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National foreword

This document (EN 868-5:2018) has been prepared by Technical Committee CEN/TC 102 “Sterilizers and
associated equipment for processing of medical devices” (Secretariat: DIN, Germany).

The responsible German body involved in its preparation was DIN-Normenausschuss Medizin (DIN Standards
Committee Medicine), Working Committee NA 063-04-04 AA “Sterile supply”.

The DIN document corresponding to the international document referred to in this document is as follows:

ISO 8601 DIN ISO 8601

Amendments

This standard differs from DIN EN 868-5:2009-09 as follows:
a) normative references have been updated;

b) references to ASTM standards have been added;

c) this European Standard has been amended to be in line with the standards series EN ISO 11607; in
particular, the following changes have been made:

1) the requirements according to EN ISO 11607-1 have been declared general requirements for this
standard;

2) the significance and limits of the requirements of this document have been specified with regard to
requirements according to EN ISO 11607-1;

d) different performance requirements and marking requirements have been clarified;

e) the method for the determination of the strength of the seal for pouches and reel material according to
Annex D has been amended,;

f) the method for the determination of peel characteristics of paper/plastic laminate products according to
Annex E has been amended;

g) the Bibliography has been updated.
Previous editions

DIN 58953-4: 1982-11, 1987-01
DIN EN 868-5: 1999-08, 2002-01, 2009-09

National Annex NA
(informative)
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