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Bases legals - Fitosanitaris | Biocides

Subjectes a doble procés d’'aprovacio:

» substancies actives: nivell EU
* Productes fito: nivell EM (normalment)

REGLAMENT CE 1107/2009 de

comercialitzacié de productes fitosanitaris

°| REGLAMENT UE 28/2012 sobre

comercialitzacio i us de biocides

M# #
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Determinats mitjans de
defensa fitosanitaria (DMDF)

RD 951/2014, regula la comercialitzacio de

determinats mitjans de defensa fitosanitaria

Inclou exclusivament:
- els organismes de control biologic

- les trampes
- altres mitjans o dispositius de monitoratge
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Bases legals

REGLAMENT CE 396/2005: de residus de productes

fitosanitaris en aliments | pinsos

8| DIRECTIVA 2009/128/CE: marc d’actuacio de la UE per

assolir un Us sostenible dels plaguicides M# #

b Real Decret 1702/2011 , inspeccio equips aplicacio
Real Decret 1311/2012, Us sostenible fitosanitaris
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Directiva 2009/128/CE (DUS)

Us sostenible dels plaguicides

Pla d’Accio Nacional: indicadors i objectius
de reduccio d’us PF (5 anys)

Formacio, venda, informacio

Inspeccido ETF

Tractaments aeris

Mitigacio de la deriva: bandes de seguretat

GIP




REGLAMENT CE 1107/2009 de
comercialitzacié de productes fitosanitaris

Aprovacio de substancies actives

The Commission evaluates every active substance for safety before it reaches
the market in a product.

Substances must be proven safe for people's health, Including their residues
In food and effects on animal health and the enviro nment.

Procedure

1. Application to an EU country Rapporteur Member Stat e

2. RMS verifies if the application is admissible

3. RMS prepares a draft assessment report

4. EFSA issues its conclusions

5. Standing Committee for Food Chain and Animal Health
votes on approval or non-approval

6. Adoption by the Commission

7. Publication of a Regulation in the EU Official Jour  nal



List of Candidates for Substitution
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First authorization of a PPP  Art. 28-39 of Requlation (EU) 1107/2009

Applications are evaluated on a zonal basis
A single MS can evaluate a PPP on behalf of the entire EU for these uses:
* Greenhouse uses
e Post-harvest treatments
» Treatment of empty storage rooms or containers
» Seed treatments
Basic procedure

1. Application is made to the country/countries where the PPP is intended to be
placed on the market

2. Azonal Rapporteur Member State (zZRMS) is selected for each zone where the
PPP shall be authorized and carries out an assessment of the application

Other Member States in the same zone comment on the zRMS's evaluation
Zonal RMS makes a decision on whether to grant or refuse an authorization
Other Member States make a decision to grant or refuse an authorization

To place the same product in another Member State(s), an application is made
for 'mutual recognition’ of the product in the concerned Member State.
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Proces d’avaluacio de productes fitosanitaris




Procedure to apply for authorization of a PPP
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REGLAMENT CE 1107/2009: de comercialitzacio de
productes fitosanitaris

Article 31

Requisits referents a I'Us dels productes fitosanit aris autoritzats
- Dosi maxima per hectarea per tractament (kg o L/ha )

- Maxim de tractaments anuals

- Periode entre la darrera aplicacio ila collita (t  ermini de seguretat)
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REGLAMENTO CE 1107/2009 de comercializacion
de productos fitosanitarios

Articulo 3.18
Buenas practicas fitosanitarias

los tratamientos con productos fitosanitarios, con
arreglo a las condiciones de sus usos autorizados,

se seleccionan, se dosificany se programan  en el
tiempo para garantizar una eficacia aceptable con la
cantidad minima necesaria.

teniendo debidamente en cuenta las condiciones
locales y las posibilidades de control cultural y
biologico.
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Main derogation applicable to substance approved
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Avaluacio comparativa  Art. 50 Regulation (EU) 1107/2009
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Els neonicotinoids

Els 3 reglaments no foren votats per unanimitat.

D’acord amb aquests reglaments, els terminis no poden
superar:

— 19 setembre per vendes (maxim)
— 19 desembre per a us (maxim)
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Els fungicides cuprics

Les autoritzacions substancies actives de compostos de coure
a la UE acaba el 31/1/2019. En fase de renovacio.

A ES s'acaben de revisar per principis uniformes d’acord amb
la anterior directiva 91/414/CE:

Dels més de 200 formulats autoritzats en vinya s’ha
passat a uns 40

El nim. d’aplicacions permeses per campanya es redueix
molt (de 1 a 4 aplicacions/any).

En diversos productes cuprics, no en tots, figura en el nou
full de registre la restriccio de no superar la dosi de 4
kg/ha de Cu (coure inorganic) per campanya.

Formulats de coure similars, uns continuen autoritzats en
vinya i altres han estat cancel:lats



Els fungicides cuprics

Terminis:
3 mesos per vendre (o reetiquetar)

6 mesos per al seu Us pels agricultors d’acord amb
les anteriors autoritzacions
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Evolucio de la poblacion de carpocapsa  (Cydia pomonella)

Mitjana suma captures per finca
El Poal: poma -pera - noguer
Confusio sexual

Combo

70 - 90
:
§5o 60 o
» 40 - 50 =
ol e
230 40 8
S 20 30 Z
= - 20
Q10
: 1 ] ]
¢ o0 0
8, 20062007 2008 200942010 2011 2012 2013 ‘2014 20¥4 2015 2016 2017 2018
S is

PlaNet

Cydia s Mitjana captures  ==n trampes

L'any 2015 hi va haver un increment important de captures
respecte als anys 2007-14

221112018 (font: Dolors Bosch) «



1) %

Plant pratection produscts




) %

position

Plant pratection produscts




G & G
< # 1 R 2
0 R 2 # 1
2 1 1# 2
82 M2 2 D #
1 # [+ W 1
? L G
7C 2 2 2 1
D D
#
4) MG ) N
2 D
1 0 D 2
4) D-K G D9
2 1 1 2

M# #

W - W

&7L G(
C M

it

& GD
M D & C 2

(



REFIT - Evaluation of the EU legislation on PPP and residues

To be finalized in the first half of 2019.

https://ec.europa.eu/food/plant/pesticides/refit en
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Conclusions (extracted)
Synthesis of the key findings per evaluation criteria

Effectiveness

The total number of available active substances has not significantly
changed since the entry into force of Regulation 1107/2009

Compared to 2010, data show an increase of authorized PPPs in most
countries

The approval criteria for active substances in Regulation 1107/2009
are among the most stringent in the world

Several aspects of the Regulation may affect the competitiveness of
EU agriculture

The mutual recognition process is not functioning as intended. Legal
timelines are widely exceeded.

Emergency authorizations are steadily increasing

The availability of PPPs for minor uses is negatively affected by a lack
of clarity in the rules for authorization and harmonization between MS.

Farmers perceive that alternatives are not fully capable of

62
guaranteeing the same efficacy as traditional PPPs.



Conclusions (extracted)
Synthesis of the key findings per evaluation criteria

Efficiency

There is no common agreement among the stakeholders regarding the
efficiency of the risk assessment and risk management processes
under Regulation 1107/2009.

The costs of MS approval and authorisation procedures are estimated
at approximately EUR 44 million annually, while the costs for industry
are estimated at more than EUR 300 million for approvals and
renewals of active substances.

The costs for extensions of authorisations for minor uses represent
about 20% of the costs for PPP renewals. Stakeholders.

PPP renewal procedures with candidates for substitution (Art. 50) are
approximately 10% costlier than the standard procedures.
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Conclusions (extracted)
Synthesis of the key findings per evaluation criteria

Relevance

There is a growing societal and consumer demand for an EU
agriculture that is more sustainable, with a reduced impact on the
environment.

EU farmers need to address societal demands while remaining
competitive. Farmers fear a decrease in the availability of PPPs in the
coming years, alongside insufficient innovative methods to maintain
their competitiveness

Coherence

Overall, the Regulation has had some success in establishing a
coherent policy in the area of pesticides.

For the most part, EU legislation is considered to be consistent with
international rules and agreements.
64
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