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1 Important Information for Users

Responsibilities:

The head / operator of the facility is responsible for traceable documentation of instrument
preparation. This person decides how records are kept and how much is recorded. The
settings in SegoSoft® Yare standardised and the operator must set and adjust these to meet the
needs and requirements of the facility. Only when used in this way can SegoSoft afford
protection from legal liability risks.

Purpose
The Segosoft program is designed to prevent disease and infection by monitoring and
supporting the preparation process of invasive and non-invasive medical devices.

Process validation:
Process validation is explicitly required in QM systems (DIN EN ISO 9001, DIN EN ISO 13485,
GMP, DIN EN ISO 15189), in the guidelines of the German Medical Association (RiliBAK) and
in the German Medical Devices Operator Ordinance (MPBetreibV). It includes preparation of
documentary confirmation that a process will always create a result or product which conforms
to the set requirements.
As part of the legally stipulated process validation the following qualifications are specified for
SegoSoft:

Installation Qualification (1Q),

Design Qualification (DQ),

Operational Qualification (OQ),

Performance Qualification (PQ),

Maintenance Qualification (MQ).

Comcotec can provide assistance creating those documents.
Reference to standards, directives and ordinances in their respective valid versions.

Professional competence of personnel
Under the terms of section 2 of health and safety regulations in health services [§ 2 UVV
"Gesundheitsdienst” (VBG 103)], only persons
with professional training in health or
who are trained and supervised by a technically competent person
should be appointed to perform disinfection duties.
Persons who have the appropriate training and experience to detect
(infection) hazards and can take action to avert them are considered technically competent.
Disinfection tasks include planning the work as well as
conducting it.
For example, the technical competency required for planning disinfection tasks
can be expected:
— in the hospital, e.g. hospital hygienist, doctor with hygienist duties or specialist
hygienist,
— doctors in public health,
— in medical practices, veterinary practices, practice manager. The technical
qualifications required for performing disinfections can, for example,
be expected with:
— certified disinfection technicians,
— trained hygiene technicians,

1) SegoSoft is a registered trademark of Comcotec Messtechnik GmbH
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Device drivers

Selecting the right device driver is a key factor for trouble-free and correct recording of

process data by SegoSoft. The user is required to input the exact information for the device
manufacturer and device type when setting up the device.

Release dialogue users:
Only persons who because of their training and occupation have the necessary specialist
knowledge (qualified person) may be appointed.

Security functions:

The release decision made by a user is documented in the SegoAssurance module of the
SegoSoft process documentation, where a PDF document that records the release by the user
is generated and saved with a digital signature. This process uses the certificate assigned
specifically to the user. The release decision by the user can be checked with Adobe Reader
by comparing the data of the certificate with certificate data generated by SegoAssurance.

The most important security features of the SegoAssurance module are the

1. creation of a unique user certificate based on ITU-T Standard X.509 Version 3

2. documentation of the release decision with an advanced electronic signature

Intended use:

SegoSoft is a modern process documentation system for medical and laboratory applications
that is independent of device manufacturers. All relevant parameters and data from cleaning,
disinfection and sterilisation are recorded in a seamless documentation trail.

The purpose of process documentation is the collection and administration of data sent to the
system by external devices, referred to as end devices. The primary goal here is to ensure the
highest level of data security and an easily navigated archive of the collected data.

SegoSoft is designed for fully automatic documentation of the automatic processing
mechanism. The operator is legally covered by the use of the prescribed SegoSoft version
(e.g.: FDA user).

SegoSoft is not intended for optimising processes or process parameters of the
attached medical devices.

Every change to processes or process parameters requires a new validation of
the complete process.

Maintanance Qualifikation
Contains the documentary confirmation of regular main-tenance. Description of all the
necessary cle-aning, maintenance and servicing measures.

Validity of digital signatures:

The coding algorithms must be renewed every two years to eliminate as far as possible the risk
of the signed data failing to comply with legal requirements. If you have any questions, please
contact our support staff. Use our Service Card and enjoy a range of services (telephone
support, free product updates and free update of the digital signature).

Overview of functions
The software is used with the process of preparation of medical devices.It includes the
following major functions:

. Fully automatic documentation of the automatic preparation process by
recording data (e.g. temperature, pressure, contact pressure) from device
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interfaces (washer disinfectors (WD), sterilisers) and converting the data into a
format that the user of the software can read,

. Consideration of the validation values of the respective instruments by taking
the calibration is taken into account within the scope of a software validation
(The validation of the reprocessing process by the user is required by
MPBetreibV 88 prescribed by law)

. Confirmation that the data imported via the interface actually originate from the
connected device,

. Calculation of various preparation parameters, such as A0 value, saturated
steam temperature,

. Display of chart showing overlapping curves of actual and setpoint values,

. Optimisation of the preparation process of the connected medical devices with
the above functions.

. Visualisation and documentation of the preparation process in real time.

. View of process for the release decision during preparation,

. Calculation of an expiry date for the sterile instruments according to the the
setting of the reprocessing staff (default setting: 180 days)

. Labelling of sterile stored instruments with expiry date, batch number and
sterilisation programme name.

. Legal confirmation recorded by electronic signature. Menu-controlled operation

and archiving of relevant data after assessment and release by the technician,
including confirmation of identity.
. Long-term archiving of documents with prevention of unauthorised changes.

Verification window

The verification window opens automatically opened immediately after starting SegoSoft.
The user receives information on the security status of the practice and user certificates and
the activation status of the preparation devices.

[03:27:02] Communication with the Comeotec-Server iz starting... ) L. ) )
103,27 06] Conmmen Citors sompiant, For example, if the digital signature has expired,
03 27.0F] !l Please check your company cerificate |
(2 5611 it o 21 s o 4o S G _Sem st 10 “Contact your software support! ”
013 27:06] Check up completed . ' H .
{DS 27 DE% Cnmmunli:;:at\nr?w:ththa Comcotec-Server completed appears |n the Verlflcatlon WIndOW

By selecting the checkbox

“The legal security is not guaranteed”

. the user confirms that the information has been
@\egeﬂ security is not guaranteed. read

SOFT

Process Documentation ( :\
>
&%
]

) E=nlrn

SEGO
» O 2

If, despite the warning

“The legal security is not guaranteed.”

other recordings are started, the process data will continue to be recorded.
However, the data can no longer be released in accordance with legal
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requirements.

To ensure the legal security of the process data the encryption algorithms of the digital
signature must be renewed.

Please “Contact your software support!”

Maintenance information:

The head / operator of the facility is responsible for the maintenance information for the various
preparation devices in SegoSoft. The maintenance intervals specified by the manufacturer
must be observed.

Styles in the SegoSoft user manual:

Menu commands are printed in bold separated by “/". For example “File/Open* refers to the
Open command in the File menu.

The contents of a dialogue window are also printed in bold. E.g.: “Select a file name in
the list and click OK".

Keys are printed in block letters, e.g.: “ENTER”. Key combinations such as ALT+F mean that
the F and ALT keys must be pressed simultaneously.

CE mark
This product has a CE mark in accordance with the requirements
of Directive 93/42/EEC (Medical Device Directive). With this label
Comcotec Messtechnik GmbH declares that the labelled product
01 23 meets the basic requirements of the Medical Device Directive and

that this is monitored under the number 0123 by the specified
certification office.
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2 System requirements

SegoSoft is designed to run on standard personal computers. The specified configurations
have been tested on a number of different systems.

The current system requirements can be viewed at:

The system performance for SegoSoft should exceed the recommended
minimum depending on the number and type of connected devices. This will
ensure trouble-free operation.

2.1 Network

A functional network is required to record a medical device on he network. Consult your IT
person to clarify the current status of the network.

3 User interface

SegoSoft operates in a similar fashion to standard Windows programs with a standard
Windows interface.

Title bar
The top row of all programs shows the title of the program, e.g. “SegoSoft“, the current status
of the sterilisation or disinfection process, e.g. “SegoSoft [Record

- Recording - Pretreatment]’, and the location of the program. For example, if the
window for records

in the archive is open to its maximum size, the title bar shows “SegoSoft [Records]".
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" SegoSoft - [Record: Comecotec Sterilizer - Cycle completed] ‘ = ==

EY File Edit View Archive Edras Window ? NEE
1| 3 = (@ =
-FEEE R l N — —
Overview * | Chat | Report | Menu ftie bar | = Information -
Comeotee Sterilzer - Cycle compl |~ o] | [Device Hame Comcotes Sterizer
1600 r—— 2000 Type Demo Generic
1600 % ;DDE“DTD 5733
. o
1400 Fonction bar o | oo 2365
1300 5 3200 Device category Demo
1200 v P aom | |~/ Display
110.0 " g 200 | |5 Chatt F
2600 Background colar
. . 2400 Foregiound color | | ’,’
Overwiew of windows R d wind 2200 Gid color
ecor WI n Ow 2000 = Process data
] 1300 Begin . .
- \, e || Eng Devices settings
) 1400 Duration
600 1200 State TYCIE COmpleted —
40.0 1000 Charge No. Doono12
200 800 Program P1 134" Feste Giiter
200 800 | |/ Sensors
400 | = User defined fields
10.0 200 - -
Sterilization material. Semicitical 4/B
o ro Frocess Indicator [
P P—T— s 08:02:30 08:12:30 08:22:30 0g8:32:30 08:42:30 08:52:30 02:02:30 09:12:30 09:22:30
Treatment [ndicator oK i
= *|[09:38:27] Database opened.
Device Name Manufacturer Type State Location Device ID Cycle Enabled Device categ o] [ Bt neotectSagokSega.veb)
£ Comcotec Thermodesinfector ~ Comcotec GmbH  Sego Sensor Module Ready Ves Sensor Fead) it
DCom:otac Sterilizer Comcotec GmbH ~ Demo Generic Ready §7334 2365 Yes Demo
£, Comcotec Sego Sensor TD Comcotec GmbH  Sego Sensor Module TD Ready Yes Sensor
- : Message window
—-| Devices window
4 | Status bar g
o it v 12
Ready Comcotec Messtech... NUM

3.1 The menu

File Edit View Archive Bdras Window 7

The menu commands are sorted by functional groups. As soon as a separate window is
opened to run a menu command, additional commands for further processing appear e.g.

“Archive/Records”, the command “Window" also appears.
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3.1.1 “File“ menu:

;{2 Y SegoSoft - [Record: Comcotec Stenlisator - Cycle complete

EX(File] Edit View Archive Exdras Window ?

Open... Ctrl+0 g ‘ ‘ 8 ‘ I
Create PDF... @{ @ _
Close Ctrers | O |Report|
oot

Print... Ctrl+P 1800
Print preview 1500
Print Setup... 1400
Recent file 1300

1200
Leg out s
Exit 1000 {'\ f

“File/Open*

Previously saved records can be opened in a dialogue window.

“File/Print Setup"
The connected printer can be set up in a dialogue window.
Settings for printing out to paper can be selected here specifically for SegoSoft.

SegoSoft Settings

Colar printing

Lire chart Fepart Protocals
U zer defined fields Meazured values Infarmation

The selected printer settings are listed in the device settings window of the specific preparation
device in the Output/Printer folder.

“File/Recent File*
When SegoSoft is used for the first time, this command is greyed-out; at all other times a list of
the recently opened files is displayed.

“File/Log out"
The user identified by password (password and user name prompt) can log out with this
command. The user status is shown in the status bar (bottom right).

This command closes SegoSoft.

o Segosort

File [Edit| View Archive Extras ?

Cut Ctrl+X [#] | <) ) | E
S| £ 0|
Copy Ctri+C | I
X
Inzert Ctrl+V
Select all Ctrl+ A
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3.1.2 “Edit* menu:

The commands “Edit/Cut”, “Edit/Copy"“, “Edit/Paste" are available depending on the
connected device type (e.g. steriliser). Additional functions such as “Edit/Graph?”,
“Edit/Record” and “Edit/Select all” are also available depending on the main window.

‘Edit/Select all*

All contents of the open window are selected.

The available edit menu commands can also be opened by selecting the device (e.g.
steriliser) in the device window with the right mouse button and using the context menu.

“Edit/Record"

In this menu a completed record of a device can be released, a record of a sealing device can
be closed or the record can be checked for changes.

3.1.3 “View* menu:

- segoson_ o
File Edit | View | Archive
v Toolbar

A
v Status bar
x
| ¥ Devices Alt+2
¥ Messages Alt+1
v | Releases Alt+3
Reset

The default setting for the screen display of SegoSoft is set to show all available views. The
screen views can be activated or deactivated by selection with the mouse. The reset function
can be used to reset the view settings to the default settings.

3.1.4 “Archive” menu:

 segosort S

File Edit View | Archive

Records

PDF &rchive

Audit trail

“Archive/Records”

A separate window [Records] is opened showing the process data records of all connected
devices in table form.

(Start, End, Duration, Status, Batch no., Program, Manufacturer number, Cycle counter, Device
name, Company, Type, Process evaluation, Product release, Released by, Released on)
Context menu selected by right mouse button in the records window
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Save as...

Copy...

Display

Configure columns...

Collate

Set filter... F3

Reset filter

Refresh F5

Select all

Ctrl+A

“Edit/Records/Configure columns” or context menu with right mouse button “Configure

"
columns
Columns (|
isible Irvizible
Begin
Duration
State
Charge Mo.
Pragram
Device D
Cycle

Device Mame
Manufacturer
Tupe

Process evaluation
Product release
Released at

A separate window [Columns] opens. The
table header for the process-data records in
the separate window [Records] can be
changed with the buttons. The order of the
preset criteria (Start, End, Duration, Status,
Batch no., Program, Manufacturer number,
Cycle counter, Device name, Company,
Type, Process evaluation, Product release,
Released by, Released on) and the
selection criteria entered by the user can be
changed and displayed or hidden.

“Edit/Records/Records/Collate” or context menu with right mouse button “Collate”

Collate

e S|

Sorted
Charge MNo.
Direction
() Azcending
@ Descending

Unsorted
Begin
End

Duration
State
Program
Drevice Name
Manufacturer
Type

Process evaluation
Product release
Released at
Device ID
Lycle

Cancel

A separate window [Collate] opens. The

criteria for the table in the separate window
[Records] can be sorted in ascending or

descending order with the buttons.

The sort function can also be set by clicking
the required sort criterion with the mouse in
the table header in the separate window

[Records].
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“Edit/Records/Search (Set filter)“ or context menu with right mouse button “Search (set

“
filter)
Filter (-
Calumns Walues
Begin () Filter off
End
Duration Achual valus
State |
Charge Mo fput
Program
Device ID
Cycle
Device Name
M anufacturer
Tupe
Pracess evaluation Hange
Product release !
Relzazed at

*Begin
End
Druration

State

Charge Ma.
Progran

Device 1D

Cuycle

Device Mame

b anufacturer

Type

Process evaluation
Product release
Released by
Releazed at

Walues
~ 1 Filter aff

Actual value

Input

Fange
e

01.06.2015 00:00:00

A separate window [Filter] opens. A

special

search in the records can be started with the
criteria in the process-data table displayed in

the “Columns" field.

Several criteria can be applied to the search.

I

Colurmng

02.06.2015 00:00:00

Canhec

d || ok |

For example, if the search is for
process data of a device with a

known Manufacturer number
within a specific period that
were released by a specific

person, the following filters are
set.

“Manufacturer number” - activate
input - enter manufacturer
number,

“Released by” - activate input -
Enter name of person who
released it,

“Start” - activate range — enter
searched time interval from to
(DD.MM.YYYY hh:mm:ss)

The filters are marked with an
asterisk in the “Columns" field.

The displayed entries of the remaining process-data table correspond to the inputs of the
defined filters. When the “Edit/Records/Search (Set filter)’ search function is opened
again, the separate window [Filter] opens with the entries of the set filter. This allows the
user to check which search has been started. New filters for the search can also be inserted.

“Edit/Records/Records/Reset filter” or context menu with right mouse button “Reset filter"
The entries of the set filter are deleted and the complete process-data table is displayed again.

“Edit/Records/Records/Label printing“ or context menu with right mouse button “Label

printing”
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The prior marking of a released record with a positive product release is followed by printout or
reprint of a label, if the technical requirements have been met.

“Edit/Records/Refresh" or context menu with right mouse button “Refresh”
The view of the separate window [Records] is refreshed.
This function is also called by pressing F5.

“Archive/PDF Archive*

A separate window [PDF Archive] is opened showing the process data records of all
connected devices in PDF format.(Start, End, Duration, Status, Batch no., Program,
Manufacturer number, Cycle counter, Device name, Company, Type, Process evaluation,
Product release, Released by, Released on). The number of criteria in the process-data table
depends on the prior configuration of the columns.

Context menu selected by right mouse button in the PDF Archive window

Save as...

Copy...
Display
Configure columns...

Collate

Set filter... F3
Reset filter

Refresh F5

Select all Ctrl+A

— “Edit/PPF/F‘onfigure columns* or context
menu with right mouse button “Configure
columns”

Columns

Wisible [rrvizible

Begin
End ¥
Duration
State
Charge Mo.
Frogram

Device ID A separate window [Columns] opens.

Cycle

Device Name The table header for the process-data

Marufacturer

Lpe records in the separate window [PDF

Process evaluation
Product release

Releassby Archive] can be changed

with the buttons. The order of the
preset criteria (Start, End, Duration,
Status, Batch no., Program,
Manufacturer number, Cycle counter,
Device name, Company, Type, Process
evaluation,Product release, Released
Ok by, Released on) and the criteria
entered by the user can be changed

F]

E|

<€

E

5

and displayed or hidden.
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“Edit/PDF/Collate" or context menu with right mouse button “Collate”

Collate wesw A separate window [Collate] opens. The
e Ureated criteria for the table in the separate window
Bogin [PDF Archive] can be sorted in
e ascending or descending order with the
Dodos ame buttons. The number of sort criteria in the
Manutacturer .
e process-data table depends on the prior
Productrease configuration of the columns.
. Deviee D . .
L~ The sort function can also be set by clicking
the required sort criterion with the mouse in
the table header in the [PDF Archive]
Direction .
) Ascending Wi ndOW
@ Descending

Cancel

“Edit/PDF/Search (Set filter)" or context menu with right mouse button “Search (set filter)"“

Filter S
Colurnng Valu?as
& et A separate window [Filter] opens. A
. it special search in the records of the PDF
Deaer D : archive can be started with the criteria in
hﬁf'lulm the process-data table displayed in the
P e G “Columns* field.
Hoieestait —
Several criteria can be applied to the
search.
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Calumns

End

Druration

State

Charge Mo
Program
Device (D
Cucle

Device Mame
Manufacturer
Type

Process evaluation
Product release
Releazed by
Released at

Walues
Filter aff

Actual value

Input

Range
2

01.06.2015 00:00:00

i

For example, if the search is for
process data of a device with a known

Manufacturer number within a
specific period that were released

by a specific person, the following
filters are set.

“Manufacturer number” - activate input
- enter manufacturer number,
“Released by” - activate input -

Enter name of person who released it,
“Start” - activate range — enter
searched time interval from to
(DD.MM.YYYY hh:mm:ss)

The filters are marked with an asterisk
in the “Columns* field.

02.06.2015 00:00:00

Cancel | [ O ]

The displayed entries of the remaining process-data table correspond to the inputs of the
defined filters. When the “Edit/PDF/Search (Set filter)’ search function is opened again, a

separate window [Filter] opens with the entries of the set filter. This allows the user to check
which search has been started. New filters for the search can also be inserted.

“Edit/PDF/Reset filter‘ or context menu with right mouse button “Reset filter"
The entries of the set filter are deleted and the complete process-data table of the PDF archive
is displayed again.

“Edit/PDF/Label printing“ or context menu with right mouse button “Label printing*
The prior marking of a released record with a positive product release is followed by printout or
reprint of a label, if the technical requirements have been met.

“Edit/PDF/Refresh" or context menu with right mouse button “Refresh*
The view of the separate window [PDF] is refreshed.
This function is also called by pressing F5.

“Archive/Audit trail”

A separate [Audit trail] window is opened with a protocol of all completed and interrupted
processes in table form (secured to prevent manipulation). (Date, Type, Action, Description,
User, Remark).

“Edit/Audit trail/Remarks”
Precondition for activating the command: The user must have the corresponding group rights,

must be logged in and must have selected an entry in the list. An “Audit details* dialogue
window shows the “Remarks" field, in which additional information can be recorded.
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Audit trail details 2

Date Type
02/06/2015 04:22:01 Records - Create m
Cancel

Description
Comcotec Sterilisator - 57334 - 2365 - Cycle completed

Remark

Edit

3.1.5 Context menu “Devices” (with the right mouse button in the devices window):
“Connect"

Precondition for activating the command: The device listed in the devices window (e.g.
steriliser) must be marked. The device (e.g. steriliser) is connected to SegoSoft. The
connection status to SegoSoft is shown in the devices window in the details view

(“Devices/Details").

“‘Disconnect"

Precondition for activating the command: The device in the devices window (e.g. steriliser) that
is to be disconnected from SegoSoft must be marked.

The marked device (e.g. steriliser) will be disconnected from SegoSoft. The connection status

to SegoSoft is shown in the devices window in the details view (“Details").

“Sorting"

The devices listed in the devices window can be sorted alphabetically in a submenu by the
following criteria. (Device name, Company, Type, Status und Location). An arrow is shown in
the selected column description. Click on the arrow to sort in the reverse order (Z-A).

The sort function can also be set to the require sort type by clicking in the devices window with
the mouse.

“Archive*
Precondition for activating the command: A device in the devices window (e.g. steriliser) must
be marked.

“Archive/Records": A separate window [Records] is opened showing the process data
records of the marked device in table form.

“Archive/PDF" A separate window [PDF Archive] is opened showing the process data
records of the marked device in PDF format.

“Devices/Details"
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The specified devices are listed in the devices window by the following items: (Device name,
Company, Type, Status, Location, Manufacturer number, Cycle count, Activated).

‘Devices/Large icons*
The specified devices are listed as icons in the devices window.

3.1.6 “Tools*“ menu:

Extras | Window 7
Options 1 E—
| G @8
| Overvis Shutdown : —l L
Repart
I Comc
Change password o4
.0
Maintenance
mp—

“Tools/Settings*
A separate window [Settings] opens. With the corresponding group rights the “General*,

‘Devices", “‘Release”, “System*, “Interface" and “Network" functions can be edited.

General:
The station name appears in the title bar.

- N
Settings )

= Settings | 3% General

% Station name

dug Devices Instrument reprocessing, Room L042

% Release
2"(" System
2, Surface
5, Network
3‘(‘. Master data
% Service Card
4 Campany
% Users
% Groups
S Audit trail

il

ok J[ cancd |[ e |[ nee |

Devices: _ _
[setines - )  Automatic settings by SegoSoft.

& 34, sengs < [§%mewces We recommend using the settings shown.
% General

. Device initialisation at program start
B

ap

" Release Device connection at program start
3% System
i )\f. Surface Device connection after creation

»

!

% Network
3 }C Macte iats [¥] Log raw commurication data
G, Service Card
F% Company 7] Automatic chargen number
5% Users !
54 Groups

5 Audit trail
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2 The head / operator of the facility is responsible for deactivation of the release

(release upon completion of record).

Release:

-

Settings

- g Settings # Release
5% Genenal Release
BK' Devices [¥] Release upon record completion
< P
52, System [ Create PDF upon record complstion
. ;(ﬂ Surface [ Print upon record completion

3.(. Network Settings

- 5% Master data
S senvice Card
-3, Company

7] Close window upon record complation

S Users
-3, Groups
4 Audittrail
o)
System:
["settings
= H Settings 2% System

-, Network
- Master data
5, Service Card

Company

By Users
5% Groups

5, Audit trail

Common
] Associate SegaScft/Varosoft files with program

(o=

Interface:

Settings

General
Devices
Release

System

Surface
5 Network
£ % Master data

% Service Card
54, Company

Users

-5 Groups
% Audit tail

»

?‘4 Surface

=l Colors
B Automatisch

Product release nat granted Il
=/| Dialogs

Radio buttors instead |[-] M ©1 B0

EEEEEEEN
= — EEEEEEEN

Mehr Farben...

OK Cancel

We recommend that you use the “Release

on completion of record” setting. On
completion of the preparation program the
screen automatically displays the release
dialogue window. This releases the device
almost immediately.

For long-term archiving the setting “Create

PDF upon completion of record" is
recommended.

SegoSoft files on the computer are opened
automatically in the SegoSoft program by
double-clicking the left mouse button. We

recommend that you use the “Link
SegoSoft/Variosoft files with the
program- setting.

In the “Interface* the colours for the
“Product release issued" and “Product
release not granted" entries are selected.

Colour selection: Left click on the coloured
box to open a separate selection window.

The process-data table in the archive (records
and PDF) are blue if product release is issued
and red if release is not granted.

The “Release issued” and “Release not

granted" text in the release dialogue is also
correspondingly coloured.
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An automatic backup of the files generated by

=ad) SegoSoft is created via the “Network" tab.
334 samos | 5% Wetwark '| The file backup can be on a server
e ot - | (recommended) or on an external storage
9% Retese | |medium. The condition for this is that the field

“Copy files to" is marked and the location
for the backup copy is set up via the directory.

If the network is temporarily interrupted during

- I the backup process, SegoSoft backs up the
‘ ] e ——/Inewly generated files by a regular prompt
after the network connection has been
restored.

“Master data“
In the Master data tree structure the “Service card”, “Company data“, “Users",

“Groups”, “Audit trail‘, “Settings" and “Licences" items can be opened. Changes can
also be made subiject to the corresponding group rights.

If the company name is changed, the SegoSoft certificate must be renewed.

Service card: Displays the service-card number recorded at installation. More detailed
information on entering data and the Automatic configuration, Request clearing,
Carry out release functions are described in the Installation and Administration
Manual.
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f Settings M

i{“ Release - ﬁfd Service Card
-ﬁg_’.\' ¥
- ge System Automatic

i{i Ciface sC 80817 - F3U Configuration

g R
' & Netwark Request
E—j------?\"‘({. Master data Clearing

-3¢ s P

;{"ﬂ Company Clearing

}{’n Users

i{‘, Groups

% Audit trail

| }{“ Settings

}/:,, Licenses

E—J{EI Devices

b }{2 Comcotec Sterilisator
E—J}t'fa Add-ons

o iii Segolabel

m

jff, External interfaces =
[ ok ]| cancel Apply Help

Company data:Displays the company data that was entered at installation. The company
data are shown in the record documentation and the electronically signed PDF documents. The
“Valid” status is based on the digital signature created at release. No other certificate status is
permitted for correct use.

More detailed information on entering data and the Request clearing and Carry out

release functions are described in the Installation and Administration Manual.

i Settings ﬂ

[=1E j{; Settings = ﬁfﬁ Company

....... j‘i: General =l Display
....... ;"f‘ Devices M ame Comcotec Messtechnik GmbH. certificate

*

....... ;"{i Release | Shrest Gutenbergstr. 3

i Zip 85716 Request
....... ;\. Systermn Clearing
....... ﬁi: Surface Country Germany [DE]
Femark
. [=1| Certificate
=12 ;f. Master data Slate Valid

City Unterzchleifheim

m

Perform
Clearing

------- }{. Metwork

[ ok ][ Ccancel Apply Help
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Display company data/certificate
Opens a separate window in which the certificate data can be viewed.

Certificate

General | Details | Certification Path |

|__R | Certificate Information

This certificate is intended for the foll
» All application policies

ing purpose(s):

Valid from 5/ 23/ 2015 to 5/ 25/ 2017

Learn mere about Eerfificates

Issued to: Comcotec Messtechnik GmbH. - Certificate

Issved by: Comcotec SegoSoft Generic Version (2013)

ctall Certificate...| | Issuer Statement

[ x ]|

Users: Shows the current users. The subsequent execution of functions in the program
depends on the selected group when the user was created.

-
Settings a g
= ?";f‘ Settings o % Users
_pl“/{ B
"""" }“‘ General First name Specimen o m’
A . -
------- ?\. Devices Last name Lamine i
s : Delete
------- }{g Release Title
Position
....... e Prirt
?“ System Group Administration
whs
------- ?{, Surface Change Paszword Display
....... ?":f" Metwork - =l Certificate certfficate
A State W alid =
= }\, Master data = User
& .
------- }‘f. Service Card First name Specimen
_______ ?‘*gi Company Lazt name Qlivia
Title
[l ad
"""" }“’ @ Pozition
L wh
....... ?;’; Groups - Operators |
_______ jl“{)n Audit trail Change Password
= [=I| Certificate &
....... ¢, Settings
------- i‘f. Licenses
[ ok || cancel Apply Help
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“Users/New*
Precondition for activating the command: The user must have corresponding group rights, must

be logged in and the “Master data/Users” tree structure must be selected. When the
“New" function is selected the input fields for adding a new user are displayed.

First name, last name and group are mandatory fields. Title and position can be used to show
the role of the user. After completing the input fields, the information is saved with “Accept
and a dialogue opens to prompt the input of a password for the user. After entering the
password, a certificate (electronic signature) is generated for the user and the status of the
certificate is displayed in the user status. The new user now has a unique user certificate as
identification and can administer the hygiene documentation in accordance with the rights
assigned to the user.

‘“Users/Delete”

Precondition for activating the command: The user must have corresponding group rights, must
be logged in and the “Master data/Users” tree structure must be selected. Selection of the
“Delete” function deletes the selected user. Deletion of a user has no effect on the records
documents.

“Users/Print"
Once the certificate has been generated the signature verification key of the certificate
should be printed out along with a training form.

“Users/Display certificate”
Opens a separate window in which the certificate data of the user can be viewed.

Certificate e

General | Details | Certification Path

?9 Certificate Information

This certificate is intended for the following purpose(s):
» All application policies

Issued to: Lamine Specimen

Issued by: Comcotec Messtechnik GmbH. - Certificate

valid from &/ 2/ 2015 to 5/ 23/ 2017

Install Certificate...| | Issuer Statement

Learn more about ferd

| Lo Jj

An accredited signature can be imported into SegoSoft with “Install certificate”.
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More detailed information on editing user data is described in the Installation and
Administration Manual.

Groups:Displays the groups and rights set up at installation. The assignment of a group to a
user controls the user’s authorisation for executing functions in the program.

Settings ﬁ
A . - | |2 5
- g Settings == Groups
Er W] (L L= (NN [ F L e Ly e p | |
- g General = = -
3:::» ] =l Group New
- e Devices Group name Adrninistration —
R Release =l Rights ——
pr o
v = Uszer settings
e ek Systern
3":" Edit Yes
- g Surface - Semvice Card
- 3% Network Edit Yes
= ;kf, Master data = = Labels
- ] Reprint ez
3"" Service Card = Company
;{, Company Edit “es =
Ew. = Link:
e g Users
o Create e
FL W
g m Edit ez
B Audit trail Delete Yes
_;h,
& . = Licenzes
e g Settings ;
E dit e
_-:'1(\/_‘- -
_3\, Licenses = Options -
[—j|n| Devices
e ;{, Comecotec Sterilisator =
OK ] [ Cancel Apphy Help
N———
“Groups/New*

Precondition for activating the command: The user must have corresponding group rights, must
be logged in and the “Master data/Groups” tree structure must be selected. Selection of
the “New” function adds a new group and details of the authorisations of the new group can
be defined in the program.

“Groups/Delete”
Precondition for activating the command: The user must have corresponding group rights, must

be logged in and the “Master data/Groups” tree structure must be selected. A selected

group can be deleted with the “Delete” button. The default groups in the program cannot be
deleted.

More detailed information on editing groups is described in the Installation and
Administration Manual.

Audit trail: Shows which information is logged in the audit trail and will therefore be
displayed when the audit trail view is opened.
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Settings -
2 5 Settings ~ 154 Audit trail
------- % General B —
ap Edi [No ]
I=I|5ervice Card
Edit [No
=l|Labels =
Reprint |N0
p I=I| Compan
v pany
....... = Metwork
N & or Edit [Mo
[—]?‘x"?‘ Master data =] =l | Link =
....... ﬁ{" Service Card Create Mo
B Edit Mo
....... e
i ?:o‘ empany Delete Mo
"""" e Users =l |Licenses
W ﬁf‘ Groups : Edit [Na
g [ Options
"""" a’: Edit Mo
"""" ?‘v Settings =l Groups
....... f{_ Licenses L Create !No i
B JEI Devices
f“\o‘ Comcotec Sterilisator o
|
0K J[ Ganesl J[ oot [[ b |

Settings: Shows the settings for using passwords and automatic log-out.

Settings

gﬁf. Settings
% General
i‘f, Devices
% Release
ﬁ‘f‘, System
i‘&, Surface
i,-fn Network
i‘f, Service Card
}ét Company

i‘f‘, Users
;‘&, Groups
% Audit trail

Master data

% Licenses
Devices

% Comcotec Sterilisator

% Settings

El

Pazzward wvalid [daps)

=

Autornatic logout [minutes)

=

Min. pwd. length

[ ok

J |

Cancel

J |

ﬁppb'_l [

Help
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Licences: Shows the licences for the devices configured in the program.

jf. Licenses

2 Settings
ap .
= General =l|Licenses

3‘{‘_ Devices :-EiComcotec GmbH - Sego ... |

L8 pel Licenses [curent) 1

o ghe Release

iy Licenses [required) 11
#% System 51| Comeotes GmbH - Demo..
v
- g Surface

| | Request
Clearing
Perform
Clearing

~ Licenses [cument) B

g _ Licenses [requied) |1

S5 Master dats
%54, Service Card
....... 9‘.{‘_ Company
é-{:, Users
- Groups

& Bl Devices

3‘;3, Comcotec Sterilisator

% Comcotec thermodisinfector

More detailed information on releasing new devices is described in the Installation and
Administration Manual.

Renewing certificates after changing the company name

If the company name is changed, the company certificate must be renewed. This
is done in “Master data/Company data/Request release”.

r Settings Iﬂj

™ r}h'{?ﬁ Settings

| »

ﬁff.. Company

------- an General

= é‘f’n Master data

& j‘f’n Service Card

EI{EI Devices

m

31{:::: Comcotec Sterilisator -

= Company

|Street
Zip
[Tty
| Cauntry
| Fiemark
=1 Certificate
bty

-_-_C_qmcqtec!-d_gsstechnik GmbH.
f_@"y_tgp!:-ergstr. 2

|85716

|Unterschieiheim

__G ermany [DE]

me mismatch, Renewal needesd

Display
cerfficate
Request
Clearing

Perfom
Clearing

OK

N
)]
11




For example: if the name of the company has been changed, the “Company data“ tab

shows under the status of the certificate the entry “Name changed, renewal required"”

and then also “Signature invalid“.

Records for devices without a licence are documented for a short time only,
which makes them legally invalid.

Run a release if the company name has been changed or for devices without a licence.
See the Installation and Administration manual for the required procedure.

You will be able to renew the licences and certificates automatically.

“Tools/Shut down"

The head / operator of the facility is responsible for deactivation of the release

dialogue window.

When this command is selected, SegoSoft shuts down the computer after the process of the
device (e.g. steriliser) that is still in operation is finished. A checkmark is shown before the

command as confirmation.

The release dialogue window must be deactivated before the computer can be shut down. This
requires a disciplined user, because the last completed record must be manually released

first on the following work day. The release dialogue window should also be reactivated.

In “Tools/Settings” “ the “Release on completion of record" function and the
“Output as PDF on completion of record" output can be deactivated with the

corresponding group rights (password prompt) in the “Settings/Release” tree structure. The

functions are also reactivated.

“Tools/Change password"

Change password

Input required

User

Administration

-

= Password request

=
oK ]

0K

Larnine Specimen

Cammon Mamme

| Cancel Mew pazzword

Reentry Pazsward

Min. pred. length; B, Upper-caze letters required, Lower-cage
letters required, Mumerical digits required

0K

2 |

i

|
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This menu function is used to change user passwords. A user selection is opened first after
selecting this menu entry. Then the dialogue for changing the password is opened. The user
must first enter the old password and then the new password.

rMaintenance_‘ .“A L L. . i

[02:00:33] Communication with the Comcotec-Server is starting...
[02:00:33] Check up iz starting...
[02:00:36] Cornmnon Criteria compliant.

~

[2:00:36] Communication with the Com

| SEGO | SOFT "
Process Documentation
D.O o o:' o0
(Fn ) [ Cancel | [ hep |
L -
“Tools/Maintenance*

A maintenance dialogue can be opened with this function. When it is opened the software
settings are checked and the result of the check is displayed.

“2”menu:

Do s i

File Edit Wiew Archive Extras

J E Documentation

Civervie Support tool
About SegoSoft...
“?/Documentation”

The SegoSoft user manual is opened.
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“?/Support tool"

This dialogue window can be used to contact Comcotec support over an internet connection.
The support person can access your computer by remote service and assist with problems on
the computer. This function can also be used for courses and presentations.

“?/About SegoSoft"
Shows the current version of SegoSoft and the service card number. It also shows the CE
mark with the Notified Body, the IT security certificate of the German Federal Office for

Information Security (BSI), and other certificates for the software.

SEGO” |

secure

SEGO | SOFT

Process Documentation

Version 7.0.25.0 - Release
SegoAssurance Module, Version 1.2

Copyright© Comcotec Messtechnik GmbH

=

®

Patent- und Markenamt

~Add-ons - ~Service Card 5
BT S
T
Segolabel (3.7.19.0) SC80817-F3U
com|co|tec” ® +49 89 3270889-10
iers i Gmba
~lssued by
d C * ’ !I.r;t;"llrl-:lll‘ n dor Comcotec SegoSoft Generic
Ingrmationsle chaik -
Certification Vesngzn)
150 9001 /150 13485
Deutsches
IT-Sicherheitszertifikat ~lssued for
Deutsches \ Tactfkat Nummer Comecotec Messtechnik GmbH. -

JyL
5k
Bundeswehr
AQAP 2120

I‘ C € 0123

B5HDSZ-CC-0030-2014 Certificate
DE 102 54 444 paiALe 23/05/2015 17:00:00
DE 102 54 446 23/06/2017 17:00:00
[ |
~Manufacturer

Comcotec Messtechnik GmbH
Gutenbergstralte 3
85716 UnterschleiRheim
Germany

3.2 Function bar

m@Xpas

The function bar contains icons for the most important functions, which are thus always

£10/8

1

immediately available. All functions can also be reached from the menu.
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3.3 SegoSoft windows

3.3.1 Overview of windows

-

% SegoSoft - Instrument reprocessing, Room L042 - [Record: Comcotec Ste
@ File Edit WView Archive Exras Window 7

o0 i ¥ 5 . . .

B iD0s # e 8 ¢ If it is not displayed, it can be
Overview x | Chart reactivate with “View/Overview”.
Comcotec Sterilisator - Cycle completed ?

1560.0
140.0

1200
1000

80.0
B0.0 j
a0.0

z0.0

The overview window shows the current status of current records or records opened for
viewing. The colour shows whether the record is currently running, finished or has been
released. The colours correspond to the settings made in “Tools/Settings/Interface".
Finished records without release are displayed in black, current records are shown in grey.
When multiple devices are in use, the window has an overview function, which can display all
current devices and records and their status at a glance.

3.3.2 Record window

Open with: it opens automatically as soon it detects that a device program is running. It also
opens if a saved record is opened from the archive.

“Chart" tab:
The record window consists of a curve section (left) and a data section (right).
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r

5 SegoSoft - Instrument reprocessing, Room L042 - [Recard: Comeotec Sterilisator - Recording - Post Treatmen

BEXDE

Overview

5lx

Comcotec Sterilisator - Cycle completed

Comcotec Sterilisator - Cycle completed

@F\Ie Edit View Archive Extras Window 7

— — — R ——— il
g (=] i
- (|5 %
IO
* | Chat | Report =|Information B
o Pa Device Name Comcotec 5l.e
1600 2000 Type Diemo Generic
w00 3300 Location
2600 Device D 57334
1400 2400 Cycle 2365
1200 2300 Device categary Diemo
1200 000 | || Display
100 2500 Chat 3
2800 Background calar
1000 2400 Foreground calor [ |
904 2700 Grid calor
200 so00 | |2/ |Process data
700 1800 Begin 04/08/2015 0
) 1600 End 04/08/2015 0
woo 1400 State Post Treatmer
500 1200 Charge No. DO00004
400 1000 Program P1134° Feste
200 200 =| Sensors
200 00 Time base s
’ 400 ! Sensor 1 794 L
0o 200 Sensor 1 Chamber temp | Te
0.0 il Tupe Temperature 5
02:26:00 023500 024500 025500 030500 031500 032500 033500 03:45:00 Uit T

In the curve section the measured values are shown as a graph. The x-axis shows the time.
Depending on the connected device, the y-axis shows the temperature, e.g. in degrees Celsius

(°C), and the chamber pressure, e.g. in hectopascals (hPa). The curves show the data
transferred to in the program from the connected device and the sensors.

The data section lists information on the device, the display, the processing data, the
sensors, the user-defined fields and the release status.

-l|Senzors
Time baze
=l Sengor
Serzor 1
Type
LIrit

Yigible

=l Sengor 2
Sensor 2
Type
it
Color
Visible

- |Release

“Report" tab:

T

573

Chamber temperatune
Temperature senzor FT100
T . .
curve is shown in

B Automatisch colour.
sxENTEENNNEN

cHEEEEEEN
= Il | N

m

hF =
| [
Mehr Farben...

The colour of the sensor curve is changed in
the “Colour” field. Click on the desired field
with the left mouse button and select a
colour from the colour palette. The sensor

the newly selected

The Report tab shows the protocol data transferred from devices.
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F

% Segoboft - Instrument reprocassing, Room L042 - [Record: Comeatec Sterilisator - Cycle completed]

@File Edit View Archive BEdras Window 1

BEXD0s /0B

Overview X |Chan | Repor

Comcotec Stenlisator - Cycle completed 040672015 03:19:00 - 0108 nbar[abs] 79.4
Comeotec Sterilisator - Cycle completed |[04/06-2015 03:22:00 - 0050 nbar[abs] 67.9
04-06-2015 03:22:55 - 0889 mbar[abs] 65.4
04062015 03:28:17 - 0109 nbar[abs] 74.2 *C - Trocknen Beginn
04/06-2015 03:31:17 — 0046 nbar[abs] 61.3 *C - Trocknen Ende
04/06-2015 03:32:12 - 0892 mbar[abs] G58.9 °'C - Beluften Schaltpunkt

3

g

g

4

4

‘i - Trocknen Beginn
‘C - Trocknen Ende
‘C - Beluften Schaltpunkt

04062015 03:37:29 - 0112 nbar[ab=] 71.3 *C - Trocknen Beginn

04/06-2015 03:40:29 - 0046 mbar[abs] 57.9 *C - Trocknen Ende

04/06-2015 03:40:29 - 0046 nbar[ab=] 57.9 'C - Sterilluft Beginn

04/06-2015 03:41:34 - 0960 mbar[abs] G55.4 °C - Dampfanalyse bestanden, Stand 02
04062015 03:41:34 — 0960 nbar[abs] 55.4 *C - Ende - Steriliziert

Functions for the Chart tab

Generate help lines of the x-axis and y-axis

Select an axis by clicking on it with the left mouse button. It is surrounded by a dashed line.
Press and hold the left mouse button to drag the axis to the centre of the record window. A help
line appears. The line can be moved anywhere along the selected axis by pressing and holding
the left mouse button. The front section of the help line shows the exact numerical value of the
axis on which the help line is located.

%! SegoSoft - [Record: DML - - Cycle completed]
@Fi\e Edit View Archive BExtras Window ?

7 7, | < =

wEib0s %08 v
Chat | Report = Inl:frmaliun

o4 *hpa ?BVICE Narne EML-G i
160.0 4000 oRE emo Generic

Location
150.0 3800 Device ID 57334
2800 Cycle 2365

140.0 Device category Demo

3400 | |E | Display
130.0 ﬁ 3200 | |7/ Chat
N A ey Background colar
1200 v 3000 Fareground calar | |
/ \ Grid color
11”? i ]n\ ;\{\{\f JJ % | | = [Pracess data
[o5.a \} Y hﬁ zaoo Begin 26/06/20015 15:38:00
/ End 26/06/201517:01:34
i a0 Durstion 012334
800 \( 2200 States Cycle completed
v \[ Charge Mo, D000a00
80.0 2000

Program P1 134" Feste Giter
700 1800 Sensors
Time base ols
1600 | fofe F
80.0 ensor
1400 Sensor 1 Chamber temperatuie
s00 Type Temperature sensor PT100
1200 -
Urit C
an.o 1000 Color |
Wisible
300 & =l|Sensor 2
00 Sensor 2 Chamber pressure
200 Type Pressure sensor
- 00 Unit hPa
=
10.0 = 200 Color | |
= Wisible:
o o Fo =/ Release
15:37:30 15:42:30 15:47 30 15:52:30 15:57:30 16:02:30 16:07:30 16:12:30 18:17:30 18:22:30 16:27:30 16:32:30 16:37:30 18:42:30 16:97:30 16:52:30 16:57:30 17:02:30
Process evaluation 0K,

For example, the user can check on the curve whether a specified temperature was reached at
a specific time.
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Delete help line: Select the help line with the mouse cursor and press the right mouse
button. The chart command context menu opens and the help line is deleted.

Additional menu commands for the Chart tab with the record window open

w SegoSoft - Iﬁstrument repmcisir‘&_Room Loa2 —_I.I-Iecord: Comcu_te
ED File View Archive Edtras Window 7

o Chrle F1 | S |y
oo IEIGIB@
Insert Ctrl+V ;,cmpletedx Chat ERer!
Selectall  Cilen  fompleted 1500_(0:
Diagram b ¢ Select
Record v Zoom
Move
Cursor
Measure
Zoom in =
Zoom cut
Mext curve Page up
Prev curve Page down
Reset Posl \

When records are displayed in the record window, the “Edit* commands also appear for

further processing: “Chart“ and “Record” and in the main menu bar: “Window". The

commands for the chart can also be opened from the context menu (right mouse button on
chart).

“Chart" context menu

Select

foom

Mowe

Cursor

Measure

Zoom in -
foom out -
Mext curve Page up
Prev curve Page down

Reset Pos1

“Chart/Select’

With this command activated the curve of a specific sensor can be selected with the mouse
cursor. The selected curve changes colour (inverse colour). If the inverse colour is difficult to
see, the colour setting can be changed in the data section of the record window. The selection

is a condition for using the “Cursor* command.

“Chart/Zoom"
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A selected section of a curve is magnified to any level required. This function provides the
option of examining a section of the displayed curve in more detalil.

The curve section is selected by pressing and holding the mouse button and drawing a
rectangle and is magnified when the mouse button is released. This process can be repeated
as often as required.

The original size is restored with the “Chart/Reset" command.

“Chart/Move“

Precondition for activating the command: The record window must be activated by clicking it
with the mouse.

With the command activated the complete image of the record curves within the axes can be
moved by pressing and holding the left mouse button.

“Chart/Cursor"

This function can be used to determine exact curve values for a specific time in the record and
to show them on the curve.

Precondition for activating the command: Select the desired curve with “Chart/Select".
With the command activated a magnified cursor appears in the record window, which follows
the curve when the mouse is moved horizontally. A field with the exact records of the time,
temperature and pressure is shown in the top section of the record window. Other information
may also be visible depending on the connected medical device.

If an important point of the curve is reached, the relevant values (time, temperature or
pressure) can be fixed in writing on exactly the selected point of the curve. The resulting

document can be saved as a file with “File/Create PDF".

SegoSoft - Instrument reprecession, , Reom L042 - [Record: Comeotec Sterilisator - Cycle completed]
EP File Edit View Archive Extras Window ?
e =i PN Lg [~
&= E;;]|d\ =) Ei]| e;ﬂ| @fa|‘fj‘|;_) | s
Overview < | chen
Comcotec Sterilisator - Cycle completed

Report

1 “+hPa
160.0 4000

3600
[1836]: 16:008:35, 3186 hHpera]: 1626:07. 3192 hPa

2200

2500

2000
1600

1200

[2427]: 16:36:01, 007 hPa

[3856]: 16:43:15, 52 hPal

0.0
w = = 153900 159726 155552 160419 1601295 18211 162937 19:35:03 16:95:30  19:5458

Ready

“Chart/Measure"

The exact line of the measured curve must be followed to prevent incorrect
measurement results over many measured curves.
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This function allows curve sections (e.g. holding time of the sterilisation phase) to measured
precisely. The command should be activated from the context menu (right mouse button).

SegoSoft - [Record: DML - - Cycle completed]
EP File Edit View Archive Extras Window 7

BFEXDE S e 8 &

G e P Press
= ; mea | land
41.3 1032
9.9 7 dh R bbb SRR 297 hOld the
8.4 ) Eegiki: 16: 4534 1003 WaPa 261 I
37.0 End] 16:5[L: 55 1587 Nga aze Eft
ase Durgcion: 0p:0s:21 aa1
pickdrance: |co4 hra = ||mouse
228 Mas: 1008 hp a20
21.4 aef- 247 nrd 785 bUtton
20.0 740
- ||and
27.1 a7o
257 543 move
24.3 s08
228 573 the
215 537
201 = | |IOUSE
187 67
s s | [CUFSOT
15.8 398 f
= ||from
13.0 3285 th t t
11.8 200 € Star
102 255 t th
5.8 219 0 €
7.4 184 d f
5.0 149 enao
as 13 th
3.1 78 e
1.7 Az
e 16:36:37 18-ADAE 182D 18442 154853 187 A0 164835 185128 165217 158508 185700 165081 1700A2 1702aE oAz |

measured curve section and release it. The measured numerical values for time and
temperature or time and pressure appear. The resulting document can be saved as a file with
“File/Create PDF".

“Chart/Magnify"
Activation of this command magnifies all curves of the record window in stages.

“Chart/Shrink"
Activation of this command shrinks all curves of the record window in stages.

“Chart/Next curve"

In records with multiple sensor curves, when one curve is selected the above curve (Page Up)
can be selected.

“Chart/Previous curve"

In records with multiple sensor curves, when one curve is selected the lower curve (Page
Down) can be selected.

“Chart/Reset"

The original curve view in the record window is restored.

“Edit/Record’ supplementary menu (available on display of a record)
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@File Edit | View Archive Extras Window 7

Cut Ctrl+X 7, | S -
SIS 4
Copy Ctrl+C ’; —_—
= | |
Insert Ctrl+W | Ehent |Reportt|
rompleted o
Select all Ctrl+s  pompleted A
Diagram Sy icied
Record 4 Release
Validate
Abort
l — -
“Record/Release”

Opens the release dialogue for release of the record.

“Record/Validate"

Precondition for activating the command: The record that is to checked in the archive must
have been released and the corresponding record window must be open. SegoSoft checks
whether a change has been made after release ( validity status)

SegoSoft ]

Valid.
l % Mo changes after release.

——

“Record/Abort"

Precondition for activating the command: A medical device without a defined program end (e.g.
osmosis system, sealing unit) must be connected.

On activation of the command the record is terminated manually.

“Window" supplementary menu.
In the “Window" supplementary menu the layout and view of the SegoSoft windows can be
changed.

Supplementary menu commands in the “File* menu when opening the record
window
The “Create PDF“, “Print" and “Print preview" commands are available.

“File/Create PDF"

The PDF file created with this command should only be considered a
supplement to the released record in the archive. PDF files of records that are
not released also do not have a positive release status.

A supplementary PDF file can be created from a record opened from the archive or a record
marked “Cycle completed"” from a dialogue box. A PDF file is created after selection of the
save location and the file name and a password prompt. By default the file shows an image of
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the complete curve over the duration of the record. Selecting “Print measured values® in
the dialogue window saves in addition to the measured curves the measured values, process
data and additional information in the PDF file.

SegoSoft Settingz

Separate chart
| Print measured values

F.eep chart zettingz Colour printing

“File/Close"

The data of the current record are lost when this command is run. Loss of
information.

Activation of the command and confirmation of the prompt dialogue closes the currently
running or open record.

“File/Print’
A record can be opened from the archive or a record marked “Cycle completed” can be

printed out to a connected printer from a dialogue box. The printed image by default shows the
complete curve over the duration of the record. Single parts of curves can be shown magnified
and also printed with “Chart/Zoom*. Selecting “Print measured values" in the dialogue
window saves in addition to the measured curves the measured values, process data and
additional information.

“File/Print preview"
Activation of the command shows a preview of the printed version of the open record.

3.3.3 Device settings

To be opened with:  Tools/Settings"
Then select the applicable device in the “Devices” tree structure.
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Settings S]]

s j‘-‘f\, Settings % Comcotec Sterilisator
ap
?\a General = B B
'j‘*’? Devices Device Mame Comcotec Sterilizator device
o g b arnufacturer Comcotec GmbH I
. Rel
- i Release
?‘:ﬂ Type Demo Generic o=
e e System " ersion 1.0 defined
j“’ Surface Location fields
) Device D 57334 T —
e =, Mebtwork
s " o Cycle 2365 s | b
- g Master data Enabled Yes I
?‘ﬂ SenaceCard Device categony Demno Ceaaee i
e - =l | Display = notes
g Company = Chart L
-!‘i__‘;? - -
o g Users Eackground color 1 Ear | N
?"ﬁ Groups Foreground color | | ) : I
Y ) : Girid color [ | Delete |
| ;'1/ Bt fre) =l Connection ) 1
o 3
o g Settings Connection bppe File: ]
?‘ﬂ Iscenzes [=1| Connection parareters I
— - Path C:wComootechSegoS oftsDemoh:
Q{EI [E:emces =l| Sensors B 1
P =) senor 1 -
e '}‘*’3 Add-ons Senzor 1 Chamber temperature |
v Twpe Temperature sensar PT100
-------- ?\3 Segolabel Unit C L]
------- 3"):., External interfaces Giradient 1 Ll
Offset a 1]
Color - I
Wizible
=l Sensor 2 R
Senzor 2 Chamber prezsure
Type Frezsure zensor
Ll ik hF'a S50
[ ok ][ cancel | Apply Help

Device Mame

Comcotec Sterilizatar

M anufacturer

Comcotec GbH

Type Demo Generic
Werzion 1.0

Location

Device 1D 57334

Cycle 2365

Enabled es

Device cateqory Derno

~ | Information: List of information recorded
when the device was created. Changes can
also be made in enabled fields subject to the
corresponding group rights. Device name,
manufacturer number and cycle counter are
listed in the release dialogue.

[=| Chart

B ackground colar

Foreground color

Grid color

I | ]

Display: Background colour, foreground
colour and grid colour of the record curve can
be changed with the corresponding group
rights. Click on the desired field with the left
mouse button and select a colour from the
colour palette.
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Connection: The connection type and

Cannection tupe Serial . .
_ : parameters are displayed. If a serial

Connection parameters . . . .
Port oM connection is used, the com port is displayed.
Baudiate 9600 Changes can also be made in enabled fields
Drata itz 5 subject to the corresponding group rights.
Parity MNane Changes to, for example, the com port can be
Stap bits ! accepted directly with the Port dropdown
Handszhaking uli; .

list..
- Fy— Sensors: The various sensors are

Sensor 1 Temperature displayed depending on the connected device
Type Temperature sensor PT100 (steriliser). Changes can also be made in
Unit_ T enabled fields subject to the corresponding
Giradient ! group rights.
Offzet 1] - . .
Color u Hiding or showing the checkmark in the
Visible ¥ Displays field hides or shows the sensor

SE”SS:;; . S curve during processing of a device. The
Tope ER—— colour of the sensor curve is changed in the
Unit hPa Colour field. Click on the field with the left
Gradient 1 . . .
Dffest 5 mouse during processing of the device and
Colar = select a colour from the palette.
Wizible <

Sterilization material

Semicritical A/

Process Indicator/Helix T... |-

Treatment Indicator
Remark.

User fields: Display of fields defined by

the user. User-defined fields are generally
displayed in the release dialogue.

Routine testing: Entries regarding the

Wisual inspection chamber |- pl lect - s . : .,
Lo TPEE R P [ RR e single device release before starting work
Wizual inzpection seal - please select - . . . R .
Diorr : are displayed in the device settings window.
ioriged water quality - pleaze select -
Wacuum test - pleaze select -
Ernpty charge - pleaze select -
Bowie + Dick, - pleaze select -
Femark any
- Release: Process evaluation and product
Frocess evaluation Unknown . .
release are prompted in the release dialogue.
Froduct releaze Unknown
= Output, printer: The “line chart, report,
Printer protocols etc.” sections are based on the
Line chart 7 . .
Feport s sections of the same name in the record
Pratocoks - document. The default settings for output to
User defined fislds = the printer are defined by switching on and off.
Measured values 7 Output, label printer: This switches label
Information s printing for the device on or off. The
Color printing i SegoLabel add-on must also be selected in
- '-abf' E”I”te' the add-ons section in the tree structure for
S0elE b

the label printing function.
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=I| Service note
Mame

Diescription

= Conditions

= Conditian
Interval
W alue
Start value
Actual value
M ame

= Condition
Intereal
Walue

Service [12 maonth)
M aintenance necezzam

Flease make an appointment with customer service.

Period (Manth)
12

Period [Hourz]
1000

Maintenance information: The
maintenance information is displayed in the
device settings window with descriptions and
intervals.

If a service is due, a reminder window is
automatically displayed on the monitor to
remind the user of the service.

After the service the maintenance prompt can
be acknowledged and documented.

Additional folders depending on the connected device (e.g. disinfector):

Indicators: The A, value (germ reduction

=l1a0 . . .
T — T number) is calculated in seconds with the
R eference temperatur... |90 created values.
Start temperature T |65 Changes can also be made in enabled fields
Tolerance ' subject to the corresponding group rights.
Temperature distributi... |3
- Characteristic curves: Lines that mark
=I| Target temperature 907 .
Color the specified temperatures that must be
Visible reached by the device so the process data
Target termperature |30 conform to the requirements.
=l Target temperature 50°
Color
Wisible
Target termperature 1]

Additional functions in the device settings window
The device settings are opened with “Tools/Settings” and selecting the device in the device

tree.

Devices additional function

gg‘{, Settings jfa Comcotec Sterilizer
‘;{\n General = ~| | Delete
;-{, Devices Device Name Comcotec: Sterilizer | || | device
B Marufacturer Comcotes: GrmbH
- e Release g ;
4 Type Dermo Generic loir
g L
o gt System Yersion 1.0 defined
;{’ Surface Location fields
3;'{. Nebwork Device ID 57334 Aot
o D ; e
as a ;i Cycle _2355 [=] fat
- g Master data Enabled ‘es
é;'{v Service Card Device categary Cremno Sonme
B =l Display notes
Q\n Company = Chart
&‘\v Users B ackground color Ed
;{’ Groups Foreground colar ]
) Grid cal Delete
B Audit trail ne color Delete
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User fields

The user fields are listed in the device settings window and depending on the setting may be
listed in the release dialogue. Important decision functions for the requirements can be defined
and saved for every device process (batch-related routine test).

“Function: user fields (Insert field)*
A new field can be inserted in a dialogue window with the corresponding group rights
(password prompt), which will be listed in the device settings window after the input.

“Routine testing"

The daily routine testing before starting work in accordance with manufacturers’ directions can
be defined specifically for individual devices. A specially created menu item in SegoSoft can be
saved as a document with the applicable process data records as a

PDF file.

“Function: Routine testing (Insert field)"

A new routine testing field can be inserted in a dialogue window with the corresponding group
rights (password prompt), which will be listed in the device settings window after the input. The
marked routine texting field can be edited with the corresponding group rights (password
prompt) in a dialogue window.

“Maintenance information”
The maintenance information reminds the user when service is required. It can be both
services that the user can perform or service that must be performed by customer service.

“Function: Maintenance information (Insert field)“

A new maintenance information form can be inserted in a dialogue window with the
corresponding group rights (password prompt), which will be listed in the device settings
window after the input.

“Function: Delete (field)"
Precondition for activating the command: The field that is to be deleted (user field, routine
testing or maintenance information) must be marked.

“Function: Edit (field)"
Precondition for activating the command: The maintenance form that is to be edited (user field,
routine testing or maintenance information) must be marked.

3.3.4 Devices window
To be opened with: “View/Devices"

All installed devices are shown in the devices window.

There are two views that can be displayed with “Devices/Device details” and
“‘Devices/Device icons" or by clicking a device in the devices window with the right mouse
button to open “Device details” or “Device icons" from the context menu.

The “Device details” view shows a table with the device information, some of which was
entered when the device was created. (Device name, Company, Type, Status, Location,
Manufacturer number, Activated and Status counter). A device icon is displayed with the device
names, and also shows the status of the device.
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The “Device icons" view shows icons for the various devices with the names of the devices.
The icon also shows the status of the device.

3.3.5 Messages window
To be opened with: “View/Messages*

The messages window lists information on events and status changes occurring during
operation of the program. This includes messages regarding the status of the serial port,
current records, files that have just been loaded and fault reports.

3.4 Status bar
To be opened with: “View/Status bar*

The status bar shows the status of SegoSoft, descriptions of the icons on the tool bar,
information on menu commands and the log-in status.

4 Maintenance information

The maintenance information reminds the user when service is required. It can be both
services that the user can perform or service that must be performed by customer service.

The manufacturer’s requirements for maintenance (see maintenance manual) for the specific
device can be input into the maintenance information form.

4.1 Creating maintenance information form

Precondition for activating the command: The user must have corresponding group rights and
must be logged in. The applicable preparation device has been created and the device settings

window is open (“Tools/Settings“ for selection of the device in the device tree) .

To be opened with: “Function (button): Maintenance information*

A separate window [Maintenance information] opens.

=58 3‘{. Settings % Comcotec Sterilizer
= * | | Delete
Device Mame Comcotec Sterilizer device
Manufacturer Comcaotes GmbH
Tupe Demo Generic e
Wersion 1.0 defined
Location fields
Device D 57334 —
. Cycle 2365 3 ?;’;”e
g Master data Erabiei Ve
....... ;<’ Service Card Device category Dema
) =I| Display notes
....... £ C
a;’ e = Chart
dg
"""" & Users Background color =
....... 2‘,{, Groups Fareground colar -] |
Qg I Gid ol | | Delete
------- 3<. Audit trail ! c:o_or —
iy : = Connection
"""" g Settings Connection type File
....... a‘,{, Licenses =!| Connection parameters
i |ﬁ| Devices Path C:AComcotechSegoSofthDemobS ter
18 e =/ Sensors
------- 3(. Comcetec Thermodesinfecto =l|Senzor 1
....... Ql<- Comcotec Sterilizer Senzor 1 Charnber temperature
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The <New> entry must be selected
to create new information.

The contents of the Information
field are preconfigured for some
preparation devices. When a service
or validation is selected, entries
appear in following fields.

They can be confirmed with OK.

M arne

Service [12 month)

Actual name of the maintenance information,
e.g.: Service (12 months). Appears in the
device settings window with the reminder
window when a service is due and the
dialogue window for acknowledging the
service (release window).

Type

Y alidation hd

Service
’Cbamng

Replacement
Test
Check.

Selection of type of service. Validation,
Service, Cleaning, Replacement,

Test and Inspection can be selected. The

information is shown in the device settings
window.

[EE]

Add
Edit
Delete

Select Insert to open a new dialogue
window Maintenance interval auf. In

Interval the maintenance interval can be
selected by time or by device run time (hours,
days, weeks, months, years and after every
program run). Select Values for more

precise specifications. In All a positive value
>0 (e.g. 1000 with the time setting (hours))
and with Start value the start date with the
start time (e.g. 1.10.10 _, 15:30) must be
input. The actual value is automatically
calculated. The intervals are shown in the
device settings window and the reminder
window when a service is due.
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Diescription ‘ H o
s L-i:_h,lA d_etalled des_crlptlon_of t_he .
maintenance information is given here.

Mate The description of the maintenance
_ *] linformation is shown in the device
Name settings window with the reminder
window when a service is due and the
dialogue window for acknowledging the
Type service (release window).
Walidation ~|
Interval
Add
Diescription
|niquirg
o
'h:q;ri]’tﬁ;nam —— A detailed description of the result prompt is
' given here.The description of the result

prompt is shown in the device settings
window and it is requested in the dialogue
window for acknowledging the service
(release window).

4.2 Reminder window for services

If a service is due, a reminder window is automatically displayed on the monitor to remind the
user that a service is due.

Matured services: Comcotec Sterilizer X

ervice [12 maonth]

The reminder window is shown again at

the first preparation run of the next day
: until the service has been

M aintenance necessanl

Flease make an appointment with customer service. aCknOWIedged or the “DO not Show

information again” field is enabled.
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4.3 Acknowledging the service (release window)

Precondition for activating the command: The user must have corresponding group rights and
must be logged in. The maintenance information window is open and the reminder that is to be
acknowledged is selected.

To be opened with: “Edit/Maintenance information/Release*

w SegoSoft - Iﬁslrument reprocessing, Room L042 - [Service
IER File View Archive Extras Window 7

Cut Ctrl+X | SLe | e
i - | @ 3| =
Copy Ctrl+C
=
Insert Ctrl+W

=!| Service not
| =l| Service note
Select all Ctrl+ A |

Service MNote 4 Release o

Edit k
anz

A separate window [Release] opens.

| Release [&r
Device Mame Comcotec Sterilizer
Device I 573
ycle 238 The completed service must be
-/ Release . .
Maintenance executed? | Unknown aCknOWIedged in the d I‘OdeWI’] IISt
= |20 (D ‘Inspection passed".
M ame Service [12 month]
Description Maintenance necessany!

Pleasze make an appointment with customer service.

An entry can be made in the “Comment*
Annolation field if necessary.

User
Lamine, Specimen C)

[ ok | [ caced | [ Heb |

b

The completed maintenance information form is saved in the archive as a PDF file.

5 Routine testing

Routine testing includes a periodic series of checks and tests in the periods between
performance tests. According to the recommendations of the RKI (Robert Koch Institute), a
distinction is made between the routine testing of a steriliser every work day and every batch.

The daily tests are referred to as “single device release” before starting work. In
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contrast, the batch-related tests, as the test indicates, must be performed at every process run.
The operator is responsible for performing and documenting checks and
tests. For more information see the device instructions for use of the device manufacturer.

5.1 Daily routine testing

Example of a washer disinfector (WD)

The guidelines of the DGKH (German Association for Hospital Hygiene), the DGSV (German
Association for Sterile Goods Supply) and the AKI (Instrument Preparation Working Group) for
validation and routine monitoring of automated cleaning and disinfection processes for
thermostable medical devices (2nd edition, November 2006) specify the following items for

daily testing of the WD.

Fluff sieves (filters) coarse/fine

Clean all fluff sieves and check that they are undamaged
and correctly installed.

Pump sump

Inspect and clean, remove small parts, e.g. scalpel
blades, needles etc. while following the rules for health
and safety

Rotating arms/spray nozzles

Check that they rotate freely and evenly in the WD and
the load trolley, check that nozzles are not blocked and
clean if necessary

Trolley
Attachment Correct attachment of the trolley in the WD
Connections/adapters/ Check that Luer Locks, hose connections, plugs and

plugs/nozzles

nozzles on the trolley are functional and complete

Rollers

Check that rollers are functional and complete

Trolley label

Code, if present check

Visual inspection of inside and outside of WD

Check that interior is clean and free from deposits (e.g.
lime, silicates, rust)

Door seal

Inspect door seal to ensure that it is clean and does not
leak

Additional daily checks specified in the instructions for
use

As directed by the manufacturer

Deionised water quality (conductivity measurement)

Daily measurement of conductivity, should not exceed
15 pS/cm

Signature of employee

Initials of the employee

To ensure trouble-free processing, the levels in the supply containers must be checked (integrated containers,
disposable canisters, dosage systems have different requirements).

Creating routine testing form

Open “Tools/Settings” (select the device in the device tree, then select “Function
(button) routine testing"), the input dialogue box for inserting a new field opens.
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Routine test @

|

Mame Routine test (|
Chirishy /Dosage Name Routine test )]

Fluff sigves(filter] coarsedfing
Content Name

5 B Purmp sum,
please select B P Sump
Up not 0K, - please zelect -
T ok, T Content
T P hot OK ! - please select -
Down Fema Up nat 0K, <4 Add
Down Remove »»
7]
[7] Display with release
[¥] Mandat [ Display with releass Cancsl l | oK

Mandatory fields:
Form fields (lists) in routine testing that must be completed by hygiene personnel. Hygiene

personnel must always complete an evaluation of the results, i.e. the evaluation criteria are
used as a checklist from which the applicable statement can be selected. To ensure that a

selection is made, the evaluation criteria always start with a general statement such as “Please
select”. This is followed by the actual criteria, such as "OK" or “Not OK". If the list is not
completed, the missing information is shown in red. The routine testing form cannot be
acknowledged and closed until it has been completed.

Release fields:

The contents of the fields are taken from the release dialogue for routine testing and are
gueried during

the release of the routine testing.

The documentation of the reaction to unexpected process sequences should be included in the
routine form for washer disinfectors.

Routine test 4 ﬁ
Deviations in the daily routine check
Marie . “ " £
e can be recorded in the “Remarks” field.
E.g.: Faulty fluff sieve was replaced.
Content
any
Up << tdd
Dawn Remave »»
[ Cancel I | F.

Example for a steriliser
According to the recommendations of the RKI (Robert Koch Institute) the tests should include:
visual inspection of the chamber, seal, feed water (quality) and the feed water tank (volume of
water).
Most manufacturers recommend a daily program run:

1. Vacuum test program
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2. Empty batch program
3. Bowie + Dick test program (steam penetration test)

Creating routine testing form

Open “Tools/Settings” (select the device in the device tree, then select “Function
(button) routine testing"), the input dialogue box for inserting a new field opens.

Mandatory fields:
Form fields (lists) in  routine testing that must be completed by hygiene personnel. Hygiene

personnel must always complete an evaluation of the results, i.e. the evaluation criteria are
used as a checklist from which the applicable statement can be selected. To ensure that a
selection is made, the evaluation criteria always start with a general statement such as “Please
select”. This is followed by the  actual criteria, such as "OK" or “Not OK". If the list is not
completed, the missing information is shown in red. The routine testing form cannot be
acknowledged and closed until it has been completed.

Release fields:

The contents of the fields are taken from the release dialogue for routine testing and are
queried during

the release of the routine testing.

Routine test — (|
Name Routine test s
1
Vacuum test Narne Routine test e S oo
Bowie + Dick
Content Mame
-DT{Iease select - Content Empty charge
Up ik DK - pleaze select -
Up 14 Cantent
Down not O, - please select -
] 4
Dowin Up ot 0K, <4 Add
) Dawn Remaowe >
[T Drisplay with release

[ Dizplay with release | Cancel H Ok I

The documentation of the reaction to unexpected process sequences should be included in the
routine form for sterilisers.

Routine test &J
Name
Remark, o ) ) )
Deviations in the daily routine check can
Content be recorded in the “Remarks” field.
any e.g.: vacuum test not OK -> test was
Up <c Add repeated.
Drain Remave »» . . . .. .
The input information is listed in the
device settings window.
[T Mandatoly [ Display with release Cancel l | oK ‘
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Settings
Eléii Settings “ Comeotec Sterilizer
g =
"""" e General * | Information Dielete
....... é{; Devices + Display device
4 *| Connection
------- 3}'{: Release
/| Sensors e
B . -
"""" s System * User defined fields defined
....... é{’n Surface /" |~ Routine test fields
3 Vizual inspection chamber |- please select - .
....... af.{’, Metwork — P : P Rputine
iy Yisual inspection seal - please select - st
E'Q\v Master data Dionised water quality - pleaze select - 1
....... é{i Service Card Wacuum test - please select - _S L
ap Empty charge - please select - fJotes
------- 4 Company T -
4 Bowie + Dick - pleaze select -
g
------- ww Users
?‘\v Femark. e et
....... 9}.{” Groups * Helease
I o + | Dutput -
------- j-f. Audit trail p_
“ /| Service notes
------- ;-{. Settings
------- é‘ﬁ Licenses
[—]|n| Devices
------- é-{). Comcetec Thermodesinfecto
------- éf. Comcotec Sterilizer|

5.1.1 Routine testing window

The routine testing form is opened from the routine testing window. Completing the form
documents the routine testing.

To be opened with:

Double-click on the desired device in the device window with the left mouse button

or click the right mouse button on the desired device in the device window to select “Routine
testing" from the context menu

Steriliser

After the released daily test batches (vacuum test, empty batch and Bowie + Dick test) on a
steriliser, the routine testing form is opened from the routine testing window. The test
batches with the basic information (batch no., date, time) are documented in the attached

process data table. The routine testing form is completed and released with a dialogue window.

Example: Steriliser routine testing window
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SegoSoft - Instrument repro

IR File Edit View Archive Extras Window ? BEE
1| % = |
B0 S %0
Qverview x |H
“isual Inspection Chamber - please select -
I isual inzpection zeal - please select -
Dionised water qualty - please select - A A
Vo e -l sl | Routine testing form |
Emply charge - please sslect -
I Bowie + Dick - please sslect -
Fiemark
Be... E= Durat... St... Charge ... Progr.. Devic.. Cym Device Na... Manufact... o Process evaluat... Prac,
15/07/2... 15/0.. 01:23:34 Cycle... DO000OL PL134°F..

cession, , Room L042 - [Routine Test: Comcotec Sterilisator

S7334 Yes
o 150, w33 ode. b moere s34 Attached process data table |«
15072, 150. L33 Cyck.. DOOOOZ  PLLBF. T3¢ Yes

Open dialogue field of routine testing form

“Edit/Routine testing/Release’

Cut
Copy
Insert

Select all

Routinetest

B} File [Edit] View Archive Extras Window ?

Ctrl+X &l [~
X0 8|
Ctrl+C |
< |IE

Ctrl+V — s

’ ‘Wizual inzpection char
Cri+A | ._"\-’isual inspection seal

o Rt ater guality

A separate window [Release] opens

Release @1
+| | Information
=!| Routine test
Wisual ingpection chamber | 0K
I i I - -
Zelnspectionsedl O The routine testing can be
Vactum o3 oK released after editing the
rmpty charge . .
Bomin + Dick oK dropdown lists of the listed tests.
Remark any
-/|Release
[Yes -
nown
he Select the person responsible for
the release from the password

User

Lamine, Specimen

prompt. Then the digital
signature with name, date and

( - :| time is created for the person
responsible for the release.

[ ok ][ camcel | [ Hep |

h

The completed form and the attached process data table are saved in the archive as PDF file.

Washer disinfector

The routine testing form for a washer disinfector is opened from the routine testing

window. The

routine testing form is completed and released with a dialogue window.
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Example: Routine testing window thermodisinfector

Open dialogue field of routine testing form

]
¥y

[} File Edit View Archive Edras Window ?

wEXD0&|x e s v

Overview £ 8 [5] Routine test :
Chimitry/Dozage - please select -
Fluff sievelfiter] coarse/fing| - please select - . .

I S — Routine testing form

Contral ratation arm - please select-
Wisual ingpecting infout |- please select -
Door zeal -please select -
Remark.

6 “Edit/Routine testing/Release"

7 SegoSoft - Instrument repro i
iﬂ File | Edit | View Archive Extras Window 7

Cut Ctrl+X f% ‘@ ‘@ }
Copy Ctrl+C : e
P =] R outine test
Insert Ctrl+V e —
e " Chirnistry /Dozage
Select all Ctrl+ A Fluff siemves(filker] oo
Routinetest 3 Release i .
itating arm
Edit 2cting in-,

L]

A separate window [Release] opens.

51|74



The routine testing can be released after editing the dropdown lists of the listed tests.

Release @
=I Information
Device Mama Comcotec Thermaodesinfectar Select the person responsible for
E”’ld”cer”“mber ?;;fzgg the release from the password
yeole .. .
= [Routine tast pr_ompt. Then the dlgl_tal s'lgnature
Chirmisty /Dosage 0K with name, date and ime is created
Fluff sieveslfiter] coarsef... OK for the person responsible for the
Purp surmp 0k release.
Contrall ratating arm (] 4 . .
Visual inspecting in-fout- .. | 0K, The completed form is saved in the
Dioor seal oK archive as a PDF file.
Remark any
-I|Release
Urikniows -
Unknown
-.I.-'E:E:
Mo ‘
User
Laminge, Specimen O
0K | | Cancel || Hep |
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6.1 Batch-based routine testing

User fields

Sample release dialogue
In accordance with the RKI (Robert Koch Institute) and the recommendations of the DGSV
(German Association for Sterile Goods Supply e.V.) and the AKI (Instrument Preparation

Working Group), the following items for every device run should be included in the release

dialogue.

Open the device settings window from Tools/Settings (select the device in the
device tree, then select “Function (button) routine testing"), the input dialogue box for inserting

a new field opens.

Settings

S5

’3;\['{. Settings
}(, General

....... . Devices

“» Release

3\. System
}(, Surface
:.‘l[_\-

£, Audit trail
§<" Settings
....... g‘{, Licenses

|::I----{ ﬁl Devices

Comcotec Sterilizer|

3

------- é—(, Comcotec Thermodesinfecto

jf. Comcotec Sterilizer

Display
Connection
Sensors

User defined fields
Routine test
Releaze

Dutput

Service notes

A EEEBEEEBE

Example: Information on load

Please enable the mandatory and release field in the load field.

Mandatory fields:

User defined fields

[

Mame
Load to sterilized

Content

- please select -

I Semicritical 478
P | Crical A/B

Semicritical &

Down | | Semicritical B

Critical &

Critical B

] Mandajary Displal with release

<< Add

Femave »>

l Caniel ][ 0K

)

Delete
device

User
defined
fields

Form fields (lists) in routine testing that must be completed by hygiene personnel. Hygiene
personnel must always complete an evaluation of the results, i.e. the evaluation criteria are
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used as a checklist from which the applicable statement can be selected. To ensure that a
selection is made, the evaluation criteria always start with a general statement such as “Please

select”. This is followed by the actual criteria, such as such as "OK" or “Not OK". If the list is not
completed, the missing information is shown in red. The routine testing form cannot be
acknowledged and closed until it has been completed.

Release fields:

The contents of the fields are taken from the release dialogue and are queried during
batch release.

Example: Documentation of the treatment indicator

User defined fields T X ]

Mame

A treatment indicator (Class 1, DIN EN
ISO 11140-1) should be used as per RKI
recommendations in every device
process on the steriliser load to ensure

Treatment Indicator

Content

e (O that a sterilised item can be
P rat OF, <Chdd f ot :
distinguished from an
unsterilised item.
(V] Mardalom [ [¥] Display ith release [ Lancel ] [ Ok

The indicator is evaluated and documented in SegoSoft by the release dialogue.

Example: Documentation of the process indicator

User defined fields " (X
Name A process indicator (chemo-indicator
Process [ndicator Class 5, DIN EIN ISO 11140-1) should
be included with critical A products in
Content every device process as per RKI
- plaase select recommendations. After evaluation and
Up EDKt i TR documentation of the indicator in the

SegoSoft release dialogue, the
indicator strips can be discarded,
because the information value of the
strip decrease over time.

| [V Mandatorl  [] Display with release l Cancel ] [ Ok l
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Example: Documentation of the helix test

User defined fields eS|
M arne
Helis Test
Content
e ] |% o < Add
(7] Mandhtary _@Dispi;a:lwithrelease l Cancel ][ oK ]

A PCD process indicator (helix test)
should be included with critical B
products in every device process.

After evaluation and documentation of
the indicator in the SegoSoft release
dialogue the indicator strips can be
discarded, because the information
value of the strip decreases over time.

Example: Documentation of the reaction to unexpected process sequences

User defined fields

LX)

M ame

Remark

Cortent

any
p << Add

Diown Remove »»

Cancel ] l

k.

[ Mandatoryl” [] Display with release

Deviations in the daily routine check
can be recorded in the “Remarks”
field. E.g.: Helix test not OK ->
preparation process is repeated.

Please enable only the release field in the remarks field.
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Release &Jw = Information
+hPa Device Name Comcotec Sterilizer
= b | 000 Type : Demo Generic
Device Mame Comeotec Stenlizer 2300 LDCétIDn _
Device ID 57334 a0 Device ID G7334
Cycle 2365 L Cycle 2365
+ | Process data 2400 Device category Demo
= |User defined fields 3200 | | *= Display
Sterilization material. Semicritical 4/8 - - |3000 * Process data
Process Indicator ]S | | =800 * Sensors - -
Treatment Indicatar K. . = USl‘f dl.?flﬂEd fI.E|dS -
Helix Test 0K E Sterilization material Semicritical A/B
Remark any Process Indicator oK
- Release 22 Treatment Indicator oK
Pracess evaluation [1]:4 - | 2000 Heiix Test OK.
Froduct release res . |1=00 Remark ary
1600 = Release
Process evaluation 0K
1400
‘fes
Product release issued 1200
Lser 000
.Lamine, Specimen -] &0a
' ) 500
00
|- OK Cancel Help J - | =00
sl

The entries in the user fields are queried in the release dialogue as soon as the device
program is complete and the product release can be issued.

The prerequisite for the appearance of the user fields in the release dialogue is an enabled
release field.

7 Release

Before releasing medical devices, the recorded process data must be checked to
ensure that the process was complete and correct. Check for any errors and
warning messages on your preparation device.

The preparation of medical devices is complete with the release for use. The release issued
based on the conformance of the process parameters during preparation with those of the
validation protocols and includes performance and documentation of the daily routine testing,
checking and documentation of the complete and correct process (batch-based routine testing
and batch documentation), checking that packaging is undamaged and dry, and checking the
labelling.

The user must also check that no error and warning messages were output by the connected
preparation device. Check the manufacturer’s instructions for use if error and warning
messages are output.

SegoSoft is by default set up to open a dialogue window automatically at the end of every
program in which the release for use of the medical devices described above is completed.
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7.1 Release dialogue window

Open with: opens automatically by default at the end of every program.

-

-
Release &J
=!| Information
Device Mame Comcotec: Sterilizer
Device 1D 57334
Cucle 2365
= Process data
State Cycle completed
Charge Mo. Dioooona
Program P1 134" Feste Giiter
+ | User defined fields
-||Release
Process evaluation Unknown
Product release Unknown
Product release not granted
User
.Lamine, Specimen -
OK | [ cancad | [ Hep

Release dialogue window with the important
information for the release of the medical
device, the process data, the user-defined
fields for completion and the release with
the process evaluation and the product
release.

The size of the release dialogue window can
be adjusted as required with the left mouse
button. The setting is saved.

Only after the user fields and release fields have been edited from the dropdown lists does the
entry “Product release issued” or “Product release not issued" appear. After
completed editing of the release window, pressing "OK" opens a password prompt for the
person responsible for release.

The person responsible for the release is selected from a password prompt. Then the digital
signature with name, date and time is created for the person responsible for the release.

Release &
=!|Information
Dievice Mame Comeates Sterlizer
Dievice ID 57334
Cycle 2365
=/|Process data
State Cycle completed
Charge Mo. Doooo13
Program P1134° Feste Giter
+|User defined fields
-/|Release
Process evaluation Ok
es v
Product release issued
User
Lamine, Specimen -
0K | [ Cancel | [ hHep |

Input required

=l Password request
Cammon Mame

H |E
S
4

Larine Specimen

i

After entering the password and clicking
"OK”, the released

record is automatically converted to PDF
format (if the default settings have not been
changed) and saved to the PDF archive.
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Manually opening the release dialogue:

If the dialogue window was closed by “Cancel” or if automatic release at the end of the record
is disabled, the release dialogue can be opened manually.

To be opened with:
If the dialogue window was closed by “Cancel”:
With open record window with “Edit/Record/Release*

_ SegoSoft - Instrument reg om L042 -
@__File‘u’iew Archive Extraz  Window 7

Cut Ctrl+ X

é

3

Copy Ctrl+C
Insert Ctrl+V . |F{eport|
°c
Select all Ctrl+A 1600
Diagram b Mol
| Record 3 ! Release

| Validate

i Abort

or from the overview window by double-clicking on the entry “Device name/Cycle
complete*

@'File Edit View Archive Extras Window ?
BEXD0S %08 ¢

: |
Chart Hepgrt|
Comcotec Sterilizer - Cycle completed

OCJL
160.0

160.0

140.0

130.0

120.0

8 Label print

The SegoSoft label print barcode identifies the sterile stored instruments with the unique
SegoSoft batch number and allows tracing of the batch of prepared instruments to the specific
preparation process. The program automatically calculates the expiration date of the prepared
batches.
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Date

User by release

Divice-name T |— Divice serial number

VZM RDG 1, 53081269

8.1 Barcode label

—19.02.2009 - 18.08.2009 ——
Universal 134°C

C000044

Muster Franz
Charge number as bar code

8.2 Label print dialogue

The label print dialogue opens automatically on completion of product and process release in

SegoSoft.
F N
- Segolabel - Comcotec Sterilizer lﬂ
Settings  labels reorder 7
SEGO
) SEGO|SOFT
Process Doc ntation
Label
Medical device Comcotec Sterilizer
Serial number 57334
Charge number DO00011
Released by Lamine, Spedmen
Remark
labels.
Comcotec Sterilizer, 57334
01-08-2016 - 25-01-2017
DO00011 labels.
Lamine, Specimen
Wil
cor: T E)

8.3 Settings dialogue

Open the settings dialogue with “Settings/Label”
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Date of expiry
Charge number

Name of program

“Cancel” cancels label print.

“Number” selects the required number of

“Print” prints the required number of



% | Segolabel - Comcotec Stei

|| 5:ttir155| labels reorcler 7

Label

Quit ALT-F4
I A — 7

The settings dialogue opens beside the main dialogue.

2 Segolabel - Comcotec Sterilizer - - [t | b ettings 52

Settings  labels reorder 7 :
Size

Width 52 mm Offset 0 mm
SEGO
%)  SEGO|SOFT -
Label

Process Documentation

Label:

Medical device Comcotec Sterilizer ISEIECt your labe! size here =
Serial number 57334
[| charge number D000D11 oo
Released by Lamine, Specmen Text Arial, 8
Remark
Barcode Bar-Code 39, 18

Crientation

[¥]Portrait

[ Landscape

Comcotec Sterilizer, §7334
01-03-2016 - 28-01-2017 Printer

a2
mine, Specimen
Wil L =)

Expiration date
180 = Days

[T Automatically dose window after printing

Abort | Count: 3 E] | Prnt | Cancel ][ Apply |

8.4 Functions of the settings dialogue

&“Size” menu group: enter the specifications of the height and width of the label and also the
offset of the label. The offset is the distance between the top margin of the label and the start of
the printed information.

“Fonts” menu group: Select the font for the label text and the barcode.

“Alignment” menu group: define the alignment of the label, portrait or landscape

“Printer” menu group: Select the printer for the barcode label.

“Expiration date” menu group: Enter the required number of days for shelf life. The
program automatically calculates the correct expiration date for the batch.
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When setting the expiration date, please note the specifications for the maximum
storage life depending on the sterile packaging.

See the “Storage duration” table in DIN 58953-7 “Sterilisation - sterile

goods disposal - Part 7: Use of sterilisation paper, nonwoven

wrapping material, textile materials, paper bags and sealable
pouches and reels”

For paper bags according to DIN EN 868-4 and sealable pouches
and reels according to DIN EN 868-5 or similar packages the
maximum storage time is 6 months under correct storage
conditions (dry, away from light, dust-free) according to 4.3 in
DIN 58953-8.

Checkbox “Automatically close window after printing”: If the checkbox is selected,
the barcode label print dialogue is automatically closed after printing the labels.

“Accept” Select “Accept” to check your changes in the label preview.
“OQK?” Select “Save” to save the settings permanently.

“Cancel” closes the settings dialogue.

8.5 Label reprint

Reprinting barcode labels is only possible for processes and batches that
have been positively released.

Only users who belong to a group authorised to reprint labels can reprint
labels.

In SegoSoft PDF Archive select the process for which you wish to reprint labels with the right
mouse button.

Lharge ..

Frogr...

Liewic.., Lrevice Ma..

|—mmml

Cycle... D00000L P1134 Save as.. fte...
Cycle... D000003 P1134 Copy.. ste...
Cycle ... D000004 P1134 . Bte...
3 Display i
Cycle ... D0000O7 P1134 o I ste...
Routir onfigure columns... fh..
Cycle.. DO000012 pr13g  Collate ite...
C}-CIE o Da0ooos P1134 Set filter... E3 .;tE...
Cycle... DO00OL0 P1134 Reset filter be...
Cycle... D000011 P1134 ste...
Reoutir Lakel printing ite...
Routin ste..
Refresh B |

Select all

Ctrl+ 4
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Select “Label print” to reprint barcode labels for the selected process.

9 Archive

The measured data are temporarily saved immediately on receipt from the connected device in
an internal proprietary system format that is not open and is protected from manipulation. The

raw data are listed in “Archive/Records"” and are available for purposes such as analysis on
completion of the record. Double-click with the left mouse button on the required record to open
a separate window [Record], referred to as the record window.

After release in the release dialogue the raw data are converted to PDF format. The PDF files
are listed in “Archive/PDF Archive" and can also be opened by double-clicking on the

required record with the left mouse button. A separate window [PDF Archive] opens with the
chart, the report, the protocol, the list of measured values and the information on the process
data of the record.

The audit trail records the information that was specified in “Tools/Settings*.

10 Authentication

10.1 Session-oriented log-in

With all important steps for traceable documentation, e.g. when releasing and signing
documents the user is prompted for user name and password.

-

Login

|Jser

2l

OK

Olivia, Specimen -

Operstors lﬂj

L%

The log-in status is shown at the status bar at the bottom right.

4 m |

Olivia, Specimen

To prevent unauthorised access, a time interval defining the number of minutes after which the
user will be automatically logged-out can be set with corresponding group rights in
“Tools/Settings" in the “Master data/Settings" tree structure.

SegoSoft logs the logged-in user out of the system automatically after a specified time to
prevent unauthorised access.
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Segosoft checks the number of failed authentication attempts since the last

successful authentication after starting the program. If the maximum number of

failed authentications is reached, the user can no longer be authenticated for a
e, neriod of 2 X n (N = number of failed authentication attempts).

The maximum number of failed authentications is 5.

If the authentication fails, the following message is displayed: “Error during log-
in. Incorrect password?”

The time interval when the maximum number of failed authentications is not
displayed; logging-in is not possible during this interval.

10.2 Changing the password

To be opened with: “Tools/Change password"

After entering the current password the selected user can select a new password.

The requirements for the password are allocated by the group and it is
defined by the administrator.

The following password rules apply to the administrator:

The password must be at least 6 characters and must include upper
case and lower case letters and also numbers.

If the password cannot be changed, the dialogue message “Password
was not changed” and additional details of the reason for the failed
change are displayed (e.g. “Password too short”, “Lower-case required”,
“Upper-case required”).

Select a strong password and keep it confidential.

)

11 Annex

11.1 Checking the signature of the release document

The signature is checked with the following process in Adobe Reader (Adobe Acrobat Reader
from Version 11.0.8).
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After the release document has been signed, changes may make the signature
invalid. Do not save the PDF release document after opening with the “Save as?”
command.

11.1.1 Before the first signature check

Import of a trusted certificate

The user’s certificate must be classified as trusted before the first check. The certificates of
Comcotec Messtechnik GmbH are not known to Adobe Reader in delivery status. For this
reason, a signature check with a new installation of Adobe Reader will indicate that the validity
of the signature and the identity of the signer are unknown. The certificate must therefore be
classified as trusted before checking the signature.

The root certificate can be downloaded from the web site of Comcotec Messtechnik GmbH.
The root certificate must be imported to the trusted certificates in Adobe Reader.

This is done by importing the trusted certificate. The following steps are required*:

*As of March 2014 in Adobe Reader XI. Depending on the version of Adobe Reader, the import of the trusted
certificate may be done with different methods. Please import the certificate as specified by the specific version of
Adobe Reader.

1) Download the root certificate (Comcotec Root CA) from https://www.segosoft.info to
your computer and check it for integrity with the checksum specified on the web site.
You can also use the root certificate included with Segosoft for this purpose.
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https://www.segosoft.info/

2) Open Adobe Reader and select under Edit the Default option

B Adobe Reader T
File Igﬂ. View Window Help

= Undo Ctrl+ £
| Redo Shift+ Ctrl+F
Cut Ctrl+ X
M Copy Ctrl+C
=l Paste Ctrl+W
Delete
Select All Ctrl+ A
Dezelect All Shift+ Ctrl+ A

Copy File to Clipboard

g Take a Snapshot

Check Spelling »
Look Up Selected Word...

A Find Ctrl+F
Adwvanced Search Shift+ Ctrl+F
Protection »
Analysis »
Accessibility »
Preferences... Chrl+ K

3) In the left window under categories select the signatures option and in the identities and
trusted certificates click the Next button
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4)

Preferences

Categories:

Digital Signatures

Commenting
Documents
Full Screen
General

Page Display

3D & Multimedia
Accessibility

Adobe Online Services
Email Accounts
Forms

Identity

Internet

JavaScript

Language

Measuring (20
Measuring (30)
Measuring (Geo)
Multimedia (legacy)
Multimedia Trust (legacy)
Reading

Reviewing

Search

Security

Security (Enhanced)

Spelling
Tracker

Trust Manager
Units

Updater

Creation & Appearance

= Control options for signature creation
» Set the appearance of signatures within a document

More...

Verification

= Control how and when signatures are verified

More...

Identities & Trusted Certificates

= Create and manage identities for signing
» Manage credentials used to trust documents

More...

Document Timestamping

= Configure timestamp server settings

Maore...

—

o
=

| [ conce

The “Settings for digital IDs and trusted certificates” window opens

In the navigation menu on the left click on Trusted certificates and selected the

Import button:

-
ﬁ Digital ID and Trusted Certificate Settings 8

Digital IDs / Edit Trust 4‘\ Import F; Export [? Certificate Details & Remove
TrustedCertlflcate Name ’ Certificate Issuer Expires
Adobe Root CA Adobe Root CA 2023.01.09 00:07:23 Z
m |

Manage My Trusted Certificates

This is a list of the trusted certificates that are available for your use on this computer. Every
digital signature includes a certificate that is used to determine whether the signature is valid and

trusted.

Use Edit Trust to specify the actions that a document signed with a particular certificate is
allowed to perform. Use Import to add a certificate to your list of trusted certificates. Use

»

m
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5) In the “Select imported contacts” window click on the Search button and open the
downloaded certificate. The entry “Comcotec Root CA” and after selecting the
“Comcotec Root CA (2013)” contact the certificate is opened in the certificates section.

Choose Contacts to Import u

This dialeg will allow you to select contacts to impert inte your trusted identities. You can also set the
trust for any certificates associated with the contacts being imported.

Contacts
MName Ernail Remowve
[ Comcotec Root CA (2013) info@segosoft.info .
Browse ...
Search ...
Certificates

This list displays the certificates associated with the currently selected contact.

Subject Issuer Expires Details ...

(o

Comcotec Root CA (20... Comcotec Root CA (2.  6/24/2023 12:00:00 AM

Import l | Cancel

6) Select the Trustworthy button and use the trusted Comcotec certificate as the
trusted master for signed documents and data
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Certificate Details

Subject:  Comcotec Root CA (2013) <info@segosoftinfo=
Issuer: Comcotec Root CA (2013) <info@segosoftinfo>

Usage: Sign transaction, Sign document, Encrypt keys, Encrypt document, Sign certificate
(CA), Sign CRL

Expiration:  6/24/2023 12:00:00 AM

Trust

A certificate used to sign a document must either be designated as a trust anchor or
chain up to a trust anchor in order for signature validation to succeed. Revocation
. Eror trust anchor.

Use this certificate as a trusted root
If signature validation succeeds, trust this certificate for:
Signed documents or data
[7] Certified documents
Dynamic content
Embedded high privilege JavaScript

Privileged system operations (networking, printing, file access,
ete.)

[ Certificate Details... ]

o] (o]

7) After confirming this setting with OK you import the certificate by clicking on the
Import button. A message confirming the successful import will be
displayed.Comcotec Root CA is now listed as a trusted certificate in the “Setting for
digital IDs and trusted certificates” dialogue window.

11.1.2 Checking the signature
The validity of signatures on other documents can now be checked in Adobe Reader:

This requires displaying the properties of the signature, Signatures icon in left column.
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demo.pdf - Adobe

File Edit View Window Help

R 26 B8 |

® [1]/25] = &

644% | -

| B E

O This file claims compliance with the PDF/A standard and has been opened read-only to prevent modification.

Creation date  (DRC0HS
Creation ime: 220423

Comcotec Sterlisator - Process data - Line chart

Company Prooscs data Falsan
Unlicensed Reoomd Dvice Namz Comcoiec Bterilsaior Begn 202 S 4:2000 Proces!
Wanefaciurer Comeoiec GmbH End I:D0ERM S 05:4334 Product
Ty Demo Generic Duraion iz Rt
VRFEIon 10 Stte Cyde compieted Reizas
Device ID ET34 Crarge No.  DO00000
Cycie XS Frogram F1 134" Fesie Gler

"o

Ll

L

[£31]

L0

10

The user can check that the signature is valid and has not be

signature is valid, “Signature is valid” is displayed.
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5 demo.pdf - Adobe
File Edit View Window Help

B EZeH e (1] /2| (6443

O This file claims compliance with the PDF/A standard and has been opened read-only to pre

@ Signatures

& |
( ~ % Rev. 1: Signed by Lamine Specimen
@ Wnature is valid:

] Document has not been madified since this signature was applied

i

Signature is valid, but revocation of the signer's identity could not be checked
Signing time is from the clock on the signer's computer.
Signature is not LTV enabled and will expire after 2017/05/28 17:00:00 -07'00'
Signature Details
Last Checked: 2015.06.08 02:22:53 -07'00°
Field: Signature (invisible signature)

Click to view this version

To check that the certificate is from the trusted source, the properties of the certificate can be
compared with the trusted certificate:
Signature information -> Certificate details — Details tab:
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This dialog allows you to view the details of a certificate and its entire issuance chain. The details
correspond to the selected entry. Multiple issuance chains are being displayed because none of the
chains were issued by a trust anchor.

Show all certification paths found

Comeotec Root CA (2013 | Summary | Details | Revocation | Trust | Policies | Legal Motice

Certificate data:
Mame Value I
Version 3 |
Signature algori.. SHA256 RSA 3
Subject email=info@segosoft.info, c=0E, s...
Issuer email=info@segosoft.info, c=0E, s...

Serial number ODB3568AF204 2E5F8579
Validity starts 2013/06/23 17:00:00 -07'00"
Validity ends 2023/06/23 17:00:00 -07'00"

= e a

| @ i@l &

Now the displayed values (Applicant, Issued by, Serial number, Validity, SHA256 checksum)
can be compared with the printed certificate document:
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12 Obligation to report

The operator of this software is obliged to report any serious incidents regarding this product to
their local competent authority or to the above mentioned manufacturer.

Users from Switzerland also report directly to Comcotec Messtechnik GmbH. This ensures that
the necessary reports are made to the Swiss representatives and to Swissmedic.
The Swiss representative and the CHRN (Swiss Single Registration Number) are as follows:

CHRN-AR_20003589

CH REP QSMed.ch GmbH, Hotzestrasse 14, CH-8006 Ziirich

authorised representative
CHE282895126

Public communication data
info@qgsmed.ch, +41 43 543 44 44

Contact person
Dr. Markus Fehr, +41 43 543 44 44, info@gsmed.ch

PRRC
Dr. Markus Fehr, +41 43 543 44 44, info@gsmed.ch
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Distributor

Miele & Cie. KG

Business Unit Professional
Carl-Miele-StraBe 29

33332 Giitersloh

Germany
www.miele-professional.com

Sales contact:
Phone: +49 (0) 180 230 31 31*
email: info@miele-professional.com

*0,06€ per call from a German fixed network, cell phone rates max. 0,42€

Manufacturer

Comcotec Messtechnik GmbH
GutenbergstraBe 3

85716 UnterschleiBheim b. Miinchen
Germany

Service contact:
Phone: +49 (0) 89 327 08 89-90
email: miele@segosoft.de

International Miele Sales contacts:

AUSTRALIA

Miele Australia Pty. Ltd.

1 Gilbert Park Drive
Knoxfield, VIC, 3180

Tel. +613 97 64 71 30
Telefax +613 97 64 71 49

AUSTRIA

Miele Gesellschaft mbH.
MielestraBe 1

5071 Wals/Salzburg

Tel. +43(0)50 800 420
Telefax +43(0)50 800-81 429

BELGIUM

N.V. Miele S.A.

2.5 Mollem 480

Hof te Bollebeeklaan 9
1730 Mollem

Tel. +32(0)2/451 14 11
Telefax +32(0)2/451 14 14

CANADA

Miele Limited

161 Four Valley Drive
Vaughan, ON L4K 4V8
Tel. +1 905 660-9936
Telefax +1 904 532-2290

CHINA MAINLAND

Miele (Shanghai) Trading Ltd
Beijing Branch

3F South Tower, Kerry Center
1 Guang Hua Road
Chaoyang District

100020 Beijing

Tel. +86 10 5783 2688
Telefax +86 10 5783 2600

DENMARK

Miele A/S

2600 Glostrup, Erhvervsvej 2
Tel. +45 43 27 11 00

Tel. Salg/Professional

+45 43 27 15 00

Tel. Jylland +45 97 12 70 66
Telefax hovednr.

+45 43 27 11 09

Telefax Salg/Professional
+45 43 27 15 09

FINLAND

Miele Oy

Porttikaari 6

01200 Vantaa

Tel. +3589 87 59 70
Telefax +3589 87 59 72 99

FRANCE

Miele S.A.S.

9 avenue Albert Einstein
93151-Le Blanc-Mesnil
(Paris)

Tel. +33(0)1/49 39 34 44
Telefax +33(0)1/49 39 44 38

GERMANY

Miele Vertriebsgesellschaft
Deutschland KG
Carl-Miele-StraBe 29
33332 Giitersloh

Tel. 0 180 220 21 21 (6 ct)*
Telefax 0 800 225 57 55
*Only in Germany

GREAT BRITAIN

Miele Co. Ltd.

Fairacres

Marcham Road, Abingdon
Oxon OX14 1TW

Tel. +44 (0)1235 554455
Telefax +44 (0)1235 554477

HONG KONG, CHINA

Miele (Hong Kong) Ltd.
41/F — 4101, Manhattan
Place

23 Wang Tai Road, Kowloon
Tel. +852/2610 1331

Telefax +852/2610 1013

IRELAND

Miele Irland Ltd.

2024 Bianconi Avenue
Citywest Business Campus
Dublin 24

Tel. +3531 461 07 10
Telefax +3531 461 07-97

ITALY

Miele lItalia S.r.l.

Strada di Circonvallazione,
27

39057 S. Michele-Appiano
(B2)

Tel. +39 04 71/66 61 11
Telefax +39 04 71/66 63 50

JAPAN

Miele Japan Corp.

E Space Tower 11F

3-6 Maruyamacho
Shibuya-ku Tokyo
150-0044 Japan

Tel. +81(3)5784-0030
Telefax +81(3)5784-0035

KOREA

Miele Korea Limited
Miele Haus 8 fl.,

607-10 Yeoksam-dong
Gangnam-gu

Seoul 135-080

Tel. +82 2 3451 9353
Telefax +82 2 3451 9399

For further international contacts, please have a look at: www.miele-professional.com

LUXEMBOURG

Miele s.ar.l.

20, Rue Christophe Plantin
2339 Luxembourg

Tel. +352/4 97 11-25
Telefax +352/4 97 11-39

NETHERLANDS

Miele Nederland B.V.

De Limiet 2

4131 NR Vianen

Tel. +31(0)3 47/37 88 83
Telefax +31(0)3 47/37 84 29

NEW ZEALAND

Miele New Zealand Ltd.
Unit L, 10-20 Sylvia Park
Road

Mt. Wellington, 1060 Auck-
land

Tel. +64 9573 1269

Telefax +64 9573 1268

NORWAY

Miele AS

Loxaveien 13

1351 Rud

Tel. +47/67 17 31 00
Telefax +47/67 17 31 10

PORTUGAL

Miele Portuguesa, Lda.

Av. Do Forte, 5

2790-073 Carnaxide

Tel. 351/21/42 48-100
Telefax +351/21/42 48-109

RUSSIA

000 Miele CIS

Leningradsky Prospekt, 39A
125167 Moscow

Tel. +7 495 745-8992
Telefax +7 495 745-8680

SOUTH AFRICA

Miele (Pty) Ltd.

63 Peter Place

Bryanston 2194

Tel. +27(0)11/5 48-19 00
Telefax +27(0)11/5 48-19 35

SPAIN

Miele S.A.U.

Carretera de Fuencarral, 20
28108 Alcobendas (Madrid)
Tel. +34/91/6 23 20 00
Telefax +34/91/6 62 02 66

SWEDEN

Miele AB

Industrivdgen 20

Box 1397

171 27 Solna

Tel. +46(0)8/5 62 29-000
Telefax +46(0)8/5 62 29-209

SWITZERLAND

Miele AG

Limmatstr. 4

8957 Spreitenbach

Tel. +41(0)56/4 17 20 00
Telefax +41(0)56/4 17-24 69

UNITED ARAB EMIRATES
Miele Appliances Ltd.
Gold & Diamond Park
Sheikh Zayed Road
Building No. 6,

Offices No. 219

Dubai

Tel. +971 4 3418444
Telefax +971 4 3418852

USA

Miele, Inc.

9 Independence Way
Princeton, NJ 08540

Tel. 001-800/843 72 31
Telefax 001-609/419 42 41

Comcotec, the Comcotec logo, SegoSoft, the SegoSoft logo are registered trademarks of Comcotec Messtechnik GmbH. All other product names are trademarks of
their respective companies. / FM 18-1768 / © 2023. All rights reserved.
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