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REGULATION OF PRODUCT CERTIFICATION
AND STANDARDIZATION PROCESSES IN THE EUROPEAN UNION
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Abstract. Research is aimed at investigation of current state of technical regulation system in European Union.
Special attention is paid to peculiarities of standardization and certification in certain countries of EU in order
to implement foreign experience in Ukraine. Despite the wide academic coverage of technical regulation
issue, a range of issues remain unsolved, especially the problem of historical retrospective and possibility
of positive experience implementation. Subject of study. Theoretical and methodological approaches to the
regulation of certification and standardization of processes in the EU, as well as comparative analysis of the
systems in the past and the present. Methodology. The survey is based on research of available publications
on the topic, comparative analysis, induction and deduction. Issues of standardization and certification were
widely discovered by numerous researchers: F.D. Duyvis (1960), W. Hesser and A. Inklaar (1998), C. Shapiro
(1999), A. Richen and A. Steinhorst (2005). But in spite of the deep theoretical background of scientific works,
it is obvious that the most important documents for technical regulations are ISO standards (especially 1SO/
IEC 17021:2006 «Conformity assessment — Requirements for bodies providing audit and certification of
management systems»). Results. The article discovers relationship between main standardization bodies in EU,
studies main legislative documents, reveals its historical retrospective and provides in-depth study of technical
regulation system in Germany and the UK. Information from the article can be used for general understanding
of main processes of technical regulation in EU; practical discovery of marking signs on the products and
comparative analysis of standardization systems in different countries. Practical implications. It is important
to mention practical demonstration of technical requirements in the EU: the signs marking Certificate IN,
Certificate VS, Certificate ONORM, Certificate LVS, which mean compliance with national standards of the
community. For example, Certificate DIN means compliance with the German Standards Institute (Deutsches
Institut fir Normung), Certificate BS - requirements for producers in the UK, Certificate ONORM - sign labeling
in Austria and Certificate LVS has French origins. Value/originality. The study provides complex overview of
product certification and standardization processes in the European Union, taking into account legislative
basis and executive authorities on the European as well as on the local markets.
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1. Introduction

At the present stage of economic development efficiency
of production depends mainly on the implementation of
standards. States with well-developed technical regulation
system have the appropriate level of competitiveness on the
world market. According to the European Committee for
Standardization, all products produced at the enterprises
of the EU (regardless of the size of enterprises) meet the
standards. Such policy ensures free trade policies in the EU
and protects consumers.
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2. Certification and standardization in the EU

Currently, the processesofstandardizationand certification
in the European Union are governed in accordance
with international requirements of ISO (International
Organization for Standardization). It should be noted that
ISO influence is extended to all areas of economic activity,
except for electronics and electrical engineering. Regulation
of electronics and electrical engineering is entrusted to
the International Electrotechnical Commission (IEC —
International Electrotechnical Commission).
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AsitismentionedinISO/IEC 17021:2006 «Conformity
assessment — Requirements for bodies providing audit
and certification of management systems», the overall
aim of standardization is declared as "an assurance to all
stakeholders that the management system meets specific
requirements. The value of certification is reflected in the
degree of public trust and confidence, which are provided
by an impartial and competent assessment by a third

party”.

CENELEC — European Committee
for Standardization in electrical
engineering

/

ETSI — European
Telecommunications

N

CEN — European Committee
for Standardization

o

Fig. 1. Major standardization bodies in The European Union

Standards Institute

Source: developed by author

The European Committee for Standardization was
established in March 1961, although in fact it began the
development of standards only in 1970. Currently, CEN
members are all Member States of the European Union,
three are the members of the European Free Trade
Association (Iceland, Norway and Switzerland are assigned
to the Central Secretariat — scientific and technical non-
profit organization based in Brussels).

European Committee for Standardization in electrical
engineering, which was established in 1972, is not an
institution of the European Union, although it is directly
involved in the formation of the technical adjustment for
EU Member States. Under Belgian law The Committee
is a nonprofit organization headquartered in Brussels.
Members of the European Committee for Standardization
in electrical engineering are the national standards bodies
of electrical products in European countries.

The European Telecommunications Standards Institute,
formed in 1988, bases its activities in the technological
park of Sophia Antipolis, France. Each year European
Telecommunications ~ Standards Institute publishes
two thousand European standards for information and
communication technologies (ICT), including fixed,
mobile, radio communication and Internet technologies.

3. Principles of standardization
and certification

An important aspect of the study of standardization and
certification are the principles of their implementation in
EU member states.

The analysis allows establishing the basic principle
of certification and standardization for the European
Union - liberalization of relations concerning certification
and standardization. We mean the fact that the product
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which has all necessary documents valid on the territory
of one country of the community can be implemented in
other EU countries.

In our opinion, the second essential principle of
certification and standardization of products in the EU
is harmonization of technical regulation procedures. The
essence of harmonization is to create single unified product
requirements affecting the health and safety of humans
and the environment. Features of harmonization are being
discussed in detail by the EU Directives, approved by the
EU Commission.

For instance, Directive 98/34 / EU «Laying down
a procedure for the provision of information in the field
of technical standards and regulations>» regulates the
exchange of information on technical regulations between
Member States; Directive Ne 2001/95 / EU "On general
product safety” declares the purpose and means of
placing safe products on the market. Responsibility for
the harmonization of standards is entrusted to CEN and
CENELEC as well as implementation of standards at the
national level is done by certification authorities of each of
Member State.

In the above-mentioned ISO 17021:2006 certification
and standardization principles underlying the activities of
technical regulation in the European Union are classified
in a different way.

Impartiality Responsibility Openness
. Responding to Management of
Privacy 3 X ialit
complaints impartiality

Fig. 2. Principles of certification and standardization in The
European Union

Source: developed by author

[ EOTS Council ]

the Commission, which
solves special issues in the
field of standardization

[ research laboratories ]

Fig. 3. Structure of The European Organization
for Testing and Certification

Source: developed by author
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For the successful implementation of its duties
certification bodies in each country must be accredited
(accreditation means formal recognition of competence to
perform relevant types of certification).

According to Global concept for certification and testing
of industrial products, adopted in 1989, certification
bodies and research laboratories that are accredited in
one of the countries automatically receive accreditation
for all countries of the European Community. The only
requirement is timely notification of EU Commission's
authority.

Undoubtedly, there is a clear need for coordination and
control over the activities of certification at European
level. These functions are performed by the European
Organization for Testing and Certification (EOTC), which
was established by the EU Commission, the Secretariat of
the European Free Trade Area (EFTA) and the European
Committee for Standardization (CEN, CENELEC).

4. Local technical regulation systems

In our opinion, Germany can be accepted as a
country with the most prominent example of successful
organization of the national standardization system.
Since January 2010 there is a single national accreditation
body DAKkS (Deutsche Akkreditierungs Stelle GmbH).
So, all certification bodies and testing laboratories are
tested in this institution, with the possibility of getting
comprehensive information on the desired subject.

The system of technical regulation of products in the
UK is very similar to the German and is considered as one
of the oldest in Europe. The main body for certification
and standardization is the British Organization for
Standardization, which was established back in 1910. As

s part of Organization operates Testing center for serial
production and Quality Assurance Council, which is
responsible for certification and labeling. Undoubtedly,
British standards organization represents the country in
ISO, CEN and CENELEC.

In fact, accession to the European Union means
accepting the rules of technical regulation and providing a
representative (usually the national authority certification
and standardization) to the three main EU standardization
bodies: CEN (European Committee for Standardization);
CENELEC (European Committee for Standardization
in electrical engineering) and ETSI (European
Telecommunications Standards Institute).

An important feature of standardization and
certification of products in the EU is sequence of reforms
and transformations. According to the resolution of the
European Council from 21 December 1989 law dynamics
in the chosen field depends on the development of
individual modules for each stage of the assessment. In
other words, this provision makes it impossible to develop
the legal framework for technical regulation without
considering each element of the system in practice.

S. Conclusions

Summarizing the above information, we can conclude
the existence of a powerful system of technical regulation
in the EU, which ensures high quality of products (thus
defending the interests of consumers), facilitates the
exchange of information between manufacturers in Europe
and is able to dynamically respond to changing needs of
the international market. Consequently, the successful
implementation of certification and standardization of
industrial products in the EU for a long period indicates
the feasibility of the relevant case law in Ukraine.
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Jhogmuna WABEJIbHUK

PEFYJIMPOBAHUE TPOLIECCOB CEPTUOUKAUWMN W CTAHOAPTU3ALUWK NPOAYKUWNWN B
CTPAHAX EBPOMENCKOIO COIO3A

AHHOTaumA.ViccnegoBaHMe HanpaBieHO Ha U3yYeHre TEKYLLLEro COCTOAHNA CUCTeMbl TEXHUYECKOrO perynnpoBaHuna
B EBponeiickomCotoze. Ocob6oe BHUMaHVe yaenseTca 0CObeHHOCTAM CTaH4aPTU3aL MU U cepTUdMKaLMY BHEKOTOPbIX
cTpaHax EC B uensax peanusaumm 3apyb6exxHOro onbita B YKpauHe. HecMoTps Ha WNPOKMIA OXBaT NCCiedoBaHNA
npob6nembl TEXHWYECKOTO PEerynnupoBaHusA, PAf BOMPOCOB OCTAKTCA HEPELUEHHbIMM, OCOOGEeHHO npobnema
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NCTOPMYECKON PETPOCMNEKTUBbI Y BO3MOXKHOCTY peanm3aunn nonoXuntensHoro onbita. lpegmeT nccnegosaHus.
TeopeTnueckme 1 METOAONOTMYECKME NMOAXOAb! K PErYIMPOBAHMIO CepTUdMKaLMmM 1 CTaHZapTU3aLMmn NpoLeccos
B EC, a TakKe CpaBHUTENbHbIN aHanM3 CUCTEM B MPOLLIOM M HacTosileM. Memodosioeus. PaboTa ocHOBaHa Ha
NCCNeaoBaHUN UMELWNXCA NyOnanKauuin no Teme, CPAaBHUTENIbHOM aHanuse, MHAYKUUN 1 gegyKuuu. Mpobnembl
CTaHpapTu3auum n ceptudrkaumy 6o [OCKOHaNbHO U3yUYeHbl MHOTOUMCIeHHbIMK nccnegoBaTtenamu: F.D. Duyvis
(1960), W. Hesser n A. Inklaar (1998), C. Shapiro (1999), A. Richen n A. Steinhorst (2005). Ho, HecmoTpsa Ha rny6okue
TeopeTyecKne OCHOBbI HayYHbIX PaboT 0UeBMAHO, UTO HaMbosee BaXKHbIMU fOKYMEHTaMU B 06/1aCTV TEXHUYECKOTro
perynunpoBaHus aBnstoTca ctaHgapTbl ISO (B uactHocTy, ISO /1EC 17021: 2006 «OueHKa cooTBeTCTBUA — TpeboBaHMs
K OpraHam, MpoBOAALLMM ayAUT U CePTUPUKALNIO CUCTEM MeHeXKMeHTa»). Pe3ysismamel. B cTaTbe 0OHapy»KrBaeTcs
B3aMMOCBA3b MeXJy OCHOBHbIMW OpraHamu no ctaHgapTu3auuu B EC, n3yyaloTca OCHOBHblE 3aKOHOAATENbHble
JOKYMEHTbI, pacKpbIBaeTCA UCTOpUYecKan peTpocnekTnsa n obecneumBaerca yrnybneHHoOe nsyyeHne cuctembl
TEXHUYECKOro perynmpoBaHua B fepmaHunm n BenmkobputaHnn. Hdopmauma 13 cTaTbi MOXET ObiTb MCMONb30BaHa
Zna o6Liero NoOHNMaHMA OCHOBHbIX NMPOLIECCOB TEXHUYECKOro perynupoBaHua B EC; npakTnyeckoro nuccnegoBaHus
MapKUPOBOYHbIX 3HAKOB Ha MNPOAYKTax M CPaBHUTENbHOrO aHanu3a CUCTeM CTaHAAPTU3aUMM B Pa3HbIX
cTpaHax. lpakmuyeckoe 3Ha4deHue. BaXXHO OTMETUTb MPaKTUYECKY0 AEMOHCTPALMIO TEXHUYECKMX TPeboBaHMWI
B EC: 3Hakm mapkumposku Ceptudukat IN, Ceptuduxar VS, Ceptudpuxkat ONORM, Ceptudumkar LVS o3sHauatoT
COOTBETCTBME HaLMOHaNbHbIM CTaHAapTaMm coobulectBa. Hanpumep, ceptuduxat DIN o3HauaeT cobniopeHue
TpeboBaHu MHcTuTyTa ctaHgapToB lepmanum (Deutsches Institut fiir Normung), ceptudukat BS — TpeboBaHui
ana npowssoautenein B Bennkobputanum, ceptudukat ONORM — 3Hak MapKnpoBku B ABCTpum, ceptudukar LVS
nUmeeT dpaHLy3CKme KOpHU. 3HayeHUe/opu2uHanbHOCMs. B nccneqoBaHnn cogepXuTca KOMMIEKCHbIA 0630p Mo
npoteccam cepTuouKaLmm U 1 cTaHgapT13aumm npogyKkumm B EBponerickom Coto3e, C y4eTOM 3aKOHOAATeSIbHOW
6a3bl U NCMOMHUTENIbHON BIACTM Ha KaK Ha 00LLeeBPONENCKOM, TaK 1 Ha MECTHbBIX PbIHKaX.
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