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The New Legislative Framework

Regulation 765/2008 of 9 July 2008 for
accreditation & market surveillance
(OJ L218/30 of 13/08/2008)

Decision 768/2008 of 9 July 2008 on common
framework for the marketing of products
(OJ L218/82 of 13/08/2008)

Date of application of Regulation 1 Jan-2010

Decil SuUlgemensd. .= . can beused



The New Legislative Framework

REGULATION DECISION

ILleerceliz ] 0 Definitions / obligations
IO Notification (criteria /

UL process / accreditation)
- Imported products . :
. e U Conformity assessment
u general principles
Lol . procedures
U Financing elements . :
U Safeguard mechanisms
Applicable from 1 Jan 2010 (& market surveillance)
Lex Specialis 0 marking

sectoralSGPSD : : :
Basis for future legislation
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The New Legislative Framework

LEVEL OF SAFETY
+ QUALITY OF PRODUCTS
+ QUALITY OF OPERATORS
+ QUALITY OF CA PROCEDURES
+ QUALITY OF SRD PARTIES
+ QUALITY OF ACCREDITATION
+ QUALITY OF MARKET SURVEILLANCE
+ QUALITY OF CONTROLS.OF SRD COUNTRIES

(CE MARKING)
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Market survelillancei Member States

u Obligation to withdraw dangerousproducts

U Obligation to have thepowers authority &
means(evento destroy) & Sanctions

U Obligation to inform

U Obligation to organisecooperationbetween
authorities

u National market surveillance programmes

U Role ofi customs/control ofproducts from: 3rd
countries
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Market Survelllance | Commission

U Relations between Regulation/Sectoral
legislation/GPSD

U Review of RAPEX in light of Regulation
U General database for article 23
U Co-ordination infrastructures
U Customs link to market surveillance
U Operation of safeguard clauses //mechanisms
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On going work to ensure consistent application

U General implementation & nat. programmes
U Role of customs

U Serious risk, risk assessment,
adequate/appropriate checks etc

U Preparation of multi'annual programme
U RAPEX/IICSMS
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Implementation of NLFE

Regulation is directly applicable and applies
alongside sectoral legislation

Decision ISsul generis& reguires integration
INto sectoral legisiation

Alignment
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Alignment

u Definitions
U Obligations for economic operators
U Traceability

U Notification:-new-criteria’/'/new-process / strong
role for accreditation

U Updated & consolidated conformity assessment
procedures

U Market surveillance provisions



