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Zonal procedure in SK

Basic standards for SK legal and practical issues set and (quite
good) working

National contact point for zonal notifications:
zonal.contact@uksup.sk

Authorisation system still decentralised — internal
communication complicated and inflexible

Fluctuation in specialist area (training) — lack of human
resources




Authorisation structure

Fate and behaviour
(section 5 divided)

Toxicology, residues,

OPEX (section 3 and 4)
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Bee ecotox, efficacy, fyz-chem, analytical
methods, identity
(sections 1,2, (part of) 6, 7)

Ecotoxicology
(section (part of) 6)
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(zonal) STEP II approach (in SK)

,STEP II“ means ,,STEP 11 (not zonal application, not mutual
recognition as welcome but not binding)

ZRMS dRR submission - 1 year prior to STEP Il deadline

Reasons — evaluation delay, differences in submission details,
zRMS attitude

Only 1 deadline = re-registration deadline

Implications to authorised products in SK

(zonal) Checking Industry
application the status deadline




(not)Submission of dRR

Efforts for dRR submission avoidance
Reasons? (small market, only SK application, small changes,...)

Impact — commenting period, language, timelines

SK
/ MARKET
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Capacities of SK

SET LIMITS
5 new application
3 STEP Il application

2014-2015
Almost full, negotiations for next seasons ongoing




Commenting period

Comment all notified applications or only SK as
cMS?

Capacities vs. Future mutual recognition
Proposed changes in SK




Thank you for your
attention.




