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Foreword

This user manual is a guiding feature for the longer-lasting use of our products and for the
satisfaction of our customers. The recommendations have been prepared in accordance with the
guidelines from European standards. ULRICH AG is a company that always cares about customer
satisfaction and aims to produce high quality products.

______________________________________________________________________________________________________________

A WARNING

Before using your product, please read this guide from beginning to end and keep it accessible
to all users.

______________________________________________________________________________________________________________
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

INTRODUCTION.

ULRICHSwiss Company has been committed to progress since 1919 and keeps moving ahead.
We have been producing high quality instruments and medical devices for 100 years. Quality
and sustainability are very important to ULRICH AG and implemented without compromise.

In order to expand ULRICHSwiss' portfolio in the field of preparation, transport and storage, the
sterilization container systems have been added to our delivery program.

The ULRICH sterilization containers are CE-certified and manufactured according to the latest
European standards.

The ULRICH sterilization containers have been validated for the sterilization and storage of
surgical instruments, implants and surgical motor systems. The validation has been carried out in
compliance with the requirements of the applicable EC directive.

By producing high-quality sterilization container systems, we make an important contribution to
protecting patients. The storage and transport of surgical instruments in the ULRICH sterile
container can have a positive impact on the life cycle of the surgical instruments and extend it.
By identifying the lids and boxes (UDI coded on request), the cycle of use can be fully
documented. This enables you to keep an accurate maintenance report and thus contribute an
important part to the protection of the patient.

We serve our Sterilization Container with 6 basic color options all over the world which are
produced with our special alloy, high quality 2 mm aluminum raw material.

ULRICH Container Systems offer a greener alternative to the coiling method and provides great
return of investments.

ULRICH quality that considers the needs of the market and its users, is preferred by many users all
over the world due to its reasonable prices and product range for every user.
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.1 STANDARD MODEL.

Standard model container systems are designed for providing perfect steam flow and
penetration for suitable loads according to the standards and can be used with single use paper
filter or reusable PTFE Teflon filters.
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.2 WINDOW MODEL.

Window model Sterilization container system is named after transparent window, which is
produced from PPSU material and resistant to high temperature, scratches, deformation and
chemicals. This window allows users to control the Sterilization container without opening the
lid.

________________________________________________________________________________________________________________

A NOTE |
There is no hole in the lid of the window model container system to provide airflow. Therefore,
window model boxes must be perforated. Filter, valve or Bio-stop system can be used in the box. i

_________________________________________________________________________________________________________________
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.3 BIO-BARRIER MODEL.

Bio-Barrier model sterilization container systems are designed with mechanical valves that do not
require the use of any single-use filter in both the lid and the box.

Cross-section View

—

Image 1

View of valve mechanism before
Sterilization process. (Rest status,+ /- no
pressure and valves closed.)

o During sterilization, the valves are opened by pre-
/f vacuum. Thus, dry air comes out of the container.
|
|

During sterilization, the valves are opened in the
opposite direction by the pressure effect.

I View of the steam entering into the container
for sterilization.
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.3 BIO-BARRIER MODEL.

The re-opening of the valves with vacuum
effect during the sterilization process. The
view of hot steam flowing out of the
container.

Closure of the valve mechanism after the
completion of Sterilization.
(Resting position)

Resting Pre-vacuum Sterilization Drying Resting

N

£

Image 1 «—it—e

Image 3

A |

Image 2 -

 J

Image 4
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.4 B*-BARRIER MODEL.

B* model Sterilization container systems are designed to provide different filtering mechanisms
in a single sterilization container lid according to user preference. B®> model sterilization container
systems can be used with three different filtering mechanisms:

B3 Bio-Stop System B3 Filter System B* Valve System

Aluminium

Installation view

B3 Bio-Stop System B3 Filter System
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.4.1 B* BIO-STOP SYSTEM.

B> Model Bio-Stop system is a flow inhibition system based on a principle discovered by Louis
Pasteur. With a separation efficiency of 99.99 %, it offers significantly better protection against
microbes and particles.
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.4.2 B? FILTER SYSTEM.

B3> Model filtering mechanism is used with PTFE Teflon Filter, which can be changed by the user
easily like in standard model filter-based sterilization containers. Only ULRICHSwiss provides the
filters in Switzerland, which are placed in a cassette, used in this system.

—  Filter module
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CHAPTER I.
STERILIZATIONS CONTAINER MODELS.

1.4.3 B* VALVE SYSTEM.

B*> Model valve system is a modernized new model of Bio-Barrier systems and has the same
working principal (see. Chapter 1.3). This system is based on the principle of valves operation with
the effect of pressure and vacuum during sterilization in the autoclave.

—p Valve module
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.0 STERILIZATION CONTAINER - COMPONENTS AND THEIR FEATURES.

O, [

= A
® = @

®
O
)
OOE

@ Box @ Handle
(2) ud (5)  Label
@ Safety Lid @ Lock System
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CHAPTER II.
STERILIZATION CONTAINER COMPONENTS.

2.1.1 NON-PERFORATED BOX.

________________________________________________________________________________________________________________

Non-perforated boxes should be used with perforated lids for sterilization. The non-perforated
box can be used together with non-perforated lid only for transport purposes.

_________________________________________________________________________________________________________________
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.1.2 CONTAINER BOX (PERFORATED).

o) £ o) £ >
SR SIS
| A ’
c D E

A Standard Filter Mechanism
B Bio-Barrier-Valve System
C B3 PTFE Filter Mechanism
D B3 Valve Mechanism
E B3 Bio-Stop System

Portfolio Matrix Filter System

Size A B C D E

1/1 Full Size Container %} A 4} ™ [}

1/2 Half Size Container 4] 4] 4] 4] ™

3/4 Quarter Size Container 4] 4] 4] 4] ™

Extra Large 4] A %} 4] %}

Extra Long 4] A %} 4] %}

Dental Large 4] 4] ] 4] 4]

Dental Container %}

Mini Container M

Endo Container %}
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.2.1 LIDS (NON-PERFORATED).

Material: Aluminium

Surface: Anodized

Color: Grey
Yellow
Green
Blue

Red

________________________________________________________________________________________________________________

Non-perforated boxes should be used with perforated lids for sterilization. The non-perforated
box can be used together with non-perforated lid only for transport purposes.

_______________________________________________________________________________________________________________
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CHAPTER II.
STERILIZATION CONTAINER COMPONENTS.

2.2.2 LIDS (PERFORATED).

A Standard Filter Mechanism

B Bio-Barrier Valve System

C B* PTFE Filter Mechanism

D  B?Valve Mechanism

E B3 Bio-Stop System
Portfolio Matrix Filter System
Size A B C D E
1/1 Full Size Container 4] 4] ™ 4] 4|
1/2 Half Size Container ] | %] ] 4]
3/4 Quarter Size Container ] ] %] ] 4]
Extra large 4] 4] ] 4] 4]
Extra long 4] 4] ] 4] 4]
Dental Container M 1]
Mini Container M ]
Endo Container 4] 4]
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CHAPTER 1.

STERILIZATION CONTAINER COMPONENTS.

2.3. SAFETY LID.

Yellow Green
|

%]
4]

Portfolio Matrix Safety Lid
Size / Color Grey

1/1 Full Size Container 4] 4]
1/2 Half Size Container 4] 4]
3/4 Quarter Size Container 4] 4]
Extra large

Extra long

Dental Container
Mini Container

Endo Container

B ULRICH Swiss

Blue

Safety Lid

Container Lid

Container Box

Red

=

=

Black
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.4 BOX-, LID- & MECHANISM COMPLIANCE SCHEME.

Standard Filter Box —

b ‘@B B Filter Module

................ > B3 Valve Module

..... » ' B3 BiO'StOp
Module

B3 Bio-Barrier
Module

Non-Perforated Box

B3 Bio-Barrier
Modul

Bio-Barrier Box
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CHAPTER II.
STERILIZATION CONTAINER COMPONENTS.

2.5. INOX TRAYS.

Wire Mesh Tray Wire-Sheet Tray Perforated Metal Tray

There are 3 kinds of Trays: Wire Mesh Trays, Wire-Sheet Trays and Perforated Metal Trays. Trays
are used for grouping of reusable medical products (surgical instruments, trial implants, a.s.o.).

Application:

* Dividing into Operation-specific Trays
» Washing process

= Sterilization process

= Storage

= Transportation
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CHAPTER II.
STERILIZATION CONTAINER COMPONENTS.

2.5 INOX TRAYS.

Perforated Metal Tray Lid can be locked or unlocked by inserting 2 fingers into the locking tongue
and pressing in the arrow direction (as shown in A).

Wire Mesh and Wire-Sheet Lid can be locked or unlocked by inserting a finger into the locking
tongue and turning them in arrow direction (as shown in B)

Wire base for Container with
bottom filter

————————————————————————————————————————————————————————————————————————————————————————————————————————————————

It is recommended to use Wire bases in Containers with bottom filter (i.e.with Filter, Valve or B3)

________________________________________________________________________________________________________________

Sterilization Container System — User Manual (v1.0) Page 21



W ULRICHSwiss

CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.6 SINGLE USE COMPONENTS.

Disposable components are paper indicator labels, disposable paper filer, disposable
polypropylene filers and safety seals with indicators. (For more information see 5.6.)

|F=| = -_=
...... o @ = = ==
Paper labels with indicator Paperfilter Safety seals with

indicator

_________________________________________________________________________________________________________________

_________________________________________________________________________________________________________________
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.7 REUSABLE COMPONENTS.

Standard Filter System of Container has 3 different reusable Filters:

Types of Filters Filter Usage Time

L — Textile Filter 50 Sterilization Cycles

e = Teflon Filter 2'000 Sterilization Cycles
PTFE Filter 2'000 Sterilization Cycles
for B*> Model

-~ =S

With an Unique Device Identification Number (UDI) on the container lid and container box, the
number of completed sterilization cycles can be tracked and checked exactly with an instrument
management system. When the maximum usage time is reached, the instrument management
system shows a message.

e ————— e —————————

_________________________________________________________________________________________________________________
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.8 AUTOMATIC LOCKING SYSTEM

The automatic locking system which can be used instead of the safety seal in the sterilization
container system is placed next to the lid lock on the front panel of the container. In the system
that works with thermal heating, the locking tongue is in the inner position before sterilization.
During the sterilization, the tongue of the automatic locking system is pressed outwards by
using the heat acting on the container, which prevents the container lid from being opened.

View of automatic lock before sterilization

The temperature for activating of automatic locks is >100°C.
Below 100°C automatic locks will not be activated.

_________________________________________________________________________________________________________________
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CHAPTER 1.
STERILIZATION CONTAINER COMPONENTS.

2.8 AUTOMATIC LOCKING SYSTEM.

134°C
121°C

100°C

A Automatic Lock is activated

Sterilizasyon
Sterilization
Sterilisation

Pre-Vacuum Steam Sterilization

In order to open the lid after sterilization please press the locking tongue inside (like it is shown
below). Please do it after container having been cooled down till room temperature.
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MAINTENANCE AND CONTROLS

3.0 MAINTENANCE INSTRUCTIONS.

B ULRICH Swiss

Check the following points for the sterilization containers each time before using:

Check points for Standard | Bio Barrier | B*PFTE | B? B? Bio-Stop

Container Lids Modell Model Filter Valven System
System | System

Lid Gaskets control ] ] ] %} %}

Container Lock system %} %} %} %} %}

Filter Holder control ]

Filters control %} %}

Valve System control %} [}

Check points for Standard | Bio Barrier | B3 PFTE | B? B3 Bio-Stop

Container Boxes Model Model Filter Valven System
System | System

Contlamer Lock System 7 7 7 7 7

(locking tongue)

Control of Box edges

(Brocken or sharp edges ] ] ] %} %}

can damage Gaskets)

_________________________________________________________________________________________________________________

_________________________________________________________________________________________________________________
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CHAPTER III.
MAINTENANCE AND CONTROLS.

3.1 LID GASKETS CONTROL.

Before each sterilization, the sealing gaskets on the edge of the lid should be visually inspected.

The container loses ist sterilizing ability if any crack or break appears on the sealing gasket. Replace
the sealing gasket immediately or send the container to ULRICH AG for repair.

Do not use the lids for sterilization if the gasket is loose. Replace the gasket immediately or send
the container to ULRICH AG for repair.
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.1.1 EXCHANGE OF THE LID GASKETS.

We recommend you to send the container lids for repair if the gaskets are defective. If you want
to replace the gaskets by yourself, please select the cutting size of the gaskets according to the
lid's size in the following table:

Container Lid Sizes Gasket Cut Size

1/1 Size 158 cm
3/4 Size 136 cm
1/2 Size 101 cm
XL Container 180 cm
Extra long 185 cm
Dental Container 89 cm
1/2 Dental Container 72 cm
Mini Container 77 cm
Endo Container 130 cm

For replacement of Lid’s gasket:

________

________

Remove the defective gasket from the lid
Make sure that the surface is cleaned with alcohol so that no silicone remains
Make sure that the new gasket is cleaned of the residues on the contact surface

Apply silicone adhesive to the sealing channel. Place the gasket (with a smooth surface
facing outwards) which was cutted according to the sizes listed above
The silicone adhesive should dry for 12 hours.

__________________________________________________________________________________________________________

=
o
—
m

__________________________________________________________________________________________________________
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.2 LOCK SYSTEM CONTROL.

= Check the function of the locking system

= Place the lid on the box

= (Close the locks

= Make sure that the lid is tightly closed so that it doesn’t move over the box

Otherwise, the locking function is not fully fulfilled and sealing cannot be
guaranteed. The container system is therefore unsuitable for any sterilization!
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.3 FILTER HOLDER CONTROL.

Please check before use that the filter holter of the sterilization container system with filter
mechanism are working properly.

Check the gaskets on the inside edges of
the filter holder. Do not use torn or
deformed gaskets on the filter holders.

Press the button with your finger until
you hear a click. Try to turn the filter
holder by hand. If the filter holder does
not turn, the mechanism is seated
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.4.1 STANDARD MODEL FILTER CONTROL.

Disposable filters (Paper Filter) must be replaced after each use. Check before you use if the
reusable filters (Textile filter, PTFE and Nonwoven PP filter) are available. Do not use damp or wet
filters. Reusable filters should not have tensions, tears, cracks or other damages. For filter usage
time see 2.7.
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.4.2 B® BARRIER MODEL FILTER CONTROL

Fot the maintenance of B® Barrier Model Filter, unscrew the module as shown below:

Turn the lid. Remove the module by turning the mechanism to the left (Fig. A). Turn the module
over (Bild B). Open the rear lid by turning the latch in the direction of the arrow as shown in Fig.C

Check the filters before each usage. Do not use
damp or wet filters. The filters should not have
tensions, tears, cracks or other damages. For filter
usage time see 2.7.
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CHAPTER III.
MAINTENANCE AND CONTROLS.

3.5.1 BIO-BARRIER MODEL-VALVE SYSTEM CONTROL.

Bio-Barrier Model B3 Barrier Model-
Valve Modul

To check the valve mechanism of the bio-barrier model, press against the valve mechanism with
a fine object (e.g. with a piece of wire) (see below). The system works when the mechanism can
be opened by pressing and automatically closes again by the back pressure.
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CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.5.2 B3-BARRIER MODEL VALVE MODULE CONTROL

The mechanism can be checked on the lid. Turn the lid over and press a finger in the middle of
the valve against the valve mechanism. If the mechanism moves, it works.
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A WARNING ‘

B ULRICH Swiss

CHAPTER IIl.
MAINTENANCE AND CONTROLS.

3.6 BOX CONTROL.

Check the locking tongue of the box. The lid will not fit properly into container box, if the
latches are bent or broken. In this case the sealing cannot be fully achieved.

The locking must be carried out after the lid has been correctly placed on the box. Otherwise,
unstable force is applied. If the locking system fails, the sealing system cannot be fully guaranteed,
and there is a risk for the sterilization process

’

______________________________________________________________________________________________________________

i X Ayt
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CHAPTER V.
CLEANING AND DESINFECTION.

4.0 CLEANING.

The users of the sterilization container system should apply their preparations for reuse. The
solutions to be used during the cleaning process and the way they are applied to the products
should be in accordance with the manufacturer's instructions.

4.1 DISASSEMBLING OF COMPONENTS BEFORE CLEANING.

Remove all detachable parts of the container before cleaning.

=  Remove the lid from the box

» Remove paper labels, metal badges and auto-lock components (if available) on the box
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CAHPTER V.
CLEANING AND DESINFECTION.

4.1 DISASSEMBLY OF COMPONENTS BEFORE CLEANING.

For models with standard filter mechanism

= Remove the filter holders and filters from the standard box and lids with filter.
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CHAPTER V.
CLEANING UND DESINFECTION.

4.1 DISASSEMBLY OF COMPONENTS BEFORE CLEANING.
For B3 Barrier Model Filter or Valve module

= Remove the valve or filter module as shown below:

Y ———

Valve Module
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CHAPTER V.
CLEANING UND DESINFECTION.

4.1 DISASSEMBLY OF COMPONENTS BEFORE CLEANING.

For B3 Barrier Model with Bio-Stop Module

= Remove the Bio-Stop Module as shown below:

= Turn the bio-stop module in the direction of the "Unlock" symbol. Remove the module
surface.

- S

Do not expose the B3 model to temperatures above 90 ° C
when disassembled. Otherwise, the PPS components will be
deformed. If thermal disinfection is to be carried out, first
install the components in the main product.

_______________________________________________________________________
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CHAPTER V.
CLEANING UND DESINFECTION.

4.2.1 WASHING PROCESS / PRE-CLEANING.

Sterilization containers should be rinsed immediately after each use. Under no circumstances
should tissue and blood stains dry and incrust on the container. The pre-cleaning can be done
with a cloth or a soft brush.

_______________________________________________________________________________________________________________

Hard and abrasive tools should not be used to remove coarse dirt during pre-cleaning. Using a
steel brush can scratch the surface. The container loses its antiseptic property and a
accumulation of microorganisms on the surface is facilitated.

——————— e o o e

_______________________________________________________________________________________________________________
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CHAPTER V.

CLEANING UND DESINFECTION.

4.2.2 WASHING WATER QUALITY.

Drinking water:

B ULRICHSwiss

Can be used for rinsing during prewashing (soaking) and for manual process.

Demineralized water:

Should be used for the removal of microorganisms and inorganic substances, as well as for
machine washing processes, as steam water in the sterilization and in the final rinsing process.

Water use condition Unit Drinking water: | Demineralized water
Hardness

(mg/l = ppm CaCO) ma/I < 150 <1

pH k/a 6-9 <5-7
Chlorides ma/l < 250 <1

Silicates ma/l < 150 <1

If the recommended water is not used:

» The containers are anodized to achieve antiseptic properties and better corrosion

resistance. The anodized surface will be damaged over time.

= Steam sterilizers consume a lot of water during the cycle. The harder the water, the
more the valves and injectors become clogged. Clogged valves and injectors worsen and
impair the sterilization process.
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CHAPTER V.
CLEANING UND DESINFECTION.

4.2.3 PRE-WASHING - MANUEL PROCESS.

= Remove all removable parts before cleaning the container (see point 4.1)

» Rinse the container with cold water for at least 2 minutes (drinking water see point
4.2.2)

= Remove the dirt when washing with a soft brush and a lint-free cloth

» Tauchen Sie den Container in ein neutrales pH-Enzym-Reinigungsmittel und lassen Sie
ihn mindestens 5 Minuten einweichen

»= |Immerse the container in a neutral pH enzyme cleaning agent and let it soak for at least
5 minutes

» Rinse the surface for at least 2 minutes so that no residues of cleaning agent remain on
the surface. (Demineralized water see point 4.2.2).

_______________________________________________________________________________________________________________

Remove the dirt when washing with a soft brush and a lint-free cloth. Use a detergent with a
neutral pH. In order to use the enzymatic solutions correctly, we recommend to follow the
manufacturer's instructions when preparing the solution (suitable temperature, concentration,
etc.).

S ———————————

______________________________________________________________________________________________________________
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CHAPTER V.

CLEANING UND DESINFECTION.

4.2.4 PRE-WASHING - MECHANICAL PROCESS.

B ULRICHSwiss

After each use, the containers should be washed with an appropriately diluted enzymatic / neutral
cleaning solution, which is recommended for anodized aluminum surfaces.

= Remove all detachable parts before cleaning the container (see point 4.1)
» Wash the container with cold water for at least 1 minute (drinking water see point 4.2.2)
= Remove the dirt when washing with a soft brush and a lint-free cloth

Time (min) / . .

Process steps Temperature Water quality Detergent properties
Pre-Cleaning 1 min/ cold Drinking water n/a

Washing-1 2 min/ cold Drinking water g'ﬁ‘?;ra' enzymatic Detergent
Washing-2 5min/40° C Drinking water Sﬁﬁ;ra' enzymatic Detergent
Final rinse 2 min/40° C Demmeral:zed n/a

Water
Drying 40 min /90° C n/a n/a

' for Demineralized Water see point 4.2.2
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CHAPTER V.
CLEANING UND DESINFECTION.

4.2.5 CLEANING OF REUSABLE FILTERS.

= Reusable filters can be washed manually with a soft sponge or brush.
* A neutral enzymatic detergent can be used for manual cleaning of reusable filters.

- ~

Clean the filters carefully. Never use the reusable filter if it shows signs of breakage, cracking or
other damages. Reusable filters should dry thoroughly after cleaning. Do not use wet or damp
filters.

e ————————————

’
A

_________________________________________________________________________________________________________________

4.2.6 PRE-WASHING - GENERAL INFORMATION.

» Do not use acidic and alkaline detergents for sterilization container systems

= Do not use caustic (NaOH) solutions

* Apply the detergents according to the manufacturer's instructions (concentration,
temperature, etc.).

- ~

The washing process for surgical instruments in machine washing proces uses neutralizing (acid)
cleaning agents with mildly alkaline cleaning agents. Do not wash the containers with the
\ washing program for surgical instrument.

1
\

(TR S

~, ’

_______________________________________________________________________________________________________________
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CHAPTER V.
STERILIZATION.

5.1 STERILIZATION PROCESS — CONTROL BEFORE STERILIZATION.

= Before sterilization, make sure that the cleaning of the sterilization container is correct
and complete.

»= Make sure that the maintenance and controls specified in Chapter 3 have been carried
out completely.

________________________________________________________________________________________________________________

:’ A WARNING |
i Sterilizers can vary depending on the design and performance characteristics. It is strongly i
' recommended to review the sterilizer cycle parameters before use. ]
| :

_____

5.2 STERILIZATION PROCESS — MATERIAL LOADING FOR STERILIZATION.

» Keep a distance at least of 1 cm between the valves and the loading.
» Do not load more than 10 kg according to DIN EN 868-8 and Load DIN 58953-9.
= This value can decrease proportionally depending on the size of the container.

________________________________________________________________________________________________________________

S
>
X
=
2
o

i When the container holes are closed, the airflow during sterilization is prevented and the
i container is squeezed under vacuum.
N,

________________________________________________________________________________________________________________

(S ——
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CHAPTER V.
STERILIZATION.

5.2 STERILIZATION PROCESS — MATERIAL LOADING FOR STERILIZATION.

. . . . . Related
Container Size Maximal Loading Weight Standard
Dimensions Height l\/Ie(tSaLIML??;:mg Textile
LxW (mm) 9 . 9 Loading
instruments)
110 mm 4.5 kg 3.0 kg
135 mm 5.0 kg 3.7 kg
171 600x285 mm 155 mm 5.5kg 4.3 kg
205 mm 7.5 kg 5.6 kg
255 mm 10 kg (max) 7.0 kg
110 mm 3.2 kg 2.4 kg for Metal
Loading
3/4 475x285 mm 135 mm 4.0 kg 3.0 kg (surgical
155 mm 4.5 kg 3.4kg instruments)
110 mm 2.1 kg 2.2 kg DIN EN 868-8
135 mm 2.6 kg 2.7 kg
12| 310x285 mm | 155 mm 3.0 kg 3.1kg For Textil
Loading
205 mm 4.0 kg 4.0 kg
EN 285
255 mm 5.0 kg 5.0 kg
140 mm 10 kg (max) 4.6k
Extra | 255x285 mm ’ ’
long 205 mm 10 kg (max) 6.0 kg
120 mm 10 kg (max) 4.3 kg
lEXtra 600x372 mm
arge 185 mm 10 kg (max) 6.7 kg
110 mm 2.5 kg 1.7 kg
Dental 380x255 mm 130 mm 2.7 kg 2.0 kg
150 mm 3.0 kg 2.3 kg
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CHAPTER V.
STERILIZATION.

5.2 STERILIZATION PROCESS — MATERIAL LOADING FOR STERILIZATION.

B ULRICHSwiss

Container Size Maximal Loading Weight Sﬁ::f;:fd
Dimensions Height l\/Ie;[SaLIMLci)?;:mg Textile
LxW (mm) 9 . 9 Loading
instruments)
55 mm 0.7 kg 0.5 kg for Metal
or Meta
Dental 325x190 mm 70 mm 0.9 kg 0.7 kg Loading
surgical
135 mm 1.7 kg 1.3 kg m;trirfl'ems)
63 mm 0.5 kg 0.4 kg DIN EN 868-8
1/2
Dental 232x174 mm 100 mm 0.8 kg 0.6 kg
130 mm 1.2 kg 0.8 kg For Textil
45 mm 0.4 kg 0.3 kg Loading
Mini
EN 285
Model 315x142 mm 70 mm 0.7 kg 0.5 kg
100 mm 1.0 kg 0.7 kg
75 mm 1.3k 1.0k
Endo | 535,160 mm & ’
Model 90 mm 1.6 kg 1.2 kg

Maximal loading weight = Inoy Tray or fleece + Material weight

Place the textile products vertically in the box in the folded position. When the container is full, it
must be so tight that a flat hand can easily get between the textile products. The textile products
should be positioned so that they do not cover the holes. Otherwise the steam will not penetrate
the container and the sterilization will not take place.

_________________________________________________________________________________________________________________

N,
~,

When the container holes are closed, the airflow is prevented during sterilization and the
i container is squeezed under vacuum.

________________________________________________________________________________________________________________
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CHAPTER V.
STERILIZATION.

5.3 STERILIZATION - AUTOCLAVE LOADING.

Do not wrap the containers in an outer packaging when placing them in the sterilizer. If more
than one container is to be sterilized, the large containers should be placed under the small ones.

________________________________________________________________________________________________________________

(P

________________________________________________________________________________________________________________

00 I 5cm
I/\ 00
00
» Loading
area
1 5am
-
()
LN

* |nsert the container so that there is approx. 5 cm space at the edges of the sterilizer. This
ensures an air flow.
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STERILIZATION.
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5.4 SUITABILITY FOR STREAM STERILIZATION PROCEDURES.

Container

Packaging according to EN 868-8

Steam sterilization according to
EN 285

Explanation

Symbolic Packaging

Gravity
Pre-Vacuum
Fractionated
Vacuum
Preliminary
fractional
iniaction
Injection

Steam

aSterilization in Container with Filter

Textiles in containers with
filter in lid and box

+
+
+
+
+

I-_-_- g S __--I
—
[E] (9 ) (9 ) -+ -+ -+
e _:‘T'
oo | [D0DDGDY | - |- |+ ]+ ¢
Textiles in containers with
filter in lid, non-perforated box | FF=======3
— - - + + 0
—
Ij '.I
Textiles in containers with @I@m; m;m__ O + + +
filter in box, non-perforated lid | Fe———s1
— - (o) = + -
[
Instruments in INOX tray, in ;_—__ gy ___;ll
container with filter in lid and pegsseeeaeanal +3 | + + + +
bOX AL R R
Instruments in INOX tray, in Reas, e
container with filterinlidand | ¥~~~ 2 2 2 2
non-perforated box fWﬁ - |+ + + +
Instruments in INOX tray, in : I
container with filter in box and
non-perforated lid L%J o + + + +
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STERILIZATION.
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5.4 SUITABILITY FOR STREAM STERILIZATION PROCEDURES.

Packaging according to EN 868-8

Steam sterilization according to

_ EN 285
()]
£
£ E | & >
S | Explanation Symbolic Packaging > g g % é g é . é
> + = + |9}
S| ¢ |eg|gsdéis
I‘ — 'o.l
MOOONOD | | - o |+ |+ o
Textiles in container with —
(%] . .
@ | valves in lid and box " — 1
=2 mmm
e
s =——||-|-|+|+]|0
- —
£ |‘ —— 4‘|
S
DONOOOO | | = | = |+ |+ | -
% Textiles in container with
£ | valves in lid, no valve in box I — 1
—r—r—n]
8 — | - - + + -
5
% | Instruments in INOX tray, in —
= iner wi in I ' \ 2| 42| 42| 42
= | container with valves in lid and rw - -+ -+ -+ -+
2 | box
m . .
Instruments in INOX tray, in
container with valves in lid, no - +2 +2 +2 +2
valves in box

(+) Applicable

(=) Not applicable

(O) Limited applicable

In order to avoid mistakes with loading, operation and / or with sterilizer, please refer
to two tables on page 49/50 for correct combination of sterilization containers for

standard steam sterilization procedure.
Sterilization containers that only ensure evaporation or condensate drain are specified

above.

Gravitation procedures which have no drying process, do not give a sufficient guarantee

after drying.
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CHAPTER V.
STERILIZATION.

5.5 STERILIZATION PROCESS PARAMETERS.

Application parameters of steam sterilization

B ULRICH Swiss

e Time Time Drying L
Sterilization Type 121°c | 132° C time Description
Check the correct packaging
Gravity sterilization 30 min | 15 min 15-30 min | according to the table under

point 5.4 on page 49/50

Pre-Vacuum steam

o - 4 min 15-20 min
sterilization

Drying time is given according
to the loading weights indicated
in table 5.2 page 46/47
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CHAPTER V.
STERILIZATION.

5.6 CONTROLS AFTER STERILIZATION PROCESS.

Make sure the chemical indicator color on the paper labels has changed (for paper labels see 2.5).

- > Before sterilisation
Before sterilization 2 9 2 Color: blue
Color: blue @ il
' 1 i H) 1) b1 ¢ i Y,
- - .
Sterilization successful Sterilization successful
Color: black Color: black

If the safety seal with chemical indicator is used before sterilization, the sterilization control can
also be carried out through the safety seal.

Before sterilization Sterilization successful
Color: blue Color: black

______________________________________________________________________________________________________________

T ——

Always wear protective gloves when removing containers from the sterilizer. After the

i sterilization process, the products should not experience large temperature differences. The

i containers should slowly cool down to room temperature. In the event of sudden temperature

i fluctuations, the containers can start to "sweat", which can lead to the formation of condensate

\inside the container.

______________________________________________________________________________________________________________
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CHAPTER V.
STERILIZATION.

5.6 CONTROLS AFTER STERILIZATION PROCESS.

In the paper filter models of sterilization containers, disposable filters have chemical indicators.
The internal control can be provided with disposable filters.

—— [N F] :"‘—'_ LU
P rpri——— i = e g ooy s
] —_— 5 ——
[T g
£ ==
Lo
Before sterilization Sterilization successfull
Color: pink Color: black

The color of the indicator on the chemical indicator card will change from blue to black after
sterilization.

Before sterilization Not sterile Not sterile Not sterile Sterilization successful
Color: blue Color: black
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CHAPTER V.
STERILIZATION.

5.7 TRANSPORT AND STORAGE AFTER STERILIZATION.

= Always carry the sterilization containers by the handles.

B ULRICHSwiss

= Never carry the sterilization container on the lid or on the locking system.
» Make sure that no mechanical damage occurs during transport.

Storage room conditions for sterilization containers:

Temperature

15-26°C

Humidity

30-50 %

Air pressure

Normal atmospheric pressure

________________________________________________________________________________________________________________

o

\
N\,

The sterilization container systems have been validated as sterile for 1 year and 1 day under the
storage conditions specified in the table above.

________________________________________________________________________________________________________________
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CHAPTER VI.
TROUBLESHOOTING.

MALFUNCTION - A.
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Excessive amount of condensate in the sterilization container

Reason

Solution

Temperature of sterile materials too
low prior to sterilisation

Let sterile materials to come to room temperature
(ca. 20° Q) before sterilization

Textiles too wet

Sterilize only dry textiles

The sterilization container is
overloaded

Load according point 5.2 page 46/47

The containers to be sterilized are not
correctly placed in sterilizer

The heavy containers should be at the bottom and
the total height should be 45 cm. Containers with
plastic lids should be loaded at the top

An unsuitable sterilization program
has been selected

Select the appropriate sterilization program
according point 5.5 page 51

Autoclave properties do not comply
with DIN EN 285

Follow the manufacturer's recommendations when
using the autoclave. Check drying time and
steam quality. Calibrate if necessary

The idle loop and vacuum test are not
performed daily before the starting
sterilization

Run idle and vacuum tests before sterilization. Make
sure the sterilizer is working properly.

MALFUNCTION - B.

The indicator color did not change after sterilization.

Reason

Solution

The sterilization process did not run
correctly

Have the autoclave repaired by the manufacturer.
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TROUBLESHOOTING.

MALFUNCTION - C.

Container deformation after sterilization.

B ULRICH Swiss

Reason

Solution

Filter holes are closed during
sterilization

Never close the holes in the box and the lid. Load
according to point 5.2 on page 46/47

MALFUNCTION - D.

Lid lock failure.

Reason

Solution

The lids are not closed properly;
Or the containers were carried instead
of the handles on the locking system

Please contact the manufacturer. Containers with a
defective lock are not suitable for sterilization.

The sterilization container system has
a physical impact on the lid locks

Please contact the manufacturer. Containers with a
defective lock are not suitable for sterilization.
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CHAPTER VII.
MANUFACTURER'S INFORMATION.

7.0 TECHNICAL SERVICE.

For service and repair, please contact ULRICHSwiss.

B ULRICH Swiss

Modification of medical devices may result in loss of the guarantee and forfeiture of existing

licenses.

ULRICH AG.
ST. GALLEN.

MOVENSTRASSE 12
CH-9015 ST. GALLEN

T +41713146262
F+417131462 99

www.ulrich-swiss.ch
info@ulrich-swiss.ch
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