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QUALITY CERTIFICATION

This equipment has been manufactured and tested in accordance with 93/42,
Article VI, 3 of the European Economic Community (EEC) regulations of medical

devices.

DEKRA Certification GmbH, corporation, recognized by the EEC (ID number
0124) approved the quality control system used by MEDICAPTEURS France SAS.

GESTION

DE LA QUALITE

Certifié conforme

4 la directive 93/42/CEE

relative aux dispositifs médicaux

The W-INSHOE system is compliant with the following regulations:

EN 60601-1-1 August 2001

EN 60601-1-2 August 2005

EN 60601-1-4 October 1999
EN 60601-1-6 September 2007
EN 62366 March 2008

EN 62304 October 2006

EN ISO 14971 November 2009

The MEDICAPTEURS quality control system certificate:

CERTIFICAT

Systeme d'Assurance Qualité

*
‘l J*

* *
* > DEKRA
x Certification
* *

* *
LS
Par la présente. DEKRA Certfication GmbH, orgarksme notiié de [Union Européenne
0124) b f

(Numéro qual pour
fentreprise

MEDICAPTEURS France SAS
Les Espaces de Balma, 18 avenue Charles de Gaulle — Batiment 34
F - 31130 Baima

L'approbation se base sur le résultat de I'audit de certification comportant le numéno
de compte-fendu &'audit 51082-Z1-00 et a lieu conformement aux dispositons de

I'annexe VI point 3 de la Directive 93/42/CEE

du Conseil du 14 juin 1983 relaté aux disposifs médicaux. L approbation s'apphque aux
disposilds. tés en annexe. Ces dispositfs sont soumis a des examens et contrbles
conformément  fannexe Vi point 3 de ia Directive S42/CEE. Le maruage CE raprodut -
dessous peut &ire apposé sur ces disposis

Date de la premiére Date de la demvere
ification ificaion: e

Annexe au Certificat 51082-18-00 du 11.08.2006

Classe | m

Pour les produits mentionnés ci-aprés, le contrbie du systéme qualité s'applique
uniquement aux étapes de fabrication en liaison avec la conformité des produits aux
exigences des mesures techniques.

- Podométres slectroniques et plates formes de posturographie

: > DEKRA):
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To download Inshoe_remote software, please search “Inshoe-remote”
in your tablet/smartphone’s GooglePlay store.

The Inshoe Remote is used to control the « Inshoe » system from an Android
portable device, like a smartphone or a tablet. It is meant to be used with its
complementary computer software.

With this software, you can :

Set up the boxes.

Start and stop recordings.

Preview the recorded data.

Export data for further analysis on the computer.

More details on the recording process are explained in this document.

1)MAIN SCREEN

5:58PM 3 © il Free 3G C® Option menu

D Remote

Winshoe2014_005 Winshoe2015_006

Connect the boxes

Box properties

Start recording Data chart

. Export data
Stop recording

Trigger an event Box setup

Voice control
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2)SELECT THE BOXES

¢ The name of each box can be found on them.

finshoe2014_00¢ Vinshoe2015_00(

To link new boxes to the software, you need to pair the boxes in the Bluetooth
properties of your smartphone or tablet. This step only needs to be completed
once.

Switch the boxes on

In the Bluetooth properties of the smartphone or tablet, find the boxes
Select one box and use the « 0000 » code if needed.

Select the second box and use the « 0000 » code if needed.

In the Inshoe Remote software, choose “Box” in the menu.
Comment: With some models of devices, you will have to use the physical button
«properties » next to the « home » button to open the menu.

D Selection

3 © .l Free3G C®

Winshoe2014_005 Winshoe2015_006
00:0B.CEQATT.F7 00:0B:CEDATT:TA
Box GOLF_AN1
00:06:66:04:25:E2

. My_Radiosat
Patient 38:C0.06:2D:00:8F

(=1 oo (=1 -no W-inshoe004

00:0B:CE:QA:7T:99

Select each box. They will appear in column 1 and 2.
Tap « ok » to confirm.
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3)CONNECT THE BOXES

|
Tap the O button to connect your smartphone to the boxes.

The

icon shows that the connection was successful.

4)PATIENTS PARAMETERS

Tap « Patient » in the menu to change your patient’s parameters. The name you
will choose to use for this patient doesn’t need to be exactly the same in the

computer software. A link between the two will be made while importing the data
on your computer.

3 © .l Free3G C®

Box

Patient

6:02PM

D Patient
Name : J

Tap to confirm changes. The patient’s name
will appear at the bottom of the screen.

patient name O

Informations :

Some information

Patient Name
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5) BOXES PARAMETERS

Tap the button to change the boxes’ parameters (the boxes must be

switched on and the sensors plugged in).
For more details on this step, please refer to the software’s user guide.

6:01PM

D Remote

Tap here to reset the
sensors. Tap here to define
the inshoe’s side.
Stand only on
your left foot to
proceed correctly.
6) RECORDINGS

e Tap the red button to start recording. The stopwatch is running, showing
that a recording is in progress.

D Remote

¥

e During the recording, you can trigger an event by tapping the m button.
Triggers will appear when analyzing the data.

* Tap the white square to stop the recording.

* Ifyou don’t export the data before making a new recording, it will be lost.

* Once the recording is done, you can add comments to it.
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Tap to see the last recorded data. You can
examine the measures for each sensor and each
box.

Tap

v

to confirm.

D Remote

Record comment

comment for this record

7)PREVIEW DATA

8) EXPORT DATA

Tap @ to export the last recorded data.

3 © il Free 36 (8
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The data is saved in the « Inshoe_data » folder situated in the « Download » folder
of your smartphone or tablet.
Each recording file is the patient’s name + number of the record.

To analyze the data, you must copy it to the computer. Plug your smartphone in
the computer, using its USB cable. On the computer, copy the data from the
smartphone’s folder « Download/inshoe_data » to the Inshoe’s « Android »
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folder. (« MyDocuments\inshoe system\Android »). More details on this step in
the software’s user guide.

9) HARDWARE REQUIREMENTS
This software can be used on a smartphone or tablet :

e With the Android operating system (version 4.1 minimum)
* With Bluetooth
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