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ISO 11607 — How to translate into action
Sterile container systems

f1ISO 11607, part 1 specifies the basic attributesrequired of materials and pre-
formed systemantended for use in packaging systems for terminally sterilized
medical devices.

f1S0 11607, part 1 also specifies general requirement$or all packaging
materials.

Important for the manufacturerof materials

sy | and packaging systems to provide safe
materials and systems

fManufactures of sterile containers maydemonstrate compliance with this
1SO 11607, part 1 by using requirements and test methods described in EN
868, part 8 : Re-usable serilization containers for steam sterilizers
conforming to BN 285 — requirements and test methods
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ISO 11607 — How to translate into action
Sterile container systems

CERTIFICATE

. The Certification Body
of TUV Management Service GmbH

certifies that

AESCULAP AG & CO.KG
Am Aesculap Platz, D-78532 Tuttlingen
Carl-Braun-Strasse 1, D-34212 Melsungen

has established and appiies
a Quality Managemen! System for

D and Distribution of Implants, Instruments,
Containers, Devices, Suture Material, Tissue Adhesive and Procedure Kits

Sisgical, Giagrisiic and denia instnments
doint rgplants (a1 hin, knes, should

- Bpinal Implants
Imgiants for Osiensynihess
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An audit was parformed, Report No, 70062209

Proot has been fumished that the requirements
according 1o

1S0O 8001: 2000

are fulfilled, The certificate is valid until 2008-05-31
Certificate Registration No. 12 100 21724 TMS

Munich, 20050531

TOAZMAT82

ZERTIFIKAT « CERTIFICATE ¢

TOW M

The activities described in 1IS0 11607, part 1 shall be carried out within a formal quality system |

mioH - TV SO0 Gruppe - Zertsfizierstalls - Aidlsrstrasse 85 - 80339 Miinchen - Garmany
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ISO 11607 — How to translate into action
Sterile container systems

General requirements for reusable sterile containers:

Essential facts and their implication for your daily
work with sterile containers

fSerile containers belong to the group of preformed sterile barrier systems
(pouches, bags and reusable containers) and are defined as, rigid sterile
barrier systemslesigned to be repeatedly used.”
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

fEvery container shall be equipped with a tamper-evident system to provide
a clear indication when the closure integrity has been compromised.
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

fThe sterilization agent port and the okure shall provide a barrier to micro
organisms during transport and storage of the container

There is no universally accepted method of
demonstrating microbial barrier properties.

Suitable methods are listed in the standard

Filter system
silicone gasket
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ISO 11607 — How to translate into action
Sterile container systems

Commonly used performance testingor reusable sterile containers.

Junghanni3, Gabele, et
al.: Hygienic-
Microbiological and
Technical Testing od
Serile Container
Systems. Zentr.Seril.
1999,
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

f The container shall be constructed to facilitate inspectionof all essential parts.
fAcceptance criteriashall be established for inspection prior to each use

Visual inspectionsthe most common procedure
there could be also other acceptable methods
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ISO 11607 — How to translate into action
Sterile container systems

Follow the Ingtructions for Use
(IRJ)
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

fIndividual components of the same type of containers must be
interchangeableor otherwise designed that the components cannot be
mixedand interchanged.

fDo not mix parts of containers from different brand and manufacturers

one type of bottom, fully interchangeable lids
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ISO 11607 — How to translate into action
Sterile container systems

fdeaning and maintenance information
shall be specified by the manufacturer

fRefer to manufacturers information for use

fAesculap Extranet:
Database Care and Maintenance including
all Aesculap products
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

Maintenance of sterile containers
According to the BN 868, part 8:
f Serviceable life of a container should not be less tharb00 cycles.
f Serviceable life of the silicone gaskets should not be less thanl00 cycles.

If the service life shall be demonstrated by accelerated ageing procedures
the ageing procedure according to Annex G of EN 868, part 8 shall be used

Aesculap did a validation for the serviceable life of our containers based
on this ageing test for
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ISO 11607 — How to translate into action
Sterile container systems

Soecific requirements for reusable containers according to 1ISO 11607,

fCompatibility with the sterilization process = refer to manufacturers IFU
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ISO 11607 — How to translate into action
Sterile container systems

1S0 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

fSerile containers are serile barrier systems
fSerile containers can be used without additional protective packaging

f Serile containers are rigid sterile barrier syssems and can be used and are
most commonly used without wrajupg the instrument tray inside.
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ISO 11607 — How to translate into action
Sterile container systems

1S0 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

fSerile containers are already preformed the user just need to put in his
instrument baskets and close the lid.

fHowever there are ill points which needs to be observed in order to achieve
the expected result of the entire packaging and sterilization process.
a safe and sterile set of instruments.

fIt isrecommended to install within the quality management system of the
sterile supply department Standard Operating Proceduréx the necessary
working steps and controls.
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ISO 11607 — How to translate into action
Sterile container systems

1S0 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

fProcesses shall be revalidatedif changes are made to the packaging materials.

Permanent filter cartridges for testing with thermocouples
are provided by Aesculap
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ISO 11607 — How to translate into action
Sterile container systems

1S0 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

After the cleaning process a visual controlof the essential partof the container
should be implemented:

Barrier system in place or intact, disposable filters replaced, no visble damages
Hiter retention system engaged if applicable

No visible damages of the lid and the upper edge of the bottom part

Slicone gasket in place and without any visible damages

Josing latches/system without visible damages

Josing latches/system engage and not loose
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ISO 11607 — How to translate into action
Sterile container systems

1S0 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

Forming process:

According to BN 285 and BN 868, part 8 the total weight of the instrument
load should not exceed 10 kg inside a full-size container

After closing the lid the container will be sealed with a tamper evident
system.

A labelling system is used to provide all necessary information for the
documentation and follow up of the individual container.
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ISO 11607 — How to translate into action
Sterile container systems

1SO 11607, . Validation requirements for forming, sealing and assembly
processes : practical impacts

fFor sterilization, transport and on stock rigid containers can be stacked
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ISO 11607 — How to translate into action
Sterile container systems

19011607, part 2: Validation requirements for forming, sealing and assembly
processes : practical impacts

fThe loss of sterile package integrity is usually regarded as event related than
time related.

fTo be able to demonstrate that the sterile barrier syssem maintains integrity
over time Aesculap performed event related shelf life testing over the

period of 360 days.

The responsibility however for the handling and storage conditions cf
sterile goods rests with the user.
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Sterile container systems

Don't be scared, just do it !!!
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