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Timeframe / ProcessTimeframe / Process

Commission adopted Proposal 14 Feb 2007 Commission adopted Proposal 14 Feb 2007 
Approved in EP Plenary 21 Feb 2008Approved in EP Plenary 21 Feb 2008
Formal Council adoption  23 June 2008Formal Council adoption  23 June 2008
Publication in OJEU  13 August 2008Publication in OJEU  13 August 2008
Entry into force 20 days after publicationEntry into force 20 days after publication
Date of application of Regulation is 1 Jan 2010Date of application of Regulation is 1 Jan 2010
Decision Decision ‘‘sui generissui generis’’ = can be used immediately= can be used immediately
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ObjectivesObjectives

Overall New/Old approachesOverall New/Old approaches
Add missing chaptersAdd missing chapters

Coherence for existing textsCoherence for existing texts
Both consumer & non consumer productsBoth consumer & non consumer products

Horizontal texts but no direct modifications to Horizontal texts but no direct modifications to 
existing legislationexisting legislation

Role of European StandardisationRole of European Standardisation
Regulation & DecisionRegulation & Decision
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Complementary legislative toolsComplementary legislative tools

REGULATIONREGULATION

AccreditationAccreditation
Market surveillance Market surveillance 
-- internalinternal
-- imported productsimported products

general principles general principles 

Applicable from 1 Jan 2010Applicable from 1 Jan 2010
Lex Specialis Lex Specialis 
sectorals/GPSDsectorals/GPSD

DECISIONDECISION

Definitions/obligations Definitions/obligations 
traceabilitytraceability
Notification (criteria / Notification (criteria / 
process / accreditation)process / accreditation)
Conformity assessment Conformity assessment 
proceduresprocedures
Safeguard mechanisms Safeguard mechanisms 
(market surveillance(market surveillance))

markingmarking
Basis for future legislationBasis for future legislation
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Scope of the packageScope of the package

AccreditationAccreditation
Products & servicesProducts & services

Market SurveillanceMarket Surveillance
Exclusions for : Exclusions for : foodfood -- feedfeed, , humanhuman bloodblood, , 

cellscells, tissues and agricultural , tissues and agricultural productsproducts via via 
the the productproduct definitiondefinition in Article 15in Article 15

Other sectors Other sectors 
LLex specialisex specialis -- pharmaceuticalspharmaceuticals, aviation, , aviation, 

drugdrug precursorsprecursors, , medicalmedical devicesdevices and and motormotor
vehiclesvehicles givengiven as as examplesexamples in in recitalsrecitals
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AccreditationAccreditation & & NotifiedNotified bodiesbodies

LegalLegal base for base for AccreditationAccreditation
RoleRole ofof accreditationaccreditation

ReinforcedReinforced criteriacriteria for for NBsNBs
HarmonisedHarmonised requirementsrequirements for notification for notification processprocess

Clean Clean upup listlist ofof NBsNBs??
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Market SurveillanceMarket Surveillance

Change of Change of mindmind--setset on on marketmarket surveillancesurveillance
BEFOREBEFORE: Exception to free : Exception to free movementmovement of of goodsgoods
NOWNOW: : DutyDuty to to enforceenforce EU EU legislationlegislation properlyproperly
and to and to withdrawwithdraw non non complyingcomplying or or dangerousdangerous

productsproducts
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Market SurveillanceMarket Surveillance

MAJOR OBLIGATIONSMAJOR OBLIGATIONS

ApppointApppoint appropriateappropriate national national authoritiesauthorities
EnsureEnsure theythey are are givengiven appropriateappropriate authorityauthority,,

PowersPowers and and meansmeans to to interveneintervene
Obligation to Obligation to interveneintervene in case of non in case of non compyingcompying

or or dangerousdangerous productsproducts
Obligations for Customs Obligations for Customs AuthoritiesAuthorities

Obligation of coordination Obligation of coordination betweenbetween national national 
authoritiesauthorities and customsand customs
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Market SurveillanceMarket Surveillance

EU System:EU System:
Cross Cross frontierfrontier cooperationcooperation

Exchange of Information  Exchange of Information  
•• RAPEXRAPEX

•• General General databasedatabase
Consultation Consultation ProcessProcess atat national national levellevel

Coordination (Coordination (ADCOsADCOs, Customs, , Customs, ShareShare
ressources, ressources, etcetc))
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ConclusionsConclusions

AccreditationAccreditation
ReviewReview of of existingexisting sectoral sectoral legislationlegislation
Horizontal standardisationHorizontal standardisation

Marking or consumer mark?Marking or consumer mark?
MarketMarket surveillance:surveillance:

•• Effective protectionEffective protection
•• Equivalent Equivalent levellevel protection & protection & burdensburdens

•• LevelLevel playingplaying fieldfield
•• RebalanceRebalance prepre & post & post marketmarket controlscontrols

•• IntegratedIntegrated EU system: EU system: avoidavoid EU EU decisionsdecisions by by 
takingtaking coordinatedcoordinated positions positions earlierearlier
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Web site addressesWeb site addresses

New Approach review: New Approach review: 
http://ec.europa.eu/enterprise/newapproach/review_en.htmhttp://ec.europa.eu/enterprise/newapproach/review_en.htm

New Internal Market Package for Goods:New Internal Market Package for Goods:
http://ec.europa.eu/enterprise/regulation/internal_market_packaghttp://ec.europa.eu/enterprise/regulation/internal_market_package/e/

index_en.htmindex_en.htm

Questions:Questions:
EntrEntr--regreg--approachapproach--forfor--freefree--circ@ec.europa.eucirc@ec.europa.eu

http://ec.europa.eu/enterprise/newapproach/review_en.htm
http://ec.europa.eu/enterprise/regulation/internal_market_package/index_en.htm
http://ec.europa.eu/enterprise/regulation/internal_market_package/index_en.htm
mailto:Entr-reg-approach-for-free-circ@ec.europa.eu
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