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Before use

¢ This product only makes use of personal information which the user has agreed
to allow to be collected.

¢ Contact the manufacturer or visit the website for details of this product.

O References

¢ All standards and regulations mentioned are in effect as of the date this
manual was issued.

¢ Some features described in this manual may not be available in some
countries.
Please consult the local representative for region-specific information.

¢ The screenshots and illustrations in this manual are provided for explanatory
purposes. They may differ from the actual appearance.

Document conventions

Notational conventions

This manual uses the following notational conventions to aid in understanding its
content.

01 Understanding the CareSens Air Receiver

Intended Use

The CareSens Air Continuous Glucose Monitoring (CGM) System is indicated for
continuous monitoring of blood glucose levels via measurement of glucose in the
interstitial fluid in patients with diabetes mellitus aged 18 years and older. CareSens Air
CGM System enables blood glucose monitoring through either a smartphone app or a
CareSens Air Receiver. The CareSens Air Receiver receives blood glucose readings
from the sensor and displays them on the screen. CareSens Air Receiver helps to
detect trends such as hyperglycemia and hypoglycemia by providing continuous blood
glucose information, to manage changes in blood glucose levels through trend
detection and pattern tracking, and to assist in diagnosis and treatment when
consulting with medical staff. CareSens Air Receiver results should not be used to
diagnose diabetes nor provide any medical decisions. CareSens Air Receiver is
intended for use by patients at home and in healthcare facilities.

Significance of use

The CareSens Air Receiver can be used in the following cases when the user app

cannot be used or to respond to a certain use scenario.

¢ When using a smart device that does not support the user app.

¢ When using in special cases, such as temporary use within a hospital or medical
facility.

¢ When using in an environment where smart device use is difficult, such as during a
national examination.

Product components
CareSens Air Receiver

Button configuration
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Supplementary descriptions and explanations
You can refer to these for information about exceptions and limitations.

O References
This marks helpful information for product use or safety information.

Precautions

This manual uses the following types of safety messages to alert the user of
situations in which they need to take precautions when using the product:

A Warning
This marks a potential danger that could result in serious injury or death if not
avoided.

/N Caution
This marks a potential danger that could result in minor injury or property damage
if not avoided.

'3

Definitions of symbols

The following table lists graphical symbols for electrical equipment in medical
practice set by the IEC (International Electrotechnical Commission). These symbols
not only provide additional information on the product and product use, but also on
safety.

Symbol Description

Medical device

Caution

Please refer to the user manual

Type BF Applied Part

Guide for the disposal of electrical or electronic devices

Temperature limitation

Humidity limitation

Dustproof, waterproof grades

Manufacturer information

Batch/Lot number

Date of manufacture

BEIE MRS EIEI= =S

Notational L
conventions Description
Boldface Boldface is used to display elements of the graphic user
interface, including menus and directories.
) . .. Button Description
o Single quotation marks are used to indicate pages, portals,
and screens from the graphical user interface. O Select, To next input value, Cancel power saving mode, Power On
'Cross- . 'C.ross references' are used to refer to different sections of To previous input value (to previous menu), Start power saving
references' this document. mode
Visual aids Visual aids in the form of graphics, illustrations, or screen A Move menu (up), Change time displayed on graph, Cancel power
captures are used to help the reader understand the text. saving mode
Tabl Tables are used to present large amounts of data in an easy- \ Move menu (down), Change time displayed on graph, Cancel power
avles to-read format. saving mode

['6|

02 Using the CareSens Air Receiver

Turn on CareSens Air Recevier
Press the power button to turn on the CareSens Air Receiver.

CareSens’Air

isens

Agree to Terms
Check the terms of the CareSense Air Receiver click Agree.

9:41 AM
Agree to terms

) =

Please select the "Agree"
button below if you have read
and agree to the CareSens Air
Terms of Use and the Privacy
Policy at
(http://caresensair.com)

Initial device settings
Date settings

Selecting YYYY/MM/DD  Selecting MM/DD/YYYY  Selecting DD/MM/YYYY

9:41 AM
Date

9:41 AM 9:41 AM
Date Date
Format Format
o YYYY/MM/DD MM/DD/YYYY

Format
DD/MM/YYYY

Date Date

9 2023 |/ 05 05 |/ 04

/| 2023

04 |/ 05

/| 2023

Description

(1) Selecting date style

(2] Date settings

Time settings
Selecting 12H Selecting 24H

9:41 AM 9:41 AM
Time Time

Format Format
24H

Description

(1) Selecting the Format

(2] Time settings

Unit settings

9:41 AM
Unit
mg/dL

mmol/L

Index Description

(1) Unit setting options

Connect to sensor

Pop-up when connection is
canceled

Connection complete

9:41 AM ) =
Connecting the Sensor

v

Connecting the Sensor

The connection has been

Would you like to cancel
completed.

the sensor connection?

VesO

Next O

Initial calibration

9:41 AM
Calibration

9:41 AM
Calibration

First

104 mg/dL

105 mg/dL.

There is a value measred
with a blood glucose meter

[[3) within 5 minutes..
Do you want to use it as a
calibration value?

Take two glucose readings
using a glucose meter and
input the results within 5
minutes.

< Cancel A v

Next O < Cancel OKO

Index Description

Index Description

1) Guide image

Guide message

Connecting status

Remaining time

Help key guide

0 0’

Connection complete

When the connection is canceled
¢ First connection: Move to "First alert settings"
-> Set an alert and move to the no sensor connection status
7) ¢ Existing usage (2 types) : Move to Home (no sensor connection
status)
1. If started at Home
2. If started at Menu
-> Move to Home

Product description

CareSens Air continuously
monitors glucose
concentration in interstitial
fluid and provides
information on glucose trends
and how quickly glucose
levels are changing.

< Back

Safety information

9:41 AM ) =
Safety Information 13 9
1. This product is not intended

to substitute for professional
medical advice, or diabetes
diagnosis.

9:41 AM () =
Sensor Information

Enter the 6-digit PIN code on
the package label.

o 2. Users should not make
treatment decisions based on

the information provided by
this product. Always seek the
advice of healthcare
professional for treatment
decisions.

< Back v ANV
Index Description
(1) Content for Safety information
(2] Page

Enter sensor information
Guide

9:41AM ) &=
Sensor Information

Enter information

9:41AM o &=
Sensor Information

9:41AM () @
Sensor Information

Enter the 6-digit PIN code on
the package label.

-~ O

Enter the 6-digit PIN code on
the package label.

0
v

Check the 6-digit PIN code on
the package label.

< Back

Next O

<Back A v NextO

Input complete

9:41AM o &
Sensor Information

Enter the 6-digit PIN code on
the package label.

OREEES Next O(5]
Index Description
(1) Guide image
(2] Guide message
(3] Input window
o Back o
¢ When selected - Move to Information input stage
[5) OK )
¢ When selected - Move to How to use guide

How to use guide

9:41 AM o @
Attaching the Sensor 2/2

Wipe the area(rear of your upper Press the Release button

Enter first calibration value
0 ¢ Present number 100 mg/dL
e Set so it appears as a blank space before input, and the number
starts from 100 when number is selected

(2] Enter second calibration value

(3] Check input value

(4] Confirmation message after input is complete

Index Description
(8] Back key guide
(9] Up/down key guide
(10] O key guide
Sensor start/end
Menu shown when sensor ~ Menu shown while sensor in

[1) () startNew Sensor

o

not connected

&L Calibration

2 Events

0

Statistics

@ Information

< Back A v

Discon

nection confirmation
pop-up

Disconnect Sensor

Do you wish to

disconnect the sensor?

use

@ () Disconnect Sensor
L calibration
2 Events

) statistics

@ Information

< Back A v

9:41 AM (@) @
Disconnect Sensor

If you disconnect the sensor,
you will not receive alerts,

alarms, or sensor glucose
readings.

©)

arm) where the sensor will be
Jttached to the skin with an

completely. Place the applicator

(navy blue button) of the
applicator to attach the
sensor and check if the

horizontally. sensor is properly attached.
< Back v < Back A Next O
Description

(1) Guide image

(2] Guide message

(3] Page

Connect to sensor BT

Guide Connecting Help

9:41 AM ) @
Connecting the Sensor

9:41 AM ) @
Connecting the Sensor

If the communication with the

sensor is not secure, take the

following steps, then try again.
- Keep the sensor and
receiver close together.

Connecting

®14:59
Help O(5)

Attach the sensor to the rear
of your upper arm and press - Press the power button of

the sensor again.
- Check the PIN-code again.

licks. It may take up to 15
minutes.

< Back Next O

< Cancel

Description
0 New sensor connection menu
¢ When selected - Move to PO-04-03 sensor information input screen
Re-enter the sensor information 03 Explorln menu Index Description
If there is a PIN code error - PIN code re-input screen o Disconnect sensor in use menu
9:41 AM ) 9:41 AM o= 9:41 AM o ® . ¢ When selected - Move to Disconnect sensor screen
Sensor Connection Failed Sensor Connection Failed Sensor Connection Failed UnderStandlng the Home screen . . .
(3] Sensor disconnection guide message
Please check and enter the 6- Please check and enter the 6- Please check and enter the 6- e
digit PIN code from the digit PIN code from the digit PIN code from the Sensor not connected Sensor stabilizing Sensor connected -
package label. package label. package label. 0 0 key gu|de
¢ When selected - Show Disconnection confirmation pop-up
34 3|4
(53 O key guide
¢ When selected - Run Sensor disconnected
Press A
N Your sensor is now N .
edO 0 StartNew Sensor warming up. Ca|lbl’atlon
X X Please wait until the
If there is another error - Check the error code and go to the error trouble shooting screen warmup is complete. — 9:41 AM 9:41 AM
T
9:41AM o) @ 9:41AM © @ 9:41AM © @ Avg. 100 =i 14D 23H @ Calibration Calibration
Sensor Connection Failed Sensor Connection Failed Sensor Connection Failed Menu Of 9 Menu O 11)C Last 3H Menu .@ Value Value
Connection Failed Connection Failed Connection Failed QL $ mg/dL 0:ma/oL
Error Code - XXXXXXX Error Code - XXXXXXX Error Code - XXXXXXX 1 : Is the entered calibration
The PIN code you have The sensor is being used by The sensor connection is - _ :zi‘fg‘:‘;ﬁ‘c‘fs?z‘;::’g‘f: value corre@
entered is incorrect. another user. unstable. Please place the input the results within 5
Please re-enter the PIN code. Please connect to a new receiver closer to the sensor minutes.
sensor. and try again. Index Description
# If th , Pl #If the , pl # If th , pl . .
:grn:“acie.}i‘h'ii‘;eéi‘é‘iUZ(?::, gzrnv"éi'h’iT’Séi'é';';ia:; :;,rn:'éi'h’;’i,"SE’Z'Z';L"ZE:Z, (1) New sensor connection guide < cancel A v NextO(3) < Cancel
) O key guide .
¢ When selected - Move to Menu screen Index Description
Index Description I . .
P (3] Time remaining until stabilization 0 Calibration value input field
@ | Analert guide message for failed sensor connection — * Default - Current CGMS value
(4] Stabilization guide message — - -
) Information input window (2] Calibration value input guide message
e Show the previously entered PIN number. (5) CGM value O key guide
. : (3] N
(3] Cancel - Move to Home (no sensor connection) (6] Changes in trend arrows ¢ When selected - Move to Input confirmation screen
(4) OK - Attempt connection (7] Unit (4] Check calibration value screen
OK o CGM chart o) O key guide o
(5] ¢ Reused, wrong PIN number -> PIN code input screen ¢ Specifications - See next page * When selected - Calibration value saved
Communication problem -> Connection attempt screen : ; :
P d Average blood glucose value during the chart period displayed on the
© screen
(10] Time remaining until expiration of sensor
Alert settings Index Description Event
: Up/down key guide 9:41 AM
Blood glucose alert settings @ ¢ Chart scale adjustment when selected Events
. [
9:41 AM ‘ 9:41 AM ‘ ) @ 0 key guide o Glucose
TR e Alert Setinggy  mo/dL o When selected - Move to Menu screen (2] ¢ retone
Very Low Very Low
55 mg/dL Below [3) iz T
Low
70 mg/dL Below Chart [4] 11 meal
200 mg/dL Above 6 Oral Medication
@ Exercise
(7] 2 Lo
(8)
Index Description e
P Index Description
Very low alert settings
(1] ry g 0 Enter blood glucose event
(2] Low alert settings * When selected - Move to Blood glucose event input screen
I ) Enter ketone event
High alert settings inti .
® 9 9 Index Description 12 o When selected - Move to Ketone event input screen
(4] Unit (1) Chart X-axis - Time unit (marking policy undecided) ® Enter insulin event
: o ¢ When selected - Move to Insulin event input screen
(5] Check the settings (2} Range within the goal P
- o Enter meal event
(3] Low blood glucose record points - Red o When selected - Move to Meal event input screen
(4] Normal blood glucose record points - White 5} Enter oral medication event
- - ¢ When selected - Move to Oral medication event input screen
(5] High blood glucose record points - Yellow -
6 Enter exercise event
(6] Current status ¢ When selected - Move to Exercise event input screen
Current blood glucose value 17) Event log
¢ Dark blue points ¢ When selected - Move to Event log screen
¢ Normal blood glucose - White outline B
0 9 . (8] Back key guide
¢ Low blood glucose - Red outline
¢ High blood glucose - Yellow outline o Up/down key guide
8] High blood glucose alert standard line, standard value f10) O key guide
9] Low blood glucose alert standard line, standard value
Rapidly change alert settings Menu Enter blood glucose
. - (@) @ 9:41 AM 9:41 AM 9:41 AM
Alert Settings mg/dL/mm Glucose Glucose Glucose @
Rapidly Changil Date Date / Time
=it 1) 023 (05 /04 2023/ 05/ 04 9:41 AM
3 $| Above : hd Glucose
:l melsans that bloo: g\ucoseb o T(')": o " 103 mg/dL
levels increase or decrease ’
at least 3 mg/dL per minute o‘i @ Would you like to save?
up to 90 mg/dL within 30 (2] Events
minutes.
@ Statistics
e Information
Index Description 5] i Settings A pop-up d";”:ﬁg :gﬁgigput
(1) Rapidly change alert settings (6] Shutdown
) Rapidly change description (7]
e Details vary depending on 2 mg/dL/min or 3 mg/dL/min selection. Ind Descrint
ndex escription
Unit
® Sensor start or end menu —
. ¢ If the sensor is not in use, show start sensor P ——
Alert type settings (1) o When selected - Move to Sensor connection screen valid. Data that is more
. than 30 days old cannot
¢ |f the sensor is in use, show end sensor be stored.
Alert Settings ¢ When selected - Move to Sensor disconnection screen (or pop-up)
Alert Type o Calibration menu Ind Descrioti
Sound + Vibration ¢ When selected - Move to Calibration value input screen AL ST
I @ | Eventmenu O | Eventinput page
L lert. L] - -
Low ot et settng When selected - Show Event drop-down menu o Enter date
[Menu > Settings > Alert > Statistics menu
Very Low] .
° o When selected - Show Statistics drop-down menu (3) Enter time
< Back ANV Next O
5} Information menu (4] Enter blood glucose value
inti ¢ When selected - Show Information drop-down menu N -
Index Description P (5] Check entered information
Alert type settings Settings menu — ..
0 yp 9 6 o When selected - Show Settings drop-down menu (6] Confirmation message after input is complete
) Shutdown menu
‘E ¢ When selected - Show Shutdown confirmation pop-up @ @

Enter ketone

2/2

| mmol/L

@ Would you like to save?

9:41 AM
Ketone

Date / Time
2023/ 05/ 04 9:41 AM
Ketone

0.2 mmol/L

Enter exercise

9:41 AM
Exercise

9 Date

2023 ¢

Time
09

9:41 AM
Exercise

9:41 AM
Exercise

Date / Time

2023/ 05/ 04 9:41 AM

Time
Intensity 30 min.

Low Intensity

Low
[7) Would you like to save?

{Back A Vv NextO
Index Description Index Description
(1) Event input page (1) Event input page
2] Enter date (2] Enter date
(3] Enter time (3] Enter time
o Enter ketone value (4] Enter exercise time
¢ Present value 0.0
(5) Enter exercise intensity
(5] Check entered information
— - - (6] Check entered information
(6] Confirmation message after input is complete
(7] Confirmation message after input is complete
Enter insulin Log book

9:41 AM
Insulin

Date
20238/ 05 |/ 04

9:41 AM
Insulin
Type
Mixtype

9:41 AM
Insulin

Date / Time.

2023/ 05/ 04 9:41 AM

Edit screen (Same layout as

() @

Event selection screen

9:41 AM
Glucose

input screen)

9:41 AM
Edit Glucose 12

9:41 AM

Oral Medication

Date
2023 &/ 05

09 : 05

11(1]

9:41 AM

Oral Medication

Date / Time

2023/ 05/ 04 9:41 AM
Wou\d you like to save?

36

9:41 AM ) =
7 Days Statistics 2/2

@ VveryHigh 9%
@ High 20%
§ Target  55%

[ Low 9%

0 verylow 7%

Type _ 2oagioere Date / Time Date
Tg“ge 05 "‘05:;‘" Insut L o e 20z3j0810 2023/[05//C19: A 2;23 $l//0s |/loa
in [2) 05 ol aorna e :
20U eutn viyps 202310070 103 mg/dL Time
[7)woud you ke to save? (3)3u 041 A 09 :los
B 202300
Meal / Protein 2023/06/19 Delete
1009 ot A
Index Description < Back v EnterO < Back ¢{Back A Vv NextO
(1) Event input page Delete screen
(2] Enter date iﬂﬁﬁe
- Date/ Time
(3] Enter time 2023/ 05/ 04 9:41 AM
(4] Select insulin type s 103 mg/dL
Enter insulin administration amount [
(5] ¢ Present value 0.0
¢ Previous value entered shown
(6] Check entered information
(7] Confirmation message after input is complete Index Description
(1) Date classification table
(2] Event log (Optional)
) Event log
¢ Event type, value, time entered
(4] Information entered
(5) Edit option
(6] Delete option
(2] Delete confirmation message
Enter meal Statistics
9:41 AM 9:41 AM 9:41 AM
Meal Meal Statistics
i Date / Time. @ (3 7Days
20233/ 05 /04 2023/ 05/ 04 9:41 AM
Carbs. @ 14 Days
Time 200g
09 05 AM Protein 30 Days
1009 90 Days
[7) wouid youike to save? !
< Back A Vv EnterO 0
Index Description
- Index Description
(1) Event input page
0 Statistics of last 7 days
(2] Enter date ¢ When selected - Move to Statistics of last 7 days screen
(3] Enter time ) Statistics of last 14 days
¢ When selected - Move to Statistics of last 14 days screen
o Enter amount of carbs consumed —
e Unitsg ) Statistics of last 30 days
¢ When selected - Move to Statistics of last 30 days screen
5} Enter amount of protein consumed —
o Unit5g o Statistics of last 90 days
¢ When selected - Move to Statistics of last 90 days screen
(6] Check entered information -
(5] Back key guide
(7] Confirmation message after input is complete -
(6] Up/down key guide
(7] O key guide
Enter oral medication 7 Days Statistics

Very High: Above 250 mg/dL
High: 181~250 mg/dL
Target: 70~180 mg/dL

Low: 54~69 mg/dL
Very Low: Below 54 mg/dL
Reference: International Diabetes
Federation (IDF)

< Back A Help O

Index Description Index Description

(1) Event input page (1) Statistics period on page title

(2] Enter date (2} Page

(3] Enter time (3] Average blood glucose during selected period

(4] Check entered information (4] SD during selected period

(5] Confirmation message after input is complete (5} CV during selected period

(6] TIR




®

14 Days Statistics Receiver
() - 9:41 AM @) - 9:41 AM
1/2 9 14 Days Statistics 2/2 Receiver
103 mg/dL 0 very High 9% CareSens Air Receiver
@ High 20% @ Model Name
36 CGM-R-001
@ Terget  55% O
50% e o% 123456
Demisy 5 e Software Ver 1o
< Back A Help O
Index Description Index Description
(1) Statistics period on page title (1) Model Name
(2] Page (2] Model information
(3] Average blood glucose during selected period (3] Serial
(4) SD during selected period (4) Software Ver
(5] CV during selected period
(6] TIR
30 Days Statistics Connected sensor

) @

112(2]
103 mg/dL

36

9:41 AM ) =
30 Days Statistics 2/2

0 VeryHigh 9%
@ High 20%

@ Target  55%

(0 Low 9%

[ veryLow 7%

< Back A Help O
Index Description
(1) Statistics period on page title
(2] Page
(3] Average blood glucose during selected period
(4] SD during selected period
(5] CV during selected period
(6] TIR
90 Days Statistics

o @ 9:41 AM o @®
1/2(2} 90 Days Statistics 2/

103 mg/dL @ veryHigh 9%

@ High  20%
36

§ Terget  55%

9%

7%

9:41 AM () =
Connected Sensor

Serial

C1400J000009
Insertion Time.

(2) 2023/ 05/04 09:41AM

Remaining

14D 23H

Index Description
(1) Sensor serial number information
(2) Sensor starting date and time
) Remainingltime on sensor
¢ If there is no connected sensor: - shown
About CareSens Air

CareSens Air continuously
monitors glucose
concentration in interstitial
fluid and provides
information on glucose trends
and how quickly glucose
levels are changing.

< Back

Safety information

9:41 AM @) @
Safety Information 1/3 @

1. This product is not intended
to substitute for professional
medical advice, or diabetes
di

2. Users sh@nol make

treatment decisions based on
the information provided by
this product. Always seek the
advice of healthcare
professional for treatment
decisions.

9:41AM () =
Safety Information 2/3

3.Remove the sensor before
undergoing MR, CT scans,
high-frequency heat therapy,
thermal therapy, or intensive
ultrasound therapy.

4. This product should not be
used by those who are
pregnant or nursing, or under
the age of 18.

Connecting the sensor LANGUAGE Alert
9:41 AM @) = 9:41 AM 9:41 AM
Connecting the sensor 1/2 o Connecting the sensor2/2 Language Alert
B=0f Very Low
English
the sensor to the rear
f d
D e
the package label and enter it clicks. It may take up to 15
on the screen. minutes. System
< Back v < Back A save O e
Mute
Index Description Index Description Reset Alert
. . < Back Enter O
(1) Page (1) Language settings item ONZIESEETE O
(2] Content for how to Connecting the sensor ) O key guide ) Index Description
¢ \When selected - Change Receiver language to selected language
. . . Very low alert settings
Disconnecting/Removing (1) ¢4 _g -
Date/Time ¢ When selected - Move to Very low alert settings screen
B [ .
?}i?ci’r\:nectmg / Rem;'\)/)iz 9:41 AM 9 Low alert settlngs :
. ) ¢ When selected - Move to Low alert settings screen
The sensor is automatically Date / Time
disconnected after 15 days of . N
L g oo © | e . :
g,smn,,ec; iy 2] © Time ¢ When selected - Move to High alert settings screen
nce the disconnection is
leted, slowly d h the i 1
e @ | Rapidychange alert settings ,
from its edggaqremove it ¢ When selected - Move to Rapidly change alert settings screen
(53 System alert settings
¢ When selected - Move to System alert settings screen
[3) < Back ~ v EnterO (5]
Index Description [2) Mute
- - - 6 ¢ When selected - Move to Mute screen
(1) Content for how to Disconnecting/Removing Index Description -
(73 Reset alert settings
1) Date settings ¢ When selected - Move to Reset alert settings screen
¢ When selected - Move to Date settings screen o
Back key guide
Time settings
12 ¢ \When selected - Move to Time settings screen (9] Up/down key guide
(3] Back key guide Y5
a V45
Calibration Index Description Index Description
9:41 AM () @B : .
wn ki i
Calibration 0 Up/do ey guide @ O key guide
Following the sensor warmup, (5] O key guide .
Very low alert settings
572%%:ghs'au“;r?j:%gﬁ‘?jmmg Date settings 9:41 AM 9:41 AM
should measure blood glucose Very L Vi L
b e When selecting YYYY/MM/DD When selecting MM/DD/YYYY o /e
meter and enter the calibration Notify Me When Below Notify Me When Below
value within 5 tes through 5 N
[Monu>. C"‘(D] 9:41AM 9:41 AM
Date Date 54 O mg/dL
< Back Format Format Alert Type
MM/DD/YYYY sound
Index Description .
(1] Content for how to Calibration OB /[Cal 2022
Data upload Index Description
9:41 AM .
Data Upload (1) Very low alert standard value settings
You can visit Sens365 Alert type settings
website, log in and upload all 9:41AM 9:41 AM ! ) . . )
the data stored on your bate Date (2) ¢ Options - Sound/Vibration/Sound + Vibration/Mute/Off
receiver to our cloud server.
e e ¢ Default - Sound
@ DD/MM/YYYY YYYY/MM/DD O key guide
Date Date (3] ¢ Show as Save on last item settings
04 /|05 /2023 2023 /05 |/[048 ¢ When selected - Save selected alert value, alert type
Index Description QB A
(1) Content for how to Data upload —
Index Description
(1) Selecting date style
2] Date settings
O key guide
(3] e Show as Save on last item settings
¢ When selected - Save as selected date

What to do in the case of a signal loss

9:41 AM @) @
Signal Loss

If a communication error
oceurs , follow these steps :

+ Keep the sensor and the
receiver close to each other.

« Turn off the receiver and
then turn it back on.

« Press the 13 t button on
the back @ receiver.

Time settings

9:41 AM
Time
Format
[1) 12H (am/Pm)

9:41 AM
Time

9:41 AM
Time

Format
24H

Format

Time
09

12H (AM/PM)

:| 05

Low alert settings

9:41 AM

Low

Notify Me When Below
70 $ mo/dL

Alert Type

Sound + Vibration

9:41 AM
Low

Notify Me When Below

70 mg/dL

Alert Type

Sound + Vibration &

System

9:41 AM
System

2 calibration

X Signal Loss
=| Expiration
@ Sensor Battery

O Receiver Battery

/A Sensor Error

<Back A v EnterO @

QOO0

Index

Description

Calibration alert settings
When selected - Move to Calibration alert settings screen

Signal loss alert settings
¢ When selected - Move to Signal loss alert settings screen

Expiration alert settings
¢ When selected - Move to Expiration alert settings screen

Sensor battery alert settings
¢ When selected - Move to Sensor battery alert settings screen

Receiver battery alert settings
¢ When selected - Move to Receiver battery alert settings screen

Sensor error alert settings
¢ When selected - Move to Sensor error alert settings screen

Back key guide

Up/down key guide

OISO ® 6 | 6 o | o

O key guide

Calibration alert settings

9:41 AM
Calibration

Alert Type ®

Sound

An alert occurs when a
sensor value calibration is
required. In case of Snooze, it
will sound again after 10 mins.

@

Sensor error alert settings

9:41 AM
Sensor Error

Alert Type @

Sound <

An alert occurs when an error
oceurs in the sensor.

@

Save @

Index Description

Sensor error alert type settings
(1) ¢ QOptions - Sound/Vibration/Sound + Vibration/Mute
¢ Default - Sound

(2] Sensor error alert information

(5} O key guide
¢ When selected - Save selected alert type

Mute settings

9:41 AM () @
Silent mode
All notifications are silenced.

Do you want to use silent
mode?

Alert to exclude:
Very low, Signal loss, Sensor
error, Warming up, Replace

sensor ®

< Cancel

oK O(2}

Description

Index

(1) Mute settings information

o O key guide

Reset alert settings

9:41 AM () @
Reset Alert

Switch all alerts to sound. Do
you wish to continue?

®

¢ When selected - Run Mute settings ﬂ

Receiver low battery - End

O

The receiver shutdown
because the battery is low.

Boot loader

Software update screen

Error screen in the case

of cable separation during

update

Error screen in the case of
failed booting due to main
application error

CareSens’Air

- Software Update -
Do not remove the cable
until the update is complete,

CareSens’Air

- Software Update Error -
Proceed with the software
updating process again.

CareSens’Air

- System Error -
Software update is required.
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Radio regulation compliance (FCCID: OELCGM-R-001)
This device complies with part 15 of the FCC Rules. Operation is subject to the

following two conditions:

(1) This device may not cause harmful interference, and (2) this device must accept
any interference received, including interference that may cause undesired

operation.

L Note

This equipment has been tested and found to comply with the limits for a Class B
digital device, pursuant to part 15 of the FCC Rules. These limits are designed to
provide reasonable protection against harmful interference in a residential
installation. This equipment generates, uses and can radiate radio frequency
energy and, if not installed and used in accordance with the instructions, may
cause harmful interference to radio communications. However, there is no
guarantee that interference will not occur in a particular installation. If this

(Back A~ v XzO(3] < Cancel 0K O(2]
Index Description Index Description
Calibration alert type settings (1) Reset alert settings information
(1] ¢ Options - Sound/Vibration/Sound + Vibration/Mute O key guide
Default -
* Default - Sound 12 ¢ When selected - Run Reset alert settings
(2] Calibration alert information
0 key guide Chart Y-axis settings
3 e When selected - Save selected alert type AT
Chart Y-axis
Signal loss alert settings Auto
9:41 AM 500 mg/dL
Signal Loss
Alert Type @
Sound
An a\er(_occurs when
e save O(2)
@ Index Description

(1) Chart Y-axis settings options

Save O @
Index Description
Signal loss alert type settings
(1] ¢ Options - Sound/Vibration/Sound + Vibration/Mute
o Default - Sound
(2] Signal loss alert information
Index Description
o O key guide
¢ When selected - Save selected alert type

Expiration alert settings

9:41 AM
Expiration

Alert Type
@ a

Sound ¢
< Back v <Back A Next O KBack NBc AR A :ml sdare 3
n alert oceurs 5 days,
- P s days, 1day, and 1 hour prior
Index Description Index Description Index Description Description Description Bl
(1) Statistics period on page title (1) Page (1) Content for how to manage the Signal loss (1) Selecting the Format (1) Low alert standard value settings
. . . (2] Time settings Alert type settings save O(3]
(2] Page a Content for Safety information Legal notice 0 kev ouid (2) e Options - Sound/Vibration/Sound + Vibration/Mute/Off
; : ; ey guiae e Default - Sound Index Description
(3] Average blood glucose during selected period How to use SE:; :f:ouce o 3) + Show as Save on last item settings _ : P!
(4] SD during selected period S e When selected - Save as selected time O key guide Expiration alert type settings o
9 P 9:41AM - ) (3] ¢ Show as Save on last item settings (1] ¢ Options - Sound/Vibration/Sound + Vibration/Mute
e CV during selected period Howto use Screen ¢ When selected - Save selected alert value, alert type ¢ Default - Sound
O ® (2] Expiration alert information
. . xpirati i i
6 TR [2] connecting the sensor 9:41AM High alert settings P
Displa\ i
[3] pisconnecting / Removing - 9:41AM EIAN) (S ? k\mgmdel ted - S lected alert t
= High High en selected - Save selected alert type
0 o Notify Me When Above Notify Me When Above .
I5Y oata Upioad — po Sensor battery alert settings
Index Description iy mo/d It
Signal L 9:41 AM
@ ignal oss/\ — @ o Page Ale.rl Tyy.;e Alert Tyrfe Sensor Battery
@ Vibration Vibration Alert Type
(2] Content for Legal notice save O(2] Sound @
Index el - Descrintion <ok NoO Coaci
0 Attaching the sensor P o
¢ When selected - Move to Attaching the sensor guide screen (1) Screen brightness level Index Description @
) Cowﬁcting Ithe sc(iens'\(/l)r G . ’ ) O key guide (1) High alert standard value settings A o
. en selected - Move to Connecting the sensor guide screen - i
9 g ¢ When selected - Save as selected screen brightness Alert type settings
) Disconnecting/Removing (2] ¢ Options - Sound/Vibration/Sound + Vibration/Mute/Off
¢ When selected - Move to Disconnecting/Removing guide screen @ ‘E m ¢ Default - Sound @
Information Index Description Configuration Sound Index Description Index Description
9:41 AM o Calibration 9:41AM O key guide Battery alert type settings
Information ¢ When selected - Move to Calibration guide screen Settings (3] ¢ Show as Save on last item settings (1) ¢ Options - Sound/Vibration/Sound + Vibration/Mute
(1) Receiver Data upload [1] ® Language ¢ When selected - Save selected alert value, alert type ¢ Default - Sound
[2] () Connected Sensor © ¢ When selected - Move to Data upload guide screen (2] & Date/Time Rapidly chanae alert settings (2] Battery alert information
[3] & About Caresens Air 16 What to do when the signal is lost pIcy 9 9 ® O key guide
. " 9:41 AM 9:41 AM
(4] A safety information * When selected - Move to Signal loss guide screen Rl Crares Rl Crares ¢ When selected - Save selected alert type
6 07 How to use 6 Back key guide (<3 Notify Me When Above Notify Me When Above
Receiver battery alert settings
18]  Logoinote o Up/down key guide < Back v saveO(2) 2 | mg/dL/min 2 mg/dL/min =
(7] <Back_~ ~_EnterOJO] - Index Description e jasileS Recaiver Btter
[8) (0] O key guide g
@ Enter O @ 0 Vol level Mute Mute Alert Type @
— [5) olume level
Index Description Attaching the Sensor O key guide Soind
N N N P An alert occurs when the
(1) Recelver information - . 9:41AM W= 9:41AM W= i EesslRion 2 ¢ When selected - Save as selected volume recelver battery is low.
¢ When selected - Move to Receiver information screen Attaching the Sensor 1/2(1] Attaching the Sensor 2/2 0 I:ar:/%/lf:age S|ettip%s Move oL . . Index Description ®
o Connected sensor information en selected - Move o Language settings screen Unit - -
¢ When selected - Move to Connected sensor information screen o Date/Time settings — (1) Rapidly change alert standard value settings o
o About CareSens Air ¢ ¢ When selected - Show Date/Time drop-down menu UFi Alert type settings o —
o When selected - Move to About CareSens Air screen ﬁ‘ﬁ?ﬁé‘%}fﬁiﬂ* of Y?GE’Z"” Prss e lease buton ° Display settings — (2} ¢ Options - Sound/Vibration/Sound + Vibration/Mute/Off Index Description
o | Safety nfornaton - e ® When selected - Move to Display seftings screen " Default- Sound Sensoreror lert typesetings
* When selected - Move to Safety information screen o f:;’k‘s propety stache Sound settings O key guide (1) ¢ Options - Sound/Vibration/Sound + Vibration/Mute
How to use e * When selected - Move to Sound settings screen (3] o Show as Save on last item settings o Default - Sound
© * When selected - Move to How to use screen Index Description [5) Unit settings * When selected - Save selected alert value, alert type (2) Sensor error alert information
" Legal notice ) Page ¢ When selected - Move to Unit settings screen oo ° 0 key guide
¢ When selected - Move to Legal notice screen - Alert settings menu ¢ When selected - Save selected alert type
- (2] Content for how to Attaching the sensor 6 ¢ When selected - Show Alert settings drop-down menu Ind Descrioti
g Back key guide Chart Y-axis settings e escription
(8] Up/down key guide 0 o When selected - Move to Chart Y-axis settings screen (1] Select blood glucose unit
O key guide (5] Back key guide O key guide
© i ye 12 ¢ When selected - Save as selected unit
(9] Up/down key guide
ﬂ (10] O key guide ‘n @

o O key guide

¢ When selected - Save selected Y axis value

equipment does cause harmful interference to radio or television reception, which

can be determined by turning the equipment off and on, the user is encouraged

to try to correct the interference by one or more of the following measures:

¢ Reorient or relocate the receiving antenna.

¢ Increase the separation between the equipment and receiver.

¢ Connect the equipment into an outlet on a circuit different from that to which
the receiver is connected.

¢ Consult the dealer or an experienced radio/TV technician for help.

Part15.21 statement:

Changes or modifications not expressly approved by the manufacturer (or party
responsible) for compliance could void the user’s authority to operate the
equipment.

RF exposure statement:

This equipment complies with RF radiation exposure limits set forth for an
uncontrolled environment.

The device has been evaluated to meet general RF exposure requirement.
The device can be used in portable exposure condition without restriction.

Shutdown

9:41 AM
Shutdown

Turn off the receiver.

If the sensor is connected,
only the most recent 12 hours
of data will be saved, and

previous data will be deleted.

®

< Cancel

ok O(2]

Shutdown Receiver

Do you wish to turn off

the receiver?

Description

(1) Shutdown information

a

04 Product specifications

Product specifications

Device specifications

ITEM

Specifications

Operation conditions

Temperature: +0 ~ +40 °C (32 ~ 104 °F) (TBD)
Relative humidity: 10-90%

Storage and transport
conditions

Temperature: +0 ~ +40 °C (32 ~ 104 °F)

Relative humidity: 10 - 90%

o O key guide

¢ When selected - Show Shutdown confirmation pop-up

() O key guide

¢ When selected - Run Shutdown

Alert

Need for calibration alert

Calibration Alert

f@‘ose reading needed
for calibration

Very low alert

Very Low

Your glucose level is
very low.
54 mg/dL

Low glucose alert

Low Glucose

72 mg/dL

Dust proof/moisture proof | IP22

e Alert style: sound, vibration, mute alert
¢ Very low, Low glucose, High glucose, Rapidly

Alert change, Calibration, Signal loss, Expiration,
Sensor error, Sensor battery low, Receiver
battery low

Receiving intervals 5 minutes

Storage capacity 180 days (TBD)

® 4 user control buttons
— 1 select/power button

User controls — 1 go back button
— 2 up/down buttons

¢ 1 reset pinhole

Power 3.7V

MCU STM32L4P5ZGT6

Battery lifespan Fully charged in 5 hours, usable for 7 days

High glucose alert

T = ooy o )
High Glucose

0KO

Signal loss alert

Signal Loss

Sensor Signal Loss
2 March 2023 9:41 AM~

Sensor error alert - Failed
stabilization

Sensor Error

Your sensor has failed to
stabilize.

Rapidly change alert -
Increasing

Rapidly Changing

7 3 mg/dL/min

OKO

Expiration alert

Sensor Expiration

3 days remaining

Receiver low battery alert

Sensor Battery

The sensor battery is low.
Please replace with a new
sensor.
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Rapidly change alert -
Decreasing

Rapidly Changing
~ 3 mg/dL/min
OKO

Sensor error alert

Sensor Error

Your sensor is not
working.

Receiver low battery alert

Receiver

Receiver battery is low.
Please charge.

Power consumption

¢ Power saving mode: <2 mA

¢ Operation mode (maximum): < 200 mA (TBD)

&

ITEM Specifications
Wire USB type-C cable
Communication
Wireless | Bluetooth 5.2
Modulation GFSK
Transmission distance 6m

¢ Height (H): 50 mm

Size e Width (W): 96 mm
¢ Thickness (D): 13.8 mm
Weight 69.7 g (TBD)
LCD 2.4“ Color LCD
Color Black

Other indicators
¢ Medical device

¢ Product name: CareSens Air Receiver

¢ Model name: CGM-R-001

i-SENS, Inc.
43, Banpo-daero 28-gil
Seocho-gu, Seoul 06646,

Korea
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