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majority of Parliament’s component Members except  in cases 
covered by Articles 105, 107, 161 and 300 of the EC Treaty and 
Article 7 of the EU Treaty

***I Codecision procedure (first reading)
majority of the votes cast

***II Codecision procedure (second reading)
majority of the votes cast, to approve the common position
majority of Parliament’s component Members, to reject or amend 
the common position

***III Codecision procedure (third reading)
majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the 
Commission)

Amendments to a legislative text

In amendments by Parliament, amended text is highlighted in bold italics. 
Highlighting in normal italics is an indication for the relevant departments 
showing parts of the legislative text for which a correction is proposed, to 
assist preparation of the final text (for instance, obvious errors or omissions 
in a given language version). These suggested corrections are subject to the 
agreement of the departments concerned.
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PROCEDURAL PAGE

By letter of 23 December 2002 the Commission submitted to Parliament, pursuant to Article 
251(2) of the EC Treaty, the proposal for a European Parliament and Council directive on the 
approximation of the laws of the Member States relating to electromagnetic compatibility 
(COM(2002) 759 – 2002/0306(COD)).

At the sitting of 29 January 2003 the President of Parliament announced that he had referred 
the proposal to the Committee on Industry, External Trade, Research and Energy as the 
committee responsible and the Committee on Legal Affairs and the Internal Market for its 
opinion (C5-0634/2002).

The Committee on Industry, External Trade, Research and Energy appointed Luis Berenguer 
Fuster rapporteur at its meeting of 24 April 2003.

It considered the Commission proposal and the draft report at its meetings of 26 November 
2003, 17, 18, 23 and 24 February 2004.

At the last meeting it adopted the draft legislative resolution unanimously.

The following were present for the vote: Luis Berenguer Fuster (chairman and rapporteur), 
Peter Michael Mombaur (vice-chairman), Gordon J. Adam (for Gary Titley), María del Pilar 
Ayuso González (for Jaime Valdivielso de Cué), Ward Beysen (for Gian Paolo Gobbo), 
Guido Bodrato, David Robert Bowe (for Norbert Glante), Gérard Caudron, Giles Bryan 
Chichester, Nicholas Clegg, Dorette Corbey (for Harlem Désir), Concepció Ferrer, Francesco 
Fiori (for Umberto Scapagnini), Jacqueline Foster (for Sir Robert Atkins), Cristina García-
Orcoyen Tormo (for Angelika Niebler), Neena Gill (for Myrsini Zorba), Alfred Gomolka (for 
Elizabeth Montfort), Michel Hansenne, Hedwig Keppelhoff-Wiechert (for Werner Langen 
pursuant to Rule 153(2)), Bashir Khanbhai, Dimitrios Koulourianos (for Konstantinos 
Alyssandrakis), Helmut Kuhne (for Massimo Carraro), Rolf Linkohr, Eryl Margaret McNally, 
Erika Mann, Marjo Matikainen-Kallström, Ana Miranda de Lage, Giuseppe Nisticò (for W.G. 
van Velzen), Reino Paasilinna, Samuli Pohjamo (for Willy C.E.H. De Clercq), Godelieve 
Quisthoudt-Rowohl, Bernhard Rapkay (for Mechtild Rothe), Imelda Mary Read, Christian 
Foldberg Rovsing, Paul Rübig, Herman Schmid (for Marianne Eriksson pursuant to Rule 
153(2)), Konrad K. Schwaiger, Esko Olavi Seppänen, Geoffrey Van Orden (for Paolo 
Pastorelli pursuant to Rule 153(2)), Alejo Vidal-Quadras Roca.

The Committee on Legal Affairs and the Internal Market decided on 20 February 2003 not to 
deliver an opinion.

The report was tabled on 25 February 2004.
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a European Parliament and Council directive on the approximation 
of the laws of the Member States relating to electromagnetic compatibility
(COM(2002) 759 – C5-0634/2002 – 2002/0306(COD))

(Codecision procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to the European Parliament and the Council 
(COM(2002) 759)1,

– having regard to Article 251(2) of the EC Treaty, pursuant to which the Commission 
submitted the proposal to Parliament (C5-0634/2002),

– having regard to Rule 67 of its Rules of Procedure,

– having regard to the report of the Committee on Industry, External Trade, Research and 
Energy (A5-0113/2004),

1. Approves the Commission proposal as amended;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend the 
proposal substantially or replace it with another text;

3. Instructs its President to forward its position to the Council and Commission.

Text proposed by the Commission Amendments by Parliament

Amendment1
Recital 2

(2) Member States are responsible for 
ensuring that radio-communications, 
electrical supply and telecommunications 
networks, as well as equipment connected 
thereto, are protected against 
electromagnetic disturbance.

(2) Member States are responsible for 
ensuring that radio-communications, 
including radiobroadcast reception and 
the amateur radio service operating in 
accordance with ITU radio regulations, 
electrical supply and telecommunications 
networks, as well as equipment connected 
thereto, are protected against 
electromagnetic disturbance.

Amendment 2

1 Not yet published in OJ.



PE 337.416 6/24 RR\337416EN.doc

EN

Recital 11

(11) Where this Directive regulates 
apparatus, it should refer to finished 
apparatus commercially available for the 
first time on the Community market. 
Certain components or sub-assemblies 
should, under certain conditions, be 
considered to be apparatus if they are made 
available to the end-user. Ready-made 
connecting devices, although incapable of 
generating electromagnetic disturbance in 
isolation, may generate or transmit 
electromagnetic disturbance when 
connected to an apparatus and should 
therefore be considered to be apparatus 
for the purposes of this Directive.

(11) Where this Directive regulates 
apparatus, it should refer to finished 
apparatus commercially available for the 
first time on the Community market. 
Certain components or sub-assemblies 
should, under certain conditions, be 
considered to be apparatus if they are made 
available to the end-user. 

Amendment 3
Recital 13

(13) It is in the interest of the functioning 
of the internal market to have standards for 
the electromagnetic compatibility of 
equipment which have been harmonised at 
Community level; once the reference to 
such a standard has been published in the 
Official Journal of the European 
Communities, compliance with it should 
raise a presumption of conformity with the 
relevant essential requirements, although 
other means of demonstrating such 
conformity should be permitted.

(13) Harmonised standards give 
expression to the generally acknowledged 
state of the art as regarding 
electromagnetic compatibility matters in 
the European Union. It is thus in the 
interest of the functioning of the internal 
market to have standards for the 
electromagnetic compatibility of 
equipment which have been harmonised at 
Community level; once the reference to 
such a standard has been published in the 
Official Journal of the European Union, 
compliance with it should raise a 
presumption of conformity with the 
relevant essential requirements, although 
other means of demonstrating such 
conformity should be permitted. 
Compliance with a harmonised standard 
means conformity with its provisions and 
demonstration thereof by the methods the 
harmonised standard describes or refers 
to.

Amendment 4
Recital 20
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(20) It is not pertinent to carry out the 
conformity assessment of apparatus placed 
on the market for incorporation into a 
given fixed installation, and otherwise not 
commercially available, in isolation from 
the fixed installation into which it is to be 
incorporated. Such apparatus should 
therefore be exempted from the conformity 
assessment procedures normally applicable 
to apparatus. However, such apparatus 
should not be permitted to compromise the 
conformity of the fixed installation into 
which it is incorporated.

(20) It is not pertinent to carry out the 
conformity assessment of apparatus placed 
on the market for incorporation into a 
given fixed installation, and otherwise not 
commercially available, in isolation from 
the fixed installation into which it is to be 
incorporated. Such apparatus should 
therefore be exempted from the conformity 
assessment procedures normally applicable 
to apparatus. However, such apparatus 
should not be permitted to compromise the 
conformity of the fixed installation into 
which it is incorporated. Should an 
apparatus be incorporated into more than 
one identical fixed installations, 
identifying the EMC characteristics of 
these installations should be sufficient to 
ensure exemption from the conformity 
assessment procedure. 

Amendment 5
Article 1, paragraph 1

1. This Directive regulates the 
electromagnetic compatibility of 
equipment. It aims to ensure the 
functioning of the internal market by 
requiring equipment to comply with an 
adequate level of electromagnetic 
compatibility.

1. This Directive regulates the 
electromagnetic compatibility of 
equipment. It aims to ensure the 
functioning of the internal market by 
requiring equipment to comply with an 
adequate level of electromagnetic 
compatibility. This Directive applies to 
equipment, as defined in Article 2.

Amendment 6
Article 1, paragraph 2, point (b)

(b) aircraft and equipment intended to be 
fitted into aircraft;

(b) aeronautical products, parts and 
appliances as referred to in Regulation 
(EC) No. 1592/2002;

Amendment 7
Article 1, paragraph 2, point (c)

(c) radio equipment which is not 
commercially available, including kits of 

(c) radio equipment used by radio amateurs 
within the meaning defined in the Radio 
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components to be assembled by radio 
amateurs, within the meaning defined in 
the Radio Regulations adopted in the 
framework of the Constitution and 
Convention of the International 
Telecommunication Union, as well as 
commercial equipment modified by and for 
the use of such radio amateurs.

Regulations adopted in the framework of 
the Constitution and Convention of the 
International Telecommunication Union, 
unless the equipment is available 
commercially. Kits of components to be 
assembled by radio amateurs and 
commercial equipment modified by and for 
the use of radio amateurs are not regarded 
as commercially available equipment.

Amendment 8
Article 1, paragraph 3, point (a)

(a) it is incapable of generating 
electromagnetic emissions which exceed a 
level allowing radio and 
telecommunication equipment and other 
equipment to operate as intended; and

 (a) it is incapable of generating or 
contributing to electromagnetic emissions 
which exceed a level allowing radio and 
telecommunication equipment and other 
equipment to operate as intended; and

Amendment 9
Article 1, paragraph 4

4. This Directive shall not apply to 
equipment or requirements in so far as 
the requirements laid down in this 
Directive are harmonised by more specific 
Community legislation.

4. Where, for an equipment referred to in 
paragraph 1, the requirements referred to 
in Annex I are wholly or partly laid down 
more specifically by other Community 
Directives, this Directive shall not apply, 
or cease to apply, to that equipment in 
respect of such requirements from the 
date of implementation of those 
Directives.

Amendment 10
Article 2, paragraph 1, point (e)

(e) "Electromagnetic disturbance" means 
any electromagnetic phenomenon which 
may degrade the performance of equipment;

(e) "Electromagnetic disturbance" means 
any electromagnetic phenomenon which 
may degrade the performance of equipment. 
An electromagnetic disturbance may be 
electromagnetic noise, an unwanted signal 
or a change in the propagation medium 
itself;
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Justification

The International Electrotechnic Committee (IEC) has defined the concept of 
"electromagnetic disturbance" (IEC50, International Electrotechnic Vocabulary (IEV), 
Chapter 161: Electromagnetic compatibility, 2.1.6). 

This definition has been included in the current Council Directive 89/336/EEC of May 1989 
on the approximation of the laws of the Member States relating to electromagnetic 
compatibility. See 89/336/EEC Article 1, 2). This definition shall be maintained in the new 
Directive to guarantee the correct interpretation of the concept.

Amendment 11
Article 2, paragraph 1, point (f a) (new)

 (fa) "Safety purposes" means the 
purposes of safeguarding human life or 
property;

Amendment 12
Article 2, paragraph 1, point g)

(g) "Harmonised standard" means a 
technical specification adopted by a 
recognised standards body under a 
mandate from the Commission in 
conformity with the procedures laid down 
in Directive 98/34/EC for the purpose of 
establishing a European requirement, 
compliance with which is not compulsory.

deleted

Amendment 13
Article 2, paragraph 1, point (g a) (new)

 (ga) "Electromagnetic environment" 
means the whole of all electromagnetic 
phenomena observable in a given location.

Justification

The International Electrotechnic Committee (IEC) has defined the concept of 
"electromagnetic environment" (IEC50,  International Electrotechnic Vocabulary (IEV), 
Chapter 161: Electromagnetic compatibility, 2.1.5). This definition, which distinguishes the 
concept of "electromagnetic environment" from the concept of "place, location", is important 
for the correct interpretation of the electromagnetic compatibilty concept itself.
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Amendment 14
Article 2, paragraph 2, point (b)

(b) "ready-made connecting devices" 
intended for connection to an apparatus 
by an end user for the transmission of 
signals, which are placed on the market 
separately from such apparatus, and 
which are liable to generate or transmit 
electromagnetic disturbance when 
connected to it.

deleted

Amendment 15
Article 2, paragraph 2, point (a a) (new)

 aa) "mobile installations" defined as a 
combination of apparatus and, where 
applicable, other devices, intended to be 
moved and operated in a range of 
locations.

Amendment 16
Article 4, Title

Free circulation of equipment Free movement of equipment

Amendment 17
Article 4, paragraph 2

2. The requirements of this Directive shall 
not prevent the application in any Member 
State of special measures, concerning the 
putting into service or use of equipment, 
which have been taken in respect of a 
specific site in order to overcome an 
existing or predicted electromagnetic 
compatibility problem, or for safety 
purposes to protect the public 
telecommunications networks or receiving 
or transmitting stations used. Member 
States shall notify those measures in 
accordance with the procedure laid down 
in Directive 98/34/EC.

2. The requirements of this Directive shall 
not prevent the application in any Member 
State of the following special measures 
concerning the putting into service or use 
of equipment 

(a) measures in order to overcome an 
existing or predicted electromagnetic 
compatibility problem at a specific site
(b) measures taken for safety reasons to 
protect the public telecommunications 
networks or receiving or transmitting 
stations when used for safety purposes in 
well-defined spectrum situations.

Without prejudice to Directive 98/34/EC, 
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as amended by Directive 98/48/EC, 
Member States shall notify these measures 
to the Commission and to the other 
Member States.
Those special measures which have been 
accepted will be published by the 
Commission in the Official Journal of the 
European Union.

Amendment 18
Article 4, paragraph 3

3. Member States shall not create any 
obstacles to the display at trade fairs, 
exhibitions, demonstrations or similar 
events of equipment which does not 
comply with this Directive provided that a 
visible sign clearly indicates that such 
equipment may not be placed on the 
market or put into service until it has been 
brought into conformity with this 
Directive.

3. Member States shall not create any 
obstacles to the display and/or 
demonstration at trade fairs, exhibitions or 
similar events of equipment which does not 
comply with this Directive, provided that a 
visible sign clearly indicates that such 
equipment may not be placed on the 
market and/or put into service until it has 
been brought into conformity with this 
Directive. Demonstration may only take 
place provided that adequate measures 
are taken to avoid electromagnetic 
disturbances.

Amendment 19
Article 6, paragraph 1

1. The compliance of equipment with the 
relevant harmonised standards whose 
references have been published in the 
Official Journal of the European 
Communities shall raise a presumption, 
on the part of the Member States, of 
conformity with the essential 
requirements referred to in Annex I to 
which such standards relate.

1."Harmonised standard" means a 
technical specification adopted by a 
recognised European standardisation 
body under a mandate from the 
Commission in conformity with the 
procedures laid down in Directive 
98/34/EC for the purpose of establishing a 
European requirement. Compliance with 
a “harmonised standard” is not 
compulsory.

Amendment 20
Article 6, paragraph 2

2. The modalities for the application of 2. The compliance of equipment with the 
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harmonised standards are set out in 
Annex V.

relevant harmonised standards whose 
references have been published in the 
Official Journal of the European Union 
shall raise a presumption, on the part of 
the Member States, of conformity with the 
essential requirements referred to in 
Annex I to which such standards relate. 
This presumption of conformity is limited 
to the scope of the harmonised 
standard(s) applied and the relevant 
essential requirements covered by such 
harmonised standard(s).

Amendment 21
Article 6, paragraph 4, point (c)

(c) to maintain the reference in the 
publication referred to in paragraph 1;

(c) to maintain the reference in the 
publication referred to in paragraph 2;

Amendment 22
Article 6, paragraph 4, point (d)

(d) to withdraw the reference from the 
publication referred to in paragraph 1.

(d) to withdraw the reference from the 
publication referred to in paragraph 2.

Amendment 23
Article 8 a (new)

 Article 8 a
Other marks and information

1. Each apparatus shall be identified in 
terms of type, batch, serial number or any 
other information allowing for the 
identification of the apparatus;
2. Each apparatus shall be accompanied 
by the name and address of the 
manufacturer and, if he is not established 
within the Community, the name and 
address of his authorised representative or 
of the person established within the 
Community responsible for placing the 
apparatus on the Community market;
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3. The manufacturer shall provide 
information on any specific precautions 
that have to be taken when the apparatus 
is assembled, installed, maintained or 
used, in order to ensure that, when put 
into service, the apparatus is in 
conformity with the protection 
requirements set out in Annex I(1);
4. Apparatus for which compliance with 
the protection requirements is not ensured 
in residential areas shall be accompanied 
by a clear indication of this restriction of 
use, where appropriate also on the 
packaging.
5. The information required to enable use 
in accordance with the intended purpose 
of the apparatus must be contained in the 
instructions accompanying the apparatus.

Amendment 24
Article 9, paragraph 4

4. Where the measure referred to in 
paragraph 1 is attributed to a shortcoming 
in harmonised standards, the Commission, 
after consulting the parties, shall, if the 
Member State concerned intends to uphold 
the measure, bring the matter before the 
Committee and initiate the procedure laid 
down in Article 6(3).

4. Where the measure referred to in 
paragraph 1 is attributed to a shortcoming 
in harmonised standards, the Commission, 
after consulting the parties, shall, if the 
Member State concerned intends to uphold 
the measure, bring the matter before the 
Committee and initiate the procedure laid 
down in Articles 6(3) and 6(4).

Amendment 25
Article 9, paragraph 5

5. Where the non-compliant apparatus is 
accompanied by the report referred to in 
Article 7(2), the Member State concerned 
shall take appropriate action in respect of 
the author of that report, and shall inform 
the Commission and the other Member 
States accordingly.

5. Where the non-compliant apparatus has 
been subject to the conformity assessment 
procedure referred to in Annex I ter, the 
Member State concerned shall take 
appropriate action in respect of the author 
of the statement referred to in Annex I ter 
(3), and shall inform the Commission and 
the other Member States accordingly.
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Amendment 26
Article 11, paragraph 1 and 2

1. Member States shall designate the 
bodies competent to draw up the reports 
referred to in Article 7(2) and shall notify 
them (notified bodies) to the Commission 
and to the other Member States.

1. Member States shall notify the 
Commission of the bodies which they 
have designated to carry out the tasks 
referred to in the Annex I ter. Member 
States shall apply the criteria laid down in 
the Annex IV in determining the bodies to 
be designated.

Such notification shall state whether the 
bodies are competent for all apparatus 
covered by this Directive or whether their 
responsibility is limited to certain specific 
aspects.

Such notification shall state whether the 
bodies are designated to carry out the 
tasks referred to in the previous 
paragraph for all apparatus covered by this 
Directive and/or the essential 
requirements referred to in the Annex I or 
whether their scope of designation is 
limited to certain specific aspects and/or 
category of apparatus.

2. Member States shall apply the criteria 
listed in Annex IV for the assessment of 
notified bodies.

Amendment 27
Article 11, paragraph 3

3. Bodies which comply with the 
assessment criteria fixed by the relevant 
harmonised standards shall be presumed to 
comply with the criteria set out in Annex 
IV covered by such harmonised standards. 
The Commission shall publish in the 
Official Journal of the European 
Communities the references of these 
standards.

2. Bodies which comply with the 
assessment criteria fixed by the relevant 
harmonised standards shall be presumed to 
comply with the criteria set out in Annex 
IV covered by such harmonised standards. 
The Commission shall publish in the 
Official Journal of the European Union the 
references of these standards.

Justification
Paragraph 3 of Article 11 in the Commission text has become paragraph 2 of Article 11 in the 
Parliament's amendment.

Amendment 28
Article 11, paragraph 4

4. The Commission shall publish in the 3. The Commission shall publish in the 
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Official Journal of the European 
Communities a list of notified bodies. The 
Commission shall ensure that the list is 
kept up to date. 

Official Journal of the European Union a 
list of notified bodies. The Commission 
shall ensure that the list is kept up to date. 

Justification

Paragraph 4 of Article 11 in the Commission text has become paragraph 3 of Article 11 in the 
Parliament's amendment.

Amendment 29
Article 11, paragraph 5

5. If a Member State finds that a notified 
body no longer meets the criteria listed in 
Annex IV, it shall inform the Commission 
and the other Member States accordingly. 
The Commission shall withdraw the 
reference to that body from the list referred 
to in paragraph 4.

4. If a Member State finds that a notified 
body no longer meets the criteria listed in 
Annex IV, it shall inform the Commission 
and the other Member States accordingly. 
The Commission shall withdraw the 
reference to that body from the list referred 
to in paragraph 3.

Justification

Paragraph 5 of Article 11 in the Commission text has become paragraph 4 of Article 11 in the 
Parliament's amendment.

Amendment 30
Article 12, paragraph 1

1. Apparatus which has been placed on the 
market and which may be incorporated into 
a fixed installation is subject to all relevant 
provisions for apparatus set out in this 
Directive. 

1. Apparatus which has been placed on the 
market and which may be incorporated into 
a fixed installation is subject to all relevant 
provisions for apparatus set out in this 
Directive. 

However, the provisions of Articles 5, 7 
and 8 shall not be compulsory in the case 
of apparatus which is specifically designed 
for incorporation into a given fixed 
installation and is otherwise not 
commercially available. In such cases, the 
accompanying documentation shall name 
the site of the fixed installation and 

However, the provisions of Articles 5, 7, 8 
and 8a shall not be compulsory in the case 
of apparatus which is intended for 
incorporation into a given fixed installation 
and is otherwise not commercially 
available. In such cases, the accompanying 
documentation shall identify the fixed 
installation and its EMC characteristics 
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indicate the precautions to be taken for the 
incorporation of the apparatus into the 
fixed installation in order not to 
compromise the conformity of the 
specified installation. It shall furthermore 
include the information referred to in Point 
4(a) and (b) of Annex I.

and indicate the precautions to be taken for 
the incorporation of the apparatus into the 
fixed installation in order not to 
compromise the conformity of the 
specified installation. It shall furthermore 
include the information referred to in 
Articles 8a (1) and 8a (2).

Amendment31
Article 16

This Directive shall enter into force on the 
twentieth day after its publication in the 
Official Journal of the European 
Communities.

This Directive shall enter into force on the 
twentieth day after its publication in the 
Official Journal of the European Union.

Amendment 32
Annex I, paragraph 3.6

3. SPECIFIC REQUIREMENTS FOR 
FIXED INSTALLATIONS

1a. SPECIFIC REQUIREMENTS FOR 
FIXED INSTALLATIONS

6. Installation and intended use of 
components:

Installation and intended use of 
components:

A fixed installation shall be installed 
applying good engineering practice and 
respecting the information on the intended 
use of its components, with a view to 
meeting the protection requirements set out 
in Point 1. 

A fixed installation shall be installed 
applying good engineering practices and 
respecting the information on the intended 
use of its components, with a view to 
meeting the protection requirements set out 
in Point 1. These good engineering 
practices shall be documented and the 
documentation shall be held by the 
responsible person(s) at the disposal of 
the relevant national authorities for 
inspection purposes as long as the fixed 
installation is in operation.

Justification

Paragraph 3.6 of Annex I in the Commission text has become paragraph 1a (new) of Annex I 
in Parliament's amendment.

Amendment 33
Annex I, paragraphs 2.2, 2.3, 2.4 and 2.5
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2. SPECIFIC REQUIREMENTS FOR 
APPARATUS

deleted

2. Electromagnetic compatibility 
assessment:
The manufacturer shall perform an 
electromagnetic compatibility assessment 
of the apparatus, based on the relevant 
phenomena, with a view to meeting the 
protection requirements set out in Point 1. 
The electromagnetic compatibility 
assessment shall take into account all 
normal intended operating conditions.
In cases where the apparatus can take 
different configurations, the 
electromagnetic compatibility assessment 
shall confirm that the apparatus meets the 
protection requirements set out in Point 1 
in all possible configurations identified by 
the manufacturer as representative of 
normal use in its intended application.
3. External devices:
All apparatus shall meet the protection 
requirements referred to in Point 1 
without external devices such as filtering 
or shielding, unless those devices, 
including the necessary instructions for 
use, are placed on the market together 
with the apparatus as a functional unit. 
This provision shall not apply to 
apparatus designed and intended for 
installation by a person technically 
competent in the field of electromagnetic 
compatibility. In such cases external 
devices need not be placed on the market 
together with the apparatus, provided that 
those devices are commercially available 
and their required electromagnetic 
compatibility characteristics are 
sufficiently described in the instructions 
for use of the apparatus;
Connecting devices, such as plugs or 
cables, which have to fulfil specific 
requirements for the compliance of the 
apparatus with the protection 
requirements set out in Point 1, need not 
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to be placed on the market together with 
the apparatus if they are commercially 
available and their required properties are 
sufficiently described in the instructions 
for use of the apparatus.
4. Information requirements:
(a) Each apparatus shall be identified in 
terms of type, batch, serial number or any 
other information allowing for the 
identification of the apparatus;
(b) Each apparatus shall be accompanied 
by the name and address of the 
manufacturer and, if he is not established 
within the Community, the name and 
address of his authorised representative or 
the person established within the 
Community responsible for placing the 
apparatus on the Community market;
(c) The manufacturer shall provide 
information on any specific precautions 
that have to be taken when the apparatus 
is assembled, installed, maintained or 
used, in order to ensure that, when put 
into service, the apparatus is in 
conformity with the protection 
requirements set out in Point 1;
(d) Apparatus for which compliance with 
the protection requirements is not ensured 
in residential areas shall be accompanied 
by a clear indication of this restriction of 
use. 
5. Ready-made connecting devices:
(a) The requirements for apparatus set 
out in Points 2, 3, 4(c) and (d) shall not 
apply to ready-made connecting devices;
(b) Ready-made connecting devices shall 
be designed and manufactured in such a 
way that, when connected to the 
apparatus for which they are intended, 
following any specific precautions as 
described below, compliance with the 
protection requirements set out in Point 1 
is ensured;
(c) Ready-made connecting devices shall 
be accompanied by an indication of the 
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technical characteristics of the apparatus 
to which they are intended to be 
connected, and information on any 
specific precautions that need to be taken 
regarding the connection to such 
apparatus with a view to meeting the 
protection requirements set out in Point 1.

Amendment 34
Annex I bis (new)

Conformity Assessment procedure 
referred to in Article 7 (internal 

production control)
1. The manufacturer shall perform an 
electromagnetic compatibility assessment 
of the apparatus, based on the relevant 
phenomena, with a view to meeting the 
protection requirements set out in Annex I, 
point 1. The correct application of all the 
relevant harmonised standards whose 
references have been published in the 
Official Journal of the European Union 
shall be equivalent to the carrying out of 
the electromagnetic compatibility 
assessment. 
2. The electromagnetic compatibility 
assessment shall take into account all 
normal intended operating conditions. In 
cases where the apparatus can take 
different configurations, the 
electromagnetic compatibility assessment 
shall confirm that the apparatus meets the 
protection requirements set out in Annex I, 
Point 1 in all possible configurations 
identified by the manufacturer as 
representative of its intended use.

3. The manufacturer shall draw up 
technical documentation set out in Annex 
II which provides evidence of the 
conformity of the apparatus with the 
essential requirements of this Directive.
4. The manufacturer or his authorised 
representative in the Community shall 
hold the technical documentation at the 
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disposal of the competent authorities for a 
period of at least ten years after the date 
on which such apparatus was last 
manufactured.
5. The compliance of apparatus with all 
relevant essential requirements shall be 
attested by an EC declaration of 
conformity issued by the manufacturer or 
his authorised representative established 
within the Community. 
6. The manufacturer or his authorised 
representative in the Community shall 
hold the EC declaration of conformity at 
the disposal of the competent authorities 
for a period of at least ten years after the 
date on which such apparatus was last 
manufactured.
7. If neither the manufacturer nor his 
authorised representative is established 
within the Community, the obligation to 
hold the EC declaration of conformity 
and the technical documentation at the 
disposal of the competent authorities shall 
be the responsibility of the person who 
places the apparatus on the Community 
market.
8. The manufacturer must take all 
measures necessary in order that the 
manufacturing process ensures 
compliance of the manufactured products 
with the technical documentation referred 
to in point 3 and with the provisions of the 
directive that apply to them.
9. The technical documentation and the 
EC declaration of conformity shall be 
drawn up in accordance with the 
provisions set out in Annex II.

Justification

Paragraph 2.2 of Annex I in the Commission text have become paragraphs 1 and 2 of Annex I 
bis in Parliament's amendment.
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Amendment 35
Annex I ter (new)

Conformity Assessment procedure 
referred to in Article 7

1. This procedure consists of applying the 
Annex I bis, completed as follows:
2. The manufacturer or his authorised 
representative established within the 
Community shall present the technical 
documentation to the notified body 
referred to in article 11 and request the 
notified body for an assessment. The 
manufacturer or his authorised 
representative established within the 
Community shall specify to the notified 
body which aspects of the essential 
requirements have to be assessed by the 
notified body.
3. The notified body shall review the 
technical documentation and assess 
whether the technical documentation 
properly demonstrates that the 
requirements of the Directive he shall 
assess have been met. If the compliance of 
the apparatus is confirmed, the notified 
body shall issue a statement to the 
manufacturer or his authorised 
representative established within the 
Community confirming the compliance of 
the apparatus. The statement of the 
notified body is limited to those aspects of 
the essential requirements which have 
been assessed by the notified body.
4. The manufacturer shall add the 
statement of the notified body to the 
technical documentation. 

Amendment 36
Annex II

1. TECHNICAL DOCUMENTATION 1. TECHNICAL DOCUMENTATION

The technical documentation must enable 
the conformity of the apparatus with the 
essential requirements to be assessed. It 

The technical documentation must enable 
the conformity of the apparatus with the 
essential requirements to be assessed. It 
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must cover the design and manufacture of 
the apparatus, in particular:

must cover the design and manufacture of 
the apparatus, in particular:

– a general description of the apparatus; – a general description of the apparatus;

– a report of compliance with the 
harmonised standards, if any, applied in 
full or in part;

– evidence of compliance with the 
harmonised standards, if any, applied in 
full or in part;

– where the manufacturer has not applied 
harmonised standards, or has applied them 
only in part, a description and explanation 
of the steps taken to meet the essential 
requirements of the Directive, including a 
description of the electromagnetic 
compatibility assessment set out in Annex 
I, results of design calculations made, 
examinations carried out, test reports, etc.;

– where the manufacturer has not applied 
harmonised standards, or has applied them 
only in part, a description and explanation 
of the steps taken to meet the essential 
requirements of the Directive, including a 
description of the electromagnetic 
compatibility assessment set out in Annex 
I, results of design calculations made, 
examinations carried out, test reports, etc..

– on a voluntary basis, the manufacturer 
may include in the technical 
documentation a report from a notified 
body confirming the conformity of the 
apparatus with the relevant essential 
requirements set out in Annex I. 

– statement from the notified body, where 
procedure referred to in Annex I ter has 
been followed.

2. EC DECLARATION OF 
CONFORMITY

2. EC DECLARATION OF 
CONFORMITY

The EC declaration of conformity must 
contain, at least, the following:

The EC declaration of conformity must 
contain, at least, the following:

– reference to this Directive; – reference to this Directive;
– identification of the apparatus to which it 
refers, as set out in Point 4(a) of Annex I;

– identification of the apparatus to which it 
refers, as set out in article 8a(1);

– name and address of the manufacturer 
and, where applicable, the name and 
address of his authorised representative 
within the Community;

– name and address of the manufacturer 
and, where applicable, the name and 
address of his authorised representative 
within the Community;

– dated reference to the specifications 
under which conformity is declared to 
ensure the conformity of the apparatus with 
the provisions of this Directive;

 – dated reference to the specifications 
under which conformity is declared to 
ensure the conformity of the apparatus with 
the provisions of this Directive;

– date and place of issue of the 
declaration;

– date of the declaration;

– identification and signature of the person 
empowered to bind the manufacturer or his 
authorised representative.

– identification and signature of the person 
empowered to bind the manufacturer or his 
authorised representative.
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Amendment 37
Annex III, paragraph 5

However, where one or more of those 
Directives allow the manufacturer, during a 
transitional period, to choose which 
arrangements to apply, the CE marking 
shall indicate conformity only with the 
Directives applied by the manufacturer. In 
this case, particulars of the Directives 
applied, as published in the Official Journal 
of the European Community, must be 
given in the documents, notices or 
instructions required by the Directives and 
accompanying such apparatus.

However, where one or more of those 
Directives allow the manufacturer, during a 
transitional period, to choose which 
arrangements to apply, the CE marking 
shall indicate conformity only with the 
Directives applied by the manufacturer. In 
this case, particulars of the Directives 
applied, as published in the Official Journal 
of the European Union, must be given in 
the documents, notices or instructions 
required by the Directives and 
accompanying such apparatus.

Amendment 38
Annex V

1. The correct application of all the 
relevant harmonised standards whose 
references have been published in the 
Official Journal of the European 
Communities shall be equivalent to the 
carrying out of the electromagnetic 
compatibility assessment referred to in 
Point 2 of Annex I.

deleted

2. Compliance with a harmonised 
standard means conformity with its 
provisions (e.g. limits) and demonstration 
thereof by the methods the harmonised 
standard describes or refers to.
3. Presumption of conformity via 
application of harmonised standard(s) is 
limited to the scope of the harmonised 
standard(s) applied and the relevant 
essential requirements covered by such 
harmonised standard(s).
4. Harmonised standards are to be 
selected and used in accordance with the 
provisions of the relevant standardisation 
documents. The reference to those 
documents shall be published in the 
Official Journal of the European 
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Communities.

Justification

Annex V in the Commission text has been deleted.


