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Dear Dr.

We thank you for your confidence demonstrated by the purchase of this MELAG product.

As an owner-run and operated family concern founded in 1951, we have a long history of successful specialization in
hygiene products for practice-based use. Our focus on innovation, quality and the highest standards of operational
reliability has established MELAG as the world’s leading manufacturer in the instrument treatment and hygiene field.

You, our customer are justified in your demand for the best products, quality and reliability. Providing "competence in
hygiene" and "Quality — made in Germany", we guarantee that these demands will be met. Our certified quality
management systems is subject to close monitoring: one instrument to this end is our annual multi-day audit conducted
in accordance with 1ISO 13485 and ISO 9001 conducted by the certification agency BSI. This guarantees that all MELAG
products are manufactured and tested in accordance with strict quality criteria.

The MELAG management and team.
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General notes

Please read this operating manual carefully before proceeding with the installation and application of this program.
Please read the safety information carefully. Please store this operating manual carefully. It represents a component of
the product.

User group

This operating manual is addressed to doctors, their assistants and service departments.

About this manual

Symbols used

Symbol Explanation
' Draws your attention to a dangerous situation, which if not avoided, could result in damage to
H the device software, data-loss or network problems.

.;’f Draws your attention to important information.

Formatting rules

Symbol Explanation
Approval Menu commands are marked with italicized bold print. Approval autoclave refers to e.g.
autoclave the "Approval autoclave" menu. Menu commands in dialogue windows are also bold.
Cleaning Words or phrases appearing on the display of the device are marked as display text.

see Chapter 2 | Reference to another text section or diagram within this manual.

[F11] Keys on the keyboard are marked in square brackets.
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Chapter 1 — Installation and licensing

System requirements

Hardware

L] Windows 10, Windows 8.1, Windows 8 or 7 SP1, Windows Vista SP2, Windows Server 2012,
Windows Server 2008 SP2

= min. 1 GHz (x86) or 1.4 GHz (x64) processor, recommended 2 GHz Multi-Core processor

= min. 1 GB RAM, recommended 4 GB RAM

] min. 7 GB free memory for installation

= DVD ROM drive or a USB memory medium

] Internet connection (required for Microsoft .NET Framework 3.5 — installation in Windows 8)
= MELAprint 60 label printer for label printing (optional)

] Barcode scanner with code 128 support (optional)

Software
. MELAview 3 Documentation software
. Microsoft .NET Framework 3.5 and 4.5

W~ PLEASE NOTE
A SQL server 2005 or higher must be installed on the computer

Installation

The DVD contains an installation file which installs MELAtrace and MELAview together.

Depending on the software already uploaded onto the computer, further additional components may also
be installed.

= Microsoft .NET Framework (installed together with MELAview if .NET Framework has not been
installed on the computer)

= Microsoft SQL Server 2012 (installed together with MELAtrace if the an SQL server is not installed on
the computer)

Please observe the following information before installing MELAtrace:

» If you use a notebook, please ensure that the power supply is plugged in to the mains during
installation of the file.

Windows may not be in safe mode during installation.
Check whether you have administrative privileges.

Ensure a connection to the internet during installation.
Close all open programs before performing the installation.

vV vYvyy

Proceed as follows to start installation of the DVD:
Insert the DVD in the DVD ROM drive.

2. Start the corresponding installation file. The installation wizard opens.
3. Select your desired language and click on the OK pushbutton.
4. Follow the instructions during the installation.

Licensing

Licensing is required for MELAtrace and MELAview 3. Detailed information regarding the procedure can
be found in the installation instructions included with the DVD.
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Chapter 2 — User interface

Introduction

MELAtrace is a software for the documentation, load management and approval of instrument treatment.
MELAtrace combines the treatment steps cleaning and disinfection with sterilization in order to ensure
comprehensive documentation. The intuitive user interface and the simple license model guarantee the
highest levels of safety and satisfaction.

Login
Login is required following every start of MELAtrace, following every logout and upon every authentication

procedure.
To do so, enter your user nhame (= user ID) and password in the login window.

MELAtrace MELAG

comperunce in fygione

User name

Password

Cancel Login

C MELAT Madicsl Tachnology. All nghts reseryec.

Access data for the first login:
User name: melagadmin Password: melag

Logging out
Click on Logout (located in the left-hand side of the top row, next to the logo) to log out as a user from
MELAtrace. Alternatively you can log out by pressing the [F11] key.

MELAtrace : . ~|MELAG

comprtrrace in ygene

Select a function
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Main functions

The program main menu will open after successful login.
T S———.
MELArace @—. MEIAG

crprtrree i g

Fig. 1: Main menu

(1) Main menu

(2) Header with user information

(3) Menu bar

(4) Navigation to the MELAview log archive
(5) Settings (only visible for the administrator)
(6) Help centre

Main menu

Here, you will find the main functions Washer-Disinfector load, Approval Washer-Disinfector,
Autoclave load, Approval autoclave, Label print MELAprint 60.

Header

The user name of the user currently logged-in is displayed here together with the time remaining until
automatic logout, as far as it is activated (see Chapter 7 — Administrator settings).

Menu bar

These functions can be accessed both via the menu bar and the corresponding pushbutton in the main
menu.

Washer-Disinfector load

Here, you can determine the composition of the washer-disinfector (MELAtherm) load e.g. wash trays,
individual load elements etc.

Approval Washer-Disinfector

Here, you can approve program logs of a MELAtherm batch or another washer-disinfector and can
continue to use them for the later load of a steam sterilizer. Alternatively, you can approve a batch from a
manual treatment process.

Autoclave load
Here, you can determine the composition of the Autoclave load e.g. wash trays, sterilization containers,
individually-wrapped instruments etc.

Approval Autoclave

Here, you can approve the program logs of sterilization batches and have the option of approving only
some of the load elements of the batch. Loading elements that have not been approved can be saved with
a reason.
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Label print MELAprint 60

Here you can print labels on the MELAprint 60 label printer following approval of a WD or a sterilization
batch, to enable traceability of the load elements.

MELAview log archive
MELAview can be started directly from MELAtrace.

Administrator settings
The following menu items are only visible for users with administrator rights (in MELAtrace):

Load management
Load elements, standard batches, standard containers etc. are added and managed here.

User administration

Users are added and managed here, information regarding the practice is entered and settings are made
for authentication and auto log-out, i.e. automatic user logout following inactivity.

Further settings

Approval and database management settings are made here.

Help centre
Here you will find helpful documents such as the operating manual and model loads with loading examples
and licensing.
Key
Symbol Explanation

| 3 A new element is added/generated.

| EE An element is deleted.

| - An overview of the load elements, standard batches etc. is printed.

| ﬂ A user is blocked in the program.

‘ ﬁ A user is unblocked in the program.

43 The program standard settings are restored.

‘, The sterilization container is open, load elements, standard batches etc. can be

il | added.

The sterilization container is closed, load elements, standard batches etc. cannot
—
be added.

— = A graphic is saved for the selected element.

-

|HjHl| A barcode is saved for the selected element.

— = A graphic and a barcode is saved for the selected element.

L1
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Chapter 3 — Load definition

Loading a washer-disinfector (MELAtherm)

B~ PLEASE NOTE
This function can be deactivated if required, see Chapter 7 — Administrator settings, Further

settings.

Requirement for a load to be assembled in a WD:
v' The washer-disinfector is licensed in MELAview.

v' Load elements/standard batches were added here: Load management, Chapter 7 —
Administrator settings.

Working in the main menu, select Washer-Disinfector load.

Select the device from the list for which a Washer-Disinfector load is to be put together.
This window is only displayed if multiple WDs are licensed in MELAview.

MELAtrace - MELAG
LomprtenGe i ygeene
Select a MELAtherm from the st in order to determing a load
Dessgnation il Pt Licenas by
Cancel Descarc

3. Click on Next to proceed. A new window will open.

Assembling a Washer-Disinfector load

Load elements
1. Select the individual elements from the list of Load elements.
2. Click on Add to add this element to the load.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.
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|1o

e .. $ 0
MELArace - . MELAG

ComptTTe 0 PrygeTe
Picase assembie the Washer Disinfector load

(B
Ad 3 e Tweds ~

o Add »
b
.-“ 4 Rerave
o
Mt v

tartar hascre

Standard batches

1. Select a load from the Standard batches list to select a pre-defined load (standard batch).

2. Click on Add to add the selected standard batch to the load. Only a standard batch may be
added.

MELArace - - MELAG

Ploase assembie the Washor Disinfector load

SR e

M LA

Further load elements

In addition to the selected of pre-defined load elements and standard batches, you can also add load
elements which are not stored in the database.

1. Enter a name of another load element in the Add additional load element field.

2. Clickon "' to add this element to the load.

B~ PLEASE NOTE
This load element can only be used for the current load definition.
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Removing load elements

Clicking on Remove deletes the load element /standard batch from the list Load definition.
B — = ———— ==& =L

MELArace

cemprtrce in Fpgere

Picase sssembie the Washer Disinfector load

1) il
At ety
2

SAmrelar! L
SenSrRae. Add »
. -
. W -

e

Entering batch designations

You have the option of giving each load/load definition a dedicated designation. To do so, enter the

optional description in the Batch designation field. The designation is then displayed on the washing and
disinfection report.

1. Click on Next to proceed.
A summary will be displayed.

MELAtrace o N0 -~ M

competence in fygiere

Summary of the Washer-Disinfector ksad {coustom batch desipnation)

Croated tylon

renn

2. Click on Completed to conclude the load definition.

11|
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3. Confirm the subsequent dialogue window with OK.
R e——— . o

0 Start the MELAtherm or app ] ing-disi ion procedure.

Loading a steam sterilizer

W= PLEASE NOTE

This function be deactivated if required, see Chapter 7 — Administrator settings, Further
settings.

Requirement for a load to be assembled in a steam sterilizer:
v' The steam sterilizer is licensed in MELAview.

v' Load elements/standard batches/sterilization container were added here: Load management,
Chapter 7 — Administrator settings.

Working in the main menu, select Autoclave load.

Select the steam sterilizer from the list for which a load is to be assembled. This window is only
displayed if multiple steam sterilizers are licensed in MELAview.

MELAace e et o IVIELAG

‘competence in hygiene

Select an autoclave from the list in order to determine a load.

Designation

License key

“himciave 45

DAL Uneversal

MELAview
Log archive

ZCIE1S15728

Cancei Discard Next

3. Click on Next to proceed. A new window will open.

Assembling the Autoclave load

All load elements and standard batches can be assigned both a sterilization container and an Autoclave
load. The sterilization containers can be assigned to an Autoclave load.

|12
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Load elements from MELAtherm batches

Requirement, so that the load elements from a MELAtherm batch can be selected:
v/ At least one load element from a approved MELAtherm batch was selected for further use.
v' The hold-back time has not yet been exceeded.

1. To select load element from MELAtherm batches, select the element from the list of Load
elements from MELAtherm batches.

2. Click on Add to add any element of the load or a sterilization container.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.

T ISR
MELAtrace 2 MEI.AG

competenoe in hygiens

Please sasemble the suteclave load

Samrcherd L S

All load elements
1. To select a load element, select the element from the list of All load elements.
2. Click on Add to add this load element or a sterilization container.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.

13|
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. :.._.. IR ——
MELAtrace e User (100 Lot MEI.AG
COMPEWCCE i Pygiene

Please assemnbie the suteciave ioad

Lcomd dofeadion

| o) oarrarty FOer BE L AZwet G ran

e e

- e 1z

- T I - S B

(1]

A | v - M .
N T 304 Ty 4

o

Standard batches
1. Select a load from the Standard batches list to select a pre-defined load (standard batch).

2. Click on Add to add this load or a sterilization container.
Only one standard batch may be added.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.

o Witres -
MELAtrace e User (100 Lot MEI.AG
COMpEtenoe in ygiens

Please assemnbie the suteciave ioad

Lcomd dofeadion

| o) oaerrarty T WL AZwet G ran

i

SEard het tet
+ . e
T

AL A + A 3 Toary 4

- Remove

Further load elements

In addition to the selection of pre-defined load elements, you can also add load elements which are not
stored in MELAtrace.

1. Enter a designation for the load elements in the Add additional load element field.

2. clickon | ® | 0 add this load.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.

|14
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Carce Bk Mt

W= PLEASE NOTE

This load element is not automatically saved in the database, but can be used for the current
load.

Sterilization container
1. Select the desired (empty) sterilization container from the Sterilization containers list.
2. Click on Add to add this sterilization container to the load.

Alternatively, the element of the load definition can also be added by double-clicking or
double-touching or scanning in the corresponding barcode.

MELAtrace " L MEI.AG
competence in ygiens

Please sasembie the sutociave ioad

L) owcrasty, o MELAZwetn Dol rem

ot et

The sterilization container is now displayed in the right-hand list Load definition with the (I:‘!':J)
symbol. This means that it is open and can be filled with load elements and/or a standard batch.

Clicking on I:*J closes the sterilization container ().

The sterilization container can also be opened by scanning the barcode and can be
closed again by scanning again.

15|
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Removing load elements

Clicking on Remove deletes the load element/standard batch from the list Load definition.

MELAtrace o e INVEELAA
competence in ygiens

Pitase assemble e sutocisve load

gl

Entering batch designations

You can assign each Autoclave load its own batch designation (optional) in the Batch designation field.
The designation is displayed on the treatment report.

Carce ok Mt

Allocating an approved batch from another Washer-Disinfector or a
manual treatment

1. After having determined the load for the steam sterilizer, click on Next. The following window
opens:
03 [ - ¥
MELAtrace o Use (V0 L4 MEI.AG
COmpEtence in ygiens
Which manual treatrrent or other Washer-Disinfector batches are included in the sutoclave load?
Marus Fereesofe Welhe Do iy AL wrew Ul
Agd »
The Manual treatment/Washer-Disinfector list shows all approved Washer-Disinfector batches
from other washer-disinfectors, which lie within the permissible hold-back time (standard: 24
hours).
2.

Select a approved batch from the Manual treatment/Washer-Disinfector list and then click on
Next.
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Assigning sealing logs

A requirement for the assignation of sealing logs:
v' The sealing log was generated by a device which is licensed in MELAview.
v/ The sealing log contains at least one successfully concluded sealing procedure.

1. After the load has been determined for the steam sterilizer (see Chapter 3 — Load definition),
click on Next. The following window opens:

Y

MELAtrace 2 MEI.AG

comprtence in pgiene

&

Sealing log praview

2. Select a max. of up to five sealing log(s) from the list and then click on Next.

B PLEASE NOTE
At least one successful sealing procedure should be included in the log file.

17|
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Summary of the Autoclave load
After the Autoclave load has been assembled and the WD and sealing log have been allocated (if
necessary) a summary of the Autoclave load will be displayed.

MELAtrace e P /L
competence in hygiens
y of the autocl losd (desig
AL A aow] et b Pl ) Lram? sawrds sharaand ek h
- =
- av 4
e T
" A
A | A _ )
tog mchows = Ty
— LT ™
=R M
Soatey g - =
Asar I
it -

1. Click on Completed to conclude the load definition.
2. Confirm the subsequent dialogue window with OK.

0 Now start the autoclave or approve a completed sterilization procedure.

|18
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Chapter 4 — The Approval process

Approving a MELAtherm batch

Requirement for approving a MELAtherm batch:

v" The washing and disinfection program has been completed successfully

v" The program log has not yet been approved.

v' The contents of the program log was not changed.

v' The program log is not older than 1 hour / than the pre-set hold-back time.
v' The program log was generated by a device which is licensed in MELAview.
1. Working in the main menu, select Approval Washer-Disinfector.

2. Select the MELAtherm 10 and click on Next.

[ e -

MELAtrace : =

enmpeterEr in hyglene

For which washer-gisinfecior (WD) do you wish 1o approve a baich?

@ MELAhe 10

Manunl freasment or ofur wasner-giuniactos (WD

Cancel e

| MELAtrace . - MELAG

Select the MELAerm log you'd like 1o approve.

Py C—— T TSP [T, v

Cantel Next

19|
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3. Click on to select the directory in which the MELAtherm program log is stored.
Depending on the search depth used (see Chapter 7 — Administrator settings, Further
settings) the directory and if necessary the sub-directory will be searched for not yet approved
program logs. They will be displayed in the list.

Select the program log to be approved and click on Next.
5. Answer the subsequent dialogue window with Yes.

Ta” Progesm sucoesshll

" The salected program was completed successfully. Proceed with disinfection
“ balch approval?

Yes Neo

The approved MELAtherm batch can then be used for the Autoclave load definition within 24
hours. After this time, the program log is no longer valid.

Approval options (only for MELAtherm)

Three options are available:

MELAG

e ) Pypgiene

MELAtrace

Mo to you wish to procoed with the cheaning and tisinfection hetch?

™) U not approve batch

Approve all load elements

1. If you wish to approve all the load elements of a WD batch, select Approve all load elements
and then click on Next.

The following window opens:

Ry R ——"
MELArace - MELAG
CompreEnce i Frygaree
Which soproved load elements should be uaed further for sterilization?
Lot wimemret

4 .

4

Ll

2. Select the load elements and their quantity which you wish to use for the sterilization procedure
and then click on Next.

A preview of the washing and disinfection reports will be displayed, see section Generating a
washing and disinfection report.

Do not approve individual load elements

A requirement for the selection of individual load elements:
v" Reasons were added here: Load management, Chapter 7 — Administrator settings.

If you do not wish to approve a load element from a WD batch, select Do not approve individual load
elements and then click on Next.

|20
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The following window opens:

3.
4.,

MELAtrace - . MELA
Competrnce M Fygume
Do not approve individual load elements
Lowd st MO BpE T v Hasrne s
1 7
2 .
e
+
Cantel Mt

Select the load element affected from the Load element list and the number and give at least one
reason in the right-hand Reasons list as to why the load element concerned was not approved.

If the appropriate reason is not listed, enter a different reason under Other reason and add this

by clicking on & See also: Load management - Reasons. Other reasons are not saved in the

list of reasons in the database.

Proceed in this fashion with all load elements not approved.

Then click on Next.

Not approving the entire MELAtherm batch

A requirement for the selection of individual load elements:

v' Reasons were added here: Load management, Chapter 7 — Administrator settings.

If you do not wish to approve the whole MELAtherm batch, select Do not approve batch and then click on

Next. The following window opens:

MELAtrace ' = .MmEu
n pgeeree

Witholo approval for entire load

et Apphan

Cantel Next
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1. Enter at least one reason in the Reasons list as to why the MELAtherm batch concerned was not
approved.

2. If the appropriate reason is not listed, enter a different reason under Other reason and add this

by clicking on| + See also: Load management - Reasons.
3. Then click on Next.

W= PLEASE NOTE
The time to hold-back program logs for subsequent load definition can be changed under Further

settings > Load/Approval.

B~ PLEASE NOTE
If the dialogue window displays a warning, consult the MELAtherm program log for further

information.

Approving a batch from another washer-disinfector (WD)

A Washer-Disinfector batch from another WD can only be approved completely and be used further for a
steam sterilizer batches; i.e. it is not possible to approve individual load elements and use a selection of
load elements for a later Autoclave load.

If you wish to approve an external WD batch, enter a meaningful description and indicate the path to the
log file if present.
1. Working in the main menu, select Approval Washer-Disinfector.

2. Select Manual treatment or other washer-disinfector (WD) and click on Next.

MELAtrace 000 L ME'-AG

comprierce in hygrene

For which wesher-disinfector (WD) do you wish 1o spprove o baich?

Afsrrn 100

The following window opens:
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MELAtrace . - ME‘_&“G“

Manual tresiment of other washer-disintector (WD)

MBI L Awerm

3. Enter a description and if it exists, the path of the log file.
4. Click on Approval to conclude the procedure.
5. Confirm the subsequent dialogue window with OK.

|

The disinfection batch was released successfully ‘

0 The: disinfection batch can be used for lvad definilion of an auloclave within the

next 24 hour(s).
|
CK

The approved WD batch can then be used for the Autoclave load definition within a specified
period (standard: 24 hours). After this time, the approval is no longer valid. The hold-back time
can be altered in the administrator settings under Further settings.

Generating a washing and disinfection report

B~ PLEASE NOTE
A washing and disinfection report cannot be generated for batches from other washer-disinfectors
or manual treatment.

A washing and disinfection report is generated after approving a MELAtherm batch, or a part of the
MELAtherm batch.

All information pertaining to a cycle is documented in this log.

23|
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MELArace - MELAG
CempetrcT m Fygae
Washing and disinfection report
MELAG Washing snd disinfection report OsteTima 39002075 15 M &3
———— s ) B B T A et e el
Procens © ANSHS0084 Bater svegraven -
and Gerirfestan
Log: ANCRISO0NDEM Owwiesc J01010.0TANO0 Basch § Suser 0% 00 2013 12 13 55 finek 0% 03 01
Approved. T Approwed by My Derve L 100C
|02 dwtovman
Seart: J5 D6 201 15 1720 Bmd JRO0MIU1E 15 1750 Creowed by: e Diewme Uner, 000
[0 wpmry el et sl LIS
Losd slement 115y | Approwed 1 of ) of which (1) arw ) wted Aarther Sliuh ciaay Tefioa A
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Cancel Ganerate repon

A preview is generated.

In the washing and disinfection report, working under Optional Information in washing and disinfection
report you can display the following information:

Text log (MELAtherm)

The text log of the approved MELAtherm batch is displayed in the appendix of the washing and
disinfection report.

Graphic log (MELAtherm)

The graphic log of the approved MELAtherm batch is displayed in the appendix of the washing and
disinfection report.

User image

The picture or the persons who defined the load definition and approved the batch is displayed in the
washing and disinfection report.

Contents of the load element

The contents definition for every load element is listed in the washing and disinfection report.

To change the storage location of the washing and disinfection report, click on |7| and selected the
required folder.

W= PLEASE NOTE
The washing and disinfection report is saved in the directory determined under Further settings
- Load/Approval.

After clicking on Generate treatment report the report is saved as a PDF document in the corresponding
directory.

Label printing

How to print labels after generating a washing and disinfection report, is outlined here: Chapter 5 — Label
printing. Labels can only be printed for load elements which are not used further for sterilization.
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Approving a sterilization batch

Preconditions for approving a sterilization log in MELAtrace:
v' The sterilization program was performed successfully.

v' The sterilization program has not yet been approved.

v' The contents of the sterilization log was not changed.

v' The sterilization log is not older than 1 hour/than the hold-back time specified in the settings.
v/ The sterilization log was generated by a device which is licensed in MELAview.

1. Working in the main menu, select Approval autoclave.

2. Click onlZ“" to select the directory in which the corresponding sterilization log is stored.

Depending on the search depth used, the directory and if necessary, the sub-directory will be
searched for sterilization logs not yet approved. These are displayed in a list.

3. Select the program log to be approved and click on Next.
MELAtrace - MELAG

competenoe in hygiens

Select the slerilization fog you'd like 1o approve

Log e Frogram Progrem stan Progrem end Datrh  Dewice

Cancel Mt

— — _—

/, — —

4. Should you wish to approve the selected program log, answer the following question with Yes to
perform the approval process as described in the following section.

<y T

) The selected program was completed successfully. Froceed with the stedilizalion
{ u batch approval procadure?

i Yes No

B~ PLEASE NOTE
The hold-back time for program log for approval can be changed under Further settings >
Load/Approval.

B PLEASE NOTE
If the dialogue window displays a warning, consult the program log for further information.
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Indicator query
If the indicator query has been activated, you can evaluate whether the indicators have changed colour.
The following window opens:

e =y
MELArace s i . . MELAG

MBS I e
Have: the indicatons ohanged?

_a fes

One

e indicator used

O L s ™ on ¢ o s s

Cancel Hext

1. Decide whether the indicators have changed colour and then click on Next.

W= PLEASE NOTE
The indicator query is only shown if this function is activated under Further settings >
Load/Approval - Perform indicator query. Otherwise, this window will be left out.

Approval options
The load elements must be approved after the indicator query. Three options are available:

MELAirace s D 0 L WWG

How do you wish to proceed with the sterfiization baich?

& Approve ol inod sismeniy
i ot angarrom mesowun inad shormends

€ Do net agprove batch

Cancel Dlast

Approving the entire sterilization batch

If you wish to approve all the load elements of a sterilization batch, select Approve all load elements and
then click on Next.

A preview of the treatment report will be displayed. Consult the section Generating up a treatment
report.
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Do not approve individual load elements

A requirement for the selection of individual load elements:
v' Reasons were added here: Load management, see: Chapter 7 — Administrator settings.

If you do not wish to approve the load elements of a sterilization batch, select Do not approve inidividual
load elements and then click on Next.

The following window opens:
T EE————
MELArace .. MELAG

Do not approve individual load elements

] O apErTYE e L Aggatvy

1. Select the load element affected from the Load element list and the number and give at least one
reason in the right-hand Reasons list as to why the load element concerned was not approved.

B~ PLEASE NOTE
It is not possible to approve only individual load elements in a sterilization container.

2. Ifthe appropriate reason is not listed, enter a different reason under Other reason and add this

by clicking on | + See also: Load management > Reasons. Other reasons are not saved in the
list of reasons in the database.
3. Proceed in this fashion with all load elements not approved.

4, Then click on Next.

Do not approve the complete MELAtherm batch

A requirement for the selection of individual load elements:
v" Reasons were added here: Load management, see: Chapter 7 — Administrator settings.

If you do not wish to approve the whole sterilization batch, select Do not approve batch and then click on
Next. The following window opens:
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Fhip

MELArace

Faanoe

Withold appeowal for entire load

carcel

-

MELAG

CempetrTr N Prpgene

1. Enter at least one reason in the Reason list as to why the sterilization batch concerned was not

approved.

2. Ifthe appropriate reason is not listed, enter a different reason under Other reason and add this

by clicking on| "' | See also: Load management - Reasons.
3. Then click on Next.

Generating up a treatment report

A treatment report is generated after the sterilization batch has been approved.

The treatment report documents all the information of the entire treatment process.

competence in hygiene

MELAtrace

MELAviow
Loy archive

Treatment report

Storage foide

Sl by Fractice fc Murtermasn, Matergt 17 1241 Musturstact

Treatment report DateTime: 30.04.2015 15:41:31
Page: 171

Process I0: ADOKSOUES Batch designason: -

Cleaning and disinfecten

Log: ARDRS00G.DEM Device: 201010.0TA1000 Baschs & Start 05.03 2013 1213.66-End: 06 032013120618

| Approved by: Mrs. Dema User, 1000
[Extarnal bateh: manual treatment

Packagn T 7

Load definition G U

Start: 20062015 162716 End: 20.08 2015 1627 42 Creawd by: Mrs. Demo User, 1000

Opon treabment report afler s genarafion

A preview is generated.

Generate treatment

In the treatment report working under Optional Information you can display the following information:

Text log (MELAtherm)

The text log(s) from all MELAtherm batches will be displayed in the appendix of the treatment report of
which the load elements are included in the Autoclave load.

Graphic log (MELAtherm)

The graphic log(s) from all MELAtherm batches will be displayed in the appendix of the treatment report of
which the load elements are included in the Autoclave load.
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Text log (sterilization)
The text log of the sterilization batch just approved is displayed in the appendix of the treatment report.

Graphic log (sterilization)
The graphic log of the sterilization batch just approved is displayed in the appendix of the treatment report.

User image

The user picture of the persons who made the load definition and approved the batch is displayed in the
treatment report.

Contents

The contents definition for every load element is listed in the treatment report.

Washing and disinfection report:

If the sterilization batch contains load element from one or more approved MELAtherm batches, the
corresponding washing and disinfection report can be appended.

To change the storage location of the treatment report, click on |7 and selected the required folder.

W= PLEASE NOTE
The treatment report is saved as standard in the directory determined under Further settings >
Load/Approval.

After clicking on Treatment report the treatment report displayed is saved as a PDF document in the
corresponding directory. Chapter 5 — Label printing outlines how to print labels.

29|
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Printer settings

The precondition for printing labels on the label printer:
v" A MELAprint 60 label printer is setup in the practice network.

If you wish to output labels on the MELAprint 60 label printer, you must set the IP address of the
MELAprint 60 in MELAtrace. This must be performed only once.
Proceed as follows:

1. Working in the Label print MELAprint 60 menu - Printer settings. The following dialogue
window opens:

MELAtrace - . MEI-AG

competence in hygiens

Select label printer

Cwbegrmon 1P sddrriy Pon Fiemmprs

Search for label printers in the
network

Enter I address manually

192 168 40 60 = 9100

2. If you know the IP address of the label printer, enter it in the lowest row next to Enter IP address
manually or locate the label printer in the network by clicking on the magnifying glass symbol

Fel

3. Accept the settings by clicking on the Save pushbutton.

Test printout

You can print a test label by pressing the Test printout pushbutton to check whether the label printer has
been recognized in MELAtrace.
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Label printing immediately after approval

W= PLEASE NOTE
Labels cannot be printed for batches from other washer-disinfectors or from manual treatment.

Labels for load elements from a MELAtherm batch can only be printed if the elements are not
used for sterilization.

Once you have completed the approval procedure for a MELAtherm batch or a wrapped sterilization
program, and have generated a washing and disinfection report or a treatment report, working in the Label
print MELAprint 60 menu you can print labels for all of or selected load elements.

o MiUisw

MELAtrace , .. MELAG

competende in hygheno

Settings for labal printing

Duration of sisrage

6 months -

IF address of the MELAprint 80

192.168.40.60:9100

Possible options

Printing labels for all load elements

A label with the corresponding designation is printed for every approved load element / every sterilization
container. The number of labels cannot be changed in this case.

Printing labels for selected load elements/sterilization containers

Determine the approved load elements/sterilization containers for which labels are to be printed and the
quantity.
2 -

8§ months

IP addrans of the MELAprint 60

192.168.40.60:9100

Printing labels without labelling of the load elements
The designation of the approved load element/sterilization container will not be printed on the label.

Storage period

Here, you can determine the maximum storage period for the load elements approved, i.e. the time until
the load elements are sterile.

31|
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Printing a label
A click on the Print pushbutton triggers the label printer.

IP address of the MEL Aprint 60

192.168.40.60:9100

Ligan mena

Printing labels at a later point

W= PLEASE NOTE
Given load elements from the sterilization batches, only labels for class B sterilization programs
will be printed. Otherwise, a corresponding message will be displayed.

1. Working in the main menu, select Label print MELAprint 60.

2. Select the corresponding MELAtherm or sterilization batch from the list of approved batches. If a
washing and disinfection report or a treatment report was generated for the batch, this will be
shown in the display together with information about the person who has approved the batch, the
date on which it was provided, the device used and more.

hai i

MELAtrace . MEI-AG

ompetence in hygieno
Solsebensetbefolivaingepprovedionds for which you wish to reprint a label
e vt oo - [pros s ren

Sz o

Process Cuate of approresl

If a log could not be found relating to the batch selected, e.g. because it was moved to a different
directory or renamed, you can click on Open treatment report to search in the directory and
open the treatment report.
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3. To determine the desired number of labels and the storage duration, click on Next. The same
dialogue window will open as with the immediate label print following batch approval (see page
31, Label printing immediately after approval.

4. Click on Print to start the printing procedure.

IP address of the MELAprint 60:

192.168.40.60:9100
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You can start the program MELAview directly from MELAtrace or change between programs.

Receiving a program log from MELAview

Preconditions for receiving a log in MELAtrace:
v' The device (MELAtherm or steam sterilizer) is connected with MELAview.
v" Immediate output is activated on the corresponding device.
v" The program MELAtrace is being executed in parallel.

The program log of a washer-disinfector or a steam sterilizer will be transferred directly to MELAtrace after
the end of the programme. A dialogue window is displayed indicating that a log has been received.

& Log receeed: AROSSO01DEM - & Log secewed ACDSSOUCDEM o
= Reception of an MELAtherm program log from | = Reception of an autoclave program log from "Premium
‘MELAtherm’ (Serial number: 201010-DTA1000). Plus’ (Serial number: 201040-B1000).
Would you like to use It for Approval ? Would you like to use it for Approval ?
Yes | No Yes No

If you wish to approve a program log using MELAtrace, answer the corresponding question in the dialogue
window with Yes.

Then perform the approval process as described in the previous section.

Approving a Washer-Disinfector/sterilization batch from
MELAview

Select any program log from the list of logs in MELAview.

Access the context menu by right-clicking on the selected program log. Navigate to MELAtrace
using Approving log in MELAtrace.

N

MELAview M

M
Eatras
MEL Al

Furthey wsfoemmalsn

Vil meme frru ranrinas Linse ey hestede e argmm e o)

=\ —

If you have selected e.g. a MELAtherm program log, the Approval Washer-Disinfector menu will
open in MELAtrace. The list will only display the MELAtherm program log previously selected.
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To approve a MELAtherm program log, proceed as described in Chapter 4 — The Approval
process, Approving a MELAtherm batch.

To approve a program log after sterilization, proceed as described in Chapter 4 — The Approval
process, Approving a sterilization batch.
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The following menus are only visible and editable to those logged in to MELAtrace with administrator

rights.

Load management

Load elements
The load elements used for the load definition are added and edited/deleted here.

Creating a new load element

1.

Working in the Load management - Load elements menu, click on the| + pushbutton.

A new load element is added.

MELAtrace = puE—-c- MWEI'.A..,#G
===l | |
Contents
™ W Fare :
i 15 e | @
" UncriEca
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™ - @
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B manns Swe Deseaed

| e ] 3|
The checkmark for Further use for sterilization is set as standard. As a result, all load elements
are available for loading into a steam sterilizer after a MELAtherm approval.

If the load element is not be sterilized after a MELAtherm approval, remove the checkmark next to
Further use for sterilization.

- o Fa

o = (I el )
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Determining the contents of the load elements
You can determine a content definition for every load element:
1. Click on the Contents pushbutton. A new window will open.

MELAtrace _ . mnoms e INIELAG
m %7 4 2 2 X

P Canmmm

A > t

Wit menw Haue [Er)

2. Click on ‘ "' to generate elements in the Contents list and determine the number of elements.
You can remove elements from the list at any time by clicking on Remove. The elements
removed are moved into the Last-used element list. Elements no longer required or not included
in other load elements can be deleted irrevocably from the list by clicking on m

The Last-used element list contains all content elements which were previously
generated/saved.

3. Clicking on Apply will accept the contents definition.

Saving a picture
1. If you wish to save a picture for the load element, select the corresponding image file by clicking

on from a directory on the computer.
I The pictures can be added/swapped in the settings window by dragging them in.

MELAtrace ) ] _ por i Melipisiest) (g ME'._AG
Conterts
Sar code z
- 7} Uncritead () Semscrical A (@ Crisicai A
= -
" T
" i

MELAview

2. Click on Save to accept the new load element in the list.
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Assigning a barcode

You can assign every load element a barcode (codel28). You can scan in or generate a new barcode for
the corresponding load element.

1. Select the desired load element from the Designation list.

2. To assign a barcode or generate a new barcode for the respective load element, click on the
Barcode pushbutton.

MELAtrace R v i = INVELAG

A new window will open.

Scan in the bar code.

0 Press "New bar code”, to generate a new bar code (if none

is present)

New bar code Close

3. If a barcode already exists for the load element, scan it in now. Should the scan procedure be
successful, the barcode is displayed in the white field.

4. If a barcode does not yet exist for the selected load element, click on the New barcode
pushbutton. The new barcode is displayed in the white field.

5. Close the window.

Overview of all load elements

If necessary, you can print an overview of all load elements which are saved in the database. If you are in
possession of a barcode scanner, working in the Washer-Disinfector load/Autoclave load menu, you
can compile the load more quickly by scanning the barcodes of the load elements.

1. Working in the Load management - Load elements menu, click on the - pushbutton. The

following window opens:

MELAtrace

MLy
Loy wrheve

Mobair i Save [hnawad

2. Select your desired print settings and click on OK.

|38
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Risk class

Select a risk class for each load element. Depending on the respective risk class, useful user information
will be displayed.
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Standard batches

All collections of the load elements present are referred to as standard batches.
These can be added, edited or deleted here. The following section indicates how to produce and manage
such collections.

Creating a new standard batch

1. Working in the Load management - Standard batches menu, click on the ‘ "' pushbutton.
A new standard batch is added.

S s i MIELAG

eompetence in hygiene.

Load elementsl| Stancard batches | JFReslizaton corfamer:

Designation of the standard batch "!"“I P— @

MELAG: A -

Standard batcnes # | Losdslements )
B
MELAG 8 Tray 2 [
MELAG: G Tray 3 K-
MELAG: D Tray 4 10
MELAview -
Log arhive Tran Ol
Load Tray 0 of:
management
+ @ =
L Main manu Save Dizcard

2. Enter a meaningful designation in the Designation field for this standard batch.

MELAtrace . e : mMEI.Aﬁ |
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3. Assign this standard batch to the desired load elements and their quantity.

MELAtrace i weE A DAY Lt MEI_AG
Load elements | Standasd batches | Steslizaton contmens. imprincd n frgionc
|
Designation of the standard batch
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4. Clicking on Save will accept the new standard batch in MELAtrace.

Deleting a standard batch from the list
1. Working in the Load management > Standard batch menu, select a standard batch from the
list and click on | [V .. This will delete it from the list of standard batches available for the load
definition.
After confirming the security query, the standard batch is deleted entirely from MELAtrace.

Assigning a barcode
Consult the previous section on page 38, section Assigning a barcode.

MELAtrace MEIAG

Designation of the standard batch
LD

Blardard batcree Ll piamasis l

Printing an overview of the standard batches

If necessary, you can print an overview of all standard batches which are saved in the database. If you are
in possession of a barcode scanner, working in the Washer-Disinfector load/Autoclave load menu, you
can compile the load more quickly by scanning the barcodes of the load elements, see page 38, section
Overview of all load elements.

Sterilization container
Sterilization containers are added, edited and deleted here; they are filled with load elements in the load
definition.

Adding a new sterilization container
1. Working in the Load management - Sterilization containers menu, click on the | +
pushbutton.
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2. A new sterilization container is added.

MELAtrace e et D e M ME'-_&Q '
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3. Assign it a descriptive name by entering it in the right-hand text box.

MELAtrace e o Tt — . MELAG
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Assigning a barcode
Consult the previous section on page 38, section Assigning a barcode.

MELAtrace e o Tt — . MELAG
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Printing an overview of the sterilization container

If necessary, you can print an overview of all sterilization containers which are saved in the database. If
you are in possession of a barcode scanner, working in the Washer-Disinfector load/ Autoclave load
menu, you can compile the load more quickly by scanning the barcodes of the load elements, see page
38, section Overview of all load elements.

Saving a picture

1. If you wish to save a picture for the sterilization container, select the corresponding image file by

clicking on
I The pictures can be added /swapped in the settings window by dragging them in.

from a directory on the computer.
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2. Click on Save to accept the new sterilization container in MELAtrace.

Deleting a sterilization container from the list
1. Working in the Load management > Sterilization containers menu, select a sterilization

container from the list and click on | UE .. This will delete it from the list of sterilization containers
available for the load definition.

After confirming the security query, the sterilization container is deleted entirely from MELAtrace.

Reasons

The reasons for not approved load elements, sterilization batches or sterilization containers are entered
and edited/deleted here.

W= PLEASE NOTE
If a reason is not to be entered here, if a load element was not approved, a reason is to be
entered manually in the Other reason field.

Creating a new reason
1. Working in the Load management - Reasons menu, click on the| +

pushbutton.

A new reason is added.
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2. Assign it a descriptive designation in the right-hand text field.

I L

MELAtrace . rrrey— - M G

Dewgrate wo Autaciees Provite the cevice type and a meaninatul description

v
v v

v I At

3. Determine whether the respective reason should apply to a steam sterilizer, a WD or both.
Depending on the checkmark set, the selected reason is only available for elements from
MELAtherm or the sterilization batches.

MELAtrace rrrey— - M G

I L

Dewgrate wo Autaciees Provice the cevice type and a meaninatul description

¥ At

v
v v
v
4. Clicking on Save will accept the new reason in MELAtrace.

Deleting areason from the list

1. Working in the Load management - Reasons menu, select a reason in the list and click on
Delete. This will delete it from the list of reasons given for not approving a sterilization batch.

After confirming the security query, the reason is deleted irrevocably from MELAtrace.

User administration

Practice

The practice contact data from can be transferred from the license form in the User administration >
Practice menu. This can no longer be changed.

This information is displayed in the washing and disinfection report and the treatment report.

Only telephone and fax numbers, e-mails and internet addresses of the practice and the logo can be
edited.

e T
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Users

MELAtrace users are added and managed here.

Adding a user

1.

5.

Working in the User administration - Users menu, click on the| + pushbutton.

A new user is added.
Complete all the fields marked with *mandatory field. Only then is it possible to save the user.

MELAtrace : -- MELAG }
i

User admimistration

Uner IO -

bdain mang Sas Descard

|
Should you wish to add a user picture, click on "' and select a new graphic file from a directory
on the computer. User pictures can be displayed in both the washing and disinfection report and
the treatment report.

I The pictures can be added/swapped in the settings window by dragging them in.

Determine the role of the user. Please note: only those users registered in MELAtrace as
administrators can make settings relating to the load management and user administration etc.
These menu items are not available for ordinary users.

Click on Save to accept the user in the list.

Locking a user

Users cannot be deleted, only locked i.e. they are unable to log in to MELAtrace and are stripped of their
approval rights.

Proceed as follows to lock a user:

1.

Working in the User administration - Users menu, select a user in the list and click on | a .

The current status of the lock ( ﬁ or & ) shows the current status of a user.

Changing the password

User passwords can be changed at any time. This requires administrator rights. Password changes
require authentication by an administrator password.

W= PLEASE NOTE

Should the administrator forget his password, please consult MELAG.
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Authentication

Here, the situation is determined in which the user name and password must be entered, even after login
during a program start.

Clicking on Save will accept the settings.

MELAtrace o Tt " -. MELAG
Which Bt require user 5
o A
“3 =

MELAview
Lo ke

Click on Restore default settings to restore the standard settings.

Auto logout

The definition is made here whether a user should automatically be logged out following a certain period of
inactivity.

ME'.A"&CB e | Uners u.m.m- "M"'P""'""W'G-

If the checkmark is set next to Auto logout, the user will be logged out automatically following inactivity.
Make the setting according to which how many minutes of inactivity should trigger logout.

Click on Restore default settings to restore the standard settings.
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Further settings

Load/Approval
The following settings can be made in the Further settings - Load/Approval menu:

MELAtrace - MELAG
‘ A [ TS| e

4
4

4

(De)activating functions

The program functions Washer-Disinfector load and Autoclave load can be deactivated in the program.
The menu items are no longer displayed in the main menu. It is not possible to generate a load definition
for a WD or a steam sterilizer.

Performing an indicator query

Here, you can determine whether the indicators should be evaluated during the approval process following
a sterilization.

Time for log approval after generation of the program log [in min]

This value indicates how long a program log may still be approved in MELAtrace after the end of a
program (MELAtherm or steam sterilizer). The value is given in minutes.

Retention period of approved Washer-Disinfector batches [in h]

This value indicates how long a WD program log approved in MELAtrace can be assigned to a load for the
steam sterilizer. The value is given in hours.

Storing the washing and disinfection report in the log directory

Checkmark set: The washing and disinfection reports are saved in the same directory as the program
logs as standard.

Checkmark not set: Click on |7‘ in the second row to select a path to any directory on the computer.

= PLEASE NOTE
Writing rights must be available in order to save treatment reports in the selected directory.

Saving treatment reports in the log directory
Checkmark set: The treatment reports are saved in the same directory as the program log as standard.

Checkmark not set: Click on |_‘ in the second row to select a path to any directory on the computer.

= PLEASE NOTE
Writing rights must be available in order to save the treatment report in the selected directory.
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Search depth for the program log files
The number indicates the number of levels in which the search for log files should be made.
Example of a folder structure for MELAG devices:

= ) vacuklay 40 B+ > Level 0

=) 810RS > Level 1
) 07_2010 > Level 2

Hiding program log files

To make the display more easy to view when selecting the possible program logs for batch approval, you
can hide program logs which cannot be approved by using the following filters displayed in the Approval
Washer-Disinfector/Approval Steam Sterilizer menu.

o0
MELAtrace ~ MELAG
COMPEtence in ygiens
Select the sterilization log you'd lke 1o apgrove
Log e Frogrem Progrem stan Frogrem end Datrh  Dewice

If already approved (standard)_

Program logs already approved are no longer displayed in the list.

After end of the period for log approval

Program logs already approved or those which can no longer be approved because they have overshot a
specific time frame (Time period for log approval after log generation) are no longer displayed in the
list.

After a month
All the logs which have already been approved or are older than a month are no longer displayed in the

log.

Database settings

W= PLEASE NOTE
For database settings, in particular for the saving or restoration of the database, we recommend

that the MELAtrace program be performed by a person with Windows administrator rights (Start
menu - MELAtrace - with a right-click Run as administrator), as MELAtrace accesses
system files and paths.

The database saves all load element including graphics, standard batches. sterilization containers,
reasons, users, device licences, load definitions and approved program logs.

Click on Reset to restore the standard settings.
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Standard file name for the backup

Here, you can issue a file name for the MELAtrace backup file, under which the backup file will be saved
following a backup.

Standard folder for the backup

Click on |_ to determine any directory on the computer in which to save the database.
The backup folder of the Microsoft SQL server is the default setting as location.

Backup/Restore Database
We recommend making a backup copy of the database before updating the MELAtrace software.

Backing up the database
Proceed as follows to backup the database:

1. If this database is not to be saved in the pre-set directory, click on |_| select any directory on the
computer and if necessary, change the file name of the backup file.

2. Click on Backup database to start the database backup procedure.
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Restoring/ importing the database

If MELAtrace is to be run on another computer and the database is to be transferred there, first backup the
database and import/restore it as follows:

1.

and select the

If the database is not be loaded/imported from the pre-set directory, click on
backup file from the corresponding directory on the computer.

Click on Restore database to restore or import the database.

MELAtrace will be started afresh after the database has been restored.

Chapter 8 — Help centre

Further information can be found in the help centre e.g. this operating manual or examples of model loads
for steam sterilizers.

The documents are stored in PDF format. To this end, Adobe Acrobat Reader or a similar program must
be installed on the computer.

49|



MELAG Medizintechnik oHG

Geneststral3e 6-10
10829 Berlin
Germany

e-mail: info@melag.com
Web: www.melag.com

Responsible for content: MELAG Medizintechnik oHG
Subject to technical alterations

Your stockist:

BA EN_MELAtrace_v3.docx Rev.: 3 —15/2195



