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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International ElectrotechfiigtJ«Commission (IEC) on all matters of electrotechnical standardization.
International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an
International Standard requires app é)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

o@/e}ﬂifying any or all such patent rights.

ISO 13408-6 was prepared by Technical Com#fj " e ISO/TC 198, Sterilization of health care products.

ISO 13408 consists of the following parts, under t@general title Aseptic processing of health care products:
— Part 1: General requirements
— Part 2: Filtration ®L *
— Part 3: Lyophilization

— Part 4: Clean-in-place technologies
— Part 5: Sterilization in place

— Part 6: Isolator systems @
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Introduction

Health care products that are labelled “sterile” are prepared by using appropriate and validated methods.
When a health care product is intended to be sterile and cannot be terminally sterilized, aseptic processing
provides an alternative. This applies to the aseptic preparation and filling of solutions, suspensions, emulsions,
and solids, as v%as to the aseptic handling, transfer and filling of those products which cannot be terminally
sterilized.

Aseptic processing/ n exacting and demanding discipline. It is essential that manufacturers make use of
qualified/validated g;a s, adequately trained personnel, controlled environments and well-documented
systematic processes %sure a sterile finished product.

© 1SO 2005 - All rights reserved \
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Aseptic processing of health care products —

Part 6:
Isolator systems

2
1 Scope {9

04

This part of ISO 13408 @cifies the requirements for isolator systems used for aseptic processing and offers
guidance on qualification,%c:econtamination, validation, operation and control of isolator systems used for
t

aseptic processing of heal e products.
This part of ISO 13408 is foc on the use of isolator systems to maintain aseptic conditions; this may
include applications for hazardo terials.

This part of ISO 13408 does not (lé;efsede or replace national regulatory requirements, such as Good
Manufacturing Practices (GMPs) an compendial requirements that pertain in particular to national or
regional jurisdictions. Q

2 Normative references /&L

*

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

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

2

ISO 13408-4:—"), Aseptic processing of health care products —@an‘ 4: Clean-in-place technologies
Ve
ISO 13408-5:—"1), Aseptic processing of health care products — F@; Sterilization in place

ISO 14644-7:2004, Cleanrooms and associated controlled environme%» Part 7: Separative devices (clean
air hoods, gloveboxes, isolators and mini-environments) 6

ISO/IEC 90003, Software engineering — Guidelines for the applicatio 6IiO 9001:2000 to computer

software

3 Terms and definitions d\

For the purposes of this document, the terms and definitions given in ISO 13408-1:1998 and the following
apply.

31
bio-decontamination
removal of microbiological contamination or its reduction to an acceptable level

1) To be published.
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