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National authority responsible for
authorization of PPPs

MAFRD (Ministry of Agriculture, Fisheries and Rural Development
DAFI (Directorate of Agiruculture and Food Industry)

Phytosanitary Sector
Plant Protection Products Department

MINISTARSTVO POLJOPRIVREDE, RIBARSTUA
1 RURALNOG RAZVOJA

Technical and scientific support

e — —

IMR- 1hstitute for Medicinal Research and
Occupational Health
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2

PHYTOSANITARY
SECTOR

DEPARTMENT OF PLANT
PROTECTION PRODUCTS

D-PPPs responsibility

drafts legislation in the area of PPPs
and pesticide residues

coordinates the process of registration
and re-registration of PPPs between
apglicants and evaluators (from
submmision of the dossier to issuance
of the authorization

carries out completeness check of
application for registration of PPPs

issues decisions on the authorisation of
PPPs

prepares and coordinates programmes
of post-authorisation control of PPPs
(formulation monitoring)

prepares and coordinates national
monitoring programmes of pesticide
residues in the products of plant origin

maintains necessary evidences and
registers relating to PPPs




CAFRA: Croatioan Centre for Agriculture, Food and Rural Affairs -
Plant Protection Institute (PPI)

Evaluation of dossiers and risk assessment, except the mammalian
toxicology

Laboratory analysis of physical-chemical properties in
post-registration control of PPPs

IMR - Institute for Medicinal Research and Occupational Health

- Evaluation of dossiers and risk assessment
of mammalian toxicology and operator exposure

PPI & IMR

Preparation of proposals on authorisation PPPs (registration reports)
Technical coordination of experts involved in dossier evaluation
Preparation of expert opinions related to PPPs on MAFRD request

Cooperation in drafting legislation and guidelines documents in the
area of PPPs
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PPPs legislation

Croatia has transposed and implemented EU legislation V‘li

Necessary national legislation also has been adopted

EC accepted proposal of Croatia to start with graduall process of
re-registration of ,o0ld” PPPs authorized before implementation of
EU legislation ERESPA

Parallely, authorization holders, industry, associations and otherw:UL

interested public has been informed about new Ieglslatlon and .;'; —
registration procedures through meetings, workshops, web, .

555555 tilon

Administrative staff and evaluators are trained by consecutive EU
twinning projects (CARDS Twinning: 2002, 2004, IPA 2007)

Process of registration and re-reg according to UNIFORM js=—
PRINCIPLES has been started in 2008

To the July 2011 work on registration & re-reg was continuously
supported by UK experts
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1st Program of re-registration of existing PPPs
according to Uniform Principle

7Preparation of Programm was supported by UK experts within CARDS 2004
Groups Deadline for dossier submition No. PPPs

01/01/2009 59

01/07/2009 83

.\'?’S":h

30/10/2-

o

To be determined later cca 230
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Re-registration of PPPs

OTotal
B Re-reg.

1. Group 2. Group 3. Group 4. Group 5. Group

H No of PPPs for re-registration supported by dossiers according to new
legislation (Uniform Principles) 8
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Revision of the Programme of re-registration

According to existing Programme of re-registration - submission
of the dossier was required in one step (Ax II & Ax III) because
the aim was that Croatia reach deadline of the EU re-reg
programme

New revised Programme:

submission of the dossier for evaluation is planned to be in 2
steps

will comprise groups VI-VIII

Plan is that all PPPs authorized in Croatia are in compliance with
EU Step 1 requirements to the date of Croatia’s accession to EU
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Submited application for re-registration
I-V group and their status
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~New"” application submitted for authorization
according to Uniform Principles
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Total No of all applications (new +re-registration)
divided by ,types” of applications

100%
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80% %)

70%

m Recognition
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Provisional

40% m Standard
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20%

Types of applications

10%

m Standard Provisional m Recognition 0%

: . Total No Submitted = 190
m Extraordinary m®Research Minor uses
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Extraordinary & Extension for Minor Uses

No. of authorizations extended for minor uses uses/minor
crops: 35

v" 118 new uses (fungicides)
v' 99 new uses (herbigci
v" 65 new uses (it

u FUNGICIDES
= HERBICIDES
= INSECTICIDES

Emergency situations: in 2011 till the October has been issued 22
extraordinary permits
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New EU legislation @P
AR

Within the IPA 2007 twinning project:

New Regulation (EC) 1107/2009 was presented and explained
to Croatian registration team by UK CRD-York experts and by
Slovenian and Greece experts, who gave advices, proposals
and their expectations relating to new provisions and
requirements

Sustainible Use Directive 2009/128/EC was presented in detail
too

— Drafting of the Ordinance on sustainable use of pesticides was

supported by UK experts
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Current tasks
F/

F
F

SUSTAy,  CRMACILsK;

New legislation: drafting of SUD Ordinance is in final phase,

Draft will be published on MARD Web site for public to make
comments

Drafting of NAP in 2012

New Information System for PPPs & Residues is in phase of
production — will serve as key tool to registration staff during the
process of authorization, in preparation of monitoring programmes,
In keeping of prescribed registers & evidences , as well as for
information of stakeholders and all interested parties (stakeholders,
industry, general public, ...)

Drafting of Programme of re-registration procedure: new deadlines
for groups VI-VIII will be determined by revised Program of re-
registration (submission of the dossier in 2 steps)

15
CEUREG FORUM XV - Bratislava, October 6-7th 2011 HR- Ministry of Agriculture, Fisheries and Rural Development, Visnja Ljubeti¢



EUROPSKA *
UNIJA

e
HRVATSKI PUT Y

July, 2013 — Date of the accession of Republic of Croatia
to EU

Regulation 1107/2009 & GDs will be directly applicable

New national legislation about the registration procedures and
responsibilities is planned to be adopted to the end of 2012

At this stage MS practical experiences are ,,collected” @
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