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Appliances burning gaseous fuels
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Measuring Instruments

Medical Device Regulation

Noise emission in the environment

Non-automatic weighing instruments

Personal protective equipment

Pressure eguipment

Pvrotechnics articles

Radio Equipment Directive

Recreational craft

Restriction of the use of certain hazardous

substances in electrical and electronic
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Safety of toys

Simple pressure vessels
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European Commission > Growth > The European Single Market > CE marking > Manufacturers

SR

Single Market Industry Entrepreneurship = Access to finance Sectors

|Search BI and Standards and SMEs for SMEs

CE marking

Importers and distributors

Manufacturers

Manufacturers play a crucial role in ensuring that products placed on the extended Single
Market of the EEA are safe. They are responsible for checking that their products meet EU
safety, health, and environmental protection requirements. It is the manufacturer’'s
responsibility to carry out the conformity assessment, set up the technical file, issue the EU
declaration of conformity, and affix the CE marking to a product. Only then can this product
be traded on the EEA market.

EU Consumers

CE marking in your country

Single Market and

If you are a manufacturer, you have to follow these six steps to affix a CE marking to your product:
Standards - links

1. Identify the applicable directive(s) and harmonised standards

News 2. Verify product specific requirements

Events 3. Identify whether an independent conformity assessment (by a notified body) is necessary
4. Test the product and check its conformity

Tools and Databases v
5. Draw up and keep available the required technical documentation

Contracts and grants (W)

6. Affix the CE marking and draw up the EU Declaration of Conformity (27 KB).

SRS FEmEE These six steps may differ by product as the conformity assessment procedure varies. Manufacturers

Publications must not affix CE marking to products that don't fall under the scope of one of the directives providing
for its affixing.

For products that present higher safety risks such as gas boilers or chainsaws, safety cannot be checked
by the manufacturer alone. In these cases, an independent organisation, specifically a notified body
appeinted by national authorities, has to perform the safety check. The manufacturer may affix the CE
marking to the product only once this has been done.
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Product groups
Active implantable medical devices
Appliances burning gaseous fuels
Cableway installations designed to carry persons
Construction products
@ Eco-design of energy related products
Electromagnetic compatibility
Equipment and protective systems intended for use potentially explosive atmospheres
Explosives for civil uses
Hot-water boilers
In vitro diagnostic medical devices
Lifts

Low voltage
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Harmonised Standards

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.

The references of harmonised standards must be published in the Official Journal of the European Union.
The purpose of this website is to provide access to the latest lists of references of harmonised
standards and other European standards published in the Official Journal of the European Union (OJEU).

References of harmonised standards and of other European standards
published in the OJEU
Chemicals

e Chemical substances (REACH)

e Explosives for civil uses

e Pyrotechnic articles

Conformity assessment and management systems

¢ New Legislative Framework (NLF) and Eco-Management and Audit Scheme (EMAS)

Construction

e Construction products (CPD/CPR)

Consumers and workers protection

e Cosmetics products

e General product safety
s+ Personal protective equipment (PPE)
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Noise Emission by Outdoor Equipment

The European Commission has identified noise as one of the most pressing problems in urban
areas across Europe and stressed the need to take action on various sources of noise, as part
of its Environmental Action Plan in 1993.

The subsequent *Future Noise Policy’ sets out steps for the development of a Directive to
specifically regulate noise created by outdoor equipment.

EU Legislation on Noise Emission by Outdoor Equipment

The Cutdoor Noise Directive 2000/14/EC (OND) regulates the noise emissions into the environment by
outdoor equipment.

Some 57 types of equipment are named in the Directive. It refers mainly to outdoor machinery, such as
those used on construction sites or in parks and gardens.

The Directive 2000/14/EC has been amended by Directive 2005/88/EC and by Regulation (EC) No
219/2009, and corrected by Corrigendum:

+ Directive 2000/14/EC: consolidated text

Latest developments and studies

Almost all of the 57 types of equipment are also within the scope of the Machinery Directive 2006/42/EC
and both directives address issues arising from noise emissions. However, the Machinery Directive
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Responsibility of manufacturers

The CE marking must be affixed by the manufacturer or his agent established within the Community. The manufacturer bears ultimate
responsibility for the conformity of the product.

Conformity assessment relates to the design and production phases of the product. Depending on the conformity assessment
procedures applied, a notified body may be involved in these two phases. If the notified body is involved in the production control phase,
its identification number will follow the CE marking.

If a product falls within the scope of a directive that provides for the CE marking, this should be affixed:
+ to all new products, whether manufactured in the Member States or in third countries;
+ to used and second hand products imported from third countries.

Assessment modules

The decision provides for eight assessment procedures or "modules” which cover the design and production phases:
* internal production control (module A);

+ CE type-examination (module B);

+ conformity to type (module C);

+ production quality assurance (module D);

+ product quality assurance (module E);

+ product verification (module F);

* unit verification (module G);

+ full quality assurance (module H).

Context

Decision 93/465/EEC is repealed by Decision No 768/2008/EC on a common framework for the marketing of products. The provisions
relating to EC marking.
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5.1.7. OVERVIEW OF MODULES

Modules

Description

A

Internal production control

Covers both design and production.

The manufacturer himself ensures the conformity of the products to the legislative requirements (no EU-type
examination).

Al

Internal production control plus supervised product
testing

Covers both design and production.

A + tests on specific aspects of the product carried out by an in-house accredited body or under the
responsibility of a notified body chosen by the manufacturer.

A2

Internal production control plus supervised product
checks at random intervals

Covers both design and production.

A + product checks at random intervals carried out by a notified body or in-house accredited body.

B

EU-type examination

Covers design.

It is always followed by other modules by which the conformity of the products to the approved EU-type is
demonstrated.

A notified body examines the technical design and or the specimen of a type and verifies and attests that it
meets the requirements of the legislative instrument that apply to it by 1ssuing an EU-type examination
certificate. There are 3 ways to carry out EU-type examination: 1) production type, 2) combination of
production type and design type and 3) design type.

C

Conformity to EU-type based on internal production
control

Covers production and follows module B.

Manufacturer must internally control its production in order to ensure product conformity against the EU-type
approved under module B.

Cl1

Conformity to EU-type based on internal production
control plus supervised product testing

Covers production and follows module B.

Manufacturer must internally control its production in order to ensure product conformity against the EU-type
approved under module B.

C + tests on specific aspects of the product carried out by an in-house accredited body or under the

responsibility of a notified body chosen by the manufacturer ().
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C 272/56 Official Journal of the Furopean Union 26,7.2016

The way to comply with this requirement by cconomic operators is not preseribed by Union harmonisation legislation,
but it must be noted that marker surveillance authorities can ask for relevant documents, including invoices, allowing
the origin of the product to be traced, Hence, it could be useful to keep invoices for a longer period than envisaged in
accounting legislation to comply with the requirements on traceability.

4.3, TECHMICAL DOCUMENTATION

— The manufacturer must draw up a technical documentation.

— The technical documentation is intended to provide information an the design, manufacture and operation of the product.

Union harmonisation legislation obliges the manufacturer to draw up technical documentation containing information
to demonstrate the conformity of the product o the applicable requirements. This documentation may be part of the
quality system documentation where the legislation provides for a conformity assessment procedure based on a quality
system (modules D, E, H and their variants). The technical documentation must be available when the product is placed
on the market, whatever its geographical origin or location (%),

The technical documentation must be kept for 10 vears from the date of placing the product on the market, unless the
applicable Union harmonisation legislation expressly provides for any other duration {**%). This is the responsibility of
the manufacturer or the authorised representative established within the Union. Since the concept of “placing on the
market” refers to each individual product, the time period needs to be calculated from the moment when the individual
product that is covered by the technical documentation is placed on the market.

The contents of the technical documentation are laid down, in each Union harmonisation act, in accordance with the
products concerned. As a rule, the documentation has to include a description of the product and of its intended use
and cover the design. manufacture and operation of the product. The details included in the documentation depend on
the nature of the product and on what is considered as necessary, from the technical point of view, for demonstrating
the conformitv of the sroduct to the essential reouirements of the relevant Union harmonisation lesislation or if the
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16.7.2016 Official Journal of the Furopean Union C 27257

4.4, EU DECLARATION OF CONFORMITY

— The manufacturer or the authorised representative established within the Union must draw up and sign an EU declavation of
conformity as part of the comformity assessment procedure provided for in the Union harmonization legislation.

— The EU declaration of conformity must contain all relevant information to identify the Union harmonization [egislation ac-
cording to which it is issued, as well as the manufacturer, the authorised representative, the notified body if applicable, the
product, and where appropriate a reference te harmenised standands or other technical specifications,

A single declaration of conformity is required whenever a product is covered by several pieces of Union harmonisation legisla-
tion requiring an ELT declaration of conformity,

— The single declaration of conformity can be made wp of a dossier containing all relevant individisal declarations of conformity,

Union harmonisation legislation imposes an obligation on the manulacturer to draw up and sign an EU declaration of
conformity before placing a product on the market ("), The manufacturer or his authorised representative established
within the Union must draw up and sign an EU declaration of conformity as part of the conformity assessment
procedure provided for in the Union harmonisation legislation. The EU declaration of conformity is the document that
states that that the product satisfies all the relevant requirements of the applicable legislation.

By drawing up and signing the EU declaration of conformity, the manufacturer assumes responsibilicy for the
compliance of the product.

Just as it is the case for the technical documentation (*7), the EU declaration of conformity must be kept for 10 vears
from the date of placing the product on the market, unless the legislation provides for any other duration (7). This is
the responsibility of the manufacturer or the authorised representative established within the Union. For imported
products, the importer must take on this responsibility for the DoC (*™).
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(4.5.1.4. Principles of affixing the CE marking P60)

4.5.1.4. Principles of affixing the CE marking

The CE marking must take the form below, If the CE marking is reduced or enlarged the propertions must be respected.

The CE marking must be affixed visibly, legibly and indelibly to the product or to its data plate. However, where this is
not possible or not warranted on account of the nature of the product, it must be affized to the packaging, if any, and|
or to the accompanying documents. The CE marking may not, in principle, be affixed until the conformity assessment
procedure has been completed to ensure that the product complies with all the provisions of the relevant Union har-
monisation acts. This will usually be at the end of the production phase. This poses no problem if, for example, the CE
marking is on a data plate that is not affixed to the product until after the final inspection. However, if {for example) the
CE marking is affived by stamping or casting, the marking can be affixed at any other stage of the production phase,
provided that the conformity of the product is verified as part of the production process.

The requirement for visibility means that the CE marking must be easily accessible for all parties. It could, for instance,
be affixed on the back or underside of a product. The requirement for visibility does not necessarily mean thar the CE
marking must be visible before opening a products’ packaging because affixing the CE marking also to the packaging is
only necessary in case this is explicitly required in the relevant Union acts. A minimum height of 5 mm is required to
ensure that it is legible. However according to the several pieces of legislation (%) the minimum dimension of the CE
marking may be waived for small devices or components.

The CE marking can take different forms (e.g. colour, solid/hollow) as long as it remains visible, legible and respects its
proportions, It must also be indelible so that it cannot be removed under normal circumstances without leaving
noticeable traces {for example some product standards provide for a rub test with water and petroleum spirits).
Nevertheless, this does not mean that the CE marking must form an integral part of the product.

[ Such as machinery, personal protective eguipment, active implantable medical devices, medical devices, potentially explosives

45


https://ec.europa.eu/growth/single-market/ce-marking_en
http://ec.europa.eu/DocsRoom/documents/18027/

6—-2. REACH RoHS WEEE DX

Az IHELND?

REACH BELFRICEFSWMENSEN TRV &,
EULIFREELU EIFEENTLVRWLC EDFERH
(EUIBENDBZE 11T D DEUS I A DFEREINREN 1 F > EDIBE (L.
C DR D T(E/RLY)

ROHS BB DREREGEVEMEF DRI
WEEE W EDIRIZTEIR EDI/NEER. YT A DJIUGSFE DA,

FODNFADBEFEIURZRD U1 TIEE,
SNV =0 (OZFEXNY—D) MAEZERLTND I EDFEHR

FEBADIA -V M. TNZNOMRHBIZIC. [Compliancel 12 [Statement] EHOEERENINX THRER
I BDEMAEDEFINEET .
OEDDEEERDTULLD,

46



VR T (CHNTHMNETEVDHDIIREHICDWNWTIU A MELFE U,

- FiES REDoER/ECDONT

a MRSHPSC L HElFTTERRA
TeL076-260-0580 inquiry@pscomp.co.jp
http://www.pscomp.co.jp

b HKASHIL AT YT EERIZEHRE EAN(C(FBTZEAANSICLKDE
B8 IUTF. R, BIIRDZEBHD, EDHZEE
TEL06-6398-3170 cepass_info@crestec.co.jp B ZRIA UER TR Z1ED
http://www.crestec.co.ip/

c MASHIXREXR-J—RLA>3> CSEB HEAN(C(FMBTZEAANSICLDE
HEE AR Bz (bxtsE FIDE) BHIIRDZEBHD. @i% (&
TEL06-6809-6666 sales@cosmos-corp.com A% 5A USRI TRZE
http://www.safetyweb.co.jp/

d HRASHFTIHY-SEZITT7HY—EX PCBHEES EAN(C(FBTEAANSICKDE
BH5E EH & BHIIRBDCEBHD, EDIHFEE
T(L03-6226-2970 shoda@tenderlove.co.jp A% 5 USRI TERZTED.
https://tenderlove-pcb.biz/

e MA=MY—Tvo SEE #o](35Ee Rl
BH5E O 8%

TeL045- 641-0450 noguchi@certec.jp
http://www.certec.ijp/

f VDEJO—/ULB—EXZv/) KRS DRIV —H—EX ERN(CEHERIEIANETCKIDE
TEL06-6232-1567 vde-japan@vde.com NCRDCEEHD, EDHESE
https://www.vde.com/tic-ip 1B % 58 USR] TR ZED



http://www.pscomp.co.jp/
http://www.crestec.co.jp/
http://www.safetyweb.co.jp/
https://tenderlove-pcb.biz/
http://www.certec.jp/
https://www.vde.com/tic-jp

- FiES REDoER/ECDONT

g

APAVE JAPAN #ki&=tt (07/\T =vw)(>) BREPEEED
HEE BL =i (3o AvH)
TeL078-222-1376 katsuki.danjo@apave.co.jp
http://www.apave.co.jp/ip/

BSI J)L—T v )RR St EMmERFEED
TeL03-6890-1170 Testing.Japan@bsigroup.com
https://www.bsigroup.com/ja-JP/

BaftUL Japan hXANY—H—EX
TrL03-5293-6200 customerservice.jp@ul.com
https://japan.ul.com/

SGSTv/)\HAatt O>>a1—~Y—&UF—JILH—EX
BaE RE EA

TeL045-330-1102 miwa.tatsuno@sgs.com
http://www.sgsgroup.jp/

F1IS5A4>S REvw)UIKAEHE

BHEE tH. B5. XB(DIOSH)

TeL045-470-1850 jp_cs@tuv.com
https://www.tuv.com/japan/ip/

71 IJX—R2v ) UBKASH BEMTEHEED EREHRED
BHE s BN

TeL03-3372-4975 Sosuke.Shibuya@tuv-sud.jp
https://www.tuv-sud.ip/ip-ip

el (FeeER

AEl(FeeER

HAW(C(FERTEARNECEDE
RIIRDCEEHD. TDIHZFEE
HHZ5RE USRI T RZS D,

AN (CFERTEARNECLDE
HIIRDCLEEDD. TDHE(E
Hia i USEa T RZTED.

AN (CFERTEHARNECLDE
MHIRBD I LEED D, TDIHaE
Bz USRI T RZSD,

)l (FeE R


http://www.apave.co.jp/jp/
https://www.bsigroup.com/ja-JP/
https://japan.ul.com/
http://www.sgsgroup.jp/
https://www.tuv.com/japan/jp/
https://www.tuv-sud.jp/jp-jp

O: WHLTWA, A ERASICLD.  ZEH: @S U TULRLY

CEN—2 248D EF

1 HRIRGERER A A O A A

2 WRERS—J)LEnXEdE A

3 &M (CPD/CPR) A A A A O o

4 THILF—FEEEMR o A A O O O

5 Bmmiz% (EMC) O O O O O o O O O O o0 o
6 DB5iR (ATEX) O A A A O

7 BRERBEE

8 BKINAS— JAN JAN AN O O

9 MINVZUTAEE SR o A JAN A O O O O O
10 FPFH JAN JAN A O @,
11 KEFEESHEE (LVD) O O O O O o O O O O O o
12 #4% (MD) O O 0O O O A O O O O O O

[(RDEF)
BIZ(IT10 FIFHEIDEREESTIBEY —E 2 E ML TLBDIEhEkD 2 £t
b,d,g® 3t FEGEXRETIEIISAIEE. a,c,e,f,1,j, 10 7 fHEFISEUTOER A,



O: WHLTWA, A ERASICLD.  ZEH: @S U TULRLY

CEX—2248 DN

13 JHIEHEs (MID) O A O A O O

14 EE#42S (MDR) O A O O A O A O O O
15 ESNEIROES O A A O ®

16 IFEEBESRITES (NAWI) o A A O

17 BNMEERE O A A O O A O

18 EHt4ss O O A A O O O O

19 NI A

20 #ERi%E:  (RED) O O O O A O O O O O
21 L=+ —Ffinfid A

23 mEDTE A A A A O O O A
24 BBENERR O O A A O O O O O




8. AMKEDEOERA

AT ITBUE AR RENIEEMAR T > 5 — FIERHR) (X, BRI EEOBNRHIEZILKT
BTz, ER24F108 (CILE S EFR B R MNEdTZIBtE >S5 — (MTEP: TAFTYD) ZRERUE U
IR1E (. BIsRItiE 1801012 1T DA KERTAZTIEE (C KB HEREEE TH/INEEDBNBERZHEL TL)
F9,

F(C. ULTFOU—EXZRELUTVET,

1)  BPFMEEREC K DR

2) EERRESA\OBESNET R

3) BIMRRESMEEEIERY —EX

4) BRI -EX (BSMNRBREIE. MTEPTE = —. BIMRSERSRTF X N)

PRINANB GRER T DIRICHBIRCEN —F 2 TWICDNRA > haeFE Esdic [CEXN—FT AR - IS

U —X] {>, BEOEMEHR CEIVWEHEDZWEEFIEOEEDFRE. SERREZFEDHIC
[MTEP Guidebook Series] ZFITU. F/NMEEDESHRICENTT, TEEMNSHHIAHNZIEITET .
http://www.iri-tokyo.jp/site/mtep/manual.html

201859A12H (k) &£D. BEMEIUADINERERSE. WMERMOEMIEHEC K SHHiTHEEED
FTRICTERNICRITEN3 L LBDFUE,

HHUIAAFED : MIZITBGEAN P/MNMBREEEE(EHE A EFR{EZIER Tel: 06-6264-8624
MFEEFT - IR AIREFREIL27F (M TEIRMEE  IREAEES1LD)

HiF: BlE (2%, BEEREFHPBEFTE)

=== iy N

51



9. Hhbic

EURF =K > TERERP CTH O EHREAXA—H—. AV DRIEEZS T —LARX - AV VRKRIFZOEO>TVET,
[BZE258., EUDMRHICF4 DEERNMRIRENZC EF EIEO—EB. 7320\

“We've never once during 25 years ever got any clause or measure that we wanted into

a European directive. ”

—The Daily Telegraph Junel0, 2016
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