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Introduction

Thank you for your confidence in Medicapteurs.

The W-INSHOE is a leading system in foot technologies with extraordinary options. This state
of the art system relies upon on highly sensitive sensors which require careful use. It is
therefore necessary to follow the directions listed in this manual prior to use.

In addition to this manual, on the Medicapteurs USB (black/silver) key you will find the
following information:

e «W-INSHOE» Quick Guide.

e «W-INSHOE SOFTWARE» user’'s manual.

Enjoy the reading and welcome to the prestigious club of «W-INSHOE» users!
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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

= ENISO 14971 November 2009

The MEDICAPTEURS quality control system certificate:

CERTIFICAT

Systéeme d'Assurance Qualité

Annexe au Certificat 51082-18-00 du 11.08.2006
version fancaise
N"deMiseaJour 0 Dater 13.08.2008 Page 1/1

Di atégories de dispositifs faisant I'objet de '

lasse | m
Pour les produits mentionnés ci-aprés, le contréla du systéme qualité s'applique
uniquement aux étapes de fabrication en liaison avec la conformité des produits aux
exigences des mesures techniques.
- Podométres électroniques et plates formes de posturographie

*
¥y

* *
* > DEKRA
* Certification
»* *

* *
ok
Par la présente, DEKRA Certification GmbH, organisme notifié de 'Union Européenne

(Numéro d'identification 0124) approuve le systame qualité utiisé pour le contrle final par
rentrepnse

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

L'approbation se base sur le résultat de I'audit de certification comportant le numeéro
de comple-rendu d'audit 51082-Z1-00 et a lieu conformément aux dispositions de

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

du Conseil du 14 juin 1993 relatf aux dispositifs médicaux. L'approbation s'applique aux
dispositis cilés en annexe: Ces dispositifs sont soumis & des examens et controles
conformément & I'annexe VI point 3 de la Directive 83/42/CEE. Le marquage CE reproguit ¢
dessous peut étre apposé sur ces dispasitifs

Date de I premiére
cetification 12.08.2008

Ce cenifical est
valable jusqu'au 31.12.2006

L pssant
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Delivery Package Description

Please verify that package received includes the following items:

2 W-INSHOE CONNECTING BOXES.

- 2 sets containing each 9 sensors.

- 2 strips to carry the sensors.

- 1 QUICK GUIDE manual.

- 1 MEDICAPTEURS USB (BLACK/SILVER) KEY USB key (software and manuals).
- 1 Bluetooth — USB ADAPTER.

- 1220V USB POWER CHARGER.

- 2 cable adaptors USB -> mini USB.

- 1 carry on briefcase.

- 2 SUPPORT ankle straps.

ATTENTION: SHIPPING EQUIPMENT

Medicapteurs has the right to apply packaging fees to customers to ensure proper handling of
equipment from and to its manufacturing site.
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Options and accessories

BRIEFCASE

(REF : BRIEFCASE_W-INSHOE)

SENSORS SET

(REF : W-INSHOE_SENSOR)

BLUETOOTH ADAPTOR

(REF : KEY_BLUETOOTH)

-

o)

USB CABLE

(REF : CABLE_W-INSHOE)

CHARGER

(REF : CHARGER_W-INSHOE)

i
oé

FIF

sossses
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Options and accessories

SUPPORT BRACE

(REF : BRACE_W-INSHOE)

SHOE INSERTS (OPTIONAL)

(REF : INSERT_W-INSHOE)

SENSORS SELF STICKING TAPE '? ' ' ' '
(REF : TAPE_W-INSHOE) .

CASE TO CARRY SENSORS

(REF : SUPPORT_SENSORS_W-INSHOE)
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W-INSHOE Presentation

Technical data

Size (Length / Width / Height)

65 x 46.5 x18.3 mm

Weight of one connection box

50¢g

Sensor Technology

Resistant HD calibrated

Sensors per connection set

9 sensors per set

Active surface active per sensor

A disc of 12 mm diameter

Sensor’s thickness

0.5 mm

Pressure per sensor, Min to Max

From 0.1 Kg f to 8 Kg f /surf

Number of sensors actuation

>1 000 000

Acquisition Frequency

100 measurements / seconds
/ sensor

Box/Computer Interface

Bluetooth

Temperature for proper use

from 10 to +40°Celcius

Humidity from 30 to 80 % HR
Charger Power / USB
Acquisition autonomy 5 hours

Charging time 1 hour

Required Operating System

Windows Vista, Seven, 8

Packaging

Briefcase
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W-INSHOE Presentation

Medical application

W-INSHOE is an ambulatory electronic baro-podometry tool used in a wide range of medical
fields such as: podiatry, physical therapy, rehabilitation, orthopedics, posturologyi,...

Indications

In order to properly use the W-INSHOE, you must read this manual prior to use.

Contraindications

Patients with severe balance issues: some testing protocols may challenge patients’ balance
and lead to higher risk of fall. Verify balance safety with your patients prior to testing.

In accordance with EN 60601-1 regulation, W-INSHOE should not be dismantled nor
modified.

Batteries are inside the box, therefore it is forbidden to leave the equipment close to a heat
source. Avoid to expose boxes to temperature higher than 40°Celsius.

Side effects

No side effects have been reported.

Risk factors related to electric shocks and allergies have been addressed in the development
of this system.
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2 W-INSHOE description

Hygiene/cleaning

W-INSHOE's sensors should not be in direct contact with the skin. An intermediary agent
(hypoallergenic tape, cloth ...) must always be between the sensor and the skin.

Sensors can be disinfected after each patient with a specific cleaning product (cleaning wipes
or spray). Sensors are not waterproof and therefore cannot be immersed in liquids.

To ensure best hygienic measures, the patient can wear socks or tights — the effects on

podometry measurements are considered minimum. Utilization protocols are presented in this
manual.

Logos

C € : Medical Equipment in conformity with EEC regulation 93/42.

: DEKRA certification agency.

: Registered number for the certification agency.

- : Equipment functioning with direct current.
: Type « B » device.

waste » and cannot be trashed. MEDICAPTEURS provides electronic waste

E : Equipment on the market after August c08, 2005 classified « electronic
mmm recycling.

@ : Encouragement for users to read the instruction manual.
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Read prior to utilization

The W-INSHOE system is a sensitive and precise measuring device. The quality of the
sensors’ response depends directly upon the proper following of protocols of use .

Precautionary measures

- The lifespan of the sensors depends upon the strict application of the protocols of
use.

- DO NOT BEND A SENSOR.
Sensors are calibrated for use on flat surfaces. The small size of the sensor limits
flexibility to a podiatry application. Do not place sensors at a junction where it can be bent
(such as the insole-shoe junction).

- Sensors cannot be constrained with a competing object.

- Sensors are calibrated up to 8 Kgf. The precision of the measurement beyond that point
is not guaranteed. It is recommended not to exceed this limit in order to avoid sensor’'s
deterioration. For your information, a 220 pounds or 100 kg runner can reach 7 Kgf per
sensor at the heel level.

- For transportation, it is better to put the sensors in the ruler-like container.

- Charging the battery is performed with the USB power adapter. The charging limitations
depend upon the electrical limitations of a standard USB charger (5 V <500 mA).

- Please perform regular database backups

- Use a computer compliant with current regulation EN 60601-1 (particularly as it
pertains to power supply) . No peripheral device should be connected to the computer
unless it is self-powered (keyboard, mouse, USB key) or should be in compliance with
the current regulation EN 60601-1 version.

- Never take apart the W-INSHOE device. Contact technical support for any assistance
regarding dysfunctional issues.

- This product does not require any precautionary measures in relation with
Electromagnetic compatibility (CEM). The product is certified in accordance with current
EN 60601-1 regulation, and has been submitted to testing through a certified
independent agency (GERAC).
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Device description

LED information:

Functioning
Charge
Bluetooth
Synchronization

Action button

Connection to

Captors
On/Off switch
USB charger
On Indicator Charging Indicator

Bluetooth indicator
Synchronization indicator:

<< When on, indicating
medicapteurs synchronization between boxes
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Software installation

Required configuration

It is recommended to contact our service department prior to loading software when
changing computer.

To install and use W-INSHOE software, you must use a computer with the following minimum
SPECIFICATIONS:

Processor type:
INTEL Core i5 (or superior).
AMD A10 (or superior).
* RAM: 4 GB minimum.
* Hard drive : 250 GB minimum.
» Dedicated graphic card.
* Operating System (32 and 64 bits): Vista, Seven, 8. (except Windows 8RT)

* Backup system: external hard drive (USB).

* Radio Bluetooth emission V2 minimum. The range depends upon the class of your
Bluetooth adaptor (in theory: class 2: 20meters, class 1. 100 meters).

* A USB dedicated for the provided Bluetooth (Class 1).

Windows 8 tablets (except RT) with the above mentioned SPECIFICATIONS can utilize the
W-INSHOE system.

This information provides minimum SPECIFICATIONS in  dicators but does not
guarantee that your computer has full compatibility with the W-INSHOE system.

In case of concerns, do not hesitate to contact our technical support department.
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Software installation

Installation process

W-INSHOE system installation requires several steps:

* You MUST be “Administator” to install “W-INSHOE SOFTWARE” but you don't
need to be “Administrator”’ to use the software.

* Verify that important « Windows Update » have been performed prior to
installation.

W-INSHOE uses the latest Windows innovations therefore your system must be
properly upgraded. Use «Windows Update» on your operating system and install all
important upgrades (be aware than the process may be lengthy if you do not perform
regular upgrades). For Windows 7, «Windows 7 Service Pack 1» is mandatory
prior to W-inshoe software installation.

* Restart your computer as many time as necessary un til all upgrades are properly
installed. Restart your computer prior to installin g the «W-INSHOE SOFTWARE».

» Activate Bluetooth on your computer.

If there is no Bluetooth on your computer, you need to install the driver of the
USB/Bluetooth adaptor provided then connect the adaptor to the USB port.
It is recommended to not disconnect this adapter. You must always reconnect it to the
same USB port.

It is recommended to create a restore point in the system.

Launching «W-INSHOE SOFTWARE>» installation

1. Connect the Medicapteurs USB (black/silver) key to the computer USB port

2. Explore the USB key and click on «W-INSHOE installation.exe »

3. Select your language and then click «OK». F

4. Follow the instructions and click on «Next» until the final button
«Completed ».

Note: The installation process is completely automatic and does not require particular
competencies. The first installation may require a relatively extended period due to the
database setup (usually 10 minutes, time may vary according to the computer specifications).
Updates which do not require database modifications are much faster.
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Bluetooth connection
About Bluetooth.

The Bluetooth communication function is integrated into Windows operating system. It is
therefore important to address specific steps which are independent from
the W-INSHOE system.

» Itis not possible to connect 2 Bluetooth/USB adapters on one computer. Do not
connect the adaptor provided with the W-INSHOE syst  em if your computer
already has Bluetooth

Verify in the Device Manager if the «Bluetooth» is present in the list of the Networks
adapters (go to the next page: Bluetooth advanced installation).

» If the Bluetooth integrated to your computer has lower range that the Bluetooth
provided with W-INSHOE, it can be removed.

Please contact technical support for additional information.

* For each recording, the computer establishes a connection with W-INSHOE
(continuous Blue LED light). Do not turn off W-INSHOE without first turning off the
Bluetooth connection (blinking blue LED light) by exiting the measurement panel in the
«W-INSHOE SOFTWARE>» or by exiting the «W-INSHOE SOFTWARE».

If you do not follow this step, the computer can freeze, in that case, please wait 10
seconds in order for Windows to register the fact that W-INSHOE is disconnected.

* At times, Bluetooth may not be activated on your computer. Verify if the wireless
switch is ON ( Usually there is a wireless key on the keyboard or on the side of the
computer). The wireless key usually activates or deactivates the Bluetooth and Wi-Fi at
the same time.
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Bluetooth connection

Advanced installation of the provided USB
Bluetooth adapter

If your computer already has a Bluetooth, go to the chapter: «W-INSHOE association» .
NOTE: Do not install the USB/Bluetooth driver if yo ~ ur computer already has Bluetooth.

Introduction:

Due to the large variety of computer configuration, it is difficult to determine if the Bluetooth is
automatically there on the computer.

You can verify that Bluetooth is installed on your computer by navigating to «Control
Panel\system\peripheral » and verify if Bluetooth line is there.

The icon is blue. If it is gray or covered with an arrow, it indicates that the adaptor is not
activated.

If the Bluetooth is not listed, it means that the computer is not equipped with Bluetooth. You
must then install the provided USB/Bluetooth adaptor.

File Action View Help
= @ E Bm e

| 4 = Footscan

Py mpute
I g Disk drives

& B Display adapters

I et DVD/CD-ROM drives

i B Firmware

[ l:l;‘-,j Human Interface Devices

I g |IDE ATA/ATAPI controllers

I+ %5 Imaging devices

[» &= Keyboards

1+ E1] Memaory technology devices

[ Jf! Mice and cther pointing devices
1+ B Monitors

1 & Network adapters

- El Portable Devices

& 5 Ports (COM & LPT)

[ é} Print queues

[ B Processors

[l Software devices

s qu Sound, video and game controllers
|+ €F Storage controllers

[+ 1M System devices

1> a Universal Serial Bus controllers
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Bluetooth connection

Requirements:

Your computer DOES NOT have Bluetooth. The USB/ Bluetooth adaptor IS NOT
CONNECTED to the computer.

Windows 8: Manual installation of the driver is not necessary. Connect the Bluetooth/USB
adaptor and wait for the automatic installation of the driver.

Windows 7 and previous versions (driver’s installat ion):

Do not connect the Bluetooth adapter.

In the Medicapteurs USB (black/silver) key, open the « Drivers » folder then select the
«Bluetooth » folder.

Activate the program setup.exe. Click on «Next» until «Finished ».

There is a manual available on the black/silver USB key describing the steps in details;
information is located in the «Manual »/ «Bluetooth » folder.

You can then connect the USB Bluetooth adapter to the computer.

W-INSHOE computer connection.

Requirements: The computer Bluetooth communication is turned on.

Indicators confirmed that the provided Bluetooth adapter is functioning. The procedure is the
same regardless of the adaptor however the terminology may vary. Bluetooth is already
loaded on your computer.

« Step 1) Right click on the Bluetooth icon located in the Windows taskbar @ then click
on «Display Bluetooth networks » or you can directly access the proper window:
- Windows 8 : Computer Parameters/Device Manager / Bluetooth
- Windows 7 : Configuration panel/ Network and printers / Bluetooth

e Step 2) Turn on the first W-INSHOE connection box by moving the switch up. The blue
LED light on W-INSHOE should blink.

Windows 8 installation

- After a short time, W-INSHOE appears (The first time, W-INSHOE can be viewed
as «Unknown»).

- Click on W-INSHOE then click on «pair ».

- Type the code «0000» then click on «Next».
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Connecting Bluetooth

Windows 7 installation (or previous versions) :

- Click on «Add device ».

- Click on W-INSHOE which will appear and then next. (The first time W-INSHOE
may be labeled «Other»).

- Click on «Enter merging code » then type the code «0000» and finally click on
«Next». W-INSHOE appears on the devices list.

e Step 3) Turn off the first W-INSHOE, then turn on the second W-INSHOE then repeat
step 2.

» Step 4) The two W-INSHOE should be located on the lower portion in the configuration
panel / devices page (the boxes do not need to be connected).

L W-inshoe003 Properties H

General | Hardware | Services | Bluetooth

This Bluetooth device offers the following services. Touse a
senvice, select the check box.

Blustooth Services
Serial port (SPP) TS-SPP* Com3

- Right click on W-INSHOE then click on «Properties ».

- In the «Services» tab, you will find the communication number (COM port
number) for W-INSHOE please records this number as a reference for later
In this example number COM?7.

Follow the same process to abtain a COM port number for the second W-INSHOE.

Keep the 2 numbers as they will be necessary for th e initial launching of the «W-
INSHOE SOFTWARE».
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W-INSHOE system instructions

Connecting boxes use

Just turn on the boxes by activating the lateral switch and you should be ready to go.

«W-INSHOE SOFTWARE» will automatically activate the proper configuration and
synchronization.

The boxes are independent from the sensors and for example have no laterality .
You can therefore have 2 boxes and as many sensors as you want.

Note: The W-INSHOE system has been designed to carry 2 synchronized boxes. Of course it
is possible to work only with one box.

Sensors use

The sensors are calibrated which means that each sensor has been tested in comparison to a
standardized sensor in order to properly assess the pressure and its accurate measurement
at the W-INSHOE connecting box level.

The calibration ratios are recorded within each sensor and are downloaded for each

recording. Additional information is recorded by the sensors’ network such as laterality (right
or left foot), series number, etc.

Measurements units

Measurements are displayed in KiloGramForce (kgf) per sensor’s surface or psi

KiloGramForce (Kgf) is the measuring unit which allows quantifying intuitively the force
concept. 1 Kgf represents the force exerted on sensor by 1 Kg weight due to gravity
(9,806 65 m/s?) .

To simplify it can be rounded up as 1 Kgf = 10 Newtons .

The force applied on the sensor’s surface allows determining the pressure. Each sensor has
a 1.43 cm? active surface . The corresponding pressure to 1 Kgf on the sensor surface is
0.68 bar or 68 kPa or 9.94 psi.
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W-INSHOE system instructions

Fastening the connection boxes

The brace provided with W-INSHOE allows fastening properly the connecting box to the
ankle .

You can also use the Flap on W-INSHOE to hook the connecting box with the shoe laces.
Other supports like a belt can be used.

Box fastening examples:

* You can use the shoe laces to hook the back part of the connection box to the shoe.

The wires can be positioned between the laces and the shoe flap and the laces can be
used to stabilize the wires.

» Example of using the brace on the ankle.
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W-INSHOE system instructions

“On line” acquisition

When using the system in a 60m range from the computer (Class 1 Bluetooth) you can
record on line (live). Measurements are transmitted via radio waves to the computer and are
displayed live on the screen. The active connection between the W-INSHOE and the
computer is displayed by a continued blue LED light on the box.

In case of radio wave disconnection during a recording, the measurements are automatically
saved in memory and can be downloaded later.

Further information available in the «W-INSHOE SOFTWARE» user manual.

“Off line” acquisition

When using the system beyond computer range, you can use the off line acquisition. You
have 55 minutes of cumulated recordings available.

Recordings are managed by the switch on top of the box

The first activation of the switch starts the recording. Verify that the Green LED light is
blinking indicating recording mode. The second activation of the switch stops recordings (the
green LED light remains on), an additional activation of the switch resumes recordings, etc.

W-INSHOE has been designed to provide a precise analysis of the gait cycle and not for an
average analysis over a long period of time. In order to simplify the process and data
analysis, it is reasonable to perform short recordings of several minutes each (for an
accumulated total of 55 min).

Additional information is available in the «W-INSHOE SOFTWARE» user manual.

Practical advices

Here are advices to facilitate proper use of the W-INSHOE system.

* Regarding instructions presented in the «Bluetooth» chapter, it is recommended to turn
off the Bluetooth connection on the software before turning off the lateral switch on the
connecting boxes.

» Do not turn off connecting boxes during recordings.

* Avoid plugging and unpluging networks of sensors during a recording.

* Do not bend sensors.

« DO NOT LEAVE THE BOXES NEAR A HEAT SOURCE.
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W-INSHOE system instructions

Battery level and charging

LED functioning indicator:

Green - normal functioning
Orange — when power is under
25%

Red — low battery level

LED charging indicator:

Red during charging mode
Green when charging is
completed

medicapteurs

When the system is «directly connected» the W-INSHOE software can precisely display the
battery power level of each connection box. Note that a battery does not have a perfectly
linear discharge through time. The autonomy during communication of a new W-INSHOE is
more than 5 hours.

The two connection boxes can be charged simultaneously using the USB/Power adapter. Just
remove the plastic protective cover of the W-INSHOE USB socket and insert it in the mini
USB plug.

It is possible to use diverse sources of USB to charge W-INSHOE
in accordance to USB power standard (5V 500mA). You are responsible for damages in case
damages result from using a different connection than the one provided with the system. It
requires an average of 1 hour 20 minutes for a complete char ge and may vary based on
the power source used. The technology for the batteries (lithium polymer) does not have a
memory effect, therefore the connection boxes can be charged at any time and it is not
required to wait for a complete discharge prior to charging.

Complete discharge needs to be avoided. W-INSHOE has a security system which cuts off
the equipment when power level is too low in order to avoid damages. If you know you are not
going to use the boxes for an extended period, make sure they are fully charged.

If you do not use the system for a long period and notice that the connection boxes do not
charge anymore or present a low autonomy, do not try charging again, please contact the
technical support.

The last generation batteries, like those used in W-INSHOE will naturally deteriorate over time
(several years) regardless of usage level. It is expected for autonomy to decrease over time.

Note: For security and normative reasons, recording cannot be performed during the
charging mode. You can however download previous recordings.
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Changing the sticker on the sensor

When the sticker on the sensor which can be repositioned is not effective any longer, it can
be replaced with a new sticker.

* To remove the old sticker: take off the sticker by pulling gently the corner  located on
the shaft of the sensor.

The new sticker has 2 sides :
- White side: permanent side to be glued to the sensor.
- Brown side: side which can be repositioned on the insole.

* Remove the white protection sheet and lay the sensor on it.

» Lift the sensor — it is ready to be used or to be placed in the ruler shaped case.
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W-INSHOE system instructions

Example of proper sensors positioning

* When placing sensors, it is important to keep in mind the location of the area where the
wires will be exiting.

*  We recommend the medial arch where less forces are present and where there is
usually enough space for the wires to pass through, therefore the sensors should be
positioned accordingly to ensure that all wires are directed towards the medial arch.

» Itis also important to strategically position the wires next to each other to avoid
putting then on top of each other resulting in a th ick layer of cable under the arch.

* Be sure that cables are not passing on top of the active part of another se nsor
(disc).

* To avoid crisscrossed wires, use tape to stabilize the position of the wires (according to
the covering of the insole, paper tape is usually sufficient).
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