


What We’ll Cover
• General Provisions of the Directive
• Essential Requirements
• Fixed Installations
• Obligations of Economic Operators
• Presumption of Conformity
• Harmonized Standards
• Conformity Assessment Procedures

– Internal Production Control
– EU-Type Examination

• Application of Annex II – Internal Production Control
• Declaration of Conformity



General Provisions

• The Directive regulates the 
electromagnetic compatibility of 
equipment. 

• The Directive is applicable to 
‘equipment’ which is defined in 
Chapter 1 Article 3 of the directive.



Exclusions

• The EMC Directive does not apply to:
– Equipment covered by the R&TTE 

(1999/5/EC) or from June 13, 2016 the new 
Radio Equipment Directive (RED) 
(2014/53/EU).

– Aeronautical products, parts or appliances 
referred to in Regulation (EC) No 216/2008.

– Amateur Radio Equipment.



Making Available / Putting Into 
Service

• Member states are required to take all 
appropriate measures to ensure that 
equipment placed in service or made 
available complies with the Directive.



Display and /or Demonstration

• Prior to demonstrating compliance, 
Members State cannot create any 
obstacles to display and/or demonstration 
at trade fairs, exhibitions etc.
– Visible sign

• May not be made available for sale until is has 
been brought into conformity

• Adequate measures to avoid interference must be 
taken



Annex I
Essential Requirements



Fixed Installations

• For fixed installation, many of the detailed 
requirements are not mandatory.

• Documentation must:
– Identify the fixed installation
– Its electromagnetic compatibility characteristics
– Indicate precautions
– Include the good engineering practices referred to 

point 2 of the essential requirements 



Obligations of Economic Operators

• The directive defines the obligations of:
– Manufacturers
– Authorized Representatives
– Importers
– Distributors



Obligations of Manufacturers

• Design
• Documentation
• Conformity assessment
• Declaration and Labeling
• Instructions
• On going



Obligations of Authorized 
Representatives

• The authorized representative cannot 
assume responsibility for:
– Ensuring the design and manufacture of the 

apparatus in accordance with the Directive.
– Drawing up the required technical 

documentation.



Obligations of Importers

• Shall ensure that only compliant 
equipment is placed on the market.

• Prior to placing on the market, shall 
ensure that the appropriate conformity. 
assessment procedure has been carried 
out by the manufacturer.



Obligations of Distributors

• Obligations of distributors are identical to 
those of importer, with the exception that 
they do have to place their name and 
postal address with the equipment.



Harmonized Standards
Published in the Official Journal of the European 

Union

European 
Standardisation 

Organization

CEN
CENELEC

ETSI



Harmonized Standards
Published in the Official Journal of the European 

Union

Reference and 
Title of Standard

(Now EN)

Now EN



Harmonized Standards
Published in the Official Journal of the European 

Union

Reference 
of 

Superseded 
Standard

In this case, 
A1:2010 has 

been 
adopted



Harmonized Standards
Published in the Official Journal of the European 

Union

Date of Cessation 
of Presumption of 

Conformity of 
Superseded 

Standard

In this case 
June 30 

2011



The 61000-4-X series of 
standards are not published 

in the OJ



Conformity Assessment 
Procedures

• Compliance shall be demonstrated by 
either of the following conformity 
assessment procedures:
– Internal production control (Annex II).
– EU type examination followed by conformity 

to type based on internal production control 
(Annex III).



Internal Production Control

• Electromagnetic Compatibility Assessment
• Technical Documentation
• Manufacturing



Internal Production Control

• The manufacturer shall affix the CE 
marking to each individual apparatus that 
complies (Article 16 & 17)

• The manufacturer shall draw up a written 
EU declaration of conformity for an 
apparatus model and keep it together with 
the technical documentation (Article 15).



Annex III – Part A
EU – Type Examination

• A Notified Body examines the technical 
design of an apparatus and verifies and 
attests that the TECHNICAL DESIGN of 
the apparatus meets the essential 
requirements. 



Annex III – Part A
EU – Type Examination

• The manufacturer lodges an application 
for EU-type examination with a single 
notified body.

• The application must specify the aspects 
of the essential requirements which are 
requested to be examined.

• Role of the Notified Body
• Manufacturers Obligation after EU-type 

examination



Application of Annex II
Internal Production Control

• Electromagnetic Compatibility Assessment
– Selecting the appropriate standards
– Applying the appropriate test methods
– Operating conditions
– Configurations
– Performance criteria



Select the Appropriate Harmonized 
Product Family Standard 









Emissions Limits



Normative References

For dated 
references, only the 
edition cited applies.

IEC 61000-4-4: 2012



Application of Annex II
Internal Production Control

• Establish Technical Documentation.
• Ensure manufacturing processes.
• CE Mark





Summary
• The new Directive provides 2 paths to 

conformity. 
• Harmonized standards are still the primary 

means to demonstrate compliance.
• Specific labeling and user information 

requirements defined.
• DoC and Technical Documentation must be 

completed and held, made available to 
authorities on request.

• Questions?



Questions and Answers
Q. What would you recommend as the best method for keeping up-to-date 
on new harmonized standards?

A. The harmonized standards once published in the OJ, are listed on the 
Europa website. You may also subscribe to the RSS feed which provides 
automatic updates.

Q. Will the European Commission eventually publish a list of 
harmonized standards in the OJ which actually state 201/30/EU, or shall 
it continue to refer to 2004/108/EC?

A. It is anticipated that the EU will publish a new list and at that time will have 
reference to the new directive. It should be noted that while the OJ has not 
been published referencing the new directive, the Europa page does 
reference both 2004/108 and 2014/30.

http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/electromagnetic-compatibility/index_en.htm


Questions and Answers
Q. Please confirm that there is no need in the CE DoC to refer to the “AC” 
version of the harmonized standard (the version without an expiration date 
for the previous version, e.g., EN 60730-2-7:2010/AC:2011).

A. While the AC is an administrative corrigendum only, it would be my 
recommendation to reference the standard applied exactly as published in the 
OJ, including the AC if that was in fact what was applied.

Q. The manufacturing address may be printed only on the packaging 
instead of on the product itself, right?

A. Only in those cases where it is not possible to place the required information 
on the device: Article 7, Point 6 states: Manufacturers shall indicate, on the 
apparatus, their name, registered trade name or registered trademark and the 
postal address at which they can be contacted or, where that is not possible, on 
its packaging or in a document accompanying the apparatus.



Questions and Answers
Q. How do tech docs differ from the former TCF?

A. The technical documentation required under the new directive includes 
conceptual design and manufacturing drawings and schematics, not formally 
required under the old directive. In addition, the manufacturer is required to 
include an analysis and assessment of the risk(s).

Q. Richard, your sound quality was much clearer than some other 
presenters. Could you please tell us what kind of Mic you are using?

A. Logitech h390 USB Headset



Questions and Answers
Q. Why does 61000-6-2 or 61326-1 not reference 61000-4-34 for dips and 
interrupts for above 16A?

A. This is a question better answered by the committee responsible for the 
product standard.

Q. In practice, for the Declaration of Conformity documents which 
compliance with previous Directive 2004/108/EU, do we need to update 
to DOC Document?

A. Yes, the directive needs to be updated to contain: a reference to the new 
directive, a statement that the declaration is issued under the sole 
responsibility of the manufacturer and a statement that the object of the 
declaration is in conformity with relevant Union harmonization legislation.



Questions and Answers
Q. What is new in 2014/30/EU compared to 2010/108/EU?

A. The most significant change is related to the role of the Notified Body and the 
EU-Type examination process. There are, however, details in the technical 
documentation and declaration of conformity as well as the obligations of 
economic operators that need to be considered.

Q. I am looking at http://ec.europa.eu/growth/index_en.htm but do not 
see the RED on the list. Is this the right place to look?

A. Information on the RED may be found here.

http://ec.europa.eu/growth/sectors/electrical-engineering/rtte-directive/index_en.htm


Questions and Answers
Q. Who should write and sign a declaration if the manufacturer is outside 
the EU?

A. The manufacturer is responsible for drawing up the EU declaration of 
conformity.

Q. Who is responsible if the apparatus does not meet the requirements 
when the manufacturer is outside of EU?

A. Importers and distributors have obligations under the directive to cooperate 
with national authorities to provide technical documentation to support 
conformance with the essential requirements when requested. They also have 
obligations in the case of non-conformities to take necessary corrective actions.



Questions and Answers
Q. Is software and firmware information mandatory to be added to the 
EMC DoC?

A. The declaration of conformity is required to include those items identified in 
Annex IV. Software would need to be addressed in the technical 
documentation compiled by the manufacturer in support of the DoC.

Q. Is there a centralized database setup for (on-RF) devices?

A. No, not to my knowledge.




