CE Certification
[A collection of notes, text and pictures taken from several sources I made for personal use, about the topic of CE
Marking. To speed up the process of writing I barely put references. This is but a rough-probably-with-some-mistakes
guide. To be sure, do your own research.]
Last edited on 12.06.2021 by André Duarte B. L. Ferreira

1 Intro
Many products require CE certification (also called CE marking) before they can be sold in the
European Economic Area (EEA). The CE marking indicates that a product has been assessed
by at least the manufacturer and deemed to meet EU safety, health and environmental
protection requirements. It is required for products manufactured anywhere in the world that are
then sold in the EEA.
For example, most electrical products must comply with the Low Voltage Directive, the EMC
Directive, among others; toys must comply with the Toy Safety Directive. (The Low Voltage
Directive is about electrical safety; EMC or Electromagnetic Compatibility[6] means the device
will work as intended without interfering with, or being affected by, the use or function of any
other device.)

2 CE Certification Process
The CE certification process consists of six steps that must completed before we can apply the
CE label to our product and sell it on the EEA:

Fig. 1 The 6 steps that the CE certification process consists of.

2.1 Identify applicable directive(s)
The first step is to identify whether your product can be CE marked or not. Not all products are
required to be CE Marked, only the products that fall within the scope of at least one of the CE
Marking Directives need to. There are more than 20 product directives & regulations covering a
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range of products. Such products include (but are not limited to) electrical equipment, machines,
medical devices, toys, pressure equipment, PPE, wireless devices and construction products.
Identifying which directive(s) may be applicable, as there may be more than one, involves a
simple exercise of reading the scope of each directive (such as the "Low Voltage Directive,"
2014/35/EU). If the product does not fall within the scope of any of the directives, then the
product does not need to bear CE marking (and, indeed, must not bear the CE marking).
Determining whether your product falls under one or more directives can be difficult. For
example, if you manufacture electronic packaging machines with a conveyer belt, several
directives will impact you. If you want to know which directives apply, you will have to go through
each of the 24 directives (product coverage is sometimes found in an annex). Unfortunately,
there is no reference tool or database that lists which directives might be applicable to certain
products.
https://ec.europa.eu/growth/single-market/ce-marking/manufacturers_en

Fig. 2 Example on where to find one directive by following the link above. It’s also a good idea to read the
description below as it contains a good summary of the directive.

Note: ‘Directive 2009/125/EC’ means it was published on 2009, the document number is 125
(it’s just a sequential number given to docs published in that year) from the European Council /
Comission (not sure which).
This website kind of makes it easier to find the applicable directives: https://cetool.com/en/selection-active.html
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Fig. 3 As an example, what the beginning of the directive for low voltage products looks like.

2.2 Identify the applicable requirements of the directive(s)
Each directive has slightly different methods of demonstrating conformity. This usually depends
on the classification of the product and its intended use. Every directive has a number of
‘essential requirements’ which the product has to meet.
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Fig. 4 “Essential safety requirements” sometimes can be found in one of the main chapters of the directive. Other
times in the anexes. Taken from directive 2009/48/EC.

The best way to demonstrate that these essential requirements have been met is by meeting
the requirements of applicable ‘harmonised European Norms’ (standards) known as hENs.
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards_en
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If we go to one of them (let’s say the toy ones)
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Where if we scroll a bit, at the bottom in the annex we can find the standards we’re looking for.

In many cases, manufacturers may rely on standards other than harmonized standards in order
to demonstrate compliance with the essential requirements in the directives.
You may ask, “Why don’t we just meet the essential requirements directly?” Because many
times they’re written in a broad way. For example, an essential requirement might say (in other
words) “it must be safe for children”. Nice, but how do we make sure it’s safe for children? In the
hENs we can see more explicitly what features the product must have, or what does it need to
have in mind or tests to be made to make sure it is safe for children.
A harmonized standard can cost anywhere from 300 to 1,500 Euros. While a manufacturer does
not need to buy these documents to meet the essential requirements of the directive, European
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authorities often use them to determine whether a product meets the essential requirements.
Working from the same document can help us to avoid potential technical disputes over whether
our product meets the essential requirements of the directive. Again, essential requirements are
often vague – leaving lots of room for technical interpretation.

2.3 Find out how conformity is to be evaluated
In order to be eligible to afix the CE Marking we may have to involve a third party. This will vary
between directive. For products that present higher safety risks such as gas boilers, invasive
medical devices or fire alarm systems, safety cannot be checked by the manufacturer alone. In
these cases, an independent organisation, specifically a third party appointed by national
authorities, has to perform the safety check. We call these third parties ‘Notified Bodies’.

Fig. 5 Top) Excerpt from Directive 2014/35/EU on Low Voltage asserting that there’s no need for notified body to
intervene; Bottom) Excerpt from Directive 93/42/EEC on Medical Devices asserting some conditions in which a
notified body is required.

When going through a directive we might see the word ‘module’ being mentioned (Fig. 6). A
module specifies how the conformity assessment is to be performed. From module A, internal
production control, until module H, full quality assurance by a notified body. Depending on the
type of product and the safety risks, a certain module has to be followed. In addition, the
procedure is further broken down into modules relating to the design and production phase, as
shown in the diagram below.
There are two main phases for conformity assessment, one during the design of the product
and one during/after its production:
•
•

Design assessment (of a prototype or a sample of the product) by way of relevant tests
and studies.
Production assessment (all product units must continue to comply in the same way as
the sample studied in the design assessment phase), through control of production
quality, preferably based on ISO 9001.2000 standards.
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Source
Looking at the Directive we discover that we have to apply Module A in those conditions:

Fig. 6 Excerpt of directive 2009/48/EC for safety of toys stating which modules need to be applied to test for
conformity.

So if we look up that document “Decision No 768/2008/EC”
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And scroll down to the Annex II, we find what that module actual entails:

Module A is the only one that may not require a Notified Body. In this case, the whole certification
process can then be made in-house, with no external help, so we sometimes call it ‘selfcertification’.
To find a notified body use Nando (New Approach Notified and Designated Organisations)
Information System:
https://ec.europa.eu/growth/tools-databases/nando/

2.4 Assess the product’s conformity
When we’ve established what all of the applicable requirements for the applicable directives are
and how conformity is going to be tested, the next phase is evaluate whether the product
conforms or not to those requirements.
To assess which risks can arise and whether the essential safety requirements will be met, a
risk analysis (FMEA) should be conducted.
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It will also often involve ensuring that the requirements of the applicable harmonised standard(s),
which were identified in step 2, have been met.
Finally it may or may not require some sort of testing on the prototype, on the actual product, or
on the manufacturing process, as seen in the previous chapter.
Now that our product has been tested and meets all relevant European Community standards,
it’s time for our technical documentation to be in order. Ideally this step started already earlier,
but is just now (because only now do we have all the data) going to be finalized.

2.5 Compile the technical documentation
Technical documentation relating to the product or range of products needs to be compiled. This
information should cover every aspect relating to conformity and is likely to include details of the
design, development and manufacture of the product. Technical documentation may also be
known as the Technical File or Technical Construction File.
Technical documentation will usually include:
•
•
•
•
•
•
•
•
•

Technical description;
Drawings, circuit diagrams and photos;
Bill of materials;
Specification and, where applicable, Declarations of Conformity for the critical
components and materials used;
Necessary drawings and documentation pertaining to product design incl. supporting
documents- calculations, simulations, etc.;
Description and explanations that further clarify the above-mentioned information;
Installation and user manual in languages of the target EU countries;
Test reports and/or assessments;
Copy of the Declaration.

Technical documentation can be made available in any format (i.e. paper or electronic) and must
be held for a period of up to 10 years after the manufacture of the last unit, and in most cases
reside in the European Economic Area (EEA). Typically, all certification bodies accept technical
documentation in English.

2.6 Make a declaration and affix the CE mark
When the manufacturer, importer or authorised representative is satisfied that their product
conforms to the applicable CE Marking Directives, they must complete a declaration. Under
most Directives it is known as the EU Declaration of Conformity but other terms exist. The
Declaration (certificate) of Conformity is a signed legal document which certifies that the product
fulfils all the essential requirements of the applicable CE Directives and other relevant standards.
It is the responsibility of the manufacturer/importer to produce this once the technical file is
ready.
The requirements for the Declaration vary slightly, but will at least include:
•
•

Name and address of the manufacturer;
Details of the product (model, description and the serial number where applicable);
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List of CE Marking Directives and standards that have been followed;
A statement declaring that the product complies with all of the relevant requirements;
Details of the authorised representative within the EEA (where applicable);
Additional Directive/standard specific requirements;
Signature, name and position of the responsible person;
The date that the Declaration was signed.

In all cases, except for the PPE Directive, all of the Directives can be declared on one
Declaration.
Once a Declaration has been completed, the final step is to affix the CE mark to the product.
When this has been done and all of the other CE Marking requirements have been met, the
product can then be legally placed on the EU market.
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Fig. 7 Example of what a Declaration of Conformity can look like.

The CE mark or CE label consists of the CE symbol and, if applicable, the four digit identification
number of the Notified Body involved in the conformity assessment procedure.

Fig. 8 CE symbol design and a CE label imprinted/stickied on products.

3 FAQ
3.1 Is there a fee in the CE marking process?
If the manufacturer carries out the CE marking process by himself, no fee is involved. If a Notified
Body is involved, they charge for their services depending on the complexity of the task.

3.2 What is a ‘Notified Body’?
A Notified Body is an entity authorized by European authorities to assess a product’s conformity
to the essential requirements set out in the applicable directives.
Some EU Directives require the intervention of notified bodies to fulfill the requirements of CE
markings, whereas others may not. Involving their expertise at an early stage of the CE marking
process can make it faster and simpler.
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3.3 Who bears the responsibility of having the CE mark?
Importers of products have to verify that the manufacturer outside the EEA has undertaken the
necessary steps and that the documentation is available upon request. Importers should also
make sure that contact with the manufacturer can always be established.
If importers or distributors market the products under their own name, they take over the
manufacturer's responsibilities. In this case they must have sufficient information on the design
and production of the product, as they will be assuming the legal responsibility when they affix
the CE marking.
https://ec.europa.eu/growth/single-market/ce-marking/importers-distributors_en

3.4 What is a directive?
A directive is a legislative act of the European Union which requires member states to adapt
their national laws to achieve a particular result that is harmonized to EU rules in this area.
For example, the EU directive for products which fall under the electromagnetic compatibility
category (directive number 2004/108/EC) calls for member states to ensure that electrical
devices that fall under this category meet certain requirements

3.5 What is a harmonized standard?
A harmonised standard is a European standard developed by a recognised European Standards
Organisation: CEN, CENELEC, or ETSI. It is created following a request from the European
Commission to one of these organisations. Manufacturers, other economic operators, or
conformity assessment bodies can use harmonised standards to demonstrate that products,
services, or processes comply with relevant EU legislation.

4 Useful links
https://ec.europa.eu/growth/single-market/ce-marking_en
https://ec.europa.eu/growth/single-market/ce-marking/manufacturers_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards_en
https://ce-marking.help/
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