject
control solutions, or use control solutions for any purpose other than

testing you blood glucose.

& The meter and lancing device are for single patient use. Do not
share them with anyone including other family members! Do not use
on multiple patients

@ It is advised that you wash hands thoroughly with soap and water
before and afer handling the meter, lancing device, or test strips.

Incorrect test results can cause the wrong therapy recommendation to be made
and may lead to serious adverse health effects. Therefore, please follow these
instructions carefully.

Test StriPrecautions
A hyte dzaS 5 NA2u (GSaid adNARLEAD ! aAy3
produce inaccurate results.

A Inspect each test strip cartridge before opening it for the first time. If you see
any damage to the cartridge lid, or if anythipgevents the lid from closing
properly, do not use the test strips.

A Store unused test strips in their original cartridge. Do not remove test strips
from the test strip cartridge and put them into another container.
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A Close the cartridge tightly right aftgou remove a test strip. This helps keep
the test strips dry.

A .S adaNB G2 OKSOl GKS a! asS oe¢ RFEGS 2y
test strips after that date.

A Be sure to write down the date the strips were first opened. Check the date
when usimg the strips. If the date surpasses thteelf life after first openingdo
not use the strips from this cartridge.

A Use the test strip immediately after removing it from the cartridge.
A Use the test strips as indicated in this guide.

A Do not store your tesstripsin temperatures below 2°C (36°F) or above 32°C
(90°F) and below 10% or above 90% of relative humidity

A Do not refrigerate your test stripartridgewhile it is open Do not put them in
a freezer.

A Do not expose your test strips to direct sunlighpisture or humidity, which
can damage your test strips and lead to inaccurate results.

A Do not apply blood or control solution to the test strip before inserting it into
the glucose meter.

A Do not reuse test strips. Once control solution or blood is plared test strip,
discard the strip. If you need to retest, use a new test strip.

A Do not bend, cut, or alter the test strips.
A Do not get dirt, food, or other material on the test strip.

A ltis recommended to use the test strip immediately after removirigin the
cartridge. It is recommendedot to use a test strip that has been outside of
the cartridge for more than three (3) minutes.

A Do not touch the yellow testing site when handling the test strip.

S

Do not use a damaged test strip.

A Make sure that the gdl contact area of the test strip is clean from dirt, blood,
moisture and anything else. These items will affect the test result and can cause
an inaccurate blood glucose level result.

FACTORS THAT INTERFERE WITH BLOOD GLUCOSE TESTING

A Certain substances nanterfere with the blood glucose system and cause
falsely high results. For more information, refer to the test strip package
insert.If you are taking medication or dietary supplements, consult your
healthcare professional
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You should not use thsystem to test your blood glucose if you

are critically ill (examples include: severe hypotension or shock,
hyperglycemienyperosmolar state, hypoxia, diabetic ketoacidosis).

Certain health conditions, such as serious illness and dehydration,
can case falsely high test results in glucose meters. If you are very
sick orthink you are dehydrated, or are urinating frequently, call your
doctorimmediately.

@ Dirty or wet hands could affect your results. Alcohol can affect test
results.

INTERPRETING THESBLTS

If the displayed test result reflects the way you feel, continue as instructed by your
doctor.

If the test result does not reflect the way you feel, please check your

5 NA2un aeaidsSy o0& NHzyyRgf@mingaO2y idiNRBE
ﬁ Control Test on page?). Repeat the blood glucose test afterwalfd.

82dzNJ 0f 22R 3f dz02aS NBadzZ G adtAtt R2S.

have followed the instructions provided here, follow your healthcare

LINE A RSND&a AyailiNdzOGA2yao

Do not change your trément based on a single result that does not
match how you feel or if you believe that your test result could be

ﬁ incorrect. The blood glucose reading displayed on your smart mobile
RSOAOS o6& 5FNA2u . Da{ aKz2dzZ Roy2i 0S5
makedecisions about your health. Always consult a health care
professional to interpret and understand the measurement results.

MEASUREMENT RANGE

Your meter measures blood glucose results in the rand® afig/dL to 600 mg/
dL 0.5-33.3 mmol/L). Results thatre outside of this range should be reviewed
according to the procedure below. 5
A If your test result is lower thahO mg/dL Q.5Y Y 2 f KkQWEZ éA & RA a LJ |
instead of a result.

LOW may indicate that your blood glucose is very low (possibly severe
KelLl23teoOSYAlLod Cc2tt2¢ @2dz2NJ R200G2ND
repeat the test.
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A LT GKS NB&adzZ 6§ A& KAIKSNGHEKIAYE cRAM LY 3 &
instead of a result.

A If your blood glucose test results in a LOW or HIGH message, repeat the
bloodglucose test following all of the instructions providediif U S LJ C2 dzNJ
Testing 2dzNJ . f 22 R D8dz0O2aSe 2y LI 3IAS

A If your blood glucose test results in a LOW or HIGH message a second time,
follow the protocol established by your health care professionaomtact your
healthcare provider immediately.

A Please note that the exact blood glucose reading that constitutes a HIGH or
LOW reading depends on many factors, including individual differences, and
the time since your last meal.

FACTORS THAT MAY LEADACANRATE RESULTS

Certain medications, food supplements, medical treatments and health conditions

can interfere with the blood glucose system and cause inaccurate results.
LYO2NNBOG GSaidAy3a GSOKYAIldzS 2NJ AYLNELISN
tf SIFIR 2 AYLXlFdzaAiotS GSad NBadzZ §a 6KAOK R
Your hands may not have been washed thoroughly

Your glucose meter test strip port may be contaminated.

Your test strip has been bent.

¢KS (Said &0GNAL) dedaS Sobdldh NSRS # KSO1 G KS ¢
The length of time that has passed since first opening the test strip package

exceeds the allowed time.

> > > > >

>

Test strips were stored incorrectly.

>

Testing was done in a humid environment (for humidity specifications,
referto TechnicaBpecifications on pageth

A Your glucose meter has been dropped.

@ If your meter has been dropped and you are receiving error messages
or implausible results, contact customer support.
Do not rely on the blood glucose measurement alone in making health
care decisions.

STEP ONHNSERTING A NEW LANCET INTO THE LAYMKIE

Use a new sterile lancet in your lancing device every time you test your
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blood glucose to prevent infection.

W To insert a lancet:
L. wSY20S GKS [FyOSiG 5S@HoBiBg. / 20SNJ FNRY

@ The lancet cover is the orange cover.

2. Remove the used lancet by grasping it and pullisgratight out of its housing.

Dispose of used lancet in a safe manner so as not to cause accidental
injury.
[ ]

o

3. Remove a new lancet from tigackaging.

@ Do not use the lancet if the cap is missing or damaged. Please contact
customer support atvww.mydario.com

34


http://www.mydario.com/

4. Insert a sterile lancet and make sure that it is firmly in place.

A Itis recommencedo useLabStyldnnovatiom 6 o n D0 @

@ A If the lancet does not click into place or the lancet holder does not
hold the lancet properly, insert another sterile lancet.

A LT GKS LINRPofSY LISNmrAaGaz Al YIre& 0S8 y
housing. Contact Customer Supportvatw.mydario.com.

5. Carefully twist off the lancet cap as shown above. Make sure not to bend the
lancet needle.

6. If necessary, set the depth of the lancing device. For additional information, see
16.

7. Replace the lancing device cover by sliding it into place until it clicks. Be careful
not to touch or bend the lancet.

STEP TWEREMOVING THE GLUCOSE METER FRORUSEG

Before starting the testing procedure, you should remove the meter from the
housing.

The meter is stored in the housing when not in use.
W To remove the meter from the housing:

1. Hold the housing so that the ridged orange panel is close to you arehthe
with the lancing device is facing away from you.
2. Slide your thumb back on the ridged orange panel in the arrow direction.
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The meter will pop up.

3. Grasp the meter with two fingers and remove from the housing.

-F
/

DonotLJt dz3 (G KS 5 Mily2eviceYothar thadda A y 2
@ compatiblesmart mobile device audio socket. The list of

compatible smartnobile devices is provideah
www.mydario.com/supprt/getting-started.

@ ¢ L) GKS 5FNR2u AO2y 2y &2dzNJ &Yl NI
applicationbefore you connectth® | NRA 2 u. Y S (i S NJ

4. Insert your meter into the audio plug of your smart mobile device. Verify that the
meter is inserted as far as it can go into the socket of the smart mobile device.

TKS 51 NX2un YS i Sidlscreemotification
direction (logo facing up) changes

A Connecting... message appears, followed by INSERT A NEW STRIP.

36



STEP THREHEEMOVE A TEST STRIP FRORARERIDGE

. 2dz aK2dzZ R KIFI@S | (Sad adNALI OF NINRARAS |
this is not the case, please gopagel4.
1. Wash your hands with warm soapy water and dry thoroughly. If you use alcohol
wipes to cleanse fingers, make sure the area is completely dry before lancing
finger.
2 wSY20S (GKS /I NINARR3IS /20SNI 27
it comes off (use the removal indication lines)

z

0KS 51 N :

3. Openthe lid by pushing up thedge.
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4. Remove a test strip from the cartridge.

5. Close both the lid and cartridge cover

@ If the cover does not close properly, the cartridge may not have been
inserted correctly.

6. Hold the test strip with the gold contacts facing upward.

7. Withoutd SYRAY 3 (GKS AGNRALIE AyaSNI Ad Ayidz2 i
meter as far as it will go.

Hey Mike °

Verify the teststrip O
directionas shown to PLACE
the left \ A DROP OF BLOOD

Nt

You are instructed to place a drop of blood on the test strip.
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STEP FOURESTING YOUR BLOOD GLUCOSE

Testing Information and Guidelines

A The meter requires only a small drop of blood, about the size of a sugar
grain (0.3pL) at least, to perform the test. For best results, selpahature
site along the side of a fingertip.

A While applying blood to the test strip you should verify that enough blood is
applied to fill the window so that it turns completely red.

A Testing blood from sites other than the fingertip may give inaccuratelises

A Iftoo little blood is applied to the test strip, an alert informs you that your
sample size is too small and you should try again with a new strip.

A If atest strip error occurs, perform another test with a new test strip.

A Blood glucose results asutomatically saved to memory. The results remain on
the screen for 15 minutes.

A If an error message or symbol appears on the screen, refehtmter7 ¢
Troubleshooting on pagé for additional information.

A Dirty or wethands could affect your results. Alcohol can affect test results.

A 2KSy y2G Ay dzaSs ai2NB (GKS YSGSNI Ay (K
connected to your smart mobile device with the screen in ON mode for more
than three (3) minutes, as it can gevarm and can affect accuracy.

To prevent malfunction of the meter, keep the test strip port free
@ of blood, moisture, dirt, or dust.

Performing a Glucose Test

1. Set the lancing device for activation by sliding it with two fingers as far as it goes.
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2. Place thefingertip orangdancing dewge cover to the side of yoand press the

release button to prick your finger

W E

3. Apply a drop of blood to the tip of theelfow window of the test stripCapillary
action will pull the bloodnto the strip.

G

Important: Verify that enough blood is applied to fill the window so that it turns
red. Donot put blood on top of the test strip.

2 KSy GKS YSGSNI RSGSOGa dKFG o0f22R Kla 0S5
appears. The bordeaf the circle is gradually filled with orange, indicating that the
test isin progress.
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Remove your finger from the strip once the message appears.

Do not add blood to the test strip once you have removed your finger, as
you may receive an inaccuratesult.

. The test result appears on the screen after approximately six (6) seconds. Read
your result.

The glucose test result is automatically saved to memory. If for some reason you
do not see a result, go to your Logbook.

A If a phone call is receivetiiring a measurement, the test will be
stopped and will not be saved. A message test strip is used will appear
on the result screen.

. When the test is done, remove the test strip. Dispose of the test strip in
accordance with instructions provided by ydhealthcare professional for
bio-hazardous waste.

. Remove the lancet from the lancing device (sege 32l). Dispose of the used
lancet according to local guidelines.

2 KSy (KS (Said adNRALI A&d8 NBY2@OSR TNRBY (K¢
insertnew test §§ N&A LJ | LILIS | NA ®

., 2dz YIe O2yiAydzS (2 AyLdzi RFGF Ayid2 @2c
. Return the meter to the housing as described in the next section.
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STEPFIVEwn9 ¢, wbLbD ¢1 9 a9¢CHOUSING ¢ 9 51!\
We2 NBGINY GKS YSGSNI 2 GKS 5FNA2wn | 2dzaA

1
2.

Disconnecthe meter from your smart mobile device.

Hold the meter at aangle with the part that connects to the smart mobile device
facing away from the ridged orange panel.

Push the meter into the housing at an angle and then push downwards until the
meter clicksgnto place.
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Normal endogenous (within body) natural levels of uric acid, ascorbate (vianin
bilirubin, triglycerides, and hemoglobin do not interfere with your blood glucose

results. Elevated levels tifese compounds in your blood may, however, interfere
GAGK GKS | OOdzN» O8 2F @&2dz2NJ 6f22R 3t dz024aS
The system should not be used if blood levels of these compounds exceed the
limitations detailed in the table below.

Ascorbic acid > 4 mg/dL
Uric acid >5mg/ dL
Acetaminophen > 6 mg/dL
Total bilirubin >35mg/dL
Triglycerides >810mg/ dL

The drugs{dopa, dopamine, methydlopa, acetaminophen, and ibuprofen wilbt
Ay i SNFSNBE ¢ A bldod Pucosdirasuits whéndaked ¥t therapeutic
concentrations.

Patients undergoing oxygen therapy may yield false results.

5/ NA2un . Da{ ¢6la (SaGtdSR 2y cnn &l YLX Sa
5F NA2un G(GSail anvérddoinpared t@ YGhatalyres Bhdzhlezbelow
compares the performance of the two methods. Acceptance criteria in 1ISO15197:2013
are Ninetyfive percent(95%) of the measured glucose values shall fall wéhirer
+0.83 mmol/L of the average measurealues of the reference measurement
procedure at glucose concentrations < 5.5 mmol/L or within £15% at glucose
O2y OSYUNI GA2YyE % pPdPp YY2fkK[ D

I OOdzN} OdY 5FNA2u . Da{

dza

for glucose concentrations <5.5 mmol/L F2NJ 3t dz02aS 02y OSyi

Within + 0.28 | Within £ 0.56 | Within + Within + 5 %| Within + 10 % | Within £ 15
mmol/L mmol/L 0.83 mmol/L %

175/ 216 213/ 216 216/ 216 330/ 384 372/ 384 382/ 384
(81.0%) (98.6%) (100.0%) (85.9%) (96.9%) (99.5%)
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Glucose

Concentration 1.67-2.78 5.338 15.5523.33
range

Average, mmol/L} 2.69 5.77 16.42
Standard

Deviation, 0.129 0.17 04
mmol/L

Coefficient of

Variation, % 4.8 . 24
Max 3.16 6.33 17.78
Min 2.33 5.39 15.55
Max-Min 0.83 0.94 2.22
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CHAPTER@GLUCOSE METER BATTERY

(Applicablefor P/N 102103 and abové

BATTERY STATUS

hyté ¢KSYy GKS aol GGSNE A& t2¢ésx A 20
app (in the upper left side of the screen) ﬁ

A "battery level is lowpopup will appear each time the glucose meter is
placed in the smart mobile device which will require closure to proceed.

Your battery level is low CLOSE

Please replace your battery ﬁ

Jump to user manual

Replace the battery to ensure successful and accurate measurements. While
"Battery is low" the system will allow you to do few reaneasurement until
completely drained.

app (in the upper left side of the screen)
When the battery is empty a measurement cannot take place and an err
message will appear oé main application circle

A - ©

Upon battery drainage, "battery drained" indicator will appear within the |

®

Your battery level is low

Please replace your
battery.

45



REPLACING THE BATTERY

Your meter comes with one 3V CR1220 lithium battery installed. The battery

lasts up to one year depending on the usage. Follow the instructions below to
replace the battery.

1. Turn the meter over witlthe Dario logo facing down

2. Lift off the back cover by pulling firmly from the notch by the battery
cover, on the side of the glucose meter

3. Remove the battery by taking it out from the battery tray
4. LyaSNI GKS yS¢g ol (0 Gpnaid sap ifiiio pladeS a b €

5. Press the back panel back in place until you hear a locking "click”

USED BATTERY DISPOSAL
Electrical products should not be disposed of with household waste.

Please recycle where facilities exist. Check with your local authority or
retailer for recycling advice.
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