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Foreword

The main task of technical committees is to prepare International Standards. Draft International Standards 

Sterilization of health 
care products.
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Aseptic processing of health care products —

Part 6:
Isolator systems

AMENDMENT 1

Foreword, last paragraph

Add the following to the list of parts:

— Part 7: Alternative processes for medical devices and combination products

Page 1, Clause 2

Replace “ISO 13408-1:1998”  with “ISO 13408-1:2008”.

1)”.

Delete footnote 1.

Page 1, Clause 3

Page 2, 3.7, risk assessment

Page 3, 4.1.1

Replace “ISO 13408-1:1998” with “ISO 13408-1:2008”

Page 4, 5.1.2, Note 2

ISO 13408-6:2005/Amd.1:2013(E)

© ISO 2013 – All rights reserved 1Copyright International Organization for Standardization 
Provided by IHS under license with ISO Licensee=University of Alberta/5966844001, User=sharabiani, shahramfs

Not for Resale, 11/30/2013 22:28:07 MSTNo reproduction or networking permitted without license from IHS

-
-
`
`
,
`
,
,
,
,
,
,
`
,
,
,
`
,
`
`
,
,
`
,
,
`
`
`
,
`
,
`
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



ISO 13408-6:2005/Amd.1:2013(E)

Page 6, 5.6.2.1

Page 6, 6.1.1

In the second paragraph delete “(surrounding environment)”.

Page 8, 7.3.4.2

Page 8, 7.4.1.2 h)

Replace “biocontamination” with “bioburden”.

Page 9, 7.4.3.2

Replace list item a) with the following:

At the end of the list add the following:

h) personnel exposure limits.

Page 10, 7.4.6.2

Replace the text with the following:

Residues of the bio-decontaminating agent shall be removed to an acceptable level after bio-
decontamination.

NOTE The acceptable level of residual bio-decontaminating agent should be based on risk assessment of the 
effect residues would have on:

Page 11, 8.2

In the second paragraph delete “(e.g. in ISO 9001:2001)”.
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Page 13, 8.5.1.3

Other points that shall be addressed include but are not limited to:

Page 13, 8.5.3.1

challenges and aeration.

Add the following note:

Page 14, 8.5.4.2

Replace “ISO13408-1 ISO 13408-1

Page 14, 9.2.1

Delete “ISO 10648-2 and”.

Page 15, 9.5.2

Replace “should” with “shall”.

Page 15, 9.6.2

Page 15, 10.2

Page 17, Bibliography
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development, validation and routine control of a sterilization process for medical devices2)

Replace footnote 2 with the following:

preparation as ISO/TS 17665-3.

of ISO 17665-12)

USP 35 The United States Pharmacopeia and National Formulary  30, 2012

USP 35 <1208> Sterility testing — Validation of Isolator Systems

Add the following reference: 

Quality risk management
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