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m Principles of ACAAs

Agreements for Conformity Assessment and
Acceptance of Industrial Products

Model for countries currently not (yet) candidates for EU.

o

 Use of the Community system of standardization and
conformity assessment in selected harmonized sectors

to facilitate trade and market access in both direc  tions
l.e. participating in the European Common Market

« Approximation of third countries’ legislation with that of EU
(Adoption of relevant part of the EU legislation, called “acquis™)

« Adoption of appropriate implementing structures,
particularly in the field of standardization
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m EU — Serbian ACAA

Agreement for Conformity Assessment and
Acceptance of Industrial Products

for selected harmonized sectors

Envisaged:
. Sector Machinery

. Sector Electrical Equipment
« Sector 7?7?77

11/2009 Belgrade




m Conditions for ACAAs

to be met

o

 Adequate infrastructure for accreditation,
standardization and conformity assessment

* Adoption of relevant part of the EU legislation
(called “acquis”)

 Regulatory cooperation and technical assistance

 Formal agreement with the EU
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Machinery Directive
2006/42/EC

Serbian Regulation on
Safety of Machinery




“ Fulfilling Essential Requirements

by applying Harmonised Standards*

=

Essential Requirements EN ISO 12100
(Machinery Directive) eﬁete“ce
® __{EN 60 204-1
o
Type \\\‘ EN ISO 13850
C-Standar T EN L

\ 4
Type
Design of XXX-Machines — | |A/B-Standards

*Harmonised Standards describe State of the Art
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ENISO 14121 -1 Principles for Risk Assessment

Risk Assessment - Methodology

Definition of the Limits
O Identification of

~. Hazards

<\Risk Estimation

\/ Risk Evaluation \

Further Adequate

Risk 4 Risk Reduction

Reduction no achieved ?
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s Hazard identification
Amechanical
- electrical
,thermal
noise
vibration
hazards: radiation

| explosion
combination of hazards
hygiene and health

human factors
documentation/instruction for use




m MD conformity / certification E

Certification Procedures from 29.12.2009
( y - Machinery Directive -

\% The Manufacturer or his authorized

representative assures conformity
* by self control of internal production or

\v | « for 18 very dangerous products and

5 types of safety components (Annex V)
- if no full compliance with harmonised standards
Involvement of a Notified Body for

Q — EC Type-Examination or

— Full Quality Assurance procedure
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CE Conformity Marking
(Annex IlI-A)

The manufacturer or his authorised representative in the community
must affix the CE marking to each product
where not practically possible, on the packaging or instructions.

q3

If the product is also subject of other Directives
‘relating to other aspects’ and providing for CE ma rking,

the marking shall indicate that the product also co nforms to
the provisions of those other Directives. >>>

The marking CE might be amended by e.g. the guaranteed sound
power level and/or the identification number of a Notified Body.
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EU Directives related to Machinery

IICEII
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Conformity Marking In Serbia
before an ACAA or EU membership

The manufacturer must affix the Serbian conformity marking to each
product , where not practically possible, on packaging or instructions.

_Ifthe product is also subject of other Serbian

“ regulations providing for this conformity marking,
the marking shall indicate, that the product
also conforms to those other regulations.

If the product conforms to all related EC Directive s providing for
CE marking , the manufacturer can affix the CE mark

(instead of the Serbian conformity mark !?) C E
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EU Directives related to Machinery

Horizontal Directives

o 2001/95/EC General Product Safety for consumer products
regarding market surveillance by manufacturer

o 94/62/EC Packaging and Packaging Waste

Directives on certain Hazards or Aspects

o 2004/108/EC Electromagnetic Compatibility

2000/14/EC Noise Emission by Equipment for Use Outdo  ors
94/9/EC Equipment in potentially Explosive Atmospher es
70/156/EEC  Type-Approval of Motor Vehicles and their  Tralilers

2003/37/EC Type-Approval of Agricultural or Forestry tractors,
their Trailers and Interchangeable Towed Machinery

Directives on Mechanical Products

e 95/16/EC Lifts
o« 2009/105/EC Simple Pressure Vessels (consol. 87/404 /EEC)
o 97/23/EC Pressure Equipment
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Directive 2000/14/EC
Noise of Equipment for use outdoors

Certification Procedures
The Manufacturer or his authorized ‘ E
U representative assures compliance

 for equipment stated in Article 12

W o

v\ $’ - by not exceeding limit values of sound power level
N S
NP

- by internal production control  and involving a
Notified Body for assessment of the Technical
Documentation and periodical production check or

- unit verification by a Notified Body or

- full quality assurance system under surveillance of

QQ a Notified Body
Y
*

e for equipment stated in Article 13
- by guarantee of the indicated sound power level
- by self internal production control
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ATEX Directive 94/9/EC
- Scope -

Directive applies to

e equipment and protective systems
Intended for use In potentially explosive atmospheres

o Safety devices, controlling/regulating devices intended for use
outside potentially explosive atmospheres but required for the
safe functioning of equipment and protective systems

Explosive atmospheres = Mixture with air, under atmo spheric conditions,
of flammable substances in the form of gases, vapou rs, mists or dusts
In which after ignition combustion spreads to entir e unburned mixture.

Note: Regarding protection of workers against explosion r Isks at work place
Directive 1999/92/EC has to be complied with by the employer .
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ATEX Directive 94/9/EC

Certification Procedures C €

The Manufacturer or his authorized
representative assures compliance

depending on the Equipment and Category

q\ * by self control of internal production and

deposit of the Technical Documentation at a
Notified Body;
. by Involving a Notified Body for
an EC-Type Examination and
— production guality assurance or
— product quality assurance or
— product verification
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Lifts Directive 95/16/EC

Certification Procedures

The Manufacturer or his authorized representative
assures compliance

N

b by involving a Notified Body
B\

O)

o for EC Type-Examination
and a choice of
e product-, production- or full quality assurance

| Essential health and safety requirements make
reference to those of the Machinery Directive !
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Pressure Equipment
Directive 97/23/EC

Certification Procedures C €

The Manufacturer or his authorized representative
assures compliance

according to the Category

* by self internal production control
or

* Dby involving a Notified Body for a
EC-Type Examination and choice of
product-, production- or full quality assurance

Belgrade 18



Low Voltage Directive
LVD 2006/95/EC

Serbian Regulation on
Electrical Equipment



LVD certification

\“/
o
\O)
:(o
Q
v

11/2009

Certification Procedures

- Low Voltage Directive - C E

The Manufacturer or his authorized
representative assures compliance

by self control of internal production
and application of

e Harmonised Standards

e or notified IEC Standards
« or National Standards (restricted)
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Technical Compliance with
Safety Objectives

Compulsory : Electrical Equipment
to comply with the relevant Safety Objectives of Di r. Annex |

e carry out a Risk Assessment
- identify the hazards, estimate and evaluate theri sk

e eliminate the hazards or reduce the risks  (in following order) by

1. inherently safe design,
2. protective measures,
3. information for use

o draw up Instructions/Information for use
In language(s) of use (requirement of GPSD Art. 5.1)
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CE Conformity Marking
(Annex IlI-A)

The manufacturer or his authorised representative in the community
must affix the CE marking to each product
where not practically possible, on the packaging or instructions.

q3

If the product is also subject of other Directives
‘relating to other aspects’ and providing for CE ma rking,

the marking shall indicate that the product also co nforms to
the provisions of those other Directives. >>>

The marking CE might be amended by e.g. the guaranteed sound
power level and/or the identification number of a Notified Body.
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EC Directives related to Electrical Equipment

IICEII
Electrical Equipment
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Conformity Marking In Serbia
before an ACAA or EU membership

The manufacturer must affix the Serbian conformity marking to each
product , where not practically possible, on packaging or instructions.

_Ifthe product is also subject of other Serbian

“ regulations providing for this conformity marking,
the marking shall indicate, that the product
also conforms to those other regulations.

If the product conforms to all related EC Directive s providing for
CE marking , the manufacturer can affix the CE mark

(instead of the Serbian conformity mark !?) C E
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Directives related to Electrical Equipment

(1)

Leading Directive
2006/95/EC Electrical Equipment within certain volta  ge limits

Horizontal Directives

2001/95/EC General Product Safety for Consumer Products
94/62/EC Packaging and Packaging Waste

Directives on certain Hazards or Aspects

2004/108/EC Electromagnetic Compatibility

2002/96/EC Waste from Electrical and Electronic  Equipment
2002/95/EC Hazardous Substances in Electronic Equipment
Regul. 1907/2006 REACH - Reqistration, ....., Restriction of Chemicals
2000/14/EC Noise Emission by Equipment for Use Outdo  ors
94/9/EC Equipment in potentially Explosive Atmospher es

11/2009 Belgrade
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Directives related to Electrical Equipment

(1)

Leading Directive

2006/95/EC Electrical Equipment within certain volta  ge limits
Directives on Energy Efficiency and Energy Labellin g
2000/55/EC* Energy Efficiency of Ballasts for Fluorescent Light
96/57/EC* Energy Efficiency of Household Refrigerato  rs/Freezers
*+ 2005/32/EC  Eco-Design of Energy-using Products
92/75/EEC Energy Labelling of Household Appliances
+ 86/594/EEC Airborne Noise by Household Appliances

and its Implementing Directives

. 2002/40/EC Electric Ovens

. 2002/31/EC Air-Conditioners

. 98/11/EC Lamps

. 97/17/EC Dishwashers

. 96/60/EC Combined Washer-Dryers
. 95/13/EC Electric Tumble Dryers

. 95/12/EC Washing Machines

. 94/2/EC + 2003/66/EC Electric Refrigerators, Freeze rs & their combinations

11/2009
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EMC DIRECTIVE
2004/108/EC

Serbian Regulation on
Electromagnetic Compatibility

Equipment containing electrical and/or electronic parts,
liable to generate electromagnetic disturbance (emissions) or
liable to be affected by such disturbance (immunity)



EMC certification

Certification Procedures
- EMC Directive - ( €

The Manufacturer or his authorized
representative assures compliance

or/and
by EMC assessment
and voluntary

* Involve a Notified Body for assessment of
Technical Documentation and issue of a
Statement of Compliance

&
o
ls * by application of Harmonised Standards
&
S
f\,
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Directives RoHS 2002/95/EC
and WEEE 2002/96/EC

Both Directives to be considered in conjunction wit hthe LVD !

e ROHS = Restriction of use of certain Hazardous

Substances in electrical and electronic equipment
Is a free trade directive (Article 95)

Products falling under WEEE-Annex IA (except cat. 8+9) shall not
contain Lead, Mercury, Cadmium, PBB, PBDE, hexavale nt

Chromium (except applications in RoHS-Annex)

 WEEE = Waste Electrical and Electronic Equipment
Is an environment directive (Articlel75) >>>
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WEEE Requirements

Producers / Importers of mainly household and consumer equipment

are responsible for ensuring return of WEEE to distributors on a
“one to-one basis”, set-up and operate take-back systems

or third parties set up systems for the treatment and meet certain
recovery rates, recording mass etc.;

shall provide information to private users how and where to dispose,

shall mark the product with the “crossed out wheel bin” sym bol ;

shall provide a guarantee for financing of the measures, by joining a
collective scheme or a recycling insurance or blocked bank account
covering future cost.
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Regulation (EC) No. 1907/2006
REACH
concerning the Registration,
Evaluation, Authorisation and
Restriction of Chemicals



Directives on Energy Efficiency

Directive 2000/55/EC*
on Energy Efficiency requirements for
Ballasts for fluorescent lighting C E

Directive 96/57/EC*

on Energy Efficiency requirements for household
electric refrigerators, freezers and combinations

*) + 2005/32/EC Eco-Design of Energy-using Products
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Directives on Energy Labeling
of Household Appliances

Directive 92/75/EC

on indication by labelling and standard product
Information of the consumption of energy
and other resources by Household Appliances

+ 86/594/EEC Airborne Noise by Household Appliances

Directives implementing Directive 92/75/EC.:
« 2002/40/EC Electric Ovens
. 2002/31/EC  Air-Conditioners
. 98/11/EC Lamps
. 97/17/EC Dishwashers
. 96/60/EC Combined Washer-Dryers
. 95/13/EC Electric Tumble Dryers
. 95/12/EC Washing Machines
. 94/2/EC + 2003/66/EC Electric Refrigerators, Freeze rs &combinations
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Conditions for ACAASs
to be met

 Adequate infrastructure for accreditation,
standardization and conformity assessment

« Adoption of relevant part of the EU legislation
(called “acquis”)

e Regulatory cooperation and technical assistance
 Formal agreement with the EU
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European Standardization
CEN/ CENELEC

;

Members: National Standards

Bodies
EU Countries

EFTA Countries

IST

NSAI
ETCI

Affiliates (EU cand.)
Affiliates (ACAA cand.)

ON
; GEOSTM|
CEl : '

AFNOR
UTE

St ]

_
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Affiliates’ Infrastructure for
Standardisation

NSB'’s participation in European standardisation of CEN/CENELEC as

o Affillate (in the frame of European Neighbourhood Policy)

— Implement EN as national standards , at least those of TCs
participating, and withdraw any conflicting national standard ,

— (but self-evident in case of ACAA) implement all European
Harmonised Standards relevant to the sector

to become

e Member (as member of EU or EFTA)
— Implement 80 % of all European standards
(but self-evident) all European Harmonised Standards
— withdraw all conflicting national standards
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Harmonised Standards
per sector

Harmonised Standards in the sectors related to

Machinery and Electrical Equipment

Machinery 98/37/EC > 2006/42/EC: 670 EN
Lifts O5/16/EC: 14 EN
Low voltage equipment 2006/95/EC : 730 EN & HD
Electromagnetic compatibility 2004/108/EC 120 EN
ATEX 94/9/EC . 85 EN
Packaging and packaging waste 94/62/EC 6 EN
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Products of European
Standards Organisations

« EN - European Standard

« ENISO - EN identical with ISO Standard
- possibly elaborated parallel (Vienna Agreement)

EN from CENELEC whether identical with IEC Standards
- possibly elaborated parallel (Dresden Agreement) —

or modified due to additional European requirements

e HD - Harmonisation Document (only by CENELEC as transitional
standard before EN)

national issued as BS EN... (UK), DIN EN... (D), SRPS EN... (SRB)

CEN/TS - Technical Specification
CEN/TR - Technical Report
CWA - Workshop Agreement
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Where to get information?




Information on
Directives and Standards

Standards published:
« CENELEC > www.cenelec.eu

« CEN > www.cen.eu > sectors > list of sectors > work programme

EU Legislation - Directives - Official Journal:
« EU > www.eur -lex.europa.eu > simple search

EC Directives and related Harmonised Standards:
 New Approach > www.newapproach.org/directives
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End of the Public Hearing

- See you soon as part of the
European Common Market !



