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Congratulations

With Thopaz*, you have acquired an innovative digital chest drainage system that sets new
standards in therapy and chest drainage management.

Thopaz* has an electronic measuring and monitoring system with optical and acoustic status
indications. The device is a dry system, which means no fluids are necessary for operation.
Important information regarding the course of therapy is indicated digitally and graphically
on the display. Upon completion of therapy, it can be transferred to a PC.

The handy size, the extreme quietness of operation and the light sensor regulating the brightness
of the screen are very pleasant for the patient as well as those in the vicinity.

Medela Chest Drainage University

Medela University is an online education platform that includes free-of-charge courses
on chest drain management and in-service trainings, complemented by a variety of resources
such as clinical competencies and the Thopaz* Simulator.

REGISTER TODAY TO BUILD-UP AND REFRESH YOUR KNOWLEDGE.

Learn anytime, anywhere!

Find your topics of interest, add your selected courses to the shopping cart and you are ready
for check out. All completed courses will be rewarded with a certificate.

https://www.chestdrainage.medela.com
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1 Warnings and safety instructions

A WARNINGS
Indicates a potentially hazardous situation which, if not avoided, could result in death
or serious injury.

A CAUTIONS
Indicates a potentially hazardous situation which, if not avoided, could result in minor
or moderate injury.

@ Safety related tip
Indicating useful information about the safe use of the device.

Thopaz* is approved exclusively for the use as described in these instructions for use. Medela
can only guarantee the safe functioning of the system when Thopaz* is used in combination
with the original Thopaz* accessories (canisters, tubings, carrying strap, mains adapter, docking
station — see chapter 16 — Accessories/Appendix A).

Additional equipment connected to medical electrical equipment must comply with the respective
IEC or ISO standards (eg. [EC 60950-1/ IEC 62368-1 for information and communication
technology equipment). Furthermore all configurations shall comply with the requirements for
medical electrical systems (see clause 16 of the IEC 60601-1). Anybody connecting additional
equipment to medical electrical equipment configures a medical system and is therefore
responsible that the system complies with the requirements for medical electrical systems.
Attention is drawn to the fact that local laws take priority over the above mentioned require-
ments. If in doubt, consult your local Medela customer service representative or your technical
service department.

Please read and observe these warning and safety instructions before operation.

Please also familiarize yourself with associated information signals and troubleshooting
instructions before operation (see chapter 12 — Troubleshooting and information signals).
These instructions for use must be kept with the device for later reference.

Please note that these Instructions for use are a general guide for the use of the product.
Medical matters must be addressed by a physician.

Medela considers itself only responsible for the effect on BASIC SAFETY, reliability and
performance of Thopaz* if itis used in accordance with the Instructions for use.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.

Any serious incident that has occurred in relation to the device should be reported to Medela AG
and the relevant Competent Authority.

Subject to change.
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WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological
hazards
— Wear gloves for all operations.
— After each use, the parts that have been in contact with aspirated secretions
are to be cleaned and disinfected or disposed.
— The Thopaz* system is not designed for retransfusion.

Warning: To reduce the risk of potential injury due to incorrect use

— Consult this manual prior to use.

— For use only by medically trained and qualified persons who have been adequately
trained in the use of Thopaz*.

— The use of Thopaz* for any other indication than intended is neither desired nor allowed.

— The pressure range to be set must be determined by a physician, based on the patient’s
age, weight, and clinical condition.

— For pediatric patients adapt pressure settings according to hospital guidelines.

— Note that smaller catheters may require higher pressure settings to ensure effective
removal of fluids and bodily secretions.

— If a persistent air leak is shown, check if the system is assembled correctly before taking
further corrective actions. Ensure the system is air tight by clamping the catheter and
observing the air leak decrease to zero.

— Do not use Thopaz* if the drainage therapy indicates a pressure greater
than max. pressure range of —<10kPa.

— Do not use Thopaz* if the drainage therapy indicates a flow rate greater
than max. flow capacity of 51/min.

— Do not use Thopaz* if the drainage therapy indicates no pressure should be
applied to the patient.

Warning: To reduce the risk of potential injury during setup or operation

— “Pressure” generally implies “negative pressure”.

— Thopaz* was validated in combination with the accessories listed in Appendix A.

For a correct and safe operation use Thopaz* with these accessories only.
Further information is supplied with the individual accessory.

— Do not connect bilateral thoracic drains to one Thopaz* unit. In such cases,
the use of two Thopaz* units is recommended.

— To ensure Thopaz* can reduce the pressure, it is essential to wait 30 seconds between
taking a drainage sample and unclamping the patient catheter (drain).

— The canister is replaced on the basis of a visual check or according to the instructions
on the Thopaz™ display (information signal).

— Thopaz* system is regulated and controlled between the pump and the patient
connector. Blockage and leakage at the catheter may not be detected by the Thopaz*
system, see chapter Troubleshooting and information signals. Regular patient monitor-
ing is required by healthcare professionals.

— Leakage warning may not be triggered with set pressure below 0.4 kPa.
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— Leakage warning is not triggered in case of disconnection of one catheter at the smalll
double connector (079.0024).

— The catheter/connector interface is a location where clotting may occur.
We recommend regular monitoring of this interface and appropriate removal
procedure in case of occurrence.

Warning: To reduce the risk of potential injury due to interference with other devices

— Do not use Thopaz* in MRT (Magnetic Resonance Tomography).

— HF (high-frequency) surgical equipment, radio networks or the like can influence the
operation of the device and may not be operated in combination with the Thopaz*.

— Wireless communications equipment such as wireless home network devices, mobile
phones, cordless telephones and their base stations, walki-talkie can affect the
Thopaz* and should be kept at least 30 cm away from the equipment.

— Data transfer via USB is not allowed during therapy.

Warning: To reduce the risk of potential electric shock or exposure to heat,

fire or explosion

— Before cleaning the device, disconnect the device from any electrical plugs or
connections.

— The device is not suitable for use while bathing, showering or in a hazardous explosive
environment.

— Do not touch the patient and the docking contacts simultaneously.

— This product contains lithium-ion batteries which bear risk of fire, explosion and burns.
Do not disassemble, crash, heat above 100 °C (212 °F), incinerate or dispose of in fire.

— Do not dry Thopaz* with microwaves.
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CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological
hazards
— Visually inspect sterile packaging of the device for damage before opening.
Devices with a damaged packaging system must not be used
— Non sterile and reusable accessories must be cleaned and disinfected according
to chapter 13 — General Reprocessing Guidelines.

Caution: To reduce the risk of potential injury due to incorrect use

— Incorrect use of Thopaz* can cause pain and injury to the patient.

— The Thopaz* 21 canisters are not intended for portable use (not by hand and not using
the carrying strap).

— For safety reasons canister changes within the appropriate fluid level shall be recorded.

— Before diagnosing control detected fluid value for plausibility.

— For patients for whom a breakdown of the device can lead to a critical situation
a replacement device must always be available.

Caution: To reduce the risk of potential injury during setup or operation

— No modification of this equipment is allowed.

— Before connecting Thopaz* to the power supply, please verify that the supply voltage
corresponds to that given on the device specification plate.

— For the initial startup do not switch Thopaz* on before first charging the battery.

Safety related tips

— The product is delivered non-sterile. Before first use, as well as after each use,
the product must be cleaned and disinfected according to a validated procedure.

— Never place Thopaz* with an attached 2| canister on the docking station without
attaching the optional adapter docking station 079.0038 for Thopaz* 21 canister first.

— The acoustic warning “Leak in system — 301" is deactivated for approximately 6 minutes
after Thopaz™ is switched on.

— Every time a new patient is connected, it is recommended to carry out the functional
check.

— Before the first application in accordance with the intended use, an inspection
according to I[EC 62353 (see Appendix B) is recommended to acquire the reference
values.

— Use sample port of tubing to drain a sample. Therefore refer to chapter 11 — Taking a
drainage sample.

— Medela recommends to use the Thopaz tubing that best fits to the catheter.

— Make sure the sample port faces the patient.

— Ifthe battery is low, use Thopaz* with mains supply.

— The simethicone capsule requires 60 min of submersion for full effect.

— For most accurate fluid measurement place or keep Thopaz*t on the docking station
(079.0037).



Safety instructions

— Thopaz* is a medical device that requires specific safety measures in regard to EMC.
It must be installed and put into operation in accordance with the attached EMC
information in chapter 19 — Technical documentation.

— In each of the following cases, Thopazt must not be used and it must be repaired by
Customer Services:

— If the power cord or the plug are damaged

— If the device is not functioning according to routine check
— If the device is damaged

— If the device shows clear safety defects.

— Thopaz* has no user serviceable parts inside. For safety reasons, it is required that
Thopaz* is repaired throughout its service life strictly and exclusively by Medela
authorised service centres.

— Keep the power supply cord away from hot surfaces.

— The mains plug and the on/off switch must not come into contact with moisture. Never
pull the mains plug out of the fixed mains socket by pulling on the power supply cord.

— Thopaz* must stand upright during use.

— Separation from the mains is only assured through the disconnection of the mains
adapter and fixed socket connection.

— Never use the device at high room temperatures, while bathing or showering,
if you are very tired or in an environment where there is a risk of explosion.

— Never place Thopaz* in water or other liquids.

— When attaching a new canister, verify that the canister size displayed on screen
is the same size as the canister attached.

— When using single use, sterile products, please note that they are not intended to
be reprocessed. Reprocessing could cause loss of mechanical, chemical and/or
biological characteristics. Reuse could cause cross contamination.

— Contact your local Medela customer service representative for assistance with product
operations.

— The patient should be regularly monitored according to internal hospital guidelines.

— Use Thopaz tubing extension for adults only.

These instructions for use must be kept for later reference.

| 11
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2 Power supply and battery operation

WARNINGS
This product contains lithium-ion batteries which bear risk of fire, explosion and burns.
Do not disassemble, crash, heat above 100 °C (212 °F), incinerate or dispose of in fire.

Thopaz* can be operated from the mains power supply Fefl 087.0059, from the docking station
079.0037 or with the integrated lithium-ion battery. Before using the docking station, read
first the docking station instructions FeFl 200.1554. The battery is charged during mains operation.
The battery duration is dependent on the run-time of Thopaz*. This is influenced by the extent of
parenchymal leakage and the set pressure. Thopaz* does not run continuously but only switches
on when the actual and nominal values differ.

During continuous operation, Medela guarantees a minimum run-time of 4 hours in battery
operation after the device has been fully charged. In practical operation the real battery run time
results in >10 hours.

If Thopaz* is not used very often, the battery must be charged approximately every 6 months

to ensure optimum functioning.

Backup battery

If an internal defect occurs (broken cable, battery defective) Thopaz* turns off and the acoustic
warning is sounded for at least 3minutes (powered by a backup battery). Under these conditions
Thopaz* functions as a one way valve. Replace Thopazt immediately.

Charge battery
Plug the Thopaz* power supply into a wall outlet and open the
small protection cover to access the DC socket. Plug the coaxial
power supply into the DC socket. Moving bars on the battery
display will indicate charging is occurring [T 3].

12 |



Battery low

Approximately 30 minutes before the battery is fully empty an acoustic signal sounds and the
battery symbol [ 3] starts to blink. The acoustic signal can be muted but the battery symbol
continues to blink until the battery is empty. The set pressure is maintained but the battery should
be recharged as soon as possible.

L R

T
(] somi/min  -20kPa (1)

" Press simultaneously to acknowledge an acoustic information
: Connect Thopaz+ 10 ‘{ signal and follow instructions on the display (see chapter 12 —

Troubleshooting and information signals).

mains

D Standby[* oK n

Battery empty

The battery symbol will blink with an acoustical sound for 10 minutes prior to the battery fully
discharging, unless the pump is switched off earlier. The acoustic sound cannot be muted during
the 10 minutes. If Thopaz* is not connected to a power source the pump will switch off automati-
cally after 10 minutes. The negative pressure is not maintained after the pump turns off.

*

I
1. Battery empty

*

2. Battery almost empty

C

3. Battery is being charged (moving bars)

4. Battery is fully charged and connected to the mains

* Symbol blinks

| 13
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3 Description

Introduction

Thopaz* is a high-quality digital chest drainage system. The compact system provides regulated
negative pressure close to the patient’s chest. It monitors the air leak and the fluid collection.
Thopaz* only applies vacuum required to maintain the negative pressure prescribed and set by
the managing physician. The digital colour display provides objective data in real time as well as
in historical graphs, which allows easy tracking of the therapy progress. It combines easy
handling and cleaning with safety features to ensure optimal operation.

Intended use/purpose
Thopaz* is intended to be used for aspiration and removal of surgical fluids, tissue, gases, bodily
fluids or infectious materials.

Indications for use

Thopaz* is indicated for all situations where chest drains are applied — especially for thoracic
drainage in the pleural and mediastinal cavity in situations such as pneumothorax, after cardiac
or thoracic surgery (post-operative), thorax injury, pleural effusion, pleural empyema or other
related conditions in which regulated pressure is indicated. Thopaz* is intended for use on
patients in appropriate care settings.

Contraindications
There are no known contraindications for the Thopaz* digital chest drainage system.

Intended user

Thopaz* should only be operated by healthcare professionals familiar with cardiothoracic
drainage. These persons must not be hard of hearing or deaf and must have adequate visual
faculty.

Intended patient population
Thopazt is intended to be used on patients only exhibiting conditions as described in
the indications for use.

Important note
Compliance with proper surgical procedures and techniques is the responsibility of the physician.
Each physician must evaluate the appropriateness of the treatment based on his own knowledge
and experience.

Undesirable side effects

There are no known undesirable side effects associated with the Thopaz+ digital chest drainage

system. However, the following complications may occur during cardiothoracic drainage:

— Pleural effusion (may lead to e.g. chest infection)

— Extra-pulmonary accumulation of air (may lead to e.g. pneumothorax/tension pneumothorax,
subcutaneous emphysema)

— Pericardial accumulation of fluid (may lead to e.g. cardiac tamponade)

— Pleurocutaneous fistula

— Re-expansion pulmonary oedema

— Chest pain/discomfort

— Coughing
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4 Qverview

WARNINGS

Do not touch the patient and the docking contacts simultaneously.

Main elements of Thopaz*

Light sensor

Suction port

Display

Release button

Canister (ill. 0.31)

USB port

Mains adapter port

Carrying handle

Vacuum port
with seal

Bed holder

Standard rail holder

Specification plate

Docking contacts

| 15
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Display

Thopaz* is out of axis|  [Patient number
(fluid can currently not be measured)

Not enough fluid for

valid fluid measurement Therapy Action status of Thopaz™:

USB connection time h + db
I;L Standbyt Thopaz™ is on Standby

i .
Battery status |u~w 1. ot o Thopaz™ is running
Actlon bar
¥ Power on/off
Total collected fluid amount Tropaz+ Air leak history/
A1 odiocn .

Air leak size f;(":nl/mm 68— Selection button
. Fiuid history/
Set pressure s E——— Selection button

Detected canister size
(check match with
attached canister)

Optional buttons

Press simultaneously to change
pressure during operation

(see chapter 9 — Changing
pressure during operation)

How to activate a button
Press the buttons briefly to activate the desired action.

Exception: for the function switch to “Standby”, press the button for longer than 3 seconds.
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Tubings Normal/small/large/single/double connector
Material: PVC (medical grade) sterile, twofold packaging
E Length:  15m

Patient connector single / double

Thopaz tubing double
079.0022 I Sample port
Tube clamp
Connection to canister J
J. ) Patient tube
Overflow/bacteria filter -
Connection to pump T [ Measuring tube

Patient tube inner diameter

Connector outside diameter 2

[ Connector outside diameter 1

079.0025/26: Patient tube inner diameter; 5.5mm
Connector outside diameter 1: 9.5mm
Connector outside diameter 2: 16.0mm

079.0021/22: Patient tube inner diameter: 5.5mm
Connector outside diameter 1. 6.4mm
Connector outside diameter 2: 16.0mm

079.0023/24: Patient tube inner diameter: 5.5mm

Connector outside diameter 1. 4.0mm
Connector outside diameter 2: 1.0mm

| 17
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Thopaz tubing single, Thopaz tubing single Thopaz tubing single,

large connector 079.0021 small connector
079.0025 079.0023

Thopaz tubing double, Thopaz tubing double Thopaz tubing double,
large connector 079.0022 small connector
079.0026 079.0024*

*Leakage warning is not triggered in case of disconnection of one catheter at the small
double connector (079.0024).

@™ Safety related tip
Medela recommends to use the Thopaz tubing that best fits to the catheter.
Make sure the sample port faces the patient.

Sample port

- Place tubing with sample port
o el facing the patient.

. e . Use the Thopaz tubing that best
- fits to the catheter.
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Canisters

steni e

@ Safety related tip

With/without solidifier 0.31/0.81/21

Material: Polypropylene, sterile

Solidifier: 0.31=9g/0.81=269/21=2x 309

Simethicone capsule: Supports reliability of digital fluid
measurement (0.31 = 720mg/0.81 = 1440mg/2| = 1440mg
Simethicone)

Graduation

Overflow protection/bacteria filter

I ) Pressure relief valve

Sealing cap

T Label for canister detection

Safety chamber

T Closed chamber with solidifier
[ T Simethicone capsule

Secrection chamber

Thopaz canister 0.81, antifoaming
079.0016

Thopaz canister 0.8 with solidifier, antifoaming

079.0017

Thopaz canister 0.3, Thopaz canister 21,
antifoaming antifoaming

079.0011 079.0018

Thopaz canister 0.3 Thopaz canister 21

with solidifier, antifoaming with solidifier, antifoaming
079.0012 079.0019

Use sample port of tubing to drain a sample.
Therefore refer to chapter 11 — Taking a drainage sample.

@ Safety related tip

The simethicone capsule requires 60 min of submersion for full effect.

| 19
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5 Additional information

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the difference

(in absolute figures) between absolute pressure and atmospheric pressure or as negative values
in kPa. In this document, the indication of —10kPa for example always refers to a pressure range
in kPa below atmospheric ambient pressure (according to EN ISO 10079:1999).

Regulated pressure
The pressure is regularly checked and adjusted by Thopaz*. The set pressure corresponds
to the pressure of the entire Thopaz* system.

Safety pressure limit

The adjustable pressure range for Thopaz* is —0,1 to —10kPa (~100 mbar, —75mmHg,
—102cmH20). If pressure values greater than —7 kPa are set, the following warning appears
in the display: “too high pressure levels can cause pain and/or serious injuries to the patient”.
This warning must be acknowledged with “OK” before the pressure can be increased further.

Tube flushing
Flushing of the tubing occurs every 5minutes or when Thopaz* detects a siphon and prevents
clogging of the patient tubing.

Safety chamber in canister

For appropriate, safe operation Thopazt must be in an upright position. If Thopaz* tips over,

the special construction of the safety chamber in the upper region of the canister protects the
hydrophilic filter from premature clogging. The pressure is maintained. Important: inmediately set
Thopaz* upright again. This function is disabled if the maximum filling capacity of the canister is
exceeded.
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Fluid measurement

Thopazt calculates the fluid amount from the fluid level in the canister and in regard to the
attached canister size. The fluid level in the canister gets detected by capacitive coupling.

For a valid fluid measurement Thopaz* needs to stay within a tolerance of 10° vertical (upright).
Fluid measurement starts a latest with a minimal fluid amount of:

Thopaz canister without solidifier Thopaz canister with solidifier

30ml in a 0.3 canister 40mlin a 0.3] canister

50mlin a 0.8 canister 70mlin a 0.81 canister
200mlin a 2.0l canister

If these conditions are not fulfilled the fluid values appear in grey with a crossed out fluid symbol
[ £ 1. Additionally a Thopaz* out of axis symbol [ @) ] or a Thopaz* not enough fluid symbol
[E] appears on the action bar. No additional fluid can be measured in this status. The grey fluid
values show the last measured fluid values.

This type of fluid measurement allows a measurement accuracy of +15mlin a 0.31 canister,
+40mlin a 0.81 canister and £100mlin a 2.01 canister (corresponding to 5% of the canister
volume).

Thopaz* displays the fluid values in a 0.31 canister in 1 ml steps, in a 0.81 canister in 5ml steps
and in a 2.0l canister in 10ml steps. After a total drainage amount of 5000 ml and more the
display will switch to liter (I). Thopaz* will display fluid values in 0.011 steps (equals 10 ml steps)
thereupon.

Limitations

Thopaz* calculates the fluid measurement according the fluid level in the respective canister.
Movement of Thopaz* can cause fluids to temporary cover the canister walls. A potential fluid
film covering the canister wall can result in temporary higher fluid volume read out displayed on
the screen. Also foam formation in the canister can result in higher fluid volume read out
displayed on the screen. All Thopaz canisters (079.0011; 079.0012; 079.0016; 079.0017, 079.0018;
079.0019) are equipped with one or two simethicone capsules containing 720 mg simethicone
each (see chapter 4 — Overview). Simethicone prevents foam formation and the coverage of fluid
films on the canister wall.

@™ Safety related tip
The simethicone capsule requires 60 min of submersion for full effect.

@ Safety related tip
For most accurate fluid measurement place or keep Thopaz* on the docking station
(079.0037).

| 21
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Overflow protection/bacteria filter

A hydrophilic overflow protection/bacteria filter in the canister as well as in the tube sets

(in the connector to Thopaz*) protects Thopaz* from the entry of fluids and protects the environ-
ment from contamination.

Light sensor

Thopaz* is equipped with a light sensor. It adjusts the display brightness to the surrounding light
conditions. Thus, the patient does not get disturbed while sleeping by a bright shining display.
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6 Installation

6.1 Checkinitial delivery

Check the delivery package of Thopaz* for completeness and
general condition.

Thopaz*

079.1000/101046671* with
Instructions for use 200.6841
079.1002 with Instructions
for use 200.6842
079.1003 with Instructions
for use 200.6843/101034256
*not CE marked

Thopaz*/Liberty wall mains adapter/
charger

087.0059

Instructions for use

[REF] 200.6841 (for 079.1000/101046671)
REF 200.6842 (for 079.1002)
200.6843/101034256
(for 079.1003)

| 23
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6.2 Initial startup

A WARNINGS
For use only by medically trained and qualified persons who have been adequately
trained in the use of Thopaz*.

@ Safety related tip
Before the first application in accordance with the intended use, an inspection according

to I[EC 62353 (see Appendix B) is recommended to acquire the reference values.

Important: Do not connect the patient to the system yet!

1 11 Select plug.
1.2 Attach plug to the wall
mains adapter
087.0059.
2 21 Connect Thopaz* to

mains by mains adapter
087.0059 or

by docking station
079.0037.

3. 3.1 Charge for approximately
® 3hours or until the [ B3]
B t symbol appears in the
= display.
o 3.2 Press[  ]toswitch
(] Thopaz* on. A selftest
starts.

Thopazt™

version

— 4.1 Selectlanguage.
\ 4.2 Confirm with “OK”,
= 4.3 Follow instructions on
display.

English
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5. @ 51 Press[  ]toswitch
. Thopaz* off.
<

6. 6.1 Disconnect Thopaz* from
the fixed mains socket by
pulling on the plug
housing. Do not pull on
the cable or the bend
protection.

7. Thopaz* is ready for preparation for use.

| 25
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Preparation for use/operating instructions

WARNINGS

— For use only by medically trained and qualified persons who have been adequately
trained in the use of Thopaz*. Wear gloves for all operations. “Pressure” generally
implies “negative pressure”.

— Adapt pressure settings for pediatric patients.

— Note that smaller catheters may require higher pressure settings to ensure effective
removal of fluids and bodily secretions.

CAUTIONS

— Visually inspect sterile packaging of the device for damage before opening.
Devices with a damaged packaging system must not be used.

— Non sterile and reusable accessories must be cleaned and disinfected according
to chapter 13 — General Reprocessing Guidelines.

— For the initial startup do not switch Thopaz* on before first charging the battery.

Checks before use

— Check the Thopaz* system before use for damage of the power cord or plug, obvious
device damage or safety defects and proper functioning of the device.

— Check that the seal is correctly placed in the vacuum port of Thopaz*. If you do not
know where the vacuum port is placed please refer to chapter 4 — Overview.

— Make sure that the rechargeable battery is recharged in case Thopaz* is operated
in battery mode.

— Check all accessories prior to use:
— Canister for cracks, brittle and flawed spots.
— Tubing for cracks, brittle areas and that connectors are firmly attached.

Replace if necessary.

Connect tubing 1 11 Open external packaging.

1.2 Keep patient connector in
internal bag for hygienic
reasons.

2. 2.1 Insert the smaller of
the two connectors
(connection to pump)
horizontally in the
direction of the arrow.




7.3 Snapin canister

731 Using 2l canister

@ Safety related tip

1

11 Unpack the canister.

1.2 Position the openings at
the top and attach the
bottom part of the canister
to Thopaz*.

2.1 Push the canister into
Thopaz* until you hear
a click.

11 Unpack the canister.

1.2 Position the openings at
the top and attach the
bottom part of the canister
to Thopaz*.

1.3 Push the canister into
Thopaz* until you hear
a click.

Never place Thopaz* with an attached 2| canister on the docking station without
attaching the optional adapter docking station [res] 079.0038 for Thopaz* canister 21 first.

CAUTIONS

The Thopaz* 2| canisters are not intended for portable use (not by hand and not using

the carrying strap).
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7.4 Switch Thopaz* on Important: Do switch Thopaz* on before connecting
the system to the patient.

1 11 Press[ ]toswitch
@ Thopaz* on. A selftest
t starts.
Thopazt™ 1.2 Check acoustic signal
. (beep).
(> <

If the selftest is not successful, follow the troubleshooting
instructions on the display and refer to chapter 12 — Trouble-
shooting and information signals.

2. | 2.1 Confirm whether a new

patient is connected or
= not. The patient number is

important for therapy ti
e @ y time,

. ' history data and data
O oz ) transfer to the PC.
e
yes Thopaz* will issue a new patient number.

The therapy time and history data will start from
0 (recommended for a new patient).

Note: Once the patient number reaches 100

it automatically defaults back to 1.

no The patient number remains unchanged
(recommended for the continued treatment
of the same patient). The data history and
the therapy time are retained.

3. : 3.1 Check canister matching:
detected canister size vs.
attached canister.
- No match: dispose
. canister.
0
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7.5 Carry out functional
check

@ Safety related tip

1

11 Seal off the conical
connector of the patient
tubing with your thumb
(through the packaging).
The tubing must not be
kinked otherwise the
measuring tube will be
closed.

2.1 Press “OK”,

Test passed:
Thopaz* is ready for use.

Test failed:

Leak in the system:

— Check tubing connection.

— Check seal is correctly
placed.

— Check pressure relief valve
for tight connection.

— Replace canister and/or
tubing if necessary.

3. Thopaz* is in Standby and is ready for use with the factory

settings. (To change factory settings please refer to chapter
10 — Changing settings)

Connect the Thopaz* system to the patient catheter (drain)
according to hospital guidelines. To start the therapy press

The acoustic warning “Leak in system — 301" is deactivated for approximately 6 minutes

after Thopaz™ is switched on.

@ Safety related tip

Every time a new patient is connected, it is recommended to carry out the functional

check.
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7.6 Checktherapy progress

761 Maindisplay

30 |

Thopaz*

A1 owon @

5 itk
50ml/min

Caser 0!
D Standbyli® -2.0kpa | Sl

The current size of the air leak (ml/min) is shown on the left side.
The total amount of collected fluid (ml) during the therapy is
shown on the right.

1
A1 otdich (&)
L ek {

50ml/min

& Canrero 3
‘standby® 2.0 kPa Basic

According to your preference the air leak history of
12h/100mi/min and two customized fluid parameters can be
displayed in addition. (To change factory settings please refer
to chapter 10 — Changing settings).

— Air leaks between 0 and 1000 ml/min are displayed in 10 ml
steps.

— Air leaks over 1000 ml/min are displayed in 100 ml steps.

—The air leak is measured with a tolerance of £20%.

—Rounding function
The digital display of air leak values is rounded to zero ml/min
(Oml/min) if the air leak measurement indicates an air leak
<5.0ml/min. If the air leak measurement indicates an air leak
25.0ml/min and <15ml/min the digital display of air leak
values is rounded to ten ml/min (10 ml/min)

— The fluid measurements are displayed as follow: In a 0.3
canister in 1ml steps, in a 0.81 canister in 5ml steps and in a
2.01in 10ml steps. After a total drainage amount of 5000 ml
and more the display will switch to liter (I). Thopaz* will display
fluid values in 0.011 steps (equals 10 ml steps) thereupon.



Reset fluid display

For an individual fluid management an additional fluid
parameter can be set to zero at any given time.

11 Press[ ]forlongerthan

. @ 3 seconds.
A1 odon @
= pirleak
= 50ml/min B
.

Canirer .31
c Standby[s  -2.0kPa S0 n

!
' 2.1 The timer on the left side is
Tropaze : giving you the time when
ARG the parameter was set to

£ 5
50ml/min | Totsl

zero (in this case 12 minutes
ago). The fluid amount on
the right side is giving you
the drained fluid volume (in
this case 50ml got drained
in the last 12 minutes). To
reset the timer and fluid
again press[ ] for longer
than 3 seconds.
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7.6.3 History —Thopaz* provides air leak history graphs and fluid history
graphs.
— For scrolling through the graphs press “Next”.
— To get back to your main display press “Home”.

Air leak history Press[  ]togetinto the air

] .
- leak history.
A1 o (5]
vl

= 50mi/min

Caritern1
D Standby[{*  2.0kpa [ o

— Three different air leak history graphs (72h/Autoscale,
24h/1000 ml/min, 24 h/100 ml/min) plus the catheter check
(see chapter 7.7 — Catheter check) are available.

— The air leak autoscale history graph adjusts the air leak scale
to the largest measured air leak from the last 72h to
1000/2000/3000/4000/5000 ml/min.

Pressure scale

Air leak scale (in ml/min)
Air leak

Current time

Current page

Set and measured pressure
(depending on your settings)
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Fluid history

.
Thopaz+ SRS— O

&1 owon - @

Sk o™
50ml/min  Totl  810ml .

Press [

-
e

— Three different fluid history graphs are

history.

]to getinto the fluid

available.

72h/Autoscale, 24h/100ml and 6 h/Autoscale.
— The fluid autoscale history graph shows the total collected

fluid amount over the last 72 h.

Pressure scale

Fluid scale (in mi/h)

Fluid amount (collected
in the associated hour)

Current time
Current page
Set and measured pressure
(depending on your settings)
72h Autoscale graph

Thopaz* ==
kPa 24,/100 1,

Indicates a canister change

(Just visible in
72h autoscale graph)
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77 Catheter check

34 |

Important: the catheter check works only with a patient
catheter (drain) in the interpleural space.

Press[ ]to getinto the air

- leak history. Scroll to page 4/4
O Lk @ | bypressing“Next"[ ]

= 50mi/min

Carserol
D Standby[*  -2.0kPa | S (el® n

— The catheter check is only active if the air leak is O ml/min.

— Follow instructions on screen.

— A pressure difference from minimal 3cmH20 between
inspiration [ a ] and expiration [ w ] is displayed at an air
leak of 0ml/min. This pressure difference is an indication
for the respiration cycle of the patient and confirms that the
patient catheter (drain) is not clogged.

Catheter check . .
O R et @ | |A|Patient catheter (drain)
Z.kﬁrealhe deeply (3x) V open
™ 3. Checkdisplayed symbols
AW = Catheter 0K . .
c wrrmnd ‘ Patient catheter (drain)
H 4/4 ‘Next
clogged?

This number shows the measured
maximal and minimal pressure of each
breathing cycle. This pressure is
indicated in the set pressure unit.



7.8 Switching Thopaz* off 1.

I
A1 ook @
T
50ml/min
3sec. ‘
,,,,,,,,,
(3 st 2000 S €)

11 Clamp patient tubing with
the tube clamp.

1.2 Clamp patient catheter
(drain).

1.3 Press “Standby” for longer
than 3seconds to switch
off the pressure.

21 Press|
Thopaz*.

] to switch off

3. Release, remove and seal the canister by the canister seal.
Dispose of canister and patient tubing in accordance with

internal hospital guidelines.

4. Clean Thopaz* according to chapter 13 — General

Reprocessing Guidelines.
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79

36 |

Transferring data to PC with ThopEasy*

With ThopEasy* all stored data can be transferred to a PC as documentation, and for
completion of the patient records. The data can be expanded with patient information,
saved and printed. Operating instructions and the software can be found on the Medela
website.

For the connection between Thopaz* and a PC, use the USB cable 079.0034.
ThopEasy* is compatible with the following Microsoft Operating Systems:
— Windows 7 32 Bit

— Windows 7 64 Bit

— Windows XP 32 Bit (SP3 or higher)

— Windows XP 64 Bit (SP3 or higher)

— Windows 8 32 Bit

— Windows 8 64 Bit

— Windows 8.1 32 Bit

— Windows 8.1 64 Bit

— Windows 10 64 Bit

— Windows 11 64 Bit

WARNINGS
Data transfer via USB is not allowed during therapy.



8 Replace canister

A

A

WARNINGS

The canister is replaced on the basis of a visual check or according to the instructions on
the Thopaz* display (warning signal). Wear gloves for all operations.

CAUTIONS

Canister changes shall be recorded for safety reasons.

1. Prepare sterile canister (with/without solidifier).

2.

Clamp off patient tubing with the tube clamp.

I
A1 oo @

= 50mi/min

3sec. ‘
c Standbyly*  -2.0kPa 3"6‘2'-“@35 n
M

¥

pe

3.1 Switch Thopaz* to
Standby by pressing
“Standby” for longer than
3seconds.

4.1 Release the canister by
pressing the release
button.

4.2 Remove canister.

5.1 Unpack the canister.

5.2 Position the openings at
the top and attach the
bottom part of the canister
to Thopaz*.

6.1 Push the canister into
Thopaz* until you hear
a click.

@@ Safety related tip
Using a 2| canister
refer to chapter 7.3.1

— Using 21 canister.
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7.1 Check canister matching:
Detected canister size vs.
attached canister.

No match: Dispose
canister.

7.2 Press “On”. Pressure is
built up and unclamp the

tube clamp.
8. [ " 8.1 Check credibility of air
leak value.
I S
A
;
(3 s 00 508 €
_—
9. 9.1 Seal the used canister with

the canister seal.

10. Dispose of the used canister in accordance with internal
hospital guidelines.

Canister with solidifier:
activation of the solidification
process

1 11 Check if canister is sealed
with the canister seal.

1.2 Press —to open the
solidifier chamber.

2. 2.1 Shake —to activate the
solidification process.

2.2 Dispose of the used
canister in accordance
with internal hospital
guidelines.
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9 Changing pressure during operation

WARNINGS

The negative pressure may only be changed by the physician or on medical orders.

Change pressure

01 Physiological
pressure

Important: Thopaz* is running.

11 Press[ Jand[ ]

@ simultaneously.
IR 12 Chan.ge pressure by
50mi/min = pressing[ Jor[ ]
= and confirm with “OK”
D Standbyl®  -2.0kPa ig}-"@s n [ ]
pr—t
T i T
Press simultaneously

For patients who are to be treated by gravity drainage (= water
seal), the physiological pressure can be activated.

11 Press“Physio”[ 1.
12 Confirm with “OK” [  ].

This mode corresponds
to a pressure of —0.8kPa/
—6mmHg/-8cmH20/
—8mbar.
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10 Changing settings

101

40 |

Factory settings

Pressure:
Pressure unit:

Measured pressure:

Fluid time 1.

Fluid time 2:

Fluid alarm:

Air leak history:

Language:

Save as standard:

Thopaz* is delivered with the following factory settings.
These settings can be changed and saved as the new standard.

—2.0kPa

— Choose to max. —=10kPa (102 cmH20, —100 mbar, =75 mmHg).

kPa

— Choose between kPa, cmH20, mmHg, mbar.

Hide

— Choose between hide and show (only relevant in the air leak
history).

— This feature is added for advanced Thopaz* users.
A higher measured pressure than set pressure can be an
indication that the patient is able to regulate the negative
pressure in the inter-pleural space.

OFF

— Choose between 24h/12h/8h/4h/OFF

— Shows the total amount of collected fluid over the last X hours.

OFF

— Choose between 2h/1h/0.5h (30 min)/
0.25h (15 min)/OFF

— Shows the total amount of collected fluid over the last X hours/
minutes.

OFF

— Choose between500ml/5min, 15min or 60 min; 400 ml/5min,
15min or 60 min; 300 mI/5min, 15min or 60 min; 200 ml/5min,
15min or 60 min; 100 ml/5min, 15min or 60 min; 50 mI/5min,
15min or 60 min/OFF

— The fluid alarm signal 407 appears if Thopaz* detected
a higher fluid collection in the last 5min, 15min or 60min
than the desired parameter.

Hide

— Choose between hide and show.

— This history can be displayed on the main display
(see chapter 7.6.1 — Main display).

English

— Choose your language.

Choose if you want to save the new parameter as a standard

(guidance see chapter 10.3 — Save a changed parameter as

the new standard).



10.2 Change settings

A WARNINGS
The settings may only be changed by the physician or on medical orders.

A CAUTIONS
Adapt pressure settings for pediatric patients.

Important: Thopaz* is on Standby.

L= ’ 11 Press “Menu”[ ]
;
> <
2. @ : 2.1 Choose the desired
T parameter by pressing
[ ]
’ .2 Confirm witl
- 2.2 Confi ith “OK”
. to change the desired
parameter.
e Q 2.3 Change the desired
parameter by pressing
[ Jor[ ]andconfirm
with “OK" [ ].

2.4 Press “Home” [ ]
to leave the settings.

2.5 The settings are changed
for the current therapy.

10.3 Saveachanged 1. Change all desired parameters as mentioned above.
parameter as the
new standard 2. Choose “Save as standard” and press “OK”[  ]. “Saved”

will appear for approx. 3 seconds.

3. The parameters are saved as the new standard. Whenever
you switch Thopaz* on and choose a new patient, Thopaz*
will be set with these settings.

4. Press“Home” [  ]to leave the settings.
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11 Taking a drainage sample

42 |

WARNINGS

To ensure Thopaz* can reduce the pressure, it is essential to wait 30 seconds between
taking the sample from the sample port and unclamping the patient catheter (drain).

Sample
port

Patient
tube

N

»

IS

Before taking a drainage sample make sure that there
is fluid in the patient tube.

Clamp the catheter (drain).

- 3.1 Switch Thopaz* to
Standby by pressing
foww @ “Standby” for longer than
Sy - 3seconds.
séc.
c Standbyl  -2.0kPa Sﬁfés n
t—-—

Disinfect the sample port before taking the sample with
CaviWipes or Mikrozid AF Wipes.

5.1 Remove with syringe* air
from the patient tubing.
Repeat until fluid has
gathered at the sample
port.

* Syringe 17 G (L,4mm) or
thinner.

With a syringe* take a sample from the patient tube.

71 Switch Thopaz*t on by
pressing “On” — pressure
is built up.

0
"
(4]

7 3

Wait 30seconds!

To ensure Thopaz* can reduce the pressure, it is essential
to wait 30 seconds between taking the sample and
unclamping the patient catheter (drain).

Unclamp the patient catheter (drain).



12 Troubleshooting and information signals

Description

Thopaz* distinguishes between cautions (yellow), warnings (red) and internal errors (red).

If Thopaz* detects any of these situations, an acoustic signal sounds and a description of the
problem appears on the display. By pressing the two selection buttons simultaneously, the
acoustic information signals are suppressed for 60 seconds. Exceptions: For the caution 306
“canister full” and the warnings 302 “tubing clogged”, 313 “filter clogged” and 315 “Thopaz*
overheated” the acoustic information signals are suppressed for 5 minutes.

Information signals do not replace the need of regular monitoring of the patient. Leakage
warnings may not be triggered and therefore the device does not alert in case of disconnection
of the Thopaz tubing in the following situations

—set pressures below 0.4 kPa

— disconnection with the small double connector (079.0024)

Example:

Problem described

|App|ied pressure
|Airleak | |Action status

{ iSmmin 2063 Press simultaneously to
a 51 acknowledge an acoustic
Connect Thopaz+ to { E—:I information signal and follow
m instructions on the display.
u Standbyl* i oK n

Acoustic information signal
temporarily muted

Error number

Troubleshooting instructions
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Visible on display

Error Problem Troubleshooting Remarks/Potential source Pressure
number | description instructions of error
306 Canister full 1. Clamp tubing Yes
2. Switch to Standby
3. Replace canister
4., Continue with “On”
5. Unclamp tubing
g 401 Battery low Connect Thopaz* to mains Remaining time of battery Yes
3 approx. 30min.
g 402 USB connection not | Unplug USB cable USB connection not permitted Yes
= permitted during operation or in the vicinity
8 of the patient.
§ 405 Standby Switch Thopaz* on or off In Standby for 5minutes. No
2| 406 Temperature too Prepare backup device Do not expose Thopaz* to heat | Yes
§ high sources.
é 409 Fluid level — Fluid measurement Yes
5 sensor out unavailable
= of order — Confirm and continue therapy
410 Canister 1. Clamp tubing Yes
detection 2. Switch to Standby
3. Replace canister
4. Continue with “On”
5. Unclamp tubing
301 Leak in system Check system for leaks — Disconnection. No
— Missing seal at vacuum port.
—Thopaz* detects leaking in
the Thopaz* system including
Thopaz tubing, NOT of
disconnection of the patient
catheter from the patient.
—Leakage warning may not be
triggered with set pressure
below 0.4kPa.
— Disconnection of one catheter
at the small double connector
will not be detected by
Thopaz*
302 Tubing clogged 1. Clamp catheter —Tubing is kinked or clogged No
2. Clamp tubing for approx. 10min.
3. Switch to Standby —Thopaz™ detects clotting of
4. Replace tubing Thopaz* tubing, NOT of the
5. Continue with “On” patient catheter.
6. Unclamp catheter
305 Battery empty Connect Thopaz* to mains No
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Visible on display

Error Problem Troubleshooting Remarks/Potential source Pressure
number | description instructions of error
311 Selftest failed Snap the canister out and Do not switch Thopaz* onifthe | No
in again patient is already connected.
313 Filter clogged 1. Clamp tubing Filter in canister clogged. No

2. Replace canister
3. Continue with “On”
4. Unclamp tubing

315 Thopaz*™ Replace Thopaz* No
overheated
407 Fluid alarm Patient is losing a large amount Yes
of fluid
Internal error 1. Switch Thopaz* off and on If error message repeats, inform
XXX again Medela Customer Service.
2. Inform Medela Customer
Service
@ Safety related tip

The acoustic warning “Leak in system — 301" is deactivated for approximately 6 minutes
after Thopaz™ is switched on.

Safety related tip
Caution “canister full”/Warning “filter clogged”.

The caution “canister full” is triggered when the canister filling level approximately reaches
the maximal scale line indicated on the respective canister label. Change the canister
according the instructions of use, chapter “8 — Replace canister”. If secretions line the walls
of the canister, the caution “canister full” may be activated prematurely.

After muting the caution with the selection buttons, a symbol [ 1 ] appears during
operation. After 5 minutes the warning reappears acoustically.

An overfilling of the respective canister volume will trigger the warning “filter clogged”.
The warning is triggered due to the clogging of the hydrophilic filter upon contact with
liquids or secretions. Please refer to chapter “4 — Overview” for location of the hydrophilic,
overflow protection/bacteria filter in the canisters. Subsequent to a clogged filter and the
warning “filter clogged” the vacuum applied to the patient is interrupted and cannot be
regulated or maintained.

An additional accumulation of liquids, secretions and air is released through the pressure
relieve valve at the positive pressure of 0.2—0.5kPa. This pressure release function is not a
substitute for a free overflow function. Therefore the canister must be replaced once full.
Please refer to chapter “4 — Overview” for location of the pressure relieve valve.

Change the canister according to the instructions for use, chapter “8 — Replace canister”.
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13 General reprocessing guidelines

Thopaz*, docking station, standard holder, and holder — standard reprocessing

Thopaz* in case of spill on seal
In case of spill on release button, bed holder, docking station’s push button standard holder,
and holder with rail
X | X | x| —PerlISO 17664-2, these instructions have been validated by the manufacturer of the
medical device as being capable of preparing a medical device for reuse. It remains the
responsibility of the processor to ensure that the processing, as actually performed by using

c

2 equipment, materials and personnel in the processing facility, achieves the desired result.
g This requires verification and/or validation and routine monitoring of the process.

S — For specification of water qualities see AAMI TIR34.

% X | x | x —The washer-disinfector shall be qualified according to ISO 15883 series.

S Cleaning and disinfection was validated in a washer-disinfector of the type:

= Uniclean PL I 1-2 EL (MMM, Germany).

2 — All disassembled parts must be safely fixed in the carriers/fixation points.

— Do not overload the washer-disinfector. Arrange the disassembled parts in such a way
that no areas are left unwashed and inner and outer surfaces are reached by the cleaning
liquids.

@ X — Discard or service the device (or component as applicable) if it shows visible signs of wear
2 or damage.

8

£

—

X x| x —Always wear personal protective equipment (PPE): disposable gloves and other PPE

as per local guidelines and regulations.

— Perform point-of-use treatment with utility water (<40 °C, <104 °F) directly after use of
the device (before soil can dry onto the device). Violation of this may result in the fixation
of residue and thus inhibit disinfection.

— If the product is used on a patient who suffers from a disease, and whose pathogens can-
not be eliminated with the procedure outlined below, the product must be disposed of.

— Consult the cleaning and disinfection agent manufacturer’s instruction for use
regarding, including but not limited to exposure times and safety measures.

X x| | —Neverimmerse the device in or rinse with water or other liquids. Do not spray cleaning
agent and disinfectant directly on the device.

General safety instructions
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Preparation before cleaning

Manual cleaning

Thopaz*, docking station, standard holder, and holder — standard reprocessing

Thopaz™ in case of spill on seal

In case of spill on release button, bed holder, docking station’s push button standard holder,
and holder with rail

X | X | x — Disconnect/remove all accessories.

X | x| | —Wipe external surfaces of the device to remove all gross soil with a soft, lint-free wipe
moistened with utility water.

X  — Disassemble all soiled components into their maximum number of individual parts.
—Remove the release button by unlocking it with the help of two levers, that have no sharp
edges and a shaft diameter of <3.5mm (see picture).
— Loosen the screws of the bed holder with a Philips screwdriver and remove them
(see picture).

— Carefully open the Torx Screw on the docking station, compress the spring by pressing
the button. After removing the screw, slowly release the push button. Next, remove the push
button and the spring. Then remove the lower claw by closing the clamp and then pulling.

X —If necessary, and for the removal of gross soil, place the disassembled components in utility
water for 10 minutes and wipe off visible staining with a soft, lint-free wipe soaked in utility
water.

— If residual soil has dried onto the disassembled components, the soil must be rehydrated
before the enzymes can be effective.

x| | —Clean thoroughly under the gasket with the help of a sterile spatula without sharp edges
and according to the following process:

—Fold a CaviWipes™ or Incidin OxyWipe S™ wipe once in the middle so that the tip
of the spatula is enveloped by the wipe.

— Wrap the wipe once around the spatula.

— Carefully insert the wipe-wrapped spatula under the contaminated seal on the far left
or far right side of the Thopaz*. Then slide it to the center of the device and push it outward
in an sweeping motion.

— Replace the cleaning and disinfection wipe with a new one.

— Carefully insert the wrapped spatula under the contaminated seal on the other side of
Thopaz™. Then push towards the center of the device, past the spot where you swept out
before. Then slide outwards in a sweeping motion.

— Replace the cleaning and disinfection wipe with a new one and repeat the aforementioned
cleaning steps until the cleaning and disinfection wipe is no longer soiled.

X x| | —Wipe all external surfaces of the device with CaviWipes™ or Incidin OxyWipe S™ wipe.
— Wipe away from difficult-to-clean areas (e.g., where components that cannot be disassem-
bled meet and crevices).
— Use a new cleaning and disinfectant wipe when the wipe is contaminated.
— Clean until all visible soil is removed. Pay special attention to the difficult-to-clean areas.
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Manual disinfection

Automated cleaning

Automated disinfection

Thopaz*, docking station, standard holder, and holder — standard reprocessing
Thopaz* in case of spill on seal

In case of spill on release button, bed holder, docking station’s push button standard holder,
and holder with rail

x| — Disinfect thoroughly under the gasket with the help of a sterile spatula without sharp edges
and according to the following process:

—Fold a new CaviWipes™ or Incidin OxyWipe S™ wipe once in the middle so that the tip
of the spatula is enveloped by the wipe.

— Wrap the wipe once around the spatula.

— Carefully insert the wrapped spatula under the contaminated seal on the far left or far
right side of the Thopaz*. Then slide it to the center of the device and push it outward in an
arcuate motion.

— Replace the cleaning and disinfection wipe with a new one.

— Carefully insert the wrapped spatula under the contaminated seal on the other side of
Thopaz*. Then push towards the middle of the device, past the spot where you swept out
before. Then slide outwards in a sweeping motion.

X | X — Take a new CaviWipes™ or Incidin OxyWipe S™ wipe and wipe all external surfaces of

the equipment.

— Pay special attention to the difficult-to-clean areas of the device.

— To aid exposure of difficult-to-clean areas, a new CaviWipes or Incidin Oxy Wipe S wipe
may be wrapped around a spatula or a similar utensil.

— Make sure all surfaces of the device remain visibly moist at room temperature for 3 minutes.
If the surface is getting too dry, moisten the surface using a new wipe.

— Take a new CaviWipes™ or Incidin OxyWipe S™ wipe and wipe again all external surfaces
of the equipment.

— After the prescribed exposure, remove any residuals using a soft, lint-free wipe moistened
with critical water per AAMI TIR 34,

X | — If applicable, place disassembled components in a small sieve tray, which is positioned on
the load carrier.
— Place the disassembled parts in a flat tray so that they cannot flip over. Orient with recesses
facing down that liquids are drained by gravity.
— Do not use any drying aids (rinsing agents). These could remain on the surface with
a detrimental effect to the device and its biocompatibility.

The cleaning program in the washer-disinfector consits of the following:

— 1 minute pre-cleaning with utility water

— 5 minutes cleaning at 55 °C with 0.5% solution of neodisher® MediClean forte
(alkaline enzymatic cleaner) in utility water

— 1 minute rinsing with critical cold water per AAMI TIR 34

X | — Thermal disinfection with critical cold water per AAMI TIR 34 (without a chemical
disinfectant) at 90 °C for 1 minute (Ag=600) or adapt Ag values per local guidelines and
regulations.
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Inspection

Storage

Transport

Thopaz*, docking station, standard holder, and holder — standard reprocessing

Thopaz™ in case of spill on seal

In case of spill on release button, bed holder, docking station’s push button standard holder,
and holder with rail

X | — Dry disassembled components in washer-disinfector at 110 °C for at least 45 minutes.

X | x | x —If drying in the washer-disinfector is not possible or in case of residual moisture, wipe
external surfaces dry using a dry, soft, lint-free wipe, or carefully dry with medical grade
compressed air.

— Pay special attention to the dryness of hard to reach areas.

X | x| x —Visually inspect the device or disassembled components for any remaining soil or
disinfectant solution. If necessary, repeat the cleaning and disinfection.
— Visually inspect the device or disassembled components for damage. In case of any
damage to one or more parts, replace them with new ones.

X  —Put spring back in its initial position.
— Then push the release button carefully back into its initial position (see picture).
— Verify that the release button springs back in position if pushed down to verify correct
placement.
— Re-insert silicone inlays in the handle.
— Insert the axles pieces into Thopaz*’ back cover.
— Slide handle into recess in axles and carefully tighten the screws using a Philips screw driver

(see picture).

— Verify that the bed holder is mounted securely and can be opened and closed.

— To reassemble the docking station, re-install the spring on the shaft of the push button and
re-insert the push button in slotted hole in the docking station. Next, hold the push button
down and re-install the clamp and finally tighten the screw.

X — Always store device in a dry, clean, and dust free environment.

X | X | X —Reprocess the device before sending it in for service. If this is not possible or can only be
done in parts, the package shall indicate the potential biohazard. Local procedures and
guidelines apply.

| 49

EN



14 Warranty, maintenance and checks

Warranty

Medela AG warrants the device will be free from defects in materials and workmanship for a
period of 2 years from the date of delivery ex works. Faulty material will be replaced free of
charge during this period if not resulting from abuse or misapplication. This will not apply to parts
subject to wear and tear in use. To ensure compliance with this warranty as well as optimum
service from Medela products, we recommend the exclusive use of Medela accessories with our
appliances.

In no event shall Medela AG be liable for claims which exceed the scope of warranty described
including liability for consequential damages, etc. The right to the replacement of faulty parts will
not be recognized by Medela if any work has been carried out on Thopaz* by unauthorized
persons. This warranty is subject to the appliance being returned to a Medela service centre.

Maintenance

Thopaz* is a maintenance free device. Each time the device is switched on, a self-test is carried
out which checks the internal functions of Thopaz*. A “beep” indicates that Thopaz* successfully
passed the self-test and that the device is switched on. Safe operation is ensured by the
functional check including canister and tubing to be carried out before each use.

The safety instructions must be observed.

Routine check

Medela recommends subjecting Thopaz* to a routine check once a year. The work to be carried
out and a protocol template in accordance to EN/IEC 62353 is given in Appendix B in these
instructions. No additional calibration is required as long as Thopaz* is used according to the
instructions for use.

Instructions for FPT test Important: Patient must not be connected!
Thopaz* must be disconnected from the mains
(battery operation) and turned off.

Vacuum gauge 079.0021 079.0016
0771456

(Tube e.g. 812x7mm, not included in
the scope of delivery)
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1. Connect the tubing FeFl 079.0021 and the 0.81 canister
079.0016 to Thopaz*. For guidance to connect the
system refer to chapter 7 — Preparation for use.

2. Connect vacuum gauge with tube to the patient connector.

|_
3. = - , 31 Pressand hold[ ]and
(0 [ ]simultaneously. Press
additionally [ ]
- 3.2 The safety test starts.
. 3.3 Follow the instructions on

the display.

(> Q
?Et |

Press simultaneously

Safety check
There are no prescribed or recommended safety checks to be carried out.

Rationales

— The engineering of the Medela Thopaz* has been verified by independent test institutes for
compliance with the [EC 60601-1 standard. Copies of such certificates may be obtained on
request. Because of the method of construction used, Medela does not expect electrical safety
to be affected at any time during the life of the product — provided that Thopaz™ is repaired
throughout its service life strictly and exclusively by Medela authorized service centers and that
it is used properly in accordance with the intended use.

— For Thopaz* as a device in protection class Il (IEC 60601-1), there is no protective earth
conductor; protective earth related tests (protective earth resistance, earth leakage current
etc.) are not applicable.

— Thopaz* enclosure is made entirely of insulating material. Tests of the touch current using
common measuring instruments will therefore not reveal measurable values.

— The applied parts of Thopaz* are connected to Thopaz* via non-conductive vacuum hoses,
canisters and tubings. Even when suctioning a conductive fluid (9 g/L NaCl; IEC 60601-1) until
the overflow protection device activates, measurements of the patient leakage current using
common measuring instruments will not reveal measurable values.

— Thopaz* systems do not have patient connections and functional earth conductors; tests
related to those connections and currents are not applicable.
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15 Disposal

Separate the parts of Thopaz* system and dispose of according to the following instructions.

Sterile canister, tubing and caps
Please take care that you dispose of Thopaz* sterile accessories in accordance with the hospital
disposal guidelines.

Non-sterile general accessories
The parts are made of plastics that are not harmful to the environment when disposed of as
household waste. Recycle or dispose of according to local regulations.

Pump and electrical parts

— The suction pump has to be disposed of in accordance with the European directive 2012/19/EU
WEEE.

— Do not dispose of electric or electronic equipment together with unsorted municipal waste,
rather collect it separately.

—In the European Union/ Switzerland/ UK the manufacturer or its vendor must take back waste
equipment. Other countries may have similar collection and recycling systems. Please respect
the relevant state laws and rules in your country for the disposal of electrical and electronic
equipment.

— The separate collection and recycling of your waste equipment at the time of disposal will help
conserve natural resources and ensure that it is recycled in a manner that protects human
health and the environment.

Lithium-ion batteries

— The motor unit contains lithium-ion batteries which bear risk of fire, explosion and burns,
if disposed of improperly.

— Do not disassemble, damage, short-circuit, heat above 80 °C (176 °F), incinerate or dispose of
in fire.

— Dispose of in accordance with European Directive 2012/19/EU WEEE and local requirements.

16 Accessories

A WARNINGS
Thopazt was validated in combination with the accessories listed in Appendix A.
For a correct and safe operation use Thopaz* with these accessories only.
Further information is supplied with the individual accessory.
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17 Technical specifications

L

vacuum

P

B
2

kg

54

@cm

95 +55
15""0; -20, °C
93 +40 106
15"o, 45 °c 70, kPa

g |4

Battery model

IP33

low vacuum,
—10kPa/~75mmHg/
—102 cmH20/-100 mbar
Tolerance: £15%

<5I/min

11kg/2.41bs

Power supply

Model: MSA-C25001S12.0-30C-ZZ

IEC: 60601-1

Input: ~ 100-240VAC, max 0.8A,
50/60 Hz

Output: 12VDC, 2.5A

1SO 13485
CE (2017/745/EV), lIb

HxW xD without canister
228x172x97mm

Transport/Storage Conditions

Operating Conditions

Rechargeable Lithium-ion battery

HY-LINE A
Hochstrasse 355
8200 Schaffhausen
Switzerland
www.hy-line-group.ch
info@hy-line-group.ch
Made in Taiwan

Measured at 0 m, atmospheric pressure:
1013.25hPa

Please note: vacuum levels may vary
depending on location (meters above
sea level, atmospheric pressure and
temperature).

Pump
12 VDC, 20W

C € 0123

7.2VDC 2.42 Ah
Weight 1009 +5¢g
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18 Meaning of symbols

The following symbols may be present on the device labeling or in information accompanying
the device. Refer to the device labeling or accompanying information for the applicable symbols.

A

General safety alert symbol,
points to information related
to safety.

A

Defines a temperature
range (e.g. for operation,
transport or storage).

R only

Indicates a Prescription
Device U.S. Federal law
restricts this device to sale
by or on the order of a
physician (for US only).

N
//IT
L]

Keep away from sunlight.

Indicates the location of the
mute button.

LOT

Indicates manufacturer’s
batch code.

StenLEeo

Indicates the device is
sterilized using ethylene
oxide.

-

Indicates safety related tip.
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Indicates the part number of

the device.

Indicates the range of
atmospheric pressure to
which the medical device
can be safely exposed.

o

Identifies the
manufacturer.

Indicates the compliance
with additional USA and
Canada safety require-
ments for medical electrical
equipment.

=

Indicates a Class Il electrical

equipment.

Indicates the quantity (x) of
individual devices in pack.

c € 0123

Indicates compliance with
the EU requirements

concerning medical devices.

Indicates the class of the
system related to electrical
safety.

Indicates the item is
amedical device.

Defines a relative humidity
range (e.g. for operation,
transport or storage).

y

Contains fragile goods.
Handle with care.

®

MRI Unsafe keep away from
magnetic resonance
imaging (MRI) equipment.

N\

Indicates alternating
current.

&

Indicates that the device
should not be used after the
date shown.

§

Indicates the legal
specifications of the system.

IP33

Indicates the protection
against ingress of solid
foreign objects and against
harmful effects due to the
ingress of water.

[sN]

Indicates the serial number
of the device.

©

Read and follow the
instructions for use.

f‘;,

Keep away from rain.
Keep in dry conditions.

)i

Do not dispose of electric/
electronic devices together
with unsorted municipal
waste (dispose of the device
in accordance with local
regulations).

]

Indicates the date of
manufacturing.

@

Indicates a single use
device. Do not reuse the
device.

1]

Indicates to consult
instructions for use.

vl

Indicates a type CF applied
part.



()

Indicates that interferences
may occur in the vicinity of
equipment marked with this
symbol.

o

Indicates the flow levels of
the system.

[T

Indicates the dimensions
(hx wx d) of the system.

A

Indicates Patient number.

(I

Indicates that battery is
almost empty.

L

Indicates not enough fluid
for valid fluid measurement.

Indicates a single sterile
barrier system with
protective packaging
outside.

®

Indicates the entity
importing the medical
device into the locale.

S

Indicates do not use the
device if package is
damaged.

&
Indicates the electrical
specifications of the system.

pcs

Indicates number of items.
AC

(=)

Indicates Thopaz* is out of
axis and fluid cannot be
measured.

[l

Indicates that battery is
being charged (moving
bars).

2]

Indicates the country of
manufacture of the product.

Indicates a carrier that
contains unique device
identifier information.

Indicates the entity
distributing the medical
device into the locale.

D,
&

Indicates that the package
is capable of being
recycled.

Indicates direct current.

f
=
Indicates air leak.

@s
Indicates to press the
button more than

3seconds.

[&]

Indicates that battery is fully
charged and connected to
the mains.

1
A

Indicates recycling of the
packaging material defined

with the code “XX” and the
abbreviation “YYY”.

1t

Indicates this side up.

[EC|REP]

Indicates the authorized
representative in the
European Union.

=5

Indicates the maximum
vacuum level of the system.

i-i
Indicates the weight of the
system.

Indicates fluid.

[ 1

Indicates that battery is
empty.

Indicates fluid cannot be
measured.

)

Indicates a single sterile
barrier system.

#

Indicates model number.

Indicates the authorized
representative in the
European Union.

EN

Symbols glossary (U.S. only)
www.medela.com/symbols-glossary
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Tillykke

Med Thopaz* har du erhvervet et innovativt digitalt thoraxdraenagesystem, der seaetter nye
standarder for behandling med og styring af thoraxdreenage.

Thopaz* er udstyret med et elektronisk male- og overvagningssystem med optiske og akustiske
statusindikationer. Apparatet er et tart system, hvilket betyder, at driften ikke kreever nogen
vaesker. Vigtige oplysninger om behandlingsforlgbet indikeres digitalt og grafisk pa displayet.
Ved afslutningen af behandlingen kan disse oplysninger overfgres til en pc.

Den brugervenlige starrelse, den ekstremt stgjsvage drift og lyssensoren, der automatisk justerer
skeermens lysstyrke, ger apparatet behageligt at bruge for patienten savel som andre i
neaerheden.

Medela University — thoraxdraenage

Medela University er en online undervisningsplatform, der tilbyder gratis thoraxdraenagekurser
og efteruddannelse, som er understattet af en lang raekke ressourcer sasom kliniske
kompetencer og Thopaz*-simulatoren.

TILMELD DIG NU FOR AT OPBYGGE OG GENOPFRISKE DIN VIDEN.

Leer, hvor som helst, nar som helst!

Find emner, der er relevante for dig, leeg dem i indkgbskurven, og sa er du klar til at ga til kassen.
Alle gennemfarte kurser belgnnes med et certifikat.

https://www.chestdrainage.medela.com
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1 Advarsler og sikkerhedsanvisninger

A ADVARSLER
Angiver en potentielt farlig situation, som, hvis den ikke undgas, kan medfare ded eller
alvorlig personskade.

A FORSIGTIGHEDSREGLER
Angiver en potentielt farlig situation, der kan medfgre mindre eller moderat personskade,
hvis den ikke undgas.

@ Sikkerhedstips
Angiver nyttige oplysninger om sikker anvendelse af produktet.

Thopaz* er kun godkendt til at blive brugt som beskrevet i denne brugsanvisning. Medela kan
kun garantere, at systemet fungerer sikkert, nar Thopaz* anvendes sammen med originalt
Thopaz*-tilbeher (beholdere, slanger, baerestrop, stramadapter, dockingstation — se kapitel 16
—Tilbehgr/Bilag A).

Yderligere udstyr tilsluttet elektromedicinsk udstyr skal overholde de respektive IEC- eller
ISO-standarder (f.eks. IEC 60950-1/IEC 62368-1 for informations- og databehandlingsudstyr).
Derudover skal alle konfigurationer opfylde kravene til elektromedicinske systemer (se klausul
16 af [EC 60601-1). Hvis man tilslutter yderligere udstyr til elektromedicinsk udstyr, konfigurerer
man et medicinsk system, og man er derfor ansvarlig for, at systemet opfylder kravene til
elektromedicinske systemer. Vi ggr opmaerksom p4, at lokale love altid prioriteres hgjere end
ovennaevnte krav. Hvis du er i tvivl, skal du kontakte din lokale Medela-repraesentant eller den
tekniske serviceafdeling.

Lees og falg disse advarsler og sikkerhedsanvisninger, inden du tager produktet i brug.
Gor dig ogsa bekendt med de tilknyttede informationssignaler og fejlfindingsanvisninger
far brug (se kapitel 12 — Fejlfinding og informationssignaler). Denne brugsanvisning skal
opbevares sammen med produktet til senere brug.

Bemeerk, at denne brugsanvisning er en generel vejledning i anvendelse af produktet.
Medicinske spargsmal skal besvares af en lzege.

Medela patager sig kun ansvaret for effekten p& GRUNDLAGGENDE SIKKERHED,
palideligheden og ydeevnen af Thopaz, hvis produktet anvendes i overensstemmelse med
brugsanvisningen.

FORSIGTIG: Ifglge amerikansk lovgivning ma dette apparat kun szelges af en laege eller efter
en laeges ordination.

Enhver alvorlig heendelse, der forekommer i forbindelse med dette apparat, skal rapporteres
til Medela AG og den relevante, kompetente myndighed.

Kan aendres.
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ADVARSLER

Advarsel: For at reducere risikoen for potentiel krydskontaminering eller eksponering

for biologiske farer

— Brug handsker under alle operationer.

— Efter hver brug skal de dele, der har veeret i bergring med de opsugede sekreter,
renggres og desinficeres eller kasseres.

— Thopaz*-systemet er ikke beregnet il retransfusion.

Advarsel: For at reducere risikoen for potentiel personskade ved ukorrekt brug

— Henwvis til denne manual fer brug.

— Ma kun anvendes af medicinsk uddannet og kvalificeret personale, der er blevet
opleertibrugen af Thopaz*.

— Brugen af Thopaz* til enhver anden indikation end den tilsigtede er hverken
hensigtsmaessig eller tilladt.

— Trykintervallet, der skal indstilles, bestemmes af en leege og er baseret pa patientens
alder, veegt og kliniske tilstand..

— For paediatriske patienter skal trykindstillingerne tilpasses i henhold til hospitalets
retningslinjer.

— Bemeerk, at mindre katetre kan kraeve hgjere trykindstillinger for at sikre effektiv
fiernelse af veesker og kropssekretioner.

— Huvis der forekommer en vedvarende luftleekage, skal det kontrolleres, at systemet
er samlet korrekt, far der foretages yderligere korrigerende handlinger. Kontrollér,
at systemet er luftteet ved at lukke klemmen pa kateteret og bekraefte, at luftleekagen
reduceres til nul.

— Brug ikke Thopaz™, hvis dreenagebehandlingen indikerer et tryk, der er stgrre end det
maksimale trykomrade pa —10kPa.

— Brug ikke Thopaz*, hvis dreenagebehandlingen indikerer en gennemlgbsrate, der
overskrider den maksimale gennemstrgmningskapacitet pa 5 liter i minuttet.

— Brug ikke Thopaz*, hvis dreenagebehandlingen indikerer, at der ikke bar anvendes tryk
til patienten.

Advarsel: For at reducere risikoen for potentiel personskade under opsztning eller

drift

— ,Tryk* henviser generelt til ,,negativt tryk",

— Thopaz* er valideret til anvendelse sammen med det tilbehar, der er anfart i bilag A.
For korrekt og sikker drift, ma Thopaz* kun bruges sammen med dette tilbehgr.
Yderligere information falger med det enkelte tilbehgr.

— Tilslut ikke bilaterale thoraxdreen til ét Thopaz*-apparat. | sddanne tilfeelde anbefales
det at bruge to Thopaz*-apparater.

— For at sikre, at Thopaz* kan reducere trykket, er det vigtigt at vente 30 sekunder efter
udtagning af en draeenageprave, far klemmen pa patientens kateter (draen) dbnes.

— Beholderen udskiftes pa basis af en visuel kontrol eller i henhold til instruktionerne pa
Thopaz*-apparatets display (informationssignal).

— Thopaz*-systemet reguleres og kontrolleres mellem pumpen og patientkonnektoren.
Blokering og leekage ved kateteret vil eventuelt ikke blive registreret af Thopaz*-
systemet, se Fejlfinding og informationssignaler. Patienten skal tilses regelmaessigt af
sundhedspersonalet.



A

A

A\

A

— Nar trykket er indstillet til under 0,4 kPa, udlgses leekageadvarslen muligvis ikke.

— Leekageadvarslen udlgses ikke, hvis et kateter afkobles fra den lille dobbeltkonnektor
(079.0024).

— Der kan opsta tilstopning ved greensefladen mellem kateter og konnektor. Vi anbefaler,
at denne graenseflade overvages lgbende, og at der etableres en passende
fiernelsesprocedure for eventuel tilstopning.

Advarsel: For at reducere risikoen for potentiel personskade pa grund af interferens

fra andet udstyr

— Brug ikke Thopaz* i forbindelse med MRT (magnetisk resonanstomografi).

— Haijfrekvent (HF) kirurgisk udstyr, radionetvaerk og lignende kan pavirke apparatets
drift og ma ikke anvendes sammen med Thopaz*.

— Tradlgst kommunikationsudstyr sdsom udstyr til tradlast netveerk i hiemmet,
mobiltelefoner, tradlgse telefoner og deres basestationer samt walkie-talkier kan
pavirke Thopaz* og skal placeres mindst 30cm fra udstyret.

— Dataoverfarsel via USB ma ikke anvendes under behandling.

Advarsel: For at reducere risikoen for potentielt elektrisk stad eller eksponering for

varme, ild eller eksplosion

— Afbryd apparatets tilslutning til elektriske stik eller forbindelser, inden det rengares.

— Apparatet er ikke egnet til brug under badning, brusebad eller i et farligt, eksplosivt
milja.

— Rar ikke ved patienten og dockingkontakterne samtidigt.

— Produktet indeholder lithium-ion-batterier, hvilket indebeerer risiko for brand,
eksplosion og forbreendinger. Ma ikke skilles ad, knuses, opvarmes til over 100°C
(212°F), breendes eller bortskaffes ved forbraending.

— Thopazt mé ikke tarres med mikrobglger.

FORSIGTIGHEDSREGLER

Forsigtig: For at reducere risikoen for potentiel krydskontaminering eller eksponering

for biologiske farer

— Inspicér tilbehgrets sterile emballage for beskadigelse inden &bning. Tilbehgr med
beskadiget emballage ma ikke anvendes.

— Usterilt og genanvendeligt tilbehgar skal renggres og desinficeres i henhold til kapitel
13 — Generelle retningslinjer for genbehandling.

Forsigtig: For at reducere risikoen for potentiel personskade som fglge af ukorrekt

anvendelse

— Ukorrekt anvendelse af Thopaz* kan forarsage smerter og personskade for patienten.

— 2 liters beholderne til Thopaz™* er ikke beregnet til mobil brug (hverken med haenderne
eller ved hjeelp af baerestroppen).

— Af sikkerhedshensyn skal beholderudskiftninger inden for det passende vaeskeniveau
registreres.
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— Far diagnosticering skal den detekterede veeskeveerdi kontrolleres for plausibilitet.
— Sarg altid for at have et reserveapparat til radighed for patienter, hos hvem der kan
opsta en farlig akut tilstand, hvis apparatet ikke fungerer.

A Forsigtig: For at reducere risikoen for potentiel personskade under opsatning eller
anvendelse
— Dette udstyr ma ikke modificeres.
— Fer Thopaz* tilsluttes stremforsyningen, skal det kontrolleres, at forsyningsspaendingen
svarer til den, der er angivet pa apparatets maerkeplade.
— Ved ferste opstart ma Thopaz* ikke teendes, fer batteriet er blevet opladet.

@™ Sikkerhedstips

— Produktet leveres usterilt. Inden farste ibrugtagning, savel som efter hver anvendelse,
skal produktet rengares og desinficeres i overensstemmelse med en valideret
procedure.

— Placer aldrig Thopazt med en monteret 2 liters beholder pa dockingstationen uden
ferst at montere den valgfrie adapter-dockingstation 079.0038 til Thopaz™* 2 liters
beholderen.

— Den akustiske advarsel ,,System uteet — 301" er deaktiveret i ca. 6 minutter efter,
at Thopazt teendes.

— Hver gang en ny patient tilsluttes, anbefales det at udfgre funktionskontrollen.

— Far fgrste anvendelse i henhold til tilsigtet brug anbefales det at udfgre en inspektion
i henhold til IEC 62353 (se bilag B) for at indhente referenceveerdierne.

— Brug slangens prgvetagningsport til at udtage en prave. Der henvises til kapitel
11 — Udtagning af en dreenageprave.

— Medela anbefaler at anvende den Thopaz-slange, som passer bedst til kateteret.

— Sgrg for, at prgvetagningsporten vender mod patienten.

— Huvis batterietniveauet er lavt, skal Thopaz™ tilsluttes til en stikkontakt under brug.

— Simethicon-kapslen kraever 60 minutters nedsaenkning for at opna fuld effekt.

— Den mest ngjagtige vaeskemaling opnas ved at anbringe eller opbevare Thopaz*
pa dockingstationen (079.0037).
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Sikkerhedsanvisninger

Thopaz* er et medicinsk apparat, som kraever seerlige sikkerhedsforanstaltninger

i forhold til EMK. Apparatet skal installeres og idriftseettes i henhold til de vedlagte
EMK-oplysninger i kapitel 19 — Teknisk dokumentation.

I hvert af de fglgende tilfeelde ma Thopaz* ikke anvendes, og apparatet skal repareres
af kundeservice:

— Hvis stramledningen eller stikket er beskadiget

— Hvis apparatet ikke fungerer i henhold til en rutinemaessig kontrol

— Hvis apparatet er beskadiget

— Hvis apparatet har dbenlyse sikkerhedsdefekter.

Thopaz* indeholder ingen dele, der kan serviceres af brugeren. Af sikkerhedsmaessige
arsager ma Thopaz* kun repareres og vedligeholdes af teknikere pa servicecentre,
der er godkendt af Medela.

Hold stremledningen veek fra varme overflader.

Strgmstikket og afbryderkontakten ma ikke komme i kontakt med fugt. Traek aldrig
strgmstikket ud af stikkontakten ved at traekke i selve ledningen.

Thopaz* skal std oprejst under brug.

Man kan kun veere helt sikker p&, at stramforsyningen er afbrudt, hvis stramstikket

er trukket ud af stikkontakten.

Apparatet ma aldrig anvendes, hvis temperaturen i lokalet er hgj, under badning eller
brusebadning, hvis brugeren er meget treet, eller hvis der er fare for eksplosion.
Nedszenk aldrig Thopaz* i vand eller andre vaesker.

Ved montering af en ny beholder skal det kontrolleres, at den beholderstarrelse,

der vises pa skaermen, er den samme som stgrrelsen af den nye beholder.

Nar der anvendes sterile engangsprodukter, skal man veere opmaerksom pa, at de ikke
er beregnet il at blive genbehandlet. Genbehandling kan medfare, at mekaniske,
kemiske og/eller biologiske egenskaber gar tabt. Genanvendelse kan medfere
krydskontaminering.

Kontakt den lokale Medela-repraesentant, hvis der er behov for assistance til drift af
produktet.

Patienten skal tilses med regelmaessige mellemrum i overensstemmelse med interne
retningslinjer p& hospitalet.

Anvend kun Thopaz slangeforleenger til voksne.

Denne brugsanvisning skal opbevares med henblik pa senere reference.
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2 Stramforsyning og batteridrift

A ADVARSLER
Produktet indeholder lithium-ion-batterier, hvilket indebeerer risiko for brand, eksplosion
og forbraendinger. M4 ikke skilles ad, knuses, opvarmes til over 100°C (212 °F), breendes
eller bortskaffes ved forbreending.

Thopaz* kan drives med netspaending via stremforsyningen [rerl 087.0059, fra dockingstationen
079.0037 eller med det integrerede lithium-ion-batteri. Fgr brug af dockingstationen,

skal brugeren laese vejledningen til dockingstationen [reFl 200.1554. Batteriet oplades under drift
med netstrgm. Batteriets varighed afhaenger af Thopaz*-apparatets driftstid. Denne pavirkes
af omfanget af parenkymal leekage og det indstillede tryk. Thopaz* karer ikke konstant, men
teendes kun, nar de faktiske og nominelle veerdier er forskellige.

Under kontinuerlig drift garanterer Medela en minimumsdriftstid p& 4 timer ved batteridrift, efter
at apparatet er blevet fuldt opladet. | praktiske situationer vil batteriets reelle driftstid oftest veere
>10 timer.

Hvis Thopaz* ikke anvendes seerlig tit, skal batteriet oplades cirka hver sjette maned for at sikre
optimal funktion.

Backup-batteri

Hvis der opstar en intern defekt (ledningsbrud, batteridefekt), slukker Thopazt og udsender en
akustisk advarsel i mindst 3 minutter (drevet af et backup-batteri). Under disse forhold fungerer
Thopazt som en envejsventil. Udskift Thopaz*t med det samme.

Batteriopladning
Seet Thopaz*-apparatets stremforsyning i en stikkontakt, og
abn det lille beskyttelsesdaeksel for at f& adgang til DC-stikket.
Seet (coaxial-)strgmforsyningen i DC-stikket. Bjeelkerne pa
batteri—ikonet pa displayet beveeger sig for at vise, at
opladningenerigang [I1].
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Batteriniveau lavt

Ca. 30 minutter fgr batteriet er helt afladet, lyder et signal, og batterisymbolet [ T3] begynder
at blinke. Det akustiske signal kan saettes pa lydlgs, men batterisymbolet fortsaetter med at
blinke, indtil batteriet er afladet. Det indstillede tryk opretholdes, men batteriet skal genoplades
s& hurtigt som muligt.

,
(] somi/min  -20kPa (1)
» Tryk samtidigt for at anerkende et akustisk informationssignal,
m{ og falg vejledningen pa displayet (se kapitel 12 — Fejlfinding og
informationssignaler).

- v/

Tilslut Thopaz-+ il
[ Iysnettet

D Standby[* oK n

Batteri afladet

Batterisymbolet vil blinke sammen med en akustisk lyd i 10 minutter forud for en fuld afladning
af batteriet, medmindre pumpen slukkes inden. Den akustiske lyd kan ikke slas fra i lzbet af de
10 minutter. Hvis Thopaz* ikke tilsluttes til en stramkilde, vil pumpen automatisk slukke efter
10 minutter. Undertrykket opretholdes ikke, efter at pumpen slukkes.

*

[
1. Batteri afladet

*

2. Batteri naesten afladet

C

3. Batteri oplades (bjeelker bevaeger sig)

4. Batteriet er fuldt opladet og tilsluttet stikkontakt

* Symbol blinker
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3 Beskrivelse

Indledning

Thopaz* er et digitalt kvalitetssystem til thoraxdraenage. Det kompakte system leverer et
reguleret negativt tryk teet pa patientens bryst. Det overvager luftisekage og vaeskeopsamling.
Thopaz* applicerer kun vakuum, nar det kraeves for at opretholde det ordinerede undertryk, og
fastseettes af den administrerende leege. Det digitale farvedisplay viser objektive data i realtid
samt i historik-grafer, hvilket giver let sporing af behandlingsforlgbet. Apparatet er let at handtere
og renggre, og det er udstyret med sikkerhedsfunktioner, der sikrer optimal drift.

Tilsigtet anvendelse/formal
Thopaz* er beregnet til at blive anvendt til opsugning og fiernelse af kirurgiske vaesker, vaev,
gasser, kropsveesker eller infektigse materialer.

Tilsigtet anvendelse

Thopaz* er indiceret til alle situationer, hvor der anvendes thoraxdraen — specielt til thorakal
draenage i pleura- og mediastinalhulen f.eks. i tilfaelde af pneumothorax, efter hjerte- eller
thoraxkirurgi (postoperativt), thoraxskade, pleuraeffusion, pleuraempyem eller andre relaterede
tilstande, hvor reguleret tryk er indiceret. Thopaz* er beregnet til brug pa patienter i passende
plejeomgivelser.

Kontraindikationer
Der findes ingen kendte kontraindikationer for brug af Thopaz* digitalt system til
thoraxdraenage.

Brugermalgruppe

Thopaz* bgr kun handteres af sundhedspersonale, der er bekendt med kardiothorakal
dreenage. Disse personer ma ikke veere dgve eller tunghgre og skal have en tilstraekkelig
synsevne.

Tilsigtet patientmalgruppe
Thopaz* er kun beregnet til brug til patienter med de tilstande, der er beskrevet under
indikationer for brug.

Vigtig bemeaerkning
Det er leegens ansvar, at de korrekte kirurgiske procedurer og teknikker bliver fulgt. Hver enkelt
lzege skal pa baggrund af sin egen viden og erfaring vurdere, om behandlingen er passende.

Ugnskede bivirkninger

Der er ingen kendte ugnskede bivirkninger forbundet med brug af det digitale Thopaz* system til

thoraxdraenage. Falgende komplikationer kan imidlertid forekomme under kardiothorakal

dreenage:

— Pleuraeffusion (kan f.eks. fare til thoraxinfektion)

— Ekstrapulmonal ophobning af luft (kan f.eks. fare til pneumothorax/tensionspneumothorax,
subkutant emfysem)

— Perikardiel veeskeansamling (kan f.eks. fgre til hjertetamponade)

— Pleurokutan fistel

— Reekspansions-lungegdem

— Thoraxsmerter/-ubehag

—Hoste
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4 Qversigt

ADVARSLER

Rer ikke ved patienten og dockingkontakterne samtidigt.

Thopaz*t-apparatets
hovedbestanddele

Lyssensor

Sugeport

Display

Udlaserknap

Beholder (ill. 0,3 liter)

USB-port

Strgmstik

Beerehandtag

Vakuumport med
forsegling

Sengeholder

Standardskinneholder

Meerkeplade

Dockingkontakter
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Display
Thopaz* er uden for akse (veeske kan ikke Patientnummer Handlingsstatus for
males i gjeblikket) Thopazt:

Ikke nok veeske til gyldig vaeskemélingl

Behandlingstid )
Thopaz* er i standby-

USB-tilslutning l;i E—— indstilling
- I
+
Batteristatus |u~w 1. ot o Thopaz* karer
Handllngsllnje
Teend/sluk
Opsamlet vaeske i alt Lo Luftlaekagehistorik/
Luftieekagestarrelse ’“;:;me valgknap
= Vaeskehistorik/valgknap
Indstil tryk s M

Registreret
beholderstarrelse (tjek,
- at den tilsluttede
Valgfrie knapper beholder matcher)
Tryk samtidigt for at justere
trykket under drift (se kapitel 9
— Justering af tryk under drift)

Sadan aktiveres en knap
Tryk kortvarigt pa en knap for at aktivere den gnskede funktion.

Undtagelse: For at skifte til ,Standby“ skal knappen holdes nede i mere end 3 sekunder.
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Slanger Normal/lille/stor/enkelt/dobbelt konnektor
E Materiale:  PVC (medicinsk kvalitet) steril, dobbeltemballage
Leengde: 15m

Patientkonnektor enkelt/dobbelt

Thopaz-slange, Praveudtagningsport

dobbelt FeF 079.0022 [
Slangeklemme
Tilslutning til beholder J
J_ . Patientslange
Overlgb/bakteriefilter o
Tilslutning til pumpe T [ Maleslange

Patientslangens indvendige
diameter

| Konnektorens udvendige
diameter 2

Konnektorens udvendige
diameter 1

079.0025/26: Patientslangens indvendige diameter; 5,5mm
Konnektorens udvendige diameter 1: 9,5mm
Konnektorens udvendige diameter 2: 16,0mm

079.0021/22: Patientslangens indvendige diameter: 5,5mm
Konnektorens udvendige diameter 1. 6,4mm
Konnektorens udvendige diameter 2: 16,0mm

079.0023/24: Patientslangens indvendige diameter: 5,5mm

Konnektorens udvendige diameter 1. 4,0mm
Konnektorens udvendige diameter 2: 11,0mm
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Thopaz-slange, enkelt, Thopaz-slange, enkelt Thopaz-slange, enkelt,

stor konnektor 079.0021 lille konnektor
079.0025 079.0023
Thopaz-slange, Thopaz-slange, dobbelt Thopaz-slange, dobbelt,
dobbelt, stor konnektor 079.0022 lille konnektor
079.0026 079.0024*

*Leekageadvarslen udlases ikke, hvis et kateter afkobles ved den lille dobbeltkonnektor
(079.0024).

@™ Sikkerhedstip
Medela anbefaler at anvende den Thopaz-slange, som passer bedst til kateteret.
Sarg for, at prgvetagningsporten vender mod patienten.

Prgvetagningsport

" Anbring slangen med
SN prgvetagningsporten vendt

/ mod patienten.

N Brug den Thopaz-slange, der
passer bedst til kateteret.
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Beholdere

steni e

@ Sikkerhedstip

Med/uden geleringsgranulat 0,31/0,81/21

Materiale: Polypropylen, steril

Geleringsgranulat: 0,31=99/0,81=269/21=2x30g
Simethicon-kapsel: Understatter palideligheden af digital
vaeskemaling (0,31=720mg/0,81 = 1440mg/ 2| = 1440mg
simethicon)

Gradinddeling
Overlgbsbeskyttelse/bakteriefilter

L . Trykaflastningsventil

Forseglingsheette

T Meerkat til beholderregistrering

Sikkerhedskammer

T Lukket kammer med geleringsgranulat
[ T Simethicon-kapsel

Sekretkammer

Thopaz-beholder 0,81, skumdampende
079.0016

Thopaz-beholder 0,81 med geleringsgranulat,
skumdeaempende [reFl 079.0017

Thopaz-beholder 0,31, Thopaz-beholder 21,
skumdeempende skumdeempende
079.0011 079.0018
Thopaz-beholder 0,31 med Thopaz-beholder 2| med
geleringsgranulat, geleringsgranulat,

skumdeempende kel 079.0012 skumdeempende [FeFl 079.0019

Brug slangens prgvetagningsport til at udtage en prove.
Der henvises til kapitel 11 — Udtagning af en dreenageprave.

@@ Sikkerhedstip

Simethicon-kapslen kraever 60 minutters nedsaenkning for at opna fuld effekt.
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5 Yderligere oplysninger

Definition af vakuum

Ved brug af medicinsk sugeudstyr angives vakuum normalt som differencen (i absolutte tal)
mellem det absolutte tryk og det atmosfeeriske tryk eller som negative veerdier i kPa. | dette
dokument vil angivelsen af -10 kPa for eksempel altid referere til et trykomrade i kPa under
det atmosfaeriske lufttryk (iht. EN ISO 10079:1999).

Reguleret tryk
Trykket kontrolleres og justeres regelmaessigt af Thopaz*. Det indstillede tryk svarer til trykket for
hele Thopaz*-systemet.

Sikkerhedsgraense for tryk

Det justerbare trykomréde for Thopaz* er —0,1 til —10kPa (<100 mbar, —75mmHg, =102 cmH20).
Huvis der indstilles en trykveerdi over —7kPa, vises falgende advarsel pa displayet: ,for hgjt tryk
kan forarsage smerter og/eller alvorlige personskader hos patienten®. Denne advarsel skal
bekraeftes med ,,OK", far trykket kan gges yderligere.

Luftskylning af slange
Luftskylning af slangerne finder sted hvert 5. minut, eller nar Thopaz* registrerer en vandlas,
sa patientslangen ikke bliver tilstoppet.

Sikkerhedskammer i beholder

For at opna en hensigtsmaessig og sikker drift skal Thopaz* placeres i opretstaende stilling.

Hvis Thopaz* tipper, beskytter sikkerhedskammerets specielle konstruktion i den gverste del
af beholderen det hydrofile filter mod for tidlig tilstopning. Trykket opretholdes. Vigtigt: Serg
for at placere Thopaz* i oprejst position igen. Denne funktion deaktiveres, hvis beholderens
maksimale kapacitet overskrides.
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Vaeskemaling

Thopazt beregner veeskemaengden ud fra veeskeniveauet i beholderen og i forhold til den
tilsluttede beholders starrelse. Veeskeniveauet i beholderen registreres ved kapacitiv kobling.
For at kunne udfare en korrekt veeskemaling skal Thopaz* placeres i opret stilling og indenfor
en 10° vertikal margen. Veeskemaling starter ved et minimalt veeskeniveau pa:

Thopaz-beholder uden geleringsgranulat Thopaz-beholder med geleringsgranulat
30mlien 0,31 beholder 40mlien 0,31 beholder
50mlien 0,81 beholder 70mlien 0,81 beholder

200mlien 2,01 beholder

Huvis disse betingelser ikke er opfyldt, vises vaeskevaerdierne i grat med et overstreget vaeske-
symbol [ © ]. Desuden vises symbolet for Thopaz* er ude af akse [ @) ] eller symbolet for
Thopaztikke nok vaeske [ Ee i handlingslinjen. Der kan ikke foretages yderligere veeskemalinger
i denne status. De gra veeskeveerdier viser de sidst malte veeskeveerdier.

Denne type vaeskemaling giver en malengjagtighed pa +15 mlien 0,31 beholder, +40ml

ien 0,81 beholder og £100mlien 2,01 beholder (svarende til £5% af beholdervolumenet).

Thopaz* viser vaeskeveerdierne i en 0,31 beholder i trin p& 1 ml, i en 0,81 beholder i trin pa 5ml
ogien 2,0l beholder i trin p& 10ml. Hvis den samlede dreenmaengde nar 5000 ml og mere,
skifter displayet til liter (). Thopaz* viser derefter vaeskeveerdierne i trin pa 0,011 (svarer til trin pa
10ml).

Begraensninger

Thopaz* beregner vaeskemalingen i henhold til vaeskeniveauet i den respektive beholder.

Hvis Thopaz* bevaeges, kan det bevirke, at beholderens sider daekkes midlertidigt med vaeske.
En eventuel vaeskefilm, der daekker beholderens sider, kan medfgre, at der midlertidigt vises

en hgjere vaeskevolumen pa skeermen. Skumdannelse i beholderen kan ogsa medfgre, at der
vises hgjere vaeskevolumen pa skeermen. Alle Thopaz beholdere (079.0011; 079.0012; 079.0016;
079.0017; 079.0018; 079.0019) er udstyret med en eller to simethicon-kapsler, som hver
indeholder 720 mg simethicon (se kapitel 4 — Oversigt). Simethicon forebygger skumdannelse,
og at der dannes vaeskefilm pa beholderens veegge.

@™ Sikkerhedstip
Simethicon-kapslen kraever 60 minutters nedsaenkning for fuld effekt.

@ Sikkerhedstip
Den mest ngjagtige vaeskemaling opnas ved at anbringe eller opbevare Thopaz* pa
dockingstationen (079.0037).
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Overlgbsbeskyttelse/bakteriefilter

En hydrofil overlgbsbeskyttelse/bakteriefilter i beholderen og slangesaettet (i konnektoren
til Thopaz*) beskytter Thopazt mod indtreengen af vaesker og beskytter omgivelserne mod
kontaminering.

Lyssensor

Thopaz* er udstyret med en lyssensor. Den justerer displayets lysstyrke, sa den passer til det
omgivende lys. P& den made bliver patienten ikke forstyrret af kraftigt lys pa displayet, mens
vedkommende forsgger at sove.
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6 Installation

6.1 Kontrollérved
levering

Kontrollér ved levering, at indholdet af pakken med Thopaz*
er komplet og i god stand.

Thopaz*

079.1000/101046671* med
brugsanvisning 200.6841
0791002 med brugsanvisning
200.6842

0791003 med brugsanvisning

200.6843/101034256
*ikke CE-meerket

Thopaz*/Liberty-stramadapter/oplader

087.0059

Brugsanvisning

[REF] 200.6841 (il 079.1000/101046671)
ReF| 200.6842 (til 079.1002)
200.6843/101034256 (il 079.1003)
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6.2

-
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Farste opstart

ADVARSLER

M& kun anvendes af medicinsk uddannet og kvalificeret personale, der er blevet oplzert

i brugen af Thopaz™.

Sikkerhedstip

Far farste anvendelse i henhold til tilsigtet brug anbefales det at udfare en inspektion
i henhold til IEC 62353 (se bilag B) for at indhente referenceveerdierne.

Vigtigt: Tilslut ikke systemet til patienten endnu!

Thopazt™

version

@
)
0

11 Veelg stik.
1.2 Seet stikket i stramadapteren
087.0059.

21 Tilslut Thopaz* til
stikkontakten med
strgmstikket [FeFl 087.0059
eller til dockingstationen
079.0037.

3.1 Oplad apparatet
i ca. 3 timer, eller indtil
symbolet [ B3] vises pa
displayet.

3.2 Trykpa[ ]forattende
Thopaz*. En selvtest
starter.

4.1 Veelg sprog.

4.2 Bekreeft med ,,OK".

4.3 Fglg instruktionerne pa
displayet.



5 [= ® 51 Trykpd[ ]foratslukke
0 Thopaz*.

A1 oo stance®

6. 6.1 Traek stremstikket til
Thopaz* ud af
stikkontakten ved at tage
fat om stikket. Traek ikke

i selve ledningen eller
bgjningsbeskyttelsen.

7. Thopaz* kan nu klarggares til brug.
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Klarggring til brug/betjeningsvejledning

ADVARSLER

— Mé kun anvendes af medicinsk uddannet og kvalificeret personale, der er blevet
opleerti brugen af Thopaz*. Brug altid handsker nar pumpen anvendes. Med ,tryk*
forstas generelt ,negativt tryk*.

— Tilpas trykindstillingerne til paediatriske patienter.

— Bemaeerk, at mindre katetre kan kreeve hgjere trykindstillinger for at sikre effektiv
fiernelse af veesker og kropssekretioner.

FORSIGTIGHEDSREGLER

— Efterse udstyrets sterile emballage for skader far bning. Udstyr med beskadiget
emballagesystem ma ikke anvendes.

— Usterilt tilbehar og tilbehgr til flergangsbrug skal rengares og desinficeres som
beskrevet i kapitel 13 — Generelle retningslinjer for genbehandling.

— Ved farste opstart ma Thopaz* ikke teendes, far batteriet er blevet opladet.

Kontrollér fgr brug

— Inden Thopazt-systemet anvendes, skal det kontrolleres, at der ikke er skader
pa stramledningen eller -stikket, synlige produktskader eller sikkerhedsmangler,
og at produktet fungerer korrekt.

— Kontrollér, at forseglingen er placeret korrekt i vakuumporten pa Thopaz*. Hvis du ikke
kan finde vakuumporten, henvises til kapitel 4 — Oversigt.

— Sgrg for, at det genopladelige batteri genoplades, hvis Thopaz* skal bruges
i batteritilstand.

— Kontrollér alt tilbehgar, for det anvendes:
—Beholder for revner, svagheder og andre fejl.
—Slanger for revner, svagheder, og at konnektorer sidder godt fast.

Udskift om ngdvendigt.

Tilslut slangen 1 1.1 Abn den ydre emballage.
1.2 Behold
patientkonnektoren
i deninderste pose af
hygiejniske arsager.

2. 2.1 Seet den mindste af de
to konnektorer (tilslutning
til pumpe) horisontalt

i retning af pilen.




7.3 Klik beholderen pa 1 11 Pak beholderen ud.

plads 1.2 Placér abningerne gverst,
og fastger den nederste
del af beholderen pa
Thopaz*.

2. 2.1 Tryk beholderen pa plads
i Thopaz*, indtil du hgrer
et klik.

731 Brugaf 1 11 Pak beholderen ud.
2|-beholder 1.2 Placér dbningerne gverst,

og fastger den nederste
del af beholderen pa
Thopaz*.

1.3 Tryk beholderen pa plads
i Thopazt, indtil du hgrer
et klik.

@@ Sikkerhedstip
Placer aldrig Thopaz* med en fastgjort 21-beholder p& dockingstationen uden farst at
montere den valgfrie adapterdockingstation kerl 079,0038 til Thopaz* 21-beholder.

FORSIGTIGHEDSREGLER
2 I-beholderne til Thopaz* er ikke beregnet til mobil brug (hverken med haenderne eller
ved hjeelp af baerestroppen).
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74 Tend Thopaz* Vigtigt: Teend for Thopaz*, fer systemet tilsluttes patienten.

1 11 Trykpa[ ]foratteende
@ Thopaz*. En selvtest
t starter.
Thopazt™ 1.2 Kontrollér akustisk signal

t (bip)
Q

Hvis selvtesten ikke gennemfares korrekt, skal du falge
fejifindingsinstruktionerne pa displayet og henvise til kapitel
12 — Fejlfinding og informationssignaler.

2. 2.1 Bekreeft, om det er en ny
patient, der er tilsluttet
eller ej. Patientnummeret

) er vigtigt for behandlings-
. tid, historikdata og
Om a O overfgrsel af data til pc.
g’—t
Ja Thopaz* udsteder et nyt patientnummer.

Behandlingstid og historikdata starter fra O
(anbefales for nye patienter).

Bemaerk: Nar patientnummeret nar til 100,
vender det automatisk tilbage til nummer 1.

Nej Patientnummeret forbliver usendret (anbefales ved
fortsat behandling af samme patient). Historikdata
og behandlingstid gemmes.

3. : 3.1 Tjek, at beholderne
matcher, dvs. den
) registrerede beholder og
‘ den, der er monteret.
. Hvis de ikke matcher,
(<] bortskaf beholderen.
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7.5 Udferfunktionskontrol 1 11 Forsegl den koniske
konnektor p& patientslan-
gen med tommelfingeren
(gennem emballagen).
Slangen ma ikke kinkes,
da maleslangen i sa fald
vil veere lukket til.

21 Tryk ,OK*

Test bestaet:
Thopaz* er klar til brug.

Test ikke bestaet:

Uteethed i systemet:

— Kontrollér, at slangerne
er tilsluttet korrekt.

— Kontrollér, at forseglingen
er placeret korrekt.

— Kontrollér overtryksventilen,
og sgrg for, at den sidder
stramt.

— Udskift beholder og/eller
slange, hvis det er
ngdvendigt.

3. Thopaz* eristandby og klar til brug med fabriksindstillin-
gerne. (For oplysninger om aendring af fabriksindstillingerne
henvises til kapitel 10 — £ndring af indstillinger)

4. Tilslut Thopaz™ til patientens kateter (dreen) i henhold til
hospitalets retningslinjer. Start behandlingen ved at trykke
pa ,Teend”

@@ Sikkerhedstip
Den akustiske advarsel ,,System utaet — 301“ er deaktiveret i ca. 6 minutter efter,
at Thopazt teendes.

@ Sikkerhedstip
Hver gang en ny patient tilsluttes, anbefales det at udfgre funktionskontrollen.
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7.6 Kontrollér behandlingsforlgb

761

82 |

Primeert display

Thopaz* .

A1 own @
Llnkase 7

o
50ml/min

.
ocholder0 sl
Standbyl  -2.0kPa S p®

€

i<

Luftleekagens aktuelle omfang (ml/min) vises i venstre side.
Den totale meaengde opsamlet veeske (ml) i Igbet af
behandlingen vises til hgjre.

1
A1 otdich (&)
L ek {

50ml/min

& Canrero 3
‘standby® 2.0 kPa Basic

Alt efter dine preeferencer kan luftleekagehistorikken pa

12 /100 ml/min samt to individuelt tilpassede veeskeparametre
vises. (For oplysninger om andring af fabriksindstillingerne
henvises til kapitel 10 — A£ndring af indstillinger).

— Luftleekager p& mellem 0 og 1.000 mi/min vises i trin pa
10ml.

— Luftlaekager pa over 1.000 ml/min vises i trin p& 100 ml.

— Luftleekagen males med en tolerance p& +20%.

— Afrundingsfunktion
Den digitale visning af luftleekageveerdier afrundes til nul
ml/min (0O ml/min), hvis luftleekagemalingen viser en luftlzekage
pa < 5,0ml/min. Hvis luftleekagemalingen viser
en luftieekage pa = 5,0 ml/min og < 15ml/min, afrundes den
digitale visning af luftieekageveerdier enten op eller ned til
ti ml/min (10 ml/min)

— Vaeskemalingerne vises pa falgende made: | en 0,3|-beholder
i trin pd 1 ml, i en 0,81-beholder i trin pd 5ml ogien
2,01-beholder i trin p& 10ml. Hvis den samlede drasenmaengde
nar 5000 ml og mere, skifter displayet til liter (1).

Thopaz* viser derefter veeskeveerdierne i trin pa 0,011
(svarer til trin p& 20 ml).



7.6.2 Nulstil For at opnd individuel vaeskestyring kan en yderligere
vaeskevisning vaeskeparameter nulstilles pa et hvilket som helst tidspunkt.
1 11 Trykpd[ ]imereend

. 3sekunder.
A1 odon ()
;wﬁ\akage e
" 50ml/min

-

Bstlder 031
Standbyls  -2.0kPa | (e[

2.1 Timerenivenstre side
viser, hvornar para-
meteren blev nulstillet
(i dette tilfeelde for
12 minutter siden).
Vaeskemaengden i hgjre
side viser den dreenede
vaeskemaengde (i dette
tilfeelde blev 50 ml dreenet
i lgbet af de seneste
12 minutter). For at nulstille
timeren og veesken igen
trykkes pd[ ]imere
end 3 sekunder.

Thopaz+
*1 o1d 10
5 ek A Pl

= O
S50ml/min | Totsl 8107
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7.6.3 Historik —Thopaz* giver adgang til grafer med luftieekagehistorik og
vaeskehistorik.

— Der kan bladres mellem graferne ved at trykke pa ,Naeste.

—Tryk pa ,Hjem* for at vende tilbage til det primaere display.

Luftieekagehistorik : Trykp&[ ]foratabne
: luftleekagehistorikken.
A1 o €
5 s

= 50mi/min

D ettt 2 o
Standby[§*  2.0kpa (e[

— Der findes tre forskellige grafer med luftleekagehistorik
(72t/autoskala, 24 t/1.000 ml/min, 24t/100 ml/min) samt
kateterkontrol (se kapitel 7.7 — Kateterkontrol).

— Historikgrafen med autoskalering justerer skalaen for
luftleekage til den sterste malte luftlzekage over de sidste
72ttil 1.000/2.000/3.000/4.000/5.000 mi/min.

Trykskala

Luftleekageskala (i ml/min)

Luftleekage
Aktuel tid
Aktuel side

Indstillet og malt tryk (alt efter dine indstillinger)
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Veeskehistorik

Trykp&[ ]foratéabne

I A i
Thopaz e, vaeskehistorikken.
&1 owon @
= 50mi/min

Standbyis  -2.0kPa | S[ep

— Der er tre forskellige vaeskehistorikgrafer til radighed:
72t/autoskalering, 24t/100 ml og 6t/autoskalering.

— Historikgrafen over autoskalering viser den samlede maengde
opsamlet vaeske i lgbet af de sidste 72t.

Trykskala

Vaeskeskala (i ml/t)

Vaeskemaengde (opsamlet
i den relevante time)

Aktuel tid
Aktuel side

Indstillet og malt tryk (alt efter dine indstillinger)

72t-graf med autoskalering

Thopaz*
2 24,/100 1,

Angiver en beholderudskiftning

(Vises kun pa& 72t-graf med
autoskalering)
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77 Kateterkontrol

86 |

Vigtigt: Kateterkontrollen virker kun med et patientkateter
(dreen) i det interpleurale rum.

Trykpad[ ]foratabne

- luftleekagehistorikken. Scroll
- L @ | tilside4/4ved attrykke pa

= 50mi/min t ~Naeste“[ ]

Bsholder 031
Standby[* -2.0kPa (e

— Kateterkontrollen er kun aktiv, hvis luftieekagen er Oml/min.

—Folg instrukserne pa skaermen.

— En trykforskel fra min. 3cmH20 mellem inspiration [ a ]
og eksspiration [ w ] vises ved en luftlzekage p& 0 ml/min.
Denne trykforskel er en indikation for patientens
andedraetscyklus og bekreefter, at patientkateteret (dreenet)
ikke er tilstoppet.

Cathet heck .

O R et @ | |a|Patientkateter (dreen)
2.8 breathe deeply (31) V| abent
™ 3. Checkdisplayed symbols

AW = Catheter 0K .

c wrrmnd ‘ Patientkateter (draen)
H 474 ‘Next .
tilstoppet?

Dette tal viser det malte hgjeste og
laveste tryk for hver
vejrtraekningscyklus. Trykket vises

i den valgte trykenhed.



7.8 Sluk Thopaz*

1 = - 11 Klem patientslangen af
vha. slangeklemmen.
ST 1.2 Klem patientkateteret
= smi/min af(dreen).

Ji 1.3 Tryk pa ,Standby* i mere
S s 20w S ) end 3sekunder for at

slukke for trykket.

2. _ 21 Trykp&[ ]foratslukke
® Thopaz*.
A oo Standi
;
0 s ) e ©

3. Friger, afmonter og forsegl beholderen med beholder-
forseglingen. Bortskaf beholderen og patientslangen
i overensstemmelse med hospitalets interne retningslinjer.

4. Renger Thopazt som beskrevet i kapitel 13 — Generelle
retningslinjer for genbehandling.
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Overfersel af data til pc med ThopEasy*

Med ThopEasy* kan alle gemte data overfares til en pc som dokumentation og til brug

i patientjournaler. Disse data kan udvides med patientinformation, gemmes og udskrives.
Betjeningsanvisninger og softwaren kan findes pa Medelas websted.

For at tilslutte Thopaz* og en pc skal du bruge USB-kablet reFl 079.0034.
ThopEasy* er kompatibel med fglgende operativsystemer fra Microsoft;
— Windows 7 32 Bit

— Windows 7 64 Bit

— Windows XP 32 Bit (SP3 eller hgjere)

— Windows XP 64 Bit (SP3 eller hgjere)

— Windows 8 32 Bit

— Windows 8 64 Bit

— Windows 8.1 32 Bit

— Windows 8.1 64 Bit

— Windows 10 64 Bit

— Windows 11 64 Bit

A ADVARSLER
Dataoverfarsel via USB ma ikke anvendes under behandling.
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Udskift beholder

ADVARSLER
Beholderen udskiftes p& baggrund af en visuel kontrol eller i henhold til instruktionerne
pa displayet p& Thopaz* (advarselssignal). Brug altid handsker ndr pumpen anvendes.

FORSIGTIGHEDSREGLER
Udskiftning af beholdere skal registreres af sikkerhedshensyn.

1. Klarger en steril beholder (med/uden geleringsgranulat).

2. Klem patientslangen af med slangeklemmen.

3. [ - 3.1 Skift Thopaz* til standby
ved at trykke p&
koo D »Standby“ i mere end
= somi/min 3 sekunder.

.
3 sek

4. ; 4.1 Friger beholderen ved at
trykke pa udlgserknappen.
4.2 Fjern beholderen.

5. 5.1 Pak beholderen ud.

5.2 Placér bningerne gverst,
og fastger den nederste
del af beholderen pa
Thopaz*.

6. 6.1 Tryk beholderen pa plads
i Thopazt, indtil du hgrer
et klik.

@ Sikkerhedstip
Ved brug af en 21-beholder
henvises til kapitel 7.3.1 —
Brug af 2I-beholder.
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71 Kontrollér, at beholderne
matcher; Registreret
beholderstgrrelse vs. den
tilsluttede beholder.
Matcher ikke: Bortskaf
beholder.

7.2 Tryk ,Teend" Trykket

opbygges, og

8. = z slangeklemmen &bnes.
AR
Coaly 8.1 Kontrollér, at
- leekageveerdien er korrekt.
D sundpy@fs -2.0kPa :h[a]‘tnhﬁs n
| S ——
9 91 Luk den brugte beholder

med beholderforseglingen.

10. Bortskaf den brugte beholder i overensstemmelse med
hospitalets interne retningslinjer.

Beholder med gelerings-
granulat: aktivering
af geleringsprocessen

1 1.1 Kontrollér, om beholderen
er forseglet med
beholderforseglingen.

1.2 Tryk —for at &bne
geleringskammeret.

2. 2.1 Ryst—for at aktivere
geleringsprocessen.

2.2 Bortskaf den brugte
beholder i overensstem-
melse med hospitalets
interne retningslinjer.
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9 Justering af tryk under drift

ADVARSLER

Undertrykket ma kun eendres efter anvisning fra laegen.

Justér trykket

O Fysiologisk tryk

Vigtigt: Thopaz* karer.

11 Trykpa[ Jog[ ]

@ samtidigt.
Lp oam (& 12 Justér trykket ved at trykke
500l /min = pa[ Jeller[ ]og
- bekreeft med ,OK*[ 1.

D Standby®  -2.0kPa :h[]‘i_ngﬁ‘s n
g
T _ T

Tryk samtidigt

Til patienter, der behandles med tyngdekraftsdraenage
(= vandlas), kan man aktivere fysiologisk tryk.

11 Tryk Fysio“[ 1.
12 Bekreeft med ,OK“[ ]

Denne tilstand svarer til et tryk
pa—0.8kPa/~6 mmHg/
—8cmH20/-8mbar.
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10 Andring af indstillinger

101

92 |

Fabriksindstillinger

Tryk:
Trykenhed:

Malt tryk:

Veesketid 1.

Veesketid 2:

Veeskealarm:

Luftleekagehistorik:

Sprog:

Gem som standard:

Thopaz* leveres med falgende fabriksindstillinger.
Disse indstillinger kan eéendres og gemmes som den nye
standard.

—2,0kPa

— Veelg til maks. —10kPa (~102 cmH20, —100 mbar, =75 mmHg).

kPa

— Veelg mellem kPa, cmH20O, mmHg, mbar.

Skjul

— Veelg mellem skjul og vis (kun relevant i luftleekagehistorikken).

— Denne funktion er beregnet til avancerede brugere af
Thopaz*. Et hgjere malt tryk end det indstillede tryk kan veere
et tegn pa, at patienten er i stand til at regulere undertrykket
i det interpleurale rum.

SLUK

— Veelg mellem 24t/12t/8t/4t/SLUK

— Viser den totale veeskemaengde opsamlet i de sidste X timer.

SLUK

— Veelg mellem 2t/1t/0,5t (30min.)/0,25t (15 min.)/SLUK

— Viser den totale veeskemaengde opsamlet i de sidste X timer/
minutter.

SLUK

— Veelg mellem 500 ml/5min., 15min. eller 60 min.; 400 ml/Smin.,
15min. eller 60 min.; 300 ml/5min., 15min. eller 60min.;
200ml/5min., 15min. eller 60 min.; 100 ml/5min., 15min. eller
60min.; 50ml/5min., 15min. eller 60 min./SLUK

— Vaeskealarmsignalet 407 vises, hvis Thopaz* registrerede en
hgjere vaeskeindsamling i de sidste 5min., 15min. eller 60 min.
end den gnskede parameter.

Skjul

— Veelg mellem skjul og vis.

— Historikken kan vises pa det primeere display
(se kapitel 7.6.1 — Primzert display).

Engelsk

— Veelg dit sprog.

Veelg, om du vil gemme det nye parameter som en standard

(yderligere information findes i kapitel 10.3 — Gem en aendret

parameter som den nye standard).



10.2 /ndring af indstillinger

A ADVARSLER
Indstillingerne mé& kun aendres efter anvisning fra laegen.

A FORSIGTIGHEDSREGLER
Tilpas trykindstillingerne til paediatriske patienter.

Vigtigt: Thopaz* er pa standby.

1 [ " 11 Tryk,Menu“[ ]
;
> Q
2. @ : 2.1 Veelg den gnskede
T parameter ved at trykke
pa[ ]
. .2 Bekreeft med ,,
- 2.2 Bekreeft med ,OK“[ ]
. for at eendre den gnskede
(> [« parameter.

2.3 Justér den gnskede
parameter ved at trykke
pa[ Jeller[ 1,09
bekraeft med ,OK“[ ]

2.4 Tryk pa ,Hjem“[ ]forat
forlade indstillingerne.

2.5 Indstillingerne gendres for
den aktuelle behandling.

10.3 Gemenaendret 1. Gem alle de gnskede parametre som beskrevet ovenfor.
parameter som

den nye standard 2. Veelg ,Gem som standard", og tryk ,OK*[ 1.
~Gemt“ vil vises i ca. 3 sekunder.

3. Parametrene gemmes som den nye standard. Nar du
taender for Thopaz* og veelger en ny patient, vil Thopaz*
veere indstillet til at anvende disse indstillinger.

4. Tryk p& ,Hjem*[ ]for atforlade indstillingerne.
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11 Udtagning af en draenageprave

A

94 |

ADVARSLER

For at sikre, at Thopaz* kan reducere trykket, er det vigtigt at vente 30 sekunder, fra man
tager prgven fra praveudtagningsporten, til man lgsner klemmen pa patientens kateter

(dreen).

Proveudtag-
ningsport

Patientslange

1

N

»

IS

®

©

For der tages en dreenageprave, skal det sikres, at der er
vaeske i patientslangen.

Klem patientkateteret af (draen).

- 3.1 Skift Thopaz* til standby
ved at trykke pa
B © ~otandby* i mere end
. - 3 sekunder.
sek. ]
c Standbyl*  -2.0kPa :"fjii"@s n
tw

Desinficér praveudtagningsporten med CaviWipes eller
Mikrozid AF Wipes, fgr praven udtages.

5.1 Fjern luft fra patientslangen
med en sprgjte*. Gentag
handlingen, indtil der
samles veeske ved
praveudtagningsporten.

* Sprgjte 17 G (1L, 4mm) eller
tyndere.

Tag en prgve fra patientslangen med en sprgjte*.

71 Teend Thopaz* ved
attrykke pa ,Teend” —
der opbygges tryk.

@
;
Q

7 3

Vent 30 sekunder!

For at sikre, at Thopaz* kan reducere trykket, er det vigtigt
at vente 30sekunder, fra man tager prgven, til man lgsner
klemmen pa patientens kateter (draen).

Lasn klemmen pa patientkateteret (draenet).



12 Fejlfinding og informationssignaler

Beskrivelse

Thopaz* skelner mellem forsigtighedsinformationer (gule), advarsler (rade) og interne fejl (rade).
Hvis Thopaz* registrerer en af disse situationer, lyder der et akustisk signal, og der vises en
beskrivelse af problemet pa displayet. Tryk pa de to valgknapper samtidigt vil seette de akustiske
informationssignaler pa pause i 60 sekunder. Undtagelser: Ved forsigtighedsregel 306 ,,beholder

fuld“ og advarsel 302 ,slange tilstoppet*, 313 ,filter tilstoppet* og 315 ,Thopaz* er overophedet

seettes de akustiske informationssignaler pa pause i 5 minutter.
Informationssignalerne er ikke en erstatning for regelmaessig overvagning af patienten.
Leekageadvarsler udlgses eventuelt ikke, og apparatet udsender derfor ingen advarsler,
hvis Thopaz-slangen frakobles i fglgende situationer
— hvis trykket indstilles under 0,4 kPa

— afkobling fra den lille dobbeltkonnektor (079.0024)

Eksempel:

Akustiske informationssignaler
er sat midlertidigt pa pause

Problembeskrivelse

Luftlee-
kage

Pafart tryk

Fejl-nummer

\ 150ml/min -2.0kp&

b

-
a Iysnetiet

1
O s | « &
H

Fejlfindings-instruktioner

il

|Handlingsstatus

Tryk samtidigt for at
anerkende et akustisk
informationssignal, og felg
instrukserne pa displayet.
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Vises pa displayet

Fejl- Problembeskrivelse | Fejlfindings-instruktioner Bemeerkninger/potentiel Tryk
nummer fejlkilde
306 Beholder fuld 1. Seet klemmen pa slangen Ja
2. Skift til standby
3. Udskift beholder
= 4, Fortseet med , Teend*
3.3 5. Tag klemmen af slangen
& | 401 Batteriniveau lavt Tilslut Thopaz™* til stikkontakt Tilbageveerende batteritid ca. | Ja
g 30 min.
S | 402 USB-forbindelse Treek USB-kablet ud USB-tilslutningen mé ikke Ja
= ikke tilladt anvendes under brug af
5 apparatet eller i naerheden af
.‘S’ patienten.
21405 Standby Teend eller sluk Thopaz*™ Pa standby i 5minutter. Nej
£ | 406 For hgjtemperatur | Klarger et nyt apparat Udseet ikke Thopaz* for Ja
§ varmekilder.
21409 Vaeskeniveausensor | — Vaeskemaling er ikke Ja
£ fungerer ikke tilgeengelig
(=}
= —Bekreeft og fortseet
= behandlingen
»2 410 Beholder- 1. Afklem slangen Ja
- registrering 2. Skift til standby
3. Udskift beholder
4. Fortseet med ,Teend*
5. Tag klemmen af slangen
301 Laekage i systemet | Kontrollér system for laekager — Afbrydelse. Nej
—Manglende pakning ved
vakuumport.
—Thopaz™ registrerer leekager
i Thopaz™-systemet, inklusive
i Thopaz-slangerne, men IKKE
frakobling af patientkateteret
fra patienten.
— Laekageadvarsler udlgses
eventuelt ikke, hvis trykket
indstilles til under 0,4 kPa.
_ Thopaz* redistrerer det ikke,
hvis et kateter frakobles fra
den lille dobbeltkonnektor
302 Slange tilstoppet 1. Afklem kateteret — Slangen er kinket eller Nej
2. Afklem slangen tilstoppeti ca. 10 min.
3. Skift til standby —Thopaz* registrerer
4. Udskift slangen tilstopning af Thopaz*-
5. Fortseet med ,,Teend“6. Tag slangen, men IKKE af
klemmen af kateteret patientkateteret.
305 Batteri afladet Tilslut Thopaz* il stikkontakt Nej
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Vises pa displayet
Fejl- Problembeskrivelse | Fejlfindings-instruktioner Bemaerkninger/potentiel Tryk
nummer fejlkilde
311 Selvtest mislykkedes | Klik beholderen ud ogindigen | Teend ikke Thopaz*, hvis Nej
patienten allerede er tilsluttet.
313 Filter tilstoppet 1. Afklem slangen Filter i beholder er tilstoppet. Nej
2. Udskift beholder
3. Fortseet med ,Teend“
4. Tag klemmen af slangen
315 Thopaz* er Udskift Thopaz™ Nej
overophedet
407 Veeskealarm Patient mister store maengder Ja
vaeske
Intern fejl XXX 1. Sluk Thopaz*, og teend igen Hvis fejimeddelelsen vises igen,
2. Underret Medela skal Medela Kundeservice
Kundeservice kontaktes.

-

Sikkerhedstip
Den akustiske advarsel ,,System utaet — 301“ er deaktiveret i ca. 6 minutter efter,
at Thopaz* teendes.

Sikkerhedstip
Forsigtighedsinformationen ,beholder fuld“/Advarslen ,filter tilstoppet*.

Forsigtighedsinformationen ,,beholder fuld“ udlgses, nar beholderen naesten er fyldt til
den maksimale skalalinje, der er vist pa den respektive beholderetiket. Udskift beholderen
som beskrevet i brugsanvisningen, kapitel ,,8 — Udskift beholder”. Hvis der er sekret

pa beholderens veegge, kan forsigtighedsinformationen ,,beholder fuld“ blive aktiveret
for tidligt.

Nar forsigtighedsinformationen er sat pa pause med valgknapperne, vil der vises et
symbol [ 21 ] under driften. Efter 5 minutter udlgses den akustiske signall igen.
Overfyldning af den respektive beholdervolumen vil udlgse advarslen ,filter tilstoppet".
Advarslen udlgses pa grund af tilstopning af det hydrofile filter ved kontakt med vaeske
eller sekret. Se kapitel ,,4 — Oversigt” for oplysning om placering af det hydrofile filter,

som beskytter mod overlgb/bakterier, i beholderne. Nar filteret tilstoppes, og advarslen
Jilter tilstoppet” udlgses, afbrydes det vakuum, som patienten far tilfert, og det kan ikke
reguleres eller opretholdes.

Yderligere akkumuleret vaeske, sekreter og luft slippes ud gennem overtryksventilen ved et
positivt tryk pa 0,2—0,5kPa. Overtryksfunktionen er ikke en erstatning for en fri overlgbs-
funktion. Derfor skal beholderen udskiftes, nar den er fuld. Se kapitel ,,4 — Oversigt* for
oplysning om placering af overtryksventilen.

Udskift beholderen ifglge brugsanvisningen, se kapitel ,,8 — Udskift beholder*.
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13 Generelle retningslinjer for genbehandling

Thopaz*, dockingstation, standardholder og holder — standardgenbehandling
Thopaz™, hvis der spildes pa forseglingen
Huvis der spildes pa udlgserknappen, sengeholderen, standardholderen til dockingstationens
trykknap og holderen med skinne
X | X x —Ihenholdtil ISO 17664-2 er denne brugsanvisning blevet valideret af producenten af det
medicinske udstyr som veerende i stand til at klargare medicinsk udstyr til genbrug.

Den person, der udfgrer genbehandlingen, er ansvarlig for at sikre, at genbehandlingen,
som den rent faktisk udferes ved brug af udstyr, materiale og personale pa genbehand-

é)) lingsstedet, opnar det gnskede resultat. Dette kraever verificering og/eller validering samt
= rutinemaessig overvagning af processen.
= — For specifikationer af vandkvaliteter, se AAMI TIR34.
o
[
@ X | x| x — Instrumentvaskemaskinen skal godkendes i henhold til ISO 15883-serien. Renggring og
= desinfektion blev valideret ved brug af en instrumentvaskemaskine af typen:
§ Uniclean PL I 1-2 EL (MMM, Tyskland).
— Alle demonterede dele skal seettes sikkert fast i holderne/fikseringspunkterne.
—Undlad at overfylde instrumentvaskemaskinen. Anbring de demonterede dele, sa alle
omrader vaskes, og renggringsvaeskerne nar bade alle indre og ydre overflader.
@ X —Kassér eller servicér udstyret (eller komponenten, som relevant), hvis der er synlige tegn
2 pé slitage eller beskadigelse.
c
2
8
(=]
[
o

X X | x —Beer altid personlige veernemidler (PPE): engangshandsker og andre personlige vaernemid-

ler i henhold til lokale retningslinjer og bestemmelser.

— Udfar behandling p& anvendelsesstedet med vand fra hanen (€40 °C, <104 °F) umiddel-
bart efter anvendelse af udstyret (far snavs kan tgrre ind pa udstyret). Gares dette ikke,
kan det fore til fastseettelse af rester og dermed heemme desinfektion.

— Hvis udstyret anvendes pa en patient, der lider af en sygdom, og hvis patogener ikke kan
elimineres ved hjeelp af nedenstdende procedure, skal udstyret bortskaffes.

— Se brugsanvisningen fra producenten af renggrings- og desinfektionsmidlet vedrgrende,
men ikke begreenset til, eksponeringstider og sikkerhedsforanstaltninger.

>
>

— Udstyret ma aldrig nedsaenkes i eller skylles med vand eller andre vaesker. Sprgijt ikke
rengerings- og desinfektionsmidler direkte pa udstyret.

Generelle sikkerhedsanvisninger
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