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Harmonization Issues




\What have we done night

N the last few years?

Same
(Mutual
recognition)

Equivalent
(harmonized)

In compliance 2006 -2009

(standardized) Beginning of the
Implementation of

‘ the RAC System
2000-2006

Fast changes in the
regulations to fulfill
obligations, some
standardized RACs
were established

2000

Rules not in

compliance before
the establishment
of the RAC System

C——

2009 -20...

Final Goal, the RAC
system is updated
and revised
periodically




How can we effectivelydealiwithiiannenizatienissues that may
continue to existduertordiiferences amongrStates or regions?

>*More analytical requirements are necessary

» Economical feasibility

» Technological feasibility
» Paperwork Burden
»Impact on small businesses
» Peer review




‘ What remainsiie ke tene?

+Cost - effective
+0Operative Practices
+Structures
+Culture




@ How this can be best achieved?

CLEAR DECISION RULES FOR HARMONIZATION

1) Simplification
2) Interchangeability
3) Specification

4) Criteria when some rule or varlant .should » not b be
harmonized

5) Criteria for selecting how to comply (best practices)
6) Based on process performance and cost
7) Efforts needs to be organized




