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A comma is used as the decimal marker.

National foreword

This document (EN ISO 14630:2012) has been prepared by Technical Committee ISO/TC 150 “Implants for
surgery” in collaboration with Technical Committee CEN/TC 285 “Non-active surgical implants” (Secretariat:
DIN, Germany).

The responsible German body involved in its preparation was the Normenausschuss Feinmechanik und Optik
(Optics and Precision Mechanics Standards Committee), Working Committee NA 027-02-17 AA Chirurgische
Implantate.

The DIN Standards corresponding to the International Standards referred to in Clause 2 of this standard are

as follows:

ISO 8601 DIN ISO 8601

ISO 10993-1 DIN EN I1SO 10993-1
ISO 10993-7 DIN EN ISO 10993-7
ISO 11135-1 DIN EN ISO 11135-1
ISO 11137-1 DIN EN ISO 11137-1
ISO 11137-2 DIN EN ISO 11137-2
ISO 11607-1 DIN EN ISO 11607-1
ISO 13408-1 DIN EN ISO 13408-1
ISO 14155 DIN EN ISO 14155
ISO 14160 DIN EN ISO 14160
ISO 14937 DIN EN ISO 14937
ISO 14971 DIN EN ISO 14971
ISO 17664 DIN EN ISO 17664
ISO 17665-1 DIN EN ISO 17665-1
ISO 22442-1 DIN EN ISO 22442-1
SO 22442-2 DIN EN ISO 22442-2
ISO 22442-3 DIN EN ISO 22442-3

ISO 80000 (all parts)

Amendments

DIN EN ISO 80000 (all parts)

This standard differs from DIN EN ISO 14630:2009-08 as follows:

a) Clause 5 “Design attributes” has been extended to include anatomical features, pathology of the host
tissue and information how to reduce the risk of use error;

b) Subclause 7.2 “Pre-clinical evaluation” has been extended in particular with regard to the results of
biophysical and modelling research;

c) Subclause 11.3 “Instructions for use” has been extended to include the date of the latest revision of the
instructions for use;

d) Annex ZA has been brought in line with the requirements of the European Commission.

Previous editions

DIN 58800: 1971-11
DIN 58800-1: 1980-01
DIN EN ISO 14630: 1997-12, 2005-08, 2008-04, 2009-08
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National Annex NA
(informative)
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