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STANDARDS

Amendment No. 1
published and effective from 15 December 1994
to BS EN 46001 : 1994

Specification for application of EN 29001 (BS 5750 : Part 1) to
the manufacture of medical devices

NOTE 1. The English language version of European Standard
EN 46001 was implemented in the United Kingdom by the
publication of BS EN 46001 : 1994. This amendment
implements corrigendum AC : 1994 to EN 46001.

NOTE 2. Those corrections to the English language version
of EN 46001 listed in corrigendum AC : 1994 which have
already been made during the implementation of EN 46001 as
BS EN 46001 : 1994 are indicated by a sideline in the margin.

NOTE 3. This amendment also includes a typographical
correction which is not given in corrigendum AC : 1994.

Revised text

National foreword
In line 4, after ‘EN 29001, insert ‘incorporating corrigendum AC : 1994°.

AMD 8362/December 1994

Text of EN 46001

Amend the text of European Standard EN 46001 in accordance with the
details given on the attached page.

AMD 8362/December 1994

Clause 3.4 implantable medical advice
In the term being defined, delete ‘advice’ and substitute ‘device’.

AMD 8362/December 1994

9412—1 HCC/66
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Foreword

In paragraph 2 delete ‘postif’ and replace by ‘positive’. Correct the
misspelling of ‘CENELEC’.

2 Normative references

In the final line delete ‘and installation and servicing’.

3 Definitions

In lines 3 and 5 of the note delete ‘CEE’ from the numbers of the Directives
and replace with ‘EEC’.

At the end of the note insert ‘.. .3.8, 3.9 and 3.11 are taken from EN 28402 : 1991.’

3.1 medical device

In line 2 insert a comma after ‘combination’.
In line 10 insert ‘on’ between ‘or’ and ‘the’.

3.9 verification

In note 2 delete ‘status’ and replace with ‘state’.

4.16 Quality records

In line 5 delete the comma after ‘years’.

Annex A

In the bibliography delete the reference to ‘prEN 50103’ and its associated
title and replace with the following: ‘prEN 50103 Guidance on the application
of EN 29001 and EN 46001 and EN 29002 and EN 46002 for the active
(including active implantable) medical device industry’.

Place the listed draft European Standards in numerical order.

Correct the title of prEN 724 to read ‘Guidance on the application of EN 29001
and EN 46001 and of EN 29002 and EN 46002 for non-active medical devices’.

AMD 8362/December 1994
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