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No part of this publication may be reproduced, transmitted, transcribed, stored in any retrieval system or
translated into any human or computer language by any means or in any form, without the prior written notic
of MediTop BV The Medical & WoundcarCompany

,UZdé| 02 @3EUD® U% o0A2 Uu@2 égé Meditop B prévitle efdctive suppatU
for its equipment.

MediTop BV The Medical & Woundcare Compamgerves the right to make changes without notice to both
this manual and to its products described within this manual. Nothing in this manual represents any
contractual or other commitment on the part dlediTop BVThe Medical & Woundcare Compazryd should
not be taken as such. All possible care has beentakethe preparation of this publication. ContatdediTop
BV/ The Medical & Woundcare Compdiay suggestions for improvement.

MediTop BV The Medical & Woundcare Compargntinuously strives to improve and update our products.
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©MediTop BV
All rights reserved
Subiject to technical changes.
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Warningfor US only

Patient Care Guidelines accompanies this device.
All caregivers should carefully read and follow this guideline.

If there are questions or if the sheet is missing immediately contact your IBxalidex X&presentative.

The sheet can be found on the internet at:

https://www.meditop.nl/uploads/file/exsudexpatientcare-quidelinesversion-1-0.pdf

Warnings and Safety issues

9 In case of incidences with tHexsudex X$he manufacturer must be notified

1 TheExsudex XShould only be charged with the supplied charger;

91 Before connecting the charger please check if the on the charger specified voltage is the same as that in

the building.

TheExsudex X8 allowed for a maximum period of 30 consecutive days use.

During operation keep th&xsudex X8pright.

TheExsudex XShould only be attached to the patient by qualified medical personnel.

TheExsudex XShould be used with special wound drésgs and accessories.

=A =2 =4 =4 =

TheExsudex X8an only be connected via bluetooth if treatment is not active.
Treatment can only be restarted again after closing of the bluetooth connection.

1 In the following cases, the apparatus must not be put iofoeration:

o Damage to cord and plug;

0 When the device is not functioning flawless;

0 When visible damage to the device appears;

0 When visible security flaws appears.

o In this case we advise you to contact your dealer or technically qualified person within your
company for a replacement device
Do not keep using theExsudex XS

TheExsudex XShould not be placed in water or other liquids.
Sleeping:
- Make sure thé&xsudex X8 placed so that the tube cannot bent or clamped of.

- Make sure thé&xsudex X8annot be pulled of your bedside table or fall to the floor in your sleep.
- We recommend you to connect thiexsudex X® the charger while you sleep.

1 Be careful that no one can stumble over the power cord and tubing. Make sure there is no power cor
and hose lying down or posted where people walk.



https://www.meditop.nl/uploads/file/exsudex-patientcare-guidelines-version-1-0.pdf
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9 All disposables and dressing kits are not designed for cleaning-oiseeand must be properly
discarded after patient use in accordance with local regulations for medical waste by the public health
nurse.

i Takestandard precautions with regard to dealing with body fluids or waste. Discharge all components
in accordance with the procedure (s) of the institution and local and national regulations.

1 Please contact you doctor or healthcare providermediately if you cannot resolve a warning
condition.

In case of emergency, immediately contact your local emergency department.

Repairs and maintenance may only be performed by qualified personnel that is authorized by
The Medical & Woundcare Compamythe manufacturer

1 Occupational safety and usability of medical devices are determined not only by your ability, but also
the maintenance of the device (see chapferMaintenance

1 Qualified service and use of original spare parts guarantee the operational safety, usability and value of
your medical device retained.

The device is MRInsafe and mst be disconnected from the patient prior to MRI.

The device may not be used in the event that defibrillation is needed. In such case the device must bg
disconnected. Be sure to remove the dressing if defibrillation is required in the area of dressing
placement. Failure to remove the dressing may inhibit transmission of electrical energy and/or patier
resuscitation.

—*
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1 Device description

1.1 Indicationfor use

TheExsudex X®/ound Drainage Device is a compact, portable device that delivers a controligatine
pressure to a wound bed used for wound therapy.

CAUTION (US ONLY):
Federal law restricts this device to sale by or on the order of a physician, or with the descriptive designation

any other practitioners licensed by the law of the State in whitht person practices to use or order the use of
the device.

1.2 Function & application

Exsudex X8 an apparatus which produces a pset negative pressure betweefi0 t0-200 mmHg by means of
a wound drainage pump. The negative pressure is built up in an external canister.

TheExsudex X®/ound Drainage Device is connected to the external cantsfaneans of a disposable
canister:

A) Mounting theExsudex XBisposable canister (contents 300 ml) with integrated bacteria filter on the device
Placing the canister on thExsudex XS
Figurel Figure2
Press theExsudex X8ver the canister
un'Fll you hear a click. S
(Figure 1) - A

The canister is now precisely mounted ¢
the Exsudex X&nd ready for use.
(Figure 2)

o

Exsudex X@ith
mounted canister.

Mountingcanister

B) Removing theExsudex XBisposable canister (contents 300 ml) with integrated bacteria filter on the
device;

Press the lock button
canister down.

back of the unit and pull the

For inserting a new canister see as described above [A)
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Continuous, automatic checking of the level of negative pressure is achieved by controls which check for the
existence of the following:

1 An inability to achieve the required level of negative pressure

1 Any loss of negative pressure

1 Deviation from a levieof negative pressure exceeding the set tolerance

TheExsudex Xpump is a means for building negative pressure. The canister, when connected to the pump,
functions as wound fluid storage.

TheExsudex X8onsists of a medium sized housing thatrtains a vacuum pump and control system with a
location for a fluid canister system. There is also a bacterial filter which is plugged directly into housing in the
pump and replaced as necessary. Accessories include a bed clamp, infusion pole clamp gnHamrFor the

expanded indication of use for wound healing the unit is used in conjunction with accessory kits conforming 1o

the guidelines for dressings developed by Chariker et al already available in the U.S. market. This kit consist
individually reviewed medicatomponents that have added instructions for use. The kits are considered
Z,UQ02 PE2 @«2 LE®ébz % OOEQ; 6@®2¢ oAz =2@g2¢| 0O cbo
(see 21 CFR 878.4800.)

A) Foam is placed in the wound. Then the Pad is placed. The pad is caguhégttubing to theExsudex XS
wound drainage pump.

B) A drain is placed into the wound. A gauze dressing is placed over the drain and secured by a seal ov,
the wound bed. Then the Pad is placed. The pad is connected by tubing tBxsedex X&ound
drainage pump.

C) Adrain is placed in the wound. A gauze dressing is placed over the drain and secured by a seal over
wound bed.

The drain is connected by tubing to thexsudex X@&ound drainage pump.

A seal has to be achieved and maintain@eer the wound to allow negative pressure to build. The pump will
continue to generate negative pressure over a period of time dictated solely by the decision of the clinician.
The pump will use dressing kits developed in accordance with the researcharil@r et al. and currently
available in the U.S. market.

The pump is designed with several functions and warnings.
All these are controlled by a micigrocessor.
1 Pump speed
LCD display
Function keys
Pressure measurements
Canister fullmonitoring
Warnings

=A =4 =4 =4 =4
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The device has been designed with the following safety precautions:
1 Overflow valv&which is a manual safety feature positioned into the cap of the suction canister. If fluid

reaches a maximum level in the canister, floats in themdow valve will block the inlet port, causing

suctioning to automatically stop. This overflow protection prevents bagk of fluid to either the pump

or the patient.

Warning control, check at every pressure settid@ up to-200mmHg:

Inability to exceeda pressure higher tha?lOmmHg

Warning when pump is out of tolerance

Reservoir full warning

Battery- low warning

Standby warning

= =A =4 =4 =4 =4

1.3 Use

To use the pump, the suction tube must be connected to the canister and to the pad or drain.
After checking the set up ahconfirming connection between the canister and the drain, thesudex XS
(see sectiorB - Operation) is activated by pressing the start button.

The machine may only be used with thexsudex XBisposable Canister.

It is recommended that th&xsudex X8 serviced on an annual basis By approved technician.

1.4 Bluetooth connection

TheExsudex X8 provided with a Bluetooth module to be connected to a PC or Laptop.
This connection can be used to read data to read or to adjustid.

TheExsudex X8an only be connected via bluetooth with thHexsudex XSateway if treatment is not active!
Treatment can only be restarted again after closing of the bluetooth connection.

_CE MSD €. =
4 Settings Start ’ r: 146
w: 0
Mode Continuous Mass Storage Mode
Pressure -125 Gateway Connected
woa b2dale \
Display when bluetooth is On Display when connected to the Gateway

For safety reasons it is not possible to adjust settings via the Bluetooth connection.
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1.5 Intended use

1.5.1 Indications for use

TheExsudex X8 indicated for all patients that benefit from negative pressure therémywound treatment.

1.5.2 Contraindications

TheExsudex X8 contraindicated for the following reasons for Wound Treatment:
I Neonates
i Patients with clotting problems
1 Patients suffering from epidermiolysis bullosa indication

TheExsudex X8 contraindicated for the following parts of the body/tissue used infon/for or to interact with:
1 Close to exposed viscera and blood vessels,

Exposed organs,

Necrotic wound bed,

Untreated osteomyelitis,

Neoplastic tissue in the wound area,

Malignant wounds

=A =4 =4 =4 =9
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1.5.3 Precautions andCautiors

Side-effect(s) from the devices operating principle and use
1 May result in angiogenesis and the formation of granulation tissue in open (acute) wound edges

Precautions:
9 Patients on anticoagulants or with diffidtlhomeostasis should be treated with caution and have to be
controlled regularly for bleeding.
Patients with infections in the wound and or other parts of the body.
Non-compliant patients
1 TheExsudex XBas not been studied on pediatric patients.

= =4

General Precautions for all indications for use:
1 Health care provider must evaluate patient to ensure that use offlxeudex X an appropriate use
for the patient.

Cautions:

/\  Physicians should conside 2| 6 E2 g6gé& éEA2 | @® u2E¢Ad8 uA2¢

A The device is MRI unsafe and must be disconnected from the patient prior to MRI.

A The device may not be used in the event that defibrillation is needieduch case the device must
be disconnected. Be sure to remove the dressing if defibrillation is required in the area of dressi

placement. Failure to remove the dressing may inhtbdnsmission of electrical energy and/or
patient resuscitation.

The device may not be used in a hyperbaric oxygen chamber.

To prevent unintentional gauze retention, all dressings are removed from the wound and woung
bed. Upon removal of dressing(s), the wound bed should be cleaned in accordance with standa
wound care practices, prior to the application of new sterile dregsi

If necessary all wounds should be debrided prior to application of the therapy and/or dressings.

Ensure there are no pockets left in the wound bed after application of the dressing.

Infected wounds may need more frequent dressitlganges, up to twice a day, and the patient and
the wound must be inspected regularly for signs of increased infection or sepsis.

Patients who do not have adequate homeostasis, who use anticoagulation or platelet aggregatit
inhibitors have an increasgrisk of bleeding with or without th&xsudex XS

The device has not been studied in pediatric patiemidl.arteries, veins, tendons, ligaments, nerves
and other organs have to be covered completely prior to application ofExeudex XS

Infected tissue such as blood vessels may have a weakened structure and have to be treated w
care.Infected bloal vessels may bleed more readily than normal blood vessels

The device is intended for acute, institutional, and leteym care use and only when prescribed by
physician. Product may be indicated for patient homeare, when carefully monitored by knsed
home healthcare providers, and only when prescribed by a physician.

> B BB PP
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1.5.4 Considerations for treatmenh a home setting

Caution:
For patients with an increased risk of bleeding complications, treatment must take place in ai
! environment suitable for their situation and must be monitored by the treating physician.

We recommend you to take the following points, in addition to the contraindications, warnings and
precautions, in consideratiotefore treatment when using thExsulex XSs prescribed for the home
environment of the patient.

Situation of the patient:
1 Clinical condition (adequate hemostasis and a low risk of active and / or severe bleeding in the woun
area)
1 Home Environment (Are patient or famitgember/caregiver able to solve, respond to warnings and to
read and understand the safety instructions on the label)

Wound of the patient:
1 All exposed, on surface vessels and organs in and around the wound must be completely covered ar
protected before he Exsudex X8an be applied.
9 At the start of the treatment the negative pressure setting and therapy mode which will be used shou
be considered(Continuous suction or intermittent suction)

1.6 Singleuse disposables (US only)

For the indication of use for wound healing, the device is used in conjunction with accessory kits conforming
the guidelines developed by Katherine Jeter and Dr. Mark Chatik8milar kits are already available in the
U.S. market. The kits consist individually reviewed medical components from existing manufacturers that
have met the regulatory requirements of the FDA (see 21 CFR 878.4800) and include separate, additional
instructions for use.

Exsudex XDisposable Canister with integrated bacterial filter
Disposable canisteB00 cc
Filter/Positive Shut-Off Valve - Proven filter effectively traps aerosolized microorganisms and particulate
matter. Validated shubff valve prevents fluid overflow.
Easy to Read -Etched and printed graduations ensure total volume accuracy and easily read measurements.
The smudgefree surface provides adequate space for marking patient information.
This canister is nossterile and is designed to be discarded when full or ety full.
Solidifier available
9 Effectively gels potentially serious infectious waste within the suction canister quickly.
Quickly penetrates throughout canister to solidify blood and body fluids
Gels in seconds, ten times faster than other solidifiers
No shaking required
Retains solidity to prevent spills and leaks for safe and easy bagging and easy transport to disposal
9 Chlorinefree for nontoxic incineration
TheExsudex X8an also be used in combination with foam kits which met the regulateguirements of the
FDA.

=A =4 =4 =4

L Effective Management of Incisional and Cutaneous Fistulae With Closed Suction Wound Drainage,
Mark E. Chariker MD, Katherine F. Jeter, Ed.D., et al, Contemporary Surgery, Vol. 34 June 1989-G%. 59

d



The Medical & Woundcare Company BV THE M E D I CAI-&
Vlasakker 22 Tel.: +31(0) 348 475849 WOUNDCARE
3417 XT Montfoort

Email: info@tmwec.eu

The Netherlands www.themedcalwoundcare.com COMPANY
2 Product components
2.1 Scope of delivery
Description Qty.
Exsudex XSvound drainage system 1
Power adapter 5VZ2A 1

(The Exsudex XSnay only be charged with this original supplied power adapter!)

2.2 Product components and accessories

The following items can only be ordered througihe Medical & Woundcare Compamyone of its dealers:

Part description Product code

Exsudex XDisposable canister with fixed tube with Christmas 16690 \"-‘f_._

tree connector "

Exsudex Xattery 3.7V 3000558 \/

Exsudex X§ower adapter 5VZ 2A,length 4 meter. 3000723EU >

(EU = European plug, USA = USA plug) 3000723USA @
Note:

Atubing set which is compatible with the use in negative pressuP®@ mmHg) must be chosen.

CAUTION

If anothercollection systems used as thé&exsudex X8isposablecanister withsolidifying agent
the manufacturer cannot guarantee groper operation of the "reservoir full" warning.

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3 Operation

Top viewExsudex XS

THEMEDICA o

WOUNDCARE
COMPANY

The unit has to be turned on by means of the switch, see picture below, on the top left of the apparatus.

After which the device is operated with the buttons on tio@ of the apparatus corresponding to the indicated
button on the LCD.

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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TheExsudex X&atures an LCD screen at the top of the unit.
This screen displays information about the current function or setting.

‘ Settings

Mode
Pressure

A. Startup windowContinuous General setting

C. Startup window Intermittent general setting

Switching off theExsudex X
approximately 3 seconds.

4

TheExsudex X8as 4 buttons:
The operation of a correspon

The master on/off switch has

Continuous

‘ Settings Start P Start ’
Mode Intermittent Mode Intermittent
Press high -125 Press high -125
Press low -50 Press low -50

. =
Start ’ Start P
Mode

Pressure

Continuous

-125

-125

B. Startup window Continuoug{omecaresetting

D. Startup window Intermitteffomecaresetting

only possible if the pump is not running by pressing the On/Off button for

ding button is indicated on the LCD display.

outside thedicated function also the ability to switch off the system when

pressing the button for approximately 3 seconds.

4
»
4

(Start)

(Settings)

Switching of theExsudex XBy pressing for approximately 3 seconds.

Starting the treatment with theexsudex XS

Cycle through the menu (see chapterl- Setting9
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3.1 Settings

To adjust the settings the pump of tHexsudex X8wst not be running.

When ‘ Settings is not displayed on the LCD display, it means the function is disdbtdtbmecare use
You can enable the settings by pressing tWebutton for 10 seconds, when you are in the Start menu.
(Please make sure the display is not dimmed!)

‘ Settings will be displayed on the display.

Home Care Suituation

Note: Do not forget to enable/switch off the settings menu after entering the correct settings!
Press theW button for 10 seconds in the start menu. The text/function settings is gone now.
This to prevent the ability that the patient can adjust the settings!

{ Settings

Mode Continuous
Pressure -125

THEMEDICALR, o

IWNOUNDCARE
COMPANY

Press on 4 (‘ Settings)

Settings

e o ==
‘ Return User ’

W General Producer 4
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3.1.1 User settings

THEMEDICA o
WOUNDCARE
COMPANY

W Continuous Intermittent 4B\

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3.1.1.1 Pressuresettings Continuous Mode

sart [
Mode Continuous
Pressure -125

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICALS, o
WOUNDCARE
COMPANY

Press in the User menu ¢ ¥ (¥ Continuous)

You can now sequentially adjust Pressure, Tolerance, Tube blodkavger modeand Purgemode settings.

Note:
When intermittent suction is enabled the merti, UG8 E@6Ub6éz UWEOO @Us ©2 | U
Display will show the next message:

User e - ' In which:
(emwiookea )
Menu locked
Intermittent is active

v Back to User menu

W Yes

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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COMPANY

3.1.1.1.1 Pressure:

Continuous

‘ 1/5

Pressure

v -125 mmHg

—

o

4. 4

Results ilA Menu Back
Step further in menw, Tolerance
Decreasing the negative pressure value

Increasing the negative pressure value

The available pressure ranges froftD to-200 mmHg in 5 mmHg steps.

When done pres: » for the next setting.

3.1.1.1.2 Tolerance:

Continuous

‘ 2/5

Tolerance

v 20 mmHg
-

S

B 1 inwhich:
4 4
»
A v
A

Resultsn A Menu Back
Step further in menwy, Tube blocking
Decreasinghe tolerance

Increasingthe tolerance

The deviation tolerance for the negative pressure can be set between 5 to 80 mmHg in 5 mmHg steps.

hA2 0| éBED¢

202 | O] ¢?

, A2 « O

20 mmHg the warning will sound if the pressure in the system is less-th@s mmHg.

When done pres. 4 for thenext setting.

| €2 & é Eddviates finrk Belset ros8uge®
by more than the preset tolerance. For example, if the pressure is setX#b6 mmHg and the tolerance is set on
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3.1.1.1.3 Tube blocking:

Continuous PR Inwhich:
3/5
Tube blocking 4 Resultsn A Menu Back
> Step further in menwy, Power mode
v Off L v Toggle between On or Off
R A Toggle between On or Off

Tube blocking can be set On or Off.
v
When enabled the next symbol will losplayed on the right side in the grey menu bar: =—

NOTE:
Tube blocking warning is functional during Purge mode in Interval mode.

If the set time for the tube blocking warning is equal to or longer as the interval time, the time valitoenatically
reduced for 1 minute as the set interval time!

Factory setting for tube blocking warning is set to 5 minutes.

Tube blocking warning is functional during Purge mode in Automatic mode.
At the third purge within a set time (4 times tube blocgiwarning time) the device will sound the tube blocking warning!

When done pres: > for the next setting.
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3.1.1.1.4 Powermode

< >

Power mode 4 Resultsn A Menu Back

> Step further in menwy, Purge mode

(8]

v Normal 7 N 4 Toggle between On or Off

\ 2 A Togglebetween On or Off

The Power mode can be set to Normal, Slow or Fast.

Normal mode.
Normal mode is the most common setting.
When set to Normal the time within the set pressure must be reached during first start is set to 40 seconds.

Slow mode:

When patients severe a lot of pain because of the treatment you can set the Power mode to Slow.
The slow mode function has a longer interval in controlling the motor which will result in a longer time before
the pump reaches the set value.

When set to Slowhe time within the set pressure must be reached during first start is set to 120 seconds.

When enabled the next symbol will be displayed on the right side in the grey menu bar: .y

Fast mode.

When you have a large wound and the pressure cannot be readbddg the first start you can set the Power
mode to fast.

The slow mode function has a faster interval in controlling the motor which will result in a shorter er time
before the pump reaches the set value.

When set to Fast the time within the set pressunust be reached during first start is set to 40 seconds.

When enabled the next symbol will be displayed on the right side in the grey menu bar: ﬁ

When done pres: 4 for the next setting.
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3.1.1.1.5 Purgemode

Continuous e -

<

In which:

v it
a

Results ilA Menu Back
Purge mode

> Step further in menwy Pressure

v Disabled A v Toggle between Disabled, Interval or Automatic

\ § A Toggle between Disabled, Interval or Automatic

E@ éUx2 U««| EUQGE EO x| p U««bdeée O0A| 6 o0A2¢é2 Eeée | @
In order to solve or prevent thigou can enable the Purge mode.

At set times thé&exsudex X@ill release the pressure for a set time and restart treatment again.

(Values can only be adjusted by your local dealer)

Disabled:
Purge mode is disabled.

Interval:

Every set time (factory setting is 5 minutes) tesudex X@ill release pressure for a set period (factory setting
is 1 second) and restart treatment again.

If the pump is running at the set time, releasing the pressure will be postponed until the @miomgs running.

Automatic:
When the pump has not been running during a set time (factory setting is 5 minute®xthedex X@ill release
pressure for a set period (factory setting is 1 second) and restart treatment again.

z’
When set to Interval or Autoatic the next symbol will be displayed on the right side in the grey menu HaP

When all settings are done pre:f’g to go back one menu

Z |
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3.1.1.2 Intermittent settings

o settings st
Mode Continuous
Pressure -125

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICALS, o
WOUNDCARE
COMPANY

Press in the User menu o ® (Intermittent )

You can now sequentially adjubttermittent, Pressure high, Time high, Pressure low, Time low and Tolerance
settings.

3.1.1.2.1 Intermittent

Intermittent e I In which:

< 1/6 >

Intermittent 4 ResultsnA Menu Back

Step further in menwy, Pressure High

4
v Toggle between On or Off
A

Toggle between On or Off

Intermittent can be set On or Off.
When Intermittent is set On the next symbol will be displayed on the right side in the grey meanar:

When done pres. > for the next setting.

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3.1.1.2.2 Pressure high setting

Intermittent e = In which:

‘ 2/6

Press hlgh 4 Resultsin A Menu Back

b Stepfurther in menuA Time High

v -125 mmHg A v Decreasng the negative pressure value

i§ - : A Increasng the negative pressure value

The available pressure ranges froftb t0-200 mmHg in 5 mmHg steps.

When done pres. 4 for the next setting.

NOTE:
Theminimum pressure to be set is the set Pressure idwmmHg

3.1.1.2.3 Time high setting

Intermittent e = In which:
‘ 3/"6
. . Resultsn A Menu Back
Time high 4 A
b Step further in menwy, Pressure Low
v 5 min Z N v Decreasngthe time
i§ - = 7 A increasingthe time

Time can be set in steps of 88conds (0.5 min) between 1 and 10 minutes.

When done pres: 4 for the next setting.
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3.1.1.2.4 Pressure low setting

Intermittent e - In which:

< 4/6

Press low 4 Results ind, Menu Back

W iL

» Step further in menwy Time Low

v -50 mmHg z N v Decreasing the negative pressure value

i§ . 7 A Increasing thenegative pressure value

The available pressure ranges froft0 t0o-195 mmHg in 5 mmHg steps.

When done pres: 4 for the next setting.

NOTE:
The maximum pressure to be set is the set Pressure high + 5 mmHg

3.1.1.2.5 Time low setting

Intermittent e = Inwhich:
< 5/6 >
. Resultsn A Menu Back
Time low . A
> Step further in menw, Tolerance
v 2 min A v Decreasng the time
i§ : . 7 A Increasng the time

Time can be set in steps of 30 seconds (0.5 min) between 1 and 10 minutes.

When done pres: 4 for the next setting.
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3.1.1.2.6 Tolerance:

Intermittent e = In which:
6/6
‘ ’ o) Resultsn A Menu Back
Tolerance
> Step further in menwy, Intermittent
v 20 mmHg V' N v Decreasinghe tolerance
= A Increasingthe tolerance

The deviation tolerance for the negative pressure can be set between 5 to 80 mmHg in 5 mmHg steps.
Thei | € E@¢ Z02| O] ¢2 ,A2«0 | é2éeEQ¢z UEOO éeUBO® E¥%
by more than the preset tolerance. For example, if the pressure is setli#?d mmHg and the tolerance is set on
20 mmHg the warning will sound if thgressure in the system is less thah05 mmHg.

When all settings are done prer,’f’g to go back one menu

3 /
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3.1.2 Warning (Notification}ettings

THEMEDICA o
WOUNDCARE
COMPANY

nnnnn

THEMEDICA o
WOUNDCARE
COMPANY

Press in the 1st User menu ¢ » (Next’ )
User L o\
‘ Return Notification ’
W Log Resetlog A\

THEMEDICA o

WOUNDCARE
COMPANY

Press on » (Notification > )
You can noveequentially adjust Acoustic warning and Delayed warning settings.

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3.1.2.1 NotificationSound

< >

Notification sound 4

Resultsn A Menu Back

> Step further in menwy, Warning delay

v On A ) 4 Toggle between On or Off

'§ ; A Toggle between On or Off

The soundnaotification can be set On or Off.

However, the sound natification for battery low and standby warning will not be turned off, for all other
warnings, the sound will be set off.
The notifications themselves remain active and will be visually displayetherscreen.

When disabled the next symbol will be displayed on the right side in the grey menu bar: ﬂx

NOTE:
When set to Off thExsudex X@ill display a message to remind you that the Sound notification is disabled.

Notification sound
is disabled!
Do you want to continue?

W vYes No 4

v A

Confirm by pressing ¥ or decline by pressin¢™ .

When done pres: » for the next setting.
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3.1.2.2 WarningDelay

Notification PR Inwhich:
< 2/3
Warning delay 4 Resultsn A Menu Back
b Step further in menwy Hold pressure
v 0.5 min A v Decreasng the time
k‘ A Increasng thetime
Following settings are available: Off , (0 min)
30 seconds (0.5 min),
1 minute (2 min),
1 minute and 30 seconds (1.5 min),
2 minutes (2 min),
2minutes and 30 seconds (2.5 min),
3 minutes (3 min),
3 minutes and 30 seconds (3.5 min),
4 minutes (4 min)
4 minutes and 30 seconds (4.5 min), or
5 minutes (5 min).

('Ls‘-

When enabled the next symbol will be displayed on the right side in the greyrbar:
When done pres: 4 for the next setting.

3.1.2.3 Hold pressure

Hold pressure is a feature which in all, npressurerelated notifications, holds the buildip negative pressure
until a nurse can get thExsudex XBack on line.

Notification PR Inwhich:
3/3 >
Resultsn A Menu Back
Hold pressure 4 A
2 Step further in menwy Notification sound
v Off 7 N v Toggle between On or Off

A Toggle between On or Off

Standard setting is @.

When all settings are done pre: 4 to go back one menu
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THEMEDICA o
WOUNDCARE
COMPANY

eeeee

THEMEDICA

o THEMEDICALY o
WOUNDCARE WOUNDCARE
COMPANY COMPANY

Press in the 2nd User menu ¥ (V¥ Log)

‘ Return Next ’

Treatment duration: 1:10:48
#Treatments: 2

#Pressure not reached!: 0
#Leak large: 0

You now will see an overview with thecorded:
Treatment duration in hh:mm:ss
Treatments in numbers

Pressure not reached warnings in numbers
Leak large warnings in numbers

=A =4 =4 =4

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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Press on 4 (Nextb)
to go to the next page which will show you:

Log e .=
‘ Return

#Reservoir full!: 1
#Pressure loss!: 0
#Tube blocked!: 0

- |

1 Reservoir full warnings in numbers
9 Pressure los warnings in numbers
9 Tube blocked warnings in numbers

Press twice or 4 to go back to the 2nd user menu
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3.1.4 Reset Log

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICALYS, o
WOUNDCARE
COMPANY

THEMEDICALY, o
WOUNDCARE
COMPANY

Y

Press in the 2nd User menu & (Reset logM)

After pressing this button the next question will be asked:

Log

e

Reset log data?

! W ves No 4

In which:
| results in setting all numbers back to 0 in the {6kg.

&

results in returning to the menu without adjusting of the values.

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3.1.5 General settings

THEMEDICA o
WOUNDCARE
COMPANY

Press in the Settings menu v (¥ General)

General ©

g : ] .
‘ Return Next ’

W Backlight Language 4

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)
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3.1.5.1 Backlight settings

THEMEDICA o
WOUNDCARE
COMPANY

eeeee

THEMEDICALS: o
WOUNDCARE
COMPANY

Press in the General menu ¥ (Backlight¥ )

You can now sequentially adjust Backlight time and Intensity settings.
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THEMEDICALE

WOUNDCARE
COMPANY

3.1.5.1.1 Backlight time

In which:

Backlight p—
1/2 ’
Backlight time
v 5 min
e

Following settings are available:

The set time is the time after which the backlight is put back to the set intensity.

4 Resultsn A Menu Back

> Step further in menwy Intensity

A v Decreasngthe time

30 seconds

1 minute

1 minute and 30 seconds
2 minutes

2 minutes and 30 seconds
3 minutes

3 minutes and 30 seconds
4 minutes

4 minutes and 30 seconds
5 minutes

When done pres:. 4 for the next setting.

B A Increasng the time

(0.5 min)
(1 min)
(1.5 min)
(2 min)
(2.5 min)
(3 min)
(3.5 min)
(4 min)
(4.5 min)
(5 min)
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3.1.5.1.2 Intensity

Backlight R 1 Inwhich:
< -
- Resultsn A Menu Back
Intensity . A
> Step further in menw, Backlight time

v 5 A v Decreasng the intensity
i§ : . A Increasng the intensity
Following settings are available: 0 (Intensity0%),

5 (Intensity 5%),

10 (Intensity 10%),
15 (Intensity 15%),
20 (Intensity 20%),
25 (Intensity 25%)),
30 (Intensity 30%),

The set valuesare active for all menus and during treatment.
Touching one of the four buttons results in brightness at 100% brightness.

When all settings are done pre: 4 to go back one menu
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3.1.5.2 Language

‘ Settings }

Mode Continuous
Pressure -125

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICALYS, o
WOUNDCARE
COMPANY

Press in the General menu ,’

(L anguag’ )

You can now select the language.

Language R 1 Inwhich:
< 11
Language 4 Resultsin A Menu Back
P Adjusting language
W EN 4 v Adjusting language

At the present moment following languages are available:

English : EN
Dutch : NL
German . DE
Danish . DA
French . FR
Italian T

Portuguese . PO
Spanish . ES
Turkish . TR

When done pres:,‘q to go back one menu
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General settingsi Continued

THEMEDICALE o
WOUNDCARE
COMPANY

eeeee

Language A

THEMEDICA o
WOUNDCARE
COMPANY

Press in the General Settings c » (Next’ )
General £ o1
4 Retumn Bluetooth [
W Productinfo Date/Time 4

Exsudex XS wound drainage pump user manual, version 1.2 (SW V2.1.0)

Page 39 of 79




The Medical & Woundcare Company BV THE M ED I CA

Vlasakker 22 Tel.: +31 (0) 348 475 849 WOUNDCARE
3417 XT Montfoort Email: info@tmwc.eu COMPANY
The Netherlands www.themedcalwoundcare.com

3.1.5.3 Bluetooth

Continuous
Pressure -125

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICA

o THEMEDICA
WOUNDCARE
COMPANY

WOUNDCARE °
COMPANY

Press in the General Settings ¢ ’ (Bluetooth ’ )
Bluetooth e Y ' In which:
1
y Results M Back
Bluetooth 4 esultsn A Menu Bac

b Toggle between On or Off

v Toggle between On or Off

When enabled the next symbol will be displayed on the right side in the grey menu bar: *
(In the start screen the Bluetooth address of the device will also be displayed)

If a Bluetooth connection is established the following symbol is displa)’&:

For the time being it is only possible to make a bluetooth connection with the Gateway.

When done pres:,q\ to go back one menu
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3.1.5.4 Product information

THEMEDICA o
WOUNDCARE
COMPANY

THEMIEDICA

o THEMEDICA
WOUNDCA
COMPANY

WOUNDCARE °
COMPANY

Press in the General menu ¥ (¥ Productinfo)
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In this screen various information will be displayed about the apparatus, like software version, hardware
version and contact details.

Device B on

4 Retum Next }

Software: V2.1.0 Nov 29 2021

Hardware: v4.0 Press or » (Nexz‘b )

Bootloader: V1.2 to go to the next information pagéBluetooth).
UID: 0057002C 30345114 36303435

| 7
®
1 |

Bluetooth L G
4 Return Next ’
Type: SPBT2632C2A

Address: 0080e1b2dale

Name: NPWT
Firmware: 1.3

Press or. 4 (Nexz‘b )
to go to the next information pagéBattery).

e
{ |

Battery ]

‘ Return Next ’
Type: BQ342100-G1

Design capacity: 4400 Press or » (Ne)([b)

Firmware: 6 to go to the next information pagéContac).
Hardware: 80

Name: The Medical & Woundcare Cor

Website: themedicalwoundcarecomp
E-mail: info@tmwe.eu Press 4 times ol 4 to go back one men(Genera).

Phone: +31(0)348 47 58 49

|
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3.1.5.5 Setting Date and Time

THEMEDICA o
WOUNDCARE
COMPANY

eeeee

THEMEDICALYS, o
WOUNDCARE
COMPANY

THEMEDICALY, o
WOUNDCARE
COMPANY

v

Press in the General menu c (W Date/Time)

ATTENTION:
The date and time settings will only be saved if a button cell battery is installed on the main board!

3.1.5.5.1 Year
Date/Time S . Inwhich:
< 1/5 > _\ '
Year 4 Resultsin A Menu Back
3 Step further in mend Month
v 2021 A v Decreasngthe year
——— — A Increasng the year

When done pres@ to go onestep further in the menu.
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3.1.5.,5.2 Month

Date/Time R 8  Inwhich:

4 Resultsn A Menu Back

» Step further in menw, Day

v Decreasng the month

I§ = = - A Increasng the month

When done pres@ to go onestep further in the menu

3.1.5.5.3 Day

Date/Time . 1 p— In which:

4 Resultsn A Menu Back

b Step further in menwy, Hour

v Decreasng the day

A Increasng the day

When done pres@ to go onestep further in the menu

3.1.5.5.4 Hou

Date/Time

Hour 4 Resultsn A Menu Back

v Decreasng the hour

§~- — - A Increasng the hour

When done pres@ to go onestep further in the menu

> Step further in menw, Minute




The Medical & Woundcare Company BV THEMEDICAL&

Vlasakker 22 Tel.: +31 (0) 348 475 849 WOUNDCARE
3417 XT Montfoort Email: info@tmwc.eu COMPANY
The Netherlands www.themedcalwoundcare.com

3.1.5.5.5 Minute

Date/Time =4 Inwhich:
< 5/5 >
= Results M Back
Minute 4 esultsn A Menu Bac
» Step further in menwy, Year
v 15 A v Decreasng the minute
- — A Increasng the minute

When done press 3 timesic 4 to go back one menu (Settings)

3.1.6 ProducerSettings

/%; o —
\\[ @ o settings n ) ’-
\\\ | :::.ssure C"“":‘ ';"2“; /_,/f
\\ ) /’
Rt — 4 \ — /
THEMEDICALS 4 N THEMEDICAL& V4
IWOUNDCARE © ./ \ WOUNDCARE ° |
i COMPANY rd N COMPANY %
_ . - L
i i e [
. . A
Press in the Settings menu ¢ (Producerd.)
Producer e =
‘ Return Factory settings }

W Test settings
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3.1.6.1 FactorySettings

This feature has been built in to return to the factory settings.

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICA o
WOUNDCARE
COMPANY

Press in the Producer menu 4 (Factory seft/'ng;’ )

After pressing this button the next question will be displayed:

Producer e
r’_"\
Return to
factory settings?

! W ves No 4
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In which:

results in restoring théexsudex X® the factory settings
This function works in 2 ways
1. Connected to the charger

After confirming the restoring to the factory settings tBasudex X@ill automatically be turned off
and turned on again.

Atstartb & pUbd UEOO é22 | x2@é| ¢2 Z*| 0062ép «| OE©é|
displayed.
2. Not connected to the charger

After confirming the restoring to the factory settings tBxsudex X@ill automatically be turned off.

You will hae to turn on theExsudex X8gain by pressing,

& é0| édd@ pUB ULEODO e22 | x2@é| ¢2 Z2*| 0062ép «| OEO®©
displayed.
A

results in returning to the Settings menu
The following settings will be restored thi¢ factory settings:

1 Continuous mode  Setto: On

1 Intermittent mode Set to Off

{ Pressure Set to: -125 mmHg
9 Tolerance Set to: 20 mmHg
9 AcousticWarning Set to: On

1 Warningdelay Set to: 0.5 min
9 Tube blocking Set to: Off

9 Backlight time Set to: 5 min

9 Backlight intensity  Set to: 5

1 Powermode Set to: Normal
1 Purge mode Set to: Disabled
9 Hold pressure Set to: Off

9 Bluetooth Set to: Off

1 Log file All numbers set to 0

The battery will also be calibrated after restart of tR&sudex XS
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3.1.6.2 Testsettings

This feature has been built in for the producer to be able to perform a fully automatic operation test.

Continuous
Pressure -125

THEMEDICA o
WOUNDCARE
COMPANY

THEMEDICA o

WOUNDCARE
COMPANY

Press in the Producer menu ¥ (Testsettings ¥ )

After pressing this button the next question will be displayed:

Producer e .
r’_"\
Go to test settings?

! W Yes No 4

results in restoring théexsudex X® the test settings

A

results in returning to the Settings menu.
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3.2 Explanation of symbols shown in display

Battery full

Battery 60% full

=

x-

'—: Battery 30% full
=

=

C

Battery almost empty

Battery charging

Continuous mode enabled

_r Intermittent enabled

% Tubeblocking enabled

ﬂx Acoustic signal warnings disabled

w Exclamation mark to show you that the pressure is or has been out of setting
when delayed warning is enabled.

Time out: 4 min Remaining time until Standby Warning.

_ﬁf ) Intermittent high pressure active arontinuous pressure in instill mode active

_I@- Intermittent low pressure active or rest pressure in instill mode active

~ 2995 Remaining time intermittent active pressure setting.

\-3 Delayed warning enabled

fy Slow mode activated

fa- Fast mode activated

% Purge mode activated

S SD card not available.

L 1 Countdown indicator Stop Button

1/4 (or other numbers) Field 1 of 4 in the relevant menu

Bluetooth enabled

>

>)B4 Bluetooth connection active

0080elb2dale Bluetooth ID

Home Care Situation:
Note: Do not forget to enable/switch off the settings menu after entering the correct settings!

Press the ¥ button for 10 seconds in the start menu. The text/function settings is gone now.
This to prevent the ability that the patient can adjust teettings!
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3.3 Start

*bh ®é286EQD,

P Al traatmant witD theEnduiléx X@ill be started.
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4 Use

4.1 Use incontinuousmode

When the setup is complete tHexsudex X8nit can be started.
Check if the canister and tubing are connecteaperly.
_¢286 oAz zP3|esz ©o688UBC

The machine will beep.
The negative pressure will increase slowly to the set value.

— e =

Stop P
Pressure mmktag -125
Setting mmHo -125

TheExsudexX8 | @ ©2 80602 ® U%% ©p »der3wcmdg, 0A2 2zcdUsesz
The green bar on the left side of the gtegr is a countdown indicator.
sA2@ pUbG =¢é2eéé oA2 ZcoUxz ©06080UQ oAz s¢é22@ ©| &

D) 0 &

When the bar is completely white, the 3 seconds are over, a beep will sound and the treatment will be stopped.

The machine will go bek to the main menu.
sA2@g pU6 ¢é202| &2 dA2 ZcodU=xz ©00688U@ ©23%Ueé2 dA2 O
completely green again.

Overview:
During treatment Stop button pressed for 1 second
Stop button pressed for 8econds Stop button pressed for 3 seconds

The machine will beep and go back to the start menu.

At the bottom of the screen the remaining time, in minutes, is displayed before the Standby Warning will be
activated.

‘ Settings Start ’

Mode Continuous
Pressure -125

Time out: 4 min
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4.2 Use in intermittent mode (tubélocking and slow mode disabled)

When the setup is complete tHexsudex X8nit can be started.
Check if the canister and tubing are connected properly.
_¢2e6 oAz zP3|esz ©o688UBC
The machine will beep.

The negative pressure will increase slowlythe set value.

Display Pressure High:

3 2095 stop

Pressure mmHog -125

Setting mmHg -125

D/Sf/aE Pressure Low:

Jec119s stop [

Pressure mmHag -50

Setting mmHg -50
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TheExsudex X8 | @ ©2 86é @2 ® U%¥% Op b,m’r?,sfe(éaﬁjﬁig, dA2 ZcdUez
The green bar on the left side of the grey bar is a countdown indicator.
sA2 @ pU6 xé2éé 0A2 ZcoUmxz ©0600UQ 8A2 sé22@ ©] é

D) 0 &

When the bar is completely white, the 3 seconds are over, a beep will sound and the treatment will be stopped.

The machine will go back to the main menu.
Whenyout 02 | €2 &8A2 ZcoUxz ©008UQ ©23%Ué2 oAz O é2«UQ
completely green again.

Overview:

©®
III
®
III

During treatment Stop button pressed for 1 second

©®
III
©®
III

Stop button pressed for 2 seconds Stop button pressed for 8econds

The machine will beep and go back to the start menu.
At the bottom of the screen the remaining time, in minutes, is displayed before the Standby Warning will be
activated

‘ Settings Start P

Mode Intermittent
Press high -125
Press low -50

Time out: 4 min
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4.3 Dailyuse

TheExsudex X portable and wearable during normal activities, approved by the treating physician, by the
patient.

Be careful that no one can stumble over the power cord and tubing.
Make sure there is no power cord and hose lying down or posted where people walk.

4.3.1 Sleeping

1 Make sure th&exsudex X8 placed so that the tube cannot bent or clamped of.
1 Make sure th&exsudex X8annot be pulled of your bedside table or fall to the floor in your sleep.

1 We recommend you to connect tHexsudex X® the charger wile you sleep.

4.3.2 Bathing and Showering

1 Do not use thd&exsudex X8uring bathing or showering or in a place where it can fall in a bathtub,
shower or sink.

1 When theExsudex XShould fall into the water, do not try to take it out of the wat#rthe device is
plugged in, unplug it immediately. Disconnect tiiexsudex X8f the dressing and contact your home
care provider.

1  When drying off be careful not to damage the wound dressing.

4.3.3 Travelling with theExsudex XS

Before you go on a trimontact your healthcare provider if it is safe for you to travel.

Only travel if you have the permission of your doctor and if you know what risks are related your
condition and the use of the Exsudex XSNVound drainage system.

Please consider thask of bleeding, which can have serious consequences.

We recommend the patient to take the next items along:
1 Egéedéo«dEUD®e U¥% 8A2 = 0E2@dgé ®U«dUéb Eg«Ob6®E
9 Sufficient stock of dressing kits so that the walinan be as prescribed or if so desired be dressed
again.
0 The canister or collecting bag should be replaced when full, or at least once a week.

o ,A| @¢E@¢ U¥% ®é2e6eE@;, eéAU6O® ©2 @®U@2 | & =éz2é
1 Alternative dressing, as recommendéy your healthcare provider, which can be used in case the
therapy with theExsudex X8annot be continued

Fully chargedExsudex X@&ound drainage system including charger.
Check before leaving if the adapter of the charger is suitable fodtsination of the patient.

Exsudex X8ser manual

«

D¢

D
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5 Warnings

The pump has five types of warnings:
Pressure tolerancevarning
Reservoir fullvarning

Tube blockingwarning

Stand bywarning

Battery lowwarning

=A =4 =4 = =4

The warning will sound if thaegative pressure in the system exceeds the boundaries set in the tolerance
warning.

During the building up of negative pressure the warning has a{mittelay. The warning function will be
activated about 40 seconds after starting the pump. If thegsure has not reached set levels within these 40
seconds the warning will sound.

When the canister/reservoir is full the warning will sound.
During an warning th&xsudex X@ill turn off and go into standby mode.

The warning will continue sound until eithe Vor®is pressed.

A warning will sound if the pump has not been started again within 5 minutes after you have stopped the
pump.

The following warnings are built in:

Warningduring the building up of negativpressure
Warningnegative pressure loss

Reservoir fulivarning

Stand bywarning

Tube blockingwarning

Battery lowwarning

=8 =4 =4 =4 =8 =4

5.1 Warning duringthe building up of negative pressure

If the Exsudex X8 turned on it will attempt to achieve the prget negativepressure.
If no tube is connected or there is a significant leak in the system the set negative pressure cannot be reache
and the warning will be activated. The pump will stop, the warning will sound and the display shows:

—  © . = g

(oo )
Pressure not reached! V
Restart treatment? Restartsthe treatment
Results in returning to the Start menu.
A Note that the Standbyvarningwill sound after 5

W ves No 4 minutes if the pump is not activated again.
| |
NOTE:

This warning will sound only during initiating of the treatment (after pressing Start).
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5.2 Warningnegative pressure loss / failure to reach maximum negative pressure

If the set negative pressure is reached and a leak develops (the system is not airtight) or the tubing is
disconnected theExsudex X&ill try to reach the set negative pressutéthe pump operates on maximum
speed, but still does not reach the set negative pressure within the set delayed warning time, the warning is
activated and the warning will sound.

This warning will only be triggered if the set pressure has been reachieddy. Otherwise, the warning "no
pressure” as described iB.1will be in force.
When delayed warning is turned off the warning will sound immediately!

— G nwhieh

.
Leak large l Restartsthe treatment
Check dressing
Restart treatment? Results in returning to the Start menu.
A Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.
W ves No 4
|

When delayed warning is On the warning will work as follows:

There will be arexclamation mark in the display, indicating that the pressure was outside its setting. The pum
has now the time set in the delayed warning to return within the preset settings. If the pressure is inside the
settings again , the pump will continue to opdeaand exclamation mark remains on the screen to indicate that
the pressure has been outside its setting.

— e =
Stop
Pressure mmHg -95

Setting mmHg -125
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If the pressure is not within its setting within the set delayed warning time the warning will sound.

1. By Pressure loss

CiE ! In which:
r_ —
Pressure loss! v
Restart treatment?
|| G Yes No 4

2. By leakage (failure to maintain set pressure)

Leak large
Check dressing
Restart treatment?

|| W Yes

5.3 Canisterfull warning

f_ \

A 4

A
No 4

Restartsthe treatment

Results in returning to the Start menu.
Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.

Restartsthe treatment

Results in returning to the Start menu.
Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.

If the canister is full, the reservoir full warning is activated andwlaning will sound.
The canister full warning is always enabled and cannot be disabled!

f_\

In which:
Reservoir fulll
Restart treatment? '
|| W Yes No 4 A

Restartsthe treatment

Results in returning to the Start menu.
Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.
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5.4 Standbywarning

A warning will sound if the pump has not started again within 5 minutes after you have stopped the pump, e.g.
for exchanging dressing.

This warning only works whetine pump has been started one time.

The warning will not sound if you have only turned on tBesudex XBy the main on/off switch.

In which:

A 4

Standby warning
Restart treatment?

Restartsthe treatment

Results in returning to the Start menu.
A Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.

W Yes No 4

o
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55 aTube blockinge warning. (Blocked warning)

A warning will sound if the pump has not run within a set period.
The warning will sound to indicate that th&uction tubing is blocked, but be aware that the warning will also
sound if the wound is completely airtight sealed!
. . SR = S—]
When turned on the next symbol will be displayed on the right side in the grey menu bareN=

|
I v @ .=

Iy
Bookeawemng
Blocked warning
Is tube blocked?

|| P ves No 4

In which:

\ 4

Confirms a blocked tube resulting in the next question:

r_ =

v Restarts the treatment with activated tube

Results in returning to the Main menu.
Note that the Standbyvarningwill sound

after 5 minutes if the pump is not activatec
W Yes No M A pump

E again.

i

Indicates that the tube was not blocked and results in the next question:

Restarts the treatment with deactivated

Blocked warning v tube blockingwarnipg. When treqtment i§
. . stopped tube blocking will be active again
will be deactivated

Restart treatment?

Results in returning to the Main menu.
Note that the Standbyvarningwill sound
| Yes No 4 A after 5 minutes if the pump is not activatet

E aaain.

Note: When intermittent suction or Purge Automatic mode is activated this warning will not be available!
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56 aBatt ewayning owee

The display has five symbols for the battery power:

Battery full

Battery 60% full

Battery 30% full

Battery almost empty

Battery charging

With an empty battery, the warning will sound and the battery on the display will be red.

I © - = Rk
Bateryamostempy

Battery almost empty l Reurns to thetreatment
Connect charger

B Yes

f

When connected to the charger the warning will stop.

NOTE:

When not connected to the charger will shut down tBesudex X# time to prevent the battery to become
completely empty.

Before the device is shut down a beep will sound and the following message appears for a few seconds.

| e -5

(S

Bateyempy
Battery empty

Device shutting down
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57 & Mot olimesawarning.

TheExsudex X8 provided with a warning which controls continuously running from the pump, caused by a
leak within the set deviation. If the pump is running continuously for 5 minutes the warning will sound.
e — In which:

f_‘\
Leak Iarge Restartsthe treatment
Check dressing
Restart treatment? Results irreturning to the Start menu.

A Note that the Standbyvarningwill sound after 5 minutes
if the pump is not activated again.

W Yes No 4

& —

58 AaLED I ndicator a

The LED shows the status of both battery and treatment.
Continuous LED A No treatment started (pump is naunning)
Blinking LED A Treatment in progress (pump is running)

The LED has five colors:

Blue A Battery is being charged

Green A Battery full and not on charger
Orange A Battery half full

Purple A Battery empty, needs to be charged.
Blue /Green A Battery full and still on charger

Red A Warning in progress

The LED will also burn when connected to a charger withBEkRsudex X&irned off. So you can see if the
battery is completely chargedblue means still charging and green completaiharged)
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5.9 a&NotificationSound di sabl edeae warning

When you press on Start if the sound notification is disabled the display will show a warning.

COER 1 Inwhich:

Notification sound V
. Starts the treatment
is disabled!
Do you want to continue? Results in opening the Notification sound setting.
A\ Younow carhange the setting.
(| W Yes No 4
WARNING:

If you do not respond to this message the warning will close after 3 minutes.
If no treatment has been started earlier the system will shut down after 5 minutes
E¥% 0é2| dx208 Al é ©22 s |edPROER FEOERWYO BB 2| B&x0d @

5.10 SDcard not present or malfunctioning

When the SD card is not present or not working properly you will see an icon of an SD card on the upper gre
button.
Also the language will be set to English. This is alsmtilg available language.

When starting up th&xsudex X@&ill show a message that the SD card is not mounted.
%02 é « UDUE é x Bx@ugex XHildstrt up with éry Edglsh language available.

€. =
‘ Settings Start ’
SD card not mounted Mode P
Pressure -125
W Yes
Message after startup with SD card ngiresent Start menu with SD card not present enalfunctioning
or malfunctioning

TheExsudex XBas been designed in such a way that the patient during use will not notice anything.
It is only to be noticed by the SD card icon on screen and in the Language setting menu (only English langue
is available)

Log files will not be updated when the Sfard is not available!

OpF

\ge
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6 Battery

TheExsudex XBas a rechargeable battery.
We advi® you to checkthe battery each year, and when necessary replacedy a certified technician!

6.1 Charging

By connecting the adapter which is supplied with tBgsudex X& a power source the battery will be charged

WARNING.
TheExsudex XShould only be charged with the supplied charger;

6.2 Usage

On the right side of the LCD the battery status is indicated.
Display of symbols as shown in chap®&6-Z * | & d 2 waming U U z
With a full battery théeExsudex X8an maintain its negative pressure for alst 12 hours.

The maximum duration depends upon:
1 air tightness of the system from wound to pump
1 the level of negative pressure that is used
9 the age of the battery

If the battery is at a level at which tiexsudex X&inctions properly the warning wilsound.
The battery icon will be red. This warning can be switched off by connectingxsadex X&dapter.
If the mains voltage is lost, tHexsudex X@ill automatically switch to battery power.
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7 Maintenance

We recommend that you uggersonal protective equipment, such as medical gloves, when cleaning the device
to reduce the risk of infection and contact with blood and body fluids.

7.1 Daily

The pump is isolated from contact with the patient and his/her bodily fluids, therefore dailgrgteg of the

pump is not mandated. In the event of accidental contamination, please refer to chapfeiMWeekly New
patient or in case of accidental contaminatio

Other maintenance cleaning theExsudex X&8nd removal of residues should be doneline with current
environmental regulations.

TheExsudex XBas no components which need to be sterilized after an event of accidental contamination or
known environmental contaminant hazard.

7.2 Weekly, New patientor in case of accidental contaminatio

TheExsudex X8an be cleaned with normal domestic nestouring cleaning agents.

TheExsudex X8Bas no components which need to be sterilized

In case of accidental contamination cleaning is essential before any disinfection is carried out.

Any visible soiling on the outside of the unit should be cleaned using a damp single use cloth and neutral
detergent.

Dry before disinfection.

Disinfect using a single usati-bacterialwipe suitable for medical equipment e.g. I1zoPro (70% isopropyl
alcohol)

Cleaning agents and disinfectants should NOT be used in an undiluted form and should be compatible with
plastics.

The unit is sealed so that no liquids should enter the device. If cleaning or disinfecting liquid does penetrate
device contact your daler for assistance.

7.3 Periodicalinspection

It is recommended thaExsudex X8nits are checked and that the battery is replaced once a year by a certified
technician.

It is recommended to replace the battery on the print circuit board every 2 year.

7.4 What to do if fluid enters theExsudex XS

If fluid is seen in the compartment in the canister where the bacterial filter is situated, this could be an
indication that fluid has entered th&xsudex XSNormally the filter will block the fluid.

Please catact your dealer immediately for a replacement pump.

Do not continue to use theExsudex XS

7.5 Proper use of accessory kits and canisters.

All products, including the canister and disposable kits of individual components, are not designetefuing
or reuse and should be properly discarded after patient use.
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8 Filter

The filter in theExsudex X8anister is a 3 micron bacterial filter with a 32 mm diameter in order to keep fluid
away from the pump whilst allowing enough flow for function.
TheExsudex X8anister should be replaced for each new patient and if the canister is in use for 7 days.

8.1 Inspection

The canister can be checked visually for contamination; if the compartment where the filter is situated is
contaminated thecanister should be replaced.

8.2 New Patient

TheExsudex X8anister should be replaced for each new patient and if the canister is in use for 7 days or
earlier when full.

This to avoid micro bacterial contamination.
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9 Warranty

9.1 Total warranty

The warrantyfor the Exsudex X8eatment system is 12 months from the date of invoice, unless otherwise in
writing agreed.

This warranty includes all parts that fail during the-fr#bnth period and onsite labour.

g.2 Exclusions

NOTcovered by the above warranty:

|l

=A =4 =4 =4 =4

1

The warranty of a component, device, or instrument is void if misuse, abuse or unauthorized use within the
warranty period, results to a claim for the above warranty "from any shortage" tadiievered parts,

equipment or tools.

"Any shortage" means material or manufacturing error that causes the component, device or mechanism not
working properly

In case of a malfunction, never attempt to repair th&sudex Xgourself.

Notify your local éstributor. Only qualified technical personnel authorized by the manufacturehe Medical
& Woundcare Companyay perform repairs to th&xsudex XS

8.3 Consumables

Fauls in or at parts, apparatus and instruments related to misuse or abuse by untrained personnel.;
Defects related to normal wastage in or at parts, apparatus and instruments.

Unauthorized alteration or repair.

Misuse, abuse and incorrentaintenance.

Damage caused by wrong handling or transportation.

Damage caused by peaks in supply voltage or wrong voltage characteristics, damaged cause by
incorrect ambient conditions or other no@adherence to the applicable ambient requirements.
Alteration, defacement or removal of the serial number.

Warranty on consumables, such as tubifiidfers, canisters and accessory kitsll exglicit not be granted.











































