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European foreword

This document (EN 868-7:2025) has been prepared by Technical Committee CEN/TC 102 “Sterilizers and
associated equipment for processing of medical devices”, the secretariat of which is held by DIN.

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 October 2025, and conflicting national standards shall
be withdrawn at the latest by October 2025.

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

This document supersedes EN 868-7:2017.

EN 868-7:2025 includes the following significant technical changes with respect to EN 868-7:2017:
a) The scope of the document was amended for clarity and alignment with other parts of EN 868.
b) The document was renumbered to limit the list numbering to 3 levels only for better readability.

c) Clause 4 “General requirements” was slightly revised for clarity and aligned with the other parts of
EN 868 series and a statement was added clarifying when requirements apply.

d) Clause 6 “Sterilization compatibility” was added, aligned with the other parts of EN 868 series.

e) Subclause 8.2 “Environmental declarations” was added and aligned with the other parts of EN 868
series.

f) The list of major changes was moved to the Foreword, thus the Annex with “Details of significant
technical changes between this European Standard and the previous edition” (former Annex A) was
deleted.

g) Anew Clause “Environmental aspects of testing” was added to each test method in Annexes A - E.
h) A new Annex G regarding environmental aspects was added.

EN 868 consists of the following parts, under the general title Packaging for terminally sterilized medical
devices:

— Part 2: Sterilization wrap — Requirements and test methods;

— Part 3: Paper for use in the manufacture of paper bags (specified in EN 868-4) and in the manufacture
of pouches and reels (specified in EN 868-5) — Requirements and test methods;

— Part 4: Paper bags — Requirements and test methods;

— Part 5: Sealable pouches and reels of porous materials and plastic film construction — Requirements
and test methods;

— Part 6: Paper for low temperature sterilization processes — Requirements and test methods;

— Part 7: Adhesive coated paper for low temperature sterilization processes — Requirements and test
methods;



