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We thank you for having chosen PARSYS Télémédecine equipment. We hope that it will bring you full satisfaction in your daily
electrocardiography practice.

Firstly, please check the contents of your Télécardia Kit (Ref: 100-004).
It must contain the following items:

1 Télécardia portable electrocardiograph (ECG) Ref: 25-001
1 Bluetooth USB adapter Ref: 36-002
1 Peripheral 3-lead Patient cable - 4 mm banana secured plugs Ref: 23-029
3 Colored arm limb clips - 4 mm banana plugs (red, yellow and green) Ref: 36-007/8/11
1 Charging base DC 5V/1,1A Ref: 25-002
1 Medical (IEC 60601-1) 5V / EU power supply and cord Ref: 16-001
1 Water spray Ref: 36-006
1 Reset black cord (for device reset) Ref: 23-051
1 Carry case with foam Ref: 34-003
1 USB waterproof storage key containing: Ref: 25-050
1 Warranty Card Ref: 37-003
1 User Manual - Télécardia Ref: 37-021
1 User Manual - MedCapture Software Ref: 37-080

If any of the items are missing, please contact the Customer Care Service of PARSYS Télémédecine at the address specified in
this User Manual (see Section 12).
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PARSYS Télémédecine draws the attention of the user on the following points regarding:

PARSYS Télémédecine is responsible for the effects on safety and performance, only if:
The assembly, upgrade, adaptation, modification or repair operations are carried out only by agents authorized
by PARSYS Télémédecine.
The device is used according to the instructions for use.

The user of this device is responsible for establishing and maintaining a satisfactory maintenance program. The violation of this
instruction may result in equipment failure and possibly health hazards. PARSYS Télémédecine systematically offers a
maintenance program that the user can choose to contract at any time.

PARSYS Télémédecine equipment is identified by a serial and reference number positioned directly on the device. Make sure
these numbers are always readable outside of a maintenance program.

This document contains information protected by copyright. All rights reserved. This document, in whole or in part, may not be
photocopied, reproduced or translated to another language without the prior written consent of PARSYS Télémédecine.

The information in this document is subject to change without notice.
PARSYS Télémédecine makes no warranty for this device, including, but not limited to, warranties of merchantability and fitness
for a particular purpose. PARSYS Télémédecine assumes no responsibility for any errors or omissions that may appear in this

document. PARSYS Télémédecine does not undertake to update the information contained in this document.

Keep the original User Manual for future reference.



The Télécardia ECG is an ambulatory electrocardiograph capable of capturing an ECG trace of 12 leads on 12 simultaneous
channels. The dry electrodes fixed on the housing of the device replace the conventional adhesive electrodes. Télécardia is a
digital and portable electrocardiograph integrating a battery and interfacing in Bluetooth with a PC terminal. It is used with
software to preview the patient's ECG trace on the screen of a PC terminal.

This sensor does not integrate alarms.

The Télécardia device is operational for most patients. There are, however, some patient morphologies for which the device is
not compatible:

Children under 13 years old

Extremely thin morphologies (anorexia, etc.)

Morphologies in obesity higher than 200 kg

Very strong breasts (women or men)

Pectus carinatum and excavatum

Télécardia is intended for use in a hospital or controlled work environment and must be used and stored in accordance with the
environmental conditions specified in this User Manual.

Make sure to use the device and its accessories under the limit conditions of use indicated in Section 8 of this

User Manual.

This Manual provides important information on the use and safety of this device. Failure to follow procedures for use,
inappropriate use or misuse of the device, or failure to comply with specifications and recommendations could result in increased
risk to nearby users, patients and others, but also damage the device.

For the protection of the device and the electrical safety of the patient, use only the original charging system which is provided
with the Télécardia. If your original medical charger no longer works, please contact the Customer Care Service of PARSYS
Télémédecine.

The device must not be used simultaneously with an electric surgery instrument.

In the case where the device is used simultaneously with another one, be careful that the sum of the patient leakage currents
to ground does not exceed the safety limits.

The device is not intended to be used at the same time as a defibrillator and does not have defibrillation shock protection. It is
therefore imperative to remove the device and all its accessories from the patient before being able to apply a defibrillation
shock.



This device is designed to be used by hand in ambulatory mode. Only slight pressure is needed on the green main button to
ignite the device and release its side arms with fixed and dry electrodes.

To help prevent operational stress injuries, do not try to release the arms of the device by force. Their locking and release are
only possible through the mechanical system of the green main button.

Check all the elements of the system after receipt it and before each use to confirm that none of the elements, and in particular

the connectors, have no apparent damage. Never use cords in poor condition (bare, damaged sheath, deformed connectors,
etc.).

Make sure to read and understand all of the instructions in this User Manual, and in particular the warnings,

before using the Télécardia device on a patient for the first time.

To avoid damaging the green main button, do not use sharp or hard objects to push in, but only the fingers.

The device is not intended for direct cardiac use (reserved for CF-class devices).

For proper operation and for the safety of nearby users or patients and others, the equipment and accessories must be
connected only as described in this Manual.

When capturing an ECG trace, the device box must be in contact with the patient.

Excessive movements of the patient may interfere with the operation of the device. Make sure that it remains as calm as possible.

Do not attempt to clean the device or patient cable by immersing them in liquid or by autoclaving or steaming as this may
damage the equipment or shorten its life. Blot the outer surfaces with a solution of mild detergent and warm water, then wipe
with a dry towel.

The use of a cleaning method or disinfectants not specified in this manual, as well as failure to follow recommended procedures
or contact with unspecified materials, could result in increased risk to nearby users, patients and patients, or damage the device.



The built-in rechargeable battery is lithium-ion type and requires no maintenance. If the battery seems to be defective, report
it to the Customer Care Service of PARSYS Télémédecine or its duly authorized agent.

Always charge the device after using its battery. This ensures that the battery will be automatically recharged the next time you
use the device. A LED on the charging base indicates that the device is charging.

Do not open, crush, heat above 50°C or incinerate this device, otherwise there is a risk of fire and burns. Follow the instructions
in this Manual.

If necessary, set aside the device, its components and accessories (charging base, batteries, cables, electrodes) and/or packaging
materials in accordance with the current regulations.

Refer to the limit conditions of storage/transport presented in the Section 8 and always check the device and its accessories
after an extended storage period before use.

Do not expose the device and its accessories to the sun (UV) for a prolonged period of time as this may cause

substantial and irreversible damage.




To ensure the safety of the operator and the patient, the peripheral equipment and accessories used which are in direct contact
with the patient must comply with the requirements of IEC 60601-1 and IEC 60601-2-25.

Only use the parts and accessories supplied with the device and available from PARSYS Télémédecine. The use of accessories
(electrodes, cables, etc.) not supplied or not certified compatible by PARSYS Télémédecine may negatively affect EMC or medical
performance of the equipment.

When capturing an ECG trace, electrodes that are not connected to the patient must be protected from contact with the ground
or other exposed metal parts.

Do not pull on the patient cable as this may cause mechanical and/or electrical faults. Gently wrap the patient cable around one
hand before storing.



12-lead Electrocardiograph

Télécardia

1.3 User Manual Change Tracking

SECTION PURPOSE OF THE AMENDMENT

4.3 Version - 02/28/2018

All the document Overall improvement of the layout
11 Technical details on electrical accessories
1.2 Modification of icons relating to the EN60601-1 standard
14 Adding the "User Manual Change Tracking" section
Technical details on electrical components and accessories
12.1 Improvement of didactic content
Modification of the address of the company (5 = 5/7)

-
w

4.4 Version - 09/21/2018

®
[N

New battery information update

4.5 Version - 07/19/2019

All the document Update graphic elements (logo, product photos, etc.)

Addition of RoHS elements

Addition of warnings and restructuration of the section

Modifications of the Bluetooth pairing procedure according to the new firmware version.
Addition of a warning related to the typology of patient morphologies

Modification of specifications in tables format

Addition of the lifespan of the medical device

Remove of the "Operating Flowchart" section

10.3 Modifications of the procedure according to the new firmware version.

12.4 Modifications of the procedure according to the new firmware version.

12,5 Modifications of the procedure according to the new firmware version.

=
w

0 | 00 P | =

Change of title and update of a table of useful contacts

4.6 Version - 09/02/2019

15t Page ID bar code removing
Addition of new ISO icons
Addition of a MedCapture software section

Addition of a MedCapture software section

[EnY

4.7 Version - 02/21/2020

All the document Update graphic elements (logo, product photos, etc.)

Switching “CF applied part” icon to “BF applied part” icon
Addition of an IP and an ON/OFF icons

1.3.1.2.10 Modification of the maximal temperature

N

1.3.6 Precisions about the context of use and storage/transport conditions
Addition of 2 sections about switching ON/OFF the device

Addition of lifespans and precisions about the PSU in the features
Modification of the IP information

Addition of several electrical specifications of the device

Addition of 5 more sections about electromagnetic emissions compliance
11.1 Precisions about the device cleaning procedure

114 Addition of a Metrological checks table

® | 00 00N =
w(N (kW

37-021V4.8.1-EN Page 12 of 48 WWW.parsys.com



User Manual

4.8.1 Version

4.8 Version - 09/23/2020

Correction of technical data errors

Correction of technical data errors

4.8.1 Version - 03/17/2022

Removal of mentions of Télécardialys software

All the document s L
Télécardia pictures update

Add of the mention to the audio message when turning off the device Télécardia
Content update

Complete redesign of the section

Complete redesign of the section

Content update

Add of a new model of medical power supply
Content update
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Télécardia represents a major advance in remote cardiac monitoring V4
and portable medical equipment. It enables health professionals to

rapidly capture and send a patient's ECG under any circumstances, i .

without the constraints of a conventional device. ( \ ' #
The trace captured is a digital, simultaneous 12-lead 12-second 12- N ; /
channel ECG, in keeping with standard electrocardiographs usually & /

used. It can be sent automatically to a care watch center or be viewed
on a terminal PC next to the patient.

Télécardia has CE marking (CE 0459). This is an ECG device intended
for temporary use, class lla.

>+
Télécardia is an electrocardiograph: \k—-—_{:l - = s

12-lead, B >
12-second capture, ! * =
simultaneous 12-channel, < l‘ \

with fixed thoracic electrodes,
with dry electrodes,
no consumables.

The shape of the unit enables capture of the 6 precordial leads collected thanks to the 2 articulated arms. These thoracic
electrodes are dry and fixed, from V1 to V6.

The Neutral, usually captured on the right leg, is captured in the thorax via the fixed electrode on the housing.



Télécardia contains a Patient peripherals cable to plug into the ECG box right-side. It enables the capture of AvR, AvL and AvF
with limb clips dry electrodes (R, L and F):

Peripherals cable R, L and F - Arm Limb clips electrodes

Peripheral cable connection
The insertion mark, a red point on the cord, must be facing the device’s top

A Sensors and accessories are supplied with the device:
e DO NOT USE any other model of sensors and accessories without having previously validated

compliance with PARSYS Télémédecine.
The use of accessories (electrodes, cables, etc.) not supplied or not certified compatible by PARSYS

Télémédecine may negatively affect EMC or medical performance of the equipment.




To control the device and start all the functions, Télécardia has only one single button.

It's an ON/OFF push button which ensure the release of the device’s arms and switch the device ON/OFF, located on the
front of the device and marked with a green circle crossed by a black line.

In addition, it allows the retransmission of the last captured ECG trace and the Bluetooth pairing procedure.

Télécardia ON/OFF button

To switch on the device, briefly press the ON/OFF button to free the device’s arms and then press again the button until the
device’s screen lights on (~ 3 seconds).

The device automatically switches off a couple of seconds after an ECG trace capture but it’s possible to switch off the device

anytime by pressing on its ON/OFF button during ~ 3 seconds. A message displayed on the screen and an audio message then
confirm that the device has been switched off.

37-021V4.8.1-EN Page 16 of 48 WWW.parsys.com



Télécardia is equipped with a separate power supply provided by a rechargeable Lithium/Polymer battery, allowing
approximately 350 traces per charge. This battery is charged using the charging base, via 2 metal contacts integrated in the back
of the device unit.

The charging base charges the device completely in approximately 2.5 hours (150 min) using a 220V/50Hz source, via the mains
adapter supplied.

Always use the mains adapter supplied to power the charging base; Otherwise, irreversible damage not covered

by the device warranty is liable to occur.

To charge Télécardia:

Connect your charging base to 220V power supply with the provided 5V medical charger.
Put the Télécardia device upon its charging base in the correct side to ensure a good charging.

Check light indicators on the charging base’s side to confirm the good contact of the device with charging contacts
of the base.

Light indicators located on the side of the charging base indicate the device charging status, and whether the device is in contact
with the support.

The ON/OFF indicator flashes BLUE to indicate that the base
power is on.

The CHARGING INDICATOR does not light up when Télécardia is
not correctly inserted in its slot, without contact with the charging
contacts, or missing from the slot.

The CHARGING INDICATOR remains RED as long as Télécardia is
charging.

ON/OFF Télécardia

L T The CHARGING INDICATOR is GREEN when Télécardia is charged.
indicator charging indicator

A Not charging the device Télécardia for more than 1-year means losing the device's internal real-time clock: we

recommend to regularly charge Télécardia battery.
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12-lead Electrocardiograph

Télécardia

Following capture, the data is sent to the terminal PC automatically via the Bluetooth radio link which has a free field range of
approximately 100 meters.

This requires the presence of a Bluetooth USB adapter, supplied in the kit, connected to the terminal PC used to operate
Télécardia. It is possible to do without the adapter if the terminal PC dispose of a 2.1 or more advanced Bluetooth feature. Then
proceed with the pairing the Télécardia (see Section 4) or get in touch with the Customer Care Service of PARSYS Télémédecine.

On the operating terminal PC, MedCapture software allows many options:

Dialogue with the device via Bluetooth;
Display the captured ECGs;

Archive, consult, print or send recorded ECGs in PDF format.

ECG READING TRANSMISSION INTERPRETATION

(+)

Bluetootv h. m 4G
Transmission =

Electrocardiogram Bluetooth Terminal PC Wired or wireless Electrocardiogram
captured with Télécardia Fixed PC, Laptop, Tablet transmission modes trace interpretation
12-lead ECG trace reading Internet (WiFi - Ethernet) PARSYS Reading Centre
Simultaneous 12-channel ECG trace printing GPRS /3G /4G Any dedicated Centre
12-second capture ECG trace sending Satellite Cardiologists
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3 Installation of MedCapture PC Software

1. Insert the installation USB storage key into a USB port of the terminal PC.

2. Launch the executable by clicking on the .exe file.

User Manual
4.8.1 Version

~

[0 Name

- ParsysMedCaptureSetup-vX.X.X.X.exe

Date modified Type

1/28/2022 11:28 AM Application

Size

154,899 KB

3. Authorize the third-party application to make changes to the computer (this operation requires having administrator

rights on the terminal PC).

37-021V4.8.1-EN
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4. Follow the steps of the Parsys MedCapture installer.

5. Click on “Install” then wait a few moments for the installation to complete.

@ Parsys MedCapture Install Setup - X

Welcome to Parsys MedCapture
Install Setup

Setup will guide you through the installation of Parsys
MedCapture Install.

Itis recommended that you dose all other applications
before starting Setup. This will make it possible to update
relevant system files without having to reboot your
computer,

Click Install to start the installation.

Instail Cancel

6. Make sure to uncheck the box for automatically launching the software then close the program by clicking on “Close”.

& Parsys MedCapture Install Setup

Completing Parsys MedCapture
Install Setup

Parsys MedCapture Install has been installed on your
computer.,

Click Finish to dose Setup.

Run Parsys MedCapture Instal

< Back Cancel

For more information, please read the User Manual MedCapture Software, provided with the ECG Télécardia

&4




The pairing procedure of the Télécardia ECG with a computer station (or PC terminal) is specific: it is essential

to follow the procedure adapted to the operating system of your terminal PC. In case of doubt or blockage,
please contact the Customer Care Service of PARSYS Télémédecine.

Check if the terminal PC (fixed, laptop PC, Tablet PC, etc.) to pair with the ECG includes a preinstalled Bluetooth built-in module.

Note: In the case of a fixed PC, there is a good chance that there is no internal module; but mobile computers often have a
preinstalled Bluetooth built-in module.

If no internal module is preinstalled, use the Bluetooth USB adapter supplied with your kit.

It is fundamental that your computer has an active Internet connection.
Just plug your Bluetooth USB adapter on a USB port, driver installation is automatic via the Internet.

In this case, your computer must be connected to the Internet to install the Bluetooth USB adapter (driver

updating).

The different generations of Microsoft operating systems are not all compatible with PARSYS Télémédecine systems. If the
terminal PC envisaged for using the Télécardia ECG has a Windows operating system lower than version 8.1, we strongly
recommend that you contact the Customer Care Service of PARSYS Télémédecine.

Similarly, if you facing difficulties when installing the MedCapture software while the terminal PC used is running on a Windows
8.1 or higher operating system, do not hesitate to contact the Customer Care Service of PARSYS Télémédecine.



1.

2.

3.

4.

Open Windows “Settings” then go to the “Bluetooth and other devices” section.

Settings
@ Home Bluetooth & other devices
Find a settin .
Lfinclaleating ‘ + Add Bluetooth or other device
Devices
Bluetooth
| T8 Bluetooth & other devices 8D on
&) Printers & scanners Now discoverable as "MATTHIEU”®
D Mouse
Mouse, keyboard, & pen
B Touchpad Microsoft Sculpt Comfort Mouse
Pd reg
B Typin
S Souris de alaindurel
Connected
&% Pen & Windows Ink
Surface Keyboard
(&) AutoPlay Connected to USB 3.0
f use
Audio
ConferenceCam Connect
Paired
@ JAMBOX by Jawbone
Paired
= Mi Bluetooth Speaker
Cr‘l Paired

Make sure Bluetooth is turned on.

Click on the “Add a Bluetooth device or other device” button.

Add a device

Add a device

Choose the kind of device you want to add.

3

Select « Bluetooth ».

Bluetooth
Mice, keyboards, pens, or audio and other kinds of Bluetooth devices

Wireless display or dock
Wireless monitors, TVs, or PCs that use Miracast, or wireless docks

Everything else
Xbox controllers with Wireless Adapter, DLNA, and more
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5. Open the unit cover of the Télécardia device.

‘ s Mcg
||||||||||||l||||||| 0459

|l\ I |
sl 020008 ‘

\ ] IﬁfIIIIIIlIHIIIIIIIIII []] llllglsl
Télécardla

6. Note the serial number of the Télécardia device used: No. starting with a T.

7. Make the connection.

8. Press the On/Off button until the device turns on.

9. Press the button again when the message "REPLAY ECG" appears on the screen.
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10. Select the Télécardia from the list using its serial number.

Add a device

Add a device

Make sure your device is turned on and discoverable. Select a device below to
connect.

E Unknown device

| Unknown device
E ENVY Photo 7800 series
E ScanWatch B2

@) T17060028

I:l OPPO A53s

D Bbox

11. If Windows asks to enter a Bluetooth pairing key.
If the Bluetooth installer asks for an access key, this is fixed for all Télécardia devices.
Enter the code: 02101124 and click on “Next”.

Add a device

Your device is ready to go!

=] T17060028

12. The ECG is now paired in Windows. The next steps are to pair it in the MedCapture software.



4.4

Pairing of Télécardia with the MedCapture software

1. Open the folder: « C:\Users\Public\parsys-station\bin\pse ».

User Manual
4.8.1 Version

Manage pse - o ~
Share View Application Tools ~
o Cut Lj x iﬁ T New item * ﬂ 7 Open ~  FH Select all
W= Copy path L 7] Easy access = [T Edit - Select none
l(o( Ssuck Copy Paste [)Gzodimsr !\:lnm:e ?ﬁy Delvene Rename i:;:r Prap'emes R Hstory e
Clipboard Organize New Open Select
v 4 “ Local Disk (C}) » Users > Public > parsys-station > bin > pse v O L Search pse
~ O Mame - Date modified Type Size
o Quick access e o e o
' parsys-station P 4 rasdil 1/28/2022 11:10 AM Application extension 66 KB
= sages.dll 1/28/2022 11:10 AM Application extension 213 KB
I Desktop i “ sepall 1/28/2022 1110 AM  Application extension 123K8
¥ Downloads * “ seriedll 1/28/2022 11:10 AM  Application extension 138 KB
‘| Documents ” “ Simplelo.dil 1/28/2022 1110 AM  Application extension 27KB
&= Pictures o | socketdll 1/28/2022 11:10 AM Application extension 219 KB
1 mhoel P = sqimdb.dil 1/28/2022 11:10 AM Application extension 80 KB
1 sma - 5,: sunoem.drv 1/28/2022 11:10 AM  Device driver 1,006 KB
. s s
_1 02.525 ’ 1 tepexe 1/28/2022 1110 AM  Application 361 KB
* biologicalTest ue gatt.exe 172872022 1170 AM ApMon 315KB
© CAMERA BOUCHE = tests3.exe 1/28/2022 1110 AM  Application 1,004 KB
o dist “ tkoo.dll 1/28/2022 11:10 AM  Apglication extension 455 KB
. PDF — ] tkoa.dll 1/28/2022 11:10 AM Application extension 390 KB
. ) “ tkOb.dll 1/28/2022 11:10 AM Application extension 1312 KB
o Creative Cloud Files o tkOcdll 1/28/2022 11:10 AM  Application extension 184 KB
| OneDrive - Personal U tkod.dil 1/28/2022 1110 AM  Application extension 342 KB
) A thotdll 1/28/2022 1110 AM  Application extension 314 KB
= This PC ] tko3.dll 1/28/2022 11:10 AM  Application extension 68 KB
B 3D Objects “ thoddll 1/28/2022 11:10 AM  Application extension 99 KB
I Desktop “ tkidll 1/28/2022 11:10 AM Application extension 4,716 KB
‘¢ Nacnmants h 0 whteawl dll 1/28/2027 1110 AM Annlication stensian 454
items  1item selected 361 KB

2. Then, open the « Parsys » folder and launch the « TCP.EXE » software.

3. When the software opens, put the device in « Call (Client) » mode.

37-021V4.8.1-EN

5 TeleCardia Setup v.2.6.17.1290-ENU - X

Action Edit | BlueTooth Languages
| Listen (Server)

15:38:13 Bluets
15:38:13  Auth¢

15:38:13 MS-Sl Local Device

on port 05
Remote Device...

Start HANDSHAKE Crti+B
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4. Open the unit cover of the Télécardia device.

+35°C

m

aRsYS TELENEDECINE
577, svonue do Pors
¢ su300 vincens

| ?ﬁiﬁ%ﬂﬁﬁumm;

020008 P
LIS
ik élécardlavsa JES.

upport@parsys: o™

o=5i0

5. Note the serial number of the Télécardia device used: No. starting with a T.

6. Make the connection.

7. Press the On/Off button until the device turns on.

8. Press the button again when the message "REPLAY ECG" appears on the screen.
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9. The various devices that can be connected via Bluetooth are recognized by the system.
It is possible to refine the search by type of device.

= TeleCardia Setup v.2.6.17.1290-ENU - X
Action Edit BlueTooth Languages

™~
U
T18120035
88:68:0F:9A:86:41

s

Choose ‘

15:40:08 BlueTooth neighbourhood Inquiry A
15:40:08 Authentication notifications started

15:40:15 10 BlueTooth device(s) seen,

15:40:31 BlueTooth

15:40:38 5 BlueTooth device(s) seen.

10. If the search is unsuccessful, click on “Refresh...”, which will launch a new search.

= TeleCardia Setup v.2.6.17.1290-ENU - X
Action Edit BlueTooth Languages

15:40:08 BlueTooth neighbourhood Inquiry A
15:40:08 Authentication notifications started

15:40:15 10 BlueTooth device(s) seen.

15:40:31 BlueTooth nei

15:40:38 5 BlueTooth device(s) seen.
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11. One the desired device is visible, click on the icon indicating it (check the serial number carefully).

Action Edit BlueTooth Languages

= TeleCardia -+

TeleCardia Setup v.2.6.17.1290-ENU —

15:40:08 BlueTooth neighbourhood Inquiry
15:40:08  Authentication notifications started
15:40:15 10 BlueTooth device(s) seen.
15:40:31 BlueTooth neighbourhood Inquiry
15:40:38 S BlueTooth device(s) seen.

12. Then, click on the « Choose » button.

13. The interface window with the medical device is then visible.

37-021V4.8.1-EN

TeleCardia Setup v.2.6.17.1290-ENU

Action Edit BlueTooth Languages

[1] TeleCardia
Soft Version : 20-33 Battery : 99%
Hard Version : 02-01 Disconnect

Message Version : 02-03 FR
SerialNr ~ |[T18120035
Remote Mac Address v [ D8:C4:97:DF:91:53

Services... Refr

15:40:08 BlueTooth neighbourhood Inquiry
15:40:08 Authentication notifications started
15:40:15 10 BlueTooth device(s) seen.

15:40:31 BlueTooth neighbourhood Inquiry
15:40:38 5 BlueTooth device(s) seen.

15:41:27 Discovery of device's profile(s)

15:41:27 T18120035 : 1 profile(s) found

15:41:31 MS-SPP client D8:C4:97:DF:91:53 is now conne
15:41:31 Discovery of device's profile(s)

15:41:31 T1812003S : 1 profile(s) found

15:41:32 [1] Adding Device TeleCardia

15:41:33 [1] Current time is 15/03{2022 at 15:41:33
15:41:34 [1] Serial Number : T18120035

15:41:34 [1] Mac Address : D8:C4:97:DF:91:53
15:41:34 [1] Read request of configuration v.3
15:41:34 [1]Read of configuration completed

Time. -

Confiwatin | T0C | Fles | Phone |

Configwation v | v3 Max Number of ECG: [ 1 ]

M Cydlic Storage [ Hetero Filtering
M vocal Messages [JElectrodes Test
[CIPre-1dentification
Connection Mode
Direct v Modem Inttialisation GPRS/UDP
Cardialys MacAddress :
Pre-identification Zone : v

LCD Contrast : '
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14. Click on « Remote Mac Address ».

15. Then, click on « Local Device ».

The Mac Address of the terminal PC will then be displayed in the right field.

| TeleCardia Setup v.2.6.17.1290-ENU

Action Edit BlueTooth Languages

Read
[ Write

(1] TeleCardia)

Soft Version : 20-33 Battery : 80%
Hard Version : D2-01 R
Message Version : 02-03 FR
Seriallr ~ |[T1812003

Remote Mac Address v |[De:ca:o7:0F0153 |

Files Phone

BlueTooth neighbourhood

10 BlueTooth device(s) seen.

BlueTooth it

S BlueTooth device(s) seen.
Discovery of device's profile(s)

4 T1812003S : 1 profile(s) found

15:41:31 MS-SPP client D8:C4:97:DF:91:53 is now conne
15:41:31 Discovery of device's profile(s)

15:41:31 T1812003S : 1 profile(s) found

15:41:32 [1] Adding Device TeleCardia

15:41:33 [1] Current time is 15/03/2022 at 15:41:33
15:41:34 [1] Serial Number : T18120035

15:41:34 [1] Mac Address : D8:C4:97:DF:91:53
15:41:34 [1] Read request of configuration v.3
15:41:34 [1] Read of configuration completed

! Local Device Ctri+L
= o
Authentication notifications started [ Cyclic Storage

Max Number of ECG: |1 ]

[MHetero Fitering

M vocal Messages [(JElectrodes Test
[JPre-Identification

Connection Mode

Direct | | Modem Initislisation GPRS/UDP
Cardialys MacAddress : |
Pre-identification Zone : v

LCD Contrast : '

16. Click on « Remote Mac Address ».

| TeleCardia Setup v.2.6.17.1290-ENU

Action Edit BlueTooth Languages

Wﬂ

Soft Version : 20-33
Hard Version : 02-01 Disconnect
Message Yersion : 02-03 FR

Seriallr ~ |[T1812003

Remote Mac Address v llf)éE:Q OF 53

Services... Refresh...
[ i Write

| Eles | ehone |

BlueTooth neighbourhood Inquiry
Authentication notifications started
10 BlueTooth device(s) seen.
BlueTooth i

S BlueTooth device(s) seen.
Discovery of device's profile(s)
T1812003S : 1 profile(s) found
MS-SPP client D8:C4:97:DF:91:53 is now conne
Discovery of device's profile(s)

T18120035 : 1 profile(s) found

[1] Adding Device TeleCardia

33 [1] Current time is 15/03/2022 at 15:41:33

[1] Serial Number : T18120035

[1] Mac Address : D8:C4:97:DF:91:53

[1] Read request of configuration v.3

[1] Read of configuration completed

Local Device CtrisL
Remote Device... Ctrl+D

Max Number of ECG: | 1 \
M cyclic Storage [ Hetero Fitering
M vocal Messages [[JElectrodes Test

[CJPre-Identification
Connection Mode

Direct v Modem Initialisation GPRS{UDP
Sl E—
Pre-identification Zone : v
LCD Contrast : '

17. Then, click on « Write » to save the new Mac Address.
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18. Click on the « Disconnect » button

| TeleCardia Setup v.2.6.17.1290-ENU

Action Edit BlueTooth Languages

| (1] TeleCardia)

Soft Version : 20-33
Hard Version : 02-01
Message Yersion : 02-03 FR

SerialNr v |[T1e1200s

Wﬂ

Remote Mac Address v []?)g(;

Services... Refresh... | Read
Write Files Phone
Local Device Ctrl+L Number s
15:40:08 BlueTooth neighbourhood Inquiry K ! Hax LECG:
15:40:08 Authentication notifications starty Remote Device... Ctrl+D [ cydic Storage
15:40:15 10 BlueTooth device(s) seen.
15:40:31 BlueTooth neighbourhood Inquiry [ vocal Messaoes
15:40:38 5 BlueTooth device(s) seen. [JPre-Identification
15:41:27 Discovery of device's profile(s) Connection Mode
15:41:27 T18120035 : 1 profile(s) found Direct v Modem Initialisation
15:41:31 MS-SPP client D8:C4:97:DF:91:53 is now conne
15:41:31 Discovery of device's profile(s) ; [—
15:41:31 T18120035 : 1 profie(s) found Ceokehs Macfiacress |
15:41:32 [1] Adding Device TeleCardia Pre-identification Zone :
15:41:33 [1] Current time is 15/03/2022 at 15:41:33
15:41:34 [1] Serial Number : T18120035 LCD Contrast : '
15:41:34 [1] Mac Address : D8:C4:97:DF:91:53
15:41:34 [1] Read request of configuration v.3
15:41:34 [1]Read of configuration completed

19. Return to the « TCP » software startup window.

TeleCardia Setup v.2.6.17.1290-ENU —

Action Edit BlueTooth Languages

Wﬂ
s -

I

15:40:08 BlueTooth neighbourhood Inguiry
15:40:08 Authentication notifications started
15:40:15 10 BlusTooth device(s) sean,
15:40:31 BlueTooth neighbourhood Inquiry
15:40:38 S BluaTooth device(s) seen,

20. Close the window to quit the application.
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5 Using the MedCapture PC Software

For more information, please read the User Manual MedCapture Software, provided with the Télécardia Kit

depending on the client request.
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Take the Télécardia ECG and please follow the following procedures to capture a simultaneous 12-lead ECG trace in 12 seconds
on the patient:

Press the "Start Télécardia (ECG)" button on the software, the message "ECG waiting" appears.

You can capture the ECG; the trace will be automatically transmitted to the terminal PC.

A The ECG Télécardia is an ambulatory electrocardiograph that captures a simultaneous 12-lead ECG trace for
most patients.

There are, however, some patient morphologies for which the device is not compatible:
Children under 13 years old

Extremely thin morphologies (anorexia, etc.)
Morphologies in obesity higher than 200 kg
Very strong breasts (women or men)

Pectus carinatum and excavatum

Clear the patient's chest (removing the shirt is not essential) and roll-up
sleeves and pants.

Remove any object that could interfere with the exam (watch, mobile
phone, keys...).

Lay down or sit down the patient.
Connect the 3-lead ECG cable to the ECG limb clips according to the color.

Humidify the inside of the ECG limb clips with the water spray.




Place the ECG limb clips according to the protocol:
Red: right wrist

s left wrist
Green: left ankle

Press briefly the green button on the ECG to release both arms.
Never use the arms to deploy the device.

Plug the cable to the ECG on the right side.

The red dots must be aligned,

Do not force the connector.

Humidify lightly patient’s thorax.
Place the ECG unit on the patient.
Align the black arrow on the left arm with the sternum.

Align the green button with the patient left nipple.




Press ECG arms and device on the patient’s thorax in order to maintain
the electrodes in contact with the skin.

The device should have a light angle.

Press the green button until the device emits an audible signal then
release the button to start the measure.

Keep the electrodes in contact with the skin until the end of the analysis.

The patient and yourself must remain calm and still during the analysis
(15s).

An audible signal indicates the end of the capture.

Measurement is automatically transmitted to MedCapture by Bluetooth.

For more information, please read the software User Manual provided with the Télécardia.

37-021V4.8.1-EN
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7 Updating the PC software / device firmware

We shall contact you periodically by e-mail concerning download of updated software / firmware versions.

The updates are performed during maintenance.

You can also contact the Customer Care Service of PARSYS Télémédecine to obtain an update for your ECG device if applicable.
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8 Technical features

8.1 General features

Manufacturer:

Lifespans:

Transmission:

Rechargeable battery:

Charging base:

Power supply:

Certification:

8.2 Mechanical features

Material:

Color:

Surface condition:

Electrodes on unit:

Electrodes with cable:

Protection index:

Folded overall dimensions:

Weight:

37-021V4.8.1-EN

PARSYS Télémédecine
25-001
Ila

Portable, event-driven, 12-lead temporary electrocardiograph

Télécardia device: 10-year
Built-in battery: 2-year
Patient ECG cable: 2-year
Electrodes (clips): 2-year

Radio data transmission (Bluetooth)

Built-in Lithium polymer
3,7V /3000 mAh

DC 5V/1,1A (contacts 2x)

2 modes (1% and 2" generation) with no impact of use:
1. Medical mains charger 5V DC/8W /1,3A/ 230V /50-60 Hz / EU /
|IEC 60601-1 certified / Class Il
2. Medical mains charger 5V DC/11W / 2,2A / 230V / 50-60 Hz / EU /
IEC/EN/UL 60601-1 3.1 Edition certified / Class Il

CE 0459

Two half-body unit + one hinged hatch made of flame-retardant ABS vO
RAL 9002 white with pad printing marking

26 arbours

Chest on lower section
= VN -V1-V2-V3-V4-V5-V6 (7/10u chromium-plated brass)

VR, VL and VF peripheral limb clips cable

IP22 for the Télécardia ECG unit
IP21 for the charging base

210 x 100 x 50 mm

500 g
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8.3 Electrical specifications

Use: Device intended for temporary use

Defibrillation: Device not protected against defibrillation shocks

Device with internal electricity

supply: Rechargeable lithium polymer battery

Battery life: 350 peri-critical ECG captures and Bluetooth transmission in one battery charge

Shutdown: Automatic shutdown after transmission

Internal protection: Internal protection using 500mA resettable fuse

Measurement with internal
electrodes, 9 simultaneous VR, VL, VF, V1 -V2 -V3 -V4 - V5 - V6 with reference to VN
leads:

Reproduction of 12 leads: D1, D2, D3, VR, VL, VF, V1, V2, V3, V4, V5, V6

Input impedance: 10 MQ

Sensitivity: +3%

Bandwidth: 0.05Hz to 150Hz at -3db

Measurement linearity: 0,01%

Measurement sensitivity: 4608 pt/mV

Sampling frequency: 539 pt/s

Common-mode rejection: <10mm

Noise level: <30uv

Channel crosstalk: <0.5mm

HF response: +10%

LF response: Max. offset 100*V / Max. slope 50uV

Linearity: <5%

Saving: Saving of the last ECG trace

Real-time clock for ECG dating (autonomy of 1 year from full charging level under

Internal clock: i
normal storage conditions)

2-line, 16-character screen

DI Task procedure message display

Operating mode setting (computer configuration):

Setting: Voice prompt / Rotating stack/locking / Connection type
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Bluetooth interface: Bluetooth version 2.0 (EDR) - Class Il 2,5mW
Temperature: +10°C to +35°C
Operating conditions: Relative humidity level: 30% to 75%
Atmospheric pressure: 700 mb to 1060 mb
Storage and transport Temperature.: . 110°C o +50°C
conditions: Relative humidity level: 10% to 85%
Atmospheric pressure: 500 mb to 1060 mb

8.4 Functional features

1 Start-up button
1 Blue/green LED indicating:
Front panel: ©  steady green - device power on
©  steady blue - Bluetooth transmission to PC or base
1 LCD 2 x 16-character line screen without backlighting

Curved lower section: 3 chromium-plated (7) brass convex round electrodes
Upper section: Hatch opening outwards and used to support the unit
Upper section under hatch: Serialization label

Instruction label
2 charging contacts

Edges: 1 folding articulated arm on either side, supporting electrodes V1, V2 and V5, V6
ges: Under the right arm, 1 connecting socket for VR, VL and VF limb clips cable

Rear panel (back):
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A The Télécardia is suitable only for professional and homecare environments including use in maritime

environement. Using the Télécardia in a special environement including use in a home healthcare or similar
environements may lead to reduced or loss of equipments performances.

NOTE: the emissions characteristics of this equipment make it suitable for use in industrial areas and hospitals, and also in a
residential environment (for which CISPR 11 class B is required). This equipment might not offer adequate protection to radio-
frequency communication services. The user might need to take mitigation measures, such as relocating or re-orienting the
equipment.

The mutual compatibility of equipments listed in this User Manual has been verified. Using other
equipments may lead to unforeseen interferences that might lead to the decrease or loss of

equipments performances.
Use only the cables, plugs and other electrical spare parts specified for the Télécardia by PARSYS
Télémédecine.

Below are listed the performances of the Télécardia:

Acceptable Normal or small glitches
Display o ) . .
Significant display error and/or freeze; reboot or maintenance is
Degraded .
required
Acceptable Some functions are not available temporarily
Hard drive : L
Functions are lost and/or application stops; reboot or
Degraded . . .
maintenance is required
. Acceptable Normal or small packet loss (<5%
Communication (Bluetooth, P P =)
ethernet, WIFI) Degraded Significant packet loss or complete loss of communication; reboot
€ or maintenance is required
Intermittent communication errors with the terminal PC or
. Acceptable L . .
Measurement (medical monitoring temporarily not available
devices) o
Degraded Permanent loss of monitoring or wrong measurement

A In case any of the degraded performance is observed, first restart the device and remove all electrical or

radio-emitting equipements in the vicinity of the device (e.g. mobile phone...). If the issue is still observed,
please contact the Customer Care Service of PARSYS Télémédecine.




When positioning the Télécardia, ensure it is not adjacent or stacked with other electrical equipments
or installation as this may lead to unforeseen interferences.

As a general caution of use, ensure to keep a minimum caution distance between radio-emitting
equipments (e.g. mobile phone...) and the Télécardia or any of its components in service, according to
below table of services.

If the power of the equipment is higher than the one specified, calculate the new caution distance
according to following formula and values equal or changed from below table:

6
> VP

380-390 TETRA 400 1,8 0,3 27
430-470 GMRS 460, FRS 460 2 0,3 28
704 - 787 LTE Band 13,17 0,2 0,3 9
o ShSmEATTMOLONen .
om0 SHmOCHED G :
2400 -2 570 Bluetooth, WLAN, 802.11 b/g/n, RFID 5 0,3 )8

2450, LTE Band 7

5100 -5 800 WLAN 802 .11 a/n 0,2 0,3 9



9.5 Compliance

Standard: EN 60601-1-2:2014.

Test description

User Manual
4.8.1 Version

Reference test standard Status

Emission

Conducted RF

Radiated RF

Harmonic distortion

Voltage Fluctuations and Flicker

CISPR 11 Class B
CISPR 11 Class B
IEC 61000-3-2 N/A (<220V)
IEC 61000-3-3 N/A (<220V)

Electrostatic discharges

Radiated RF EM fields

Proximity fields from RF

Electrical fast transients / bursts

Surges

Conducted disturbances

Power frequency magnetic fields

Voltage dips and interrupts

37-021V4.8.1-EN

IEC 61000-4-2 Compliant
IEC 61000-4-3 Compliant
IEC 61000-4-3 Compliant
IEC 61000-4-4 Compliant
IEC 61000-4-5 Compliant
IEC 61000-4-6 Compliant
IEC 61000-4-8 Compliant
IEC 61000-4-11 Compliant
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10 Users’ Training

It is imperative that the use of Télécardia ECG and its accessories be performed under the responsibility of a medical doctor.

In all cases, the user must have received prior training in the use of the Télécardia ECG.

37-021V4.8.1-EN Page 42 of 48 WWW.parsys.com



The Télécardia device can be cleaned and disinfected by wiping the electrodes in contact with the skin and the plastic unit,

except on the self-adhesive label at the rear of the device, with cotton wool or a wipe soaked in a product such as STERANIOS
or equivalent (2% glutaraldehyde solution).

Any other product would not ensure proper cleaning without damaging the Télécardia components.

Never apply the cleaning product directly to the parts of the device, otherwise the components may be damaged

by infiltrating too much of this product.

Mechanical damage to the device necessarily implies discontinuation of use of the device and return to the Customer Care
Service of PARSYS Télémédecine.

If, when using the device, it blocks for more than 1 min:

Use the provided reset cable or take a metal object (paper clip, scissors, etc.) and place it on and between the charging
contacts, located under the device, for 1s. The device automatically switches off.

Switch on again the device by pressing on the

ON/OFF button until the display of the “PARSYS Santé” message
on the screen.

A If this procedure doesn’t work, please repeat it at least once. If the problem persists, we recommend that you:
= NEVER attempt to repair the device by yourself;

Contact the Customer Care Service of PARSYS Télémédecine.
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11.4 Metrological checks

The device must be checked metrologically every 3 years.

Checks should be carried out by the PARSYS Télémédecine technical service, it alone being able to guarantee maintenance of
the device's metrological performance.

Part Preventive Corrective
Battery Check 1 year Replaced if loss of autonomy < 100 ECG traces in full charge
Patient ECG cable Check 3 year Replaced if damaged
Electrodes (clips) Check 3 year Replaced if damaged/corroded
Device Check 3 year Repaired or replaced if NC to the compliance test

11.5 Discharged battery

We recommend not to let Télécardia discharged for more than 1 year to keep the device's internal real-time clock (see Section
12).

11.6 Product scrap treatment

According to the directive 2002/96/CE relating to DEEE electronic and electric devices, do not throw away in regular trash. Please
bring waste to specialized collection points.
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After capturing the ECG, no ECG trace is received by paired terminal PC through the MedCapture software, which is certainly a
loss of the Bluetooth® connection.

Make sure that the blue link light on the device lights up correctly and that the Bluetooth icon & in the software is active when
attempting to transmit the ECG.

Also check that the device is not discharged by observing that the Télécardia display lights up when the device is opened (after
pressing and holding the ON/OFF button).

If only one or none of these indicators are working, please do not attempt to modify the device and contact the Customer Care
Service of PARSYS Télémédecine.

A We therefore advise you:

= NEVER ATTEMPT any direct manipulation of the installed software on the terminal PC;
=  Contact the Customer Care Service of PARSYS Télémédecine.

If the software module of the Télécardia ECG remains grayed out, make sure that the Bluetooth® icon @ in the software is active.

If this is not the case, turn the terminal PC off and on again.

If the problem persists, please do not attempt to modify the device and contact the Customer Care Service of PARSYS
Télémédecine.

For more information, please read the Software’s User Manual, provided with the Télécardia.

A We therefore advise you:
e NEVER ATTEMPT any direct manipulation of the installed software;
e Contact the Customer Care Service of PARSYS Télémédecine.
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Check the condition of the ECG Patient cable: it must not be crushed or severed.

Check that the capture protocol described in Section 6 has been followed, in particular:
The correct connection of the ECG Patient cable;
The positioning of the fixed electrodes of Télécardia on the thorax of the patient;
The correct color code has been followed for the limb clips: red on the right arm, on the left arm and green on
the left leg;
The electrodes and the skin have been humidified: using the spray.

In addition, patient and operator should be as relaxed and calm as possible to avoid any tense movements when capturing the
ECG trace.

For more information, please read the Software’s User Manual, provided with the Télécardia.

Check that the protocol described in section 2.4 has been followed, in particular:
that the Télécardia is in the correct position on its charging base,
that the red LED on the charging base is on during charging,
that the charging base is correctly plugged into the mains.

Should you note a low battery level after 1 hour's charging, please contact the Customer Care Service of PARSYS Télémédecine.

A We recommend that you:

= NEVER ATTEMPT a modification by yourself,
=  Contact the Customer Care Service of PARSYS Télémédecine.
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If, when using the device, it blocks for more than 1 minute:
Use the provided reset cable or take a metal object (paper clip, scissors, etc.) and place it on and between the charging
contacts, located under the device, for 1s. The device automatically switches off.

Support: +33160315171 - support@parsys.com

Switch on again the device by pressing on the ON/OFF button until the display of the “PARSYS Santé” message
on the screen.

If this procedure doesn’t work, please repeat it at least once.
If the problem persists, we recommend that you:

= NEVER attempt to repair the device by yourself;
= Contact the Customer Care Service of PARSYS Télémédecine.

If the Télécardia ECG has lost is time stamping:
Place yourself near the Terminal PC paired with your Télécardia.

Switch on the device by pressing on the ON/OFF button until the display of the “PARSYS Santé” message on the
screen.
When the screen displays the message "REPLAY ECG", press again on the ON/OFF button to establish radio

connection with the terminal PC in configuration mode to update the device's internal real-time clock.

If this procedure doesn’t work, please repeat it at least once.
If the problem persists, we recommend that you:

= NEVER attempt to repair the device by yourself;
= Contact the Customer Care Service of PARSYS Télémédecine.
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13 Technical Assistance and Customer Care Service

The devices are supplied with a two-year (2) warranty during which period the Customer will be able to exchange devices found
to have a latent defect and subject to the Customer having informed PARSYS Télémédecine thereof in writing and in detail.

In the event of a functional fault or failure of the devices, the Customer may contact PARSYS Télémédecine:
= by sending an e-mail to support@parsys.com,
= or by calling the Customer Care Service of PARSYS Télémédecine:
o Monday to Friday
o 10a.m.-12.30 p.m.and 2 p.m. - 6p.m. (in France - UTC+1)
o Except for bank holidays
o At:433(0)160315171
= or by sending a letter by recorded delivery with acknowledgement of receipt to:

PARSYS Télémédecine - Customer Care Service
5, avenue de Paris 94300 Vincennes - FRANCE

The Customer Care Service of PARSYS Télémédecine identifies the nature of the fault or failure of the devices before carrying
out any repairs or replacing the defective devices.

Beyond the warranty period, the Customer has the possibility of subscribing to a maintenance contract with the PARSYS
Télémédecine sales department.

UserFuL CONTACTS

Sales Support / Customer Relationship

Functions: Devices, Accessories & Consumables quotes / Maintenance contracts / Training

Address : PARSYS Télémédecine - Sales Department - 5, avenue de Paris 94300 Vincennes - France
Phone: +33160315163

Fax +33164023193

E-mail: sales@parsys.com

<)

Technical Assistance / Customer Care Service

Functions: Technical assistance 5 days a week (levels 1 - 2 - 3) / Calibration / Repair

Address: PARSYS Télémédecine - Support Service - 5, avenue de Paris 94300 Vincennes - France
Phone: +33160315171

Fax +33164 023193

E-mail: support@parsys.com

o

Quality / Material vigilance

Address: PARSYS Télémédecine - Quality Department - 5, avenue de Paris 94300 Vincennes - France
Phone: +33160317040
Fax: +33164023193
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