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Edite Azevedo
Assunto: FW: Esclarecimentos adicionais a audicdo de dia 11 de janeiro
Anexos: Esclarecimento a Comissao.pdf; Bordeline_Biocides.pdf

De: Flavio Soares <fsoares@alra.pt>

Enviada: 13 de janeiro de 2025 18:11

Para: Narselia Bettencourt <nabettencourt@alra.pt>

Assunto: FW: Esclarecimentos adicionais a audi¢do de dia 11 de janeiro

Boa tarde, Narsélia.
Solicito a distribuicdo dos documentos em anexo pela Comissao.

Obrigado.
Flavio Soares

De: Aida MC. Medeiros <Aida.MC.Medeiros@azores.gov.pt>

Data: segunda-feira, 13 de janeiro de 2025 as 18:08

Para: Flavio Soares <fsoares@alra.pt>

Assunto: Esclarecimentos adicionais a audi¢ao de dia 11 de janeiro

Exmo. Sr. Presidente da Comissdo de Assuntos Parlamentares, Ambiente e Desenvolvimento Sustentavel
Sr. Deputado Flavio Soares

Conforme referido na audicdo, envio documento com informacgdes adicionais para facultar aos membros da
Comissdo presentes na audicao.

Com os melhores cumprimentos,

Aida Maria Correia Medeiros

Diretora de Servicos

Secretaria Regional da Agricultura e Alimentagao

Direcdo Regional da Agricultura, Veterinaria e Alimentagéo
Direcado de Servicos de Agricultura e Desenvolvimento Agrario

GOVERNO Quinta de S. Gongalo

9500-343 Ponta Delgada

DOS ACORES VolP: 450091 / DSA: 450085

TIf.: +351 296 204 350 / +351 296 204 391
Email: aida.mc.medeiros@azores.gov.pt

Email DSA: info.dsa@azores.gov.pt

A informacgado contida nesta mensagem, assim como os eventuais ficheiros anexos, é privilegiada e confidencial, destinando-se exclusivamente
ao(s) destinatario(s). Se ndo é o destinatario (ou o responsavel pela sua entrega ao destinatario) e recebeu a mesma por engano, informamos
que é estritamente proibido reproduzir, guardar, distribuir ou utilizar por qualquer forma toda ou parte desta mensagem e ficheiros anexos.
Solicitamos que nos comunique imediatamente via email e a destrua.

Qualquer dado pessoal fornecido por si é utilizado e processado por nds para o propésito para o qual nos forneceu esses mesmos dados. Ao
efetuar o contacto, esta a dar o seu consentimento para a recolha e utilizagdo dos seus dados pessoais.



INFORMAGOES ADICIONAIS NO AMBITO DA AUDIGAO A ANTEPROPOSTA DE LEI N. 4/XIIl NONA
ALTERAGAO AO DECRETO-LEI N.2 202/2004, DE 18 DE AGOSTO

Exmo. Sr. Presidente da Comissdo de Assuntos Parlamentares, Ambiente e Desenvolvimento
Sustentavel

Sr. Deputado Flavio Soares

Na sequéncia da Audicdo da Comissdo de Gestdo Integrada de Pragas — Roedores, como
coordenadora das atividades da referida comissdo no passado dia 11 de janeiro, venho por este
meio remeter informacdo adicional que considero pertinente prestar a todos os membros da
comissdo, para uma melhor clarificacdo do assunto.

Relativamente a questdo colocada pelo deputado Francisco Lima sobre existéncia de produtos
rodenticidas autorizados a ser utilizados em meio agricola somos a dizer o seguinte:

Consoante a finalidade do uso do rodenticida, estes podem ser considerados produtos
fitofarmacéuticos (rodenticidas para aplicagdo em zonas com culturas - campos agricolas, jardins
ou florestas, com o intuito de proteger as plantas ou os seus produtos ho campo) ou biocidas
(rodenticidas para aplicagcdo fora das zonas de cultura, como por exemplo zonas urbanas,
exploracdes pecuadrias e instalacdes industriais, ou mesmo em zonas com culturas, como campos
agricolas, jardins ou florestas, guando o intuito ndo é proteger as plantas ou os seus produtos,
mas sim a higiene e saude publica). Este é o entendimento que consta no documento “Guidance
document agreed between the Commission services and the competent authorities of Member
States for the biocidal products Directive 98/8/EC and for the plant protection products Directive
91/414/EEC on: Borderline between Directive 98/8/EC concerning the placing on the market of
Biocidal product and Directive 91/414/EEC concerning the placing on the market of plant
protection products” que anexamos para vossa consulta. Ndo existe, portanto, impedimento a
utilizacdo de rodenticidas biocidas em zonas agricolas, devendo ser de qualquer forma
confirmadas as utilizagdes autorizadas para cada produto comercial, através da consulta do
respetivo Resumo das Caracteristicas do Produto que acompanha o documento de autorizagdo
emitido pela Direcdo Geral da Saude. O controlo das popula¢des de roedores no meio rural, e
em particular nas explora¢des, é muitas vezes necessario, ndo para proteger as culturas ou os
animais, mas a saude dos que ai vivem e desenvolvem a sua atividade profissional e dos que
vivem em areas vizinhas, ou seja a saude publica, justificando-se assim a escolha de rodenticidas
biocidas. Jd os rodenticidas fitofarmacéuticos apenas podem ser utilizados em zonas onde
existam culturas a proteger e apenas com este fim. Neste momento, ndo existem rodenticidas

anticoagulantes autorizados no mercado enquanto fitofarmacéuticos, ou seja, ndo existem
rodenticidas anticoagulantes autorizados para protecao das culturas contra os roedores.

A Secretaria Regional da Agricultura e Alimentagao tem adquirido nos ultimos anos rodenticidas
biocidas de uso profissional autorizados pela Direcdo Geral da Saude para cedéncia aos
agricultores de forma a apoiar o controlo de roedores nas exploracGes, por motivos de higiene
e saude publica. No ato da cedéncia sao disponibilizadas todas as informagdes sobre o produto
cedido e respetivas condi¢bes de utilizacao a respeitar.

Alista de rodenticidas biocidas autorizados pela DGS e respetivas condi¢des de utilizagdo podem
ser consultadas em: https://echa.europa.eu/pt/information-on-chemicals/biocidal-products
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Em relagdo aos erros técnicos graves apontados ao capitulo 3.3.2 (Dispositivos de captura) do
Manual de Boas Praticas de Controlo de Roedores, decorrentes da publicacdo do Decreto-Lei n.2
38/2021, de 31 de maio, esclarecemos o seguinte:

- O Manual de Boas Praticas de Controlo de Roedores foi publicado em junho de 2012, cerca de
9 anos antes da publicacdo do Decreto-Lei n.2 38/2021, de 31 de maio, que aprova o regime
juridico aplicdvel a protecdo e a conservacao da flora e da fauna selvagens e dos habitats
naturais das espécies enumeradas nas Convenc¢Ges de Berna e de Bona;

- De acordo com o Decreto-Lei n.2 38/2021, de 31 de maio, esta proibida a comercializagdo de
armadilhas n3o seletivas nos seus principios ou condi¢cGes de utilizacdo;

- De acordo com o mesmo decreto, para a captura ou o abate de espécimes das espécies da
fauna selvagem listadas nos anexos Il e Ill a Convengdo de Berna, nos anexos | e Il a Convengao
de Bona ou no anexo ao presente decreto-lei, nos termos dos n.2s 4 e 5 do artigo anterior, e
salvo licenca, a emitir nos termos do artigo 11.2 deste diploma, sdo proibidos todos os meios
nao seletivos e as instalacdes ou métodos de captura ou de abate suscetiveis de provocar
localmente a extingdo ou de perturbar gravemente a tranquilidade das populacdes das referidas
espécies, estando por esclarecer de forma inequivoca se ou em que condi¢cbes podem as
armadilhas ndo seletivas ser utilizadas para controlo de roedores;

- Existem muitas armadilhas seletivas cuja comercializacdo e utilizagdo ndo se encontram
proibidas;

- O Manual de Boas Praticas apenas refere que existem varios tipos de armadilhas, apresentando
imagens de algumas armadilhas cuja comercializacdo, e utilizacdo para os fins referidos, se
encontra atualmente proibida, sendo que o uso destas armadilhas ndo é de forma nenhuma
imposto, nem por forca do Decreto Legislativo Regional n.2 31/2010/A, de 17 de novembro, nem
pela Portaria n.2 32/2015, de 13 de margo;

- A aplicagdo dos procedimentos previstos no Manual por parte das pessoas que a tal se
encontram obrigadas, ndo invalida a necessidade de cumprimento de quaisquer outras regras
ou imposicdes legais anteriores ou posteriores a sua publicacdo.

N3o obstante, passados 12 anos da sua publicagdo, consideramos importante rever a legislagao
Regional em vigor em matéria de controlo de roedores, atualizando o Manual naquilo que se
revelar necessario.

Reiteramos também que estd a ser analisada, em sede de Comissdo de Gestdo Integrada de
Pragas — Roedores, a possibilidade de o Decreto-Lei n.2 38/2021, de 31 de maio, ser adaptado a
Regiao.

Ponta Delgada, 13 janeiro 2025

Aida Medeiros, na qualidade de suplente do coordenador das atividades da Comissao.

Aeds Mecdeiro
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Guidance documents
The determination of clear borderlines between the Biocidal Products Directive 98/8/EC (BPD) :
‘ International .
(0] L 123, 24.4.98. p. 1) and the Plant Protection Products Directive 91/414/EEC (PPPD) (OJ Affairs
L 230, 18.8.91. p. 1), is identified as a crucial issue for a proper implementation of the Biocidal Products Directive as well Organisations
as of the Plant Protection Products Directive. Many borderline cases of BPs and PPPs have been identified so far and there g‘;:ex
is a need to give practical guidance and examples. It is also essential to ensure transparency of the legislation, legal WTO
security for industry and other stakeholders and an effective internal market for the products. The present document has Import Conditions
been elaborated on the basis of the discussion held in an expert group including experts from Member States' competent ";::Isf:';d Animal
e

authorities for Biocidal Products, the European Commission, as well as industry trade associations. A questionnaire on Enlargement
borderline cases described below has been circulated to contact points for both Directives and the contributions received Agreements
have been taken into account. EU - Russia: SPS issues

This document should attempt to provide guidance to Member States on borderline cases. It has been conceived as an

FOOD AN

opinion of the Commission Services involved, however it does not oblige in any way Member States to adopt the same m ng’é‘ s'.&.q.:DEw

attitude and it is not legally binding since only the Court of Justice can give an authoritative interpretation of existing ANIMAL HEALTH
' AND WELFAR

Community law.

PLANT HEALTH
A proposal for amendments to the Biocidal Products Directive (notably to the description of Product types in Annex V) is ;

under discussion and, if appropriate, amendments to the Plant Protection Products Directive could be foreseen to introduce .ltt FVO INSFECTIONS
in the legal text the agreed adjustments on scope.

For the relevant definitions and legal requirements reference is made to:

Directive 98/8/EC Directive 91/414/EEC
BPD PPPD
Definition Definition

Article 2.1(a) (Biocidal Product)  Article 2.1 (Plant Protection Product)
Article 2.1 (f) (Harmful organisms) Article 2.6 (Plants)
- Article 2.7 (Plants Products)

- Article 2.8 (Harmful organisms)

General principles

As a general rule a relevant product is regulated either by the BPD or by the PPPD, though there may be some significant
exceptions. In these exceptions exactly the same physical product would fall within the scope of both Directive 98/8/EC
and 91/414/EEC for the purpose of these Directives. This means that for this product dual authorisation will be needed.
The authorisation procedure to be followed prior to placing a given product on the market will be governed in most cases
either by the BPD or by the PPPD. Normally the procedures of both directives do not apply cumulatively. For defined
features, however, some cross-references could be made within one regime to specific provisions of the other regime (see
Article 20.4 (BPD).

Definition

Some definitions from the Biocidal Product Directive and Plant Protection Product Directive are reproduced here for
reference.

Biocidal Product (98/8/EC)

Active substances and preparations containing one or more active substances, put up in the form in which they are
supplied to the user, intended to destroy, deter, render harmless, prevent the action of, or otherwise exert a controlling
effect on any harmful organism by chemical or biological means. An exhaustive list of 23 product types with an indicative
set of descriptions within each type is given in Annex V.

Harmful organism (98/8/EC)

Any organism which has an unwanted presence or a detrimental effect for humans, their activities or the products they
use or produce, or for animals or for the environment.

http://ec.europa.eu/food/plant/protection/evaluation/borderline en.htm 26/09/2012
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Plant Protection Product (91/414/EEC)

Active substances and preparations containing one or more active substances, put up in the form in which they are
supplied to the user, intended to:

e protect plants or plant products against all harmful organisms or prevent the action of such organisms, in so far
as such substances or preparations are not otherwise defined below;

e influence the life processes of plants, other than as a nutrient, (e.g. growth regulators);

e preserve plant products, in so far as such substances or products are not subject to special Council of
Commission provisions on preservatives;

e destroy undesired plants; or

e destroy parts of plants, check or prevent undesired growth of plants;

Plants (91/414/EEC)
Live plants and live parts of plants, including fresh fruit and seeds;
Plant products (91/414/EEC)

Products in the unprocessed state or having undergone only simple preparation such as milling, drying or pressing,
derived from plants, but excluding plants themselves as defined above.

Harmful organism (91/414/EEC)

Pests of plants or plant products belonging to the animal or plant kingdom, and also viruses, bacteria and mycoplasmas
and other pathogens

Criteria for borderline setting

On the basis of the above definitions it is easy to decide in the vast majority of cases which Directive applies to a given
product. But sometimes difficulties may arise. Therefore in order to decide which regime applies, the following criteria
should be thoroughly examined, either together or alone:

Step 1 The intended purpose of the product with special reference to:

- The target organism. If it is detrimental to plant or plant products then the product used is considered as a PPP either
if applied directly on plants or plants products or applied indirectly on empty structure to control pests of plant or plants
products exclusively.

Products like pheromones or any other attractants and repellents that need to be applied before or during the pest attack
shall be considered as PPPs if they are used against pests that can damage plant or plant products.

- On the other hand if it is detrimental in other field e.g. detrimental to humans or to products other than plants or plant
products then the product used is considered as a BP.

Step 2 The place where the product is applied to achieve the principal intended action. As for the case e.g. of
wood-preservatives and rodenticides considered in more details below, the saw-mill stage (here it is intended that the
wood has undergone more then just a simple preparation) and the plant growing areas (agricultural field, greenhouse,
forest), in this second case in combination with the purpose to protect plants, are regarded as the most important factors
for setting the borderline. Products applied to the soil before sowing or planting of plants and intended to destroy plant
pests should be considered as plant protection products (e.g. soil fumigants).

Proposal for general and specific borderline

According to its definition, the main purpose of a Plant Protection Product is to protect plants and plant products against
organisms harmful to plants and plant products. When these products are directly applied on plants and plant
products it is clear that the purpose is according to the definition and therefore they are clearly Plant Protection Products.
This applies in every place where these products are used, both inside and outside the farm, for example in stores of plant
products.

The above applies also when they are applied indirectly since Directive 91/414/EEC does not make any distinction
between direct or indirect application of products used to protect plants or plant products against harmful organisms.
Therefore products for the treatment of empty structures and articles (for example for the disinfection or the disinfestation
of empty store rooms or other structures and articles like greenhouses, growing houses, containers, boxes, sacks, barrels
etc.) are considered PPPs on condition that the purpose of the use is to destroy exclusively and specifically organisms
harmful to plants or plant products and that after the treatment only plants or plants products will be grown or stored in
the treated structure.

In the cases where products are used for a general hygiene purpose (normally not directly applied to protect
plants or plant products) or when it is not clear which kind of products will be stored after the treatment it is
agreed to consider these products as biocidal products.

According to the definition of Plant Protection Products, herbicides are clearly within the scope of Directive 91/414/EEC,
whereas for the specific case of algaecides, it is agreed to consider all these products as Biocidal Products with the
exclusion of those clearly used to protect plants, as described below.

On the basis of the above consideration the following borderline is agreed:

Plant Protection Products: Products directly applied on plants (including in garden and house) and on plant products inside
or outside the farm. Products applied indirectly (for example for the disinfection or the disinfestation of empty store rooms
or other structures and articles like greenhouses, growing houses, containers, boxes, sacks, barrels etc.) provided that the
purpose of the use is to destroy organisms exclusively and specifically harmful to plants or plant products and that after
the treatment only plants or plants products will be grown or stored in the treated structures. These include arthropods

http://ec.europa.eu/food/plant/protection/evaluation/borderline en.htm 26/09/2012
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growth regulators, plants growth regulators and products for the inhibition of germination.

All herbicides regardless of whether they are applied to soil or other surfaces for agricultural and non-agricultural purposes
are considered Plant Protection Products.

Examples:
1. Products used on soil for agricultural purposes (including soil fumigants)

2. Space disinfectants in growing houses (for mushrooms, used to kill unwanted spores) or greenhouses (for example to
kill micro-organisms that can attack plants that will be subsequently grown there)

3. Products to control growth or penetration of plant roots and sprouts (radizides)
4. Products for use against garden snails
5. Products used to protect cultures of ornamental plants, for instance against ants

6. Products that are used in stores on plants or on plant products either against being devoured or against decay.
Products for the disinfection or the disinfestation of empty store rooms or other structures and articles like greenhouses,
growing houses, containers, boxes, sacks, barrels etc. provided that the purpose of the use is to destroy organisms
harmful to plants or plant products and that after the treatment only plants or plant products will be grown or stored
there.

7. Products for post-harvest treatment of fruits and vegetables against plant diseases
8. Repellents used to treat seed against birds and on fruit trees or forestry
9. Products to protect trees or other plants from damage by squirrels or wildlife

10. All herbicides regardless of whether they are applied to soil, water (river, stream, waterway etc.) or other surfaces
(tennis court, concrete, pavement, car parks, railways, etc)

11. Algaecides applied on soil or water to protect plants (e.g. in paddy field rice, turf, golf course, glasshouse crops, to
protect aquatic plants in aquaria, etc.)

12. Plant growth regulators and products for the inhibition of germination.
13. Arthropod growth regulators and other pheromones used to control organisms harmful to plants or plant products.
14. Products for the control of birds when used to protect plant or plant products.

Biocidal Products: All products used for a general biocidal purpose. These would include general hygiene disinfectants in
empty structures when it is not clear which kind of products will be stored after the treatment. This excludes:

- Products used specifically and exclusively for the protection of plants or plant products either by direct application or by
pretreatment of empty store rooms intended for plants/plant products 1 B

- Products used only to control unwanted plants and algaecides used to protect plants.
Applying the distinctions described above, the following are considered to be examples of biocidal products:

1. Products for hygiene purposes to be used in greenhouses (including on structures and articles like windows, equipment,
table, knives etc.) but that are not intended for direct application to plants (PT2).

2. Products used in hydroponic systems, not on the plants, but on the system itself to control harmful organisms that for
example can clog pipes (either PT2 or PT 11).

3. Products intended for the control of harmful organisms (other than unwanted plants) including algae, on surfaces like
tennis courts, car parks, (PT2) and tombstones, concrete , pavements and walls (PT10)

4. Products used against snails to prevent humans and animals disease transmission, products used against snails that
clog water pipes, as opposed to products used against snails that cause harm to plants. (PT16)

5. Products to destroy dust mites from textiles, as opposed to products used against mites that cause harm to plants.
(PT18)

6. Fumigants used in storage rooms for food like cheese and meat (not for plant products) (PT20)

7. Repellents against cats, dogs and snakes, as opposed to repellents used against animals that cause harm to plants.
(PT19)

9. Products for the control of termites when used as a bait or as a soil-drench treatment, not used to protect plants or
plant products. ( PT 18)

10. Products for the control of birds for hygiene purposes (PT 15)

Product Type 8 (Wood preservatives). It is agreed that the description of this product type as it is in Annex V of
Directive 98/8/EC stating "Products for the preservation of wood, from and including the saw-mill stage, or wood products
by the control of wood-destroying or wood-disfiguring organisms" does not need any additional clarification.

Case of Product type 14 (Rodenticides)

The main purpose for the use of these products on plant products is considered to be for human hygiene rather than for
the protection of plant products. In-fact rats and mice can contaminate with their excrements much greater quantity of
plant products (with the consequent danger of transmission of diseases) compared with the quantity directly devoured. It
is therefore agreed to consider all rodenticides as Biocidal Products with the exclusion of products used in plant growing

http://ec.europa.eu/food/plant/protection/evaluation/borderline en.htm 26/09/2012
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areas (agricultural field, greenhouse, forest) to protect plants, or to protect plant products temporarily stored in the plant
growing areas. Considering that there could be a need to control the population of rodents in plant growing area not
because they devour crops but because they multiply and can subsequently spread to human settlements, it is agreed that
products used for this specific purpose are biocidal products.

Therefore the following borderline is agreed:

Biocidal Product 14 (Rodenticides): Products used for the control of mice, rats or other rodents outside plant growing
areas (agricultural field, greenhouse, forest), for example in farms, cities, industrial premises etc, and inside plant growing
areas not to protect plant or plant products 2 products for the control of squirrels (Sciurus spp.), when within the scope
of Directive 98/8/EC, are excluded from this product type since they are included in PT 23 (Control of other vertebrate).

Plant Protection Products: Rodenticides applied in plant growing areas (agricultural field, greenhouse, forest) to protect
plants or plant products temporarily stored in the plant growing areas in the open without using storage facilities.

If a product is used in both situations, than it falls within the scope of both Directive 98/8/EC and Directive 91/414/EEC
for the purpose of these Directive and it will need dual authorisation for the relevant use.

1 The case of rodenticides is an exception, and it is specifically addressed under the heading "Biocidal Product 14
(Rodenticides)" of this document.

2E, g. to control rats that can spread to human settlements or rodents that can dig holes in dams.

http://ec.europa.eu/food/plant/protection/evaluation/borderline en.htm 26/09/2012



