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Foreword

The text of ISO 13408-2:2003 has been prepared by Technical Committee ISO/TC 198 “Sterilization of health
care products” of the International Organization for Standardization (ISO) and has been taken over as
EN ISO 13408-2:2011 by Technical Committee CEN/TC 204 “Sterilization of medical devices” the secretariat
of which is held by BSI.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by December 2011, and conflicting national standards shall be withdrawn
at the latest by December 2011.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN 13824:2004.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directives.

For relationship with EU Directives, see informative Annexes ZA, ZB, or ZC, which are integral parts of this
document.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of 1SO 13408-2:2003 has been approved by CEN as a EN ISO 13408-2:2011 without any
modification.
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Annex ZA
(informative)

Relationship between this European Standard and the Essential
Requirements of EU Directive 90/385/EEC on Active Implantable Medical
Devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 90/385/EEC on active implantable medical devices.

Once this standard is cited in the Official Journal of the European Union under that Directive and has been
implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in Table ZA.1 confers, within the limits of the scope of this standard, a presumption of
conformity with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZA.1 — Correspondence between this European Standard and Directive 90/385/EEC

Clauses of this EN Essential Requirements (ERs) of Qualifying remarks/Notes
Directive 90/385/EEC

4,56,7,8,9,10,11,12 7 This relevant Essential Requirement is
only partly addressed in this European
Standard and only in conjunction with
EN ISO 13408-1

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling
within the scope of this Standard.
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Annex ZB
(informative)

Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC on Medical Devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 93/42/EEC on medical devices.

Once this standard is cited in the Official Journal of the European Union under that Directive and has been
implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in Table ZB.1 confers, within the limits of the scope of this standard, a presumption of
conformity with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZB.1 — Correspondence between this European Standard and Directive 93/42/EEC

Clauses of this EN Essential Requirements (ERs) of Qualifying remarks/Notes
Directive 93/42/EEC

4,5,6,7,8,9,10,11,12 8.3 This relevant Essential Requirement is
only partly addressed in this European

Standard and only in conjunction with
EN ISO 13408-1

4,5,6,7,8,9,10,11,12 8.4 This relevant Essential Requirement is
addressed in this European standard
only in conjunction with

EN ISO 13408-1

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling
within the scope of this Standard.
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Annex ZC
(informative)

Relationship between this European Standard and the Essential
Requirements of EU Directive 98/79/EC on in vitro diagnostic medical
devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 98/79/EC on in vitro diagnostic medical devices.

Once this standard is cited in the Official Journal of the European Union under that Directive and has been
implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in Table ZC.1 confers, within the limits of the scope of this standard, a presumption of
conformity with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZC.1 — Correspondence between this European Standard and Directive 98/79/EC

Clauses of this EN Essential Requirements (ERs) of Qualifying remarks/Notes
Directive 98/79/EC

4,56,7,8,9,10,11,12 B.2.3 This relevant Essential Requirement is
only partly addressed in this European
Standard and only in conjunction with
EN ISO 13408-1

4,56,7,8,9,10,11,12 B.2.4 This relevant Essential Requirement is
addressed in this European standard
only in conjunction with

EN ISO 13408-1

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling
within the scope of this Standard.
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Introduction

During the process of preparing ISO 13408-1:1998, which addresses general requirements, several items, e.g.
filtration, freeze-drying and steam-in-place, were found to be in need of supplementary information which was
too large to be given in corresponding Annexes. This part of ISO 13408 includes requirements and guidance
that are to be observed when aseptically manufacturing health care products by filtration.

ISO 13408-1:1998 will be revised soon after the publication of this part of 1ISO 13408, as clause 20 of
ISO 13408-1:1998 is replaced by this part of ISO 13408.

© 1SO 2003 — Al rights reserved \
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Aseptic processing of health care products —

Part 2:
Filtration

1 Scope

This part of ISO 13408 specifies requirements for sterilizing filtration as part of aseptic processing of health
care products. It also offers guidance to filter users concerning general requirements for set-up, validation and
routine operation of a sterilizing filtration process, to be used for aseptic processing of health care products.

This part of 1ISO 13408 is not applicable to removal of viruses. Sterilizing filtration is not applicable to fluids
containing particles as effective ingredient larger than the pore size of a filter (e.g. bacterial whole-cell
vaccines).

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 13408-1:1998, Aseptic processing of health care products — Part 1: General requirements

ISO/TS 11139:2001, Sterilization of health care products — Vocabulary

3 Terms and definitions

For the purposes of this document, the terms and definitions given in 1ISO 13408-1, ISO/TS 11139 and the
following apply.

31

bacterial challenge test

test to evaluate the capability of a filter to retain organisms from a bacterial suspension under defined
conditions

3.2
bioburden
population of viable microorganisms in a fluid prior to sterilizing filtration

NOTE For the purposes of this part of ISO 13408, the definition of bioburden is narrower than that in ISO/TS 11139.

3.3

chemical compatibility

ability of the process fluids not to adversely affect the properties of filter materials and/or filter assembly
components and vice versa

3.4
fibre
particle having an aspect (length-to-width) ratio of 10 or more

[ISO 14644-1:1999, 2.2.7]
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