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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 & WoundcatCompany

,UZdé| 02 @3EUD® U% o60A2 Uu@2 égé Meditop B prédvitle effdctive 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 dflediTop BVThe Medical & Woundcare Compaauyd should
not be taken as such. All possible care has been taken in the preparation of this publication. Chididtop
BV/ The Medical & Woundcare Compaiay suggestions for improvement.

MediTop BV The Medical & Woundcare Compatgntinuouslystrives to improve and update our products.
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Warningfor US only

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

If there are questions or if the sheet is missing immediately contact your Bxalidex Xtepresentative.

The sheet can be found on the internet at:

https://lwww.meditop.nl/uploads/file/exsudexpatientcare-guidelinesversion-1-0.pdf

Warnings and Safety issues

In case of incidences with tHexsudex XlLthe manufacturer must be notified

TheExsudex Xkhould only be charged with the supplied charger;

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

the building.

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

During operation keep th&xsudex Xupright.

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

TheExsudex Xkhould beused with special wound dressings and accessories.

=A =/ =/ =4 =

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

1 Inthe following cases, thapparatus must not be put into operation:

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 Inthis case we advise you to contact your dealer or technicgliglified person within your
company for a replacement device
Do not keep using theExsudex XL

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

- Make sure thé&xsudex Xtannot be pulled of your bedside table or fall to the floor in your sleep.
- We recommend you to connect thexsudex Xto the charger while you sleep.

1 Be careful that no oa can stumble over the power cord and tubing. Make sure there is no power cord
and hose lying down or posted where people walk.
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All disposables and dressing kits are not designed for cleaning-oiseesand must be properly
discarded after patient use incgordance with local regulations for medical waste by the public health
nurse.

Take standard precautions with regard to dealing with body fluids or waste. Discharge all component
in accordance with the procedure (s) of the institution and local and nadiloregulations.

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

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

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

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

The device may not be used in the event that defibtila is needed. In such case the device must be
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
resugitation.

—

—
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1 Device description

I.1 Indicationfor use

TheExsudex XWound Drainage Device is a compact, portable device that delivers a controlled negative
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 desedigsignation of
any other practitioners licensed by the law of the State in which that person practices to use or order the use| of
the device.

1.2 Function & application

Exsudex Xls an apparatus which produces a pset negative pressure betwee0 to-200 mmHg by means of
a wound drainage pump. The negative pressure is built up in an external canister.

TheExsudex XWound Drainage Device is connected to the external canister by means of a disposable
canister:

Mounting the disposable canister to the device.

Ensure the back of thExsudex Xls fitted with the special
knob for the canister. (see picture).

Make sue this knob is in a horizontal position.

Put the canister over the knob and turn the knob a quarter .
turn. ' ,

Exsudex Xback Exsudex Xiith
The canister is now precisely mounted on tB&sudex Xand plate attached
ready for use. canister

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 Xtonsists of a medium sized housing that daims 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 andamrFor the
expanded indication of use for wound healing the unit is used in conjunction with accessory kits conforming to
the guidelines for dressings developed by Chariker et all already available in the U.S. market. This kit consists
of individuallyreviewed medicatomponents that have added instructions for use. The kits are considered
Z, U002 @E2 @«2 LE®Eébz % OOEQ;, 6@®2¢é oAz =2@g2¢| O colé¢
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A drain is placed in the wound. The drain is connected by tubing tdEk®udex Xivound drainage pump.

A gauze dressing is placed over the drain and secured by a seal over the wound bed. A seal has to be ach
and maintained over the wound to allow negative pressure to build. The pump will continue to generate
negatve 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 research of Chariker et al. and currently available in the U.S.
market.

The pump is designed witkeveral functions and warnings.
All these are controlled by a micforocessor.
1 Pump speed
LCD display
Function keys
Pressure measurements
Canister full monitoring
Warnings

=A =4 =4 = =4

The device has been designed with the following safety precautions:
1 Overflow valveewhich is a manual safety feature positioned into the cap of the suction canister. If fluig

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

suctioning to automatically stop. This overflow protectigorevents backup of fluid to either the pump

or the patient.

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

Inability to exceed a pressure higher thahtOmmHg

Warning when pump is out of tolerance

Reservoir fulhotification

Battery- low notification

Standby warning

=8 =4 =4 =4 =8 =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 and confirming connection between the canister and the drairgxhedex XL
(see sectiorB - Operation) is activated by pressing the start button.

Themachine may only be used with tHexsudex XDisposable Canister.

It is recommended that thé&xsudex Xls serviced on an annual basis by an approved technician.

eved
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1.4 Bluetooth connection

TheExsudex Xls 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 adjusidi.

TheExsudex Xtan only be connected via bluetooth with tHexsudex XGateway if treatment is not active!
Treatment can only be restarted again after closing of the bluetooth connection.

10:15 © MSD 10:15 e ..
r:0
Start Mode Continuous Wi
Pressure (s -125 Mass Storage Mode

Gateway Connected

>

\
Menu _ 0080e1b3296h

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.

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
Page 10 of 105
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1.5 Intended use

1.5.1 Indications for use

TheExsudex Xils indicated for all patients that benefit from negative pressure therapy for wound treatment.

1.5.2 Contraindications

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

TheExsudex Xls contraindicated for the following parts of the body/tissue used imibor 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 =4
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1.5.3 Precautions andCautiors

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

Precautions:
1 Patients on anticoagulants or with difficult homeostasis should be treated with caution and have to be

controlled reguhrly for bleeding.

Patients with infections in the wound and or other parts of the body.

Non-compliant patients

1 TheExsudex Xhas not been studied on pediatric patients.

=a =4

General Precautions for all indications for use:
9 Health care provider must evaluate patient to ensure that use offfxeudex Xls an appropriate use
for the patient.

Cautions:
/N _ApéE«E| @é éAU60® «UQEE®?2¢é e« 6E2Q@8gé E&EA? |
A The device is MRI unsafe and mustdigconnected from the patient prior to MRI.

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 agr@sging
placement. Failure to remove the dressing may inhibit transmission 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 aeenoved from the wound and wound
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 dressing.

If necessary all wounds should be debrided priomoplication 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 dressing changes, up to twice a day, and the patient
the wound must benspected regularly for signs of increased infection or sepsis.

Patients who do not have adequate homeostasis, who use anticoagulation or platelet aggregatit
inhibitors have an increased risk of bleeding with or without tBesudex XL

The devie has not been studied in pediatric patientll arteries, veins, tendons, ligaments, nerves
and other organs have to be covered completely prior to application offlxeudex XL

Infected tissue such as blood vessels may have a weakened structure and have to be treated w
care.Infected blood 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 licensed
home healthcare providers, and only when prescribed bylaysician.

> B B PP 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 tineating physician.

We recommend you to take the following points, in addition to the contraindications, warnings and
precautions, in consideration.

Situation of the patient:
9 Clinical condition (adequate hemostasis and a low risk of active and / orreebkeeding in the wound
area)
1 Home Environment (Are patient or family member/caregiver able to solve, respond to warnings and t
read and understand the safety instructions on the label)

Wound of the patient:
1 All exposed, on surface vessels and organarnd around the wound must be completely covered and
protected before theExsudex Xtan be applied.
1 Atthe start of the treatment the negative pressure setting and therapy mode which will be used shou
be considered(Continuous suction or intermittent suction)
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1.6 Singleuse disposables (US only)

For the indication of use for wound healing, the devisaised in conjunction with accessory kits conforming to
the guidelines developed by Katherine Jeter and Dr. Mark Chatik8milar kits are already available in the
U.S. market. The kits consist of 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.

The Kits include:

1. Silicone or Wound drain

2. Connecting tubing

3. Impregnated gauze

4. Gauze fill material

5. Polyurethane Cover dressing
6. Skin prep

Exsudex XLDisposable Canister with integrated bacterial filter
Disposable canister 900 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 vohe accuracy and easily read measurements.
The smudgéfree surface provides adequate space for marking patient information.
This canister is noisterile and is designed to be discarded when full or partially full.
Solidifier available
1 Effectively gels potetially 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 spdland leaks for safe and easy bagging and easy transport to disposal
Chlorinefree for nontoxic incineration

=A =4 =4 =4 =9

TheExsudex Xtan also be used in combination with foam kits which met the regulatory requirements of the
FDA.

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
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2 Product components
2.1 Scope of delivery
Description Qty.
Exsudex Xlwound drainage system 1
Bed clamp (integrated in back plate) 1
Power adapter 5VZ2A 1
(The Exsudex XLmay only be charged with this original supplied power adapter!)

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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2.2 Product components and accessories

The following items can only be ordered throudime Medical & Woundcare Compamyone of its dealers:
Part description Product code Picture

Exsudex XLDisposable canister with fixed tube with luer-lock 16670
connector

Exsudex Xlbattery 3.7V 3000558 \/

Exsudex XLpower adapter 5VZ2A, length 4 meter. 3000723EU o
(EU = European plug, USA = USA plug) 3000723USA @
4
Note 1.

Atubing set which is compatible with the use in negative pressu2®@ mmHg) must be chosen.

Note 2:
A reusable collecting system, whether or not in combination with a disposable collection bag can be used
provided that:

9 It has a maximum capacity df.3 liter;

1 Itis equipped with an overflow protection;

1 Itis equipped with a sachet solidifying agent 25G.

1 The connection is compatible with the Exsudex connector.

CAUTION

If anothercollection systemisused as théexsudex Xtisposablecanister withsolidifying agent
the manufacturer cannot guarantee roper operationof the "reservoir full* warning.
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3 Operation

The unit has to be turned on by means of the switch, see picture below, on the front of the apparatus.
(h

After whichthe apparatus is controlled by means of the buttons (Start and Menu) on the touch screen.
TheExsudex Xls equipped with a touch screen display on the front of the device.

This screen displays information about the current function or setting. It is &dsbe used for the operation of
the device and modifying the settings.

You need to operate the touch screen only with your fingers.

The use of pens or pointing devices can damage the screen, which can affect the operation of the device.

- Start, | mode Intermittent

Press high iy -125

\ Time high in) 5
>\

Press low cuming -50
f \\ Time low (min) 2

Menu

'x
o
EXSUDEX®

Negative Pressure Wound Therapy unit

Switching off the device can only if the pump is not running by pressing the main switch for 3 seconds

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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TheExsudex Xhas 2 buttons in the Main menu:
Start Starting the treatment with theexsudex XL
Menu Cycle through the menu
The menu can be switched on off in order to prevent the ability that the patient can adjust
the settings.
To enable and disable the menu, we refer to
Chapter3.1.5- Disabling andenabling Settings Menu

Main menu in Continuous Mode with menu settings enabled (0On)
The shown values on the screen are the current settings.
Pressing orthis field will open the Users Menu (see chaet.1- User setting}

Start Mode Continuous

Pressure oumig) -125

Main menu in Continuous Mode with menu settings disabled (0ff)

The shown values on the screen are the current settings.
Pressing on this field wilbot open the Users Menu.

Start mode Continuous
| Pressure cumig -125
>l
Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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Main menu in Intermittent Mode with menu settings enabled (0n)
Theshown values on the screen are the current settings.
Pressing on this field will open the Users Menu (see cheahtked- User setting}

Sta I't Mode Intermittent

Press high omig -125
Time hlgh (min) 5
Press low mmre) -50
Time low (min) 2

Main menu in Intermittent Mode with menu settings disabled (Off)

The shown values on the screen are the current settings.
Pressing on this field wilkot open the Users Menu.

Sta rt Mode Intermittent

Press high cnmig -125
} 5 \ Time hlgh (min) 5
Press 1ow mumirg) -50
Time low (min) 2

Page 19 of 105
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Main menu in Instill mode (Automatic) with menu settings enabled (On)
The shown values on the screen are the current settings.
Pressing on this field will open the Users Méraae chapteB.1.1- User setting}

Start Mode Instill (Automatic)

Run press oumiig) -125
PU-Foam / Prontosan
01:00/03:00/05:00/07:00...

Rest press wnmrg) -20
Rest time (min) 15

Main menu in Instill mode (Automatic) with menu settings disabled (0ff)

The shown values on the screen are tharent settings.
Pressing on this field wiltotopen the Users Menu.

Start Mode Instill (Automatic)

Run press omiig) -125
PU-Foam / Prontosan

} \\\I 01:00/ 03:00/ 05:00/07:00...

Rest press wmrig) -20
Rest time (min) 15

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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Main menu in Instill mode (Manual) with menu settings enabled (0On)
The shown values on the screen are the current settings.
Pressing on this field will open the Users Méraae chapteB.1.1- User setting}

Start Mode Instill (Manual)
\ Run press oumiig) -125
} PU-Foam / Prontosan

| \\_\\l Rest press wumiy) -20

Rest time (min) 15

Main menu in Instill mode (Manual) with menu settings disabled (Off)

The shown values on the screen are the current settings.
Pressing on this field wiltot open the Users Menu.

Start Mode Instill (Manual)

\ Run press omiig) -125
} \ N PU-Foam / Prontosan

M Rest press cumrig) -20

Rest time (min) 15

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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3.1 Settings

To adjust the settings the pump of tHexsudex Xmust not be running.
In a home care situation, the nurse must disable the menu after the settings have been done.
See chapteChapter3.1.5 Disabling andEnabling Settings Menu

. A A - h\\ R
6286 UMenu iga g

— Esl — — <,_§I
User settings General settings

Producer settings Dealer settings

L

N
T e

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)

Page 22 of 105




The Medical & Woundcare Company

Vlasakker 22 Ph 31348475849 THEMEDICA
asakker one: +

3417 XT Montfoort Email: info@tmwc.eu WOUNE&APANY
The Netherlands www.themedicalwoundcarecompany.com

3.1.1 User settings

==

Continuous I

settings I

Intermittent

settings
—_

Display when Instill mode is disabled

“ﬁ

Continuous Intermittent
settings I settings

Display when Instill mode is enabled

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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3.1.1.1 Continuous settings
_é28é E@ o0R2 kez2é x2@06 U@ z,UQ0EQoUb6e é2080EQ¢ézcC

User settings [
Menu - =

Continuous
settings

Pressure
- | - |
Pressure I Tolerance !
! -125 mmHg : 20 mmHg
= — | — e
' “i PN . 1
\ 4 @ L =4
| g‘___—_—. Ek‘______. I i

Press on the setting you want to adjust.
It will now be dark outlined.
With the L= and L+ button you can adjust the setting.

The available pressure ranges froft0 to-200 mmHg in 5 mmHg steps.

The deviation tolerance for the negative pressure can be set between 5 to 80 mmHg in 5 mmHg steps.
hA2 Q@GUBE%UE«| dEU@ ZO02 | Qllif the presshire in the systetn de¥ified fam the Bed O
pressure by more than the preet tolerance. For example, if the pressure is setI#0 mmHg and the
tolerance is set on 20 mmHg the notification will sound if the pressure in the system is lesstB@rmmHg.

When done:
Pressh. Y ' to go back to the Users menu or

Press| '/ito start with the treatment.

When Continuous is enabled the next symbol will be shown on the right side in the grey merﬂoar:

PN

e

Ué
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Note:

If continuous mode is not enabled the next sgage will be shown on the display when for example
intermittent mode is enabled:

Current mode: Intermittent
Switch to: Continuous?

ro ’.Y
In which:

. 4 . results in continuing to the menu.
rvJ

< . results in returning to the user menu
r &8
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3.1.1.2 Intermittent settings
Pressinthe Usermenu@hE @82 é xEJd 82 08 é200EQ@¢ézc
Menu \ User settings . __. . Imsztt'lt?riltgt:m
Intermittent
|
Press hlgh Time high
1-125 mmHg L 5min
—_—— = - ] . —
Press low Tolerance ' Time low
1 -50 mmHg | | 20 mmHg L 2 min
L : e — S
Press on the setting you want to adjust.
It will now be dark outlined.
With the L= and L+ button you can adjust the setting.
Pressure High: Setting between10 and>200 mmHg in steps of 5 mmHg
Time High: Setting between 30 seconds (0.5 min) and 10 minutes in steps of 30 seconds
Pressure Low: Setting between10 and>200 mmHg in steps of 5 mmHg
Tolerance: Setting between 5 and 80 mmHg in steps of 5 mmHg
Time Low: Setting between 1 minute and 10 minutgssteps of 30 seconds
When done:

Pressh Y to go back to the Users menu or
»J i
Press ¥.“4to start with the treatment.

When Intermittent is enabled the next symbol will be shown on the right side in the grey menu};)ar:
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Note:

If Intermittent mode is not eabled the next message will be shown on the display when for example
continuous mode is enabled:

Current mode: Continuous
Switch to: Intermittent?

I — 1 (/V_ 1
Ay Ry
In which
w . | : resultsin continuing to the menu.
reJ

@& _ : resultsin returning to the user menu
r R
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3.1.1.3 Instill settings(only when available)

7 A A

_é286eé EQ O0A2 keéez2é x2@06 U@ ZE@WeoEODO é2080EQi ézc

| e

\ ] 1
\ . User settings . Instill settings
Menu | ==} | =

| == — | = —

L&Y

Automatic:  This mode includes a notification which alerts the nursing staff when fluid (medication) is to
be administered.

You can adjust how many times (up to 12 per day) and the number of days (up to 5) fluid shodld
be administered to the patient.

Manual: You mus$ manual start the fluid administration.

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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3.1.1.3.1 Instill in automatic mode (only when available)

This mode includes a notification which alerts the nursing staff when fluid (medication) is to be administered.
You can adjust how many times (up to 12 per dayj #re number of days (up to 5) fluid should be
administered to the patient.

Also the type of bandage and fluid is adjustable

The displayed rest time per fluid type is based on the minimum time as specified by the manufacturer of the
fluid. It remains at # times the responsibility of the attending physician and nursing staff to set the correct
values!

Automatic

Press in the Instill settings menu ¢

Cycles per day Bandage type
12 PU-Foam
Treatment days Fluid type

5 Prontosan

"\"f”‘“l i"f”
\@\ = ¢ f@)

.| - —

Press on the setting you want to adjust.
It will now be dark outlined
With the L= and L+ button you can adjusthe setting.

Cycles per dayNumber of fluid applications per day, setting between 1 and 12 in steps of 1.

Bandage type Choice of:
PUFoam of Gauze
If PU Foam is selected pressure default is sefl2b mmHg and
If Gauze is selected pressutefault is set to080 mmHg.
It remains at all times the responsibility of the attending physician and nursing staff to
set the correct values!

Treatment days: Number of days, setting between 1 and 5 days in steps of 1 day

Fluid type: Choice of:
Prontosan, Sanoskin or Various.
In which Prontosan refers to the product Prontosan of B. Braun Medical and
Sanoskin refers to the product Sanoskin Cleanser of Sanomed Manufacturing BV.

When done pres{ = to go one menu further.
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Run press | Tolerance
-125 mmHg 20 mmHg
Rest press Rest time
-20 mmHg 15 min

k= B
| =

e[ =

|

. | ey
LT f,(@i)

Press on the setting you wait adjust.
It will now | be dark outlined
With the L= and L+ button you can adjust the setting.

Run press: Continuous pressure, Setting betweeh5 and- 200 mmHg in steps of 5 mmHg
Upon selection of Pdroam default will be set tel25 mmHg and when gae is
selected default will be 80 mmHg

Tolerance: Setting between 5 and 80 mmHg in steps of 5 mmHg
Note: This can never be lower than the lowest set pressure!

Rest press: Pressure after fluid is administered, Setting betwed® and- 195 mmHg in stes of
5 mmHg
Rest time: Time that Rest pressure is active after administration of fluid,

Setting between 5 and 60 minutes in steps of 5 minutes.

Upon selection of Various default will be set to 5 minutes (lowest setting)
Upon selection of Prontosan or Sanaskin default will be set to 15 minutes (the
minimum rest time prescribed by the manufacturer!)

The displayed rest time per fluid type is based on the minimum time as specified by the manufacturer of the
fluid. It remainsat all times the responsibility of the attending physician and nursing staff to set the correct

values!

When done presf = to go one menu further.
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In this guide, we have assumed 12 cycles per day. Because of this there are three menu pgali@s,teach
with 4 start times. Depending on the set number the following pages may differ in number!

e ) =
Start time 1 l Start time I
01:00 03:00
S — ——— —
Start time 3 - Start time 4 —
05:00 07:00

el =1 [+1=J

Press on the setting you want to adjust.
It will now be dark outlined.
With the L= and L+ button you can adjust the setting.

Times can be set ingps of 15 minutes

When done pres! =/ to go one menu further.

B o
Start time 5 Start time 6
09:00 11:00
_— .
e - e -
Start time 7 — Start time 8 =]
13:00 15:00

— |

Press on the setting you want to adjust.
It will now be dark outlined.
With the L= and L~ button you can adjust the setting.

Times can be set in steps of 15 minutes

When done pres{ = to go one menu further.
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Instill
> —_——— | ) — ==
Start time 9 ! Start time 10 !
! 17:00 r 19:00
— e
; S— - — :
Start time 11 | Start time 12 !
21:00 | 23:00
e —
[ SN FF 9§ ) TNy |
\eN[ =1 [+ 1 »J
L S &;..—dﬂ g),;_—dﬂ p—— |

Press on the setting you want to adjust.
It will now be dark outlined.
With the L= and L~ button you can adjust the setting.

Times can be set in steps of 15 minutes

When done:
Pressh-® 16 times to go back tthe Users menu or

Pressr t/‘ to start with the treatment.

When Instill is enabled the next symbol will be shown on the right side in the grey men‘oar:

Note:

If Instill mode is not enabled the next message will be shown on the display whexé&onple continuous

mode is enabled:

Current mode: Continuous
Switch to: Instill?

Ve 4 e J
(v [ R
In which:

results in continuing to the menu.

)' : results in returning to the user menu
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3.1.1.3.2 Instill in manual mode (only when available)

This mode is included when fluid administration is dom&anually.
There will be no notification.

You can only press a button for the fluid administration resulting in going to the rest pressure.

Manual

Press in the Instill settings menu ¢

Cycles per déy i Bandage typé "
4 PU-Foam

e——— — — —

Fluid type "
Prontosan

F—f——"ﬁ F—f—lﬁ i  — A

AR TDLY

Press on the setting you want to adjust.
It will now | be dark outlined
With the L= and L~ button you can adjust the setting.

Cycles per dayNumber of fluid applications per day, setting between 1 and 12 in steps of 1.

Bandage type Choice of:
PUFoam d Gauze
If PU Foam is selected pressure default is sel2b mmHg and
If Gauze is selected pressure default is se080 mmHg.
It remains at all times the responsibility of the attending physician and nursing staff to
set the correct values!

Fluid type: Choice of:
Prontosan, Sanoskin or Various.
In which Prontosan refers to the product Prontosan of B. Braun Medical and
Sanoskin refers to the product Sanoskin Cleanser of Sanomed Manufacturing BV.

When done pres£ = to go one menu further.
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Run press Tolerance
-125 mmHg 20 mmHg
Rest press Rest time
-20 mmHg 15 min

he——
~——————— -——f_'ﬁ

\@E\ - _‘j_ﬁ_gf@)

Smam—

Press on the setting you want to adjust.
It will now be dark outlined
With the L= and L+ button you can adjust the setting.

Run press: Continuous pressure, Setting betweeh5 and- 200 mmHg in steps of 5 mmHg
Upon selection of P&oam default will beset to-125 mmHg and
when gauze is selected default will B0 mmHg

Tolerance: Setting between 5 and 80 mmHg in steps of 5 mmHg
Note: This can never be lower than the lowest set pressure!

Rest press: Pressure after fluid is administered, Settibgtween-10 and- 195 mmHg in steps of
5 mmHg

Rest time: Time that Rest pressure is active after administration of fluid,

Setting between 5 and 60 minutes in steps of 5 minutes.

Upon selection of Various default will be set to 5 minutes (lowest sefting
Upon selection of Prontosan or Sanoskin default will be set to 15 minutes (the
minimum rest time prescribed by the manufacturer!)

The displayed rest time per fluid type is based on the minimum time as specified by the manufacturer of the
fluid. It remahs at all times the responsibility of the attending physician and nursing staff to set the correct

values!

When done:
Press-# 13 times to go back to the Users menu or

Press.» 4 to start with the treatment.

When Instill is enabled the next symbol will be shown on the right side in the grey men‘oar:
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Note:

If Instill mode is not enabled the next message will be shown on the display when for example continuous
mode is enabled:

Current mode: Continuous
Switch to; Instill?

= ] i v
r ¢ 4 e.v

— =

In which:

F 2 1 results h continuing to the menu.
reJ

(x) . results in returning to the user menu
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User menu 2:
Press in the user menu J?J

Menu \ - User settings - r’jj

The 2¢ user menu will be displayed

| Tube I Power mode |
blocklng settings I |
—

| Reset log
IL__ L__

\e N[ =T [+ =/

Normal
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3.1.1.4 Tube blockingsettings

Pressinthe®k 82 é x2 @6 U@ Zhoo©2 ©OU«OEQ; é2080EQ;,éz

— e
Menu \ - User settings —_— VQA wm) | blocking s?ettmgs
In this menu you can set Tube blocking and Purge mode

Tube blocking

Tubé blocking I Purge mode I
Off Disabled
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3.1.1.4.1 Tube blocking

_é2e6é EQ 0A2 hoo2 o0OU«OE@¢ x2@6 UGB Zhoo2 ©0OU«OEQ 2
It will now be dark outlined.
With the L= and L~ button you can adjust thesetting.

When enabled the next symbol will be shown on the right side in the grey meniEeaks

Note 1:

Tube blocking notification is functional during Purge mode in Interval mode.

If the set time for the tube blocking notification is equal to or longetlasinterval time, the time will be
automatically reduced for 1 minute as the set interval time!

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

Tube blocking notification is functional during Purge mode in Automatic mode.

At thethird purge within a set time (4 times tube blocking notification time) the device will sound the tube
blocking notification!

Note 2:
When intermittent is enabled tube blocking will not be available!
Display will show the next message:

Function not available
Intermittent is active

—

res r8/

=

In yy/hich: .
rw) 8J

= and = results in returning to the user menu

When all settings are done pret#7to go back to the Settings menu.




The Medical & Woundcare Company THE M ED | CA
Vlasakker 22 Phone: +31 348 47 58 49
3417 XT Montfoort Email: info@tmwec.eu WOUNEOCMAPANY

The Netherlands www.themedicalwoundcarecompany.com

3.1.1.4.2 Purgemode

_é2e6é EQ 0A2 hoo2 o0OU«OE@¢ x2@6 U@ Z _06é¢2 xU®2zcC
It will now be dark outlined.
With the L= and L~ button you can adjust the séing.

E®@ éUx2 U««| EUQGEé EJ x| p U««bdé dA| 06 0A2¢é2 Eeée | @
In order to solve or prevent this you can enable the Purge mode.

At set times thé&exsudex Xwill 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) taesudex Xill 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 pump stops running.

Automatic:

When the pump has not been running during a set time (factory setting is 5 minutegxtedex Xwill release
pressure for a geperiod (factory setting is 1 second) and restart treatment again.

z’
When set to Interval or Automatic the next symbol will be displayed on the right side in the grey meno3sar:

Note:
When intermittent is enabled Purge mode will not be available!
Display will show the next message:

Function not available
Intermittent is active

—

/"(i/ /”‘:/

In which:

r o A /8/

= and results in retuning to the user menu.

When all settings are done pret#to go back to the Settings menu.

Z |
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3.1.1.5 Powermode

Pressinthe®6é2¢é x2 @6 U@ Z Uu2é xU®2zcC

— _— —

\ . ' Power mode
User settings / Norma
Menu | = | S 4 —_—

Power mode will now be dark outlined.
With the L= and L+ button you can adjust the setting.
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 sesezdids.

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 theet value.

When set to Slow the 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 theessure cannot be reached during 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 time before
the pump reaches the set value.

When set to Fast the timwithin the set pressure must 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 settings are done pre¢#7to go back one menu.

Note:
When intermittent is enbled Power Mode will not be available!
Display will show the next message:

Function not available
Intermittent is active

¥ o v S
v/ N/
In which:
/ - / ,-’, y
v, /and x /results in returning to the user menu
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3.1.1.6 Log

Pressinthe®6é82¢é x2 @86 U@ ZOU¢g gz

—

— —
\ . | E 4 1
\\ . User settings . r Ij J . Log
Menu \=?.___ﬁ = A S

Treatment duration: 2:14:11
# Treatments: 3

# Pressure not reached!: 0

# Leak large: 1

# Reservoir full!: 1

b r=

You will now see a list of stored data of tineatment:

1 Treatment duration: in days : hours : minutes
1 Treatments: in quantities
9 Pressure not reached notification: in quantities
1 Leak Largenotification: in quantities
1 Reservoir fulhotification: in quantities

Press’ ®./to go to the next page

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

N '\: = i

where appears following:
9 Pressure loss notification: in quantities
9 Tube blocked notification: in quantities

Press twice or-# 1to go back to the 2 user menu.
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3.1.1.7 ResetLog

Pressinthe®6 é2 é x2 @0

—

User settings
Menu -

B
rv

Reset log data?

[—
i

In which:

\

\.\

/7-
e

—
-

N
\ |

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-

results in resetting to O for all the values in the log file.

results in returning to the menu without resetting the values.

5.02_007)
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User menu 3:

Press in the ? user menu orr“_u

Menu \ - e Semngs r@A —_— K@)

The 3 user menu will be displayed

V ° e . I I
Nc;telgicggson Backlight settings
T —
Bluetooth settings
L_Q

T

Le

RS
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3.1.1.8 Notificationsettings

c202«8 EQ@ 6A:2

Notification

Notification sound I

Hold I

pressure
On

—_—

kézeé

A~

x2 @06

Warning delay I

0.5 min

ZRUBE%E«| 8EUD

Menu \ - Usersemngs — KQA - VQA-}
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3.1.1.8.1 Acousticwarning (Notification sound)

_é28é6 EQ® O0A2 RUGEUE«| dEUQ x2 @b
It will now be dark outlined.

Wih the L= and L~ button you can adjust the setting.

The sound notification can be set On or Off.

However, the sound natification for battery low, standby warning and Instill will not be turned off, for all other

warnings, the acoustic signal will be set off.

The warnings themselves remain active and will be visually displayed on the screen.

When diabled the next symbol will be shown on the right side in the grey menuﬂﬂ‘.

NOTE:

When set to Off thExsudex Xwill display a message to remind you that the sound notification is disabled.

Notification sound is disabled!
Do you want to continue?

- —

res r8J

—

In which:
¥ Starts the treatment
\
4 /x . Results in opening the Notification setting.
» A You now can change the acoustic warning setting

Note that the Standby warning will sound after 5 minutes if the pump is not activated

again

U ZRUBE%UE«| dEUQ
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3.1.1.8.2 Warningdelay

_é2¢éé EQ O0A2 RUSE%RXPPEBE® x2006 UQ Zs| éBED,
It will now be dark outlined.
With the L= and L~ button you can adjust the setting.
Following settings are available: off (0 min),
15 seconds  (0.25 min)
30 seconds (0.5 min),
1 minute (2 min),
2 minutes (2 min),
3 minutes (3 min),
4 minutes (4 min) or
5 minutes (5 min).

When enabled the next symbol will be shown on the right side in the grey mentsar;

When done pres{ =4 to go one menu further.

3.1.1.8.3 Hold pressure

Hold pressure is a feature which in all, rpressurerelated notifications holds the buildup negative pressure
until a nurse can get thExsudex Xhack on line.

_é286é E@ o0A:2 RU&E%E«|6EUQ) x2 @36 UG ZAUO® xé26é606é2
It will now be dark outlined.

With the L= and L+ button you can adjust the setting between On and Off.

When settings are done pre«.¢ 1 to go back one menu.
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3.1.1.8 Backlight settings

c202«8 EQ@ 6A:2

ké2éée x2g6 Z*| «O0OE.,Ad é2080EQ¢ézc
"__"\ . = (’ - | (’ - | ] "
Menu \1 - | ‘User settings — @; ) — @; )_, : Tckhghtsettmgs
E@ Z*| «OOE¢Ad c2 80 EQmhemitypfthébaekligli. | ®Nd6 & d hE x?2 | 9®
The next menu will be shown on screen:
Backlight
. . - —‘ . - i
Backlight time Intensity |
| 5 min 5
L*—l — L,,! —
\ o «,\\ \F—f—-—‘ﬁ r—f;—f.ﬁ
@ == N ib N
_é286é EQ 0A2 *| «OOEcAd x2@6 UG Z*| «O0OE, A8 O0Ex2zc¢

It will now be dark outlined.

With the L= and L~ " button you can adjust the setting.

Following settings are available:

30 seconds (0.5 min)
1 minute (1 min)
1 % minutes (1.5 min)
2 minutes (2 min)
2 Y minutes (2.5 min)
3 minutes (3 min)
3 Y2 minutes (3.5 min)
4 minutes (4 min)
4 Y minutes (4.5 min)
5 minutes (5 min)

The set time is the time after which thmacklight is set back to the set intensity.

A A

_é2e6eé EQ@ oA:
It will now be dark outlined.

*| «OOE¢ Abd

x2 @06

With the L= and L~ button you can adjust the setting.

Following settings are available:

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 the touch screen results in brightness at 100% brightness.

Ug ZEQd2 QPéEdpzc
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During treatment, as shown in pictures below, theti@ation and deactivation of the intensity is extended as
follows:

(Display treatment in continuous mode)

Measured mmHg
Setting mmHg -125

(Display pressure high in intermittent mode)

(Display pressure low in intermittent mode)

(Display continuous pressure in instill automatic mode)

(Display rest pressure in instill automatic mode)

Exsudex XL wound drainage pump user manual, version 1.2 ((VXLH4-5_02_007)
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