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1 Introduction

1.1Preface

First of all we would like to thank you for purchasing the sealing system. In these instructions you
will find information about using the device, servicing and care as well as process validation.

The sealing device is a microprocessor controlled rotary sealer with a printer for packaging
sealable transparent pouches and reels (SBS = sterile barrier system).

The sealing device meets the requirements of DIN 58953-7, DIN EN ISO 11607-2 and the resulting
DGSV (German Society for Sterile Supply) guideline for validating the sealing process.

For all detailed information on the InkJet system, please refer to the manufacturer's operating
instructions

are familiar with the capabilities of the device and you can make optimum use of its

i Please read these operating instructions carefully before commissioning so that you
functions.

@ Always keep these instructions close to the device.

1.2 Important notice

the following EU directives:

i In accordance with the intended use, the CE marking is displayed based on
2006/42/EC, 2014/30/EU and 2011/65/EU.

The Medical Device Directive 93/42/EEC and Medical Device Regulation
2017/745 (MDR) is not applicable to sealing devices.

The limit values of IEC 60601-1 must not be applied in repeated electrical
inspections.

The manufacturer accepts no liability whatsoever for damage caused by tests
in accordance with standards not listed in the declaration of conformity.

Note

We are constantly improving our products, therefore we
reserve the right to modify these operating instructions
and the functions described in them.

These operating instructions apply to products from
software version V5.04.01 onwards

9.694.051 Page D 5 VvV 1.01
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1.2.1 The operating instructions
cs
1. Open the control centre a . m
130°C 96N 0.0 m/min

2. Press the "How to use" button. monitoring

The barcode then opens, which can be scanned using a

smartphone to download the instructions as a PDF file emperature contactpressure speeddel

from the hawo homepage.

https://www.hawo.com/de/produkt/hm-5000-dc-vi-printpak

= Downloads

@ Exit this menu level

How to use?

i

Operatingdata ~ Monitoring

9.694.051
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1.3 Legend

The exclamation mark in the triangle draws your attention to important notes in
the operating instructions, which must absolutely be observed.

This warning sign refers to electrical measures that could result in danger to
human health if they are not observed. It is compulsory to observe it.

@ This warning sign refers to measures that could result in danger to human health

if they are not observed. It is compulsory to observe it.

& A hand symbol indicates important information.

Select function

...........

Press the key

Press and hold down the key

Select data by swiping up or down

@
@ Press the key several times

9.694.051 Page D 7 VvV 1.01
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1.4 Safety instructions

Our products are in a flawless condition in terms of safety technology when
they leave the plant.

To maintain this condition, the contents of these safety instructions as well as
type plates, labelling and safety instructions attached to the device must be
observed while handling the device (transport, storage, installation,
commissioning, operation and maintenance).

This device is suitable for processing laminated films in the heat-sealing
process. Please refer to the "Intended use" chapter.

Please check the packaging, and lodge a complaint for any damage with the
carrier or parcel service immediately, before installing the system.

Before commissioning, ensure that the components do not show any
evidence of damage. In case of doubt, contact the manufacturer or a service
partner authorised by the manufacturer.

Do not operate the system if the power cable or the power plug is damaged.
Do not use the system if it does not operate correctly or it is damaged in any
way. If the mains cable or the components have been damaged, the system
must be repaired by the manufacturer or by one of the manufacturer's
authorised service partners.

The components must only be connected to an earthed mains plug with a
stable voltage using the mains cable supplied. Operation on IT networks is
not permitted.

Place the components on a stable base.
The system must not be installed and operated in potentially explosive areas.

If the system is brought directly from a cold environment into a hot
environment, condensation may form. Wait until temperature equalisation
has taken place.

Repairs and the replacement of spare parts must be performed only by the
manufacturer or by one of the manufacturer's authorised service partners.

9.694.051 Page D 8 VvV 1.01
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Switch off when not in use.

Device:
Disconnect the device from the mains.

InkJet
If the ink is not circulated regularly, the ink may dry out or sediment.
Only disconnect the printer from the power supply briefly.!

IFor more information, please refer to the manufacturer's instructions

Do not insert pointed or flat items into the import slot of the device. This can
result in damage to the device and instruments.

Do not insert items into the louvres of the device. You might receive an
electric shock or the device could be damaged.

Do not use the system if you have any doubts about device safety.

The system must not be installed or operated by persons under 16 years of
age.

The system must not be operated unsupervised.

It is forbidden to operate the system under the influence of drugs or alcohol.

B>

9.694.051

Keep hair, clothing and gloves away from moving parts.
Loose clothing, jewellery or long hair can be caught by moving parts.

The system contains valuable materials that can be recycled and reused.
The device should therefore be disposed of at a public disposal facility near
you.

The device has been labelled in accordance with Directive 2012/19/EU
(WEEE) on waste electrical and electronic equipment.

This directive governs the return and recycling of scrap equipment within the
EU.

Earth the printer via the earth connection on the printer housing if there is no
earth contact in the mains socket.

Page D 9 V101
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1.5 Cleaning
1.5.1 Device

Before cleaning, disconnect the mains plug from the socket and disconnect the device from
the power supply with the plug.

Cleaning the "outside" of the device
Clean the "outside" of the device using a suitable detergent. Use a cloth that has only been
dampened with the detergent.

Then dry the device thoroughly and allow it to dry sufficiently.

Disinfection

For optional disinfection, the device can also be cleaned with a damp cloth moistened with
disinfecting agent suitable for stainless steel.

(For example, alcohol-based "isopropanol, spirit, etc.")

Do not allow any water to find its way into the device.
Caution! Never wet clean the device!
1.5.2 InkJet printer!

Before cleaning, disconnect the mains plug from the socket and disconnect the device from
the power supply with the plug.

CAUTION

Damage due to improper cleaning!
o Make sure that the protective caps on the connections on the back of the printer are
attached.
Do not clean the printer using a jet of water or a high-pressure cleaner.
Make sure that no liquid gets into the print head.
Do not use any sharp or pointed objects.
Do not use abrasive cleaning agents.
Clean the outside of the printer and the print head using a damp, lint-free cloth.
If necessary, remove heavier soiling using a cleaning agent for stainless steel or glass.

SpECiﬁC&tiOﬂ according to manufacturer's instructionsl (For more details, please refer to the printer operating instructions)
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1.6 Intended use
1.6.1 Device

The device is intended only for commercial and industrial use, and must be used only for the intended
purpose and with the following sealable materials.

SEALING MATERIALS

Sealable paper pouches in accordance with EN I1ISO 11607-1/EN 868-4 X
Sealable pouches and tubes in accordance with EN ISO 11607-1/EN 868-5
made of film and paper as per EN 868-3

Sealable pouches and tubes in accordance with ISO EN 11607-1/EN 868-5
made of film and uncoated materials made of polyolefins as per EN 868-9 xt
(e.g. Tyvek®)
Aluminium-laminate film X2

Sealable pouches and tubes in accordance with ISO 11606-1/EN 868-5
made of PP fleece or PP non-woven

NON-SEALABLE MATERIALS

Polyethylene films Soft PVC films
Hard PVC films Polyamide films
Polypropylene films Coated HDPE

The correct sealing temperature for the packaging materials being used must be identified by means of test
sealings (DIN 58953-7).
The device output depends on the condition of the sealing material used.

1 Tyvek® is a registered trademark of E.I. du Pont Nemours.
2Release and / or test required

1.6.2 InkJet printer
= Specification according to manufacturer's instructions?

- Observe the instructions in this chapter for your own safety.

The IQJET is an intelligent coding & marking system for industrial and commercial applications. The system
is a printer that operates with special consumables (ink and solvents).
e Only use the printer for non-contact labelling, marking and coding of surfaces.
Only use the printer for labelling smooth, uneven, rough or stepped surfaces.
Only use the printer in a commercial or industrial environment.
Only use the printer in well-ventilated rooms.
Only use suitable inks and solvents.
Only use the print head permanently installed in systems, devices or with fixtures from LEIBINGER
(e.g. sliding table).
e Only use the printer within the specifications and limits specified in the Safety and Technical data
chapters.

1 (For more details, please refer to the printer operating instructions)
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Examples of materials that can be labelled with the printer:
— Metal

— Glass

— Ceramics

— Plastic

— Rubber

— Natural rubber

— Latex

— Films

— Injection moulded parts

— Extruded parts

—Wood

— Paper

— Cardboard boxes

— Mineral materials

— Textiles

— Leather

— Porous, absorbent surfaces

— Smooth, non-absorbent surfaces

Do not use the printer in potentially explosive atmospheres.

o Do not use the printer near sources of ignition. Possible ignition sources include, for example, naked
flames, smoking, flying sparks, sparks caused by electrostatic discharge, hot surfaces.

e Do not use the printer outdoors.

e Do not use the printer in enclosures or cabinets without secure ventilation and venting.

e Do not use the print head for labelling or marking by hand (if necessary, only with a special fixture
from LEIBINGER).

e Do not print on foodstuffs unless the ink and solvent have been expressly approved by the
manufacturer for this purpose.

Specification according to manufacturer's instructionsl (For more details, please refer to the printer operating instructions)

9.694.051 Page D 12 V101
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2 Commissioning
2.1 Commissioning the sealing device

2.1.1 Stepl Inspection of the device

Sealing device
After opening the packaging, check the
device and its accessories for damage and

b
>
completeness. Power supply l)

Power cable
Operating instructions

Test report(s)

Replacement ink ribbon

2.1.2 Step 2 Setting up the device

Set up the device on a flat surface and make
sure that there is at least a 200 mm spacing
between the device and the wall!

2.1.3 Step 3 Connecting the device

Insert the 24V cable of the power supply ©
into the device

Top keyway

~.
~.
~.
~

Insert the power cable @ into the power
supply ©

and

insert the mains plug @ into the socket

9.694.051 Page D 13 V101
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2.1.4 Step 4 Turning on the device

Press the Power button
The colour changes from red to green.

The device operating system is loaded.

When the device is turned on for the first
time, the date, time, date format and
languages can be reset.
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2.2 Commissioning the InkJet printer
= Specification according to manufacturer's instructions?

221 Stepl Testing the InkJet printer

After opening the packaging, check the
InkJet printer and its accessories for damage
and completeness.

2.2.2 Step?2 Setting up the printer

Set up the InkJet printer on a flat surface and
make sure that there is at least a 400 mm
spacing between the device and the wall!

2.2.3 Step3 Connecting the printer

Plug the mains cable 9 into the socket.

When the printer is turned on for the first
time, the date, time, date format and
languages can be reset.

Filling the system is explained in individual
steps on the printer display and is illustrated.
Please refer to the manufacturer's
instructions for more details.
"Commissioning"

1 (For more details, please refer to the printer operating instructions)
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3 Commissioning the PrintPak MED system

3.1 Preparation of the HM5000 sealing device
3.1.1 Step 1: Switch off the device before checking.

3.1.2 Step 2: Remove the notice on the upper part of the hm5000 device housing.

3.1.3 Step 3: Remove the dummy from the opening of the device

3.1.4 Step 4. Check the opening for any abnormalities

9.694.051 Page D 16 VvV 1.01
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3.2 Preparation of the InkJet printer
Please refer to the printer manufacturer's instructions

3.2.1 Step 1: Switch off the printer before checking.

3.22 Step 2: Check the print head sleeve

Pay attention to any damage or deformation of the sleeve and the
hole on the underside.

9.694.051 Page D 17 VvV 1.01
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3.3 Merge the print and the device
3.3.1 Step1l: Align the print head sleeve with the device

The print head sleeve must engage in the locking pin
when it is inserted into the device.

3.3.2 Step 2: Final check of the system for correct positioning

9.694.051 Page D 18 VvV 1.01
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3.4 Automatic testing of the internal device sensors

Commissioning

After switch-on, the device heats up to the
default sealing temperature of 190°C.

The process variables temperature, contact
pressure and throughput speed are checked
automatically.

If their safe function is guaranteed, the main
menu is displayed and the device heats up to
the default set value. The heating process is
indicated by an alternating display of the
temperature and additional information in the
bottom line.

Once the sealing temperature has been
reached, the device is ready for operation.
This can be recognised by the green display
of the temperature.

08.02.2019 10:23 19 E B

189°C 101N 0.0m o
/ 190°C 100N 0.0m/min
N__——

06.02.2019 11:07

189°C 100N 0.0m/min

S (@
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3.4.1 Displays and functions of the main menu

06.02.2019 11:07

189°C 100N 0.0m/min

S @

Chapter 2 Commissioning

Symbol Function Note
190°c Displays the current sealing temperature Display can vary in the range of +/-2°C.
100 N Displays the current pressing force Can vary in the range of +/-5N.
. Displays the current throughput speed Value > 0.0 only when motor is runnin
0.0 m/min Pay gnput sp y 9
Settings
E Control centre Check of the functions heating, DMS module and motor as
well as the device operating data and the mode change.
For better operation, the device can be switched to different
a Displav of the preselected lanquaces languages using the three buttons during operation. A change
ﬂ play P guag is possible at any time via level 7 Settings / System
B configuration / Language. (See data input 3)
Display of the absolute batch counter / the set
& quantity

3.4.2 Switch of the individual menu levels

To switch to another menu level, swipe across the display in the desired direction.

B
LOT

B
To level 2

- 5]
&

To level 4 [

1234567

¢

Alternatively, a quick page change selection can be made by pressing the page numbers and the

respective page number afterwards.

General
B B B @&
Seal Check Login Tracelog oounter

=
packaging Printer external Inkjet
list printer

- 1234567

esc lh

9.694.051
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General
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Seal Check Login TraceLog ‘counter
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packaging Printer external Inkjet
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3.4.3 The first sealing process

The default sealing temperature is 190°C and the throughput speed is 10 m/min. This ensures
pouches and reels are sealed in accordance with EN 868-5 and EN ISO 11607-1.
The internal printer is "active" in delivery mode, but without print data.

The material to be sealed must be sealed according to the manufacturer's instructions.

Sealable pouches and reels must only be filled to % full (DIN 58953-7).
The limited filling prevents too great a load being placed on the sealing seams.

Setting the peel edge

After releasing the locking device, the peel edge can be steplessly adjusted by between

0 mm and 35 mm by moving the infeed section.

A sufficient overhang must be present between the sealing seam and the reel interface on
&= the extraction side (in accordance with DIN 58953-7 min. 10 mm).

The med. package must be inserted from the left-hand side, always with the side to be
printed face down. The drive is switched on automatically.

Remove the sealed med. package and leave briefly to cool.

The correct sealing temperature must be identified by means of test sealings
(DIN 58953-7).

A
/a\
/
4 j
4
y/
it

Sealing must be performed in such a way that the sealing seam meets the quality
characteristics required in EN ISO 11607-2, even with varying material thicknesses. The
following quality characteristics must be met:

= |ntact sealing across the entire sealing seam width

= No channels or open seals

= No punctures or tears

= No delamination or material separation

9.694.051 Page D 21 VvV 1.01
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3.5.1 The individual levels of the device
3.5.1.1 Level 1 General
Symbol Function Note
Performing a routine test (see Chapter 2.2.1)

Seal Check SealCheck, InkTest or peel test

Login User login/logoff

TraceLog Recording of all process-related data, changes, errors and

settings made during operation

Select packaging list

Selecting packaging lists that have already been created

Batch counter

Setting the batch counter for counting up/down

Printer

EIE@mEEN

Switching the internal printer on/off

External printer

Switching the external printer on/off

InkJet Setting the IP address and port number of the printer
3.5.1.2 Layer 2 Printer
Symbol Function Note
™
r_lf Packaging lists Creation of packaging lists
@ Prefixes Changing data names for print data
= Configuration of the external printer . . . .
EXTEY (Ext. printer data) Creating, editing and deleting formulas for external printer data
= Standard printer settings Simplified printer configuration in standard mode
3.5.1.3 Level 3 Print data
Symbol Function Note
@ Name list Creating, editing and deleting users
;T Batch data Creating, editing and deleting batch data
_(“QE Steriliser list Creating, editing and deleting steriliser data
CE list Creating, editing and deleting CE lists

1R

Reference list

Creating, editing and deleting reference numbers

REF
Info list Creating, editing and deleting stored texts
Expiry date Setting the expiry date

9.694.051 Page D 22
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3.5.14Level 4 Standby
Symbol Function Note
= After the selected time, the device reduces the heat output an
Standb fter th | d ti he devi d he h d
stby y cools down to 80°C.
@ User standby After a selected time, a logged-in user is logged off
sthy automatically.
% Motor — Lock Settings After defining the corresponding setting_s, the r_espective
parameter must be entered before sealing begins.
3.5.1.5 Level 5 Process monitoring
Symbol Function Note

%

Test intervals

Setting different intervals for SealCheck, InkTest and peel test.

DataMatic

Selection of individual DataMatic data

Date, time, temperature, contact pressure, sealing speed, total
batch counter and serial number are fixed values set by
default.

28 @

ProTrak "active"
(only in conjunction with UDI/ProTrak USB 1.490.036)

ProTrak "inactive"

Recording of all data collected during the sealing process
(temperature; contact pressure and sealing speed)
(can only be used in conjunction with UDI/ProTrak USB 1.490.036)

3.5.1.6 Lev

el 6 Advanced settings

Symbol

Function

Note

Assign the scanned data to other functions.

Scanner The scanner data is assigned to the batch number by
default (see Chapter 7.2.2).
\/ . Determining the ideal sealing temperature for the material
O ValiUp A
used by means of an aid
[E] Kev lock Locks the settings on the home screen so that data can only
Y be selected but not deleted or edited.
% UDI "active”
(only in conjunction with UDI/ProTrak USB 1.490.036) Creating, editing and deleting UDI data
Upl UDI "inactive
3.5.1.7 Level 7 System settings
Symbol Function Note
-0.
E@ Date/time Setting the current date and time

Date formats

Changing date formats

dd.mm.yyyy® mm.dd.yyyy® yyyy.mm® mm.yyyy® yyyy®
month.dd.yyyy

Unit of measurement

Conversion of the units of measurement from
si T[°C] ® F[N] ® v[m/min]
fps T[°F] ® F[Ibf] ® v[ft/min]

Default

Resetting the device to default settings
(Password-protected settings)

ORI HS

Language

Setting the three languages that can be preselected via the
start menu

The printout of country-specific characters is only
possible with a 24 stylus print head! (special equipment)

1
o
=

Password-protected menu level for setting the
IP address

Config.

password-protected menu for the service

mEIC

Update

Performing software updates via USB stick
(for more details see technical data)

9.694.051
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3.6 The sealing seam test

Testing of the process variables temperature, contact pressure and sealing time by means of the
sealing seam test. This test should be performed and documented before and after the daily work
process and/or before/after each lot (EN ISO 11607-2).

The sealing parameters are displayed during the tests.

Activating and starting the sealing seam test

1. If a user has been created in the name list, a @ 0%
user code must be entered ) cr&' O —=
before a test is carried out. /
= Otherwise this is not necessary. e ?} b
2. Activate the sealing seam test @ 1234567
B
] = 189 °C
3. Select the type of sealing seam test Seal{ Ink Test  Peel Test
P g h 100 N
0.0 m/min

3.1 Seal check

Cannot be used for packages with a side
fold!
Place the indicator strips inside the package.

3.2 Ink test
Place the disposable cartridge inside the package

3.3 Peel test
Cut out the test strips after sealing

4. Insert med. packaging, width min. 200 mm. e
3 & 189 °C
Seal Check Ink Test Peel Test
100 N
This key is used to cancel the function
0.0 m/min

T =

VvV 1.01
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3.6.1 Blocked device due to failed seal check tests

As soon as a seal check has not been evaluated as passed after two tests, the device asks for a
possible lock.

Seal Check evaluation Message after two seal checks evaluated
as not OK
= — a/—
120 °C The sealing result doesn't seem to be ok!
SealCheck  InkTest  Peel Test Do you want to lock it temporarily?
95 N
Seal Check 0.0 m/min

Was the sealing ok?

If the screen has been locked due to a faulty seal check, it can be unlocked again by entering the
lock password.
(see technical data)

The machine has been blocked due to a failed
seal check. Please contact your service or enter
the lock password.
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3.6.2 Printing of the test parameters on a package

Sealing temperature Sealing speed Serial number

vy

2] 16-12-2005 12:31h T: 150°C F: 100N w: 10.0m/min T miller [402741]

Date Time Contact pressure Name
(when the password is entered)

_____———ﬂ

I ———

3.6.3 Printing of the test parameters on a label

(&> ONLY with the label printer connected!

If the ValiPrint label printer is connected and switched
on, a label is also printed with each test selected

J

/ asa] 23.08.2017 12:00

C

[asal Date and time T['C] 190
M
T[QC] Sealing temperature F[ ] 100
v[m] 10.1

F[ N ] Contact pressure fﬁ1 U1 §
VIm]  seaiing speed \ 123456 §/
rn1 Name of the user (when entering password)

Serial number
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4 Datainput

4.1 Creating data for different languages
When entering data, it should be noted that lists, names and all freely editable texts are only printed correctly
after a packaging list has been selected if they have been created in the selected language.

The corresponding language in the start menu must also be selected.

This means that a text created in Japanese, for example, can only be printed correctly in a packing list if the
language in the start screen has been changed to Japanese and the Japanese keyboard has been used to
enter the text. The same applies to all other languages.

4.2 The name list

The names and passwords of users who will be operating the device are entered into the user list. The users
on the list can/must log in to the device before starting their task via the password entered into the list, i.e.
they can also log out when their task is complete. If the User standby function was activated in the Settings
menu, the user is automatically logged out after a set time after which no sealing process has taken placed.

(&= Alogged in user name is automatically printed on the packaging when using the "Test" function. It
is possible to record the user name with each sealing process using the DataMatic function. You
can activate the printout of a logged in user name on the packaging in a packaging list.

421 The menu

Print Data
ID: Password Administration Rights:

E 66 8 @ q

1D i info list expiry date CE-List

LoT

sterilizer

%

I

reference
list

@ 1234567 @

Key Function Note

1] Delete an entry Only visible when the user has already been created.

Length of name:
max. 8 alphanumeric characters

Re-enter an entry Length of a password:

max. 5 digits

Number of names:
max. 50, individual entry or one after another

A so-called administrator right can be assigned to one or more

é:c:’é i@é Activate or deactivate administrator right users. This authorises him/her to block or release certain
functions.
ﬂ Exit menu level
N
Edit created name Only visible when the user has already been created.
6 If this button is active, the user must log in, but may not have
'& Device requests login access to the device settings if no admin rights have been

assigned.
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4.2.2 Name entry / administrator rights / language assignment
1. Activate ®Name list® menu Print Data
info list expiry date CE-List
relepenoe LoT sterilizer
list
@ 1234567
2. "Enter new name
ID: Password Administration Rights:
1
|
loi Ij G, esc
3. Enter Name,
e.g. "User",
Itis not possible to enter a name
without entering the password
4. Enter Password, e.g. "12345"
and assign administrator rights
as required by pressing the key
g
Administrator rights active
&,
- 2 oopoooo
Display language
If this setting is made, the display
language changes to the language set n n n a a u n
here, regardless of the default setting, as
soon as the user has logged in. @ m
5. End input(s) by pressing the "Enter" key
D Password Admini: ion Rights:
i
User 12345 1 |
Exit this menu level
= [
V 1.01

9.694.051
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4.2.3 Removing administrator rights

l. Select name ID: Password: Admin rights:

e.g. "User" User 12345

=
2. Press the symbol to edit selected name. @
3. Remove the administrator data and confirm by o Passord Administation Righis:
) v
pressing the key . 1
User 12345 1 | |

Administrator rights inactive @L&

@ Exit this menu level
D: Password: Administration Rights:

User 12345 1 | |

&
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4.3 Packaging lists
4.3.1 The menu
Printer
aes B
12
. o v
&
- i
Key Function Note
|:/|‘ Select the packaging list menu
esc Exit menu level Back to the home screen
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4.3.2 The settings of a packaging list
A max. of twenty lists can be created for different types of packaging.
These correspond to various "formulas" with different settings from the following table.

£
&

i

06
EY

2
&

o Selection s Seloction

12
Tomp. b
ICON

Primes choce Prinjer 1 fareode

NT 124)

hm 5000 Printpak MED D

Chapter 3 Data entry

Function

Note

Entering the packaging designation
Selection of additional colour identification

Alphanumeric text, max. 20 characters
Colours: grey, violet, red, blue, green, white, yellow

Selection of the sealing temperature and
deactivation tolerance

[°C]80-220 or
[°*C]x2-45 or

[°PF]176- 428
[°F] 36 - +41

Selection of the throughput speed

5.0 m/min — 13.0 m/min

D Beo:

Configuration of the internal printer

® Automatic character width (FontMatic) or manually adjustable
character width

® Manually adjustable character spacing Distance from start of
printing to page margin 1 mm - 100 mm

@ |llustration of the print data, relative to the upper packaging
edge, rotated by 180

=/

Activate printer activity by pressing and
holding the key

Switch the label printer for the selected packaging list on or off
Press symbol: Setting the printer data
Press + hold symbol: Switching the printer on, off

ap
an

2
S
Z
=

Printer activity

Switch the internal printer for the selected packaging list on or off

Selection of text or barcode

The selected data are printed as a barcode

Selection of data designation

Data description (prefix)

Symbol: &4
or
Text: Date

ool

Exit menu level

9.694.051
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4.3.3 The printer data of a packaging list

e

Changing printer data — |~ T T 77 g =
1_5 to 6'10 by SWIpIng X NaSelecton Mo Selecton Na Selection Mo Selection Seiecin g
from left to right | - . |

E 4

Max.10data ~  ~ T T T ° T

selectable e s
.um -

Code 120

Key Data Note
Date Formatting depends on the selected configuration
Expiry date n.Ac)lnfh;Gé:a:;: 6@ 9@ 120 24@ 60 ® fixed date
@ Name list Only with previously setup list (how to create described in 3.1)
Batch data Only with previously setup list (how to create described in 3.3)
Info Only with previously setup list (how to create described in 3.3)
CE information Only with previously setup list (how to create described in 3.3)
Batch counter
@{T Unit counter TOTAL Batch counter total since the first sealing
Time
Sterilisation type STEAM® EO® FORM® VH202® |IRRAD® DRY
Steriliser data Only with previously setup list (how to create described in 3.3)
Package content quantity 1-10
= Serial number Printout of the current device serial number
&E Sealing temperature Printout of the actual values used during the sealing process
ﬁ% Contact pressure Printout of the actual values used during the sealing process
25 Throughput speed Printout of the actual values used during the sealing process
"One-time use" symbol

"Observe note" symbol

) B
) B

Reference data Only with previously setup list (how to create described in 3.3)

)
m
B
]
m
=

No print data No printout in the print sequence

9 m

A red symbol in the print selection means "variable" data that can be edited, such as the
expiry date
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4.3.4 Printer data selection
The individual printer data can be printed by pressing the desired free fields several times
1-5 or 6-10 can be set in the selection ranges.
= Selectable data is shown and explained in Chapter 3.3.3.
s LT TSI T
1 B N
- mm s mm s omm s o= 18 & == s mm s omm s omm o o
it 3
Cf ) © ==
Sedings Printe chaice Prinies Ext Barcode
4.3.5 Example of creating a packaging list
Packaging parameters Parameter data
Packaging designation "Pouch”
Colour identification psessnanessnnnennny | Blue
Sealing temperature 180°C
Switch-off tolerance : ﬂ +5°C
Sealingtime ~ reeseseseseceead 10.0 m/min
Display of the print data: As text
Print data of the internal printer Date Day's date
5 print data on one line Expiry period / deadline 3 months
srrrnnsennensnnnnne | Ngme Miller
2 Time Current time
Type of sterilisation STEAM
Configuration of the internal printer Character width automatic, FontMatic
gessrrenmsnnnnnnnnn | Spacing of the start print to the side
3 edge 10 mm
: Relative to the upper packaging edge 0°
"""""""""" Active printer: Int. printer "ON"
Ext. Printer "OFF"
Selection of text or barcode: Text
9.694.051 Page D 33 V1.01
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4.3.5.1 Enter the package designation and determine an identification colour

1. Activate the ® Designation ®input i i i ﬁ .
12

2. Enter packaging designation by pressing the input
field

3. Press the button several times until the background
colour of the packaging designation appears in the
desired colour.

List Name:

4. Adopt the packaging designation by pressing
the Enter key.

. b
Activate

Cancel @

4.3.5.2 Select the sealing temperature

1. Activate the ® Temperature ® selection

0E
([
I!L‘Ié

2. Change the temperature and tolerance by swiping Temperatur T —
upwards or downwards
1 !
z %—‘ %J g
& i o
. 83 5°C
Activate -
Fontvatc. Smm. o Code 128 ymoor
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4.3.5.3 The settings of the internal printer

(&~ The internal printer can be set individually for each packaging list!

4.3.5.3.1.1 The menu

D

Ho Seectun No Sefection Ho Selection

—
. . . . FontMatic 0°
Zeichenabstand Barcode

HIH

Tone. Speed Prots «|»
Key Function Note

f

12

_"”é | 0 Code128
ICON|

Druckanfang

108.254G 10 mimin =3

Prinier chaice Frner Ext Earcode

83 0
NT EXT

Gode 128

2
3
aa

INJ Character width ® FontMatic, ® character width 1, ® character width 2, ® character width 3

Only active when FontMatic is not active

Character pitch ® character spacing 1, ® character spacing 2, ® character spacing 3

Spacing of the print line from the side edge of the packaging adjustable 1 mm —
»A Print start 100 mm

(default setting 5 mm)

e Representation of the print image to the upper edge of the packaging 0° or
Print direction flipped 180° (default setting 0°)

Data marked in the print sequence with the barcode character is optionally
printed with

® code 128, ® code 39, ® code 93, ® code 2/5

(default setting code 128)

Barcode type

Exit menu level

M ~ WM AT 2
ﬁ B B8k
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4.3.5.3.2 The settings of the external label printer

(& The external label printer can be set individually for each packaging list!

4.3.5.3.2.1 The menu

Data entry

St [ e o

= ﬁ 8800

o

Songe prnersnae

N —
;
iy (D
XT

Delete

a Exit menu level

= The external printer is activated by pressing the symbol.

Bt Not active
Key Function Note
e ® Manual label printing
Print mode ® Label printing after each sealing (default setting)
@ |abel printing after every second seal
® 55 x 33 mm
Number of lines of print without HIBC data: 5
— with HIBC data: 4
[I;'él Label size ® 60 x 44 mm
Number of lines of print without HIBC data: 7
with HIBC data: 5
Character width o1 Text
aracter wi )
«» 2 Text (default setting)
Label quantity Selection 1 - 10, number of printed labels
” ”” Width of the barcod o1 |||||||||||[ (default setting)
idth of the barcode
¥ o 11NN
E' Print HIBC data
. Print UDI Primary code (UDI-DI) and secondary code (UDI-PI) in a DataMatrix code
UDI (can only be used in conjunction with UDI/ProTrak USB 1.490.036)
m Barcode All data on the label are printed with code 39.
a Exit menu level
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4.3.5.4 Display the packaging list

hm 5000 Printpak MED D Chapter 3

Data entry

2. Select the packaging list

accordingly

Activate

Delete a list

Exit menu level

i ee

1. Activate the ® Packaging lists ® menu

- If no list has been created, this is displayed

3. Select and activate the packaging list

Cancel/deactivate the packaging list

@ 1234567

[T ——> rolistavailable
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4.4 Data lists

441 The selection menu

@ 1234567
Key Function Example Note
Length of user data:
@ Name: 20 alphanumeric characters
. Password: 5 digits
List .
with names Nur_nb_er of operator entries:
Unlimited, can be entered individually or
one after the other
— The number is overwritten after each
IL_O_!_ List with batch data Batch name, batch numbers new entry
0= List Steriliser designation or Len?tﬂ of list t_exts:
= with steriliser data Serial number 40 alphanumeric characters
Number of list texts:
List 500, individual entry or one
with CE data EN 980 after another
— List . )
. Article number, serial number
REF with reference data
List Instrument designations,
with information Department names
Selection of the expiry date
@ Exit menu level
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4.4.2 The Processing menu

Example of an information list
Print Data

5 8 8 @

1D list expiry date CE-List

reference sterilizer
list

@ 1234567 @ @U

Text:

Data entry

Function

Re-enter information

Delete information

Confirm/activate

Exit menu level
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5 Device configuration

5.1.1 Batch counter

5.1.1.1 Batch counter functions

Counting forwards

hm 5000 Printpak MED D Chapter 4 Device configuration

General
Counter
m
Seal Check Login Tracelog counter 0 0 0 0 1 n
P Printer exlgmal Inkjet
printer
RESET
= %
Key Function Note
O O O O 1 9 Displays the current value
00 2: Switches the counter to forwards
» counting
003
—Z?- Sets the counter to 000000
Confirms the settings
Counting backwards
Counter
ol oflollol1||E}
RESET
-~
« ) 4
Key Function Note

000019

Displays the current value

000010

Select the individual digits of the batch counter; the respective number is
highlighted in blue and the desired quantity can be set using the A\ and v
arrow keys (e.g.: 10 items)

=

Switches the counter to forwards
counting

With a counter status of 0, the drive is blocked and a signal tone sounds

o4
Q':_jjl q::-_:u

Switch on, off signal tone after
reaching the set batch counter

Confirms the settings

9.694.051
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5.1.2 Key lock

o You can only lock the keys if a list with names was created in which at least one
person in the list has the administrator right! Selecting or scanning data is not
affected.

Special Features

U G @

login 1}

§ EEEEN -
- S088000n8
esc 1234567 @ n a n

Key Function Note

All symbols stored on the home screen can be selected by users, but not
deleted or edited.

Lock deleting and editing settings. An administrator is required for this.

The lock can be deactivated by entering the password of someone in
Not active

the name list who has the administrator right
Active

scanner ValiUp
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6 Datarecording
6.1 DataMatic

If any formatted USB stick is plugged into a free USB slot and the stick is detected, a message will
appear on the display indicating that the DataMatic has been activated, if it is confirmed with "yes".
If you confirm this prompt with "no", no data will be written to the USB stick.
However, the activation can still be carried out later in the menu/DataMatic.

The data is written in *.csv format to the USB stick, and can be displayed in the device display,
using a text editor such as the Windows Text Editor or Windows WordPad, or using a spreadsheet
program such as Windows Excel.

&= |f the DataMatic function is activated, a sealing process can only be started if a USB stick is also
plugged in!

(&~ The DataMatic data are output automatically via the RS 232 and Ethernet interfaces with each seal,
even if the USB stick is not plugged in!

6.1.1 Activating DataMatic

1. Insert a USB Stick into a free USB slot

2. After inserting the stick, you will be asked to activate
DataMatic.

If this prompt is answered with "NO", DataMatic can
also be activated later in the DataMatic menu

A USB device was found
Monitorit
e ‘] Do you want to activate the Datamatic function?
&

1234567

=

nact 130°C 96Nm 0.0 m/min
nactive

=

o
Active after long pressing

- If the DataMatic has been activated, sealing can only
be started when the USB stick is inserted
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6.1.2 Configuring DataMatic data
OO EE

Keys Data Note

Date and time
Sealing temperature
Contact pressure
Throughput speed
Unit counter TOTAL
Device serial number

Fixed recording data

Selected packaging
Name

Expiry date

Batch number

Info

Sterilisation type
Steriliser data

CE data

Package content quantity
Data of the barcode scanner
Reference data

Optional recording data

6.1.3 Show the DataMatic data on the device display

&= Only possible with a contacted USB stick containing recorded datal!

6.1.3.1 The display menu

General
®
Seal Check Login Trag counter

packaging Printer external Inkjet
list printer

1234567

Loading Tracelog ..

Tracelog

Function Display Function
Recorded .
TraceLog (|Ogb00k) data 10/01/2019 Date of the recordlng
Scroll up and down 0-9 Data counter

Scroll left and right

Exit menu level

Read the DataMatic data

9.694.051
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6.1.3.2 View the recordings on the USB stick
General
1. Activate the ®"TraceLog™ menu @ E
Seal Check Login Trac counter
= &
pacri?fing Printer e;r(ﬁtgfl Inkjet
1234567
esc

2. Activate the USB memory data view

Teacalo

not active

"1

Appears when
there is no USB
stick.
Confirm

3. Select the USB slot where the stick was inserted

Confirm

3. Select the year of the recordings, such as 2019

Confirm

4. Select the month of the recordings, such as January

Confirm

@ _

Tracelog

usb0 (|,
usbi
ush2

usb3

Tracelog

0
&

Tracelog

hll ll*

!

hll (11

e

T

hll
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Tracelog

“

ump

5. Select the day of the recordings, such as the tenth

M
Confirm @
esc

g 1

@ - =
&

Tracelog
496905.csv @ 1. !
5. Select the serial number of the recordings, such as B
1 i i
Confirm
o0 5
Tracelog
Date Time Event Temp
10-01-2019 15:37:25 Sealing 190 1
2 Change display by swiping _@
Status of the event J
Date and time
Event T
Sealing temperature =
Contact pressure @ &]]ﬂ
Throughput speed -

Piece counter
Selected packaging
Name

Expiry date

Batch data

Info

Type of sterilisation
CE data

Package content quantity
Barcode scanner data
Reference data
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6.1.4 Show the DataMatic data on a PC

USB stick directory with the recording data (for example: PC with Windows 7)

Data recording

4.7 Favoriten
4 | - Bibliotheken @48?332.(5\[ 01.03.2017 07:59 Microsoft Excel-C... 1KB
4 8 Computer
> ;rJ. Lokaler Datentrager (C:)
4 o, USBDISK (L)
4 2017
4 03
01
Recording year
Recording month
Recording day
Data file: Device number
496905.csv
Display of a standard DataMatic recording, e.g. using Windows Excel
VvV 1.01
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6.2 TracelLog (logbook)

hm 5000 Printpak MED D

Chapter 5

Data recording

This logbook contains the temporary recording of various completed actions, events and faults that
have occurred on the device.
These recordings are only viewable while the device is switched on, however if a USB stick is

connected for the DataMatic function, the data are stored as an add-on to the DataMatic data on it

in the event of a date change and during the switch-off process.

&

6.2.1.1 The display menu

For reliable data transfer, the device must switch itself off after pressing the Power

off key and once the shut-down period of one minute has elapsed.

No "EMERGENCY STOP" must be carried out by holding the Power off key!

General

Tracelog

=
Seal Check Login Trac counter 1
: |
= INT EXT 2.4 L
packaging Printer external Inkjet —
list printer [ ==
= B
6.2.1.2 Interpretation of entries
State Date and time Event T F v
oK 10/01/2019 15:31:53 Change DataMatic Sealing t(_em_perature at Contact_ pressure at Through_pu? speed at
this time this time this time

10/01/2019 14:52:35

Add User

10/01/2019 14:19:16

Change Piece Counter

10/01/2019 13:49:42

Remove Text

10/01/2019 13:44:11

Add Text

10/01/2019 10:54:45

Change Mains Language

6.3 Data readout via Ethernet

If an address is assigned to the device in the Settings / System Configuration / IP menu, the corresponding
CSYV file of DataMatic can be read out via network connection and saved on the PC.

= For more details, please refer to the interface description 9.694.039

Caution: A direct connection between the device and PC is not possible. The device needs to be on a

9.694.051

computer network for this.
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6.4 Data designator (prefix) - Symbol or text
= A text as a data designator is only possible for the internal printer!

The data designator for different print data can be a symbol or text.
If the text is selected as the data designator, this must be created beforehand

The prefix is defined in the individual packaging lists
See Chapter 3.3.2
Using the packaging date as an example:

Printer

B, L —
B @

@] 1] \

Text

=
@ — i B—

The selection and entry of the data is confirmed with the "ENTER" key.

Text

Toxt | () | ) |—
X | fce] |

Pres] [ | Q \ |
Confirm
Cancel
Key Function Example Replaces the symbol
-0
&J Text date Packaged: E
Text for sterile product storage .
period Use by: 2
Text for names Mr./Mrs./Miss/Ms.: I'H1
m Text for batch data Lot:
Text for information Instrument:
Text for CE data CE EN: I::E
- Text for reference data Art. no.: FEF
@ Exit menu level
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6.5 Print data as a barcode
= The printing of data as a barcode is only possible if the language German or English has

been set!

This applies for the internal printer and the label printer!

The following data are NOT printed as a barcode:

Data Data
Time "One-time use" symbol
&5 Sealing temperature "Observe note" symbol
O¥ Contact pressure
2=
— Throughput speed

1. Activate packaging list

2. Press the Barcode key
- Symbol changes colour from grey
to red

w Not active
m Active

3. Tap data, e.g. the user name
- Next to the serial number symbol,
the barcode symbol appears

If you wish to undo this function, it can be
done in the same order!

@ Exit this menu level

Printer

(2 )

0

‘@E

B
B

1234567

e S [?3”)

|
i

.
L
B
§
H

H
El
&
2
=

i

B O
3 -

i
8

£
H
Ed
3
g
8

INT

B ©

§
8

£
2
2
s
2
[

2
S B
;
a
=1

¥

2
=

L
3

1

B 8

i

e
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6.6 Direct change of the process variables of a selected packaging

Data recording

The sealing temperature or throughput speed of the packaging currently selected can be changed

directly without calling up any menus.

6.6.1 Changing the sealing temperature

Press to activate the display

2. Select the desired temperature

3. Confirm the selection

Confirm
a Cancel

1. Press and hold to select the temperature

(on o= | o)
1@°C 96N 0.0 m/min

2024.00.28 02.07 pr

YYYYY

@
Temperature Alarm Limit
140°C
141°C
t1-l2“C 1
“fdsee SN Bre I
j1a°C YW ) 8C i
145°C few®  47C
148°C 5°C
1azer
=]

6.6.2 Changing the throughput speed

1. Select the throughput speed by long
pressing the display.

2. Select the desired throughput speed

3. Confirm the selection

Confirm

esc Cancel

000
130°C 96N @.0 m/min

p

8.5m/min

9.0mmin 1
9.5mvimin oy F
fo.om/min AT
10.5mimin -
Coneest B
11.0mimin ‘

11.5m/min
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6.7 UDI marking

The marking is made using the HIBC coding system in accordance with the ANSI standard

"ANS HIBC 2.5" embedded in the ISO standards for product and packaging marking

ISO 22742, 1SO 28219.

If the UDI marking is created and active, the primary code (UDI-DI) and secondary code (UDI-PI)
are printed as separate, rectangular DataMatrices (DMRE) on the packaging and if the label printer
is connected as a standard, square DataMatrix on one label.

To create or activate a UDI marking, the coding key (Art. No.: 1.561.007) must be inserted in one
of the USB sockets!

6.7.1 The UDI settings
Special Features
a ; D
Vailp G :
U ’
esc 1234367 '@ UDI-Header:

Function is not active without special USB stick

Key Function Note
&

a Enter the product code Entry according to listing in the GUDID (USA) or EUDAMED
(Europe) databases

GS1 Application Identifier [Al] is inserted automatically

Only use data identifiers compliant with the definitions in ASC MH
10 ISO/IEC 15418!

Enter data identifiers

The <gs> separator is added automatically

The system works according to the GTIN — 13 principle in
modulo 10

Exit menu level

Example for entering the UDI header

Select the header symbol and enter the corresponding names using the keypad. Confirm with the ENTER
key and finally activate with the checkmark.

8 1 @ I 1
' '
i T T T T 1T 17711 i
‘ v f ............
UDI-Header: esc UDI-Header: } Header

Confirm

Cancel

8@ o
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6.8 External keyboard for data entry

hm 5000 Printpak MED D

Chapter 5

Data recording

A country-specific, external keyboard can be connected to enter packaging designations and the

data for the various lists

Insert the keyboard into a free USB slot

Optional:
6.561.028 wireless keyboard

or
6.561.029 medical keyboard

6.9 Display
6.9.1 Standby

Stand by is active, the sealing temperature decreases to
the ambient temperature

Reactivate device function

temperature of 80°C.

The display is darker and the device cools down to the default set

6.9.2 Counter status O

If the batch counter was configured to count backwards
and the quantity reaches 000000, a message appears, a
signal tone sounds and the drive is inactive.

For further use, the counter must be reset or the
counting direction must be changed to count forward by
pressing the "Stop counter” key.

Vorgegebene Stlickzahl wurde
erreicht!

Zahler stoppen Zahler neu setzen

6.9.3 Display of the set test interval

This symbol only appears if a test interval was selected

An individual date can be set for each test interval.
See level 4 "Test intervals".

TestMethods
@ s Peel Ink

Seal Check OFF
Peel Test OFF

Ink Test OFF

9.694.051
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6.9.4 Maintenance indicator

This symbol appears 30 days before the set
maintenance cycle with information about the remaining
days until the maintenance deadline or the days already
exceeded after the maintenance deadline.

Default setting: 12 months.

Customer setting via the Service menu
(see device technical manual)

6.9.5 RS 232 data interface active display

This symbol appears if an external PC has made contact
with the sealing device via the RS 232 data interface

(More details in the interface description 6.594.039)

6.9.6 Display of password startup interlock

The symbol appears if the password startup interlock is
active
This means that the motor will only start if a previously

] Sie miissen eingeloggt sein, um die Maschine zu
listed password has been entered 9elogg

bedienen

This function can only be activated or deactivated in
service mode!

(see device's Technical manual)
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6.9.7 The display of special settings
Tap the Information symbol e . a n
130°C 96N 0.0 m/min
monitoring

Exit the special display

temperature

How to use?

=

v

contact pressure

=

speed/dwel

Operatingdata ~ Monitoring

Symbol

display

Bv

Checking of the temperature sensor positive

4

Checking of the contact force sensor positive

4

Checking of the throughput speed sensor positive

Device operating data

Barcode link to download the instructions

|
B @ @ G

Start of the automatic sensor check

9.694.051
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6.9.8 Display of operating data
N - ~aao
130°C 96N 0.0 m/min
monitoring
Exit this menu level

Exit

How to use?

=

e

98

firmware

@ 10.374.04.01

software

V.4.02.00

Operating data  Monitoring

&)

B

1=

ol

L"'l
-
=

000000

Symbol

display

Operating hours

Software version

= Device serial number
T
00 QZ Batch counter total
firmwars Firmware version
% Maintenance date
£
9.694.051
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7 Special functions

hm 5000 Printpak MED D

Chapter 7

7.1 Individual setting of the home screen

Special functions

1. Activate control centre menu

2. Select settings

3. Press and hold to select any symbol

4. The size of the symbol can be adjusted by activating
the "size XL" key.

5. The symbols can only be freely positioned on the
home screen. The large symbols can only be
selected in 2 positions.

= For large symbols, always select the upper left
corner of the respective placeholder by tapping.

2024,03.26 02:21 pm

130°C 96N

pes.

| 0.0 m/min

monitoring
= b2
= " a
.
temperature contact pressure spead/dwell
How to use? Operating data Monitoring

- &

& =
Seal Login Tracelog counter
: :
= INT EXT EXT
packaging
list

Printer external Inkjet

1234567
esc
a
e ech o
O j‘h‘h
N —

@ Sealcheck W

9.694.051
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Special functions

If the symbol in the home screen is to be deleted again
or the position is to be changed, the respective symbol
can be edited by holding it down for a long time.

- The position of the symbols can only be
changed for small symbols.

2024.03.26 03:30 pm

130°C

éQ

2024.03.26 03:30 pm

130°C

43

96N 0.0 m/min

—
Ir

conir) oenter

@

pes.

96N 0.0 m/min

Delete or change the location of the link

yO

2024.03.26 02:21 pm

130°C

96N

Sealcheck @
-
.

pes,

| 0.0 m/min

—t
o—
—

e

@

Login

9.694.051
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8 The barcode scanner (1.490.029)

(& The barcode scanner is an optional accessory and not part of the sealing device scope of
delivery! A connected barcode scanner that has not been approved by the device
manufacturer can cause the device to fail!

8.1 Commissioning the barcode scanner

8.1.1 Stepl Unpacking the barcode scanner
Barcode scanner with
Open the packaging USB connection cable \/‘:.
Art. No.: 1.490.029 CEQ
Check to ensure that all parts are there and
undamaged.
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8.1.2 Step?2 Connecting the device

1. Switch off the device

2. Connect the barcode scanner's connection cable to a free
USB slot

2. Switch on the device
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8.2 Recording data using the barcode scanner

= The capture of data with a barcode scanner is only possible if the language German or
English has been set!

8.2.1 Data of a created barcode list

Only the print data of the internal printer of an activated packaging list can also be changed with a barcode
scanner, provided they are activated in their print sequence.

The data are read in via a scan list that has been created with the hs 980 BR-2D OS software (Art. No.:
1.490.039).

The data read in with the scanner are not saved. They are only current while the device is switched on!

Print data Data source Note

Names Scan list with user names

Assignment of general barcode data
Info Scan list with information possible

Scan list with batch data Assignment of general barcode data
Batch data possible

EmE

Assignment of general barcode data
Steriliser data Scan list with steriliser data possible

0

Assignment of general barcode data
CE data Scan list with CE data possible

Assignment of general barcode data
RE Reference data Scan list with reference data possible

™
M T

8.2.2 General barcode data

Data Data source Note
All alphanumerically readable data If not changed, they are always read
? General data in as a batch number.

8.2.2.1 Assignment of general barcode data
All data collected by the scanner is assigned to the previously selected function.

This means that data captured by the scanner can be scanned and updated independently of editing the
packaging list.
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9 The external printer

1.Connect the external printer according to the
instructions supplied with the printer and connect it
to one of the USB slots on the back of the device.

2. Only then switch on the device

3. Open menu level 3 "Traceability" and select the
symbol for the external printer

4. Configure the external printer and save it under the
desired formula name using the save function.
For the creation of formulas and their function see
also Chapters 3.3.2 and 3.3.3

Printer

B B BG

@ 1234567

Ext Printerliste

7 Gl = =
G ElE
B
o BEBD
«» «L» ubDI

~
D
<

Function

Note

Name of the external printer formulas

IR

® Manual ® Each seal ® Every 2nd seal

152 Print mode

[El Label quantity Freely selectable from 1-10

B [ L Eam

WIS | width of the barcode ©ot M et seting
& - 2 1l

Character width . ; ‘Tl'et)e(txt (default setting)

S|

Print HIBC data
Primary code (UDI-DI) and secondary code (UDI-PI) separately as

| Print UDI rectangular data matrix (DMRE according to DIN 16578) format 12x26 &
12x36
Data marked in the print sequence with the barcode character is optionally
printed with
Barcode type

@ code 128, ® code 39, ® code 93, ® code 2/5
(default setting code 128)

Default settings

Print UDI Not active

Exit menu level

&
=
£ L
=

9.694.051
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10 Switch off the device

Short press the Power button

The device is switched off directly by holding
the Power button

Do not use if a USB stick is
connected!
Data loss!

The colour of the Power button changes from
green to red
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11 Troubleshooting and maintenance

11.1 Troubleshooting checklist

&

Troubleshooting and

The malfunction corrections highlighted in grey may only be performed by
authorised service technicians!

Malfunction

Possible display

Possible cause

Possible malfunction
correction

Display InkJet probe not
connected

Probe not connected

Insert probe

Sensor defective Replace defective component
= .
‘ e Inform Service
Monitoring function check oo Temperature sensor defective | Replace defective component
The sealing temperature is Ge @ B Control card defective
not reached after switch-on or ‘ Heating cartridge defective Inform Service
it is outside of the set [EL]
tolerance limit
e B8 >
Monitoring function check e DMS module defective Replace defective component
After switch-on the contact B @e B8/ Control card defective
pressure is outside of the set ‘ Inform Service
tolerance limit (EL)
8 B8 >
Monitoring function check [monioring fncudh check Optical sensor Replace defective component
After switch-on the throughput B B8 Be "Engine start" defective
speed is outside of the set ‘ Control card defective Inform Service
tolerance limit [ER] Motor defective
e B8 >

9.694.051
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11.2 Maintenance

Like all technical devices, your device is subject to technical wear.

In order to guarantee continuous operational readiness, your device should be inspected regularly by a
competent person and cleaned, serviced and calibrated at least once per year by the manufacturer or by one
of the manufacturer's authorised service partners.

11.3 Service

Your hawo customer service is available from Mon-Fri 8:00 to 16:00 at the following number
+49 (0)6261-9770-31.

11.4 Spare parts service

Conveniently order parts via
e-mail service@hawo.com
‘. / Fax +49(0)6261 9770 69
== Simply copy the order form on the following page and enter the following information:

Address, e-mail address or fax number

Enter order number

Enter device type >0
Enter serial number —>0
Mark articles required

Enter quantity required

Sign order

Send order
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To: Sender:
E-mail:

Fax no.:

Your order No.: Date:

Device type: Serial number:
™4 Designation Art. No Qty.
Il Device printer ink ribbon 6.813.104
Il Device printer ink ribbon, red 6.813.224
Il PTFE tape sealing die 6.105.285
Il PTFE strip guide rail 6.105.137
Il Plastic pressure roller 2.230.008
Il Toothed belt, drive 6.271.011

375 mm
Il Toothed belt transport hm 5000 6.271.006
O
[
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To: Sender:
E-mail:

Fax no.:

Your order No.: Date:

Device type: Serial number:
™4 Designation Art. No Qty.
Il Top die assembly 1.616.066
Il Bottom die assembly 1.616.067
Il Controller 1.410.122
Il Touch display 1.410.118
Il Heating cartridge 6.536.050
|
O
O
[
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11.5 Replacing the ribbon cassette / ink pad of the sealing device

"‘"\ Switch off the device and DISCONNECT THE POWER SUPPLY

Step 1 Switch off the device and remove the mains plug from the socket
Step 2 Loosen the two screws on the underside of the device and then carefully remove the
front panel.
Step 3 Press and hold the lever down
L
_—
Step 3.1 Loosen the knurled screw and remove the cushion to replace it with a new one in
reverse order.
9.694.051
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Step 4 Remove the ink ribbon by pressing the lock on the ink ribbon

- |

Step 5 Press the lever down and insert a new ink ribbon until it clicks into place.

Step 6 Once the ink ribbon is correctly engaged, it should not be possible to turn the wheel
on the ink ribbon.

e

N
-

Step 7 Fit the front panel using the two screws and perform a test printout.
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12 Technical data
12.1 Specifications of HM 5000

Connection data

Technical data

Mains connection [V] 100 - 240
Mains frequency [Hz] 50/ 60
Power consumption max. [W] 280
Mechanical system

Dimensions Length [mm] 730 [830]
Including Width 260
Infeed section Height 220

Housing cover

Stainless steel AlSI 304

Housing bottom

Stainless steel AlSI 304

Weight [kag] 21

Seal distance from edge [mm] 0-35
Sealing seam width [mm] 12

Sealing system SealPeak (hawoFlex)
Sealing seam length [mm] Unlimited
Distance from medical product [ mm] >30

(as per DIN 58953-7)

Process variables/sealing parameters

Sealing temperature max. [°C] 210
Tolerance for sealing temperature [°C] +2-415
(adjustable)
Contact pressure [N] 100
Contact pressure deactivation tolerance [%] +20
Throughput speed [m/min] 5-13
Switch-off tolerance +10
Throughput speed [%]
Temperature ranges 1
Temperature standard tolerance [%] +2

Electronics and communication systems

System

Microprocessor

RS-232

USB A
Interfaces Ethernet (LAN)

HDMI for external monitor
M12 4-pin "A" Coded for InkJet

Transfer speed (baud rate) [Bd] 9,600-115,200
Serial RS-232 interfaces and Ethernet
Electrical protection class 1
Environmental parameters
Ambient temperature [°C] 5-25
Heat output [ kJ/s] 0.1
Relative humidity [%] 30-80 non-condensing
Noise intensity acc. to Machinery Directive <70
2006/42/EC Appendix | 1.7.4.2 u.) [dB/A]
Average power consumption* [W] 90
Max. noise development [db] 65
Passwords
Password for unlocking the device for SealCheck 29815
Password for maintenance counter 44444

1 Deviates in the heating process
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13 Declarations of conformity

13.1 CE declaration of conformity for sealing device

9.694.051

9.610.007 Verson 2 01

Kenformitdtserkldrung - Declaration of Conformity
Declaration "CE" de Conformité
I 1= 1 Declaraccien de conformidad de la C.E, 9,694,051 C
T4BAT Oorighesm { Germarny Dichiarazione di conformita - Declaragio de conformidade
Giiltig ab:  03.04.2024 Seite 11
Valid from:  03.04.2024 Version 1.0

Hiermit erklaren wir, dal die Folienschwelssmaschinen:

Herewith we declare that the Foil sealing unit;

Par |la présente, nous déclarons que la gamme de Soudeuse de films plastique:
Por la presente certificamos gue las maquinas embolsadoras modelos:
Dichiariamo con la presente che le macchine per saldatura di fogli:

Por este meio se declara que as maquinas de selagem de folhas de plastico:

hm 5000 DC-VI

folgenden einschlagigen Bestimmungen und harmaonisiertan Marmen entsprechen:
complies with the requirements of the following regulations and harmonised standards:
corresponde aux dispositions suivantes et standards harmonise:

objeto de esta Declaracion cumpie con fas siguientes dispasiciones:

Sone conformi alle seguenti dieposizioni in materia nonché alle seguentie norme armonizzate:
corespondem as sequintes determinagdes e normas harmonizadas:

EG - Maschinenrichtlinie 2006/42/EG
Machinery directive

Directive "CE" rel. aux machines

Directiva de Maquinaria de la CE

Direttiva CE sulle maccine nella versione
Directiva da UE relativa a maquinaria

EMV-Richtlinie EMC-directive 2014/30/EU

Directive CEM Directiva da CEM

Direttiva CEM Directiva CEM

WEEE-Richtlinie WEEE--directive 2012/19/EU

Diractive WEEE Directiva da WEEE

Direttiva WEEE Directiva WEEE

RoHS-Richtlinie RoHS-directive 2015/863/EU

Directive RoHS Directiva de RoHS

Direttiva RoHS Directiva RoHS

Harmaonisierte Normen Harmonized standards EN I1SO 12100:2010 EN 60204-1:2018
Standard harmonise Las normas armonizadas EN SO 13857:2019 EN [EC 61000-6-1:2019
Morme armonizzate Mormas harmonzidadas  ENIEC 63000:2018 EN IEC 61000-6-3:2021

Verantwortliche Person fir die Technischen Unterlagen siehe unten

Responsible person for technical documentation see below

La parsonne responsable pour la documentation technigue est mentionnée au-dessous
"

nawo GmbH, Obere Au 2, D-74847 Obrigheaim, Germany
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bere Au 2-4 F + a0 (0] 5261 / A770-63 Geschaftsfihrer: Cheistian Wolf e g gy 10 W LT R A O
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13.2 DIN EN ISO 11607-2 / DIN 58953-7 declaration of conformity of sealing device

Konformitatserklarung — Declaration of Conformity
Déclaration de Conformité
L1 Daclaraceion de conformidad 9 . 694.05 1 D
74347 Obighelm ¢ Garmany Dichiarazione di conformita - Declaragdo de conformidade
Giiltig ab:  03.04.2024 Seite 11
Valid from: 03.04.2024 Wersion 1.0

Higrmit erkléren wir, dal die Folienschweissmaschinen;

Herewith we declare that the Foil sealing unit:

Par la présente, nous déclarons que la gamme de Soudeuse de films plastique:
Paor la presente certificamos que las magquinas embolsadoras modelos:
Dichiariamo con la presente che le macchine per saldatura di fogli:

Par este meio se declara que as maguinas de selagem de folhas de plastico:

hm 5000 DC-VI

tolgenden einschlagigen Bestimmunagen und harmonisierten Normen entsprechen:
complies with the requirements of the following regulations and harmonised standards:
corresponde aux dispositions suivantes et standards harmonise:

objeto de esta Declaracion cumpie con las siguientes disposiciones:

Sono conformi alle seguenti dieposizioni in materia nonché alle seguentie norme armonizzate:
corespondem s sequintes determinactes e normas harmonizadas:

Anforderungen an die Hygiene bei der Aufbereitung von KRINKO / BfArM
Medizinprodukten. Bundesgesundheitshlatt 2012
Empfehlung der Kommission for Krankenhaushygiene und 55'1244-1310

Infektionspravention(KRINKO) beim Robert Koch-Institut(RKI) und
des Bundesinstitutes fiir Arzneimittel und Medizinprodukte(BfArh)

Verpackungen filr in der Endverpackung zu sterilisierende 1ISO 11607-2:2019
Medizinprodukte - Teil 2:

Validierungsanforderungen an Prozesse der Formgebung,
Siegelung und des Zusammenstellens

Packaging for terminally sterilized medical devcies - Part 2
Validation requirements for forming, sealing and assembly
processes

Emballages des dispositifis médicaux stérilisés au stade
terminal — Partie 2:

Exigences relatives aux procédes de mise en forme, de
fermeture et dassemblage

Starilisation - Sterilgutversorgung ~ Teil 7: DIN 58953-7:2020
Anwendungstechnik von Sterilisationspapier, Viiesstaffen,
gewebten textilen Materialien, Papierbeuteln und siegelfahigen
Klarsichtbauteln und -schlauchen

Sterilization - Sterile supply - Parl 7:

Use of sterilizaiton paper, nonwoven wrapping material, textile
materials, paper bags and sealable pouches and reels
Stérilisation — Approvisionnement en produits stériles — Partie 7.
Utilisation de papier pour sterilisation, de matériaux
d'enveloppe en non-tissé, matériaux textiles tisséas, de sacs en
papier, de sachets et gaines scellables

Torsten Ehrharfit]
Prokurist / autHorized officer
hawe GmbH, Obere Au 2, D-74847 Obrigheim, Germany
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13.3 CE declaration of conformity for barcode scanner

u?mmm;:q COREIEATE EC-085_#&4
QOATALOGIC “&WFLWHE;:EWHFITRHEQD c €
EU ROMFORMITATSERKLARLNG

EU [ORFORMITETSWERHLERING
EU FORSANRAM OM OVERENSTTRMMELSE

Apparafus S Apgdaradt £ Aparala £ Adpaaad S Gerdtetpn S Apparaaimacsy’ 7 Apparacmsdey

QuickScan QD430 ; Barcode Reader

and all #s models & e futhf ( sudd modaly Sy BoGas SuUs modeiss et [ows S5 macdes « und
caine modele < en alhaar modallen  och alg sina modediar

Manwfactwer « Frodutare / Fabricante / Fabricand & Mersteler # Fabrkant # Tifverkaren

Datalogic S.r.l.
Wia 5. Witaline 13, 40012 Lippo di Calderara (BO] - aly

Thig checlarabion of confanmily i Mswed ondey the Sole resporsabdity of the manwaciver 7 La
prasente cichararions i confarmitd 8 nlascars sodie @ responsahilid esciusive dey fahbricamte
# La prégenale declaracidn d@ foviforinidad e eapyde Bart @ asclosacd respan s ilviad gl
Fabncanle £ Le présente dicfarabion de camformadd esf frabbe Sous e Send responfabilidé
dr febricant  Die aiff@inige Verantwarkang fdr ofe dossieflursg dieser onforrnitSiserilinong
gt dier Mersteler & Doz canfarmieibsverklanmg wordt werstent ander voledize
vevanhacordetkhed wan de Fabnkand /£ Devna Mrsdbean am dweversstdmeme'se wfdndas o
tiirkarens sgel andvar

Thae abpig® al Bt checlaralion describend abave & A Soviforrmily wath Ehe reveand Uiivon
harmanization egrslation: o Cagee o deda ivhianesiome oF ool sepva & Sovdforrne als pevtinenahe
nerrdativa ai arnorirrasions delfUnvone: A BT olyede de fa diclaracife gdesorla anhevionmsen e
s confarme fonm fa egEiacin de armanzantn pertinende e M Uakdn: o Cobeet e [
distaration dicnt ci-dessas et comforme 4 B Mdpslehion dismamation de JLniGre
appicaide S Cor oben besstwioborne Gegenstand ooy ErilErong anfiilt ce sinschldgiaen
Harmoaniserungenechis varschrifen der Lo S Set ivevfoven Beschnesen uoonsarg & N
awiverrsitrmming de desteirefende harmonsatewelpdang van de Uake S Foremadled for
Forsdkran owen dwerprsstArmee mad den aeevanta Rarmanisensce cnansiags b g

2 &FI0OFEL - EMC Directive
2011 £65FEU RoMS Directive

Referances to the relevant harmenised standarnds: £ Mifenmante alle partinenti nanme
Anmvizzate:y FReferencias @ (35 AoImas amamzagas: S Rifdvences ges novmes Hanmon'sees:
A Angabe der minschdgiaen harmonserfen Normen: S Vermelding van de hoegepashe
relevante geharmonsserde norman: £ Hanwsmmgar bl oe relevants harmoniserade standarder

EN 55032, May 2015 ELECTHONAAGRETA CORASATIELITY OF AAIL TRAEDAY Qa0
MENT - ERNSHOW REQUAREMENTS

EN 55024, NOVEMBER 2010 IWFORLAATION TECHAMILOSY EQUOPMENT = MLIITY CHAT-
ACTERIETICS - LTS AND METHODS OF MEASURERENT

EM 50581, SEPT 2012 TECHTICAL OOCLMAENTATION FOR THE ASSESSMENT OF ELEC-
TRVCAL AND ELECTROMIC PAADUCTS IBTH AESPECT TD THME
RESTRILTAON OF HAZARDUAILS SUBSTANCES

Lippe di Calderara, dﬂﬁ“"’ &"'1?‘#

th
February 24™ 2017 Ruggero Cacioppo

Product Quality Leader
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13.4 CE declaration of conformity for label printer

EU DECLARACION DE CONFORMIDAD DEL FABRICANTE

Identificacion de producto

Producte: Impresora de cadigo de barras
Marca: SATO

Tipo: cG2

Modelo: CcG2

Opciones: Todas

Conformidad:
Este producto esta conforme con las indicaciones de las Radio Equipment Directive: 2014/ 53/ EU
basado en los resultados de prueba utilizando criterios armonizados.

Criterios Radio Equipment Directive utilizados:
EN 300 330 V211
EN 301 489-1 V2.1.1, EN 301 489-3 V2.1.1,
EN 62311: 2008

(EMC : EMC Directive : 2014/30/EU)

EN 55024:2010,
EN 61000-4-2 : 2009, EN 61000-4-3 : 2006 + A1: 2008 + A2 : 2010,
EN 61000-4-4 : 2004, EN 61000-4-5 : 2008,
EM 61000-4-6 : 2009, EN 61000-4-8 : 2010,
EN 61000-4-11 : 2004,
EN 55032:2012,

EN 61000-3-2 : 2014,
EN 61000-3-3 : 2013

(Safety : LV Directive : 2014/35/EU)
EN 60950-1:2006+A11:2008+A1:2010+A12:2011+A2:2013

Este producto cumple con la Directiva de RoHS 2011/65EU en las restricciones a la utilizacion de
determinadas sustancias peligrosas en aparatos eléctricos.

El marcado de CE tuvo lugar en el afio 2014

Fabricante: SATO VIETNAM CO,, LTD.
Plot B-2 Thang Long Industrial Park,
Kim Chung Commune, Dang Anh Dist,
Hanoi, Vietnam

Nambre y direccion del representante autorizado

Representante de la CE: SATO EUROPE GmbH;
Waldhofer Str. 98-104
69123 Heidelberg

Germany
Cargo: Director General
Nombre: Sr Tetsushi Kondo

2D

Fecha: 13/06/2018
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hawo GmbH hawo USA hawo ASIA

Obere Au2-4 150 North Michigan Avenue 25 International Business Park
74847 Obrigheim 35" Floor #03-105 German Centre
Germany Chicago IL 60601 Singapore 609916

T +49 (0) 6261/9770-0 T +1 312 585 8329 T +65 6433 5339

F +49 (0) 6261/9770 - 69 F +1 312 644 0738 F +65 6433 5359
info@hawo.com info@hawo-usa.com info@hawo-asia.com
www.hawo.com www.hawo-usa.com www.hawo-asia.com



