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Congratulations

With Thopazt, 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.
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1 Warnings and safety instructions

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

é 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.

Thopazt 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 (e.g. IEC 60950 for data processing equipment). Furthermore all configura-
tions shall comply with the requirements for medical electrical systems (see IEC 60601-1-1 or
clause 16 of the 3rd Ed of IEC 60601-1, respectively). 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 requirements. 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.
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 Thopazt if it is 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 occured in relation to the device should be reported to Medela AG
and the relevant Competent Authority.

Subject to change.
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WARNINGS

— “Pressure” generally implies “negative pressure”

— Consult this manual prior to use.

— Data transfer via USB is not allowed during therapy.

— After each use, the parts that have been in contact with aspirated secretions are to be
cleaned and disinfected or disposed.

— Before cleaning the device, pull the plug out of the fixed mains socket.

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

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

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

— Do not dry Thopaz* with microwaves.

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

— The pressure range to be set must be determined by a physician in accordance with the
age and weight of the patient.

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

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

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

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

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

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

- Wear gloves for all operations.

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

— If a persistent air leak is shown, check 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.

— 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 alarms. Regular patient monitoring is required
by healthcare professionals.

- Leakage alarm may not be triggered with set pressure below 0.4kPa.

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

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



The Thopaz* system is not designed for retransfusion.

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

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*.

CAUTIONS

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.

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

Do not use sterile accessories when the sterile packaging is damaged.

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

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

The Thopaz* 2| 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 controll detected fluid value for plausability.

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

Safety related tip

Never place Thopazt with an attached 2| canister on the docking station without
attaching the optional adapter docking station 079.0038 for Thopazt 2| canister first.
The acoustic alarm “Leak in system — 301" is deactivated for approximately 6 minutes
after Thopazt is switched on.

Everytime 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 IEC 62353 (see Appendix B) is recommended to acquire the reference
values.

Medela recommends to use the biggest possible connector size compatible for

the catheter.

Use sample port of tubing to drain a sample. Therefore refer to chapter 11 — Taking a
drainage sample.
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Safety instructions
— Thopazt 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, Thopaz* must not be used and it must be repaired by
Customer Services:

— It the power cord or the plug are damaged

— If the device is not functioning according to routine check

— Ifthe device is damaged

— If the device shows clear safety defects.

Thopazt has no user serviceable parts inside. For safety reasons, it is required that
Thopazt 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 Thopazt 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.

These instructions for use must be kept for later reference.



2 Power supply and battery operation

A 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.

Thopazt can be operated from the mains power supply Bl 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 [REFl 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. Thopazt 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 >10hours.

If Thopazt 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 Thopazt 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 [L3].
‘o=

e

| 1
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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.

I -
>

D Sond/min -2.0kPa (1)
o Press simultaneously to acknowledge an acoustic alarm and
. comect hosacs o x| follow instructions on the display (see chapter 12 - Trouble-
shooting and alarms).
D Standby[* oK

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 T0minutes. The negative pressure is not maintained after the pump turns off.

1. Battery empty

C

2. Battery almost empty

3. Battery is being charged (moving bars)

4. Battery is fully charged and connected to the mains

* Symbol blinks
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3 Description

Introduction

Thopazt 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. Thopazt only applies vacuum required to maintain the negative pressure
prescribed and set by the managing physician. The digital colour display provides objec-
tive 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/indications

Thopaz* is intended to be used for aspiration and removal of surgical fluids, tissue, gases,
bodily fluids or infectious materials. Thopazt 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. 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
Thopazt should only be operated by properly instructed users. 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 tfreatment based on his
own knowledge and experience.

| 13
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4 Overview

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

N

Vacuum port
with seal

Bed holder

Standard rail holder

Specification plate

Docking contacts

14 I Overview



Display
Thopazt is out of axis
(fluid can currently not be measured)
Not enough fluid forJ

valid fluid measurement

USB connection g

Battery status

I-%»

Patient number

Therapy Action status of Thopaz+:
time

Standbyt Thopazt is on Standby

Thopaz* is running

1' 01d 10k !

Achon bar
Power on/off
Total collected fluid amount Air leak history/

A1 uldlm N

Air leak size &-' - Selection button
4 50mi/min '

4 B’ Fluid history/

Set pressure 5 0w @il € 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.

| 15
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Tubings Normal/small/large/single/double connector

H Material: PVC (medical grade) sterile, twofold packaging
Length:  1.5m

Patient connector single/double

Sample port

- : "( -‘\\ Tube clamp

079.0022

Thopaz tubing double ‘

)
Connection fo canister J /
\____J. 7 74 Patient tube
Overflow/bacteria filter ok TR
Connection to pump T 1 Measuring tube
Patient tube inner diameter :
S -
'! r iy Connector outside diameter 2
| 25
[ Connector outside diameter 1

079.0025/26: Patient tube inner diameter: 5.5mm
Connector outside diameter 1: 9.5mm
Connector outside diameter 2: 16 mm

079.0021/22: Patient tube inner diameter: 5.5mm
Connector outside diameter 1: 6.4mm
Connector outside diameter 2: 16mm

079.0023/24: Patient tube inner diameter: 5.5mm
Connector outside diameter 1: 4.0mm
Connector outside diameter 2: 11.0mm
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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 alarm 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
facing the patient.

R Use the Thopaz tubing that best
N fits to the catheter.

Overview I 17




Canisters With/without solidifier 0.31/0.81/21
Material: Polypropylene, sterile

E Reading accuracy: +/- 2.5% (in upright position)
Solidifier: 0.31=99g/0.81=26g/21=2x30g
Simethicone capsule: Supports reliability of digital fluid
measurement (0.31=720mg/0.81 = 1440mg/21 = 1440mg
Simethicone)

Graduation

Overflow protection/bacteria filter

Pressure relief valve

Sealing cap

Label for canister detection

Safety chamber

Closed chamber with solidifier

Simethicone capsule

Secrection chamber

Thopaz canister 0.81, antifoaming
079.0016

Thopaz canister 0.8 with solidifier, antifoaming
079.0017

[EETR RN R RN

Thopaz canister 0.3, Thopaz canister 21,
antifoaming antifoaming

079.001 079.0018

Thopaz canister 0.31 Thopaz canister 21

with solidifier, antifoaming with solidifier, antifoaming
079.0012 079.0019

@™ Safety related tip
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.
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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 Thopazt is -0,1 to -10kPa (-100 mbar, -75mmHg, -100 cm-
H20). If pressure values greater than -7 kPa (-70 mbar, -53mmHg, -70 cmH20) 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, 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: immediately set
Thopazt upright again. This function is disabled if the maximum filling capacity of the canister is
exceeded.

| 19
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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)
and the canister must contain a minimal fluid amount of:

Thopaz canister without solidifier Thopaz canister with solidifier
30mlina 0.3 canister 40mlin a 0.31 canister
50mlin a 0.81 canister 70mlin a 0.81 canister

200mlin a 2.0 canister

If these conditions are not fulfilled the fluid values appear in grey with a crossed out fluid symbol
[ © ]. Additionally a Thopazt out of axis symbol [(‘H%)] or a Thopazt not enough fluid symbol
[l ] 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 0.3 canister,
+/-40mlin a 0.8! canister and +/-100ml in a 2.01 canister (corresponding to +/-5% of the
canister volume).

Thopazt displays the fluid values in a 0.31 canister in 1 ml steps, in a 0.81 canister in 5ml steps
and in a 2.0 canister in 10 ml steps. After a total drainage amount of 5000 ml and more the
display will switch to liter (I). Thopaz* will display fluid values in 0.01 1 steps (equals 10 ml steps)
thereupon.

Limitations

Thopazt 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).
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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 Thopazt from the entry of fluids and protects the environ-
ment from contamination.

Light sensor

Thopazt 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.

| 21
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6 Installation

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

Thopaz*
"—-—-03
" _1?*! 079.1000 with Instructions
» for use 200.6841
g 079.1002 with Instructions
\J for use 200.6842
079.1003 with Instructions

for use 200.6843/101034256

Thopazt/Liberty wall mains adapter/
charger

[
o] 087.0059
(&)

Thopaz*t CD

o 0791007

Instructions for use

[REF] 200.6841 (for 079.1000)

v ReF 200.6842 (for 079.1002)
200.6843/101034256
(for 079.1003)
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Initial startup

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

CAUTIONS

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

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

1. : 1.1 Select plug.
' 1.2 Attach plug to the wall mains
adapter [FeFl 087.0059

2. 2.1 Connect Thopazt to
mains by mains adapter

087.0059 or

7 by docking station
ot 079.0037.

«
|
3 3.1 Charge for approximately
: @ 3hours or until the [ B ]
= t symbol appears in the
Thopazt™ display.
. Verson : 3.2 Press [ @ ] to switch

Thopazt on. A selftest
starts.

4.1 Select language.

4.2 Confirm with “OK”.

4.3 Follow instructions on
display.

| 23
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5. @ 5.1 Press[ @ ] to switch
M-“EL# Thopaz* off.
oy 1 mduh  Standbyf
:
O o s
6. 6.1 Disconnect Thopaz* from
the fixed mains socket by
pulling on the plug
* }‘ﬁ’ housing. Do not pull on
the cable or the bend
e ’ protection.
-

7. Thopaz* is ready for preparation for use.
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/1

7.2

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.

CAUTIONS

— Do not use sterile accessories when the sterile packaging is damaged.

- Non sterile and reusable accessories must be cleaned and disinfected according to
chapter 13 — General cleaning guidelines.

— Do not switch Thopaz* on before first charging the battery.

Checks before use

— Check the Thopazt 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 Thopazt. 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. 1.1 Open external packaging.
1.2 Keep patient connector in
P internal bag for hygienic
= reasons.
= L S
2. 2.1 Insert the smaller of

the two connectors
(connection to pump)
horizontally in the
direction of the arrow.

| 25
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1.1 Unpack the canister.

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

7.3 Snapin canister 1.

2.1 Push the canister into
Thopazt until you hear a
click.

1.1 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.

73] Using2lcanister 1.

@@ Safety related tip
Never place Thopaz* with an attached 21 canister on the docking station without
attaching the optional adapter docking station Fefl 079.0038 for Thopazt canister 21 first.

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

26 |



7.4  Switch Thopaz* on

Important: Do switch Thopaz* on before connecting the
system to the patient.

(>

- 2

Thopaz+™

version

o)
©

1.1 Press [ @ ] to switch

Thopazt on. A selftest
starts.

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 alarms.

2.1 Confirm whether a new

patient is connected or
not. The patient number is
important for therapy time,
history data and data
transfer to the PC.

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.

The patient number remains unchanged (recom-
mended for the continued treatment of the same
patient). The data history and the therapy time are

I
L]
[
New patient? /
.
PE w &)
yes
no
retained.

'
i f1 ocodoh  Standby
Functicnal check
1. 5eal off sterile patient connector
2. Press "DK" to start functional

®  check Lx
{To skip the functional check press:
“Home™) Ty

2 o

3.1 Check canister matching:

detected canister size vs.
attached canister.

No match: dispose
canister.

| 27
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7.5 Carryout functional 1. 1.1 Seal off the conical
check 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. 2.1 Press “OK”
. ©)
B A oo ooy Test passed:
ke O Thopaz* is ready for use.
| ystem:
| — 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)

4. Connect the Thopaz+ system to the patient catheter (drain)
according to hospital guidelines. To start the therapy press
“On'

@@ Safety related tip
The acoustic alarm “Leak in system — 301" is deactivated for approximately 6 minutes
after Thopazt is switched on.

@@ Safety related tip
Everytime a new patient is connected, it is recommended to carry out the functional
check.
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76 Check therapy progress

Main display

7.6.1

#1 odich &

mE:

50mi/min

=

D Standbyl® -2.0kPa 40(-:3*

(<]

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.

o #1 oo (5]
e y

50ml/min

=

(<]

D .ng‘ -2.0kPa 40;:5‘

According to your preference the air leak history of
12h/100ml/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.

- 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 = 5.0ml/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 1 ml 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 0.01 1 steps (equals 10 ml steps) thereupon.
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7.6.2 Resetfluid display

30 |

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

1.1 Press [ € ] for longer than

G

3 seconds.
[} *u o1dith 4]
o
S50ml/min a
;
3 s 20ne i €)

2.1 The timer on the left side is

-.-. SR o giving you the time when

£ A the parameter was set to
ol TG zero (in this case 12 minutes

E ago). The fluid amount on

3 s 2000 _,m_ﬁu the right side is giving you

the drained fluid volume (in
this case 50 ml got drained
in the last 12 minutes). To
reset the timer and fluid
again press [ € ] for longer
than 3 seconds.

t




7.6.3 History

Air leak history

— Thopazt 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”.

Press [ @ ] to get into the air

ros leak history.
ity A owion 5]
" 5
= 50ml/min 0 @
D Standby[y®  -2.0kPa -)[](-IQ‘ U

- Three different air leak history graphs (72 h/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

- =

B uip” 2

Current time

Current page

Set and measured pressure
(depending on your settings)
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32 |

Fluid history

m #1 ook (%]
o5 e b
50ml/min

e ©

DWH‘ -2.0kna -;(‘]:—é‘t

Press [ @ ] to get into the fluid
history.

- Three different fluid history graphs are available.
72 h/Autoscale, 24h/100 ml and é h/Autoscale.

— The fluid autoscale history graph shows the total collected
fluid amount over the last 72 h.

Pressure scale

Fluid scale (in ml/h)

Fluid amount (collected
in the associated hour)

Current time

Current page

Set and measured pressure (depending on your

settings)

72h Autoscale graph

#2hy Adins(.ic

Indicates a canister change

oae ©

(Just visible in
72h autoscale graph)



77 Catheter check

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

: Press [ @ ] to get into the air
Tropazs leak history. Scroll to page 4/4
| R by pressing “Next” [ € 1.

"~ 50mi/min

c Standby[§*  -2.0kpa -;’Ij:ﬁ' Q

— 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 [ ¥ ] is displayed at an air
leak of Oml/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 . .
Patient catheter (drain)

2. Breathe deeply (3x) open

- ¥
1. Cherk displayed symhols B8

I
; AW = Catheter 0K ‘

= = Check catheter
S <

| Patient catheter (drain)
clogged?

This number shows the measured
maximal and minimal pressure of each
breathing cycle. This pressure is
indicated in the set pressure unit.
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7.8 Switching Thopaz* off

34 |

1. 1.1 Clamp patient tubing with

: the tube clamp.
I LT 1.2 Clamp patient catheter
éSUmL’mln Tod 810 (drain).
. a8

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

3sec.

D e:.-uub‘* tandhy 20kPa -SG;-S" n

x

2.1 Press[ @ ] to switch off
Thopazt.

E¥ A1 oo Staniy

: o
o

C Em %

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

. Clean Thopaz* according to chapter 13 — General cleaning
guidelines.



79

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 Thopaz*
CD el 079.1007 included in the scope of delivery.

For the connection between Thopazt 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 10

WARNINGS
Data transfer via USB is not allowed during therapy.
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8 Replace canister

é 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.

A 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.

3. @ ’ 3.1 Switch Thopaz* to
evts? Standby by pressing
I T “Standby” for longer than
S0/ 310 3seconds.
: a
3sec.

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 Thopazt+.

6.1 Push the canister into
Thopazt until you hear a
click.

@™ Safety related tip
Using a 2| canister
refer to chapter 7.3.1
— Using 2| 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. [# j 8.1 Check credibility of air
T (O] leak value.
s B

(1]
o a n
50ml/min " B810ml

" a

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

1.1 Check if canister is sealed
with the canister seal.

1.2 Press — to open the
solidifier chamber.

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 Important: Thopazt is running.

1.1 Press[(@]and [ € ]

simultaneously.
o RS 1.2 Change pressure by
Somi/min | i 81005 . pressing [ Jor [ @ ]
- and confirm with “OK”
D StandbylS®  -2.0kPa -;'d;-nga U [ :] ]
R
T T

Press simultaneously

Q7 Physiological For patients who are to be treated by gravity drainage (= water
pressure

seal), the physiological pressure can be activated.

: 1.1 Press “Physio” [ (@ ].
o 1.2 Confirm with “OK" [ & ].
{3 fr oudion (]
) Pressure 20kpa h d d
This mode corresponds to a
%"""’___“E pressure of -0.8kPa/

-6mmHg/-8cmH20/-8 mbar.

38 |



10 Changing settings

10.1

Factory settings

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

Pressure:

Pressure unit:

Measured
pressure:

Fluid time 1:

Fluid time 2:

Fluid alarm:

Air leak
history:
Language:

Save as
standard:

-2.0kPa

— Choose to max. -10kPa (-100 cmH20,
-100 mbar, -80 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 Thopazt
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 between 500ml/5min, 15min or
60min; 400ml/5min, 15min or 60min;
300ml/5min, 15min or 60min; 200 ml/5min,
15min or 60min; 100 ml/5min, 15min or
60min; 50ml/5min, 15min or 60min/OFF

- The Fluid alarm 407 appears if Thopazt
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).
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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: Thopazt is on Standby.

1. & ’ 1.1 Press “Menu” [ (3 ].

A1 oion standby
g
e

2.1 Choose the desired
parameter by pressing
(@]

2.2 Confirm with “OK" [ €) ] to
change the desired
parameter.

2.3 Change the desired
parameter by pressing
[@]or[@]and confirm
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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1T Taking a drainage sample

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).

Patient
tube

Sample
port

1.

N

>

o~

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
L P “Standby” for longer than
B i 3seconds.

sec.
B s 200 s ©

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 (1,4mm) or
thinner.

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

7.1 Switch Thopaz* on by

I .
& pressing “On” — pressure
B A o sy is built up.
A

Wait 30 seconds!

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

Unclamp the patient catheter (drain).
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12 Troubleshooting and alarms

Description

Thopazt distinguishes between warnings (yellow), alarms (red) and internal errors (red).

If Thopazt 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 alarms are suppressed for 60 seconds. Exceptions: For the warning 306 “canister full”
and the alarms 302 “tubing clogged”, 313 “filter clogged” and 315 “Thopaz* overheated”

the acoustic alarms are suppressed for 5 minutes.

Alarms do not replace the need of regular monitoring of the patient. Leakage alarm 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 0.4kPa

- disconnection with the small double connector (079.0024)

Example:

Problem described

Applied pressure
| Action status

|Air leak

Acoustic alarm/warning
temporarily muted

Press simultaneously to
:I acknowledge an acoustic

\ 150mi/min  2.0kP&
-

Error number

o 98'e]

: Conmect thopz to & alarm/warning and follow
iy ; ! .
instructions on the display.
D Standby}" 0K

Troubleshooting instructions
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Visible on display
Error Problem Troubleshooting Remarks/Potential source of | Pressure
number | description instructions error
306 Canister full 1. Clamp tubing Yes
2. Switch to Standby
3. Replace canister
4. Continue with “On”
5. Unclamp tubing
401 Battery low Connect Thopaz* to mains | Remaining time of battery | Yes
approx. 30 min.
402 USB connection | Unplug USB cable USB connection not Yes
not permitted permitted during operation
= or in the vicinity of the
£ patient.
g 405 Standby Switch Thopaz* on or off In Standby for 5minutes. No
= | 406 Temperature too | Prepare backup device Do not expose Thopaztto | Yes
high heat sources.
409 Fluid level - Fluid measurement Yes
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 alarm may not
be triggered with set
pressure below 0.4 kPa.
- 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 No
2. Clamp tubing clogged for approx.
3. Switch to Standby 10min.
4. Replace tubing - Thopaz* detects clotting
5. Continue with “On” of Thopaz* tubing, NOT
6. Unclamp catheter of the patient catheter.
305 Battery empty Connect Thopaz* to mains No
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Visible on display

Error Problem Troubleshooting Remarks/ Potential source of | Pressure
number | description instructions error
3N Selftest failed Snap the canister out and Do not switch Thopaz* onif | No
in again the 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 Yes

amount of fluid

Internal error

XXX

1. Switch Thopaz* off and on
again

2. Inform Medela Customer
Service

If error message repeats,
inform Medela Customer
Service.

@@ Safety related tip

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

@™ Safety related tip

Warning “canister full”/Alarm “filter clogged”.

The warning “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
warning “canister full” may be activated prematurely.
After muting the warning with the selection buttons, a symbol [ X ] appears during operation.
After 5 minutes the warning reappears acoustically.
An overfilling of the respective canister volume will trigger the alarm “filter clogged”. The alarm
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 alarm “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 - 0.5 kPa. 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 cleaning guidelines

WARNINGS
After each use, the parts that have been in contact with aspirated secretions are to be
cleaned and disinfected or disposed.

Reusable devices and components from Medela are delivered non-sterile and are intended for
reuse. Prior to use clean and reprocess the product following the procedure described below.

The following cleaning and reprocessing processes have been validated according to
international standards and guidelines.

It is the responsibility of the user/processor to ensure that the cleaning/reprocessing procedure
is performed using equipment, materials and personnel which are suitable to ensure the
effectiveness of the process. Any deviation from the following instructions should be validated
by the user/processor to ensure effectiveness of the process.

Materials and equipment
— Personal Protective Equipment (PPE: disposable gloves, proper protective gear)
— Lint free nonwoven wipes

Initial cleaning

Perform initial cleaning directly after the use of the device (within a maximum of 2 hours after
procedure). Wipe the surface of the device to remove all gross debris by using a lint free
nonwoven wipe moistened with water (< 40°C, < 104 °F).

Thorough manual cleaning
Use a lint free nonwoven wipe moistened with tap flowing water (< 40°C, < 104 °F).

Note:

— Never use steel brushes or steel wool for cleaning.

- Water temperatures higher than 45°C (113 °F) can cause protein coagulation which may
negatively affect the efficacy of the cleaning process.

Manual disinfection

Use only disinfectant wipes with active substances such as alcohols, quaternary ammonium
compounds (Quats), hypochlorites, hydrogen peroxides, gluteraldehydes. For effective and safe
disinfection please follow the instructions of the disinfectant manufacturer.
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Drying
After manual cleaning and disinfection, store the product on a clean and dry cloth and let it dry
or follow instructions for use of the disinfectant manufacturer.

Inspection

After reprocessing according to the steps described above, the device and its components
must be inspected for signs of degradation that may limit the useful life and/or performance
of the device, such as the following: visible corrosion, mechanical wear, abrasion, damage,
or deformation. Discard the device if any signs of degradation are evident.

Storage
Store the product dry and dust-free.

® Disposables

This symbol indicates a single use product. This product is not intended to be reprocessed.
Reprocessing could cause loss of mechanical, chemical and/or biological characteristics.
Reuse could cause cross contamination.
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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

Thopazt is a maintenance free device. Each time the device is switched on, a self-test is carried
out which checks the internal functions of Thopazt. 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 62353:2008 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
V{’uﬁ -

(Tube e.g. 2 12x7 mm, not included in
the scope of delivery)
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1. Connect the tubing [FEF] 079.0021 and the 0.8 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. ’ ‘ 3.1 Pressand hold [ (3 ] and
: ) [ € ] simultaneously. Press
additionally [ @ ].
3.2 The safety test starts.
. a 3.3 Follow the instructions on

the display

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 EN / IEC 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 (EN IEC 60601-1), there is no protective earth
conductor; protective earth related tests (protective earth resistance, earth leakage current
efc.) 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 Thopazt are connected to Thopaz* via non-conductive vacuum hoses,
canisters and tubings. Even when suctioning a conductive fluid (9 g/L NaCl; EN ISO 10079-
1;1999) until the overflow protection device activates, measurements of the patient leakage
current using common measuring instruments will not reveal measurable values.

— Thopazt 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

Thopazt comprises metals and plastics and should be disposed of in accordance with the
European directives 2011/65/EU and 2012/19/EU. Additional, local guidelines must also be
observed. The electronic components must be disposed of separately, in accordance with the
local regulations. This product contains lithium-ion batteries which bear risk of fire, explosion and
burns, if disposed of improperly. Do not disassemble, crash, heat above 100°C (212 °F),
incinerate or dispose of in fire. Dispose of in accordance with your local requirements.

Please take care that you dispose of Thopazt and its accessories in accordance with the hospital
disposal guidelines.

This symbol means that the electrical and electronic equipment must not be disposed

as normal household refuse. A correct disposal of this device protects and prevents

possible damage to the environment or human health. For more information about the
disposal contact the manufacturer, your local caregiver or healthcare provider. This symbol is
only valid in the European Union. Please respect the relevant state laws and rules in your country
for the disposal of electrical and electronic equipment.

E User information for the disposal of electrical and electronic equipment

16 Accessories

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

95 +50 106
20—"0;, -20, °c 70, kPa
93 +40 106
1B "9, +5 °c 70, kPa

> |

[l

50 |

IP33

low vacuum,
-10kPa/-75mmHg/100 cmH20/mbar
Tolerance: */-15%

51/min. (+/-10%)

1,0kg/2.21bs

Power supply

Model:  MSA-C25001512.0-30C-Z2Z

IEC: 60601-1

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

Output: 12VDC, 2.5A

ISO 13485

CE (93/42/EEC), b

HxWxD
223x255x95mm

Transport/Storage Conditions

Operating Conditions

Measured at O0m, atmospheric pressure:
1013.25 hPa

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

Pump
12 VDC, 20W

c € 0123



18 Signs and symbols

c € 0123

This symbol indicates the compliance
with the essential requirements of the
Council Directive 93/42/ EEC of

14 June 1993 concerning medical
devices.

©

This symbol indicates to follow
instructions for use.

-

This symbol indicates safety related
tip.

IP33

This symbol indicates the protection
against ingress of solid foreign objects
and against harmful effects due to the
ingress of water.

®

This symbol indicates MR UNSAFE.

-l

This symbol indicates the date of
manufacture.

This symbol indicates manufacturer’s
catalogue number.

SE)

This symbol indicates the device is
sterilized using ethylene oxide.

)]

This symbol indicates the compliance
with additional USA and Canada
safety requirements for medical
electrical equipment.

1]

This symbol indicates to consult
instructions for use.

This symbol indicates the class of the
system.

L]

This symbol indicates a type CF
applied part.

()

This symbol indicates that inter-
ferences may occur in the vicinity of
equipment marked with this symbol.

&

This symbol indicates that the device
should not be used after the date
shown.

[sN]

This symbol indicates manufacturer’s
serial number.

A

This symbol indicates the tempera-
ture limitation for operation,
transport and storage.

§

This symbol indicates the legal
specifications of the system.

YA

This symbol indicates a CAUTION
or WARNING associated with the
device.

=

This symbol indicates a class Il
device.

R only

This symbol indicates a prescription

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

ol

This symbol indicates the manu-
facturer.

Q@

This symbol indicates a single use
device. Do not reuse the device.

LOT

This symbol indicates manufacturer’s
batch code.

This symbol indicates the humidity
limitation for operation, transport
and storage.
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fa

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

unit

This symbol indicates a specified
amount of quantity.

Karton|
Carton
Board

This symbol indicates a carton
package.

&

This symbol indicates to keep the
device dry.

o

This symbol indicates the flow levels of
the system.

This symbol indicates direct current.

pcs

This symbol indicates number of items.

A

This symbol indicates Patient number.

[ )

This symbol indicates that battery is
empty.

E3)

This symbol indicates that battery is
fully charged and connected to the
mains.

This symbol indicates the item is
a medical device.

52 |

This symbol indicates the atmospher-
ic pressure limitation for operation,
transport and storage.

hid

This symbol indicates to not dispose
of the device together with unsorted
municipal waste (for EU only).

Al
e

x
This symbol indicates to keep the
device away from sunlight.

This symbol indicates that audio is

paused.

& |AC

This symbol indicates the electrical
specifications of the system.

This symbol indicates the weight of
the system.

o
=
This symbol indicates air leak.

()

This symbol indicates Thopaz™ is out

of axis and fluid cannot be measured.

)

This symbol indicates that battery is
almost empty.

This symbol indicates fluid cannot be
measured.

®

This symbol indicates do not use the
device if package is damaged.

®

This symbol indicates that the
material is part of a recovery/
recycling process.

y

This symbol indicates to handle the
fragile device with care.

This symbol indicates the maximum
vacuum level of the system.

Y4

This symbol indicates alternating
current.

[T

This symbol indicates the dimensions
(hx w x d) of the system.

This symbol indicates fluid.

&
This symbol indicates to press the
button more than 3seconds.

)

This symbol indicates that battery is
being charged (moving bars).

5

This symbol indicates not enough
fluid for valid fluid measurement.
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Thopazt |3 BFHEZBFHAL T A RATL —RREF CRREME CELT VIV EZ R Y
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Thopazt (F BUREEIE ICERB NI REMN TCOERBIEFERO SN TWE Ao AT /D VAT
LOBREBFIEBEREE CEADIE, Thopazt & Thopazt DERADMESR (Fv¥ ZXZ— Fa1—7
Fr UV IGRANSV A BRTVATR2— RyFIRT—ay - B 6B - (NRR/MTRAZSR) &
EBITERLIISEDH T,

ERE TS ICHERENTCZOMDEBIL IEC F/old ISO DEHRIE (T —2BHIER DB AT
IEC 60950 %) ICEWN I HLEDNHIE T EN. 2 COBRITEEAEIHKFDOEH
(IEC 60601-1-1 E£7zl& IEC 60601-1 £ 3 hRD 16 BiEZTNZENER) Ml T RELHIET . E
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| 57

JA



A
A - «E» [FRANIT B> ZRLE T,

- FERNCAEZEZBFTHTEEL,

- USB BHD T —Rerxld SAEPICIEI TELE B A.

- BERARICES I INIEHRROEZM L RE R OEE. FRIERETILNELDHY
S

- RERE BRI HH0IC. BRIV MW TLIEEL,

- BB A ITRENTVBRABREEBITIRILEH T ELLREIFERT 58
[T INSDNBERDHFE—FEITERLTIIEEWV TSITELWVERIZ B2 DNLEBRD
SHAREICHUE T,

- MRl (R HISBIREEE) DR CARZMEA LGV TIEL,

- ABEEFLVIVETEREGHEVTIEEL,

- ABR YT —HR KB ROBROHAHIRE T Cld. AR STFERICENT A,

- ERDIERICRELV BEDOFHPAREBICSCTEEFRELTLIEEL,

— ARESIE. OS5 | E -10kPa U ETOERIETET A

- RERIE SU/DEBE T WS IRENNEE NS EEITIIERTELE A,

- BEICES | EEMNFTEESGWVEHIIENEHZEIF RS EFERALEWN T EL,

- MAIRLF—2ZT5581E KeEE | B TTEABLEVWTLIREWV. ZDBEE AsRE
2 BEBTBHEELENDLET,

- YU TIVEEENE 30 WU ERS T EDRDERZEL T SBEAT—TIVDIS VT
ENLCREZBRELTREL,

- NREBEDFEIE TR R4 /LI Ao TREEEHAELTIZEL,

- BRENEARUA TOXRBRDERIF ROENE A,

- RBOFEBITOWTTDG N —Z VT AR EERREDIE RO HEHEDIHMERL
TLIEEL,

- INTCOBREICBWNTBYGFREERLTIEEL,

- FY ZRE—DOHBIIBRERICE DV T EE T R T L — (BERTR) DIgRICiE>
T TLIEEL,

- LTI~V EDNRTINDHE. TOICREEBBZ DI VAT LNELLE
BENTWATEEHERLKIEEWN VAT LDOREBZEHL OB AT —TIVET S
VI IT)—ERYAIE R LIz &AL TLIEELY,

- FL—>Hh7—7/b& Thopazt Fa—T DIOAXIZDESEREL BHAEHSAFKEL LT VG
T, COESERZ EHRMICERRLUC BN RELETIIEYICRET AT LA H
BLET,

- Thopazt YA 7 LIFBCIIEUNBICEETINTOE A,

- BELNYFIIRT =23V AR T ERERICAS RO TR EL,
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- COHRITIF AR IBF KEZF I ERT RO DD T ILAF I\ T U—DEH
TNTVE T, DR BRIE. 100 °C (212 °F) U EDINEA Bildp 2 WMSKKN\DEEERZ 1T
HOTLED,

- TAVLAR—LZY T =07 I\ A EHEeE BRBF G EDT A VL BEHES.
ZLTENBDN—RARAT—23VId Thopazt ICKEEZ 55O ML HDELLD
30 em U EDE#EBNENBIET,

- HREER) FisfE. iRy h T — 0B 5W0NNEZ DB IS HaOEEIcEEE 5
ABTc&. Thopazt EMHEHE TEERIE VL DI LTEEL,

AR

- FERUCE2TDOREERBNDYEIFFROESNE LA,

- FeEBIRICHER T DRI HHEBESNRBDERMR CIRESNLLDISHIELTL
BT 7 THERRSTZELY,

- BROTERIFEE IR SR BRORRETVE T,

- HEEN BRI EARRICIEICBENGEN T L ZRRL TIEEL,

- BEINTOWEVBIBRREENBRIEBERDAC RS> - B 13 B> TERE
FUEEZLTTEL,

- WD TOEBECIE /Ny T —FEBRITERBDAA Y FEANIZNTREL,

- 2L FY ZRE—FHEEATRBIELA (FTOFERUPF v ITANS Y TDER
[SELEEA).

- B2 FOEBALSBYIGEERL NIV THY ZAR—Z3M T 5 L2 BEID VLT T,

- DO AR ENTHIRODEDZ M ZRIELTEEL,

- B—EBENHELIRICEE T REICRDARREDSH 2 EEICERTH5EITIE T
FleDEEZZERLTHLTIIEL,

R LEDOTEER

- 2L FY ZRE—ERIMII AR ZE R F VT RAT -3V ICRRB T HEEE B TH T
VDA FY_REZ—ARYF VI RT3 TR T 42— 079.0038 & FLICEIUTITT
&L,

- BRIVATLT)=IBBIET - 30UIE ABEDERE ANTHLH 6 7 EIFER
TY.

- BELHREBE (CARZEHRN I 2EIC AR EER I 5 EEHRLET,

- FEREMITE> TERIICHIA T SHIICIEC 62353 (1#k B Z8R) [>T I 2L
EHRLET,

- AT IR AT —TIVCEE T BRRGRVAERIRIZ— A ADF1—TZ-AT
BHTEEHRLET,

- BERY TV EEER T BIEF 1 —T OT Y TIVR— b EERLTIZEV, 2DV T
I BEERY > TV RBUZE TBREEL,
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IS EMC IS BRI RS E DT BA B T B ERISIE T T, B LRI T
Nz EMC 5 19 BORMAERICHES TIT>TEL

T OBAIC. ARG EAE T YHEEEE L AEBEBI T T

_EEO— RERIRTSIHRIEL TV BHA,

_EBAEICRAELAUEE,

~RBHRELTLOBHE,

~BBICRS FORREHBBHE.

ERIE IR RORNEE SR EETEEC A, BE EOBAH S, 2ERANEELTF
BORTFERILS T UHEEEEICEVTONE R EE A,

BRI FEEREN SHLTEEL

BETSYEAY 1T v F Ik REDB I %mu;uzﬁ: V. ERTSY
A M DSIRSEE I MEHCBRT — N 53 oES R TR

RIS C AL TEL,

TR SN T L BEF L TA— R BRI NSRRI TR E L
BROERDAAEIES +T— R ELHBRDEROBEEE T CARE AL
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BRI EF R TLEE L

LU F = 28— FRUA o & i B L :i%ﬁrmtﬂ;v—xsz—@wx“b\ay
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BROBECHERAIDR S IEEEEE CTBIEEL

ERDHA K54 Vit T RN B E#BREL TR EL

COEHRFRAEIEV D THRIBTEDIDITRELTRELY,
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DNETERBEDFIOLAF Ny TU—TIERLE T, Ry F IR T =3V R T BRI,
Ry 27— 3> OEREREE keF 200.1554 & 5 {2 W N\ T —IZER TOIEENT
ICRBINET, /v 7 —DEAAREREIEARBOBRBEEIC IS TEGYET . INE)—7D
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WRERE
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HREE
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Thopazt HAEEHMOSANTVEY | | BEES
EERIFIBEAETCEETEA)

BIRICHORIEREABYE LA
JRRRESE Thopaz+ D{EENIREE:
USB 4 0 _— REI A IREE
Iy T —DREE a3 AT oudion o eBheh
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' EEN ~
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_ - o HERBIBEE | BRAR
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BHEINEFYZRAZ2—DHAX
BORITF r=RE—EB A X
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fEBIhIC B T 21 L)

INSZEREFICHRLTIZEL
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EE=ESH)

REDORLA
REVERERTEBMCITIET,
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Fa—7 EER /AR KRV 7IV ) ZT)aARTE2—
STERLEEO) HE:  PVC (ERSH AR, —Ea
IRy 1.5m

BEARIZ— TV ZTIV

Thopaz Fa1—7 271U ‘ BT R— R
|

079.0022
""‘:’;.r(’ S F1-75527

v - 25— { J ))
F—IN\—70—BALE/ NI TIT T4IV2 \J. _fia} / BEF1—T
R T B T \I AEF1—7
BEF1—JRE :
i'.r*‘-. e ARH2—HE 2
| 2 Lagg

[ AR 2—HE 1

079.0025/26: #£EF1—TAHE:5.5mm
OAXTZ2—54% 1:9.5 mm
OAXTZ—HNE 2216 mm

079.0021/22: £EFa1—TWE:5.5mm
AXTZ—HNIZ 1:6.4 mm
A 2—9F 216 mm

079.0023/24: £EF1—THNE55mm

OAXTZ—AN4Z 1:4.0 mm
OAXTZ—54% 2211.0 mm
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Thopaz F2—7>%)b. KiE Thopaz F2—T74 7. X%
079.0025 rerl 079.0026

Thopoz Fa—T7Y 7L 2%4%  Thopaz Fa—T74 7V A2H#R
079.0021 079.0022

Thopaz Fa—7> 7). #E Thopaz F2—74 7L, #1E
079.0023 079.0024

144

- Z2EDOTEE
Medela 1, FL—rFa1—TIc&iEx Thopaz Fa1—TDFEREHELTVET,
YU TIWR—POEERICEANTWN ST EERRLTIEEL,

Yo7 )WR—k

ThopazFa—Tl&t > FIbR—k
EEERICEIF TR T,

A

H7—TFIVCEEEThopaz Fa1—
TaAERLTEEL,
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Fr=RZ— 0.3L/0.8L/2L EEHI AL /EL
H M&E. R)TOEL YRR
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FEAERE: /- 2.5% (Birfuid)

BRI 0.3L = 99/0.8L = 26g/2L = 2x30g
IAFAVATRIVRED T VR IVAEDEREEE T R—hLET
(031=720mg/0.81=1440mg/21=1440mg > *F>),

EED

\ _j— IN—=TO—FLE/INT T T T4 )2 —

2y e BES
—lf“ ..( BEFry S

| T : Frv ZR2—EHBZNL
e BeFIN—
( \w BEEIF T
- SAFAHT LI
HERF T2\ —

Thopaz F+ = X% — 0.8L. ;425!

079.0016

Thopaz F+ Z X% — 0.8 BEZUTE HEH]
079.0017

Thopaz F+ ZX%2— 0.3L Thopaz F+ Z X% — 2L H/aH|

JHIaE 079.0018

079.001 Thopaz F+ ZA%Z— 2L
Thopaz ¥+ ZA%— 0.3L BERTEEE
BRERMESHIE 079.0019

079.0012

ZelcBIBevh

HERY > T IVERE G BIEF 1a—T DY FIVR— b EFERLTLEET L, 2T DT
& N EMPERY > 7 IVRE EBREEN

ZelcEIBevh

DAFOAVATRIVE BLITMBEBDI-HIC 60 DEISETEBREHLNHIET,



5 fHEIBH

5| EDESER

EFEARS IBROEGETIE EEITERE N EEATEDZED FE) £f2ld kPa TRENDY
AFADETT . AEZTIFcEZE -10kPa DERRIEE IS KAKE (EN1SO 10079:1999 (£ k5) &KW
BEVTRS | EE#E (kPa) Z1ELE TS

EEE
[El& Thopazt ICKO>TEMMICF TV BRUABEINE T, REINZEIE Thopazt AT L
2HROEE—HLET,

RERGEDRE

Thopaz+ DFEEREEZREEDHEIE -0.1 H5 -10kPa (100 mbar, -75mmHg. -100cmH,O)
TYREED -7kPa (-70mbar -53 mmHg. -70cmH,O) KUB WA RDEEH T4 AT L —I(C
RTLEINEY: READ T T EEEBEIFEHEEZ BRORREGVE T REEFELUEHT
WIBBICIE. COESEZ [OKITTETAHENBIET,

Fa—ITTSvI0T
Fa1—TT75vI & 5231 1 B B L& Thopazt B A 74V IRGERML . BEF1—7
DFEEVZHCHBBITITONE T,

FYZRZ—DREFIVIN—

WY TE2EBRIEDTHITIE Thopazt EBEIMBE CHERTEZRENHIET, F+r ZRZ2—D L
BICHBReTF T/ \—DIEHERETHIC LY. Thopazt BEINTSEEDEKE T/ ILZ—DiEEY%E
BAERFEE T, REEIERINE T, EE  Thopazt NENTSIEEIE. S BICEIMIBICR
LTKEE WV F ¥ ZAR—DRABEXBAHBE. COMEBEIXEMNITEVET,
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HERAIE

Thopazt (& B LIcF v ZRAA—DH A XZEIC Fv ZRA2—ADRALORELAELE T,
F¥ ZAZ—ADORELNIVEBEMAY TV I ICE > TRIIENE T, B HERAEEZTTD
feITiE Thopazt 1& 10° MADEEZRS. F+ Z XX — U TORERDREZRO>TULE
FUEEYE A

Thopaz F+ =X 2 —5EHIEL Thopaz ¥+ ZRZ—EREFIAY

0.3LF v+ ZAEZ—DiHZAEIF 30mL 0.3L F+¥ ZRXE2—DiFEIF 40mL

0.8L Fv¥ ZAZ—DHEIF 50mL 0.8L F+ZXE2—DiF&EIF 70mL
20L Fv¥ ZAZ—DHEIF 200mL

INLDOREDNBLENZWNZEIEFEREIF REFIWVTEENHIR<Y —7 [ 0 ] &—HEIKIR
BTRREINE T, E5IT. Thopazt NEEEHHSHANTLET—2 [ () | &7zl Thopaz+ DHF
BARRDR— [H ] A 7773y N—IcRRENE T, CORETIF EBMDOIRBE AT TEE
Hh KB TRRENTWDEEREITFIERESNHIREZTLED,
TDRATOBERAEEEIZF 03L Fv ZXZ—T +/-15mL 0.8 L Fv¥ ZRXZ—7T +/- 40 mL.
20LFv ZXE—=T +/- 100 ml(F ¥ ZRZ—BED +/-5%) 9,

Thopazt 1£.0.3 L F¥ ZAZ—TI& 1 mL Bl 0.8 L Fv ZXZ—TTIk 5 mL BA1IT. Z LT
20 L F ¥ ZAEZ—TIF 10 mL BRITREDEEFRRLE T, HRED 5000 mL ZEBA 5. F =
IE)w IV () ITEDYE T, ZDH#E. Thopazt 1 0.01 L (10 mL) ZEAIICRRLET,

PR

Thopaz* I & F+ ZRZ—RDKRE CREATHELTVE T, Thopaz+ ABENT DL RIED—
BIC R ESVARBEICHMNTLEVNE T, FY ZAZ—DEERABOBARE 1 IVAIE. D5
UVIREIDIERE §idrihdr. A7) — N RRLE T, e Fr ZAZ—ROFEBHRER T AT —>
ICBWMBELRRENDTEEHYE T, TXTDD Thopaz F+ Z X2 — (079.0011; 079.0012;
079.0016; 079.0017;079.0018; 079.0019) (< lE. £ ZHN 720 mg DYAFAVR A AFIY
ATV DEE 2 DEBFITFSNTVEY (B 48 - EEBR) O AFOAVIEFEBEHER
DFEv ZREZ—OBEEICHZ I IVAINET D EEBREE T,

- RL2lETBHEVE
DAFAVATEING, TERIENREBBHIT 60 PRIZESEIHNELNDVET,

= ZLCFTBHeUh

BERAIEDIEE & IR ARRICRE T B7c8. Thopazt & Ry F>J XF7—,32(079.0037) I
FELTIZEL,
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F—N\—7a—f51E/ INIFTVT T4V Z—
Fr ZRRZ—BLUF1—7 (Thopazt & DIEHER) DIFRKEDA —/N\—T7O—B51E/ /N0 T
TAIWBA—ITEDTIBIED Thopazt RICABDAEFLE VAT LDFBRAEHIELET,

e —

Thopazt IZIF KLV H =B DOVWTVET, A Y- AEOBRBERRICEDETT AT
—DBRLEEREHLET, ZTDH BB TEETA RS — > BEDERLIHIFSNET
ERBYEE Ao
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6 XIE

6] PEMRBAEORR  Thopart OMENAEHEL. REDEED AN R
N,

Thopaz*

0

-3
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[1lo3apaBneHun

C npuobpeTeHnem npmudopa Thopaz* Bbl NoAyyaeTe MHHOBALIMOHHYIO LIMMPOBYIO CUCTEMY
TOopakasibHOro PeHMpPoBaHNA, KOTopas ycTaHaBMBAET HOBblE CTaHAAPTLI B Tepanun 1
TOopakasbHOM APEHUPOBaHMMU.

Thopaz™ BKAOUAET 3NEKTPOHHYIO CUCTEMY U3MEPEHNA U KOHTPOJIA, OCHALLEHHYIO 3BYKO-
BOW W BM3yasbHOW MHAMKaLMEN COCTOAHNA. JaHHbIi NpuOop ABAAETCA «CYyXOM» CUCTEMOIA
— 3TO 03HAuaeT, YTo A/1A ero padoTkl HE HYXHbI XMUAKOCTU. BaxxHasa nHdopmauma o npo-
BeJeHun Tepanun otobpaxaeTtca Ha Aucniee B UMMPOBON 1 rpaduyeckonn gopme. Mo
OKOHYaHUM Tepanuu ata uHpopmauma MoxeT ObiTh nepeaaHa Ha K.

YnoOHbl pasmep, UCKAUNTENBHO TuxaA padoTa U CBETOYYBCTBUTE bHbIN AaTUKK,

peryampyloLniti ApKOCTbL dKpaHa, NPUATHLI 414 NauWeHTOB v Ntoael,
HaxoaAlmxcA NnoGansocTy.
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1 TlpenoynpexaeHna u MHCTPYKLUUn
No TEXHMKE OEe30MacHOCTU

A NPEAYMNPEX AEHUA
YKasblBaeT Ha NoTeHUMnanbHO OnacHyto CUTyauunto, Kotopas, ecin ee He npeaoTspa-
TUTb, MOXET MPUBECTU K CMEPTU UK TAXKESION Tpasme.

f BHUMAHUE
YkasblBaeT Ha NOTeHLUManbHO OnacHyto cuTyauuio, KoTopas, ecin ee He nNpeaoTspa-
TUTb, MOXET NPWUBECTU K NIEFKOV TPABME UK TPaBMe CPeaHEen TAXECTY.

«@ pvmeuaHue no TexHuke 6esonacHocTH
YkasblBaeT Ha nonesHyto nHdopmaymio o 6esonacHoit akcnayatauum npudopa.

Cuctema Thopaz* yTBepxaeHa A1A NPUMEHEHUA TONbKO B COOTBETCTBUN C JaHHOW
MHCTPYKUMen no akcnayatauun. Komnanua Medela MoxeT rapaHtupoBats 0e30MnacHyo
paboTy CUCTEMSI, TONILKO ecnin Thopazt MCNob3yeTcA B cOYeTaHum C OPUrMHaibHbIMU
npUHaaNexHocTAMU (EMKOCTU, TPYOKW, peMeHb 4714 NepeHOCKKU, CeTeBoi aganTep,
nok-ctaHumA — cM. rnasy 16 «[MpuHaanexHoctu»/Appendix A).

HononHutensHoe obopyaoBaHue, NOAKIUYAEMOE K MEANLIMHCKOMY 3/1EKTPOOOOPYI0BAHMIO,
NO/MKHO cooTBeTcTBOBaTh ctaHaapTam IEC nan ISO (Hanpumep, IEC 60950 ana
o6opynoBaHMa 00padoTky AaHHbIX). KpoMe Toro, Bce KoHMUrypaumm OMKHbI
COOTBETCTBOBATL TPEOOBAHMAM, NPEObABIAEMbIM K MEANLMHCKMM 31eKTPOCUCcTEMaM (CM.
IEC 60601-1-1 nam nyHkT 16 Tpetbero nagaHuna IEC 60601-1 cootBeTCcTBEHHO). JIMLLO,
noak/tovatolee AoONONHUTENbHOE 000PYA0BaAHME K MEAMLMHCKOMY 31eKTPo0O0PYA0BaHNIO,
hopmurpyeT Takum 06pasoM MeAMLMHCKYKD CUCTEMY W, CieAoBaTelbHO, HeCceT
OTBETCTBEHHOCTbL 3a TO, UTOOLI 3Ta CUCTEMA COOTBETCTBOBa/1a TpeBoBaHNAM,
npeabABAAEMbIM K MeAULMHCKUM anekTpocuctemam. Obpallaem Balle BHUMaHWE Ha TO, YTO
MECTHbIE 3aKOHbl MMEIOT MPUOPUTET MO OTHOLIEHUIO K yKa3aHHbLIM Bbille TpeboBaHuAM. B
c/lyyae COMHEHWUIN MPOKOHCYNbTUPYNTECH C MECTHLIM MPeACTaBUTENIEM CNYXKObl NOAAEPKKM
KNMEeHTOB KomnaHum Medela nnm ¢ oTAeNoM TEXHUUYECKOro 0OCTYy)XMBAaHNA BaLLEro pernoHa.

Mepen akcnnyatayuen npubopa osHaKombTeCh U obecneubTe cobnrogeHne aTUX
npeaynpexaeHni U MHCTPYKLUI NO TexHUKe GezonacHoCTH. [laHHYI0 MHCTPYKLHIO NO
3KcnnyaTayuu Heo6XoAMMO XpaHUTL BMecTe ¢ NpubopomM AnA nocneayroLero
MCMOJNb30BaHUA.

O6patute BHUMaHMe, YTo JaHHaA UHCTPYKLMA Mo aKcnyatauuy npencraBnseT cobon
pekoMeHaauunn oblero xapaktepa no npumMeHeHuto nsaenva. NMpuHuMaTe pelleHna no
MeANLMHCKMM BOMPOCaM AO/KEH Bpau.

KomnaHua Medela rotoBa HecTn OTBETCTBEHHOCTb To/bko 3a OBLLUYKO BESOMACHOCTS,
HaAEeXHOCTb 1 9KCMyaTaluoHHbIe xapakTepuctukun Thopaz+t npu ycnosuu, uto npnéop
3KCMayaTMpyeTca B COOTBETCTBUM C UHCTPYKLMEN NO 3KcnayaTauuu.

[1oanexuT N3MEHEHNIO.
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NPEOYNPEXOEHUA

- TepMUH «aBneHne» 0ObIYHO O3HAYaeT «OTpULATENIbHOE AaBEHNE.

MpouTnTe HacToAlee PyKOBOACTBO 4O Hayana akcnayaraumm npudopa.

Mepepava aaHHbIX No USB BO BpemA Tepanuu 3anpeLieHa.

Mocne kaxaoro npMmeHeHua yactn npuéopa, KoTopble BCTynasiv B KOHTAKT

C BblAbIXaeMbIM CEKPETOM, HEOOXOAMMO OUULLaTh, AE3MHPULMPOBATL MW YTUAN3UPOBATb.
[lo Hayana ouncTkn Npudopa BbiHLETE BUIKY U3 PO3IETKM CETU NUTAHMA.

Mpubop Thopaz*t 6bi aTTECTOBaH BMECTe C NPUHAANEXHOCTAMW, NEePeUYNCeHHbIMN
B Appendix A. [1nA npaBuibHOR 1 6e3onacHoi padoTsl MCnosb3yiiTe Thopaz*t TonbKo
C 3TUMK NpuHaanexHocTaMmu. [lononHuTensHaA MHpopMmaumna ykasaHa B UHCTPYKLMK
K KaXXZOW NPUHALNEXHOCTH.

He ncnonbayiite cuctemy Thopaz*t Bo Bpema MPT (MarHMTHO-pe3oHaHCHOM
ToMorpagum).

He cywute npubéop Thopazt ¢ NOMOLIbO MUKPOBOHOBOIO U3/yYeHUA.

Mpubop HenpuroaeH AnA NPUMEHEHUA BO BPEMA KynaHua, NPUHATUA ayla Wan BO
B3PbLIBOOMNACHON cpefe.

YcTaHaBnvBaeMblii AManasoH AaBfeHns JO/MKeH OblTb onpeaeneH Bpayom

B COOTBETCTBMM C BO3PACTOM M BECOM MnauueHTa.

He ucnonbayiite Thopaz*, ecnu apeHaxHas TepanuA nokasbiBaeT AaBeHune,
npessbilatolLee MakcMaabHbll Agnana3oH aasnaeHud, paBHblin -10klMa.

He ncnonbayiite Thopaz®, ecnu apeHaxHana Tepanua nokasbiBaeT pacxo/,
npeBbiAaLLMA MakCMMasibHYO NPOW3BOAUTENILHOCTL Npudopa, paBHy 5 1/MuH.
He ncnonbayiite Thopaz*, ecnu apeHaxHas TepanuA ykadbiBaeT Ha HeAOMNyCTUMOCTb
BO3AENCTBUA Ha NaymeHTa AaBieHNEM.

He noakntouainte k 6noky Thopazt AByCTOPOHHME TOpakasbHble APEHaxMu.

B Takux cnyyanax pekomeHayetca ucnonb3oBaTh ABa 6n1oka Thopazt.

[na Toro utoBul cuctema Thopazt Morna cHwWxaTb AaB/EeHNe, BaXHO NoaoxaaTh
30cekyHa mexay oTéopom Npobbl ApeHaxa U OTKPbITUEM 3axuma Ha KaTetTepe
(apeHaxe) naumneHTa.

[lnA naymeHToB-AETEN afanTMpyiTe HaCTPOMKKN AaBNEHNA B COOTBETCTBUM

C BOMILHNYHBIMU UHCTPYKLUAMU.

MpumeHeHne Thopazt npn NtoGbIx NokasaHWAX, KPOMe yKasdaHHbIX B Ha3Ha4YeHun,
HexenarenbHo 1 HeaomnyCTUMO.

Mpnbop paspelwaeTca MCNonbL30BaTh TOLKO KBANMMOULMPOBAHHBIM NnLaM

C MeIMLUMHCKOR NOAroTOBKOR, NpoleawnmM Heobxoammoe obydyeHune padote

¢ Thopaz™.

HapeBalTe nepyaTky BO BpeMa BCeX onepauui.

EMKOCTb 3aMeHAeTCA Ha OCHOBE BU3yaslbHOrO KOHTPO/A UK B COOTBETCTBUM

C VIHCTPYKUMAMYK Ha aucnnee Thopaz'™ (NnpeaynpeanTenbHblil curHan).

Ecnu npnbop nokasbiBaeT HanuumMe NOCTOAHHOMO NMOTOKa Bo3ayxa, yoeaAnTech B TOM,
yTo cuctema cobpaHa npaBuabLHO, NPexae Yem npeanpuHMMaTh AafibHellne Mepbl
no ycTpaHeHuto HeucnpaBHocTel. YoéeanTechb B repMeTUYHOCTM CUCTEMBI, 3aKPbIB
3aXUM Ha kaTeTepe n Habntoaan, Kak Bo3AyLHbIA NOTOK YMEHbLIAETCA A0 HyNA.

B mecTe coeamHeHunA kateTepa n pazbeMa MOoXeT NMPONCXOAUTbL 3aCOPEHNUE.

Mbl pekomeHayeM perynapHO KOHTPOIMPOBAaTL 3TO COEANHEHUE U BbINOHATL
Haanexalyyo npoueaypy nNo yCTpaHeHuto 3acopa Npu ero BO3HUKHOBEHUN.
Cuctema Thopaz* He npeagHasHayeHa ana peTpaHcdy3nu.

He kacaiTecb naymeHTa n KOHTaKTOB AOK-CTaHUUWN OJHOBPEMEHHO.



B annapaTe nmMeroTcA NMNTUR-NOHHbIE aKKyMYNATOPHbLIE BaTtapen, KOTopble MOryT
CNpOBOLMPOBATL NOXap WK B3PbIB, @ TakxXe cTaTb NPUUYNHON OXOros. He nuiTanitech
pasbupartb, loMaTtb, HarpeeaTh Boile 100 °C (212 °F), oxuraTb nan yTuan3mposartb
C NOMOLLbIO OTKPBITbIX MCTOUYHMKOB OTHA.

YcTpoiicTBa 6ecnpoBOAHON CBA3K, Takne Kak NopTaTUBHbIE YCTPOMCTBA AOMallHel
cetn, MoOubHble TenedoHsl, 6ecnpoBoaHble TenedoHbl 1 nx 6a30Bbie CTaHLuK,
NepeHoCHbIE pauny MOryT BANATL Ha padoTy Thopaz*™ n o/MKHbI HAXOAUTLCA Ha
paccToAHUM No MeHbluelt mepe 30 cM oT obopyaoBaHuA.

BbicokouacToTHOE (BY) xvpypruyeckoe o6opynoBaHue, paanocetiu UM aHanoruyHsle
MNCTOYHMKUN MOTYT BAUATL HA pa®oTy YCTPOWCTBA M HE AOMKHbLI 9KCMIyaTupoBaTbCA
BMmecTe ¢ Thopazt.

BHUMAHUE

He ponyckatotca kakue-nmbo moamdmkaumm gaHHoro o6opyaoBaHus.

Mepen noakntoueHnem Thopaz*™ K UCTOUHMKY NUTAHMA NPOBEPLTE COOTBETCTBME
HaNPAXEeHNA NUTaHNA HaNPAXEHWIO, yKkazaHHOMY Ha hupmeHHol Tabnnuke npubdopa.

HenpasunsHoe npumererune npnbopa Thopazt MOXET NPUUUHUTL NaUMEHTY 00/b UK
HaHeCTV TpasMmy.

He ncnonbayinte cTepubHble NPUHAANEXHOCTU C NOBPEXAEHHOW CTEePUIbHOW
yNakoBKON.

HecTepunbHbie 1 MHOropasoBble NPUHAANEXHOCTN HEOOXOANMO OUMnLLaThb
1 Ae3nHpuuMpoBaTth cornacHo rnaee 13 «O6wme ykazaHna no o4ncTke».

Mpu nepBOM 3anycke He BKAtoYalTe Thopazt Ao 3apAOKKU akkymynATopHo 6aTapew.
EmkocTu Thopazt o6bemom 2 N He NpeaHasHauyeHsbl A1A nepeHoca (HU BPYUHYIO,

HW C MOMOLLbIO PEMHA ANA NEPEHOCKMN).

N3 coobpaxkeHunin 6e3onacHoCT HEOOXOANMO PETrMCTPUPOBATL 3aMEHY EMKOCTEN

C NOAXOAAWMMMN YPOBHAMMN XNOKOCTU.

[Mepen NocTaHOBKOW AnarHo3a BbiNOMHUTE MPOBEPKY 3aperncTpnupoBaHHOro 3HavyeHunA
XNAKOCTU Ha npasaonofobue.

[1nA nauneHToB, KOTOPbLIX BbIXOM Npudopa U3 CTPOA MOXET MPUBECTU K KPUTUUYECKOIA
cutyaumu, HeoBxoanMo obecneunTs NOCTOAHHOE Ha/lMune 3anacHoro npmuoopa.

MpumeuaHue no TexHuke 6esonacHOCTH

He yctaHaBnueanTe Thopazt ¢ npucoeaAnHeHHOW 2-NTMTPOBON EMKOCTbIO Ha
NoK-CTaHumio 6e3 NoaktoUYeHnsa AONONHUTENBHOro aaantepa Aok-ctaHumm 079.0038
ana 2-nutpoBon emkocTn Thopaz™.

®yHKUNA aBapuiiHOW 3ByKOBOWN cuUrHanuaauumn «yrteuka s cucteme — 301»
[leakTVBUPYETCA B TeueHne npubansnTtensHo 6 MUHYT nocne BkAYeHna Thopaz™.
Kaxabln pa3 npu NnoACOEANHEHWNN HOBOrO NauveHTa peKOMeHAYeTCA BbINONHATL (yHK-
LIMOHaNbHYO NPOBEPKY.

Mpexnae yemM BrnepBble MPUMEHATL NPMOOP MO HasHAUYEeHUo, peKkoMeHayeTcn

nposecTn nposepky cornacHo IEC 62353 (cm. Appendix B) ¢ uensto nonyyexma
KOHTPOJIbHbIX 3HAUEHWNA.

KomnaHua Medela pekomeHayeT UCnoib30BaTh HaNOObLINA BOSMOXHbIA pasMep KOH-
HekTopa, COBMECTUMbIV C KaTETEPOM.

Ona apeHaxa npoObl MICNONL3YINTE PACMONOXKEHHbIN Ha Tpybke nopT. Cm. rnasy 11
«OTOOP NPOOLI ApeHaXa».
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MHCTPYKLUM NO TeXHUKe 6e30nacHOCTH

- Thopaz* — 370 MeanUMHCKNUIA Npudop, TPeBYIOLMA MPUMEHEHMA CrielUnasbHbIX
Mep TexHuknu 6esonacHocTn B oTHoweHun OMC. Ero crneayeTt yctaHaBnvBaTh
N BBOAWUTb B 9KCMyaTauUmio B COOTBETCTBMM C NMPUIOXKEHHON MHGOpMaLmen
no OMC B rnaBe 19 «Technical documentation».

- B kaxaom 13 cneayrowmx cnyyaes Thopazt 3anpelieHo ncnonb3oBarb
1N HeoBXxoaMMO nepeaath A8 PEeMOHTa B Cyx0y noaaepXKu KJIUEHTOB:
—noBpex/aeH ceteBoit kabenb Uau WTencenbHan BUKa;

-npubop He padoTaeT B COOTBETCTBMM C TEKYLIEN NpoBEpKo;
-NpnBop NOBPEXAEH;
-NPUOOP UMeET ABHble AeeKThl, CBA3AHHbLIE C 0€30MaCHOCThLIO.

- BHyTpu npubopa Thopazt oTcyTCTBYIOT AeTanu, oOCcnyxnuBaemsle nosib3oBare-
nem. M3 cooBpaxeHunin 6e3onacHoCTM PeMoHT Thopaz®™ A0MKeH BbINONHATLCA
NCK/IOUNTENBHO B OMLIMAbHBIX CEPBUCHbLIX LieHTpax komnaHum Medela B Teue-
HWe BCEro cpoka CyXObl.

- Kabenb nutaHmAa He OO/MKEH HaxoamTbcA BON3M ropAYMX NOBEPXHOCTEN.

— Bunka u BblktouaTenb NUTaHUA He AO/HKHbI NOABEPraTbCA BO3AENCTBUIO BAaAru.
He BbIHUMaWTE BUIKY U3 PO3ETKM CETW NUTAHWA, BbITArMBaA 3a Kadenb nuTaHus.

- Bo Bpema akcnnyatauyun cuctema Thopazt 4onxHa HaxoAnTbCA B BEPTUKAIbLHOM
MONTOXEHNN.

- OTK/toYeHNe OT ceTn nNuTaHuA obecneunBaeTca TObLKO NyTEM OTCOeANHEHUA
CeTeBOro ajantepa oT Po3eTKU CeTu NuTaHuA.

- Banpeujaetca UcnonbL30BaTb NPUOGOP NpY BLICOKON TeMnepaType B MOMELeHUN,
BO BPEMA MPUHATMA BaHHbI UK Aylla, B COCTOAHWUM CUAbHOM yCTan0CTh Unm
B YCNIOBWAX, KOraa ecTb yrpo3a B3pbliBa.

- 3anpeuaetca nomewartb Thopaz*t B BOAY WK Apyrne XuakocTu.

- MpucoeanHaAa HOBYIO EMKOCTb, yOeanTech, UTo pasmep eMKOoCTH, oToOpaXkaembli
Ha 9KpaHe, COOTBETCTBYET pa3Mepy NPUCOEeANHEHHON EMKOCTHU.

- Mpun ncnonb3oBaHMM OHOPA30BLIX CTEPUSIbHLIX U3AeNUi oBpaTuTe BHUMaHNe Ha
TO, UTO OHM He NpeaHasHaueHbl 1A NOBTOpPHOW oBpadoTku. MNMoeTopHaa obpaboT-
Ka MOXeT NMPUBECTU K NOTepe MexaHU4YecKuxX, XMMnuecknx u (uam) éuonoruve-
CKUX XxapakTepucTtuk. [oBTOPHOE MCMONb30BaHME MOXET CTaTb MPUYMHON nepe-
KPEeCTHOro 3apaxeHus.

- OBpaTnTecb K MECTHOMY MPEACTaBUTENO CY>XObl NOAAEPXKKN KINEHTOB KOMMNa-
HUM Medela 3a nomolyblo No padoTe ¢ U3JeMeMm.

— KOHTpOAb nauneHTa Ao/MHKEH NPOBOAUTLCA PErYNAPHO B COOTBETCTBUM C BHYTPU-
6O0NbHUYHBIMU VHCTPYKLMAMU.

HacToAuyo MHCTPYKLMIO MO SKCnayaTauumn HeoOXoaMMo COXPaHuTb 44 Nocaeayto-
Wero ncnonbL30BaHuA.
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2 PaboTta OT UCTOYHMKA NUTaHUA
N aKKyMY/IATOPHON OaTapew

A NPEAYNPEXOEHUA
B annapate umeroTca MTUIR-MOHHBbIE akKyMYyIATOPHbLIE 6aTtapewn, KOTopble MOTyT
CNpPOBOLMPOBATL NOXap WK B3PbLIB, a TakXe cTaTb NPUUMHON OXOrOB.
He nbiTantecs pasbupatb, Nomats, Harpesatb Beilie 100 °C (212 °F), cxurats uam
YTUAn3nposaTb C NOMOLWbKO OTKPbITbIX NCTOYHUKOB OrHA.

Thopazt moxeT paboTarb OT CETEBOro UCTOYHMKA NUTaHWA 087.0059, nok-ctaHuum
079.0037 wnn OT BCTPOEHHOW IMTUIA-MOHHOW akKyMynaTopHOW GaTtapew. Mepen
NCNO/b30BaAHNEM [OK-CTaHLMMN NPOYTUTE MHCTPYKLMIO MO padoTe ¢ JOK-CTaHumel
200.1554. AkkymynaTopHana GaTtapes 3apaxaeTtca npu padote ot cetn. Cpok AencTeuA
akKyMynAaTopHoW 6aTtapen 3aBUCUT OT BpeMeHu padoTsl cucteMbl Thopazt. Ha Hero Bnvaet
cTeneHb yTeuky Bo3ayxa U3 napeHxXnMbl U ycTaHOBEHHOe aasneHue. Thopazt He paboTtaeTt
MOCTOAHHO, a BK/IIOYAETCA TOMLKO B TOM C/lyyae, Koraa oT/indyatoTca hakTuyeckoe u
HOMUWHAa/IbHOE 3HaYEHMA.

[Mpw HenpepbIBHON akcnayaTauun komnanua Medela rapaHTMpyeT MUHUManbHOe Bpema
paboTbl 4 yaca npu padoTe OT aKKyMy/IATOPHOK BGaTapen Nocse NosHOW 3apAaKkm
npubopa. Ha npakTiuke aencTBuTeIbHOE BpeMA paboTbl OT akkyMy/IATOPHON Batapen
coctasnAaeT 6onee 10 yacos. Ecnv Thopazt ncnonb3yeTca HeuacTo, akKyMyIATOPHYHO
6aTapeto Hy>XXHO 3apsXaTb MPUMEPHO Kaxable 6 MecAles, UToObl 06ecneunTs onTUMasbHoe
YHKLMOHNPOBAHME.

PesepBHanA akkymynaTopHas GaTtapen

Mpu BHyTpeHHeM nosBpexaeHun (06pbiB kadens, AedekT akkyMynaTopHon GaTapen)
Thopaz™ BbIK/IIOYAETCA, U B TEUEHNE MO MEHbLUEN Mepe 3 MUHYT 3ByUNT 3BYKOBOW Npeay-
npeanTenbHbIli CUrHan (Npu 3TOM NUTaHWe NoJaeTCA OT PE3EPBHOW akKyMynAATOPHOW
6aTapeun). B aTux ycnosusx cuctema Thopaz*t paboTtaeTt kak 0HOXO4OBOW K/anaH.
HemenneHHo 3amenHnte Thopazt.

3apaaka akkymynaTopHon 6atapeun
BcTaBbte 610K nuTaHua Thopazt B po3eTky 1 OTKponTe
HeOOoNblWYO 3alWTHYO KPLIWKY ANA AOCTyna K pO3eTke
NOCTOAHHOIO ToKa. BeTaBbTe KoakcuasbHblin kKadens
/ nuTaHnA B po3eTKy MNOCTOAHHOrO Toka. [ABmxyuimeca
4 4 MoSIOCKN Ha Aucrniee akkyMynaTopHoi 6atapen OyayT
o yKasblBaTb Ha TO, YTO BbINONHAETCA 3apAaaka [ 1 ].
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Hu3Kuit ypoBeHb 3apaaa akKymynaTopHow 6aTtapeu

MpunéanauntensHo 3a 30 MUHYT A0 NOHOMO paspaAna akkymynaToOpHON GaTapen 3ByunT
3BYKOBOW CUrHasl, a CUMBOS akKyMynATopHoi 6atapeun [ I} ] HaUMHaeT Muratb. 3ByKOBOW
CUrHaM MOXHO OTKJ/IIOYNTb, HO CUMBOJ akKyMynATOPHONM GaTapen Npoao/KUT MUraTb [0
nosHoro paspana éarapeun. YCTaHOBNEHHOE AaB/EHUE NOALEPXKMNBAETCA, HO BaTapeto
cnefyet 3apAaanTb Kak MOXHO CKOpee.

| -

B D Sonl/min -2.0kPa ()
Haxmute oJHOBpPEMEHHO ANA NOATBEPXKAEHMA 3BYKOBOrO
. nm"'* aBapuIHOro curHana, a 3atem crneaynTe ykasaHuaM Ha
avncnnee (cm. rnaey 12 «YcTpaHeHne HencnpaBHOCTEN
0 vy = o 1N aBapuiiHble CUTHasbI»).

AKKymynAaTopHana 6aTapes paspseHa

Cumson Batapeun OydeT muratb CO 3BYKOBbIM CUrHa/OM B TeueHne 10 MUHYT 4O NOMHOro
paspaga 6atapeu, ecnu Hacoc He GyaeT BbIK/IOUEH paHee. 3BYKOBOW cuUrHan Henb3n
OTK/IOUNTL B TedyeHne 10 MuHYT. Ecnv Thopazt He NoakAUnTh K UCTOUHKKY NUTaHUA,
Hacoc aBToMatTnuyecku BoikatounTca yepes 10 MuHyT. [locne BbIKOUEeHNA Hacoca
oTpuLaTeNbHoe AaBfeHne He NoadepPXKMBaeTCA.

*

1. AkkymynaTopHana 6atapena paspaxeHa

(Il

2. AkkymynaTopHasa 6ataped noutn paspaxeHa

m

3. AkkymynaTopHana 6aTapena 3apsxaeTcA
(aBMXyLWMECA NONOCKN)

4. AkkymynaTtopHana 6aTapen NOIHOCTbIO 3apAxeHa
1 NoAK/oYeHa K ceTu

* CumBoN Muraet
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3 Onucanne

BBeneHue

Thopazt — BbiCOKOKa4eCcTBeHHaA UMhpoBana cucTeMa Topaka/bHOro APEHMPOBaHNA. JTta
KOMMakTHadA cuctema ofecrneunBaeT peryimpyemMoe oTpuLate/ibsHoe [aB/eHne oKolo rpyam
naumneHta. OHa KOHTPOMPYET NOTOK Bo3ayxa u cOop xuakoctn. Thopazt npuMeHAeT TONbKO
BaKyyM, HEOOXOAUMbIN ANA noaaep)XXaHUs OTPULATeNbHOro AaBAeHUs, NPeancaHHoro 1
yCTaHOB/IEHHOrO Bpa4yoM-onepaTopoM. Ha uBeTHOM LumndpoBom aucniee otodpaxaroTcs 06b-
eKTVBHbIE aHHbIe B PEXVMEe PeasibHoro BpeMeHU, a Takxe rpadvky UsMeHeHuli BO Bpeme-
HY, NO3BOMAKOLWIME NIETKO OTC/EXMUBaTb NpoLecc Tepanun. Cuctema coyetaeTt B cede NpocTo-
Ty padoTbl U OUUCTKM C DYHKUMAMKU Ge3onacHOCTV anA obecnedyeHna onTUMasnbHON aKcniya-
Tayuu.

HasHaueHue/noka3aHUA K NPUMEHEHUIO

Cuctema Thopazt npeaHasHayeHa Ana acnupaumn n yaaneHna XMpypruyeckmx XXnaKkocTen,
TKaHW, ra3os, MU3NONOTMUECKUX XUAKOCTEN UM NATOreHHbIX matepunanos. Cuctema Thopazt
nokKasaHa AsAa NCcnoab3oBaHMA BO BCEX CUTyaUMAX, KOrga NnpMMEeHAOTCA TopakKasibHble ApeHa-
X1, 0COOEHHO ANA TOPaKaIbHOro APEHWPOBAHWA B N1EBPa/IbHON 1 MeanacTUHaIbHOW Nono-
CTAX Mocne onepauunin Ha cepaue Wan TopakaabHON XMpyprum (NocaeonepaumoHHbIn yxoa) v
B TAKUX C/lyyasnx, Kak NMHEeBMOTOpPaKC, TpaBMma rpyaHON KAeTKW, NieBpasibHbli BbIMNOT, aMAMe-
Ma MAeBpbl UK Apyrne CBA3aHHbIE C 3TUM COCTOAHMA. Thopaz™ npeaHasHayeH AnAa npume-
HEHWA Cpeaun NnauMeHTOB COOTBETCTBYIOLWMX /IEUYEOHBIX YUPEXAEHWA.

MNpoTuBONOKa3aHUA
Kaknx-nm6o “3BECTHbIX NPOTUBOMNOKA3aHWA K UCMOML30BAHUIO LINPPOBON CUCTEMDI
TopakasbHOro ApeHnpoBanuna Thopazt He cyljecTsyerT.

LleneBon nonb3oBartenb

Okcnnyatauna npuéopa Thopaz*t oskHa OCYLECTBAATLCA TOMKO AO/MHKHBIM 00pasoMm
NPOVHCTPYKTUPOBAHHbBIMI NONb30BaTENAMU. DTW NnLA He A0MXKHbI ObiTb CnadocblWwalln-
MU AN TIYXUMU U AOMDKHBI UIMETH YAOBETBOPUTENIBHOE 3PEHME.

LleneBan rpynna nay1MeHToB
Thopaz* npegHasHaveH 4514 NPUMEHEHMA CPean NauneHToB, Y KOTOPbIX HabntaaTca
TO/IbKO COCTOAHMA, ONMNCaHHbIE B MOKal3aHNAX K MPUMEHEHUIO.

BamHoe npumeyaHue

CooTBeTCTBME HaANexawmMm Xupypruyecknum npoueaypam v metogam BXxoauT B cdepy
OTBETCTBEHHOCTU Bpaya. Kaxxablli Bpay AO/HKEH OLEHUTb AONYCTUMOCTb IeYeHNA Ha
OCHOBE COOCTBEHHbIX 3HAHWUI ¥ OMbITa.
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4 O0630p

NPEAYNPEX OEHUA
He kacanteck nayneHTa n KOHTakTOB AOK-CTaHLUM OAHOBPEMEHHO.

- CBETOYYBCTBUTENbHbLIN AATYMK
. OTtBepcTune anAa
L[PEHaXxHOW TPpyOKM

Hucnnen

OCHOBHbIe 3f1eMEeHTbI
Thopaz+

} J KHonka oTcoeamnHeHun

L | EmkocTb (puc., 0,3 n)
|
‘ USB-nopTt

[MopT ceTeBoro agantepa

Pyuka ana nepeHocku

C YyN/J1O0THEHNEM

[epxatens ana kpennexnua
Ha KpoBaTu

[epxatens Ana ctaHaapTHOW
PENbCOBOV HaNpaBAAOLLEN

DupMeHHan Tabnnuka

KOHTakTbl 4OK-CTaHLUMK
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Aucnnen

Thopaz*™ cmelleH OTHOCUTENBbHO

ocu (Mamepetme xuakoctn| | 1OMEP naumerTa

B @HHbIN MOMEHT HEBO3MOXHO) Pabouee cocTosiHne
+-
HenocTtaTouHo XUAKOCTH 5 npubopa Thopaz+:
emAa Tepanun
[NA NOCTOBEPHOr0 M3MepeHunA p p Thopaz* HaxoauTcs
USB-coeanHeHne l;i Standbyt B PEXUME OXMaaHWA
o
CocToAHMe i 4 L Thopaz* paboTtaet
= 1[I 1 01d 1oh I
aKKyMy/JIATOPHON 3 A @
Garapen Monocka meHio
Obwee KOM4ecTBso ; Bolkntouarenb nutaHuna
COOPAaHHOW XUOKOCTH [
B = PORPRR I Cratuctuyeckme gaHHble NoTo-
O6bem noToka Bo3ayxa £ B ke BO3Ayxa/kHomnka BbiBopa
mi;/min
E & Cratuctnyeckume aaHHble
Xnakoctu/kHonka seidopa
YCTaHOBNEHHOE JaBNeHne ] ey ADJF‘ (] a P
3aperncTpupoBaHHbIi
pasMep eMKoCTU
(MpoBepUTL HA COBMECTU-
JononHuTEeNbHbIE KHOMKN MOCTb C NPUCOEANHEHHOW
Haxxmnte ogHOBPEMEHHO EMKOCTb0)

ONA U3MeHeHuA nasne-
HMA B Npouecce padoThl
(cMm. rnasy 9 «VdmeHeHune
[aBfeHnA B npouecce
paboThbl»)

AKTMBaI.IMFl KHOMKH
EbICTpO HaXMNTe KHOMKY AN1A aKTuBauun HY>XHOro NencTBuA.

UcKnroueHue: 4115 NepekIoUeHUA B PEXUM « KAyl PEeXUM» HAXMUTE U YAepXKNBanTe
KHOMKY He MeHee 3CeKyHA.
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Tpy6ku HopmanbHbIi/He00NbLION/B0NbLWOR/0ANHAPHLIA/ABOWHOW COEANHUTEND

Matepwnan: MNBX (MeAMUMHCKON Mapku) CTEPUbHLIA, IBONHAA yNakoBKa
STERILE Onvna: 1,5 m

OavHapHbIN/OBOMHOW cOeanHUTENb
Tpy6Kn Ansa nauveHTa

[BoiiHan Tpy6ka Thopaz Mopt ana ot6opa Npod
079.0022 J_
:A”:-,'»’?" x‘\' 3axum ana TpyoKku
CoeaviHeHWe ¢ eMKOCTbIO J /
BalmTa ot nepenunsa/ \._HJ. _fy ) 74 TpyBka ana nauneHTa
aHTMBaKkTepuasbHblin MUILTP e
CoeanHeHve ¢ HacCoOCOM T :L NameputensHana Tpyoka

BHYTpeHHWI gnameTp
Tpy6Ku Ansa nauveHTa

e BHewHun guameTp
L T KOHHekTopa TpyoOKku 2
i

BHelHnin anametp
KOHHeKTopa Tpyoku 1

079.0025/26: BHyTpeHHUN anameTp TpyOku Ona nayveHta: 5,5 Mm
BHewHwnit anameTtp 1 KOHHEKTopa TpyOku: 9,5 MM
BHewWwHnii anameTp 2 KOHHekTopa TpyOku: 16 Mm

079.0021/22: BHyTpeHHUN AnameTp TpyOku Ana nayveHTta: 5,5 Mm
BHewHwnii anameTtp 1 KOHHekTopa TpyoOku: 6,4 Mm
BHelWwHWii anameTp 2 KOHHekTopa TpyoOku: 16 Mm

079.0023/24: BHyTpeHHUN anameTp TpyOku ana nayveHta: 5,5 Mm

BHewHwuit anameTtp 1 KoOHHekTopa TpyObku: 4,0 Mm
BHewHwnii anameTp 2 KoHHekTopa Tpyoku: 11,0 mm
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OavHapHana Tpybka Thopaz, [BoiHana Tpybka Thopaz,
00/bLWION COeANHUTEND 00NbLWON COeANHUTENb
079.0025 079.0026

OpaunHapHan Tpybka Thopaz  [1BoiHas Tpybka Thopaz
079.0021 079.0022

OnunHapHans Tpybka Thopaz, [BoliHasa Tpybka Thopaz,
HeOOoNbLWOW CoOeaANHUTENb HeBOoNbLOW CoeaAnHUTENb
079.0023 079.0024

MpumeuaHue no TexHuKe GesonacHoOCTH

Komnanua Medela pekomeHayeT ncnonb3oBats TpyOKy Thopaz, kotopas fydle
BCEro noAaxoauT K katetepy. Yéeamtech, uto nopT Ana otéopa npod obpatleH
K naumneHTy.

MopT ana otéopa npod

PasmecTuTe TpyoOKy C NMopTOM
ana otéopa npod Tak, uTobsbl
- / nopT Obin obpalleH K nayneHTy.

Mcnonbayiite Tpybky Thopaz, kotopasn
Nlyylle BCEro NOAXOoAuT K KaTeTepy.
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EmKkocTtH C reneobpasytoumm selectsom unm 6es Hero 0,31/0,8 n/2n
E Matepuan: MNonnnponunneH, CTePUNbHEINA
TouHOCTb cunThiBaHMA: +/- 2,5 % (BBEPTUKAIBHOM MOIOXKEHNI)
leneobpasytollee Beulectso:0,31=9r/0,8n=26r/2n=2x30r
Kancyna ¢ cMmeTMkoHOM: 0BecneunBaeT HagexHoCTb Lndpo-
BOro namepeHuns xunakoctn(0,3n =720mr/0,8n=1440mr/2n=

1440Mr cmeTuKoHa)
paaymposka

3awuTa o1 nepenmea/
aHTnOaKTepmasabHbln HUNLTP

[MpenoxpaHuTenbHbIN KnanaH

o YNAOTHUTENbHAA KPbIWKa

OTvKeTKa AnA onpeaeneHna emKocTun

Kamepa 6esonacHocTu

3akpbiTaa kamepa ¢
\-I:./- reneo6pasyoLm BeLeCTBOM

N Kancyna ¢ CUMEeTYKOHOM

Kamepa ana cekpeta
EmkocTe Thopaz 0,8 n, ¢ dyHKUMEN NeHoraweHua
079.0016

EmkocTs Thopaz 0,8 n ¢ reneo6pasyowym BeLecTBOM
079.0017, c dyHKUMEN NeHoraleHna

Ay

EmkocTb Thopaz 0,3 n EmkocTb Thopaz 2 n

C yHKUMEN NeHoraweHns C (yHKLMEN NneHoraweHna
079.0011 079.0018

EmkocTb Thopaz 0,3 n ¢ EmkocTtb Thopaz 2 n ¢
reneodpasyowmm reneo6pasyoLnm
BELECTBOM, C dyHKUUEN BELIeCTBOM, C DyHKLMEN
neHorateHns neHoratueHuna

079.0012 079.0019

@™ MNpumeuaHHe No TexHUKe Ge3onacHOCTH
[Ona apeHaxka npobbl MCMO/L3YTE PacroioXKeHHbIN Ha Tpyoke nopt. CMm. rnasy
11 «OT60p NPoOBbl ApeHaxa».
@™ MNpumeuaHue No TexHUKe Ge3onacHOCTH
[nAa OOCTMXEHNA MakCumasabHOW 3PMEKTUBHOCTN Kancyia ¢ CUMETUKOHOM AO/KHA
HaxXoAMUTbCA B MOrPY>XEHHOM COCTOAHUM B TeveHune 60 MUH.
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5 JlononnutenbHaa nHdopmayua

OnpeneneHve Bakyyma

Mpy NPUMEHEHUN MEANLMHCKUX acnmpaLoHHbIX NPMOOPOB Bakyym 0ObIYHO OnpenenatoT
Kak pasHuly (B aBCOMIOTHLIX BENMUMHAX) Mexay aOCONOTHLIM AaBNeHneM 1
aTMOCMepHbIM AaBneHnemM nunamn Kak oTpulaTtensHoe 3HadyeHne B klla. B HacToAwem
nokyMeHTe ykasaHue, Hanpumep, -10kla Bceraa osdHavaeT AnanasoH aasneHuaA B klla
HMXe aTMOChepHOro aaBneHnA okpyxatouwen cpeabl (cornacHo EN ISO 10079:1999).

Perynupyemoe nasneHue
Thopaz* perynapHO NpOBEPAET U KOPPEKTUPYET AaBNeHne. YCTAaHOBNEHHOE AaBNEHNE
COOTBETCTBYET AaBNeHnto Bcel cuctemsl Thopaz™.

BesonacHoe npeaenbHoe AaBneHue

KoppekTupyembii anana3oH gasnexHunsa B cucteme Thopaz™ cocrtasnaet ot -0,1 go -10 kla
(-100 mbap, -75 mm pT. cT., -100cm H,O). Ecnm ycTaHaBnnBalOTCA 3HAYEHUA AaB/eHUA
Bhile -7 kMa (-70 mbap, - 53 MM pT. ¢T., -70 cm H,0), Ha Ancnnee noABNAETCA cneayioliee
npeaynpexaeHune: CANLLKOM BbICOKOE AaBfeHne MOXeT NPUUUHUTL NauneHTy 60/b n/unm
BbI3BaTb CEPbE3HbIE TPaBMbl. OTO NpedynpexaeHve A0MKHO ObiTb NOATBEPXKAEHO
HaxxaTneM kKHomnkun «OK», npexae yeMm MoOXHO OyaeT NpoAo/KUTL yBEeNYeHne AaBaeHus.

Mpoayeka Tpy6ku
Mpoayska TPyOKy NPousBoaUTCA Kaxable 5 MUHYT uau korga Thopaz*t obHapyxusaeT
pasprxeHue U nNpedoTepallaeT 3acopeHme TpyOku A1A naymeHTa.

Kamepa 6e3onacHOCTH B éMKOCTH

[na Haanexaulen 6esonacHon padoTsl Npudop Thopazt AoOMKEH HAXOAUTLCA B
BEPTMKANLHOM nonoxernun. Ecnn Thopazt HaknoHAeTCA, cneymanbHaa KOHCTPYKUMA
Kamepbl 6€30MacHOCT B BEPXHEW YacTy eMKOCTM 3aluilaeT ruapodubHblii hUasTp oT
npexaeBpeMeHHOro 3acopenuna. [laBneHne npu aTom noaaepxusaerca. BaxxHo!
HesameanutensHo BepHuTe Thopazt B BepTuKanbHOe NofoxeHue. 3ta PyHKLMA
OTKJ/IH0UAeTCA, eCV NPEeBbILLEeH MakCuMasbHbli 00bEeM 3ano/IHeHNA eMKOCTHU.
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UsmepeHure muaKocTu

Thopaz* BbIYMCNAET KOIMYECTBO XMAKOCTU MO YPOBHIO XWUAKOCTW B €MKOCTU U UCXOAA
13 pasmepa NpucoeanHeHHON eMKOCTU. YPOBEHb XUAKOCTM B eMKOCTN onpeaenAeTca
KO3(PDULMEHTOM EMKOCTHON CBA3KU. [1NA 4OCTOBEPHOrO U3MEPEHNA XMUAKOCTH
HeoOxoanmo, YToObl Thopaz™ octaBancA B BepTUKaAbHOM MOMOXEHUN C AOMYCKOM
OTK/IOHeHMA 10°, Npu 3TOM eMKOCTb JO/IKHA coAepXaTb MUHUMaNbHOE KONUYECTBO
XWAKOCTU, paBHoOE:

EmKkocTb Thopaz 6e3 EmkocTb Thopaz
reneobpasytoLyero BewjecTea ¢ reneobpasyroLyum BeLecTBOM
30mn B emkocTtn 0,3 n 40mn B emkocTtn 0,3 n
50 mn B emkocTn 0,8 n 70 mn B emkoctn 0,8 n

200 mn B emkoctn 2,0 n

Ecnv Tn ycnoBuA He BbIMNOIHEHBI, HA 3KpaHe NMOABAAKOTCA 3HAUYEHWA XUAKOCTU CEPOro
LBeTa, Npy 3TOM CUMMBOJ XNAKOCTM nepeuepkHyT [ © ]. Kpome Toro, Ha nonocke MeHto
NoABNAETCA CUMBOJ «Thopazt cMelleH OTHOCUTENTbHO OCU» [ (i) ] nnn «B Thopazt
HEeAOCTaTOYHO XUAKOCTU» [ 0. ]. B aTOM cocToAHUN n3mepeHne AONOHUTENbHOMN
XNAKOCTM HEBO3MOXHO. Cepble 3HAYEHNA XNAKOCTM MoKasblBatOT NocneaHne
N3MEPEHHbIE 3HAYEHUA.

Na3mepeHue XnaKocTn Takoro tuna obecneynmBaeT TOUYHOCTb U3MepeHna 4o +/- 15 mn
ansa emkoctn o6vemom 0,3 n, +/- 40 mn ansa emkoctn o6vemom 0,8 n n +/- 100 mn ansa
eMkocT o6bemom 2,0 11 (UTo cooTBETCTBYET +/- 5 % OT o6bema eMKoCTK).

Thopaz* oToBpaxaeT 3Ha4YeHUA XNUAKOCTN ANA eMKocTn obbemom 0,3 N waramm no
1 mMn, ana emkocT o6bemom 0,8 n — waramm No 5 mMa, U AnA emMKocTh 08bEMOM
2,0 n — waramun no 10 mn. Mocne obuwero o6vema apeHuposaHua 5000 ma v Boile
avcnnen nepekatodyaerca Ha namTpsl (). Mpn aTom Thopazt otobpaxaeT 3HauYeHun
xuakoctu waramu no 0,01 n (uto paBHO waram no 10 mn).

OrpaHuyeHua

Thopaz™ BbINONHAET U3MepPEHUEe XUAKOCTU NCXOAA U3 YPOBHA XUAKOCTU B
COOTBeTCTBYtOUWEN eMKOCTU. [pu nepemelyeHnn Thopaz™ XMAKOCTbL MOXET Ha BpemA
NMOKPbITb CTEHKN €MKOCTW. BOBMOXHOE Hannumne XXMAKOCTHOW NAEHKW, MOKPbIBAOLWEN
CTEHKY €MKOCTW, MOXET NMPUBECTU K TOMY, UYTO Ha 3KpaHe NOABUTCA BPEMEHHO
3aBblWEHHOE 3HaYeHne oBbema xunakoctn. O6pasoBaHmne NeHbl B eMKOCTU TakxXe
MOXET MPUBECTM K TOMY, YTO Ha aKkpaHe ByaeT oToOpaxeHo 3aBblliEHHOe 3HaYeHne
obbema xuakoctTn. Bce emkocTn Thopaz (079.0011; 079.0012; 079.0016; 079.0017,;
079.0018; 079.0019) ocHalyeHbl OAHOM AN ABYMA Kancynamu, kaxaana n3 KoTopbiX
comepxut 720 Mr cumeTnkoHa (cMm. rnasy 4 «O630p»). CUMETUKOH NpenaTcTByeT
neHooBpasoBaHMIO 1 NMOKPbLITUIO CTEHKU €MKOCTW XUAKOCTHLIMU MAeHKaMu.
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@™ MpumeuaHue No TexHUKe 6e30NaCHOCTH
[na gocTmxeHna makcumaabHONn aPEKTUBHOCTX Kancyna ¢ CUMETUKOHOM AO/HKHA
HaxoAnTbCA B NOTrPYy>XEeHHOM COCTOAHUN B TEYeHne 60 MUH.

@™ MNpumeuaHue no TexHUKe 6e30NacCHOCTH
[na Hanbonee TOUHOro U3MEePEeHUA XNAKOCTU nomecTutTe Thopaz+ Ha AOK-CTaHLMIO
(079.0037) nnu nepxute Npnubop Ha Hewl.

3awmTa oT nepenusa/aHTMbaKTepUanbHbIN GUALTP

[mapodunsHana 3awmTa ot nepennsa/aHTudakTepuasibHblil PUALTP B EMKOCTH, a TakXe

B KOMMekTax Tpydok (B coeamHutene ¢ Thopazt) sawuuaet Thopazt oT NPOHMKHOBEHMA
XNOKOCTEW 1 3aliMLiaeT OKpYXatolyto cpeay oT 3arpA3HeHus.

CBeTOUYBCTBUTENbHbIA AaTUMK

Thopaz™ ocHalleH CBETOUYYBCTBUTENbHBIM AaTtumkoM. OH peryanpyeT APKOCTb Ancnaen

B COOTBETCTBMM C OKPYXaKLWMMK YC/IOBUAMMN OCBELLEHNA. TakMm 00pasoM, 3ackinatolero
naumeHTa He 6eCrnokouT APKO CBETALMIACA AUCMNEi.
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6 YcTaHOBKAa

6 1 MNpoBepka ucxoaHo-  MPOBEPLTE KOMMIEKTHOCTb U olllee cocToAHne
ro KOMMNJieKTa npubopa Thopaz™*.
nocTaBKu

_ .3 Thopaz*t

v —lj 079.1000 ¢ MHCTPyKUMEN No
akcnayaTtauun 200.6841

| 079.1002 ¢ nHCTpyKLUMER no
\J akcnnyataummn 200.6842
079.1003 ¢ nHCTPYKUMEN NO
akcnnyatauumn 200.6843/
101034256

Q

CeTeBoli aganTtep/3apaaHoe
ycTponctBo Thopaz*/Liberty

087.0059

KomnakT-anck ansa Thopaz*

B 079.1007

MHCTpyKUMA No aKkcnayatayum

200.6841 (ana 079.1000)
200.6842 (ana 079.1002)
200.6843/101034256
(ana 079.1003)
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6.7 MNeps.bit 3anyck

A NPEAYNPEXAEHUA

Mpnbop paspelaeTca UCNOAbL30BaTh TOLKO KBAMUMULNPOBAHHLIM TMLaM ¢ Meau-
LIMHCKOW MOAroTOBKOW, nNpolweawmnm Heobxoagumoe obyueHune padote ¢ Thopaz™.

A BHUMAHUE

Mpexae yem BnNepBble NPUMEHATL NPUOOP MO Ha3HAYeHWo, PeKOMeHyeTcA NpoBe-
cTn npoBepky cornacHo |IEC 62353 (cm. Appendix B) ¢ uenbio noayyexHuns

KOHTPO/IbHbIX 3HAYEHWN.

BamHo! He noaknrouanTe nayueHTa K cucTeme Ha

AaHHOM 3Tane!

2.
J/‘"\ :/
L
3.
m
= 2
Thopazt™
() ]
4 =
e
Py A
. v B8
(] .

|

1.

BbibepuTe WTENCcenbHyto
BUJIKY.

1.2 MoakntounTte BUIKY

2.1

3.1

nnTaHnAa K po3eTke
087.0059.

Moakntounte Thopazt
K CeTW NuTaHunA ¢ Nomo-
b0 ceTeBoro agantepa
087.0059 nnn nok-
cTaHymm 079.0037.

3apAaxante B TeueHune
npnénn3nTebHo 34acos
NN 00 NOABMIEHNA CUM-

Bona [ [l ] Ha aucnnee.

3.2 Haxxmute KHoMKy [ ]

4.1

ana BkatoveHna Thopazt

HauHeTcAa camonpoBep-
Ka.

BbibepuTe A3bIK.

4.2 MNoatsepanTe HaxaTnem

KHOMKMK «OK».

4.3 Cnenyinte UHCTPYKUMAM

Ha aucnnee.
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6.1

Haxmute KHoOMKYy [ 1,
YTOObI BLIK/IIOUNTL
Thopaz™.

OtcoeanHute Thopazt
OT PO3ETKM CEeTU NuTa-
HWA, NOTAHYB 3a Kopnyc
BWAKW. He TAHWTE 3a
kabenb Unu 3awmnTy

oT neperuba.

7 Thopaz+ rOTOB K NMOAroToBKe K NPUMEHEHWIO.



/.1

7.2

[ToorotoBka K NpuMeHeHuto/
MHCTPYKLUMKM MO 3KCryataymm

NPEAYNPEX OEHUA

- Mpubop paspelaeTca UCMob30BaTh TO/ILKO KBATUMULMPOBAHHLIM NMLIAM
C MeJULMHCKOW NoAroTOBKOW, npolweawnmMm Heobxogmmoe obyyeHne pabdoTe
¢ Thopazt. Hagesaiite nepuatkv BO BpeMa BCeX onepayuii.
TepMUH «aaBfieHne» 0ObIYHO O3HaAYaET «OTPULATEIbHOE AaB/eHNe.

- ApantupyiiTe HacTPOWKM AaBNEHUA ANA NauneHToB-AeTel.

BHUMAHUE
- He nucnonb3yite cTepubHble NPUHAANEXHOCTU C NOBPEX/AEHHON CTEPUIBLHOMN
ynakoBKOM.

- HecTepunbHbie 1 MHOFOPa30BLIe NPUHAANEXHOCT HEOOXOAMMO OUnLLaTh
1 aesnHduUMpoBaTth cornacHo rnase 13 «O6uine ykasaHua No OUYNCTKE».

- He Bkntouaiite Thopazt 0o 3apaaku akkymynAaTopHou Gatapeun.

MpoBepku nepen NpUMeHeHUeM
- lMepen NpuMeHeHWeM NpoBepsTe cucTeMy Thopaz*t Ha OTCYTCTBUE NMOBPEXAEHWIA

ceTeBoro Kabena wiv BUIKK, ABHLIX NMOBPEXAeHW npuoopa unn nedekTos, cBA3aH-
HbIX C ©6€30MacHOCTLIO, U yOeanTech B Hadnexatem hyHKLMOHNPpoBaHuu npuoopa.

- Y6eautecb B TOM, YTO YNAOTHEHWE NpaBuU/IbHO BCTaB/1€HO B BaKyyMHOe coeanHe-

Hue Thopaz'. Ecnv Bbl HE 3HaeTe, rae HaxoaAUTCA BakyyMHOEe COedNHEHME, CM.
rnasy 4 «O630p».

- Ybeautech B TOM, UTO akkyMy/nATopHaA BaTtapeAa sapaxeHa, ecnv Thopazt
ncnonb3yetca B pexume padoTbl OT akkyMynATOpHON GaTapen.

- [MpoBepbTe BCe NPUHAANEXHOCTU Nepes NpUMEHEHNEM:
—€MKOCTb Ha Hannymne TpeunH, CKoO10B N NOBPEXAEHHBLIX YYaCTKOB;

—pr6KM Ha Ha/n4yme CKOMO0B, Kpowalmnxcd y4aCTtkoB U Ha HaAeXHOCTb
3akpenneHua coeanHutenen. Mpwu Heo6Xx0aANMOCTN 3aMeHUTE.

MoacoenuHeHue 1. 1.1 OTKpoNTE HAPYXHYO

Tpy6ok ynakoBKy.

1.2 NepxunTte coeanHuTeNb
TpyOKu AnAa nauveHTa
BO BHYTPEHHEM Mellke
Nno TUrMeHnYecKnm
coobpaxeHuam.

N

YcTaHOBUTE MEHbLLINIA
13 [IByX coeamHutene
(coeanHeHne ¢ Haco-
COM) rOpM30HTabHO B
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1.1 PacnakyiTe eMKOCTb.

1.2 PasmecTuTte Tak, utoObl
OTBEPCTMA OblIN CBEPXY,
1 npucoeanHuTe
HVXXHIOO YacTb EMKOCTU
kK Thopaz*.

73 YcTaHoBKa emMKOCTH 1.
[0 LWenyKa

2.1 BcTaBbTe EMKOCTL B
Thopaz*™ oo wenuka.

1.1 PacnakyiTte emMKOCTb.

1.2 PasmecTuTte Tak, utoObl
oTBepcCTMA Obl/IN CBEPXY,
1 NpucoeanHuTe
HVXXHIOKO YaCTb EMKOCTU
I k Thopaz*.

A L
\\ o 1.3 BcTaBbTe EMKOCTL B

7 3 '| MpumeHeHue 1.
eMKOCTH
obbemom 2 n

Thopaz* no wenuyka.

@™ MpumeuaHue No TexHWKe Ge3onacHOCTH
He yctaHaBnuBaite Thopazt ¢ NnpucoeanHeHHOW eMKOCTblo 00beMoM 2 1 Ha
nok-cTaHuuto 6e3 Noak/ItYeHNA JOMOMHUTENBHOMO afantepa AOK-CTaHLun
079.0038 ana 2-nutpoBon emkocTn Thopaz™.

BHUMAHUE
EmkocTn Thopazt o6bemoM 2 N1 He NpeaHasHauyeHbl 4714 nepeHoca (HU BPyYHyto,
HW C MOMOLLbIO PEMHSA /17 NepeHOCcKK).
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74 BkntoueHue Thopazt

BamHo! Bkntounte Thopaz+ nepen noakntoueHnem
CUCTEMBI K NaLMEHTY.

1.1 Haxxmute kHonky [ @ ]
: () ANA BKAOYEHMA
= t Thopaz*. HauxeTcs
Thonaz+™ camonpoBsepka.
i P 1.2 MNMpoBepbTe 3BYKOBOWA
[« curHan (3ymmep).

Ll

(>

Ecnn camonpoBepka He npouwia ycneuwHo, cneaymnrte
yKasaHnAM Mo yCTPaHEeHUto HencnpaBHOCTEN Ha
aucnnee u cM. rnaey 12 «YcTpaHeHne HencnpaBHOCTEN
1N aBapUHbIE CUTHANbI».

2.1 MNMoaTteepanTe noacoean-

HEeHVe HOBOro nauueHTa.

L Homep nauuneHTa BaxeH
019 nepeaayn BpemeHu
X ot etz Tepanuu, CTaTUCTUKN U

naHHbIX Ha K.

aa Thopazt BbiaacT Homep HoBOro nauueHta. OTcuet
BPEMEHMN Tepanun n CTaTUCTUYECKUX CBEAEHUN
HaunHaeTcAa ¢ 0 (pekomeHayeTcA ANA HOBOrO nauu-
eHTa). Mpumeuyanue. NMocne Toro Kak Hymepauua
nayvMeHToB gocturHet 100, oHa NO ymon4YaHHuio
aBTOMaTHUecKH cOpacbiBaeTcs Ha 1.

HeT Homep naumeHTa He MeHAeTCA (pekoMeHayeTcA
ONA NPOAO/IKUTENIBHOMO JIEUEHMA TOrO Xe nauneH-
Ta). CtaTuctnyeckme ceeaeHna 1 Bpema Tepanum
coxpaHsatoTcAa.

3.1 MpoBepbTe COOTBETCT-

1 ~
‘ B/E eMKOCTeN: pasmep
W R s e perncTpupyemoin emko-
DYHKLMOHEIBHAR MPOBEPKA [
Liemmemeened B CTn B CpaBHeHuu C npun-
R ey COeANHEHHON eMKOCTbIO.

(Hawwere ahta rnans.s, srofise
npanye T dhyssya A

e
npobegiy) -
(2 =10

He cootBetcTBYET: yaa-
NINTE EMKOCTb.

| 177

RU



75 nMNposenenne 1. 1.1 3arkHute BonbWNM
’ bYHKLHOHANBHOI nasbLem KOHUYEeCKunit
coeanHuTesnb TpyOKK
npoBepku OnA nayneHTa (yepes
ynakoBKY).
Tpybka He OosixkHa
nepermdartben, Tak Kak
B MPOTMBHOM CJlyyae
OyneT 3akynopeHa
nameputenbHaa Tpyoka.

2. 2.1 Haxmunte «OK»

L TecT nponaeH:

Dyrorononon mponepra

bty Thopaz* rotos k padoTe.
2 Haweare «OKw, nrofie: navars.
[l ey ’ .
Bl RIS 0 TecT He nponaeH:
— - YTeuka B cucteme:

- NPOBEpbLTE COeANHEHNE
TpyOBOK;

- yBeantech B TOM, UTO ynaoT-
HEeHne BCTaB/IEHO MNMPaBWU/IbHO;,

— MPOBEPLTE NPENOXPAHUTENb-
HbIA KlanaH — OH [JO/IXEeH
6bITb HagexHo npmncoeanHeH.

— 3amMeHuTe eMKOCTb 1 (1nu)
TPpyOKU Npu HeoOXOAUMOCTML.

3. Thopaz* HaxoaAUTcA B pexume oxuaaHua u rotos
K paboTe ¢ 3aBOACKMMW HacTpolikaMmu (MHdopmMaLmto
06 M3MEeHeHUN 3aBOACKUX HACTpoeKk cM. B rnase 10
«I3MeHeHne HacTpoek»).

4. MopcoeauHnTe cuctemy Thopaz™ K kaTeTepy nauyueHTa
(OpeHaxy) cornacHo 60bHUYHLIM UHCTPYKLMAM. OnA
Hauana Tepanuu HaxmuTe «Bk.».

@™ MNpumeuaHue No TexHUKe Ge3onacHOCTH
DyHKLMA aBapuUHONM 3ByKOBOW CUrHanmsauum «yTteuka B cucteme — 301»
[eaKkTUBMPYyeTCA B TeueHne NpudnnanTensHo 6 MUHYT nocne BkatoveHua Thopazt.

@™ Mpumeuanue no TexHuke 6e3onacHOCTH
Ka)i(ﬂbll}‘l pas3 npn noakAtoYeHnn HOBOIro naunmeHTa pekoMmeHayeTcA BbINOHATL
(DYHKLIMOHAbHYIO NPOBEPKY.
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7.6 HKontponk npouecca tepanuu

7.6.1

MmaBHbIN gucnnen

i
(173 f1 odion (5}
e [
T
v,
:

D oy gl -2.0kPa i;f]ijﬁ;‘ a

C neBolt CTOPOHbLI 0TOBpaXkaeTcA TeKylaa BemymHa
notoka sosayxa (Ma/mMun). O6LWan BemumnHa XnaKkocTtu
(mn1), coBpaHHON B x0o4e Tepanuu, nokasaHa crnpasa.

.
i #1 odion (4]

' 50ml/min
@ - |

O s o aiiii ©

Kpome Toro, B 3aBMCUMOCTM OT YCTAHOBOK MOryT oTobpa-
XaTtbCA CTaTUCTUYECKUE AaHHbIE NOTOoKa BO3ayxa 3a

12 4/100 Mn/MVH 1 ABa NapameTpa XWAKoCTK, 3ajaBae-
MbIX nonb3osartenem. (InAa n3MeHeHMA 3aBOACKMX HACTPO-
ek cM. rnaBy 10 «/IameHeHne HacTpoek».)

hE

— 3HauyeHuna noTtoka Bo3ayxa ot 0 go 1 000 mn/MuH
oToBpaxatotca waramu no 10 mn.

— 3HaueHuAa notoka Beiwe 1 000 ma/mMuH oTobpaxkatoTca
waramun no 100 mn.

— DyHKUNA OKPYTrNeHnA
OTobBpaxaemblie B UMDPOBOM BUIE 3HAUEHUA YTEUKN
BO3A4yXxa OKPYrnAatT A0 Hona Ma/MuH (0 Ma/MuH), ecnu
N3MepEeHNe yTeukn BO3ayxa NokasblBaeT yTeuky Bo3ayxa
< 5,0 MA/MuH. Ecnn namepeHune yTeukn Bosayxa
nokasablBaeT yTeuky Bodayxa = 5,0 ma/mMuH n < 15 mn/
MUH, oToOpaxaemble B LMPPOBOM BUAE 3HAYEHUA YTEUKN
BO3yxa OKPYrAAlT A0 AecATN MA/MUH (10 Ma/MuH).

— MlamepeHHble 3HauYeHuA XNUAKoCT oToBpa)xatoTca
cneaywowmnm odpasom: ansa emkoctTn oévemom 0,3 1 —
waramm no 1 mn, ana emkoct o6bemom 0,8 N — Wwaramm
no 5 mn, n anAa emkocT o6bemom 2,0 1 — waramu no
10 mn. Mocne obuero o6bema gpeHuposarma 5000 mn
1 BbllIE ANCNNEN nepektvaeTca Ha anTpsl (1). Mpwn
3ToM Thopaz+ oToBpaxkaeT 3HaYeHMA XUOKOCTMW Laramu
no 0,01 n (uto pasHo waram no 10 mn).
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762 O6HoBuTe [nAa nepcoHanbHOro ynpaeneHva nHgopmaumein oo
HaCTPOWMKKH 08beMe XMAKOCTU MOXHO B MtOOOI 3aAaHHbIN MOMEHT
oTo6pameHun BPEMEHWN YCTAHOBWTL HA HOMb AOMOMHUTENbHbIA NapamMeTp
NOTOKa MUAKOCTU  XUAKOCTU.

1. 1.1 HaxaTb W yaepxveaThb
kHonky [ &) ] He meHee
3 cekyHA.

e

f1 odioh (%5}

Mor. seza. [

A
50ml/min

HhE

Vi
a CE)

0 ety <o st €

N
\S]
pry

Talrimep, pacnoioXeH-

HbIli cneBa, NokasblBaeT
e BPeMA yCTaHOBKM napa-

= 50mi/min . MeTpa Ha HoMb (B AaH-
a HOM cnyyae — 12 MuHYT
o : e ) Hasan). Jatunk o6bema
- KMAKOCTH, PACTIONOXKEH-
— — HbI cnpaBa, nokasblBa-

eT o6bem acnuparta

(B JaHHOM cnyyae 3a
nocneaHne 12 MUHyT
o6bem acnupara cocra-
Bun 50 mn). ina c6poca
HacTpoek Tanmepa u
napameTpoB ofbema
XMOKOCTN HeoBXxoanMo
elle pas HaxxaTb U yaep-
xuBaTb kHonky [ &) ] He
MeHee 3 CeKyHA.
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7 6 3 CraTUcTHUKa

Cratuctnyeckne
[aHHble MOTOKOB
BO3MyXa

— Mpubop Thopazt hopmupyeT ctatuctTuyeckme rpadukm
NOTOKOB BO34yxa U cTaTUCTUYeckume rpadmvku XXMAKOCTY.

— [na nocnenoBaTteNbHOro NpocMoTpa rpadukoB
Ha)kumamnTe KHonky «[anee».

- Ona BO3BpalleHNA K rmaBHOMY ANCNED HAaXMUTEe

KHOMKY «Ha rnasH.».

=
(173 f1 odich &
T Eg
Somimi
=
- JR—— T

Haxmute [ @ 1, utobbl
nepewTn K CTaTUCTUYECKIUM
[aHHbIM NOTOKa BO3ayXa.

— JoCTynHbI TPW Pas/IMYHbIX CTATUCTUYECKUX rpadmKa
NnoTOKOB BO3ayxa (72 u/aBTomacwTabmpoBaHue,
24 4/1000 mMA/MuH, 24 4/100 Mn/MUH), a Take NPoBep-
Ka katetepa (cM. rnasy 7.7. «[lpoBepka KkateTepa»).

— CTatucTtuyeckunin rpaduk aBToMaTmyeckoro maclutabupo-
BaHMA NMOTOKOB BO3AyXa PEryimpyeT wkanay notoka
BO34yXa B COOTBETCTBUU C HaI/I60ﬂbLLII/IM N3MEPEHHbLIM
3HaUeHMeM 3a NocneaHne 72 yaca ao
1000/2000/3000/4000/5000 MA/MuUH.

LLikana naBneHuna

Lkana noToka
BO34yxa (B MJ/MVH)

[ToTok BO3Ayxa

Tekylee Bpema

Texkyuwana cTpaHmua

YcTaHOBNEHHOE U U3MEPEHHOE aBeHne
(B 3aBMCUMMOCTM OT HACTPOEK)
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Cratnctuueckme
[aHHble XNOKOCTHU

Mor.wasa.

#1 odion &

50ml/min ¢

hE

Haxmute [ @ 1, utoObl
nepenTn K CTaTUCTUUYECKIUM
[laHHbIM XWAKOCTU.

— [JoCTynHbI TPY pasINYHbIX CTAaTUCTUUYECKUX rpadmka
XnaKocTun. 72 u/astomaclitabuposanue, 24 4/100 mn/
MWUH 1 6 y/aBTOMacLwTabmpoBaHue.

- Cratuctuyeckuii rpadnuk aBToMaTMUeCKOro Mactadupo-
BaHMWA XWUAKOCTM NOKasbiBaeT NOSIHOE KOMNYECTBO
KnakocTtu, cobpaHHol 3a nocneaHne 72 yaca.

LLikana naBnexHnsa

Lkana xuakocTu (B ma/u)

KonnuecTso xnakoctn (cobpar-
HOW 3a COOTBETCTBYIOLLIUIA Yac)

Texkyuiee Bpemsa

Tekywana cTpaHuua

YcTaHOBNEHHOE U U3MEPEHHOE aBneHne
(B 3aBMCUMMOCTM OT HACTPOEK)

lpacdurk aBTOMaATUYECKOrO

MacwTaduposaHma 3a 72 yaca
e st oML RO LS
. &5 OTmMeTKa 0 3aMeHe eMKOCTU
. (oToBparxaeTcA TONbKO Ha
rpaduke aBToMaTNYeckoro
gt .- elimE &) MacuwTabupoBaHua 3a

72 vaca)



77 MpoBepKa KaTeTepa

BamHo! NpoBepKa KaTeTepa BO3MOXHa TOJIbKO B TOM
cnyyae, ecnv KateTep (ApeHaX) nauuMeHTa HaxoAUTCA
B CPeAOCTEHUM.

Haxmute [ @ ], utobsbl

- !
N NepeiTv K CTaTUCTAYECKUM
i [aHHbIM MOTOKAa BO3AyXa.
S0ml/min -
. t Mepenante Ha cTpaHuLy 4/4,

Haxuman «[anee» [ € 1.
C sty w0 S 8

- lNMpoBepka katetepa akTMBHa TONbKO MpW NOTOKE
Bo3ayxa 0 ma/MuH.

— Cnenynte MHCTPYKLMAM Ha SKpaHe.

- OTtoBpaxaeTcA pasHOCTb AaBAEHWA OT MUHUMAIbHOMO
aHaveHna 3 cm H,O mexay BOoxom [ A ] 1 Bblaoxom [ W ]
npu notoke Bodayxa 0 mA/MUH. 3Ta pasdHOCTb AaBAEHWN
ABMAETCA yKa3aHUeM UuMKna AblXaHWA nauueHTa u
NOATBEPXAEHWEM TOrO, YTO KateTep (ApeHax)
nauueHTa He 3acopuscA.

Mposepka kaTerepa
e A KaTeTep (apeHax)
Hflisdmidony | V| nauvenTa oTKpbIT

KateTtep (apeHax)
nawumeHTa sacopunca?

OTa umdpa oTpaxaeT Mak-
cUMasnbHOE N MUHUMAabHOE
3Ha4YeHnA AaBneHna B
KaXIoM [ibIXxaTeNlbHOM
uvkne. laBnexHne otobpa-
XaeTcA B 3a[laHHbIX enHN-
uax namepeHus.
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BbikntoueHue
Thopazt

.
il fi o (4]
£ 5
50mi/min
: a
3 cex.
) [————ty
-2=xtil
2 -
()
[+ A1 odioh maym e
-
. a
B e w &

1.1 Mepekpolite TpyoKy AnA
nayneHTa ¢ NoMoLblo
3aXnma ana Tpyoku.

1.2 3axmuTe kaTeTep
(apeHax) nauneHTa.

1.3 Haxxmute n yaepxusaii-
T€ KHOMKY «>XKayuy.
pexum» He MeHee
3ceKkyHa, 4ToObI
OTK/IOUUTb AaBneHMe.

2.1 Haxmute kHoMky [ ]
ONA OTKAoUYEeHWA
Thopaz™.

3. OTcoeavHute, yoanute n repmeTMyHoO 3akponTte
€MKOCTb C MOMOLLbIO YNIOTHEHWA 4717 EMKOCTW.
YTUNnMaunpyite eMKoCTb 1 TPyOKY A1A nayneHTa
B COOTBETCTBMMN C BHYTPUOONBHUUYHBIMU UHCTRYKLUAMMN.

QOuuctute Thopazt B COOTBETCTBUM C rnasoin 13

«OBWune ykasaHna nNo 0UNCTKe».



79

Mepenaua paHHbIX Ha MK ¢ nomowbio ThopEasy™

C nomouybto ThopEasy* Bce coxpaHeHHble AaHHble MOryT ObiTh nepeaaHsl Ha MK
ANA AOKYMEHTMPOBAHMA U 3an0/IHEHNA MeAULMHCKUX KapT. [laHHble MOryT ObiTh
[OMNOJIHEHbI MHDOPMaLMed NaUuMeHTOB, COXPaHeHbl U pacnevyaTaHbl. IHCTpyKuMmK no
aKcnayaTauun, a Takxe nporpammHoe obecneveHvre HaxoAATCA Ha KOMMNaKT-ANCKe
079.1007 ana cuctembl Thopazt, BXOAALIEM B KOMMAEKT NOCTaBKU.

[Ona coeanHerns Thopaz* ¢ MK ncnonb3yinte USB-kabenb 079.0034.
ThopEasy™ coBmecTuma co cneayouwmmm onepaumoHHbiMn cuctemamm Microsoft:
- Windows 7 32 6ut

- Windows 7 64 6ut

- Windows XP 32 6ut (SP3 nnu Boille)

- Windows XP 64 6uT (SP3 nau Bbiwe)

- Windows 8 32 6ut

- Windows 8 64 6ut

- Windows 10

APEAYMNPEXOEHUA
[Nepenaya gaHHbIXx No USB BO BpeMa Tepanuun 3anpeliexa.
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8 3ameHa eMKOCTu

A NPEAYNPEXAEHUA

EMKOCTb 3aMeHAeTCA Ha OCHOBE BU3yas/lbHOrO KOHTPOA WM B COOTBETCTBUM C
NHCTPYKUMAMK Ha aucnnee Thopaz™ (npeaynpeantenbHbii curHan). Hagesante

nepyaTku BO BPeMA BCEX onepauuii.
ﬁ BHUMAHHUE

3ameHbl EMKOCTEN HEOOXOAMMO PErncTPMpPOBaTh 13 COOBPaXeHNH 6E30MNacHOCTHU.

1. MMoaroToBbTE CTEPUIBLHYIO EMKOCTL (C refieodpasyowmm
BelecTBoM/6e3 reneobpasytollero BellecTsa).

2. Tepekpoiite TpyOKy A4 NauMeHTa ¢ NOMOLIbIO 3aXuma

onA TpyoKu.
3.
_
“NV #1 o
" S0mi/min
Cex.
u ey pesefy -2.0kPa
4,
5.
6.

186 |

3.1 Mepeknounte Thopazt
B PEXUM OXMOaHUA,
yaepxmBana KHOMKY
«Kayul. pexmnms»
HaxxaToV He MeHee
3cekyHa.

4.1 OTcoeanmHnTe eMKOCTb,
Ha)aB KHOMKY
oTCOeAVHEHNA.

4.2 YnanuTte eMKOCTb.

5.1 PacnakyiTe eMKOCTb.

5.2 PasmecTuTe TaK, 4toObl
oTBepcTMA OblIN CBEPXY,
1 npucoeanHuTe
HKHIOKO YacTb EMKOCTK
Kk Thopaz*.

6.1 BcTaBbTe €eMKOCTh B
Thopaz*™ oo wenuka.

@™ Mpumeyuanue no
TexHuKe 6esonacHOCTH
MNudopmanmno 06
MCMONb30BaAHUN EMKO-
CTM 00BEMOM 2 N1 CM.

B rnase 7.3.1
«[MpuMeHeHne eMKOCTH
00BEMOM 2 J1».



EMKoOCTb ¢ reneo6pasyto-
MM BeLlecTBOM:
aKTUBaLUMA npouecca
reneobpasoBaHuA

<) F1 0dih mayw rese
a
G e oo e
x
8.
®
.r. e |tmm| i
£50m\fmm o 810m| a
B iy o S ©
9.

7.1 TlpoBepbTe COOTBETCT-
BUE EMKOCTEN: pasmep
pPEerncTpupyemon emko-
CTV B CPaBHEHUN C Npwu-
COEANHEHHON EMKOCTbHO.
He cootBeTcTBYET: yAaa-
NNTE eMKOCTb.

7.2 Haxmute kHOMKy «Bki.».
Bynet co3naHo nasne-
HUWe; OTKPONTE 3aXMUM
ana Tpyoku.

8.

p—

[MpoBepbTE AOCTOBEP-
HOCTb 3Ha4YeHMA NoToKa
BO3AyXa.

9.1 3akpoiTe MCnonb3oBaH-
HYI eMKOCTb C MOMOLLbLIO

YNAOTHEHNA ANA eMKOCTU.

10. YTUAU3npyiite ncnonb30BaHHY0 eMKOCTb B COOTBETCT-
BUW C BHYTPUOOIbHUUHBIMU UHCTPYKLIMAMM.

G

technology

1.1 Y6eautech B TOM, UTO
€MKOCTb 3arepMeTuanpo-
BaHa ynaoTHeHvueMm ana
EeMKOCTW.

1.2 Haxmute, utoBbl OTKPbIThH
Kamepy c refeodpasyo-
MM BELIECTBOM.

2.1 BcTpaxHUte, 4toObl
akTUBMpOBAaThL NpoLecc
reseobpasoBaHuA.

2.2 YTunmanpyiTte ncnonbao-
BaHHYIO éMKOCTb B COOT-
BETCTBMMU C BHYTPUOO b~
HUYHBIMU UHCTPYKLUAMU.
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A

IamMeHeHne gaBieHunAa B npouecce
pPadoThl

NPEAYNPEX OEHUA
OTpuaTensHoe AaBaeHe MOXET ObiTb U3MEHEHO TO/IbKO BPAYOM WK No
PacnopaAXeHuto Bpava.

UsmeHeHHe paBneHuA BanHo! Thopaz+ paboTaer.
1.1 Haxmute kHomkwm [ (3 ]
. n [ € ] oaHOBPEMEHHO.
- @' 1.2 VamennTe nasnexue,
= 50mi/min & Hakas [@ Jwwm [ @ ],
. 1 NoATBEPAMTE HaxaTw-

9.1

188 |

em kHonku «OK» [ &) 1.
B sy 20w 655 ©

x

T T
Haxmunte ogHOBPEMEHHO

dusrmonormyeckoe [nA nauveHToB, NPOXOAALMNX TeYeHne C NOMOLLbIO NacCuB-
AasneHue HOW acnupauun (BOAHLIA 3aMOK), MOXeT ObiTb aKTUBUPOBAHO
dusnonornyeckoe aaBaeHue.

1.1 Haxmute «®dusno» [ 3 1.
I
oo 1.2 NMoaTtBEpANTE HaxXaTuem
RO kHoMKU «OK» [ € 1.
Aaenemve -2.0kPa
] <) DTOT PEXUM COOTBETCTBYET
o ™ &5 naenenuwio -0,8 kMa/-6 Mm

pT. cT./-8 cm H,0 /-8 mbap.



10 VI3amMeHeHne HacTpoek

10.1

3aBoackue
HaCTPOWKH

Thopaz* NnocTaB/IAEeTCA CO creayrownmyn 3aBoACKNMN

HacTpokamu.

O1n napameTpbl MOXHO N3MEHUTb N COXpPa-

HUTb B Ka4eCTBe HOBOIro ctaHaapTa.

HasneHue:

EAavHuubI
U3MepeHUa
AaBlNeHuUn:
U3mepeHHoe
naBneHue:

Bpemsa
wuakoctu 1:

Bpems
MUAKOCTHU 2:

ABapui1HbIN
curHan
HUAKOCTHU:

CraTtuctuue-
CKUe AaHHble
NOTOKOB
Bo3gyxa:

A3bIK:

CoxpaHuTb
KaK cTaHgapT:

-2,0 kMa

- Bui6op orpaHuueH makc. sHaueHnem -10klMa
(-100cm H20, -100mbap, -80 MM pT. CT.).

klMa

- Beibop mexay kMa, cm H,0, mm. pT. cT,,
moap.

CKpbITb

- BbiBop Mexay «CKpbITb» UK «nokasaTb»
(MPUMEHUMO TOMIbKO ANA CTAaTUCTUUYECKUX
[aHHbIX MOTOKa BO34yxa).

- Ota dyHKkunA aodasneHa Ana OnbITHLIX NOMb-
3oBaTenen Thopaz*. NamepeHHoe
[aB/ieHne, NpeBbillatollee yCTaHOBIEHHOe
naBneHune, MoxeT OblTb NMPU3HAKOM TOro, UTO
naumeHT crnocoBeH perynnposarb
oTpuuaTesnibHoe AaB/ieHNE B CPEOOCTEHUN.

BbIK /1.

- Bbibop mexay 24 u/12 4/8 u/4 u/BbIK/I.

- lNokasbiBaeT NOHOE KOIMYECTBO XXUAKO-
cTu, cobpaHHoe 3a nocneaHne X 4yacos.

BbIK /1.

- BbiBop mexay 2 4/1 4/0,5 u
(30 MKH)/0,25 u (15 mMuH)/BbIKJT.

- Noka3sblBaeT NOMHOE KOJIMYECTBO XUAKOCTU,
cobpaHHoe 3a nocneaHne X 4yacos/MUHYT.

BbIK /1.

- Bbibop mexay 500 ma / 5 muH, 15 MuH nan
60 muH; 400 mn / 5 MuH, 15 MUH nan
60 muH; 300 mn / 5 MUH, 15 MUH nnn
60 muH; 200 mn / 5 MuH, 15 MUH nnmn
60 mMuH; 100 M / 5 MUH, 15 MUH 1K
60 mMuH; 50 M / 5 MuH, 15 MUH nan
60 muH / BbIK/;

— ABapuiHbI/ curHan xuakocTtn 407 noasna-
eTcA, ecnn Thopaz+ oOHapyXnBaeT, 4YTo 3a
nocneaHne 5 MuH, 15 MuH nam 60 MuH
KONNYECTBO COBPAaHHOW XMUAKOCTU NPEBbI-
waeT Tpedyemblii napameTp.

CKpbITb

- BbiGop Mexay «CKpbITb» UK «MoKadaTb».

- OTn cTaTUcTUYeCKne AaHHbIe MOTyT
oToOpaxaTbCA Ha rMaBHOM Aucnnee
(cm. rnaBy 7.6.1 «[naBHbI gucnnens).

Pycckui

- Bbibop A3biKa.

BbiGepute, ecnv XoTuTe CoxpaHuTb HOBbIN

napameTp B KayecTBe cTaHdapTa (CM. ykasa-

HuA B rnaBe 10.3 «CoxpaHeHne N3MeHEHHOrO

napameTpa B KauecTBe cTaHgapTa»).
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1 02 U3meHeHHe HacTpoeK

YA
A\

10.3

190 |

NPEAYNPEXOEHUA
HacTpoiiky MoryT ObiTb U3MEHEHbI TO/ILKO BPaYoOM WK MO PACNOPAXEHWUIO Bpaya.

BHUMAHUE
ApanTupyrTte HaCTPOWKMN AaBneHnA AAA nauneHTOB-AeTeN.

BaxHo! Thopaz+ HaxoAUTCA B peUMe OXUAAHUA.

1. - i 1.1 Haxmute «Menio» [ 3@ 1.

A1 wdoh maywpexe

2
-=,.

i

g
o

[+
(3 s :
x
2 = 2 2.1 Bbibepute Tpedyemblii
napameTp, Haxas [ @ ].

€

PORI 1
e 2.2 HaxxmuTe KHOMKy «OK»

[ €)1, utobbl NnepenTn
g e GO ok K u3MeHeHIo Tpedyemo-
O wone ® L ro napametpa.

Viamerm, gasnese?
P —

5o
Fe
<a

Vamepen. ganmensel exprare

KA

I

2.3 NameHute Tpedyemblii
napameTp, Haxas [ @ ]
nnn [ ], W noaTBEPAMN-
Te Ha)xatmem KHOMKu
«OK» [ @) 1.

2.4 Haxmunte «Ha rnasH.»

[ @ ] ana coxpaHeHus
HacTpoexk.

2.5 HacTpolikn nameHeHsl
ONA NpoBeAeHNA Teky-
wen Tepanuu.

CoxpaHeHue 1. WameHnTe BCce Tpedyemble NapameTpbl, Kak ykasaHo Bbille.

namenenroro 2. BuiBepute «Coxp. Kak cTaHaapT?» u Haxmute «OK»
gangingi:gae [ € 1. MpnbnnauTensHo yepes 3 CekyHabl NOABUTCA
HOBOFO coobLyeHne «CoxpaHeHo».

CTaHaapTa 3. [MapameTpbl coxpaHeHbl B KayecTBe HOBOroO cTaHaapTa.
Mpu BKAOUeHUN Npudopa 1 Bbibope HOBOro naumneHTa
Thopaz™ ycTaHOBUT 3TV HACTPOMNKW.

4. Haxmute «Ha rnasH.» [ [ ] AnA coxpaHeHnA HacTpoek.



11 OT60p NpodLI APpEHaXxa

A

NPEAYNPEXOEHUA
[na Toro ytobbl cuctema
30cekyHa mexay oTéopo

Thopaz*™ morna cHuxaTtb AaBneHUE, BaXXHO NOAO0XAaTb
M NpoBbl M3 nopTta Ana oTéopa NPod 1 OTKPLITUEM

Karetepa (apeHaxa) naymeHra.

[MopT ana
otbopa npob

N

.,
-4
w

Tpy6ka ana
naumneHTa

o

1.

Mepen ot6éopom nNpobbl ApeHaxa ybeamTecsh, UTo B
TpyOKe ANA nayueHTa eCTb XUOKOCTb.

BaxmuTe Katetep (apeHax).

3.1 Mepekntounte Thopazt
B PEXUM OXMIOaHUA,
yaep»XxmBana KHOMKY
«<Kayul. pexunm» Haxa-
TON He MeHee 3cekyHAa.

i 1 mdin (%)
m

:
CeK.

P <

= 50mi/min

-

~ HesuHduumpyiite nopt ana otéopa Npod, npexae yem
6patb npody, npu nomouwm CaviWipes nnn Mikrozid
AF Wipes.

5.1 Yoanute wnpuuem*
BO3AyX U3 TPyOKM ANA
nauveHTa. MNosTopAnTe
[10 Tex nop, noka
XNAKOCTL He cobepeTcA
y nopta ans otéopa
npoo.

Wrna wnpuua 17 G (1,4
MM) WU TOHbLUE.

LWnpuuem* BodbmuTe Npoby 13 TpyOKM AnA nauuneHTa.
7.1 Bkntouute Thopaz™,
Ha)kaB KHOMKY «Bki.».
o | ST —— Bynet cosnaHo
i [aBnexue.
wi &)

Mopnomaute 30 cekyHA!

[na Toro utoObl cuctema Thopazt mMorfa cHwkaTh faBne-
HWe, BaxHO nogoxaatb 30 cekyHa Mexay oTOopoM Npoosbl
M OTKPLITMEM 3aXMMa Ha KaTeTepe (LpeHaxe) nauveHTa.

OTKpOITE 3aXnUM Ha KaTeTepe (apeHa)e) naumneHTa.
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12 YcTpaHeHne HencnpaBHOCTEN
N aBapunHble CUrHas bl

OnucaHue

Cuctema Thopaz™ pacnosHaeT npeaynpexaeHna (KenTolil LBET), aBapUinHble CUrHa b
(KpacHbIi) 1 BHYTpeHHUe owndku (kpacHblii). Ecnn Thopaz*t o6HapyxusaeT ntodyto 13
3TUX CUTyaluin, pasfaetcA 3BYKOBOW CUrHa U Ha AWCT/iee NOABNAETCA onucaHme
npobnemsl. [Nocne ogHOBPEMEHHOIO HaxaTua Ha [ABe KHOMKW BbiOopa aBapuitHbIii
3BYKOBOW curHan nogasnAetcA Ha 60 cekyHAa. MckntoueHna: npu npeaynpexaeHun 306
«EMKOCTb 3ano/iHeHa» 1 aBapuiiHbix curHanax 302 «tpybka sacopeHa», 313 «unsrp
3acopeH» n 315 «neperpes Thopaz+» aBapuiiHble 3BYKOBbIE CUIHA/bl NOAABAAOTCA

Ha 5 MUHYT.

Mpumep.

OnucaHne npobaemsbl

Motok |MpunoxenHoe nasnewne
3BYKOBO curHan Tpesoru/ Bosdyxa| |Padoyee cocToAHme

npeaynpexageHna BpeMeHHO
OTK/1toYaeTcA az*
{  'BOmi/min  -2.0kr
-

Homep owmnbkm

Ha)xmute ogHOBpEeMeHHO, UTOObI
r NOATBEPANTb 3BYKOBOW CUrHan
o Ao, G — TpeBorn/npeaynpexaenHns, a 3atem
logkmasere Thopaz+ K etk o
cneaynTe ykasaHuAm Ha auncnnee.
u mapw. pewfy” 0K O

a

=

YkasaHua no yctpaHeHunto
HencnpaBHOCTU
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OTo6pamaeTca Ha gucnnee

CUrHan xunak.

KOIMYeCTBO XNAOKOCTHN

Homep |Onucaxune YkasaHua no ycTpaHeHuto MpumeyaHua/noteHunans- |[daene-
ownoKK | Npobrembl HENCNPaBHOCTU HbIA UCTOYHUK OLWIMOKU HVe
306 EmkocTb 1. Baxmute TpybKy Ha
nepenosnHeHa 2. MepenanTe B pexunm oxumaaHua
3. 3ameHuTE eMKOCTb
4. Mepeiante B pexmm «Bka.»
5. Pazoxmute TpyoKy
401 Hun3kunin ypoBeHb Moakntounte Thopaz™ OcrTasueeca spema pado- |[a
3apAna akkymyna- K cetu Thl OT aKKyMYNATOPHOW
TOpHOW Batapeun 6atapen — NpuoAN3NTE b
HO 30 MuH.
402 USB-coeaun-HeHne |OTcoeamHute USB-coeanHeHve Bo Ha
“s’ He gonyckaetcA USB-kabenb BpemA paboTbl UK Npw
qI, HaxoXAeHun OKOoNo nauu-
g eHTa 3anpetyeHo.
E
o (405 Pexum Bkntounte unu Beikntounte Thopazt|B pexume oxuaanua Het
g- oXuaaHua B TEUEHWEe 5 MUHYT.
> - o
406 Cnnwkom Bbicokaa  |[1oAroToBbTe pe3epBHbI He noasepraiite Thopaz*' |[la
8. Temnepatypa npnéop BO3AENCTBUNIO UCTOYHUKOB
= Tenna.
409 XKunaKoCTHbIR - HeBO3MOXHO NPOBECTU U3Mepe- Na
YPOBHEMep Bbilesn HWe XNUAKOCTH
13 cTpon - MNoaTeepanTte u npogomxanTe
neveHve
410 Onpenenexve 1. Baxmute TpyoKy. Ha
€eMKOCTH 2. MNepeknounte B peXmm
OXMAaHWA.
3. 3amMeHnTe eMKOCTb.
4. Mepenante B pexunm «Bkn.».
5. Pasoxmute Tpyoky.
301 YTeuka MpoBepbTe CUCTEMY Ha Hanuune - OTcoeanHeHme. Het
B cucTeme yTeyek - OTCcyTCTBYET YNNOTHEHNE
B BaKyyMHOM
COEANHEHNN.
302 Tpybka 1. 3axmute katetep - Tpy6ka nepekpyuyeHa nnv [Het
3acopeHa 2. 3axmute TpyoKy 3acopeHa B TeyeHune npu-
3. MNepenanTe B pexum oxumaaHua 6nnautensHo 10 MuH.
4, 3ameHute Tpyoky - Thopaz™ o6HapyxvBaeT
5. MepenanTe B pexum «Bkn.» 3acopeHune Tpyokn
6. PasoxmuTe kaTetep Thopazt, a HE kaTeTepa
nauueHTa.
305 AKKYMynAaTopHasn Moakntouute Thopaz*t Het
Gatapen paspsxeHa (K ceTu
311 Ownbka camoTectn- |OcBoBoanTE EMKOCTL 1 ycTaHoBWTe |He BkatouaitTe Thopaz™, Het
poBaHwuA ee CHOBa A0 3alleNKunBaHuA €C/IN NauUNeHT yxe
NoACOEANHEH.
313 DunbTp 1. axmute TpyodKy @UNLTP B eMKOCTH Het
3acopeH 2. 3ameHnTe emMKoCTb 3aCOpeH.
3. Mepeiante B pexmm «Bka.»
4. Pazoxmute Tpyoky
315 Thopaz+ 3amerute Thopazt Het
neperpenca
407 ABapwiiHbIN MauuneHT TepaeT Gonbluoe [a
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0T06pamae'rcn Ha aucnnee

Howmep Onucaxwne YkagaHua no yctpaHeHuto | MpumeyaHuna/noteHynansHein - | Jasne-
ownéku | npobaemsi HEVCNPaBHOCTM VNCTOYHMK OWNOKU HUe
BHyTpeHHAA 1. BeikntounTte n cHoBa Ecnu cooBujeHne o6 ownbke
owwnoéka Bktounte Thopaz*t nosTopAeTcA, o6paTuTech B
XXX 2. Nndopmupyiite cnyx- | cnyx0y noaaepxku KNMeHToB
Oy noaaepxXku knneH- | komnaHum Medela.
ToB Medela

@™ Mpumeuanue no TexHuke 6e3onacHOCTH
DyHKLMA aBapuInHON 3BYKOBOW curHanusaumm «yteuka B cucteme — 301»
[leakTUBMPYeTCA B TeueHne NpubansutensHo 6 MUHYT noce BkAYeHna Thopazt.

@™ Mpumeuanue no TexHuke 6eszonacHOCTH
MpeaynpexaeHue «eMKOCTb 3anoiHeHa» / aBapuiiHbiii CUrHa «@UILTP 3aCOPEH».

MpeaynpexaeHne «eMKOCTb 3anosiHeHa» NOABAAETCA B TOM C/lyyae, Koraa ypoBeHb
3ano/IHeHNA eMKOCTU NPUOAMKAETCA K MakCUMasibHON OTMETKe LiKasbl, HAHEeCEHHOW Ha
COOTBETCTBYIOLEN 3TUKETKE EMKOCTU. 3aMeHNTe EMKOCTb B COOTBETCTBUN C MHCTPYKLMEN
no aKcnyataumu, rnaesa 8 «3ameHa eMKOCTU». EC/IM CTEHKN EMKOCTM NMOKPbLITbl CEKPETOM,
npeaynpexaeHne «eMkoCTb 3arnosiHeHa» MOXET 3anyckaTbCA NPexAeBPEMEHHO.

Mocne noaaBneHuA NpeaynpexaeHnsa ¢ NOMOLLbO KHOMOK BbiGopa BO BpemAa padoTh
nossnaAeTca cumBon [ X 1. Yepes 5 MUHYT 3BYyKOBOE MpeaynpexaeHne Bo30OHOBAAETCA.
Mpn nepenonHeHnn cooTBETCTBYIOWEro o6beMa eMKoCTU cpadaTtbiBaeT aBapuiiHbIi
cuUrHan «uabTp 3acopeH». ABapuiHbIi curHan cpadaTtbiBaeT B pesy/sTate 3acopeHus
rmapoduULHOro uabTpa NOCAe KOHTakKTa C XUAKOCTAMU Uan cekpetom. VHdopmaumo

O PacnoNOXeHU rapoduILHON 3aWmnTel OT Nepennea / aHTndakTepmanbHoOro dunsTpa
B eMKOCTAX CM. B rnase 4 «O0630p». lNocne 3acopeHna punstpa u cpadaTsiBaHnA
aBapuiiHOro curHana «MuasTp 3acopeH» nojaya Bakyyma nauumeHTy npekpaulaeTcA,

1N ee Henb3A perynnposaTh Wan noaaepXxmnsats. JJonoaHUTENbHO CKOMMUBLLMECA XUAKOCTH,
cekpeT 1 Bo3ayx cOpachiBatoT yepes npeaoxpaHnTesbHbli KaanaH npu nonoXuTebHOM
n3dbiTouHoM aasnerHumn 0,2-0,5 klMa. OTa dyHKUMA cOpoca aaBfeHnA He 3aMeHAeT coBoi
dyHKUMIO cBOBOAHOrO Nepenunea. [1oaToMy nocne 3anosiHeHNA EMKOCTb HEOOXOANMO
MEHATL. VIHhopMaunio 0 pacnofoXeHUn NpeaoxpaHnTensHOro KnanaHa cM. B rnase

4 «O630p».

3ameHnTe eMKOCTb B COOTBETCTBUM C VIHCTDyKLlIAeI;I no sKcnayartaynun, rnasa 8 «BameHa
E€MKOCTU>».

194 |



13 O6LWwume ykasaHusa no OYNCTKe

A NPEAYNPEXAEHUA
[Mocne kaxaoro NnpumMeHeHnA Yyactm npudopa, KOTopsle BCTyNanu B KOHTaKT
C BblAblXaeMbIM CEKPETOM, HEOOXOAUMO OuunLaTh, AE3MHDUUNPOBATL NN
yTUAN3UPOBaTh.

MHOropasoBble yCTPONCTBA M KOMNOHEHThI MPOM3BOACTBa kKoMnaHmun Medela
NOCTaBAAKTCA HECTEPW/IbHBIMMN 1 NPeAHa3Ha4YeHbl A1A MHOFOKPATHOrO MCMOb30BaHuMA.
Mepen HauyanoOM UCMOL30BaHNA OUMCTUTE U oOpadoTaiTe N3aenme B COOTBETCTBUM

C NPUBEAEHHONM HMKE NPOLEeayPON.

[MpeactaBneHHble NPoOLEeCcChl OYUCTKU U Oépaf)OTKI/I O,ElOf)peHbI B COOTBETCTBUM
C MexayHapoAHbIMM CTaHOapTaMn 1 pykoBoACTBaMu.

Monb3oBartens/cneunanncT no o6padoTke HeCeT OTBETCTBEHHOCTL 3a NpuBAeUYeHne
nepcoHana, o6opynoBaHNA U MaTePUasnos, rapaHTUpyoLWmnx aPdeKTUBHOCTL NpoLecca
0UNCTKW. B Lenax rapaHtum apdekTMBHOCTU N000e OTKIOHEHNE OT NPUBEAEHHbIX
MHCTPYKLMIA NOMXKHO ObiTh YTBEPXAEHO Nosb3oBaTenem/cneLmnanictom no oépadorke.

Martepuansl U o6opynosaHue

- Cpepactea nHansuayansHol 3awmutel (CA3: ogHopasoBbie Nepyatku, Haanexatme
cpeacTsa 3alluThl)

— HeTkaHble 6e3BopCcoBbie candeTku

MNepBHYHan ouncTKa

[MepBnYHaA ouncTKa AO/HKHA MPOBOAUTLCA Cpasy Xe Moc/e UCMOb30BaHNA YyCTPONCTBa
(He No3xe, yeMm B TeueHMe 2 YacoB MOC/Ee BMellaTebCTBA). VICMOAb3yA HETKAHYO
6e3BOPCOBYIO candeTky, CMoYeHHYyto Boaon (< 40 °C, < 104 °F), npoTpuTe NOBEPXHOCTL
yCTPONCTBA, UToObl YOpPaTh BCE CU/bHbIE 3arPA3HEHUA.

TwarenbHanA py4yHaA OYMCTKa
McnonbayinTe HeTkaHyo 6e3BOPCOBYO candeTky, CMOUEHHYO BOAOMPOBOAHON NPOTOYHOM
Bogon (< 40 °C, < 104 °F).

lpumeyaHuna:

— 1nA OYNCTKN HE UCNONLIYATE CTasIbHbIE LETKM UAN METAN/IUYECKYIO MOYaJIKY.

- TemnepaTypa BoAbl Bhile 45 °C (113 °F) MoxeT Bbi3BaTb Koarynauyuio 6eska,
UTO MOXET HeratuBHO MOB/VATL HA 3P HEKTUBHOCTb NPOLECCA OUNCTKN.
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PyuyHasa nesuHpekuuna

Mcnonb3yinTe ToNbko AesnHbuumpyowmne candeTku, coaepxaline tTakme akTUBHbIe
BellecTBa, Kak cnupTbl, YeTBEPTUYHbIE aMMOHMEBbLIE coeanHeHna (YAC), rmnoxnopuTsl,
nepekuch Bogopoaa, rnytapansaerna. Ana nposeaeHnsa aphekTneHon n 6esonacHoin
nes3nHdekunn cneaynTe MHCTPYKUMAM M3rOTOBUTENA AE3NHMULMPYIOLWEro CpeacTaa.

CywiKa

Mocne py4yHON OUNCTKM W Ae3UHMDEKLMUN NONOXKNTE U3AENE HA YNCTYIO CYyXYIO BETOLb
N OCTaBbTe A0 BbICbIXaHUA NN CﬂeﬂyVITe MHCTPYKLUMAM MO NCMONb30BAHUIO OT
N3roToBUTENA AE3NHMULNPYIOLWErO BELLECTBA.

OcmoTp

Mocne 06paboTkn No ykasaHHON Bbille NpoLeaype YCTPONCTBO M €ro KOMMOHEHTHI
HEeoBX0ANMO OCMOTPEThL Ha HafMune NPU3HAKOB YXYALIEeHNA KauecTBa, KOTopble

MOTYT OrpaHnuYnTbL CPOK CAYXObl 1 (Mn) padoune xapakTepPUCTUKN YyCTPONCTBA.

K Takum npusHakam OTHOCATCA BUAMMAaA KOPPO3UA, MEXaHNUECKUIA U3HOC, UCTUpPaHMue,
nospexaeHne nau aebopmauna. He ncnonbadyte yCTPONCTBO, ECAN MMEOTCA
Kakue-nmbo NpuaHakun yxyalweHWA ero kayecTsa.

XpaHeHue
XpaHuTe nsaenne Cyxnum B MecTe, 3alneHHOM OT Mbl/n.

Usnenua oqHOpPa3oBOro UCNONb30BaHUA

3TOT CUMBO/ yKasbiBaeT Ha TO, UTO U3aenve npegHasHayeHo AnA 0AHOPasoBOro
MCNoMb30BaHNA. JTO U3aenune He npeaHasHaueHo 414 NoBTOPHOW 06padoTKu.
MoBTopHaA 0BpabdoTka MOXeT NPUBECTU K NOTEPE MEeXaHWUYECKMX, XUMUUYECKUX 1
(nn) Bronornuecknx xapaktTepucTuk. MoBTOPHOE NCNONL30BAHNE MOXET CTaTb
NPWUNHON NEPEKPECTHOrO 3apaxeHus.
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14 TapaHTna, TEX0OCNY)XUBaHNE
1 NMPOBEPKMU

lfapaHTuna

KomnaHusa Medela AG rapaHTupyeT, uto npudop He ByneT umeTs AedekToB Matepuana
WA U3rOTOBMIEHNA B TeUEHMEe 21eT CO AHA NOCTaBKy Ha YC/I0BMAX BbIBO3a C 3aBoaa. B
TeueHue 3TOro nepuoaa aedekTHbIN Matepuan Oyaet 3ameHeH GecnnaTHo, ec/inm Heu-
CMpaBHOCTb HE Bbi3BaHa HEMPAaBW/LHONM SKCMyaTaumen nam NpUMeHEeHMeM He Mo HasHa-
UeHnto. ITO He OTHOCUTCA K YacTAM, NOABEPXEHHbIM M3HOCY M amopTu3auunn B npoLecce
akcnayataumu. [1na Toro utoBel obecneunTs coOM0AEHNe HACTOALER rapaHTuM 1 ONTu-
MankHoe 00CcnyXunsaHue nsaenuii komnadun Medela, pekoMmeHagyem Ucrnonb3oBaTh C
HawumMn npubopamu TobKO NpuHaanexHoctn Medela.

Hu npu kakux o6cToATenscTBax komnaHna Medela AG He ByneT HeCTU OTBETCTBEHHOCTb
No NPeTeH3MAM, BbIXOAALMM 3a PaMKW yKa3aHHOW rapaHTumn, B TOM YMCle OTBETCTBEH-
HOCTb 3a KOCBEHHbIN yuiepd n 1. 4. KomnaHua Medela He npuaHaeT 3a coboii NpasBo Ha
3aMeHy AedeKTHbIX YacTen, ecnm npnbop Thopazt Obin NoaBEprHyT Kakoi-nMbo gopadoT-
K& HeymnosIHOMOYEHHbIMMX Muamu. HactosAuwlana rapaHTua aeicTBuTebHa anaa npuoopa,
HanpaBNeHHOro B CEPBUCHBIN LIeHTp kKoMnaHun Medela.

Texo6cnymuBaHue

Thopaz* — 910 npndop, He TpedytoWwmnin TexHNnYeckoro obcnyxmsanua. Kaxablin pas npu
BK/IOUEHUN Nprbopa BLIMOHAETCA CaMONpPoBepKa, BKAYaLWan NpoBEPKY BHYTPEHHUX
byHkumit npudopa Thopazt. KopoTkuii 3ByKOBOI curHan nokassiBaeT, uto Thopaz*t
YCMNeLHO NpoLles caMonpoBepky v BktounncA. besonacHan padoTta rapaHTupyeTcA 3a
cuyeT npoBeaeHnA yHKLMOHaNbHOW NPOBEPKW nepea KaXabiM NpuMeHeHneM, BKatovan
NpoBEPKY eMKOCTU U TPyOOK.

Heobxoanmo cobnoaats UHCTPYKLMKU MO TEXHWKE BE30MacHOCTH.

TeKyuwjan npoBepKa

KomnaHua Medela pekomeHayeT NpoBoANTb TeKYLyo Nposepky npudopa Thopazt oguH
pas B rof. PadoTa, KOTOpylo HEOBXOANMO NMPU 3TOM BLINOMAHNUTL, U WaboH NpoTokona

B cooTBeTcTBMM co cTanaaptom EN/IEC 62353:2008 npueeneHsl B Appendix B

K HacTosAuen nHecTpykuun. JononHuTensHasa kanmoposka He TpedyeTca Npu Haanexallem
UCnonb30BaHun Thopaz™ B COOTBETCTBUN C UHCTPYKLMEIA.

UHCTpYKUKMKM no ucnbiTaHuio BamHo! MNauneHT He aonxeH ObiTb NoagcoeanHeH! Thopazt
¢PYHKLMOHaNbHOM HeoBXoAVMO OTCOEANHUTL OT CETW NUTaHuA (B pexume
pa6otocnoco6HocT (FPT)  paBoThl OT akKyMyJIATOPHOW Gatapemn) u BoIKIOUUT.

BakyymmeTp 079.0021 079.0016

0771456 V,M _

?

e WS o
O (Tpy6ka, Hanpumep, @ 12x7 MM, He BXOAUT

B KOMMEKT MOCTaBKM)
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1. MNoacoeauHute Tpyoky 079.0021 1 emKoCTb 06be-
mom 0,8 n [ReF1079.0016 k npubopy Thopaz*. YkasaHus
Mo NOACOeAVHEHUIO CUCTEMbI CM. B rnase 7
«[oAroToBka K MPUMEHEHW0».

2 ToAcoeavHUTe BaKyyMMETP C MOMOLLbIO TPYOKK
K coeavHWUTeNto And naumeHTa.

'_
3. ’ , 3.1 Haxmute v ynepxwsaii-
© Te kHonku [ (3 1w [ €]
OOHOBPEMEHHO.

[ononHnTENBHO

) HaxxmmuTe [ ].
[«
'_

o 3.2 HauHeTcA ucnbiTaHne
t t
T

Ha 6e30nNacHOCTb.
Haxxmnte 0gHOBPEMEHHO

3.3 Cneayite MHCTPYKLUAM
Ha aucnnee

Mposepka 6esonacHocTH
Kakne-nmbo npeanucaHHbie Wi pekoMeHa0BaHHbIe MPOBEPKM Be30MacHOCTU OTCYTCTBYIOT.

Ob6ocHoBaHuA

PaspaboTtka npubopa Thopazt komnaHum Medela npolwna NpoBepKy He3aBUCUMbIMU
ncnbliTaTeNbHbIMK yUpexaeHnamMmn Ha cooTeeTcTBue ctaHaapty EN / IEC 60601-1.

Konumn cooTBETCTBYIOLMX CEPTUDNKATOB MOTYT ObiTh NMOMYUYEHbI MO 3anpocy. YuntbiBas
npvMeHaAeMblli cnoco® M3roToBneHns, komnaHua Medela He npeanonaraeT BO3MOXHO-
CTV BO3JelCcTBMA Ha anekTpodesonacHocTb npubopa B Nlodoe Bpema B TeueHne cpoka
cnyX06bl U3aenna Npu ycaoBumn, 4tTo PeMoHT Thopaz* BbINOMHAETCA UCKIUNTENBHO B
oduLmnanbHbIX CEPBUCHLIX LieHTpax koMmnaHun Medela n uto npudop ncnonbayerca B
TOYHOM COOTBETCTBUM C HA3HAUYEHUEM.

Y Thopaz + kak npuBopa ¢ 3awmTonn knacca Il (EN IEC 60601-1) oTCcyTCTBYET 3aLiUTHbIA
NpPOBOA 3a3€MJIEHNA; MOSTOMY COOTBETCTBYIOLME UCMbITAHMA 3ALMTHOTO 3a3eMaeHmnA
(conpoTvBNeHME 3alUTHOIO 3a3eM/IEHNA, TOK YTEUKN Yeped 3a3eMieHne U T. [.) Henpu-
MEHMNMBbI.

Kopnyc Thopaz™ nonHOCTLIO BLIMOMHEH U3 U30AMPYHOLWEro matepnana. [loatomy ncneli-
TaHWA Ha TOK MPUKOCHOBEHUA C MOMOLLbIO OObIYHBIX U3MEPUTENbHBLIX MPUOOPOB HE Bbif-
BAT M3MEPAEMbIX 3HAUYEHNN.

Paboune yactn Thopaz*t nogcoeanHatoTca K Thopazt ¢ NOMOLLLIO HEMPOBOAALIMX BaKy-
YMHBIX LNAHIOB, eMKOCTel 1 TpyBok. [daxe npu otTkauke npoBoaALlen xuakocTu (9 r/n
NaCl; EN ISO 10079-1;1999) no cpafartbiBaHnA yCTPOWCTBA 3allUTLl OT Nepesnsa nsme-
peHune y naumneHTa Toka yTeukn OOblUHBIMU N3MepUTETbHbIMU NpubopamMu He NO3BOIUT
NONYYUTb N3MEPKMbIE 3HAYEHMA.

Cwuctembl Thopaz*t He UMeT NOoAKIOYaEMbIX K NaLMEHTY COEANHEHWUA N PYHKLIMOHA b-
HbIX 3a3eMIEHNI; NCMbITAHWUA, OTHOCALIMECA K TaKUM COEAMHEHMAM N ToKaM, Henpume-
HUMBbI.
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15 YTunnsaund

Thopaz*™ conepXxuT meTanimyeckme n NnnacTMacCoBble KOMMOHEHTLl U AO/IXKEH YTUAN3NPO-
BaTbCA B COOTBETCTBUM C EBponenckumu anpektnsammn 2011/65/EC n 2012/19/EC. Takxe
Heo6XxoAMMO AOMNOHUTENBHO COBM0AaTL MECTHLIE MHCTPYKLUMW. DNEKTPOHHLIE KOMMNOHEH-
Tbl HEOOXOAUMO YTUAN3NPOBATL PasaesibHO B COOTBETCTBMM C MECTHLIMUW Npasunamu. B
annaparte UMeloTCA NMTUIR-NOHHbIE akKyMynATOpHbIe 6aTtapen, KOTopble MOryT CNPOBOLK-
poBaTh MOXap Wau B3PbIB, & TAKXe CTaTb MPUYMHOWN OXOrOB, EC/IN UX YTUAU3AUNA NMPOn3-
BOAMTCA C HapylleHnem TpeboBaHuii. He nbiTalitech pasduparb, 1OMaTb, HarpesaTh Bhllle
100 °C (212 °F), cxuratb UM yTUANM3MPOBATL C MOMOLLbI OTKPbLITHIX MCTOYHUKOB OFHA.
MpoBoanTe yTMnn3aumnto B COOTBETCTBUM C MECTHBIMU NpaBuaamu.

Mpocneante 3a Tem, 4ToObl yTUAN3auua Thopaz*™ n npuHaanexHocTen Nponssoamnach

B COOTBETCTBMM C UHCTPYKUMAMK NO yTUAN3ALMUN, AeACTBYOWMMU B BONbHULE.

UHdopmauua ans nonb3osatensa 06 yTUNM3aunmu 351eKTPUUECKOoro

M 3NEeKTPOHHOro o6opynoBaHua

OTOT CUMBO/ 03HAYAET, UTO BNEKTPUUYECKOE U 9NEKTPOHHOE 000pYyaoBaHEe

HeNb3A yTUAMBNPOBAaThL Kak 00blUHbie ObITOBLIE OTXOAbl. [1paBuibHaA yTuaMsauma
npudopa NomoraeT 3alUTUTL OKPYXKaloLLYo cpedy ¥ 3A0POBLE NtoAei 1 He JONYyCTUTh
NPUUMHEHWA UM BOSMOXHOrO Bpeaa. MoapodHyo nHhopmMaumuio 06 yTuamsaumum MoXHO
NOMYYUTb ¥ U3FOTOBUTENA, MECTHOMO /MLia, OCYLLECTB/AIOLWEro yxod, Ui B MeANLMHCKOM
yupexaeHuu. TOT CMMBO AeCTBUTENEeH TOMbKO B EBponeiickom cotose. Cobntoaaiite
3aKOHbI 1 Npasuia COOTBETCTBYIOLEro rocy4apcTsa, OTHOCALMECA K YTUAU3aLUN d/ek-
TPUYECKOro U 31eKTPOHHOTro 060pyaoBaHMUA.

16 [1lpuHaONEeXHOCTHU

NPEAYNPEX OEHUA
Mpubop Thopazt Gbin aTTecToBaH BMECTE C NMPUHAANEXHOCTAMU, NePeUNCNeHHbI-

Mu B Appendix A.
[na npaBunbHON 1 6eszonacHoin pabdoTkl UcnonbayiTe Thopaz*t ToNbKO C 3TUMM

NPUHAANEXHOCTAMMU.
JononHuTtensHaa uHdopMauma ykasaHa B UHCTPYKLMM K KaXJOW NPUHAANEXHOCTW.
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17 TexHunyeckune xapakTepPUCTUKHU

7

vacuum

P m Y

@Cm

95 +50 106
20~—"9;, -20 °c 70, kPa
93 +40 106
1579y +5 o 70, kPa
N =11 ke
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HW3KWIA YPOBEHb BaKyyma,
-10kMa/-75mm pT. cT./100CMm
H,O0/m6ap Honyck: +/-15%

5 n/mMuH (+/-10%)

1,0 kr/2.2 dyHTa

MCTOUHUK nutaHma

MamepeHo Ha BbicoTe O M,
aTMocthepHoe JaBrieHne:

1013,25 rMa O6paTute
BHMMaHWe: YPpOBHU BaKyymMma

MOTYT 3aBMNCETb OT MECTOMOIOXKE-
HUA (BLICOTLI Hal YPDOBHEM MOPA,
aTMoCcepHOro AaBneHnA N Temne-
parypbi).

Hacoc
12 B nocrt. Toka, 20 Bt

Mogaens: MSA-C25001S12.0-30C-Z2Z

IEC: 60601-1

Beoa: 100-240BAC, 0,8A,
50/60Ty

BeiBoa: 12 B nocT. Toka, 2,5A

ISO 13485

CE (93/42/EEC), llb

BxLLxI
223x255x95Mm

YcnoBua TpaHCNopTUPOBKN/
XpaHeHua

Ycnosua akcnayaraunu

C€os



18 3HaKM n CMMBO/bI

c € 0123 l@l §

3T0T CUMBON YKasblBaeT Ha COOTBET- OT0T cumBON YKasblBaeT Ha COOTBET- 3T0T CUMBON YyKa3blBaeT Ha npaso-
CTBUE BaXHbIM TPeOOBAHWAM ANPEK-  CTBUE AOMONHUTENbHEIM TpeGoBaHU- Bble TPeOOBaHWA K CUCTEME.

T1Bbl Coseta 93/42/EEC o meau- AM no 6esonacHoctu CLUA un
UMHCKMX npuéopax ot 14 nioHA Kanaabl AnA MeauumMHCKOro snek-
1993 roga. TpoobopyaoBaHUA.

© & AN

OTOT CUMBOA yKa3blBaeT Ha HeoBxo-  OTOT CMMBO/ yKadbiBaeT Ha HeoB-  OTOT CMMBON YKa3biBAET Ha

AMMOCTb COBNOAEHNA NHCTPYKUMN XOAMMOCTbL 06paTtnThca K MHCTpyk-  MPEAYNPEXXAEHWE nnn

no aKcnayarauum. LuuM No aKcnayarauyuu. MPEOOCTEPE->XEHUE, ceasaHHOe
C Npuéopom.

- ]

OTOT CUMBON yKa3blBaeT Ha npume-  OTOT CUMBOJ yKadblBaeT Kiacc OTOT CUMBON yKasblBaeT Ha
YaHue no TexHvke 6e30macHOCTU. CUCTEMBI. npuvHaanexHocTs npuéopa k
knaccy |l.

IP33 @) R.

OTOT CUMBON YKa3blBAET Ha Hannune OTOT CMMBON yKa3biBaeT Ha paf)o— OTOT CUMBON yKaablBaeT Ha TO, YTo

3aLyMTLl OT nonaaaHnA NOCTOPOHHMNX yyto yacTb Tuna CF. nprBop NPYMEHAETCA NO HadHaue-
TBEPAbIX NPEAMETOB W BPEAHbIX HUto Bpaya. OenepasbHble 3aKOHbI
NOCNEACTBUIA NonafaHunA BOAbl BHYTPb. pagpeluatoT npoaaxy aToro npuéo-

pa TONbKO MO 3akasgy WK pacnops-
XKEHUIO NINLEH3NPOBAHHOrO Mean-
UMHCKOro padoTHMKa (TONbKO AnA

CLUA).

R wl
& @
OTOT CUMBON YyKasblBaeT Ha TO, YUTO  OTOT CUMBON YKa3blBAeT Ha BO3- OTOT CMMBON yKasblBaeT U3roToBW-
npuéop HEBE3OMACHO ncnonb3o-  MOXHOCTb moMex BOaM3u oBopyno- — Tend.
BaTb BO BpemA MP-npoueaypbl. BaHWA, NPOMapPKNPOBAHHOIO 3TUM

CVIMBOJIOM.
OTOT CUMBON yKasblBaeT aaty OTOT CMMBON yKa3blBaET Ha TO, YTO  OTOT CUMBOJ YKa3blBAET Ha TO, UTO
N3roTOBNEHWA. npubop He cneayeT UCMONL30BaTh  NPUOOP NpeaHasdHaueH AnA OaHO-

MO UCTEYEHWM yKasaHHOro cpoka. pa30BOro MCMOJL30BaHNA.
3BanpeLieHo 1cnonbL3oBaTb Nprudop
NOBTOPHO.

[sN]

OTOT CUMBON yKasblBaeT HOMEpP Mo OTOT CMMBON yKa3blBAET CEPUIAHLIA  DTOT CUMBOS YKa3blBaET KO
Karanory U3rotoBuTens. HOMEp M3roToBUTENA. napTin U3roToBUTENA.

A

OTOT CUMBON yKasblBaeT Ha TO, UTo OTOT CMMBON yKa3blBaeT Ha Temne-  OTOT CUMBOS yKa3blBAET Ha OrpaHu-

npréOp CTEPUIN30BAH STUNEHOKCK-  PaTypHbIE OrpaHUYeHna nNpu SKc- YeHue Nno BAAKHOCTU NpuW aKcnaya-
[10M. nayarayuu, TPaHCNOPTUPOBKE 1 Tauum, TPaHCMOPTUPOBKE 1 XpaHe-
XpaHeHWu. HUw.
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OTOT CYMBON yKadblBaeT Ha orpaHu-
YeHve No aTMoCchepHOMY AaBneHNIo
npy aKcnayartauumn, TPaHCNopPTUPOB-
Ke W XpaHeHuu.

hid

OTOT CMMBON yKasbiBaeT Ha HeJomy-
CTUMOCTb yTuAn3aumn npuéopa Bme-
CTe C HECOPTVUPOBAHHbLIM BbITOBbLIM
Mycopom (tonbko ana EC).

<
ﬁ\

0
OTOT CMMBO/ yKa3blBaeT Ha HeoBxo-
AMMOCTb XpaHeHua npuéopa Baam
OT CO/IHeYHOro ceeta.

OTOT CYMBON yKaablBaeT Ha TO, YTo
3BYK nocTtas/ieH Ha nayay.

OTOT CMMBOS yKas3blBaeT Ha
JNIEKTPUYECKNEe XapakTepucTnkn
CUCTEMBI.

OTOT CYMBOS yKasbiBaeT BEC
CUCTEMBI.

=
3OT10T cumBON yKasblBaeT MNoToK BO3-
nyxa.

(=)

OTOT CYMBON yKaablBaeT Ha TO, YTo

Thopaz* cmelleH OTHOCUTENBHO OCH
N N3MepeHNe XNOKOCTU HEBO3MOX-

HO.

[

OTOT CUMBOA yKasbiBaeT Ha To,
YTO akKyMynATOpHanA Gatapes noutw
pasprxeHa.

OTOT CMMBON yKa3blBaeT Ha HEBO3-
MOXXHOCTb N3MEPEHNA XNAKOCTN.
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OTOT CUMBON yKa3blBaeT Ha TO, UTO
nprBop Henb3A NCMob30BaTh, ECAN
ynakoBKka noBpexaeHa.

OTOT CMMBON YKa3bIBAET Ha TO, UTO
martepvian ABNAETCA YacTbio MpoLec-
ca BOCCTaHOBMEHWA U nepepa-
60TKMU.

y

OTOT CMMBON YKa3blBAET Ha HeOB-
XOAMMOCTb OCTOPOXHOrO obpalLe-
HUA

C XPYMNKUM Npruéopom.

-+

OTOT CMMBON yKa3bliBaeT Makc-
MasbHbIV YPOBEHb Bakyyma B CUCTE-
me.

'Y

OTOT CMBO/ yKasbiBaeT Ha nepe-
MEHHbIW TOK.

ml

OTOT CUMBON yKadblBaeT pasMepsl
(BbICOTaA X WWpWHA X ry6uHa) cuc-
TEMbI.

OTOT CMBOA yKasblBaeT
Ha XWAKOCTb.

&
OTOT CUMBON yKadblBaeT Ha To,

YTO CNeayet Haxarb W yaepKusarb
KHOMKY [o/ble 3 CeKkyHa.

|

OTOT CUMBON yKa3blBaeT Ha TO, UTO
aKkKyMynATopHaA Garapen 3apaxa-
eTcA (ABMXYLIMECA NOMOCKK).

L

OTOT CMBON yKasblBaeT Ha
HefoCcTaTo4HOEe KOM4ecTBoO
XMAOKOCTK ANnA NOCTOBEPHOro
n3mMepeHnAa XnaKkocTn.

unit

3T0T CcumMBON yKasblBaeT Tpef)yeMoe
KONM4ecTBO.

OTOT CUMBOJT YKa3bIBAET Ha KapTOH-
HYIO yNakoBKy.

OTOT CUMBON yKa3biBaeT Ha Heoo-
XOAMMOCTb NnoaaepxaHua npréopa
B CyXOM COCTOAHUW.

o

OTOT CMMBON yKa3blBaeT 3HAYEHUA
noToka B cucteme.

OTOT CMMBOJT yKasblBaeT Ha MocTo-
AHHbIA TOK.

pcs

OTOT CMMBON yKadbiBaeT KOINYECT-
BO 9/1EMEHTOB.

A

OTOT CMMBON yKa3blBaeT HOMEP
nauveHta

[ 1

OTOT CUMBON YKasbiBaeT Ha To,
uTO aKkkymynATopHas Garapen
paspaxeHa.

(=]

OTOT CMMBON YKa3blBaeT Ha To,

YTO akKyMmynAaTopHasa Garapen
NOHOCTHLIO 3apAXeHa 1 Nnoakato4e-
Ha K CeTu.

OTOT CMMBON yKasblBaeT Ha To,
yTO TOBApP ABMAETCA MEAULMHCKUM
npruOopoM.
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Tebrikler

Thopazt ile, terapi ve gégus drenaj yonetiminde yeni standartlar ortaya koyan yenilikgi bir dijital
g6guUs drenaji sistemi elde edersiniz.

Thopazt optik ve akustik durum gésterimleri ile elektronik bir 6lcim ve izleme sistemine sahiptir.
Cihaz kuru bir sistemdir, yani isletim icin sivi gerekli degildir. Terapi sresine iligkin dnemli bilgiler
dijital ve grafiksel olarak ekranda gésterilir. Terapinin tamamlanmast ile birlikte, bir PC'ye
aktarilabilir.

Kullanigh boyut, agiri sessiz isletim ve ekranin parlakhidini dizenleyen isik senséri hasta ve
cevresindekiler i¢in cok memnun edicidir.
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1 Uyarilar ve givenlik talimatlar

C UYARILAR
Kaginilmadi§i takdirde, 6limle veya ciddi yaralanma ile sonuglanabilen, potansiyel olarak
riskli bir durumu gésterir.

A iIKAZLAR

Kaginlmadi§r takdirde, kiiclk veya orta yaralanma ile sonuclanabilen, potansiyel olarak
riskli bir durumu gésterir.

@@ Guvenlige iliskin ipucu
Cihazin givenli kullanimi hakkinda yararli bilgileri gésterir.

Thopazt bu kullanim talimatlarinda agiklandidi sekilde kullanim icin 6zel olarak onaylanmigtir.
Medela, Thopaz* yalnizca orijinal Thopazt aksesuarlari ile birlikte kullanildiginda sistemin
guvenli caligmasini garanti edebilir (kanisterler, borular, tagima kayigi, sebeke adaptéry, takma
istasyonu — bkz. bdlim 16 — Aksesuarlar/Appendix A).

Tibbi elektrikli ekipmana baglanan ek ekipman ilgili IEC veya ISO standartlarina uymalidir

(6rn. veri isleme ekipmani icin IEC 60950). Dahasi tum yapilandirmalar tibbi elekirikli sistemler
gerekliliklerine uymalidir (bkz. sirasiyla IEC 60601-1-1 veya madde 16, 3. Ed., IEC 60601-1).
Tibbi elektrikli ekipmana ek ekipman baglayan herkes, tibbi sistemi yapilandirir, bu nedenle
sistemin tibbi elekirikli sistemler gerekliliklerine uymasindan sorumludur. Yerel yasalarin yukarida
bahsedilen gereklilikler Uzerinde dncelige sahip oldugu gercedine dikkat edilmelidir. SUphe
ediyorsaniz, yerel temsilcinize veya teknik hizmet departmaniniza danigin.

Litfen bu uyari ve giivenlik talimatlarini calishrmadan 6nce okuyun ve gézlemleyin.
Bu kullanim talimatlar daha sonra basvuru icin cihaz ile saklanmalidir.

Lutfen bu kullanim talimatlarinin Gronin kullanimiigin genel bir kilavuz oldugunu unutmayin.
Tibbi konular bir hekim tarafindan ele alinmalidir.

Medela, yalnizca kullanim talimatlarina gére kullanilirsa, Thopaz*+in TEMEL GUVENLIGI,
guvenilirligi ve performansi Uzerindeki etkiden kendini sorumlu kabul eder.

Degisiklige tabidir.
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UYARILAR

- “Basing” genellikle “negatif basina” belirtir

- Kullanmadan énce bu kilavuza danigin.

— Terapi sirasinda USB yoluyla veri aktarimina izin verilmez.

— Her bir kullanimdan sonra, aspire edilen salgilarla temas halindeki parcalarin
temizlenmesi, dezenfekte edilmesi veya atilmasi gerekir.

— Cihazi temizlemeden dnce, sabit sebeke soketini fisten cekin.

— Thopazt Appendix A'da listelenen aksesuarlar ile birlikte dogrulanmistir. Dogru ve
guvenliigletim icin Thopaz* yalnizca bu aksesuarlar ile kullanin. Diger bilgiler ayri
ayri aksesuarlar ile saglanir.

— Thopazt1 MRT'de (Manyetik Rezonans Tomografisi) kullanmayin.

- Thopazt mikrodalgalarla kurutmayin.

— Cihaz, banyo yapilirken, dus alinirken veya riskli patlayic bir ortamda kullanim igin
uygun degildir.

— Ayarlanmasi gereken basing aralidi, hastanin yasi ve agiri§ina gére bir hekim
tarafindan belirlenmelidir.

— Drenaj terapisi 10 kPa’lik maksimum basing araligindan fazla bir basinc gésteriyorsa
Thopaz*' kullanmayin.

— Drenaj terapisi 5L/dak’lik maksimum akis kapasitesinden fazla bir akig hizini
gosteriyorsa Thopaz*' kullanmayin.

— Drenaj terapisi hastaya basing uygulanmamasi gerektigini gdsteriyorsa Thopazt'
kullanmayin.

— Bilateral torasik drenleri bir Thopaz+ Unitesine baglamayin. Bu gibi vakalarda,
iki Thopaz* Unitesinin kullaniimasi dnerilir.

— Thopaz*in basinc azaltabilmesini saglamak i¢in, numune alma ve hasta kateterinin
(dren) kelepcelerini agma arasinda 30 saniye beklemek ¢cok dnemlidir.

- Pediyatrik hastalar i¢in basing ayarlarini hastane kurallarina gére uyarlayin.

— Thopaz*in amaglananlar digsinda herhangi bir sebeple kullanimi kabul edilmez ve buna
izin verilmez.

- Yalnizca tibbi egitimli ve Thopaz*'in kullanimi konusunda yeterli derecede egitim almig
kalifiye personel tarafindan kullanim icindir.

— Tm islemler icin eldiven takin.

— Kanister gérsel kontrol temelinde veya ekrandaki talimatlara gére degistirilir
(uyari sinyal).

- Kaliar bir hava kacagi gésterilirse, daha fazla dizeltici eylemde bulunmadan énce
sistemin dogru sekilde monte edildigini kontrol edin. Kateteri kelepgeleyerek ve hava
kacaginin sifira azaldigini gézlemleyerek sistemin hava gegirmez oldugundan emin
olun.

- Kateter/konektor arayiz pihtilagmaninin meydana gelebilecedi konumdur. Bu arayiizin
duzenli izlenmesini ve meydana gelmesi halinde uygun ¢ikarma iglemlerinin yapilmasini
oneririz.

- Thopaz* sistemi yeniden transfizyon icin tasarlanmamigtir.

- Hasta ve yerlegtirme noktalarina ayni anda dokunmayin.

— Bu Uriin yangin, patlama ve yanma riski tagiyan lityum-iyon batarya tagimaktadir.
Cihazin bataryasini sékmeyin, parcalamayin, 100 °C'nin (212 °F) Gzerinde 1sitmayin,
yakmayin veya atese atmayin.



- Kablosuz ev agi cihazlar, cep telefonlar, kablosuz telefonlar ve bunlara ait baz
istasyonlari, el telsizleri gibi kablosuz iletisim cihazlari, Thopaz* ile etkilegime girebilirler
ve bu nedenle, cihazdan en az 30 cm uzaklikta tutulmalidirlar.

— HF (yGksek frekansl) cerrahi cihazlar, radyo aglar ya da benzeri cihazlar, cihazin
isleyisini etkileyebilirler ve bu nedenle, Thopaz* ile birlikte ¢aligtrlmamalidirlar.

A IKAZLAR
- Bu ekipmanin modifikasyonuna izin verilmez.

- Thopaz*'i gi¢ kaynagina baglamadan dnce, litfen besleme voltajinin cihaz spesifikas-
yon levhasinda verilene karsilik geldigini dogrulayin.

— Thopaz*in yanlis kullanimi aciya ve hastanin yaralanmasina neden olabilir.

— Steril ambalaj hasarli oldugunda steril aksesuarlari kullanmayin.

— Steril olmayan ve tekrar kullanilabilir aksesuarlar bélim 13 — Genel temizleme ilkelerine
gore temizlenmeli ve dezenfekte edilmelidir.

— Ik baslatma icin, ilk olarak olarak bataryayi sarj etmeden Thopaz+' agmayin.

— Thopazt 21 kanisterleri taginabilir kullanim icin tasarlanmamistir (el ile tasinmaz ve
tagima kayist kullaniimaz).

- Guvenlik nedeniyle ilgili akigkan seviyesi dahilindeki kanister degisiklikleri kaydedile-
cekfir.

- Diyagnozdan 6nce, givenilirlik agisindan saptanan akiskan degderini kontrol edin.

- Cihazin bozulmasinin kritik bir duruma yol acabilecegi hastalar igin, yedek bir cihaz
daima mevcut olmalidir.

@@ Givenlige iligkin ipucu

- Thopazt'i asla 2| kanister yerlestirme noktasina takiliyken, dnce Thopaz* 2| kanister icin
Adaptor yerlestirme noktasini 079.0038 takmadan yerlestirmeyin.

— Akustik alarm “Sistemde sizinti — 301" Thopaz* agildiktan yaklagik 6 dakika sonra devre
digt biraklir.

— Her yeni hasta baglandiginda, islevsel denetimin yiritilmesi &nerilir.

- Amaglanan kullanima gére ilk uygulamadan énce, referans degerlerini edinmek igin
IEC 62353’ (bkz. Appendix B) gére inceleme onerilir.

— Medela, kateter icin uygun olan en biyik konektdr boyutunun kullanilmasini énerir.

— Bir numuneyi tahliye etmek icin borunun numune portunu kullanin. Bunun icin bkz.
b&lim 11 - Bir drenaj numunesi alma.
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Giivenlik talimatlar
— Thopazt EMC'ye gore belirli givenlik dnlemlerini gerektiren tibbi bir cihazdir.

Bolum 19 — Teknik belgelerdeki ekli EMC bilgilerine gére takilmali ve ¢aligtinimalidir.
Asagidaki vakalarin her birinde, Thopaz* kullanilmamali ve Misteri Hizmetleri
tarafindan onarilmalidir:

- Gug kablosu veya fis hasarliysa

— Cihaz rutin denetime gore ¢alismiyorsa

— Cihaz hasarliysa

— Cihaz givenlik kusurlar gésteriyorsa.

Thopaztin iginde kullanici tarafindan bakimi yapilabilecek pargalari yoktur. Guvenlik
nedeniyle, Thopaz*in onarimi kesin olarak ve 6zel sekilde Medela yetkili hizmet
merkezleri tarafindan yapilmalidir.

Gug kaynagi kablosunu sicak yizeylerden uzakta tutun.

Sebeke fisi ve agma/kapatma anahtari nem ile temas etmemelidir. Gi¢ besleme
kablosunu ¢ekerek sebeke fisini asla sabit sebeke soketinden ¢cekmeyin.

Thopazt kullanim sirasinda yukari dogru durmalidir.

Sebekeden ayrilmasi yalnizca sebeke adaptérinin ve sabit soket baglantisinin
kesilmesi ile garantilenir.

Cihazi yiksek oda sicakliklarinda, banyo yaparken veya dus alirken, ¢cok yorgunsaniz
veya patlama riskinin oldugu bir ortamda asla kullanmayin.

Thopazt'i suya veya diger sivilara asla koymayin.

Yeni bir kanisteri takarken, ekranda gésterilen kanister boyutunun takilan kanister ile
ayni boyutta oldugunu dogrulayin.

Tek kullanimlik, steril Grinleri kullanirken, 1Gtfen tekrar islenmek icin tasarlanmadiklarini
unutmayin. Tekrar isleme, mekanik, kimyasal ve/veya biyolojik 6zelliklerin kaybina
neden olabilir. Tekrar kullanim ¢apraz kontaminasyona neden olabilir.

Uriin islemleri ile ilgili yardim icin yerel Medela misteri hizmetleri temsilciniz ile

iletigim kurun.

- Hasta dahili hastane ilkelerine gére dizenli olarak izlenmelidir.

Bu kullanim talimatlari daha sonra bagvurulmak icin saklanmalidir.



2 Gig¢ kaynagi ve aku igletimi

A UYARILAR
Bu Uriin yangin, patlama ve yanma riski tagtyan lityum-iyon batarya tagimaktadir.
Cihazin bataryasini sékmeyin, parcalamayin, 100 °C'nin (212 °F) Gzerinde 1sitmayin,
yakmayin veya atese atmayin.

Thopazt sebeke gi¢ kaynagindan FEFl 087.0059, yerlestirme noktasindan Fedl 079.0037 veya
entegre lityum iyon akiden caligtirlabilir. Yerlestirme noktasini kullanmadan énce, ilk olarak
yerlestirme talimatlarini okuyun Bef] 200.1554. AkU sebeke isletimi sirasinda sarj edilir. AkU siresi
Thopaz*in caligma stresine baglidir. Bu, parenkimal sizintinin kapsamindan veayarli basingtan
etkilenir. Thopaz*, gercek ve nominal degerleri farklilik gdsterdiginde surekli olarak ¢alismaz
ancak agilir.

Surekli igletimde, Medela cihaz tam olarak sarj edildikten sonra aki isletiminde 4 saatlik minimum
calisma siresini garantiler. Pratik igletimde, gercek aki ¢alisma suresi > 10 saat ile sonuglanir.
Thopaz* ¢ok sik kullaniimazsa, optimum islevselligi saglamak icin aki yaklosik olarak her 6 ayda
bir sarj edilmelidir.

Yedek akii

Dahili bir hata olursa (kirik kablo, arizali aki), Thopazt kapanir ve en az 3 dakika boyunca
akustik bir uyari sinyali duyulur (yedek aki tarafindan gug verilir). Bu kosullar altinda Thopaz*
tek yonlu bir valf seklinde islev gdsterir. Thopazt'i derhal degistirin.

Akiyi sarj etme
Thopazt gi¢ kaynagini bir duvar prizine takin ve DC soketine
erigsim icin kiicUk koruma kapagini agin. Koaksiyel gic kaynagini
DC soketine takin. Aki ekranindaki cubuklarin hareket etmesi

/ sarjin oldugunu gdsterir [L3].
Jﬁ e -;_

e
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Akis disisk

AkU tam olarak bog olmadan yaklasik 30 dakika 6nce akustik bir sinyal duyulur ve aki semboli
[E3] yanip sonmeye baslar. Akustik sinyalin sesi kisilabilir ancak aki sembolt, aki bogalana
kadar yanip sénmeye devam eder. Ayarli basing korunur ancak aki olabildigince kisa sirede
tekrar sarj edilmelidir.

D soml/min -2.0kPa ()

»
r Akustik bir alarmi onaylamak icin eszamanli olarak basin ve
:lhD:JJZ'I coreyana nail
a il

ekrandaki talimatlari takip edin (bkz. bdlim 12 — Sorun giderme

ve alarmlar).
nekleme H* oK

Ak bos

Akl semboly, pompa daha énce kapatimadik¢a, aki tam olarak bogalmadan énce 10 dakika
boyunca bir akustik ses ile yanip séner. Akustik ses 10 dakika boyunca kisilamaz. Thopaz* gig
kaynagina bagliysa, pompa 10 dakika sonra otomatik olarak kapanir. Negatif basing pompa

kapandiktan sonra sirdirtlmez.

*

I
1. AkU bos

[,

2. Aki neredeyse bos

*

3. AU sarj ediliyor (hareketli cubuklar)

4. Aki tamamen sarj edilmis ve sebekeye bagli

* Sembol yanip séniyor
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3 Aciklama

Girig

Thopaz* yiksek kaliteli dijital bir g6gus drenaij sistemidir. Kompakt sistem hastanin gégsine yakin
dizenlenmis negatif basing saglar Hava sizintisini ve akigkan toplanmasini izler. Thopaz+
yalnizca yonetici hekim tarafindan recetelenen ve ayarlanan negatif basinci sGrdirmek icin
gerekli vakumu uygular. Dijital renkli ekran gercek zamanli olarak nesnel veriler ve hava
sizintisinin gegmis grafidini saglar, bu da terapi ilerlemesinin kolayca izlenmesine izin verir.
Optimum ¢alismayi saglamak igin kolay kullanim ve givenlik &zelliklerine sahip temizlemeyi bir
araya getirir.

Kullanim amaci/endikasyonlar

Thopazt cerrahi akiskanlarin, dokularin, gazlarin, vicut akiskanlarinin veya enfekiéz malzemele-
rin aspirasyonu ve ¢ikarilmasi igin kullanilmak Uzere tasarlanmigtir. Thopaz+ gégus drenlerinin
vygulandigi tim durumlar icin, &zellikle, kardiyak veya torasik cerrahi (post-operatif), toraks
yaralanmasi, pléral efizyon, pléral ampiyem veya diger ilgili kosullardan sonra, pnémotoraks
gibi durumlarda pléral ve mediastinal kavitedeki torasik drenaj icin endikedir. Thopaz* ilgili
bakim ayarlarinda hastalar Gzerinde kullanim icin tasarlanmigtir.

Kontraendikasyonlar
Thopaz* dijital gégus drenaj sisteminin tanimlanan bir kontrendikasyonu bulunmamaktadir.

Amaglanan kullania
Thopazt yalnizca egitimli kullanicilar tarafindan ¢alistirimalidir. Bu kisilerde isitme gu¢lugi
olmamalidir ve kisiler sadir olmamalidir ve ayrica yeterli géris yetkinligine sahip olmalidirlar.

Amaglanan hasta sayisi
Thopaz* yalnizca kullanim endikasyonlarinda agiklanan kosullarin gérildigu hastalarda
kullanilmak Gzere tasarlanmigtir.

Onemli not

Dizgin cerrahi prosedirlerle ve tekniklerle uyumluluk hekimin sorumlulugundadir. Her bir
hekim kendi bilgisi ve deneyimini temel alarak tedavinin uygunlugunu degerlendirmelidir.
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4 Genel Bakis

UYARILAR
Hasta ve yerlestirme noktalarina ayni anda dokunmayin.

Thopaz*'in ana égeleri Isik senséri
Emme portu
Ekran

Serbest birakma dijgmesi

Kanister (ill. 0,3L)
USB portu

Sebeke adaptér portu

Tasgima kolu

Contali
vakum portu

Yatak tutucu

Standart ray tutucu N
I

Spesifikasyon levhasi

Yerlestirme noktalari
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Ekran

Thopaz* eksen digi Hasta numarasi

(stvi su an dlcilemiyor)

Terapi zamani

Gegerli sivi 8l¢cimi
icin yeterli sivi yok

Thopaz*'in eylem durumu:

Thopazt Beklemede

Standhbyt

USB baglantisi g

AkU durumu

Thopaz* calisiyor

(TS ((Ep)jﬁﬂ 01d 10h !

Eylem cubugu

Gic acik/kapali

Toplam toplanan sivi miktari

g

Hava

)

Hava sizintisi gegmisi/
Secim digmesi

*1 01d 10h C_‘]‘
Hava sizintisi boyutu 150m!/min

;
;
Kl al
Q—mﬁ‘qzowﬂ =€ n

Basinci ayarla

Sivi gegmisi/Se¢im digmesi

istege bagh digmeler
Calisma sirasinda basinc

Saptanan kanister boyutu
(takilan kanister ile
eslesmeyi kontrol edin)

degistirmek icin eszamanli basin

(bkz. bdlim 9 ~Calisma
sirasinda basinc degistirme)

Bir diigme nasil etkinlestirilir
Istenilen eylemi etkinlestirmek igin digmelere kisa sire basin.

istisna: islevin “Bekleme” haline gecmesi icin, digmeye 3 saniyeden uzun basin.
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Borular Normal/kicik/genis/tekli/cift konnektdr

Malzeme: PVC (hbbi kalite) steril, iki katll ambalaj
H Uzunluk:  1,5m

Hasta konektord tekli/ cift

Thopaz borulari ¢ift Numune portu
079.0022 I
7:"’; 7 -‘\\ Boru kelepgesi
k]
Kanister baglantisi _ J ’3‘
\____J. 2 / Hasta borusu
Agirt akis korumasi/ bakteri filtresi (T
Pompa baglantisi T 1 Olciim borusu

Hasta borusu i¢ capi

ol
'! Iy Konektor dig capi 2
2 Lagy

.{ Konektér dis capr 1

079.0025/26: Hasta borusu i¢ capr: 5,5 mm
Konektér dig capi 1: 9,5 mm
Konektdr dig capr 2: 16 mm

079.0021/22: Hasta borusu i¢ ¢capr: 5,5 mm
Konektdr dig capi 1: 6,4 mm
Konektér dig capi 2: 16 mm

079.0023/24: Hasta borusu i¢ capr: 5,5 mm

Konektor dig capi 1: 4,0 mm
Konektdr dis capr 2: 11,0 mm
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Thopaz tubing single, Thopaz tubing double,
large connector large connector
079.0025 079.0026

Thopaz tubing single Thopaz tubing double
079.0021 079.0022

Thopaz tubing single, Thopaz tubing double,
small connector small connector
079.0023 079.0024

@™ Givenlige iliskin ipucu
Medela, katetere en iyi sekilde uyan Thopaz borusunun kullanilmasini énerir.
Numune portunun hastaya dénik oldugundan emin olun.

Numune portu

Numune portu hastaya dénitk
olacak sekilde boruyu

/ yerlegtirin.

Katetere en iyi uyan Thopaz
hortumunu kullanin.
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Kanisterler

Stenideg

@@ Givenlige iligkin ipucu

Katilaghirici ile/olmaksizin 0.31/0.81/21

Malzeme: Polipropilen, steril

Okuma dogrulugu: +/- %2,5 (dik konumda)

Katilagtine:: 0,31=9g/0,81=26g/21=2x30g

Simetikon kapsulu: Dijital sivi 8l¢imi (0,31=720mg/0,81=

1440 mg/21=1440mg Simetikon) givenilirligini desteklemektedir

Derecelendirme

Asirt akis korumasi/bakteri filtresi

Basing tahliye valfi

Tikama kapagi

Kanister saptama etiketi

Guvenlik odasi

Katilastiricil kapali oda

Simetikon kapsuly

Salgilama odasi

Thopaz kanister 0,81, kdpik onleyici
079.0016

Katlagtiricili Thopaz kanister 0,81, kdpik dnleyici
079.0017

ARl

Thopaz kanister 0,3 Thopaz kanister 21

kopik onleyici kdpuk onleyici

079.001 079.0018
Katlaghiricih Thopaz Katlagtiricih Thopaz
kanister 0,31, kopUk dnleyici kanister 21, kopuk onleyici
079.0012 079.0019

Bir numuneyi tahliye etmek icin borunun numune portunu kullanin. Bunun icin bkz.
b&lim 11 - Bir drenaj numunesi alma.

@@ Givenlige iligkin ipucu

Simetikon kapsilinin tam etki gostermesi icin 60 dakika sivi igerisinde bekletilmesi gerekir.
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5 Ekbilgi

Vakumun tanimi

Cihazlarin ibbi aspirasyonunun uygulanmasiyla, vakum normalde mutlak basing ve atmosferik
basing arasindaki fark (mutlak sayilarda) olarak veya kPa cinsinden negatif degerler olarak verilir.
Bu belgede, drnegin 10kPa’lik endikasyon daima kPa cinsinden atmosferik ortam basinci
arasindaki basing araligina karsilik gelir (EN 1SO 10079:1999'a gore).

Diizenlenmis basing
Basing dizenli olarak kontrol edilir ve Thopaz* tarafindan ayarlanir. Ayarli basing tim Thopazt
sisteminin basincina kargilik gelir.

Giivenlik basing sinir

Thopaz* icin ayarlanabilir basing araligi -0,1 ila -10kPa’dir (100 mbar, -75mmHg, -100 cmH20).
Basing degeri -7 kPa’dan (- 70 mbar, - 53 mmHg, -70 cmH20) daha yiksek bir degere ayarliysa,
asadidaki uyari ekranda belirir: cok yUksek basing hastada agriya ve/veya ciddi yaralanmalara
neden olabilir. Bu uyari, basing daha fazla artmadan énce “OK” ile onaylanmalidir.

Boru yikama
Borularin yikanmasi her 5dakikada bir veya Thopaz* bir tikaniklik tespit ettiginde gerceklesir
ve hasta borularinin tkanmasini énler.

Kanisterdeki giivenlik odasi

Uygun, givenliisletim icin Thopaz* dik konumda olmalidir. Thopaz* devrilirse, kanisterin Ust
balgesindeki givenlik odasinin zel konstriksiyonu hidrofilik filirenin erken tkanmasini énler.
Basing korunur. Onemli: Thopaz*i derhal tekrar dik olarak ayarlayin. Bu islev kanisterin
maksimum dolum kapasitesi asilirsa devre digi birakilir.

| 219

TR



Sivi 8lcimis

Thopazt, kanisterdeki sivi seviyesine ve bagli kanister boyutuna gére sivi miktarini hesaplar.
Kanisterdeki sivi seviyesi, kapasitif baglanti ile tespit edilir. Dogru sivi 8lcimu icin, Thopaz*
10° dikey tolerans icerisinde tutulmalidir ve kanister, en azindan su miktarda sivi icermelidir:

Katilastiricisiz Thopaz kanisteri Katilasgtiricii Thopaz kanisteri
0,31 kanisterde 30 ml 0,3 kanisterde 40 ml
50ml kanisterde 0.81 70ml kanisterde 0.8

200 ml kanisterde 2.01

Bu kosullar yerine getirilmezse sivi degeri Uzeri ¢izili sivi semboli [ © ]ile gri olarak gorindr.

Ek olarak Thopaz* eksen digi semboli [ (] veya yeterli olmayan Thopaz* sivi semboli [ Ee ]
eylem cubugunda gérinir. Bu durumda ek sivi lcilemez. Gri sivi dederi son dl¢ilen sivi
degerlerini gosterir.

Bu tip bir sivi 8l¢imi, 0,3 I hacmindeki bir kanister igin +/-15 ml, 0,8 | hacmindeki bir kanister i¢in
+/- 40 ml ve 2,0 | hacmindeki bir kanister icin ise +/-100 ml 8lcim dogrulugu saglar (kanister
hacminin +/-%5'ine kargilik gelir).

Thopazt, 0,3 | hacmindeki kanister icerisindeki sivi degerlerini 1 ml adimlarla, 0,8 | hacmindeki
kanister icerisindeki sivi degerlerini 5 ml adimlarla ve 2,0 | hacmindeki kanister icerisindeki sivi
degerlerini 10 ml adimlarla gésterir. Toplam 5000 ml ya da daha fazla miktarlardaki sivi
bosaltimlarinin ardindan, gésterimler litre (I) cinsinden yapilir. Sonrasinda Thopazt, sivi degerleri-
ni, 0,01 l adimlarla (10 ml adimlara esdeger olarak) géstermeye baglar.

Kisitlamalar

Thopazt, sivi 8lcimlerini, ilgili kanisterdeki sivi seviyesine gére hesaplar. Thopaz+in hareket
etmesi, sivinin kanister duvarlarinin zerini gegici olarak kaplamasina neden olabilir. Kanister
duvarini kaplayan olasi sivi tabakasi, ekranda gésterilen sivi hacminin, gegici olarak oldugundan
daha yksek okunmasina sebep olabilir. Ayrica, kanisterde kopUk olusmasi da ekranda
gosterilen sivi hacmi degerinin oldugundan daha yiksek okunmasina neden olabilir. Tum Thopaz
kanisterler (079.0011; 079.0012; 079.0016; 079.0017; 079.0018; 079.0019), her biri 720 mg
simetikon iceren bir ya da iki adet simetikon kapsuli ile donatilmistir (bkz. Bolim 4 — Genel Bakis).
Simetikon, kdpuk olusumunu ve kanister duvarinin siviile kaplanmasini engeller.

220 |



(@ Givenlik ipucu
Simetikon kapstlinin tam etki géstermesi icin 60 dakika sivi icerisinde bekletilmesi
gerekir.

@@ Givenlik ipucu
Sivi 8lgimlerini en dogru sekilde almak icin, Thopaz*'i istasyonuna yerlestirin ya da
istasyonunda tutun (079.0037).

Asini akig korumasi/bakteri filtresi
Kanisterdeki ve boru setlerindeki hidrofilik agiri akis korumasi/bakteri filtresi (Thopazt'a giden
konektorde) Thopaz* sivi girislerinden ve cevreyi kontaminasyondan korur.

Isik sensori
Thopaz* bir igik senséri donanimlidir. Ekran parlakh@ini cevredeki isik kogullarina gére ayarlar.
Boylece, hasta, uyurken parlak isikli ekran ile rahatsiz olmaz.
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6 Kurulum

6.1 ilk teslimah Thopaz*'in teslimat paketinin eksiksizlik ve genel durumu
kontrol etme agisindan kontrol edin.
Thopaz*
"—-—-03

. —1?7! 0791000 kullanim talimatlar
ile 200.6841

B 079.1002 kullanim talimatlan

\J ile 200.6842
079.1003 kullanim talimatlar:
ile 200.6843/101034256

Thopaz*/Liberty duvar prizi adaptért/
sarj cihazi

o
o 087.0059
[

Thopaz*t CD'si

o 0791007

Kullanim talimatlar

nedeld

200.6841 (079.1000 icin)
v 200.6842 (0791002 icin)

200.6843/101034256

(0791003 icin)
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ilk baglatma

UYARILAR

Yalnizca tibbi editimli ve Thopaz*in kullanimi konusunda yeterli derecede egitim almis

kalifiye personel tarafindan kullanim icindir.

iIKAZLAR

Amaglanan kullanima gére ilk uygulamadan 6nce, referans degerlerini edinmek igin
IEC 62353'e (bkz. Appendix B) gore inceleme onerilir.

Onemli: Heniiz hastayi sisteme baglamayin!

|

1.1 Figi secin.
1.2 Fisi duvar prizi adap-
torine takin BEE] 087.0059.

2.1 Thopaz*' sebekeye
sebeke adaptory
087.0059 ile veya
yerlegtirme istasyonu
079.0037 ile baglayin.

3.1 Yaklagik 3saat veya [ 3]
semboli ekranda belirene
kadar sarj edin.

3.2 Thopazti agmak icin [ @ ]
digmesine basin.
Otomatik bir test baslar.

4.1 Dili segin.

4.2 “OK”" ile dogrulayin.

4.3 Ekrandaki talimatlari
takip edin.
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5. 5.1 Thopaz* kapatmak igin
@ [ @® ] digmesine basin.
B[4 oo sddei
:
) P 4]

6. 6.1 Fig muhafazasini cekerek
Thopaz*' sabit sebeke
soketinden ayirin. Kabloyu

= }’:" cekmeyin veya korumayi
%’ bukmeyin.
-

7. Thopaz* kullanim hazirlii igin hazirdir.
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~

/1

7.2

Kullanim/igletim talimatlari icin hazirlik

UYARILAR

- Yalnizca tibbi egitimli ve Thopaz+in kullanimi konusunda yeterli derecede egitim almig
kalifiye personel tarafindan kullanim igindir. Tém islemler icin eldiven takin.
“Basing” genellikle “‘negatif basinci” belirtir.

— Pediyatrik hastalar icin basing ayarlarini uyarlayin.

IKAZLAR

— Steril ambalaj hasarli oldugunda steril aksesuarlari kullanmayin.

— Steril olmayan ve tekrar kullanilabilir aksesuarlar bélim 13 — Genel temizleme ilkelerine
gore temizlenmeli ve dezenfekte edilmelidir.

— ik olarak bataryayr sarj etmeden Thopaz*i agmayin.

Kullanimdan &nceki kontroller

- Thopaz* sistemini kullanmadan dnce gi¢ kablosu veya fisinin hasari, belirgin cihaz
hasari veya givenlik hatalari ve cihazin dizgin isleyisi agisindan kontrol edin.

— Contanin Thopaz*in vakum portuna dogru sekilde yerlestirildigini kontrol edin. Vakum
portunun nereye yerlestirildigini bilmiyorsaniz litfen Bdlim 4 — Genel Bakig'a bagvurun.

- Thopaz* batarya modunda calistirldiginda sarj edilebilir bataryanin sarj edilmis
oldugundan emin olun.

- Kullanmadan énce tim aksesuarlari kontrol edin:

— Catlaklar, hassas ve kusurlu noktalar icin kanister.

- Catlaklar, hassas alanlar igin borular ve konektérlerin sikica takili oldugunu.
Gerekirse degistirin.

Borulari baglama 1. 1.1 Dig ambalaji agin.
1.2 Hijyenik nedenlerden
P 6tUrU hasta konnektdrini
i = dahili cantada tutun.
= L S

2.1 iki konektdrden kigiging
(pompaya baglant) yatay
olarak okun yoninde
takin.
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1.1 Kanisterin paketini agin.

1.2 Ustteki agikliklar
konumlandirin ve
kanisterin alt parcasini
Thopaz*'a takin.

7.3 Kanistere gegirin 1.

2.1 Bir yerlesme sesi duyana
kadar kanisteri Thopaz+
‘aitin.

731 2lkanisteri 1. 1.1 Kanisterin paketini agin.
kullanma 1.2 Ustteki agikliklari

konumlandirin ve
kanisterin alt pargasini
Thopazt'a takin.

1.3 Bir yerlegsme sesi duyana
kadar kanisteri Thopaz+
‘aitin.

@™ Giivenlige iligkin ipucu
Thopaz* asla 2L kanister yerlestirme noktasina takiliyken, énce Thopaz Kanister 2L
icin Adaptor yerlestirme noktasini [BEF] 079.0038 takmadan yerlestirmeyin.

A IKAZLAR
Thopazt 2| kanisterleri taginabilir kullanim icin tasarlanmamigtir (el ile tasinmaz ve tagima
kayigi kullaniimaz).
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74 Thopaz+iagin

Onemli: Thopaz*', hastay: sisteme baglamadan énce agin.

2.

1.1 Thopaztiagmakicin [ @ ]
: @ digmesine basin.
= t Otomatik bir test baslar.
Thopaz+ 1.2 Akustik sinyali (bip) kontrol
E verson — edin.
Q

Otomatik test basarili dedilse, ekrandaki sorun giderme
talimatlarina bakin ve b&lim 12 - Sorun giderme ve
alarmlar’a bagvurun.

2.1 Yeni bir hastanin bagl

I v 9
olup olmadigini dogrula-
- yin. Hasta numarasi terapi
- zamani, gegmis veriler ve
" PC'ye veri aktarimi icin
Q= w0 Snemlidir.
evet Thopaz+ yeni bir hasta numarasini isleme koyar.
Terapi zamani ve gecmis veriler 0’dan baslar (yeni
hasta icin dnerilir).
Not: Hasta numarasi 100e ulaghiginda, otomatik
olarak 1'e varsayilan haline getirilir.
hayir Hasta numarasi degismeden kalir (ayni hastanin
devam eden tedavisi icin dnerilir). Veri ge¢misi ve
terapi zamani tutulur.
: 3.1 Kanister eglesmesini
kontrol etme: saptanan
[ #1 ooon  Beklene .
el ot kon!s’rer boyutu ve takilan
1. sitenil hasta knnekrorun kapatin kOn|STer. E§|e§me yok'
2. Igfewsel kontroki baslatmak igin . .
W e kanisteri atin.
“\'\‘:l;:"'.mma hasm) a
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7.5

-

-
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i§|evse| kontrolii 1. 11 Bas parmaginizla (ambalaj
yiriitin boyunca) hasta borularinin
konik konektorinG kapatin.
Borular bikilmemelidir,
aksi halde 6l¢im borusu
kapanir.

2 . 2.1 “OK’ (Tamam)
' digmesine basin
i:evsel kﬁ:m:rm R Test b0§drlll:

1. 5tenl hasta konektarini kapatin Thopoz+ ku||cm|ma hOZII’dIr‘
2. Islevsel kontrok baglatmak igin
W UK tuguna basn

(Istewsel kontrolii atismak igin

A ey o Test basarisiz:
D Ana sayla oK n §

< Sistemde sizint:
_t— - boru baglantisini kontrol edin.

— contanin dogru sekilde
yerlegtirildigini kontrol edin.

- basing tahliye valfini siki
baglanti agisindan kontrol
edin.

— Gerekirse kanisteri ve/veya
borulari degistirin.

3. Thopaz* Bekleme'de ve fabrika ayarlari ile kullanima
hazirdir. (Fabrika ayarlarini degistirmek icin 1Gtfen balim
10 - Ayarlar degistirme’ye basvurun)

4. Thopaz* sistemini hastane ilkelerine gore hastanin
kateterine (dren) baglayin. Terapiyi baslatmak icin “Ac¢ik”
digmesine basin.

Giivenlige iliskin ipucu

Akustik alarm “Sistemde sizinti — 301" Thopaz+ acildiktan yaklasik 6 dakika sonra devre
digt birakilir.

Giivenlige iliskin ipucu
Her yeni hasta baglandiginda, islevsel kontroli yirGtmeniz &nerilir.



7.6
7.6.1

Terapi ilerlemesini
kontrol edin

Ana ekran

[ f1 odion (]
o Hava #
= S0mi/min
:
O s zows wspese €

Guncel hava sizintisi miktari (ml/dak) sol tarafta gosterilir. Terapi
sirasinda foplanan sivinin toplam miktari (ml) sagda gosterilir.

:

[ f1 odich &

e r
Somimi

c nn.mm-ﬁ“ 72‘.Ukﬂa -p[]-;h” a

Tercihinize gore ekranda ilaveten 12 sa/100ml/dak hava
sizintisi gegmisi ve iki dzellestirilmis sivi parametresi gosterilebilir.
(Fabrika ayarlarini degistirmek icin [Gtfen bélim 10 — Ayarlan
degistirme’ye bagvurun,)

— 0ve 1000 ml/dak arasindaki hava sizintilart 10 ml adimlarla
gorintilenir.

— 1000ml/ dk Uzerindeki hava sizintilari 100 ml adimlarla
gorintilenir.

- Yuvarlama Fonksiyonu
Hava sizintisi 8l¢imi < 5,0 ml/dak ise hava sizintisi degerleri-
nin dijital gosterimleri sifir ml/dak (0 ml/dak) degerine
yuvarlanir. Hava sizintisi 8l¢imi = 5,0 ml/dak ve 15 ml/dak
arasinda ise hava sizintisi de@erlerinin dijital gosterimleri on
ml/dak (10 ml/dak) degerine yuvarlanrr.

— Sivi dl¢imleri agsadidaki sekillerde gérintilenir: 0,3 |
hacmindeki kanisterlerde 1 ml adimlarla, 0,8 | hacmindeki
kanisterlerde 5 ml adimlarla ve 2,0 | kanisterlerde 10 ml
adimlarla. Toplam 5000 ml ya da daha fazla miktarlardaki
sivi bogaltimlarinin ardindan, gésterimler litre (I) cinsinden
yapilr. Sonrasinda Thopazt, sivi degerlerini, 0,01 | adimlarla
(10 ml adimlara esdeger olarak) goéstermeye baslar.
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7.6.7 Swigdstergesini
sifirlayin

230 |

Bagimsiz sivi yénetimi icin, herhangi bir zamanda ek bir sivi

parametresi sifira ayarlanabilir.

G

o A1 odion %]

S0ml/min

hE

a8

D Bekleme H* -2.0kPa -)b:il‘?’ a

[l

f1 odioh (%5}
Hara zort \
50ml/min a
-

D Bekleme 1 -2.0kPa

HhE

ster &)
— =

1.1 [ & ] digmesine
3 saniyeden fazla basil
tutun.

2.1 Sol taraftaki zaman dlcer,
size parametrenin sifira
ayarlandigi zamani
vermektedir (bu durumda
12 dakika 6nce). Sag
taraftaki sivi miktari, size
tahliye edilen sivi hacmini
vermektedir (bu durumda,
son 12 dakikad3a 50 ml
tahliye edilmistir). Zaman
Slceri ve siviyi tekrar
sifirlamak icin, [ € ]
digmesine 3 saniyeden
uzun sireyle basin.



76.3 Gegmis - Thopazt hava sizintist gecmisi grafikleri ve sivi gegmisi
grafikleri saglar.
— Grafikler boyunca kaydirmak icin “ileri“ye basin.
- Ana ekrana geri gelmek icin “Ana sayfa”ya basin.

Hava sizintisi

L i D)
ecmisi mopz

gesmiy f1 odioh (]

S0ml/min

: Hava sizintisi ge¢misine
® gelmek icin [ @ ] dugmesine
basin.
(<]

mE

a

c Bekleme % -2.0kPa -pb:éi"

— Uc farkli hava sizintist gegmisi grafigi (72 sa/Otomatik
Olceklendirme (Autoscale), 24 sa/1000 ml/dak, 24 sa/100
ml/dak) arti kateter kontrolu (bkz. bolim 7.7 — Kateter
kontroly) meveuttur.

- Hava sizintisi otomatik dlcek gegmisi grafigi hava sizintisi
Slgegdini son 72 saatten 1000/2000/3000/4000/5000 ml/
dak’ye en biyuk dl¢ilen hava sizintisina ayarlar.

Basing dlcedi

Hava sizintisi dlcegi
(ml/dak cinsinden)

Hava sizintisi

Gecerli sire

Gecerli sayfa

Ayarli ve dl¢ilen basing
(ayarlariniza bagli olarak)
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Sivi gegmisi

e ©

f1 odion &

ME

50ml/min

S (R——

Sivi gegmisine gelmek icin
[ @ ]digmesine basin.

- Ug farkli sivi gegmisi grafigi meveuttur.
72 sa/Otomatik Olgeklendirme, 24 sa/100 ml ve 6 sa/

Otomatik Olgeklendirme.

- Sivi otomatik dlgek gegmisi grafigi son 72 s boyunca toplam

toplanan sivi miktarini gésterir.

Basing dlcegi

Sivi 8lcegi (ml/s cinsinden)

Sivi miktari
(iligkili saatte toplanan)

Gecerli sire

Gecerli sayfa

Ayarli ve dlgilen basing

(ayarlariniza bagli olarak)

72s Otomatik dlcek grafigi

L
725/0ta olceklendirme /il

Kanister degisikligini gosterir

nae e

(Sadece 72s otomatik dlgek
grafiginde gorilebilir)



/7 Kateter kontrolii

Onemli: kateter kontrolii yalnizea interpléral alanda
hasta kateteri (dren) ile caligir.

Hava sizintisi gegmisine

gelmekicin [ @ ] dGgmesine
basin. “lleri” [ €) ] digmesine

) bty t basarak sayfa 4/4’e kaydirin.

o Bekleme 1 -2.0kPa -p[];itli” :]

f1 odich &

HE

- Kateter kontroli yalnizca hava sizintist OmL/dak oldugunda
etkindir.

— Ekrandaki talimatlari takip edin.

— inspirasyon [ 4 ] ve ekspirasyon [ W ] arasinda minimum
0,3 cmH20’dan itibaren basing farki, 0mLl/ dak. akigta
goruntilenir. Bu basing farki hastanin respirasyon déngusi-
nin bir endikasyonudur ve hasta kateterinin (dren) tikali
olmadigini dogrular.

Kateter kontrolii

Hasta kateteri (dren) acik

1 R0k oturun

2. R oerin nofes aln (3x)
1. iosterge sembolierini

A
v

2.6 |
=1

k
AW =Kateter (K
= =Katateri knntrol edin

D Aha sayta 4/4 Teri

ope ©

Hasta kateteri (dren) tikali
mi¢

|

Bu sayi, her soluk alma
ddngusinin dl¢limus olan
maksimal ve minimal basincini
gosterir. Bu basing ayarlanmig
basing biriminde gosterilir.
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7.8 Thopaz*'ikapatma
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1.1 Hasta borularini boru

—_— kelepgesiile kelepgeleyin.
e e 1.2 Hasta kateterini kelepge-
= S0mijmin e 810 leyin (dren).

Ay a 1.3 Basinci kapatmak igin

3 saniyeden uzun
“Bekleme” digmesine
basin.

2.1 Thopaz*' kapatmak igin

. @ [ @ ] dugmesine basin.
[+ #1 o Mbrut

: a

O O

. Kanisteri kanister contasi ile serbest birakin, ¢ikarin ve

contalayin. Kanisteri ve hasta borularini dahili hastane
ilkelerine gére atin.

. Bolum 13 - Genel temizlik ilkelerine gére Thopaz+'

temizleyin.



79

Verileri PC'ye ThopEasy* ile aktarma

ThopEasy+ ile ttm saklanan veriler bir PC'ye belge olarak ve hasta kayitlarinin tamamlan-
masi igin aktarlabilir. Veriler hasta bilgilerine genisletilebilir, kaydedilebilir ve yazdirilabilir.
Calisma talimatlar ve yazilim teslimat kapsaminda dahil edilen Thopazt CD’sinde
079.1007 bulunabilir.

Thopazt ve bir PC arasindaki baglantiigin USB kablosunu Feel 079.0034 kullanin.
ThopEasy* asagidaki Microsoft isletim Sistemleri ile uyumludur:

— Windows 7 32 Bit

- Windows 7 64 Bit

- Windows XP 32 Bit (SP3 veya Ustu)

- Windows XP 64 Bit (SP3 veya Ust)

- Windows 8 32 Bit

- Windows 8 64 Bit

- Windows 10

UYARILAR
Terapi sirasinda USB yoluyla veri aktarimina izin verilmez.
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8 Kanisteri degistirin
A UYARILAR

Kanister gorsel kontrol temelinde veya ekrandaki talimatlara gore degistirilir (uyar sinyali).
Tom iglemler icin eldiven takin.

A iKAZLAR

Kanister degisiklikleri givenlik nedeniyle kaydedilmelidir.
1. Steril kanisteri hazirlayin (katilagtincli/katlagtincisiz).

2. Hastaborularini boru kelepgesi ile kelepgeleyin.

3. @ ’ 3.1 3 saniyeden uzun sire
s “Bekleme”ye basarak
1 udioh (] 4
;* . Thopazt' Be.kleme
S0mi/min 10 moduna gegin.

: a
3 sn. .
Bekleme |5 -2.0k0a 4b1iﬁ” O

Pl LA

4.1 Serbest birakma
digmesine basarak
kanisteri serbest birakin.

4.2 Kanisteri ¢cikarin.

5.1 Kanisterin paketini agin.

5.2 Ustteki agikliklar
konumlandirin ve
kanisterin alt pargasini
Thopazt'a takin.

6.1 Bir yerlesme sesi duyana
kadar kanisteri Thopaz+
‘aitin.

@™ Givenlige iligkin ipucu
21 kanister kullanmak
icin bkz. bolim 7.3.1
— 2l kanister kullanma.
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Thogaz* @
i f1 ogun @
it e

" S0ml/min o 810w n
/]

3 et 20w wsticr €

Katilastiricili kanister:
katilagtirma siirecinin
etkinlestiriimesi

7.1 Kanister eslesmesini kontrol
etme: Saptanan kanister
boyutu ve takilan kanister.
Eslesme yok: Kanisteri atin.

7.2 "Agk” dGgmesine basin.
Basing olugur, boru
kelepgesini agin.

8.1 Hava sizinhisi degerinin
guvenilirligini kontrol edin.

9.1 Kullanilmig kanisteri
kanister contast ile
contalayin.

1.1 Kanisterin kanister contasi
ile contalanip contalan-
madigini kontrol edin.

1.2 Katlastine odasint agmak
icin — digmesine basin.

2.1 Katlagtirma strecini
etkinlestirmek igin —
dgesini calkalayin.

2.2 Kullanilmig kanisteri dahili
hastane ilkelerine gore
atin.
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9 Isletim sirasinda basinci degistirme

UYARILAR

Negatif basing yalnizca hekim veya tibbi emirler Uzerine degistirilebilir.

Basinci degistirme

A

238 |

Fizyolojik basing

Onemli: Thopaz* ¢alisiyor.

1.1 Eszamanliolarak [ (3 ] ve
s (B3]

o [ € ]digmelerine basin.
- *’ T 1.2 Basinci [ @ ] veya [ @ ]
£ : oy -

50mi/min 81 ' digmesine basarak
- degistirin ve “OK" [ €] ] ile
B s oo wsicin © dogrulayin.
N
T T

Eszamanli olarak

Yer ¢ekimi drenaiji ile tedavi edilen hastalar icin (= su contasi),
fizyolojik basing etkinlestirilebilir.

1.1 “Fizyo” [ (@ ] dugmesine

basin.
O T 1.2 "OK" [ € ]ile dogrulayn.
) Basing -2.0kPa
- - 0 Bu mod -0.8kPa/-6 mmHg/

t_ ~ = & | -8cmH20/-8 mbarlik bir

basinca kargilik gelir.




10 Ayarlar degistirme

10.1

Fabrika ayarlan

Thopazt asadidaki fabrika ayarlari ile teslim edilir. Bu ayarlar
degistirilebilir ve yeni standart olarak kaydedilebilir.

Basing:

Basing birimi:

Olgislen
gizle:

Sivizamani 1:

Sivi zamani 2;

Swvialarme:

Hava sizintisi
gegmisi:

Dil:

Farkh kaydet
segin:

-2,0kPa

- Maks. -10kPa’ya kadar segin (-100cmH20,
-100mbar, -80mmHg).

kPa

- kPa, cmH20, mmHg, mbar arasindan secin.

Basinai

- Gizle ve goster arasindan segin (yalnizca hava
sizinhisi ge¢misinde gecerlidir).

— Bu &zellik gelismis Thopaz* kullanicilarr iin
eklenmigtir. Ayarlanan basin¢tan daha yiksek
bir dlcilen basing, hastanin interplral alanda
negatif basinci dizenleyebildiginin gostergesi
olabilir.

KAPALI

— 24 50/12 sa/8 sa/4 sa/KAPALI secenekleri
arasindan seciminizi yapin.

— Son X saat boyunca toplanan toplam sivi
miktarini gosterir.

KAPALI

-2 sa/1sa/0,5 sa (30 dak)/0,25 sa (15 dak)/

KAPALI secenekleri arasindan seciminizi yapin.

- Son X saat/dakika boyunca toplanan toplam
sivi miktarini gdsterir.

KAPALI

- 500 ml/5dak, 15dak veya 60 dak secenekleri
arasindan se¢iminizi yapin; 400ml/5dak,
15dak veya 60dak;300ml / 5dak, 15dak
veya 60dak; 200ml / 5dak, 15dak veya
60dak; 100ml / 5dak, 15dak veya 60 dak;
50ml / 5dak, 15dak veya 60 dak/KAPALI.

- Thopaz+ son 5, 15 veya 60 dakikada istenen
parametreden daha yiksek sivi toplandigini
tespit ederse, Sivi ikazi 407 gorinir.

Gizle

- Gizle ve goster segenekleri arasindan
segiminizi yapin.

— Bu geg¢mis bilgiler, ana ekranda gérintilene-
bilir (bkz. Bolum 7.6.1 — Ana ekran).

Tork

— Dilinizi segin.

Yeni standardi kaydetmek istiyorsaniz standart

olarak parametre (kilavuz igin bkz. balim

10.3 - Degistirilen parametreyi yeni standart

olarak kaydetme).
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10.2 Ayarlari degistirme

A UYARILAR

Ayarlar yalnizca hekim veya tibbi emirler Gzerine degistirilebilir.

A ikazlar

Pediyatrik hastalar i¢in basing ayarlarini uyarlayin.

Onemli: Thopaz+ Bekleme modundadir.

1. & ’ 1.1 “Mend” [ (@ ] digmesine
basin.
& A odm b
.
0 s <
—
2. & ’ 2.1 Istenilen parametreyi
[ @ ]digmesine
2 basarak degistirin.
A:,:F 2.2 Istenen parametreyi
T degistirmek icin “OK”
x O [ € ]ile dogrulayin.
B 9 3 istenen parametreyi [ @ ]

veya [ @ ] dugmesine
basarak degistirin ve
“OK” [ & ]ile dogrulayn.
2.4 Ayarlar birakmak igin
“Ana sayfa” [ 3 ]
digmesine basin.
2.5 Ayarlar gecerli terapi icin

degistirilir.
10.3 Degistirilen bir 1. Tum istenen parametreleri yukarida bahsedildigi gibi degistirin.
parametreyi
standart olarak 2. “Standart olarak kaydet”i secin ve “OK” [ €) ] digmesine
kaydetme basin. Yaklagik 3 saniye boyunca “Kaydedildi” gérinir.

3. Parametreler yeni standart olarak kaydedilir. Thopaz* her
ach@inizda ve yeni bir hastayi sectiginizde, Thopaz* bu
ayarlar ile ayarlanir.

N

- Ayarlari birakmak icin “Ana sayfa” [ (3 ] digmesine basin.
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11 Bir drenaj numunesini alma

UYARILAR
Thopaz*in basinc azaltmasini saglamak icin, numune portundan numune almak ve hasta
kateterinin (dren) kelepcesini agmak arasinda 30 saniye beklemek cok dnemlidir.

o

®

. Bir drenaj numunesi almadan 6nce, hasta borusunda sivi

oldugundan emin olun.

Kateteri kelepceleyin (dren).

3.1 3 saniyeden uzun sire
“Bekleme”ye basarak
Thopazt Bekleme
moduna gegin.

.
i A1 on (%)
Lt A M
Gl
E S
3 sn.

u Bekleme | -2.0kpa -)b:&‘ o

CaviWipes veya Mikrozid AF Wipes ile numune almadan
dnce, numune portunu dezenfekte edin.

5.1 Sinnga* ile hasta borularin-
dan havayi ¢ikarin. Numune
portunda sivi toplanana
kadar tekrarlayin.

* Sinnga 17 G (1,4 mm)
veya dahaince.

Bir sirnga™ ile hasta borusundan numune alin.

7.1 "Agik” digmesine basarak
Thopazti agin — basing
birikir.

30 saniye bekleyin!

Thopazt'in basinci azaltabilmesini saglamak igin, numune
alma ve hasta kateterinin (dren) kelepcelerini agma arasinda
30 saniye beklemek ¢ok nemlidir.

Hasta kateterinin (dren) kelepcelerini agin.
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12 Sorun giderme ve alarmlar

Aciklama

Thopazt uyarilari (sari), alarmlari (kirmizi) ve dahili hatalar (kirmiz)) birbirinden ayirir. Thopazt

bu durumlardan herhangi birini tespit ederse, akustik bir sinyal duyulur ve sorunun agiklamasi
ekranda belirir. iki secim digmesine eszamanli olarak basilarak, akustik alarm 60 saniye
boyunca baskilanir. Ozel durumlar: 306 numarali “kanister dolu” uyarisi ile 302 numarali “hortum
tikal’”, 313 numarali “filire tikal’” ve 315 numaral “Thopazt asiri 1sindi” sesli alarmlan 5 dakika
sureyle susturulur.

Ornek:
Aciklanan sorun
Hava |Uygulanan basing
sizintisi | |Eylem durumu
Akustik alarm/uyari gegici
olarak susturulur .
min -2 Akustik bir alarmi/uyariyi
Hata numarasi o1 AR B onaylamak i¢in eszamanli
jpaz'l coreyana ] i
ihapis m% (] olarak basin ve ekrandaki
a badlay E . . .
talimatlari takip edin.
2 ssveety x &

F——-_@

Sorun giderme talimatlari
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Ekranda gériinir

Hata Sorun Sorun giderme talimatlar Hatirlatmalar/Hatanin Basing
numarasi | aciklamasi olasi kaynagi
306 Kanister dolu 1. Boruyu kelepceleme Evet
2. Beklemeye ge¢
3. Kanisteri degistirin
4."A¢” ile devam edin
5. Borunun kelepgesini agma
401 AkU diguk Thopaz*' sebekeye baglayin | Kalan batarya siresi Evet
yaklagik 30 dak.
402 USB baglantisina | USB kablosunu ¢ekin Isletim sirasinda veya Evet
izin verilmiyor hastanin ¢cevresinde USB
baglantisina izin verilmiyor
£ | 405 Bekleme Thopaz*'i agin veya kapatin | 5dakika boyunca Bekleme | Hayir
g modunda.
> 1406 Sicaklik cok Yedekleme cihazini hazirlayin | Thopaz*iisi kaynaklarina | Evet
yuksek maruz birakmayin.
409 Sivi seviyesi - Sivi 8l¢imi kullanilamiyor Evet
sensor duzen digi | — Onaylayin ve terapiye
devam edin
410 Kanister algilama | 1. Boruyu kelepgeleyin Evet
2. Standby (Bekleme) moduna
gegin
3. Kanisteri degistirin
4."0On" (A¢) ile devam edin
5. Borunun kelepgesini acin
301 Sistemde sizinti | Sistemi sizintilar agisindan - Baglant kesilmesi. Hayir
kontrol edin - Vakum portunda eksik
conta.
302 Borular tikali 1. Kateteri kelepgeleyin - Borular yaklagik 10 daki- | Hayir
2. Borulari kelepgeleyin ka boyunca bikili veya
3. Beklemeye ge¢ tikalr.
4. Borulari degistirin - Thopaz* hasta kateteri-
5. “A¢” ile devam edin nin DEGIL, Thopaz+
6. Kateterin kelepgesini agin borularinin tikali oldugu-
nu tespit ediyor.
305 Ak bos Thopaz*'i sebekeye baglayin Hayir
311 Otomatik test Kanisteri digari ¢ikarin ve tek- | Hasta zaten bagliysa Hayir
basarisiz rar takin Thopaz*'i agmayin.
313 Filtre tikals 1. Borulari kelepceleyin Kanisterdeki filtre tikali. Hayir
2. Kanisteri degistirin
3. “A¢” ile devam edin
4. Borunun kelepcesini agma
315 Thopaz*t agin Thopaz*'i degistirin Hayir
Isinmig
407 Sivi alarmi Hasta biyik miktarda sivi Evet
kaybediyor
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Ekranda gériinir

Hata Sorun Sorun giderme talimatlar Hatirlatmalar/Hatanin Basing
numarasi | aciklamasi olasi kaynagi
Dahili hata 1. Thopaz* kapatip Hata mesaj tekrar eder-
XXX tekrar agin se, Medela Musteri
2. Medela Musteri Hizmetlerini bilgilendirin.
Hizmetlerini bilgilendirin

@™ Givenlige iligkin ipucu
Akustik alarm “Sistemde sizinti — 301" Thopazt acildiktan yaklagik 6 dakika sonra devre
digi birakilir.

@ Givenlik ipucu

“Kanister dolu” uyarisi/“Filtre tikal’” alarmu.

Kanister dolum seviyesi, ilgili kanister etiketinde belirtilen en yiksek 6lcede yaklastginda,
“kanister dolu” uyarisi verilmeye baslanir. Kanisteri, kullanim talimatlarinda bé1im 8 — Kanisteri
degistirme uyarinca degistirin. Salgilar kanisterin duvarlarinda ¢izgi olusturursa “anister dolu”
uyarisi zamanindan dnce etkinlegebilir.

Sec¢im digmeleri ile uyarinin susturulmasinin ardindan, ¢calisma sirasinda [ 25 ] sembolt belirir.
5 dakikanin ardindan, uyari yeniden sesli olarak etkinlesir.

Uygun gorilen kanister hacminin Uzerinde dolum yapilmasi durumunda, “filtre tikali” uyarisi
verilecektir. Bu uyari, hidrofilik filirenin sivi ya da salgilarla temasi nedeniyle ikanmasinin
sonucunda tetiklenir. Hidrofilik, agir akistan koruma/bakteri filtresinin konumu igin “4 — Genel
Bakis” bolimine bakin. Filtrenin tikanmasinin ve “filtre tikali” alarminin verilmesinin ardindan,
hastaya uygulanan vakum kesilir ve yeniden dizenlenemez ya da korunamaz. Sivilarin, salgilarin
ya da havanin fazladan birikimi, 0,2 — 0,5 kPa arasindaki pozitif basinclarda agilan basing
emniyet valfiile bogaltilir. Bu basing emniyet fonksiyonu, serbest agirn akis fonksiyonunun
alternatifi degildir. Bu nedenle, kanister, dolmasi durumunda degistirilmelidir. Basing emniyet
valfinin konumu igin, “4 — Genel Bakis” bélimine bakin.

Kanisteri, kullanim talimatlarinda “8 - Kanisteri degistirme” bolimi uyarinca dedistirin.
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13 Genel temizleme ilkeleri

UYARILAR
Her bir kullanimdan sonra, aspire edilen salgilarla temas halindeki pargalarin
temizlenmesi, dezenfekte edilmesi veya atimasi gerekir.

Medela’nin yeniden kullanilabilir cihazlari ve pargalari steril olmayan bir sekilde teslim edilir
ve yeniden kullaniimak Gzere tasarlanmigtir. Kullanmadan 6nce, asagida aciklanan prosediri
izleyerek Urini temizleyin ve yeniden igleyin.

Asagidaki temizleme ve yeniden isleme prosesleri uluslararasi standartlar ve kilavuzlar uyarinca
dogrulanmistir.

Temizleme/yeniden isleme prosedirinin, prosesin etkinligini garanti aliina almak igin uygun
ekipman, materyal ve personel kullanilarak gerceklegtiriimesini saglamak kullanicinin/isleyenin
sorumlulugundadir. Asagidaki talimatlar diginda yapilacak herhangi bir farkli islem, prosesin
etkinligini garanti allina almak icin kullanici/igleyen tarafindan dogrulanmalidir.

Materyaller ve ekipman
— Kisisel Koruyucu Ekipman (KKE: tek kullanimlik eldiven, uygun koruyucu ekipman)
- Hav birakmayan dokunmamis bezler

ilk temizlik

Cihazin kullanimindan hemen sonra ilk temizligi gerceklestirin (prosedirden sonra en fazla
2 saat i¢inde). Tum kaba kalintilar temizlemek icin cihaz yizeyini, sicakhgr 40°C'yi (104°F)
gecmeyen suyla nemlendirilmig hav birakmayan dokunmamig bir bezle silin.

Derinlemesine manuel temizlik
Sicakhig 40°C'yi (104°F) gegmeyen musluk suyuyla nemlendirilmis hav birakmayan dokunmamig
bir bez kullanin.

Not:

— Temizlemek icin hicbir zaman celik firca veya celik yini kullanmayin.

- 45°C’den (113°F) yuksek su sicakliklari, temizleme prosesinin etkinligini olumsuz etkileyebilecek
protein pihtilagmasina neden olabilir.

Manuel dezenfeksiyon

Yalnizca alkoller, kuaterner amonyum bilesikleri (Kuatlar), hipokloritler, hidrojen peroksitler,
gluteraldehitler gibi etken maddeler iceren dezenfektan bezler kullanin. Etkili ve guvenli
dezenfeksiyon icin litfen dezenfektan Ureticisinin talimatlarini izleyin.
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Kurutma
Manuel temizlik ve dezenfeksiyondan sonra, Grini temiz ve kuru bir bez Uzerine yerlestirip
kurumasini bekleyin veya dezenfektan ureticisinin kullanim talimatlarini izleyin.

inceleme

Yukarida agiklanan adimlara gére yeniden islediginiz cihaz ve pargalar, cihazin kullanim émring
kisaltabilecek ve/veya performansini kisitlayabilecek asagidaki bozulma belirtileri agisindan
incelenmelidir: gézle gorilir korozyon, mekanik asinma, yipranma, hasar veya deformasyon.
Herhangi bir bozulma belirtisi gorilirse cihazi atin,

Saklama
Uriind kuru ve tozsuz bir ortamda saklayin.

® Tek Kullanimliklar
Bu Sembol tek kullanimlik bir Grin belirtir. Bu Grin tekrar iglenmek icin tasarlanmamustr.
Tekrar isleme, mekanik, kimyasal ve/veya biyolojik 6zelliklerin kaybina neden olabilir.
Tekrar kullanim ¢capraz kontaminasyona neden olabilir.
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14 Garanti, bakim ve kontroller

Garanti

Medela AG eski islerin teslimatindan itibaren 2 yillik bir sGre boyunca malzemelerde ve iscilikteki
kusurlardan cihazin muaf olacadini garanti eder. Kétuye kullanim veya yanlis uygulamadan
kaynaklanmiyorsa, arizali malzeme bu sire sirasinda Ucretsiz olarak degistirilir. Bu kullanim
sirasinda aginmaya ve eskimeye tabi olan pargalar igin gecerli degildir. Bu garanti ile uyumlulugu
saglamak ve Medela Urinlerinden optimum hizmeti saglamak igin, cihazlarimizla 6zel olarak
Medela aksesuarlarinin kullanilmasini éneririz.

Hicbir durumda Medela AG sonugsal hasarlar yokimlGlogy, vs. dahil agiklanan garanti
kapsamini asan taleplerden yikiml olmaz. Thopazt Uzerinde yetkisiz kisiler tarafindan herhangi
bir calisma yuritiimisse, anzali parcalarin degistirilmesi hakki Medela tarafindan taninmaz. Bu
garanti Medela hizmet merkezine iade edilen cihaza tabidir.

Bakim

Thopazt bakim gerektirmeyen bir cihazdir. Cihaz her agildidinda, Thopaz*in dahili islevlerini
kontrol eden bir otomatik test yUrtilr. Bir “bip” sesi Thopaz*in otomatik testi basariyla gectigini
ve cihazin aglldigini belirtir. Givenliisletim kanister ve borular dahil islevsel kontrolin her
kullanimdan &nce yurGtilmesi ile saglanir.

Guvenlik talimatlarr gdzetilmelidir.

Rutin Kontrol

Medela Thopaz*'in yilda bir kez bir rutin kontrole tabi olmasini nerir. Yiritilen is ve
EN/IEC 62353:2008'e gore protokol sablonu bu talimatlardaki Appendix B'de verilmistir.
Thopaz+ kullanim talimatlarina uygun olarak kullanildigi sirece ilave kalibrasyon gerekmez.

FPT testi icin talimatlar Onemli: Hasta bagh olmamalidir! Thopaz* sebekeden
(batarya isletimi) ayrilmis ve kapali olmalidir.

Vakum géstergesi 079.0021 079.0016

077.1456
V{’uﬁ -

(Boru 6rn. @12x7 mm,
teslimat kapsamina dahil degildir)
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1. Borular 079.0021 ve 0,8l kanisteri [FeFl 079.0016
Thopazt'a baglayin. Sistemi baglama kilavuzu igin bkz.
bolim 7 — Kullanim icin hazirhk.

2. Vakum géstergesini hasta konektdrine giden boru ile baglayin.

'_
3. ’ , 3.1 Eszamanli olarak [ (@ ]
: © ve [ €) ] dugmelerini
basili tutun. Ek olarak
[ @ ] dugmesine basin.

8 3.2 Givenlik testi baslar.
3.3 Ekrandaki talimatlar

(> (<
L s s takip edin
% e o

Eszamanli olarak

Giivenlik Kontrolii
Yurutilecek recetelenen veya dnerilen givenlik kontroli yoktur.

Gerekgeler

- Medela Thopaz*in mihendisligi EN / IEC 60601-1 standardi ile uyumluluk agisindan bagimsiz
test kuruluglar tarafindan dogrulanmigtir. Bu gibi sertifikalarin kopyalari talep Uzerine
edinilebilir. Kullanilan Gretim yéntemi nedeniyle, Thopaz*'in kesin olarak hizmet 6mri boyunca
ve &zel olarak Medela yetkili servis merkezleri tarafindan onarilmasi ve kullanim amacina gére
uygun sekilde kullanilmasi sartiyla, Medela, Grinin émri boyunca herhangi bir anda elektrik
guvenliginin etkilenmesini beklemez.

- Koruma sinifi Il (EN [EC 60601-1) icinde yer alan bir cihaz olarak Thopaz* icin, koruyucu toprak
iletkeni yoktur; koruyucu topraga iliskin testler (koruyucu toprak direnci, toprak sizintisi akimi vs.)
gegerli degildir.

— Thopaz* kabini tam olarak yalitim malzemesinden yapilmistir. Bu nedenle, ortak él¢im
cihazlarini kullanan temas akimi testleri dlculebilir degerleri ortaya koymaz.

— Thopaz*'in uygulanan parcalari Thopazta iletken olmayan vakum hortumlar, kanisterler ve
borular yoluyla baglidir. Asir akig korumasi cihazi etkinlesene (9 g/L NaCl; EN ISO 10079-
1;,1999) kadar iletken bir sivinin emilmesinde bile, ortak 8l¢im cihazlar kullanarak hasta sizinti
akiminin 8lgimd, élcilebilir degerleri ortaya koymaz.

— Thopaz* sistemleri hasta baglantilarina ve islevsel toprak iletkenlerine sahip degildir; bu
baglantilara ve akimlara iligkin testler gegerli degildir.
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15 Atma

Thopazt metallerden ve plastiklerden meydana gelir ve Avrupa direktifleri 2011 /65/EC ve
2012/19/EC'ye gore atilmalidir. Ek olarak, yerel ilkeler de gézetilmelidir. Elektronik bilesenler
yerel yonetmeliklere gére ayri ayri atilmalidir. Bu Griin, dizgin bir sekilde atilmadidi takdirde
yangin, patlama ve yanma riski tagiyan lityum-iyon batarya tagimaktadir. Cihazin bataryasini

s6kmeyin, pargalamayin, 100 °C'nin (212 °F) izerinde 1sitmayin, yakmayin veya atese atmayin.

Urind yerel ydnetmeliklere gore atin.
Lutfen Thopaz* ve aksesuarlarini, hastane atma ilkelerine gére atmaya 6zen gdsterin.

Bu sembol elekirikli ve elektronik ekipmanlarin normal mesken fazlasi olarak

atilmamasi gerektigi anlamina gelir. Bu cihazin dogru atilmasi koruma sadlar ve

cevreye veya insan saghgina olasi hasari nler. Atma hakkinda daha fazla bilgi icin,
Ureticiyle, yerel bakim personeli veya saglik hizmeti saglayicinizla iletigim kurun. Bu sembol
yalnizca Avrupa Birliginde gecerlidir. Lutfen ilgili eyalet yasalarina ve Ulkenizdeki elektrikli ve
elektronik ekipmanlarr atma kurallarina saygr gésterin.

K Elektrikli ve elektronik ekipmanlarin atilmasi icin kullanici bilgileri

16 Aksesuarlar

A UYARILAR
Thopazt Appendix A'da listelenen aksesuarlar ile birlikte dogrulanmistr.
Dogru ve givenliisletim icin Thopaz+'i yalnizca bu aksesuarlar ile kullanin.
Diger bilgiler ayri ayri aksesuarlar ile saglanir.
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17 Teknik spesifikasyonlar

95 +50 106
202, 20 oG T9~"Pa
93 +40 106
15> % +5, °C 70, kPa
v [O][e]"

250 |

disuk vakum,
-10kPa/-75mmHg/100 cmH,O/mbar
Toleransi: ¥/-% 15

5L/dak. (+/-%10)

1,0kg/2.21bs

Gi¢ beslemesi

Model:  MSA-C25001$12.0-30C-2Z

IEC:  60601-]

Girig:  100-240VAC, 0,8A,
50/60Hz

Chkig:  12VDC,2,5A

ISO 13485

CE (93/42/EEC), IIb

YxGxD
223x255x95mm

Tasgima/Saklama Kosullar

Calisma Kosullarn

0m'’de Slgilen, atmosferik basing:
1013.25 hPa

Litfen unutmayin: vakum seviyeleri
konuma bagli olarak degisebilir
(deniz seviyesinin Uzerinde metre,
atmosferik basing ve sicaklik).

Pompa
12 VDC, 20W

c € 0123



18 Isaretler ve semboller

c € 0123

Bu sembol tibbi cihazlara iligkin
Konsey Direktifi 93/42/ EEC,

14 Haziran 1993'0n temel gereklilikle-
riyle uyumlulugu belirtir.

&)

Bu sembol kullanim talimatlarinin takip
edilmesini belirtir.

-

Bu sembol givenlige iliskin ipucunu
belirtir.

IP33

Bu sembol kati yabanci maddelerin
girisine kargi ve suyun girisi nedeniyle
zararli etkilere kargi korumay belirtir.

®

Bu sembol MR GUVENSIZ’i belirtir.

]

Bu sembol Uretim tarihini belirtir.

Bu sembol Ureficinin katalog
numarasini belirtir.

sreniEo

Bu sembol cihazin etilen oksit
kullanilarak sterilize edildigini belirtir.

&

Bu sembol tibbi elektrikli ekipmanlar
icin ek ABD ve Kanada givenlik
gereklilikleri ile uyumlulugu belirtir.

[1d]

Bu sembol kullanim talimatlarina
danigiimasini belirtir.

Bu sembol sistemin sinifini belirtir.

L]

Bu sembol bir tip CF uygulanan
parcay! belirtir.

(R

Bu sembol, bu sembolile isaretli
ekipmanin ¢evresinde parazitin
olusabilecegini belirtir.

&

Bu sembol gosterilen tarihten sonra
cihazin kullaniimamasi gerektigini
belirtir.

[sN]

Bu sembol Ureticinin seri numarasini
belirtir.

A

Bu sembol isletim, tagima ve saklama
icin sicaklik sinirlamalarini belirtir.

§

Bu sembol sistemin yasal spesifikas-
yonlarini belirtir.

A

Bu sembol cihaz ile iliskili bir IKAZI
veya UYARIYI belirtir.

=

Bu sembol sinif Il cihazi belirtir.

R only

Bu sembol bir regeteli cihazi belirtir.
Federal yasalar bu cihazin lisansh bir
saglik hizmetleri personeli tarafindan
veya onun emriile satilmasi kisitlama-
sini getirir. (yalnizca ABD igin)

ol

Bu sembol Ureticiyi belirtir.

Q@

Bu sembol tek kullanimlik bir cihazi
belirtir. Cihazi tekrar kullanmayin.

LOT

Bu sembol ureticinin dizi kodunu
belirtir.

Bu sembol igletim, tagima ve saklama
icin nem sinirlamasini belirtir.
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Bu sembol isletim, tagima ve saklama
icin atmosferik basing sinirlamasini
belirtir.

)4

Bu sembol cihazin siniflandinimamig
belediye atidiile birlikte atlmamasini
belirtir (yalnizca AB icin).

N2
e

TN~

K

Bu sembol cihazin gines isigindan
uzak tutulmasini belirtir.

Bu simge, sesin duraklatldigini
gOsterir.

& | AC

Bu sembol sistemin elektrik
spesifikasyonunu belirtir.

Bu sembol sistemin agirhgini belirtir.

=
Bu sembol hava
sizintisini belirtir.

(=)

Bu sembol Thopaz™'in eksen disinda
oldugunu ve sivinin dlgilemeyecegini
belirtir.

[

Bu sembol bataryanin bosalmak Uzere
oldugunu belirtir.

Bu sembol sivinin 8l¢ilemeyecegini
belirtir.
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®

Bu sembol, ambalaj hasarliise
cihazin kullaniimamasini belirtir.

Bu sembol malzemenin geri kazanim/
geri dénisim sirecinin pargasi
oldugunu belirtir.

y

Bu sembol hassas cihazin 6zenle
kullanilmasini belirtir.

Bu sembol sistemin maksimum vakum
seviyesini belirtir.

'Y

Bu sembol alternatif akimi belirtir.

ml

Bu sembol sistemin boyutlarini
(yxgxd) belirtir.

Bu sembol siviyi belirtir.

R{bﬂs

Bu sembol digmeye 3 saniyeden ¢ok
basiimasini belirtir.

[

Bu sembol bataryanin sarj edilmekte
oldugunu gésterir (hareket eden
cubuklar).

3

Bu sembol gegerli sivi 8lgimi igin
yeterli sivinin olmadigini belirtir.

unit

Bu sembol, belirlenen miktari gosterir.

Bu sembol cihazin kuru tutulmasini
belirtir.

Bu sembol sistemin akis seviyelerini
belirtir.

Bu sembol dogru akimi belirtir.

pcs

Bu sembol 8gelerin sayisini belirtir.

A

Bu sembol Hasta sayisini belirtir.

[

Bu sembol bataryanin bittigini
gosterir.

E3

Bu sembol bataryanin tam olarak sarj
oldugunu belirtir.

Bu sembol, Griiniin tibbi cihaz
oldugunu belirtir.



19 Technical documentation

A WARNINGS
Do not use other accessories than those specified or sold by the manufacturer as
replacement parts for internal components as it may result in increased emissions
or decreased immunity of the Thopaz* device.

EMC

Thopazt is EMC-tested in conformity with the requirements of IEC 60601-1-2:2014 4th Edition
according clause 7 and 8.9. Thopazt is a medical device that requires special safety precautions
and must be installed and placed in operation in accordance with the attached EMC information.

For technical details refer to the table below (English only).
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19 TexHnuyeckana AOKyMeHTaumA

NPEAYNPEXAEHUA

He ncnonbayiite A4nA 3aMeHbl BHYTPEHHUX AeTanen Apyrne npuHaanexHocTu,
KpOMe PEKOMEHLOBAHHLIX UM MOCTaBIAEMbIX MPOU3BOANTENEM, TaK Kak

3TO MOXET NPUBECTU K YBESIMUEHUIO N3/TYYEHUA UK CHUXEHWIO 6€30MacHOCTH
annapara Thopaz™.

3MC

Annapar Thopaz™ npowen TeCTUpoBaHNe Ha 3N1EeKTPOMATrHUTHYIO COBMECTNMOCTb

(BMC) B cooTBeTCTBUN C TpeboBaHMAMK cTanaapTa IEC 60601-1-2:2014, 4-a peaakuus,
nyHKTbl 7 1 8.9. Thopaz' npeactasnaet co6oi MeaULMHCKUI annapar, Tpedyowmn
cobntoaeHna ocobbix Mep 6esonacHocTv. Annapat HeoOxoAMMO yCcTaHaBNMBaTb U BBOAUTb
B 9KCn/yaTtauuio B COOTBETCTBMM C MPUBEAEHHOW Aanee nHdopmaumen no IMC.

TexHnyeckne xapakTepuCcTUKN CM. B TaBMLEe HUXE (TOSIbKO Ha aHTINNCKOM A3bIKE).

19 Teknik dokimantasyon

A UYARILAR
Thopaz* cihazinda emisyonlarin artmasina veya bagdisikligin azalmasina neden
olabileceginden, Uretici tarafindan belirtilen veya satilanlar disinda baska aksesvarlari,
dahili bilegenler icin yedek par¢a olarak kullanmayin.

EMC

Thopazt, IEC 60601-1-2:2014 4. Baski madde 7 ve 8.9"daki gerekliliklerine uygun olarak
EMC testine tabi tutulmustur. Thopaz*, &zel givenlik dnlemleri gerektiren bir tibbi cihazdir
ve ekli EMC bilgilerine uygun sekilde kurulumu yapilmali ve igletime alinmalidir.

Teknik aynintilar icin asagidaki tabloya bakin (sadece Ingilizce).
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Electromagnetic compatibility

(EMC, IEC 60601-1-2:2007 3rd Edition and [EC 60601-1-2:2014 4th Edition, Table 1)

Electromagnetic emissions

Thopazt is infended for use in the electromagnetic environment specified below.
The customer or the user of Thopazt should assure that they are used in such an environment.

Emission Tests

Compliance

Electromagnetic environment — guidance

flicker emissions
IEC 61000-3-3

RF emissions Group 1 Thopaz* uses RF energy only for its internal

CISPR 11 function. Therefore, its RF emissions are very low
and are not likely to cause any interference with
nearby electronic equipment.

RF emissions Class B Thopaz* is suitable for use in all establishments,

CISPR 11 including domestic establishments and those
directly connected to the public low-voltage power

Harmonic emissions Class A supply network that supplies buildings used for

IEC 61000-3-2 domestic purposes.

Voltage fluctuations/ Complies

WARNINGS

- Thopazt should not be used adjacent to or stacked with other equipment. If adjacent
or stacked use is necessary, Thopaz* should be observed to verify normal operation in
the configuration in which it will be used.

— Wireless communications equipment such as wireless home network devices, mobile
phones, cordless telephones and their base stations, walkie-talkies, RFID can affect the
Thopazt pump and should be kept at a distance at least 30 cm away from the device.

— Use of accessories or cables other than those provided by the manufacturer of this
device could result in increased electromagnetic emmisions or decreased electro-

magnetic immunity of this equipment and result in improper operation.
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Electromagnetic compatibility
(EMC, IEC 60601-1-2:2014 4th Edition, Table 2)

Electromagnetic immunity
Thopazt is intended for use in the electromagnetic environment specified below.
The customer or the user of Thopaz* should assure that they are used in such an environment.

Immunity Tests

Electrostatic

IEC 60601
test level

+ 8kV contact

Compliance
level

+ 8kV contact

Electromagnetic environment —
guidance

Floors should be wood, concrete or

Discharge (ESD) = 15kV air = 15kV air ceramic tile. If floors are covered with
IEC 61000-4-2 synthetic material, the relative humidity
should be at least 30 %.

Electrical fast =2kV x2kV Mains power quality should be that
transient/burst for power for power of a typical commercial or hospital
IEC 61000-4-4 supply lines supply lines environment.

= 1kV = 1kV

forinput / for input /

output lines output lines
Surge = 1kV = 1kV Mains power quality should be that
IEC 61000-4-5 differential mode | differential mode | of a typical commercial or hospital

= 2kV £ 2kV environment.

line-to-earth line-to-earth

not applicable

Voltage dips, short | .09 U, <0% U, Mains power quality should be that

interruptions and

voltage variations
on power supply

input lines

IEC 61000-4-11

for 0.5 cycle at 0°,
45°,90°,135°,
180°, 225° 270°
and 315°

0% U,

for 1 cycle

70% U,

for 25 cycles at
50 Hz single
phase: at 0°

and for 30 cycles
at 60 Hz single
phase: at 0°

<0% U,
for 250 cycles at
50 Hz

for 0.5 cycle at 0°,
45°,90°,135°,
180°, 225°, 270°
and 315°

0% U,

for 1 cycle

70% U,

for 25 cycles at
50 Hz single
phase: at 0°

and for 30 cycles
at 60 Hz single
phase: at 0°

<0% U,
for 250 cycles at
50 Hz

of a typical commercial or hospital
environment. If the user of Thopaz*
requires continued operation during
power mains interruptions, it is
recommended that Thopaz* be
powered from an uninterruptible
power supply or a battery.

and for 300 cycles | and for 300 cycles

at 60 Hz at 60 Hz
Power frequency | 30A/m 30A/m Power frequency magnetic fields should
(50/60Hz) be at levels of a typical commercial or
magnetic field hospital environment.
IEC 61000-4-8

NOTE U is the a.c. mains voltage prior to application of the test level.
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Electromagnetic compatibility

(EMC, IEC 60601-1-2:2014 4th Edition, Table 4)

Electromagnetic immunity
Thopazt is intended for use in the electromagnetic environment specified below.
The customer or the user of Thopaz* should assure that Thopaz* is used in such

an environment.

Immunity
Tests

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

IEC 60601-1-2
test level

3Vrms
150kHz to
80MHz

3V/m
80MHz to
2.5GHz

Compliance
level

3Vrms

10V/m

Electromagnetic environment — guidance

Portable and mobile RF communications
equipment should be used no closer to any
part of Thopaz™*, including cables, than the
recommended separation distance calculated
from the equation applicable to the frequency
of the transmitter.

Recommended separation distance
d=12V P

d=035V P
80MHz to 800 MHz

d=07VP
800MHz to 2.5GHz

where P is the maximum output power rating

of the transmitter in watts (W) according to

the transmitter manufacturer and d is the
recommended separation distance in meters (m).
Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,®
should be less than the compliance level in each
frequency range.’

Interference may occur in the vicinity of
equipment marked with the following symbol:

)

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people.

NOTE 3 Proximity fields from RF wireless communications equipment were tested according
to Table 9 of [EC 60601-1-2:2014

° Field strengths from fixed RF transmitters, such as base stations for radio (cellular/ cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due
to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field
strength in the location in which Thopaz* are used exceeds the applicable RF compliance level
above, Thopaz* should be observed to verify normal operation. If abnormal operation is observed,
additional measures may be necessary, such as reorienting or relocating Thopaz*.

® Over the frequency range 150kHz to 80 MHz, field strengths should be less than 10V/m.
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Electromagnetic compatibility
(EMC, IEC 60601-1-2:2014 4th Edition, Table 6)

Recommended separation distance between portable and mobile RF
communications equipment and Thopaz*

Thopaz* is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of Thopazt can help prevent
electromagnetic interference by maintaining a minimum distance between portable
and mobile RF communications equipment (transmitters) and Thopaz* as recommended
below, according to the maximum output power of the communications equipment.

Rated maximum output | Separation distance according to frequency of transmitter

power of transmitter m (meters)

P (W) 150kHz to 80 MHz 80MHz to 800 MHz 800MHz t02.5 GHz
d=12V P d=035V P d=07VP

0.01 0.12 0.04 0.07

0.1 0.38 0.1 0.22

1 1.2 0.35 0.70

10 3.8 1.11 2.21

100 12 3.50 7.00

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people.

NOTE 3 Tests were done for RF Proximity fields according to IEC 60601-1-2:2014 Table 9 for the
neccessary frequency bands.

WARNING

Portable RF communications equipment (including peripherals such as antenna cables
and external antennas) should be used no closer than 30 cm to any part of the Thopaz*
pump including cables specified by the manufacturer. Otherwise, degradation of the
performance ot this equipment could result.
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Appendix A

Disposables

P—

B,

079.1000
079.1002

079.1003

079.0011
079.0012

079.0016
079.0017

079.0018
079.0019

079.0021
079.0022
079.0023
079.0024
079.0025
079.0026

Thopaz* digital cardiothoracic drainage system
with Instruction for use 200.6841

Thopazt digital cardiothoracic drainage system
with Instruction for use 200.6842

Thopaz* digital cardiothoracic drainage system
with Instruction for use 200.6843/101034256

Thopaz canister 0.3, antifoaming*
Thopaz canister 0.31 with solidifier, antifoaming*

Thopaz canister 0.81, antifoaming*
Thopaz canister 0.81 with solidifier, antifoaming*

Thopaz canister 21, antifoaming*
Thopaz canister 2| with solidifier, antifoaming*

Thopaz tubing single*

Thopaz tubing double*

Thopaz tubing single, small connector®
Thopaz tubing double, small connector*
Thopaz tubing single, large connector*
Thopaz tubing double, large connector*

101039326 Thopaz tubing extension, 1 line*

101039327 Thopaz tubing extension, 3 lines*
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Accessories
g 079.1006  Carrying strap Thopaz*

7, 0790037 Docking station
bl 079.0038  Adapter docking station for Thopaz* canister 21
Q 079.0034  USB cable
~2 0790039 Thopozsealing cap*
;E?S'i 079.0036  Holder with standard rai
f"‘ i 079.0040  Universal holder with standard rail
R 0771456  Vacuum gauge

3
@ 0870059 Thopaz*/Liberty wall mains adapter/charger
(]

wwwwwwww

Documents 079.1007  Thopazt CD

200.6841  Thopaz* Instr. for use (EN/DE/FR/IT/NL/SV/ES/PT)
200.6842 Thopazt Instr. for use (EN/DA/FI/NO/CS/PL/SK/EL)
200.6843  Thopaz* Instr. for use (EN/JA/KO/RU/TR)
101034256 Thopaz* Instr. for use (EN/ZH)

Spare parts 077.0117  Screw covers 200.8057 Holdertool
0770119  Feet 099.0347  Bed holder
099.0343  Seal orange 099.0361  Standard rail holder
077.0124  Cover for ports 099.0348 Release button

* freneo
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Appendix B

EN/IEC 62353:2008

Connect Thopaz* to mains adapter or place it in docking
station.

charged.

Hospital Thopaz* serial number:
Firmware version:
Location: Run time (Settings 2/2): h
Visual checks NO YES
Cracks, brittle areas, discolouration on housing and display
Covers for ports are present and can be clicked in
Standard rail and bed holders are present and can be opened
Seal is present, is clean and not brittle
Release button can be pressed, canister can be clicked in
Thopaz* is clean with no dirty areas
Tests OK Not OK
FPT test Q Q
Carry out test as described in Instructions for use.
Thopaz* must be disconnected from the mains
(battery operation). Required test equipment: vacuum
gauge ~0-10kPa Class 2.5% or better (E.G.077.1456)
Acoustic signal (beep) Q a
Audible?
Battery 0 Battery is being QO Battery is not

being charged.

Overall evaluation Errors Actions
No safety or functional technical errors were detected. Q Thopaz* is ready
for use.
Errors that are not safety relevant were detected. a1l Thopaz* is ready
No direct risk. for use, errors must
2 be corrected by
]
3
Safety relevant errors were detected. al'.____ Do not use
Thopaz* until the
2 errors are
corrected. Send
3 Thopaz* to Medela
Service Centre.
Nexttest: ___ /___ /________
Tester/Signature: Place/Date:
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