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1: EU User Manual Requirements: The Ultimate Guide to Create CE Manuals
Radio Telecommunications Equipment: EU Council Directive of /5/EC & Annex.

The CE marking is not required for items, for example: You must not attach a CE marking to a product
outside the scope of the directives. The process you follow depends on the directives that apply to your
product. Identify the directive s and harmonised standards applicable to the product There are more than 20
directives setting out the product categories requiring CE marking. The essential requirements that products
have to fulfil, for example safety, are created at EU level and are set out in general terms in these directives.
Harmonised European standards are issued with reference to the applied directives and express the essential
safety requirements in detailed technical terms. Check the product-specific requirements It is up to you to
ensure that your product complies with the essential requirements of the relevant EU legislation. The use of
harmonised standards remains voluntary. You may decide to choose other ways to fulfil these essential
requirements. Identify whether an independent conformity assessment is required from a Notified Body Each
directive covering your product specifies whether an authorised third party Notified Body must be involved in
the conformity assessment procedure necessary for CE marking. This is not obligatory for all products, so it is
important to check whether the involvement of a Notified Body is required. Test the product and check its
conformity If you manufacture a product it is your responsibility to test the product and check its conformity
to the EU legislation conformity assessment procedure. One part of the procedure is, as a general rule, a risk
assessment. By applying the relevant harmonised European standards, you will be able to fulfil the essential
legislative requirements of the directives. You must be able to present the technical documentation and EC
DoC to the relevant national authorities, if requested. It must be placed according to its legal format to the
product or its data plate. It must be visible, legible and impossible to remove. If a Notified Body was involved
in the production control phase, its identification number must also be displayed. Using the CE marking Once
you have satisfied the conformity assessment requirements for CE marking you must attach the CE marking to
your product or its packaging. There are specific rules for using the CE marking for your product, as well as
rules for the reproduction of the CE marking logo. In general you should attach the CE marking to the product
itself but it may also be placed on the packaging, in manuals and on other supporting literature. Rules covering
the use of the CE markings vary depending on the specific EU directive that applies to the product and it is
advisable to study the applicable guidance. The following general rules all apply: They will take appropriate
action in the event of improper use of the marking and provide for penalties for infringements, which may
include criminal sanctions for serious infringements. You can read the CE marking regulations on the Europa
website. CE marking image rules Depending on the specifics of the directive that covers your product, you
must make sure that: You must keep certain documentation once you have placed the CE marking onto your
product. This information can be requested at any time by the Market Surveillance Authorities to check that a
CE marking has been legitimately placed on a product. The information you must keep will vary depending on
the specific directives relevant to your product. You must keep general records of: In the document the
manufacturer, or his authorised representative within the EEA should: CE marking enforcement There are
many bodies that enforce CE marking legislation to prevent misuse of the CE marking and to ensure that
product safety is maintained to a high standard. Enforcement, or market surveillance, is undertaken by
nominated public authorities Market Surveillance Authorities in each member state, and each state has
separate ways of enforcing the legislation once it has been implemented into national law. Market Surveillance
Authorities and processes will vary depending on which directives are applicable to your product. The
following bodies, amongst others, are responsible for CE marking enforcement in the UK: If you fail to
comply with this, you will be obliged to take your product off the market. You may also be liable for a fine
and imprisonment.
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Number: /53/EU Official Title: Directive /53/EU of the European Parliament and of the Council of 16 April on the
harmonisation of the laws of the Member States relating to the making available on the market of radio equipment and
repealing Directive /5/EC Description: The European Radio equipment and Telecommunications Terminal Equipment
(R&TTE) Directive (/5/EC) was.

EU User Manual Requirements: Follow these instructions to avoid legal pitfalls and to comply with EU
requirements. You will get an idea of how product compliance and product safety in the EU is organised. You
will know how to find out which products are regulated in the EU. You know how to identify the EU
requirements for user manuals. You will know which standards to use for creating user instructions. You can
develop manuals that are compliant for the European market. Determine the directives and the harmonised
standards specific to the product. Determine the appropriate harmonised standard to instruct users. Draw up
the user manual and other technical documentation according to the EU requirements. Take the shortest way to
a compliant manual! We have developed a user manual template for machinery, toys, medical devices and
electronics that contain all legal content. Determine the EU Directives and the harmonised standards specific
to the product Within the EU, any manufacturer can make use of Europe-specific harmonised standards in
order to be in compliance with relevant safety and health specifications. Often these specifications establish
requirements and instructions. To identify the applicable directives and harmonised standards: Determine
which product groups or characteristics apply to your product e. Click on each product group or characteristic
that you have just written down. Find and download the corresponding directive e. The download of the
English directive begins. Again, click on each product group or characteristic that you have just written down.
Scroll down until you find the list of harmonised standards. Identify which harmonised standards apply to
your product. In that case, you have a product that is not part of CE marking. Within the EU, any manufacturer
can make use of Europe-specific harmonised standards in order to be in compliance with relevant safety and
health specifications. This will enable the manufacturer to attach CE marking. Again, often these
specifications establish requirements and instructions. The fact is that CE marking should only be applied to
products specifically denoted by EU harmonisation legislation. EU legislation that requires the CE mark to be
applied to covered products also known as CE marking harmonisation legislation covers product groupings
such as machinery, telecommunications equipment, medical apparatus, and toys. Legislation has been
developed for more than 20 types of products. The goal of this directive is to ensure the highest possible
product safety within the EU. This GPSD has application to any consumer product that is not completely or
partially denoted by EU legislation for a specific sector. This includes gymnastics equipment, lighters, outdoor
furniture, items for child care, and floating leisure items. This directive also serves to complement some sector
legislation provisions that do not address specific issues including those relating to the obligations of
importers and the powers of various authorities. To identify the EU requirements from the directives: Open all
relevant directives. To identify the requirements from the harmonised standards: Purchase the relevant
standard s. The most commonly used: EN-IEC Besides the product-group-specific requirements from the
directives and standards, there are also horizontal standards. A horizontal standard does not apply to just one
specific product group but contains rules across sectors for almost all branches of the industry. This concept
has a considerable impact on the contents of the standard. To identify the requirements from the harmonised
standard: Purchase the IEC Determine which requirements are important for your specific product. Draw up
the user manual and other technical documentation according to the EU requirements At this point, we have
all the information to make your user manual EU-compliant. To make your user manual EU compliant:
Analyse the following gathered information: Post Conclusion It is imperative that any manufacturing firm,
distributor, and importer confirm that the products you sell are in compliance with all current and applicable
safety legislation. Any manufacturer can be deemed liable for damage created by defective products. By
making certain that your manufactured products are in compliance with current safety specifications,
producers will most likely avoid any liability claims for defects. The purpose of this directive is to establish

Page 2

CE MARKING FOR TELECOMMUNICATIONS pdf
liability that does not fault producers. Regardless, anytime defective product results in damage to consumers,
the producer can be held liable. This legislation specifically applies to movable product types including
agricultural products, consumer products, pharmaceuticals, and electricity. The information and circumstances
that determine whether a product may be defective include: Sales literature and other marketing tools Written
instruction and warnings that are included with the product Product use that is reasonably expected The point
in time that the producer marketed the product Simply put, the manufacturer will likely be held responsible
whenever a product defect is obvious and there is no question that the defect was responsible for the damage.
Any business that either manufactures, distributes or imports from another country is required to ensure that
their products are generally safe. In the EU, any manufacturer can make use of European harmonised
standards in order to maintain compliance with the relevant health and safety specifications spelt out in CE
marking directives. This enables the company to apply CE marking. Additionally, many CE marking
directives layout specifications for user manuals.
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If the product is to be placed or put into service in the aforementioned markets, the CE mark may apply if the product is
covered by one or more of the European CE marking directives. www.enganchecubano.com CE marking is required
only for products for which a CE marking directive or regulation has been adopted.

This work must be carried out by a Gas Safe registered installer. Further information on gas safety installation
and maintenance issues can be found on the HSE website. Gas Safe Register For information on finding Gas
Safe registered installers and questions relating to gas safety issues, visit the Gas Safe Register website.
Contact All enquiries should be sent to prodregs bis. The regulations apply to household appliances supplied
by way of sale, lease, hire or hire-purchase consisting of any machine, part of a machine or installation
manufactured principally for use in dwellings, including cellars, garages and other outbuildings. Application
of the regulations by manufacturers is voluntary, and they are therefore not legally required to provide
information on the airborne noise emitted by a product in the UK. However, if a manufacturer wishes to refer
to the level of airborne noise emitted by an appliance in its marketing, then it must apply the provisions of the
regulations. Although application of the UK regulations is voluntary, manufacturers should be aware other
member states may require mandatory application of the requirements in their national legislation. Consumer
information The directive provides the procedures to ensure that information available to customers wishing to
select less noisy appliances is accurate, pertinent and comparable. Contact us All enquiries should be sent to
prodregs bis. Lifts Directive The Directive applies to lifts whose speed is greater than 0. Intention of
legislation To assist industry by harmonising the laws of member states regarding the safe design,
manufacture, installation and placing on the market of lifts and the supply of safety components, while
ensuring high levels of protection for health and safety. It defines the wide choice of procedures by which
compliance with the provisions of the directive must be demonstrated. Coverage Lifts for the purposes of the
Directive are defined as appliances whose speed is 0. It also covers 6 categories of safety components listed in
Annex IV of the Directive. It places requirements on manufacturers to ensure their products, when supplied,
are safe. Its scope covers industrial machines to domestic appliances. Where the provision of other EC
directives apply eg. Intention of legislation To assist industry by reducing barriers to trade within the Single
Market by ensuring a common policy of safety and supply of machinery across the European Economic Area
EEA. Coverage Essentially most machines which are either complete or partly completed and which have at
least one moving part, assemblies such as those in bottling or car assembly plants, interchangeable equipment
which can modify the function of a machine, and safety components. There is a strong emphasis on safety and
some products which are perceived to have a higher than normal safety risk to the operator require third party
testing carried out by an appointed Notified Body which will have been assessed for its technical competence
to carry out this work. Such items are identified in Annex IV of the directive. Current position You should be
aware that the European Commission published a decision dated 19 January requiring member states to
prohibit the placing on the market of flail-type cutting attachments for portable hand-held brush cutters. This
does not require an amendment to the Supply of Machinery Regulations and can be dealt with under existing
legislation in the UK. A copy of the Commission decision can be sent by email on request. Guidance A
comprehensive body of guidance on the directive has been published by the European Commission. This
guidance will only be internet based so as to facilitate quick and easy updating, be subject to regular review;
and be available in a limited number of European languages. Contacts All enquiries should be sent to prodregs
bis. Noise Emission in the Environment by Equipment for use Outdoors Regulations The scope of the Outdoor
Noise Directive comprises a wide range of construction plant and equipment, equipment for gardens, for
lifting, pumps, drills, saws, etc. The Noise Emission Regulations cover 57 types of equipment of which 22
have to meet noise limits. The scope of the Regulations is wide and includes construction, horticultural and
agricultural equipment. Noise test methods are in keeping with the harmonised standards wherever possible,
with a choice of conformity assessment procedures. The manufacturer has an obligation to ensure the product
is designed, manufactured and conformity assessed to the sound power level. With the declaration of
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conformity having been issued of equipment placed on the Community market. The manufacturer is required
to measure the sound power level and ensure labels are affixed in a visible, legible and indelible form to each
item showing the guaranteed sound power level. A copy of the EC declaration of conformity must be sent by
the responsible person to the European Commission, as well as to the member state where the equipment is
first placed on the market. A list of notified bodies approved by the UK for the purpose of the regulation who
can offer advice can be found on the NANDO database. Enforcement of the regulations is carried out by the
Vehicle Certification Agency. Consumer information The CE marking symbolises the conformity of the
product imposed on the manufacturer and shall be accompanied by the indication of the guaranteed sound
power level. When affixed to a product does indicate the product conforms to all applicable provisions and
appropriate conformity assessment procedures. Any other marking may be affixed to the equipment provided
that the visibility and legibility of the CE marking and the indication of the guaranteed sound power level is
not thereby reduced. No exact timetable is available at present but member states will be informed
accordingly. The free movement within the Community and the basic safety requirements which PPE must
satisfy in order to ensure the health, safety and protection of the user. PPE means any device or appliance
designed for use in domestic, leisure and sports activities or for professional use. To be worn or held by an
individual for protection against one or more health and safety hazards in the execution of a specific activity.
The scope of the PPE Directive is wide and includes such items for protection such as clothing, footwear and
headgear against adverse atmospheric conditions. Damp, water and heat. PPE also includes respiratory
protective equipment and equipment intended for the rescue or protection of persons in falls from heights. The
Directive provides for 3 categories of PPE simple design, complex design, and PPE that is neither simple or
complex, known and intermediate. Often referred to as Category 1, 2 and 3. The manufacturer or person
placing the PPE on the Community market has an obligation to ensure the product is designed, manufactured
and conformity assessed to the essential requirements of the PPE Directive. Products claiming to have a higher
level of protection covered by categories 2 and 3 would require the manufacturer or his authorised
representative to have submitted the product to a Notified Body for type examination as part of the conformity
assessment process. Although a manufacturer may not claim protective qualities for the product but by its very
nature the product could be perceived by the consumer to offer protection the product should legally meet the
requirements of the PPE Directive. Consumer Information The CE marking symbolises the conformity of the
product imposed on the manufacturer. Trading Standards are responsible for enforcing consumer related
legislation under the PPE Directive working with government and stakeholders. The objective of monitoring
products placed on the market is to verify that they comply with the applicable directive. The EC declaration
of conformity and technical documentation relating to the a product must be made available by the person
placing the product on the Community market to the market surveillance authority immediately on request.
However, Trading Standards should be the first point of contact for any concerns. No exact timetable is
available at present, but member states will be informed accordingly and be required to carry out a public
consultation. Comments made by the wide range of stakeholders on the proposals will be raised by the UK
with the European Commission as part of the process. Plugs and Sockets etc. Safety Regulations S. Coverage
The legislation relates specifically to domestic appliances. Intention of legislation Most electrical equipment
intended for use in and around the home will need to comply with the Electrical Equipment Safety
Regulations Additionally the Regulations require that the majority of such equipment, when placed on the UK
market, must be fitted with a plug that has been approved by a notified body and either conforms to BS or
offers an equivalent level of safety. Certain electrical appliances are excluded from the Regulations:
Implementing legislation The regulations are a national regulation and apply only to the UK market. The
regulations can be viewed and purchased from Legislation. For information on similar regulations relating to
the various member states of the European Union contact European Market Access Unit, Department for
Business, Energy and Industrial Strategy, telephone: The regulations are enforced by the local authority
Trading Standards department. No specific written guidance is available. Contacts All enquiries should be sent
to Product regulation. It came into force on 29 November It overs pressure equipment and assemblies with a
maximum allowable pressure PS greater than 0. Pressure equipment means vessels, piping, safety accessories
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and pressure accessories. Assemblies means several pieces of pressure equipment assembled to form an
integrated, functional whole. Intention of legislation To enable the free trading of products within the EEA by
removing the need for separate documentation and testing for each individual European market.
Manufacturers may use a single CE mark on their products to show compliance with this and any other
relevant directive. The directive does not deal with in-use requirements which may be necessary to ensure the
continued safe use of pressure equipment. Coverage The directive covers a wide range of equipment such as,
reaction vessels, pressurised storage containers, heat exchangers, shell and water tube boilers, industrial
pipework, safety devices and pressure accessories. Such equipment is widely used in the chemical,
petrochemical, biochemical, food processing, refrigeration and energy industries and for power generation.
The regulations were amended by SI No. Related regulations The Pressure Systems Safety Regulations will
cover in-use requirements and other aspects not covered by the Pressure Equipment Regulations and the
Health and Safety Executive should be contacted for further information. We can only offer advice on policy
interpretation. If you require complex technical advice, contact one of the conformity assessment bodies.
Radio and telecommunications terminal equipment The directive applies to radio equipment and
telecommunications terminal equipment. Its purpose is to ensure that all apparatus provides an adequate level
of protection in respect of health and safety, electromagnetic compatibility and, in the case of radio equipment,
harmful interference. It should be noted that the directive does not replace national requirements in member
states for transmitters to comply with national radio interface specifications and to be licensed. Their roadmap
foresees the Commission publishing the draft text of a new directive by the end of BEIS will be consulting its
stakeholders on the Commission proposals as they develop. They apply to recreational craft and are intended
to promote the free movement of goods and safety, as well as noise and exhaust emissions of some engines.
Overview The Recreational Craft Directive RCD applies to recreational craft such as personal watercraft,
narrow boats and luxury motor yachts measuring between 2. A consolidated version of the Recreational Craft
Directive is available from the European website. If you manufacture or otherwise place on the EU market
craft or components coming within the scope of the RCD you will need to comply with the essential
requirements. You will need to provide evidence that your product has been through the appropriate
conformity assessment process. This will usually require the involvement of a notified body, but in some cases
can be done by self certification. There are a number of exclusions from the directive including canoes,
kayaks, surfboards, craft specifically designed to be crewed and to carry passengers for commercial purposes,
hydrofoils etc. It is for the manufacturer to decide whether his product is covered by the exclusions. Advice to
consumers Any recreational craft placed on the market in the EU must meet the essential requirements of the
RCD including a number relating to safety.
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4: CE-Marking: Does my product need CE Marking?
CE Marking - Gain Access to the European Union Marketplace CE marking is a mandatory legal conformity requirement
for all products sold within the European Union that fall within the scope of a CE marking Directive.

Meaning[ edit ] Existing in its present form since , the CE marking indicates that the manufacturer or importer
claims compliance with the relevant EU legislation applicable to a product, regardless of the place of
manufacture. By affixing the CE marking on a product, a manufacturer effectively declares, at its sole
responsibility , conformity with all of the legal requirements to achieve CE marking which allows free
movement and sale of the product throughout the European Economic Area. The marking does not indicate
EEA manufacture or that the EU or another authority has approved a product as safe or conformant. The CE
marking also indicates that the product complies with directives in relation to "Electro Magnetic
Compatibility" [5] - meaning the device will work as intended, without interfering with the use or function of
any other device. Not all products need CE marking to be traded in the EEA; only product categories subject
to relevant directives or regulations are required and allowed to bear CE marking. Most CE-marked products
can be placed on the market subject only to an internal production control by the manufacturer Module A; see
Self-certification , below , with no independent check of the conformity of the product with EU legislation ;
ANEC has cautioned that, amongst other things, CE marking cannot be considered a "safety mark" for
consumers. Retailers sometimes refer to products as "CE approved", but the mark does not actually signify
approval. Certain categories of products require type-testing by an independent body to ensure conformity
with relevant technical standards, but CE marking in itself does not certify that this has been done. The
manufacturer of products made within the EEA and the importer of goods made in other countries must ensure
that CE-marked goods conform to standards. The manufacturer of a product affixes the CE marking to it but
has to take certain obligatory steps before the product can bear CE marking. The manufacturer must carry out
a conformity assessment , set up a technical file and sign a Declaration stipulated by the leading legislation for
the product. The documentation has to be made available to authorities on request. Importers of products have
to verify that the manufacturer outside the EU 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. Distributors must be able to demonstrate to national authorities that they have acted with due care
and they must have affirmation from the manufacturer or importer that the necessary measures have been
taken. 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. There are certain rules underlying
the procedure to affix the marking: Products subject to certain EU directives or EU regulations providing for
CE marking have to be affixed with the CE marking before they can be placed on the market. Manufacturers
have to check, on their sole responsibility, which EU legislation they need to apply for their products. The
product may be placed on the market only if it complies with the provisions of all applicable directives and
regulations and if the conformity assessment procedure has been carried out accordingly. The manufacturer
draws up an EU declaration of conformity or a declaration of performance for Construction Products and
affixes the CE marking on the product. If stipulated in the directive s or regulation s , an authorized third party
Notified Body must be involved in the conformity assessment procedure or in setting up a production quality
system. If the CE marking is affixed on a product, it can bear additional markings only if they are of different
significance, do not overlap with the CE marking and are not confusing and do not impair the legibility and
visibility of the CE marking. Since achieving compliance can be very complex, CE-marking conformity
assessment, provided by a notified body, is of great importance throughout the entire CE-marking process,
from design verification, and set up of the technical file to the EU declaration of conformity. A guide to the
implementation of directives based on the New Approach and the Global Approach the "Blue Guide" was first
published by the European Union in Updated versions were published on 28 February [7] and 26 July If a
product has minimal risk, it can be self-certified by a manufacturer making a declaration of conformity and
affixing the CE marking to their own product. In order to self-certify, the Manufacturer must do several things:
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Decide whether the product needs to have a CE marking. The product must conform to all Directives that
apply to the product. Choose the conformity assessment procedure from the modules called out by the
directive for the product. There are several modules available for the Conformity Assessment Procedures as
listed below: Module A â€” Internal production control. Module B â€” EC type-examination. Module C â€”
Conformity to type. Module D â€” Production quality assurance. Module E â€” Product quality assurance.
Module F â€” Product verification. Module G â€” Unit verification. Module H â€” Full quality assurance.
These will often ask questions about the product to classify the level of risk and then refer to the "Conformity
Assessment Procedures" chart. This shows all the acceptable options available to a manufacturer to certify the
product and affix the CE marking. Products considered to have a greater risk have to be independently
certified by a notified body. This is an organization that has been nominated by a Member State and has been
notified by the European Commission. These notified bodies act as test labs and carry out the steps as listed in
the directives mentioned above and then decided whether the product has passed. A manufacturer can choose
its own notified body in any Member State of the European Union but should be independent of the
manufacturer and a private sector organization or a government agency. In reality the self-certification process
consists of the following stages: Identify the applicable Directive s The first step is to identify whether the
product needs to bear CE marking or not. Not all products are required to bear CE marking, only the products
that fall within the scope of at least one of the sectoral directives requiring CE marking. There are more than
20 sectoral product directives requiring CE marking covering, but not limited to, products such as electrical
equipment, machines, medical devices, toys, pressure equipment, PPE, wireless devices and construction
products. If the product does not fall within the scope of any of the sectoral directives, then the product does
not need to bear CE marking and, indeed, must not bear CE marking. Identify the applicable requirements of
the Directive s Each Directive has slightly different methods of demonstrating conformity depending on the
classification of the product and its intended use. Some products such as invasive medical devices, or fire
alarm and extinguisher systems may, to some extent, have a mandatory requirement for the involvement of an
authorised third party or "notified body". There are various attestation routes which include: An assessment of
the product by the manufacturer. An assessment of the product by the manufacturer, with additional
requirement for mandatory factory production control audits to be carried out by a third party. An assessment
by a third party e. EC type test , with the requirement for mandatory factory production control audits to be
carried out by a third party. Compile the technical documentation Technical documentation, usually referred to
as the technical file, 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 will usually include: Make a declaration and affix the
CE marking When the manufacturer, importer or authorised representative is satisfied that their product
conforms to the applicable Directives, an EU declaration of conformity must be completed or, for partly
completed machinery under the Machinery Directive, an ECU declaration of incorporation. The requirements
for the declaration vary slightly, but will at least include: Once an EU declaration of conformity has been
completed, the final step is to affix the CE marking to the product. When this has been done, the CE marking
requirements have been met for the product to be placed legally on the EEA market. EU declaration of
conformity[ edit ] The EU declaration of conformity must include: The directives requiring CE marking affect
the following product groups: Active implantable medical devices excludes surgical instruments Appliances
burning gaseous fuels Construction products according to Regulation EU No.
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5: CE Mark Compliance Testing & Certification | NTS
CE marking is a certification mark that indicates conformity with health, safety, and environmental protection standards
for products sold within the European Economic Area (EEA).

Each of the member states within the European Union has its laws and regulations pertaining to commerce.
These jurisdictional differences make it a challenge for manufacturers to market their products in each of the
countries. Some products require only a self-declaration process, which allows the manufacturer to test its
products and use factory production quality control to meet compliance requirements. A directive describes a
legal act issued by the EU that requires member states to obtain a specific result. Directives do not dictate to
the member states the manner in which to achieve that result. In comparison, regulations are self-executing,
which does not require implementation measures. Typically, directives provide latitude as to the regulation to
adopt. Depending on the subject matter, lawmakers adopt directives using an array of legislative procedures
and maneuvers to achieve the desired result. The process for issuing a new directive starts with the
formulation of a proposed directive by the business marshal, the European Commission, and the Advisory
Commission. The European Council of Ministers decides whether to adopt the directive. If the ministry
decides to make the amendment final, member states have the responsibility to append the new requirements
in the directive in their national legislation within two years. The period between the proposed-directive and
adoption is called the transitional phase. During this period, member states may change or enact national laws
to avoid duplicate and contradictory legislation, and national laws cannot be more stringent. The directive
becomes binding after the expiration of the transitional period. The directives provide the guidance for the
basic criteria relating to the health, safety, and environment and consumer protection for products trade within
the European Economic Area EEA. The directives provide a starting point. When manufacturers apply the
harmonized standards to their product, even when it is not mandatory, they realize a number of advantages:
Application of the best practices for safety as it relates to the product Makes the directives tangible Achieves a
presumption of conformity by implementation of the directives requirements Assimilation of the directive
requirements into the product also allows companies to have the maximum accumulation of legal burden of
proof. What is CE Marking? The primary purpose of the CE marking is to help the free trade of products
within EU and to minimize the effect of the physical borders between the member states. Another aim of CE
marking has to do with making the legal criteria for safety health and the environment uniform across the
EEA. The concern for safety applies to the workplace as well as safeguarding the public interests. Each
member state has committed to the incorporation of the requirements into their national regulatory structure.
CE marking typically involves the following requirements: Conduct a risk analysis for the product. This
process determines the existence of any hazards, the extent of any risks to people, animals, goods or the
environment. It also involves determining what solutions the product manufacturer can apply to minimize risk
and remain in compliance with the appropriate law. Provide an instruction manual in the language of the user.
The manual must tell the intended purpose of the product and any prohibitions and warnings. It should also
contain instructions for simple control and maintenance. Draft and sign the EU declaration of conformity. The
manufacturer or importer for the EEA makes a declaration that the product meets the specific directives or
regulations and standards. This procedure includes the incorporation of the documents mentioned above as
well as any design data, drawings, calculations, and test reports. The technical documentation demonstrates
that the product meets the basic requirements as outlined in the applicable directive s. Adhere to the same
requirements for imported products into the EEA market. Vendors and other parties must also comply with the
sections of the directives that apply to them, including designers, distributors, retailers, suppliers, employers,
and users. Even with all of the directives and regulations in place, manufacturers do not have a definitive
product list or nomenclature that they can rely on to indicate which CE marking directive s apply.
Nonetheless, the CE marking pertains to products placed in service or for sale in the market in the EEA. To
find out whether a product needs to be CE certified, management must decide on the countries where they will
place their products and determine what directives s affect the products. The following classifications can help
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you determine where your product fits: CE markings for construction products are not mandatory
requirements for goods sold in UK, Sweden, Portugal, and Ireland, but many other member states may require
the CE marking. A minimum of one component must move by a combination of actuators, controls, and power
circuits, which function in unison for a certain application. In addition, this category includes safety
components for machinery and has exceptions that manufacturers and importers must consider. It does not
include in-vitro diagnostic or active implantable medical devices. It also includes devices for law enforcement,
health monitoring and medicine preparation in pharmacies. Products range from cricket pads to safety helmets.
This category includes vessels, heat exchangers, pressurized storage containers, industrial piping and
accessories, and shell and water tube boilers. It also includes boats with a hull length between 2. This
classification includes reservoirs for compressor units, as well as automotive and rail braking systems. If you
plan to sell any of the above products, you will need to apply a CE marking. The number one reason you
should have the CE marking on your product concerns the ability to gain access to the EEA. When European
product directives apply to your goods and you want access to that particular market, you must obtain the
mandatory CE marking to facilitate the successful placement of the products. Once you secure the CE
marking, you only have to deal with one set of laws and regulations to comply with the design and
manufacturing of your product for the entire EU marketplace. The CE marking eliminates your need for
concern about numerous competing jurisdictional regulations covering your products. In addition, you add
another level of safety for consumers and other end-users, which reduce damage claims and insurance
premiums. Sometimes the directives may exceed the existing member state laws and regulations. In some
cases, you will need to change the design or manufacturing process in order to continue doing business or
enter the EEA marketplace. Depending on the changes, you may incur additional costs to receive the product
certification and conduct any required testing. You must understand the directives and the nuances of
implement the requirements. Many businesses find this aspect confusing because the directives undergo
consistent change and often are subject to interpretation. What is the CE Marking Process? The placement of
the CE marking on a product means that the manufacturer declares that the product complies with the basic
requirements set forth in all of the directives, which apply to the product. The CE marking signifies to the
appropriate authority that the product meets the legal requirements for sale in the member country. The CE
marking represents the only symbol of compliance with those requirements. Although a product may have
additional markings, they do not have the same weight as the CE marking. Other markings cannot cause
confusion with the CE marking and should not interfere with the legibility and visibility of the CE marking.
The requirement for CE marking varies across directives, as well as for the different products covered in a
directive. For example, for some products the directive may necessitate a technical file while other products
may require the manufacturer to submit the item for recurring testing, which an independent party must
complete. The company or person who brings the products to market within the limits of the EEA has the
responsibility for compliance with the directives and CE marking, and may include the following entities or
individuals: In this instance, the importer assumes the authorization as if he or she is the manufacturer. The
trading company has complete responsibility for the CE marking if it meets the follow definitions of a
manufacturer: Assembles the product Modifies or expands the product that results in a change in safety
Imports the product from a non-EEA country Sells the product under its name or private label When selling
the product under a private label, the seller must apply the required data to the product, draw its EC
declaration of conformity, and change the personal data in the user manual. However, the initial concept must
contain the data of the supplier. Documentation for CE Marking Compliance You must demonstrate that your
product complies with the directives in the event an enforcement agency challenges its compliance with the
directives. To provide evidence of compliance for your products, complete the required CE mark certification
or testing, and have backup paperwork in the files. Keep in mind that each product can have other components
that require compliance with different standards and regulations. For products that require a CE mark
certification, create a specific technical file that contains the following information: General description of the
product Information about how to operate the product Design and manufacturing drawings, including schemes
of parts and subassemblies A list of the applicable harmonized standards such as those specified by the British
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Standards Institution in the UK A description of the methods used to meet the essential requirements for each
product Directives that applies to the product The result of any design calculations Test reports from the
supplier or those you commissioned by an independent testing body The regulations require you to keep
technical files for 10 years after the production has ceased. At any time, an agency from the UK or any of the
EU member states that have the responsibility to monitor product compliance could audit the product file. You
can also use the files to demonstrate to potential customers that your product complies with the law. From CE
marking certification to CE marking testing or self-certification to accurate reporting, NTS has over 50 years
of experience that will prove invaluable for the challenges that lie ahead. We can help get your products to
market quickly and efficiently. As a notified body, we can ensure that you have the expertise needed to work
through the CE marking maze. One of our representatives will contact you shortly. Ask an Expert We are here
to help, just ask! Our experts will help determine the best solution for your needs.

Page 11

CE MARKING FOR TELECOMMUNICATIONS pdf
6: The CE Marking | Quail Blog
The CE Mark is the label placed on manufactured and imported goods in the European Union. It declares that a product
meets the applicable essential health and.

The New Approach Directives are listed on the website: There are New Approach Directives for electronic
and electrical products, machinery, medical devices, radio and telecommunications terminal equipment,
recreational craft, pressure equipment, equipment for use in potentially explosive atmospheres, personal
protective equipment, toys, simple pressure vessels, and others. A company affixes CE marking to its product
once the essential health and safety requirements of the applicable New Approach Directive s have been met.
These directives came about as a way of eliminating trade barriers and facilitating the EU Single Internal
Market. Not all products fall under the New Approach Directives. There are essentially three levels of
regulatory control: Old Approach - The Old Approach Directives apply to the foodstuff, motor vehicle,
chemical, cosmetic, detergents, biocides, and pharmaceutical sectors. These regulations have technical
specifications written into the annexes. New Approach - These directives make references to harmonized
standards and apply to broad product sectors such as machinery, electrical and electronic products, medical
devices, and radio and telecommunications equipment. Conformity assessment procedures the system and
responsibilities for testing and certification which should lie with the manufacturer and, where applicable,
accredited test laboratories are also contained in these directives. These products may also be regulated at the
national level by member states. There is a vast body of European standards. Voluntary industry standards are
known as European harmonized standards whenever they are linked to European new approach legislation.
European harmonized standards are developed by one of three European standards organizations based on a
mandate from the European Commission. Products meeting the applicable technical standards developed by
the European standards organizations are presumed to conform to the requirements of EU new approach
directives and are allowed to circulate freely within the European Union. Use of the European harmonized
standards is seen as a "fast track" for gaining CE marking compliance for a product. Old approach legislation
may refer to existing standards in the text or annexes, thus becoming mandatory. Technical annexes often are
standards in their own right. As for the general product safety directive, safety of products can be
demonstrated by using existing standards which have been referenced in the Official Journal, the EU
equivalent of the U. These standards cover products such as furniture, household appliances non-electrical ,
sports equipment, childcare articles, and small hand-held tools. The standards define characteristics such as
durability, appearance, and quality.
7: Do I need CE marking?
Lightronics First to Receive Updated DEKRA LED Performance Mark New CE Marking directives for electrical,
electronic and telecommunications industries.

8: CE marking - Wikipedia
The letters 'CE' appear on many products that are traded on the single market in the European Economic Area (EEA).
By placing the CE marking on a product a manufacturer is declaring, on his.

9: www.enganchecubano.com - European Standards and CE Marking
According to 93/68/EEC (CE marking) for every CE-marked product the supplier shall have a Declaration of Conformity
and prepare documentation to prove compliance with applicable standards and directives.
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