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Foreword
Replace the last paragraph by:

This European Standard has been prepared under a mandate given to CENELEC by the European
Commission and the European Free Trade Association and covers essential requirements of EC
Directives 93/42/EEC, 90/385/EC and 98/79/EC. See Annex ZZ.

Annexes ZA and ZZ have been added by CENELEC.

Add the following Annex ZZ:

Annex 2Z
(informative)

Coverage of Essential Requirements of EC Directives

This European Standard has been prepared under a mandate given to CENELEC by the European
Commission and the European Free Trade Association and within its scope the standard covers all
relevant essential requirements as given in Annex | of the EC Directives 93/42/EEC, 90/385/EC and
98/79/EC.

Compliance with this standard provides one means of conformity with the specified essential requirements
of the Directives concerned.

WARNING: Other requirements and other EC Directives may be applicable to the products falling within
the scope of this standard.
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