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This amendment A1 modifies the European Standard EN 980:1996; it was approved by CEN on 1 August 1999.

CEN members are bound to comply with the CEN/CENELEGC internal Regulations which stipulate the conditions for inciusion of this
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Foreword

This Amendment EN 980:1996/A1:1999 to EN 980:1996 has been prepared by Techmcal
Committee CEN/TC 257 “Symbols and information provided with medical devices and
nomenclature for regulatory data exchange”, the secretariat of which is held by SFS.

This Amendment to the European Standard EN 980:1996 shall be given the status of a national
standard, either by publication of an identical text or by endorsement, at the latest by February
2000, and conflicting national standards shall be withdrawn at the latest by February 2000.

This Amendment to the European Stanidard EN 980:1996 has been prepared under a mandate
given to CEN by the European Commission and the European Free Trade Association, and
supports essential requirements of EU Directive(s).

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Austria, Belgium, Czech
Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United Kingdom.
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4.6 Symbol for "STERILE”
Change the first sentence to read as follows:

This symbol is for terminally-sterilized medical devices only. Subclause 4.1 (including its
associated Note) of EN 556:1994 applies.

4.7 Symbols for "STERILE”, including the "METHOD OF STERILIZATION”
Change the first sentence to read as follows:

These symbols are for terminally-sterilized medical devices only. Subclause 4.1 (including its
associated Note) of EN 556:1994 applies.
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